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BHECEH MuHuctepctBom 3gpaBooxpaHeHmsa Pecnybnuvkun benapycb

2 YTBEPX[EH /M BBEJEH B EMCTBUE noctaHosneHnem MuHucTepcTBa 3apaBooxpaHeHus Pecny6niku
Benapycb o1 04.06.2015 Ne 80

3 HacToswuin TexHWYecKMn KoOEeKC YCTaHOBMBLUEMCA MNPaKTUKM OCHOBaH Ha noaxodax, NPUHATBbIX B
EC, B cootBeTcTBUM C: Directive 2012/26/EU of the European Parliament and of the Council of 25 October 2012
(OupextuBa 2012/26/EU EBponenickoro MNapnameHTta n Coseta EBponbl oT 25 oktabpsa 2012 roga), Regulation
(EU) No 1027/2012 of the European Parliament and of the Council of 25 October 2012 (PernameHT Ne 1027/2012
Esponetickoro NapnameHTta n Coseta EBponbl oT 25 oktabps 2012 roga), Commission Implementing Regulation
(EU) No 520/2012 of 19 June 2012 (PernameHT EBponeickon Komuccum Ne 520/2012 ot 19 nioHs 2012 roga).

4 BBE[IEH BINEPBbIE

HacTosiwmii  TEXHUYECKMIn KOOEKC YCTaHOBMBLUEMCS TMpaKTUKM He MOXeT OblTb BOCMPOW3BEEH,
TUPaXMpoBaH M PacnpoCTPaHeH B Ka4yecTBe OduuManbHOro u3daHus 6e3 paspelleHnss MuHucTepcTsa
3apaBooxpaHeHus Pecny6nuku Benapycb

M3paH Ha pycckom a3blke
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BBepgeHue

HacTosAwmn TeXHNYECKM KOAEeKC YCTaHOBUBLLEWCS NPaKTUKN pa3paboTtaH Ha ocHose PykosoacTtse EC [1]-[14]
C M3MEHEHMAMN, 0OYCNOBMEHHbIMY AENCTBYIOWUM 3aKkoHodaTensctBoM Pecnybnukn Benapyck, TpeboBaHMAMN K
copepKaHuio U OHOPMIMEHUIO TEXHUYECKUX HOPMAaTMBHbLIX MPAaBOBbLIX aKTOB, MPUHATOM B cdepe obpalleHus
nekapcTBeHHbIX cpeacTtB Pecnybnukn Benapyce TepMuHoMnornen, a Takke HeOOXOOAMMOCTBIO rapMOHM3aLun ¢
cooTBeTCTBYOLWMM pykoBogcTsoMm EASC.

B uenom HacTosLMA TEXHUYECKUA KOOEKC YCTaHOBUBLUEWCS MPaKTUKW MMeeT cregylolme OTnu4us oT
Pykosoacte EC:

- C uenbio hOPMUPOBaHNA €4MHOro JOKYMEHTa BbINOSIHEHO obbeanHeHue oTaenbHbiX pykoBoacts EC ¢
COXpaHeHueM o6LLEeln NocrneaoBaTenbHOCTM U3NOXeHUS TpeboBaHWiA;

- JONOMHUTENbHO  BBeAEHbl CTPYKTypHble 3anemeHTbl  «[lpeauncnosue», «BBeaenuney», «Obnactb
npuUMeHeHus», «HopmMaTuBHbIE CChIMNKUY, a TaKKe CrpaBovHoe npunoxeHve «bnbnuorpaduay»; aTu CTPYKTYpHble
3MneMeHTbl He 0003HayeHbl HoMepamu, YTOObl COXpPaHUTb HyMepaumio CTPYKTYPHbIX 3reMeHToB PykoBoacTsa
EA3C,;

- BCE TEPMWHbI U onpeaeneHns AaHbl No andasuTty B pasaene « TepMuHbl U orpeaeneHusy;

- M0 BCEMY TEKCTY 3aMeHEHbl HEKOTOPbIE CMOBa U BbIPaXEHUs!, HAaNpuUMep, «CTpaHbl-ydacTHuubl», «EC/EEA»
(«EBponewickoe CoobLiectBo/EBponerickas akoHoMnyeckasa 30Ha») unu «EC» («EBponelickuin Coto3») 3ameHunm
Ha «Pecnybnuka Benapycby; «ToproBast MMUeH3usi» — Ha «PerncTpaLmMoHHOEe YyAOCTOBEPEHNEY U T.N.;

- UCKMOYeEHbI pasgensl, onpeaensiowme B3anmogencTane no papmakoHagsopy Mexay crpaHamu EC;

- onpegensemMble pykOBOACTBOM MpoLeaypbl NpeactaBneHus MHopMauum aganTupoBaHbl K TpeboBaHusaM
AeNCTBYIOLLIEro 3aKOHOAATENbCTBa;

- CCbIfIKM Ha eBponenckne OOKYMEHTbI, JOKYMeHTbl ICH 3amMeHeHbl ccbifikaMu Ha rapMOHU3WPOBaHHbIE C
Humn THIMA, gericteytowme B Pecnybnuke benapycb, Npyu Hannyum TakoBbIX.



TKI 564-2015 (33050)
TEXHUYECKUU KOOEKC YCTAHOBMBLUEACA NPAKTUKN

HAONEXALLAA NPAKTUKA PAPMAKOHAL3OPA
HANEXHASA NMPAKTbIKA ®APMAKAHANALQY

Good Pharmacovigilance Practice (GVP)

Data BBegeHna 2015-08-15

O6nacTtb NnpMMeHeHus

HacToswwmin TeXxHM4ecknin Kogeke YCTaHOBUBLLENCS NPaKTUKKN (anee — TEXHUYECKUI KoOEeKC) ycTaHaBnNnBaeT
NopsiAOK OCYLLECTBNEHNS OEeATENbHOCTU, HanpaBfieHHOM Ha KOHTPOMb 6e30MacHOCTN NeKkapCTBEHHbLIX CPeacTB,
CBOEBPEMEHHOE BbISIBIIEHME BCEX W3MEHEHW B COOTHOLUEHUW MOMb3bl M pPUCKA NEKapCTBEHHbIX CPeacTs,
pa3paboTky 1 BHeOpPEHWE Mep MO 0becneyeHnto NPUMEHEHNST NEKapPCTBEHHbIX CPEeACTB NP NPEBbILLEHUN NOfb3bI
Hag pUCKoMm.

HOpMaTI/I BHbl€ CCbIJTIKU

B HacToslLLeM TEXHNUYECKOM KOOEKCEe UCNONb30BaHbl CCbINIKM Ha criefyloLlmne TEXHNYECKME KOAEKChI:

TKI 184-2009 (02040) Hapgnexawasn kKnnHnyeckasa npakTmka

TKIM 125-2008 (02040) Hapgnexawan nabopaTtopHas npakTuka

TKIM 030-2013 (02040) Hapgnexawasa npomM3BoACTBEHHAs NpaKTuka

MpumMeyanne — Tlpu NOMb30BaHUM HACTOSALUMM TEXHUYECKMM KOOEKCOM LienecoobpasHo npoBepuTb OEUCTBUE
TEXHUYECKMX HOPMATMBHbIX NPaBOBbIX aKTOB B 0ONacTu TEXHWYECKOr0 HOPMWMPOBAHUA W CTaHdapTu3aumu (ganee —
THMA) no kartanory, COCTaBfEHHOMY MO COCTOSIHMIO Ha 1 sHBapsa TeKywlero roga, M MO COOTBETCTBYHOLUM
MH(OPMAaLMOHHBIM yKa3aTensm, onybrnvkoBaHHbIM B TEKYLLEM roAy.

Ecnu ccbinodnbie THIMTA 3ameHeHbl (M3MEeHeHbI), TO NP NOMb30BaHMN HACTOSALLMM TEXHUYECKMM KOLEKCOM, criegyet
PYKOBOACTBOBATLCS 3aMEHEHHbIMU (M3MeHeHHbiMM) THIA. Ecnun ccbinodHble THIMA oTmeHeHbl 6e3 3ameHbl, TO
nomnoXxeHve, B KOTOPOM [iaHa CCbifika Ha HUX, MPUMEHSIETCS B 4acTW, HE 3aTparnearoLLen 3Ty CCbISIKY.

1 TepMUHbI U onpepeneHus

B HacTodlemM TexHMYecKkoM Koaekce NPUMEHSAT criegylolwme TepMUHbl € COOTBETCTBYIOLUMMU
onpeaeneHnamMmn U cokpaLleHUsaIMm:

1.1. ayaut (Audit): Cuctematnyeckuin, ynopsaodeHHbI, He3aBUCUMbIN M AOKYMEHTUPOBAHHbLIA MnpoLecc
nony4yeHnst U1 06 bEKTUBHON OLIEHKN ayaUTOPCKNX PakTOB, XapakTepusyoLwmx paboTy cuctemsl hapmakoHaasopa,
C Uernbio onpeaeneHns CTeneHun BolNoMHEHNs KpUTepmes ayanTa.

1.2 BaxHasa oTcytcTByloWasa wuHdopmauma (Important missing information): 3Haunmble npobenbl B
UMEIOLLMXCH 3HaHUAX MO OnpederneHHbIM acnektaMm 6e30MacHOCTU NeKapCTBEHHOro cpeAacTBa Mnu rpynnam
NauMeHTOB, KOTOPbIM Ha3HaYyaeTCs fekapCTBEHHOE CPeACTBO.

1.3 BaXHbIN MAEHTUDULMPOBAHHLIN PUCK U BaXHbIW NOTeHUManbHbIN puck (Important identified risk
and important potential risk): ViaeHTUOULMPOBAHHLIN PUCK UMK NOTEHUMAMNbHBIA PUCK, KOTOPLIA MOXET OKasaTb
BMWSIHWE Ha COOTHOLLIEHNE MOSb3a-PUCK NIEKapCTBEHHOIrO CpeacTBa UM UMeTb NocneacTBms Ansa obLecTBeHHOro
3[paBOOXpPaHeHUs.

1.4 BanuaupoBaHHbIW curHan (Validated signal): CurHan, gna KOToporo B NpoLecce BbINOMHEHUS
BanvaaLumn 1 oueHKN NOATBEMKAAOWNX aHHBIX YCTaHOBIEHO, YTO MMeoLWasca JOKYMeHTauns gocratovHa ans
NpeanonoXeHns O HanuMyMuM HOBOW MOTEHUManbHOM MPUYMHHO-CIENCTBEHHOW CBSA3M UMM HOBOrO acnekra
M3BECTHON B3aMMOCBA3M Mexdy MpuMemMoM NoJo3peBaeMoro fnekapcTBEHHOro cpeactsa W - pasBUTUEM
HebnaronpuaTHOro nocregcTsus W, crnegoBaTernbHO, onpedeneHa HeobXOAMMOCTb KOMMnekca AarbHenLmx
OENCTBUI MO OLEHKe curHana.

1.5 Bo3gencrTBue, cBA3aHHoOe ¢ poaom 3aHaTum (Occupational exposure): Bosgenctesne nekapcTBeHHOro
cpencTtea, KOTOPOMY MOABEPrcs YerioBek B pesynbTaTe BbINOMHEHUS Kakoro-nnbo Buaa OeATerbHOCTU
npoeccrMoHarnbHOro Unmn A4pyroro xapakrepa.

1.6 pata okoH4aHusA cb6opa AaHHbIX (Data lock point): [Jata 3aBeplueHns cbopa AaHHbIX ANs BKIOYEHUS B
nepuognyecknii otyeT no 6esonacHoOCTu.

1.7  3aBeplUeHHOE KINMHU4Yeckoe nccneaoBaHue/ucnbiTaHue (Completed clinical trial):
UcnblTaHne/ncenegoBaHne, NO  KOTOPOMY — MOAFOTOBMEH  3aKMIOYUTENbHBLIA  OTYET O  KIUMHUYECKOM
ucnblTaHUM/uccregoBaHuu.

MNapgaHne opuumansHoe
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1.8 3akpbITbin curHan (Closed signal): CurHan, oueHka KOTOporo Obifia 3aBeplleHa B OTYETHbIN
nepuog Nepuoam4eckoro otyeta no 6e3onacHoOCTU.

1.9 3noynoTpebneHune nekapcTtBeHHbIM cpencTtBomMm (Abuse of a medicinal products): NMNocTosHHOE
Wnn pasoBoe uYpe3mepHoe ynoTpebrieHne nekapcTBEHHOrO CpeacTBa, KOTOpOEe COMpOBOXAAETCS
HebGnaronpuaTHLEIMU OU3NONOrMYECKUMI NN NCUXONOorMdeckummn adhdpekTamu.

1.10 pepxxaTenb perncrTpaumMoHHoro yaocrosepeHusi (marketing authorisation holder): KOpnanyeckoe
nuuo Pecnybnukn bBenapycb wunu  uHAMBMAYyanbHbIA - NpegnpuHMMaTenb, 3aperMcTpuMpoBaHHbIA B
Pecnybnuke Benapycb, WHOCTpaHHOE lOpUAMYECcKoe NWLO, WHOCTPaHHas opraHv3auusl, CO3faHHble B
COOTBETCTBUM C 3aKOHOAATENbCTBOM MHOCTPAHHbLIX rOCY4apCTB, NMPOM3BOASALLME NeKapCTBEHHbIE CpeacTBa
Uny pasmMeLLaroLLme 3aka3 Ha NPOMBILLNIEHHOE MPOM3BOACTBO NIEKAPCTBEHHBLIX CPEACTB B UHOWM OpraHunsauuu,
OCYLLECTBNSIIOLLEN MPOMBbILLNIEHHOE MPOM3BOACTBO JIEKAPCTBEHHBLIX CpeacTs, Nubo Bxoaswme B COCTaB
o0beauHeHns, B KOTOpOE Takke BXOOWUT MPOWM3BOAMUTENb JEKapCTBEHHbIX CPEACTB, KOTOPOMY BblAaHO
perncTpaumMoHHoOe YOOCTOBEPEHME  Ha JeKapCTBEHHOE CpeacTBO MO pesynbTaTaM  OCYLLECTBMEHUS
rocyapCTBEHHOW perncTpaumm (NoaTBepKaeHWs rocyaapCTBEHHON perncTpauum);

1.11 naentTucbmumnpoBaHHbin puck (Identified risk): HexxenateneHoe nocneacTeve apmakoTepanuu,
ONsl  KOTOpPOro MOonyyYeHO afeKkBaTHOe [0Ka3aTeNbCTBO HanuuuMs B3auMOCBSA3M C  MOO03pEBAEMbIM
nekapcTBEHHbIM CPeaCTBOM.

1.12 wHpuBuayanoHoe coobweHne o HexenatenbHou peakuumn (Individual case safety report
(ICSR)): OT4yeT, cocTaBrneHHbIn MO onpedeneHHon dopme, 06 OOHOM WU HECKOMBbKUX MOA03peBaeMbIX
HexxenaTenbHbIX peakuusx Ha fekapcTBEHHOEe CpeAcCTBO, BO3HUKAKOLWMX Y OTAENbHOrO nauueHTa B
onpeaeneHHbIi MOMEHT BPEMEHM.

1.13 wuHcnektupoBaHue (Inspection): npouegypa oduunansHOW MNPOBEPKU NpeacTaBUTENEM
YMNONMHOMOYEHHOTO OpraHa [OKYMEHTOB, 3anucein, MepcoHana, CWUCTeM, MOMELLEHUA, CPeacTB w
060pyaoBaHNsA, OTHOCSALLMXCA K cucTeMe chapmakoHaa3opa AepaTens perncTpalMoHHOro yaoCTOBEPEHNS
WM MHOW opraHu3auun, NPMBIEYEHHON AepXaTenem perncTpauMoHHOro yaOoCTOBEPEHUS AMNsi BbIMOMHEHUS
o6sa3aTenbCTB  No  bapmMakoHad3opy, C Uenblo  NoATBEPXAEHMS  cobnogeHns  aepxarensimu
PErncTpaLmMoHHbIX YOOCTOBEPEHUIA TpeBOoBaHMI 1 BbINONHEHUsT 06513aTeNnbCTB No hapmakoHaa3opy.

1.14 NICTOYHMKM NONyYeHUsi WHAMBUAYANlbHbIX COOOLIEeHUM O HexenaTenbHbIX peakuuax
NieKapcTBeHHOro cpepcrBa no 3anpocy (Solicited sources of individual case safety reports):
OpraHunsoBaHHble cUCTEMbI MO COOPY AaHHbIX, KOTOPbIE BKIOYAKT KMMHUYECKUE UCMbITaHWSA/UCCreqoBaHms,
peecTpbl, MOCTPErMCTPaLMOHHbIE NPOrpaMmbl NEPCOHANM3NPOBAHHOIO MCNOMb30BaHUSI NEeKapCTBEHHOrO
cpeacTBa, Apyrve nporpaMmMbl Mo NoAdepXKKe MaLMeHTOB Y MOHUTOPUHIY 3aborneBaHuii, onpocy MauneHToB
UnNu nevawymx Bpaven unm céop MHgopmauumn o6 apeKTUBHOCTM Tepanmm U NPUBEPKEHHOCTU NALMEHTOB
neyeHuto.

1.15 ka4vecTBO cucrembl dapmakoHaasopa (Quality of a pharmacovigilance system): Bce
XapaKTepPUCTUKN cUCTEMbI hapMakoHag30pa, KOTOpble, B COOTBETCTBUM C OLIEHKON BEPOSITHOCTU, NPUBOAAT K
pe3ynbTatam, COOTBETCTBYIOLLMM LIENSAM CUCTEMbI (hbapMmakoHaasopa.

1.16 KITMHUYeckKoe uccnegoBaHue/McnbiTaHue (Clinical trial/study): JToboe
nccnegoBaHue/ucnblTaHNe, NPOBOAUMOE C y4acTMEM YerioBeka B KadyecTBe CyObekTa Ans BbISBMEHUS wnin
NOATBEPXKAEHNS KITUHUYECKMX W/Mnn dbapMakonornyecknx 3geKkToB mnccrnegyemMbix npenapartoB wu/mnu
BbISIBIIEHUS] HEXenaTernbHbIX peakuui Ha uccriegyemble npenapatbl, W/WUNM MU3ydeHUst MX BcacbiBaHMS,
pacnpegenexusl, metabonuMama W BblBeOEHMS C LENbi0 BbIMNOMHEHUSA OLIEHKM ©e3onacHocTn Wu/vnu
3P EeKTUBHOCTH.

1.17 KoHTponb M obGecnevyeHMe KayecTBa cuctemMbl cpapmakoHagsopa (Quality control and
assurance): MoHWUTOpPUWHT, oueHka, obecneyeHne 3PAPEKTUBHOCTU U COOTBETCTBUS YCTAHOBMEHHbLIM
TpeboBaHMAM CTPYKTYPHbIX 3MEMEHTOB M NPOLIECCOB CUCTEMbI (hapMakoHaa3opa.

1.18 nekapcTBeHHoe cpencTBo (Medicinal product): BewectBo nnm koMbnHaLma HECKONbKMUX BELLLECTB
NpupoaHoro, CUHTETUYECKOTrO nnm BGUOTEXHOMOrMYECKOro NPOUCXOXAEHNS, obnapatowme
hapMakonorMyeckon akTMBHOCTbIO M B OMpedeneHHON mneKkapCTBEeHHOW dopMe NpUMeEHsemMble Ons
MeOUUUHCKON NPOodUNaKTUKKA, AWArHOCTUKWU, JeYeHUss W MeOULUMHCKON peabunuTaumm  NauueHToB,
npegoTBpalleHnst 6epeMeHHOCTM NYTEM BHYTPEHHENO UM BHELLHETO NPUMEHEHNS.

119 owmbka npuMeHeHUsa JeKapcTBeHHoro cpeactBa (Medication error):  Jlio6as
HenpegHamepeHHas ownbka paboTHMKA CUCTEMbl 34paBOOXpaHeHWs, nauueHTa unu notpebutens B
Ha3Ha4YeHWnW, OTNyCKe, JO3MPOBKE WUIMM BBEAEHUU/MPUEME NEKAPCTBEHHOIO cpeacTBa.

1.20 macTtep-chann cuctembl cpapmakoHapsopa; MPCD (Pharmacovigilance system master file
(PSMF)): MogpobHoe onucaHne cnctembl hapMakoHaa3opa, MpMMEHAEMON AepKaTenemM permcTpaunoHHoro
YOOCTOBEPEHUSI MO OTHOLUEHMWIO K fJaHHbIM 00 OHOM MIN HECKOJSbKMX 3aperMcTpUpPOBaHHbIX JTEKapCTBEHHbIX
cpeacTeax.

1.21 wmexpayHapoaHasa pata ofobpeHuMsa paspabaTbiBaeMoro JieKapCTBEHHOro CpencTBa;
MAOOPIC (Development international birth date (DIBD)): ata neporo ogobpeHus (unu asTopusauuun) ans
npoBeAeHNs MHTEPBEHLIMOHHOIO KITMHUYECKOro UccrnegoBaHms/McnbiTaHs B nobow u3 cTpaH Mupa.

1.22 wmexpyHapogHaa parta peructpaumm; MAOP (International birth date (IBD)): Oata nepsow
pernctpaumun (ogobpeHns k NnpUuMeHeHno) B Nobon cTpaHe Mupa NekapcTBEHHOro CpeAcTBa, cCoaepaLlero
onpegeneHHoe AeNCTBYHOLLEE BELLECTBO.
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1.23 mepbl no mMuHumu3auum pucka (Risk minimization measure): Komnnekc meponpuaTtui,
HanpaBreHHbIX Ha NpegoTBpaLLeHne UM yMeHbLlleHWe BEPOSTHOCTU BO3HUKHOBEHUS HEXeNnaTernbHOW peakuuu,
CBSI3aHHOW C BO3ENCTBNEM NEeKapCTBEHHOIO CPeacTBa, NMMB0 Ha YMEHbLUEHME CTEMEHN TSXKECTU HexenaTerbHON
peakuuu B criyqae ee pasBuTus.

1.24 Hagnexawasa npaktuka ¢papmakoHapsopa; HM® (Good Pharmacovigilance practices (GVP)):
PykoBoAcTBO no ocyuwlecTBrneHuo apmakoHagsopa, paspaboTaHHOEe YMNOMHOMOYEHHbIM  OpraHoM w
3anHTEepeCcoBaHHbLIMW CTOPOHAMMW.

1.25 HexenaTtenbHas peakuus (Adverse reaction): HenpegHamepeHHasa HebnaronpusaTHas peakuus
opraHuama, CBsi3aHHasi C NPUMEHEHNEM feKapCTBEHHOMO cpeacTBa v npeanonarawas Hanmune, Kak MUHUMYM,
BO3MOXHOW B3aMMOCBSI3M C NPUMEHEHNEM NOA03PEBaEMOro fekapCTBEHHOIO CPpeacTBa.

MpumeyaHue - HexenaTenbHble peakuun MOryT BO3HMKaTb NPY NPUMEHEHUN NeKapCTBEHHOro cpeacTBa B COOTBETCTBUM
C 0f0OPEHHON MHCTPYKUMEN MO MEAMLMHCKOMY NMPUMEHEHMIO, C HapyLUEHNEM WHCTPYKUUM NO MEeAWULUHCKOMY MPUMEHEHUIO
nnbo B pesynbTate BO3AENCTBUS, CBSI3aHHOTO C POAOM 3aHATUA. Crnyyan NpUMEHEeHUs He B COOTBETCTBUW C MHCTPYKUMEN MO
MEAMLIMHCKOMY MPUMEHEHMIO BKIOYAT NPUMEHEHUE BHE WMHCTPYKLMK, Nepedo3vpoBKy, 3roynotpebneHue, HenpaBunbHoe
ynoTpebneHne n MeauumMHcKmMe OLIMGKN.

1.26 HexenatenbHoe siBneHue (Adverse event): Jlloboe HebGnaronpusaTHOE M3MEHEHUE B COCTOSIHUU
300pOBbS  NauMeHTa unuM cybbekTa KIUHUYECKOro  UCCredoBaHuUs/UCTbITaHWUs, KOTOPOMY — HasHavancs
nekapcTBeHHbIR/MccnegyemMbln npenapar, He3aBUCUMO OT NPUYNHHO-CIEACTBEHHON CBA3U C €r0 NPUMEHEHNEM.

MpumeyaHne - HexenaTenbHoe sBMeHWe MOXET MpeacTaBnsaTe cobon nwoboe HebnaronpusiTHoe U
HenpegHamepeHHoe UW3MeHeHuWe (Hanpumep, OTKIOHeHWe nabopaTopHOro mnokasatenss OT HOPMbl), CUMMITOM  UNn
3a6oneBaH|/|e, BpemMA BO3HWKHOBEHWA KOTOPbIX He WCKnw4aeTt ﬂpl/l‘-II/IHHO—CJ'Ie,D,CTBeHHOIZ CBA3nM C nNpuUMeHeHunem
NeKkapCTBeHHOro cpeacrtsa, BHe 3aBUCUMMOCTU OT Halnnyna uinnm OTCyTCTBUA B3aMMOCBA3N C NPUMEHEHWEeM JeKapCTBEHHOIo
cpencTea.

1.27 HEeMHTEepPBEHLMOHHOE nccnenoBaHue/ucnbiTaHue (Non-interventional studies):
WccnepoBaHve/ncnbiTaHne, KOTOPOe COOTBETCTBYET CrieyroL MM TpeboBaHNAM:

a) nekapcTBEeHHOEe CpPeACTBO Ha3Ha4YaeTCa B COOTBETCTBUM C UHCTPYKLUMEN NO MEANLIMHCKOMY MPUMEHEHMIO;

0) pelleHne 0 Ha3Ha4YeHUM NaumeHTy onpederieHHOro NevYeHns He NPUHUMAaETCs 3apaHee COorfacHoO NPOTOKOMy
nccrieqoBaHUs, HO COOTBETCTBYET MPUHATOW MpakTUKe, UM Ha3HayeHue IeKapCTBEHHOro CpeacTBa YeTKo
OTOENEHO OT peLLeHns O BKIMIOYEHUN NaLmeHTa B UCcnegoBaHue;

B) K MauueHTam He TMPUMEHSIOTCA Kakue-nmbo OOMNOMHUTENbHbIE AWArHOCTUYMECKME WIM  KOHTPOSbHbIE
npouenypsbl, a 4ns aHanuaa noslydeHHbIX AaHHbIX UCMONb3YIT ANUMAEMNONOrMyeckne MeToabl.

MpumeyaHus

1 HeI/IHTepBeHLI,I/IOHHbIe I/ICCﬂeﬂOBaHI/Iﬂ/I/ICﬂbITaHI/Iﬂ onpegendarTca NpuMeHdAemMbiM MeToaoJslIorm4ecknum nogxoaom, a He
Hay4HbIMU Liensamu.

2 HeI/IHTepBeHLI,I/IOHHbIe I/ICCJ'Ie,D,OBaHI/Iﬂ/I/ICﬂbITaHI/Iﬂ BKNOYaT MccrnegqoBaHuUA 0asbl AaHHbIX UNn nepecMmoTp MeauUUNHCKNX
KapT, B KOTOpbIX YXe OnuWcaHbl BCe paccMaTpuBaeMble SBMEHUS (Hanpumep, WCCNefoBaHWs Criyyal - KOHTPOrb,
nepekpecTtHble N KOropTHble I/ICCJ'Ie,D,OBaHI/Iﬂ). HeI/IHTepBeHLI,I/IOHHbIe nccrnegoBaHUd TakXke BKIMIKOYaKT UccneaoBaHUA,
nogpasymeBarouine C60p NepBUYHbIX AAHHbIX (Hanp., npocnekTmBHble HEMHTepBEHUWOHHbIE UCCneaoBaHNA U peecTpbl, B
KOTOpPbIX CbI/IKCI/IpyPOTCﬂ nony4yeHHble AaHHble PYTUHHOIO neye6Horo npou,ecca), npun ycnosun BbINONTHEHNA BbILLEN3ITOXXEHHbIX
YCIOBWIA.

3 B aHHOM KOHTEKCTE MOryT NpOBOAUTLCS MHTEPBbLIO, ONPOCkl M OTOUpaTbCst NPObbI KPOBU B pamkax 0ObIMHOWM KIMUHUYECKOM
NpPaKkTUKW.

1.28 HenpeaBuaeHHasa HexenatenbHas peakuusa (Unexpected adverse reaction): HexenatenbHas
peakuusi, xapakTep, CTeneHb TSHKECTU UMM UCXOA KOTOPOM He COOTBETCTBYeT WHGOpMauuuM B OEWCTBYHOLLEN
WHCTPYKUUWN MO MEeAULIMHCKOMY MPUMEHEHMUIO NeKapCTBEHHOrO cpeacTsa nubo B Hpollope uccrnegosatens Ans
He3apermcTpUpoBaHHOMO fekapCTBEHHOIO CPeacTBa.

1.29 HenpaBunbHoe npumeHeHne (Misuse): HamepeHHoe UM HeHagnexawee MpUMEHeHue
NeKkapcTBEHHOro cpeacTsa, KOTOpoe He COOTBETCTBYEeT OO0BpEeHHOMY B WHCTPYKUMM MO MeOULMHCKOMY
NPUMEHEHNIO.

1.30 HOoBbIN uaeHTUdUUMpoBaHHbIM curHan (Newly identified signal): CwrHan, BnepBsble
NAEHTUULMPOBAHHBIN B TEYEHME OTYETHOIO Nepuoaa NepuogmM4eckoro otyeTa no 6e30nNacHoOCTH, € ykazaHUsIMM
JanbHenLWwmnx 0encTBUA AN ero OLEeHKN.

1.31 ocHoBHasa uHdopmaLMa no 6e3onacHOCTU AepxaTensi PperucTpaunoHHOro yAoCTOBEPEHUS;
OUBK (Company core safety information (CCSI)): Bca nHdpopmaums, nmetowasi oTHoweHMe K 6e30nacHoCTu
NneKkapcTBEHHOro cpeacTBa U copepXallasica B NepeyHe OCHOBHBLIX AaHHbIX MO feKapCTBEHHOMY CPeacTBY
JepxaTtensa  perncTpauuoHHOro  yAOCTOBepeHwusi,  paspaboTaHHas  gepxartenem  permctpauuoHHOro
YOOCTOBEPEHUS, U KOTOpas, Mo 3asiBEHU0 AepKaTens perncTpaumMoHHOro yAOCTOBEPEHWUs NpeacTaBnsaeTcs B
YMOMHOMOY€EHHbIE OpraHbl CTpaH, Ha pPblHKax KOTOpbIX peanu3yeTcs OaHHbI NekapcTBEHHOe CPeacTBO, 3a
UCKIMIOYEHNEM Crny4daeB, Korga U3MeHeHust B MHpopMaumio BHOCATCA MO TpeboBaHMIO YNONTHOMOYEHHbLIX OpPraHoB.
OWMBK npeactaBnsder cobor wmHGOpPMauMilO CNpaBOYHOrO XapakTtepa, KoTopas onpegensiet crartyc
nepeyvmcrneHHbIX U HenepeYncrieHHbIX HexenaTenbHbIX peakumin ¢ Lenbio COCTaBNeHns Nepuoanyeckoro otyeTa
no ©GesonacHOCTU feKapCTBEHHOrO CcpeacTBa, HO KOTopas He onpedensetr oxuaaemble U HeOXuAaHHble
HexxenaTtenbHble peakun Ans BbINONHEeHUst TPe6oBaHMI N0 He3aMeANnUTENbHOMY NPEeACTaBNEHMI0 COOBLLEHMI O
HexxenaTtenbHbIX peakumsX.
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1.32 otcyTcTBYytowasa nHdopmaums (Missing information): HegocTtatok cBegeHuii no 6e3onacHOCTV unu
06 0COBEHHOCTAX NMPUMEHEHUS NeKapCTBEHHOrO CPeACTBa Yy OnpedeneHHbIX rpynn nauMeHToB, KOTopble MOryT
ABMNATHCA KIMMHUYECKM 3HAYUMbBIMMU.

1.33 0oT4éT nNoO 6Ge3onacHoCTU paspabaTbiBaemMoro nekapcTtBeHHoro cpepcrtBa (POB)
(Development safety update report (DSUR)): dopmaT 1 cogepxaHue nepuoguyveckoro otyeta Mo
6e3onacHOCTW NekapCTBEHHOIO CPeACTBa, Haxoserocsa Ha paspaboTke.

1.34 nepepno3upoBka (Overdose): [pumeHeHne nekapCcTBEHHOrO CpeacTBa 3a oavH npuem nnbo B
TeYeHne [OHA B KONMMYecTBe, KOTOpPOE MNPEBbILAET PEKOMEHAYEMYIO MaKCMMAarbHY CYTOYHYHO 003y B
COOTBETCTBUM C OAOOPEHHON WHCTPYKUMEA N0 MEOUUMHCKOMY MPUMEHEHMIO. YUYUTbIBAETCA Takke
KYMYNATUBHBIN 3hPEKT, CBA3aHHbIA C Nepego3npOBKON.

1.35 nepeyeHb  OCHOBHbIX AaHHbIX MO  JIeKAPCTBEHHOMY  CpeAcTBY  gepxkartens
peructpaunoHHoro ypoctoBepeHusi; MOAJIC (Company Core Data Sheet (CCDS)): [JokymeHT,
pa3paboTaHHbI  AepXaTeneM perucTpauuoHHOro  yOOCTOBEpPEHUS, Hapsgy ¢ MHdopmauuen no
6e30nacHOCTW, COOEPXUT MaTepuan, WMEIOLWMIA OTHOLWEHNE K yKasaHUMsSM MO MPUMEHEHWUIO, OO3UPOBKE,
hapMaKkonormyeckum CBOMCTBaM M ApYror MHopmaLuum, KacaroLencst ekapCTBEHHOMO cpeacTaa.

1.36 nepuoguyeckuin otyeT no 6e3onacHoctu; NOB (Periodic safety update report (PSUR)): ®opma
N coepxaHue oTyeTa AnA NpeacTaBeHust OLEHKM COOTHOLLEHMS MONb3a-puCK NeKapCTBEHHOIO CPeACcTBa
aepxarenem perucTpaumoHHOrO yOOCTOBEPEHUSI B OMNpederieHHble nepuodbl BPEMEHW B TeveHue
MOCTPErMCTpaLMoHHOro atana.

1.37 nnaH ynpaBneHus puckamm (Risk management plan): lMogpobHoe onucaHue cucTemsl
ynpaBneHns puckamu.

1.38 nocTtpeructpaumoHHoe uccneposaHue 6e3onacHoctu; MPUB (Post-authorisation safety
study(PASS)): Jlioboe uccnegosaHve/ucnblTaHMe, WuUMeloLWee OTHOWEHME K  3aperncTpupoBaHHOMY
nekapCcTBEHHOMY CPeACTBY, MPOBEAEHHOE C LieNblo OnpeaerneHunsl, XapakTepUcTUKA UMM KONMMYECTBEHHOWN
OUEHKM yrpo3bl Ge3onacHocTW, noaTBepxaeHus npoduns 6e30nacHOCTM fekapcTBEHHOro cpeacTBa unm
OUEeHKM 3hPEKTUBHOCTM Mep MO YNpaBneHNO pUCKamMm.

MocTperncTpaumoHHoe nccrnenoBaHne 6e3onacHOCTY MOXET ObiTb UHTEPBEHUMOHHBIM KIMHUYECKUM
nccnefoBaHMEM UMM MOXET  MPUAEPXKMBATbCS  HabnioaaTenbHOro  HEMHTEPBEHLIMOHHOrO  Au3aiHa
nccnenoBaHus.

1.39 noTeHumanbHbIn puck (Potential risk): HexenatenbHoe nocneacteve dapmakoTepanuu, B
OTHOLLIEHUN KOTOPOrO MMEKTCSt OCHOBaHUS Ansi NOAO3PEHUIA MO HaNMYMI0 B3aUMOCBS3M C NeKapCTBEHHbIM
CpeacTBOM, OOHAKO JaHHas B3aMMOCBA3b Haanexalum obpa3om He Obina noaTBepxaeHa.

1.40 noTtpedbutennb (Consumer): Jluyo, He sBnswoweecs pabOTHUKOM CUCTEMbI 30pPaAaBOOXPAHEHMS,
Hanpvmep, NauMeHT, aaBokat, Apyr UKW poacTBEHHUK/poauTens/pebeHok nauneHTa.

1.41 npumeHeHue «BHe WHCTpyKkuum» (off-label): HamepeHHOoe nprvMmeHeHWe nekapCTBEHHOMO
cpeacTBa C MeOULMHCKON LIENbo HE B COOTBETCTBUW C MHCTPYKUMEN NO MEAULUHCKOMY NPUMEHEHMUIO.

1.42 npo6nema no 6e3onacHocTn (Safety concern): BaxHbli nOeHTUPULMPYEMBIA PUCK, BaXKHbIN
NOTEHUMAnNbHBIA PUCK UMW BaXkHas OTCYTCTBYHOLLAA MHAOPMaLMS.

1.43 npoponxaroLieecs KITMHUYeckKoe uccregoBaHue (Ongoing clinical trail):
VccnepoBaHuve/ncnbiTaHe, B KOTOPOE Hayanocb BKIOYEHME NauMeHToB, MO0 uccnegoBaHue/ucnbiTaHue
NPOBOAMUTCA Ha TEKYLLMIA MOMEHT BpeMeHu, Nbo 3aBepLUeH aHanm3, HoO (OMHaNbHOro oT4YeTa O KMMHUYECKOM
nccnenoBaHUM/UCTbITaHUA HE UMEETCH.

1.44 pucku, cBfizaHHble C NpUMeHeHueM rnekapcTBeHHoro cpeactBa (Risks related to use of a
medicinal product): Jltobon puck, CBA3aHHLIA C KavyecTBOM, ©Ge3onacHOCTbO UM 3PEPEKTUBHOCTLIO
neKkapCTBEHHOrO CpeacTBa MO OTHOLUEHWIO K 300POBbI0 MAUMEHTOB WMM HaceneHust unu nobon puck,
BeOYLUWI K HeXxenaTenbHOMY BO3[AENCTBUIO Ha OKPY>XKatoLLyo cpeay.

1.45 cepbe3Has HexenaTtenbHasa peakuusa (Serious adverse reaction): HexenatenbHasa peakuums,
KoTOpasi MPUBOAUT K CMEPTMW, NPEACTaBNSAET Yyrpo3y Ans XU3HKU, TpebyeT rocnutanusaumm naumueHTa unm ee
npoanexHnsl, NpUMBOAMT K CTOWKOM NMOO BblpaXeHHOW HEeTpy4oCNnoCOOHOCTU WU MHBANWOHOCTM, K
BPOXXAEHHBIM aHOManuWam WnuM fnopokam pas3sButus, TpebyeT MeauuMHCKOro BMeluaTenbcTBa Ans
npegoTBpaLLEeHNs pa3BUTUS NEPEUNCTIEHHbIX COCTOSTHUN.

MpumeyaHue - Jliobas HenpegHamepeHHasi Mogo3peBaeMasi nepegava 4vepes NekapcTBEHHOE CpeacTBO
MHMEKLMOHHOIO areHTa Takke CHUTaeTCHa Cepbe3HON HexenaTenoHon peakumnen.

1.46 curHan (Signal): UHdopmauus, noctynatroLwas oT OAHOro U HECKOMbKNUX UCTOYHMKOB, KOTOpas
npegnonaraet HanuMuMe HOBOW MOTEHUMAnbHOW MNPUYMHHO-CNEACTBEHHON CBSA3WM MW HOBOMO acnekTa
N3BECTHON B3aMMOCBSI3N MeXOy BO3OEVCTBMEM NEKAPCTBEHHOIO CpeAcTBa UM HeXenaTerbHbIM siIBlIieHneM
WM COBOKYMHOCTbIO B3aUMOCBSA3aHHbIX HeXenaTernbHbIX SBMEHUA, OLeHMBaeMas Kak [ocTaTodHas Ans
JanbHenwnx aencTemMn no Bepudukaumm curHana. Kak npasuno, ons reHepupoBaHus curHana tpebyetcs
bGonee OQHOrO €AVMHWYHOIO COOOLLEHUSI B 3aBUCMMOCTM OT CEPbE3HOCTU HEXEenaTenbHOro sIBNeHus u
kayecTBa MHgopmaLmm

1.47 curHan, no KOTopomy BbInosiHseTcA paboTa (Ongoing signal): CurHan, koTopbl Gbin BbiABNEH
[0 OTYETHOro nepuoga nepuoamMveckoro otyeTa no 6e3onacHOCTM M Ha AaTy OKOH4YaHusa cbopa AaHHbIX
Haxoguncs B NpPoLEecce OLEHKW.
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1.48 cucrema KavyectBa cuctembl cpapmakoHansopa (Quality system of a pharmacovigilance system):
OpraHusaumoHHas CTpykTypa, 00513aHHOCTM, MpoLeaypbl, NPOLECcChl M pecypcbl CUCTEMbl hapmakoHaasopa,
BKIIOYas Hagnexallee ynpasneHne pecypcamu, JOKYMeHTaumMen n CoOoTBETCTBME HOPMaM perynmpoBaHus.

1.49 cuctema ynpasneHusa puckamm (Risk management system): Komnnekc 4enctemm n meponpusatui
no dapmakoHag3opy, HanpaBfeHHbIX Ha BblSIBNEHWE, XapakTepuCTUKy, NpefoTBpalleHne UM MUHUMU3aLuo
PUCKOB, CBA3AHHbIX C NEKapCTBEHHbIMU CPEATBaMM, BKIOYAs OLEHKY 3DEKTUBHOCTU AaHHbIX MEPONPUSATUA 1
OesaTenbHOCTH.

1.50 cuctema c¢papmakoHagsopa (Pharmacovigilance system): Cuctema, opraHusyemasn gepxarensmm
perncTpaumMoHHbIX YOOCTOBEPEHUA N HAUNOHarNbHBIMU YMOSTHOMOYEHHBIMW OpraHaMun Ans BbINOMHEHUS 3adad u
0ba3aHHOCTeN No hapMakoHaa30py, nNpeaHasHadeHHas Ansg KOHTpons 6e30nacHOCTM nekapCTBEHHbIX CPeacTs,
CBOEBPEMEHHOIO BbISBMIEHUS BCEX U3MEHEHUIN B OLEHKE COOTHOLUEHMS MONb3a-pUCK NeKapCTBEHHbIX CPeacTs,
pa3paboTkun 1 BHeAPEHUS Mep No obecnevyeHnto NPUMEHEHUS NeKapCTBEHHbIX CPeaCcTB NPU NPEBbILLEHUN MOSb3bl
HaZ PUCKOM.

1.51 cootHoweHue nonb3a-puck (Risk-benefit balance): OueHka NoONOXUTENbHBIX TepaneBTUYECKNX
3a(pheKTOB NeKkapCTBEHHOIO CPeACcTBa NO OTHOLLEHUIO K PUCKaM, CBA3AHHLIM C €ro MpUMeHeHneM (MOHATUE prcka
BKIOYaeT Nnobor puUCK, CBA3AHHbLIM C KavyecTBOM, Ge3onacHOCTblO MNKU 3PEPEKTUBHOCTLIO fEKapCTBEHHOMO
cpencTBa No OTHOLLEHWIO K 340POBbLI0 MauueHTa unm HaceneHus).

1.52 cnoHTaHHOe coobLeHue (Spontaneous report): [JobposonbHaa nepegayva AaHHbIX PabOTHUKOM
chepbl 30paBoOOXpaHEHMS UM NoTpebuTenemM YNormHOMOYEHHOMY OpraHy, AepXaTenio perncrpaumMoHHOro
yOOCTOBEPEHUS UMM  APYron  yrnorHOMOYEHHOW opraHusauumn (Hanpumep, BcemupHon opraHusaumm
3[paBOOXpPaHEHNs, pernoHanbHbiM LEeHTpaM dapMakoHaasopa, TOKCUKONOrMYECKMM LieHTpaM), KoTopble
cogepxaTt onvMcaHue OOHOW WUINKN HECKOMbKUX HeXenaTenbHbIX peakuun y naumeHTa, NpvHUMaBLIero oamH uUnu
HECKONbKO feKapCTBEHHbIX CPEeACTB, M KOTOpble He OblvM nonydeHbl B Xode NpoBedeHUs KIUHUYECKOro
nccnegosaHust unu noboro MHOro MeToda OpraHn3oBaHHOrO cbopa AaHHbIX.

1.53 cnpaBo4Has MH¢opmauusa no 6e3onacHOCTU nekapcTBeHHoOro cpepctBa (Reference safety
information): WHdopmaums, BKNOYEHHas AepXaTenem perucTpauvoHHOro YAOCTOBEPEHUS B OCHOBHYHO
WHcpopmaumo no 6es3onacHOCTM nekapcTBeHHoro cpeactea (CUB).

1.54 cywecTBeHHble U3MEHEeHUA NMOoKa3aHUM K MeauLMHCKOMY npumMmeHeHuto (Significant change in
indication): W3mMeHeHMA nokasaHUA K MPUMEHEHWUIO, KOTOPble BKMOYAKT U3MEHeHMe paspeLLeHHOro(bIx)
nokasaHus(Un) K MPUMEHEHUIO IeKapCTBEHHOro CpeacTBa, MpuM KOTOPOM HOBas LUeneBas nonynsauus
CYLLLECTBEHHO OTNMYyaeTcs OT TOW, ANs KOTOPOWN nepBoHavanbHO BbINO paspeLleHo NPUMEHeHe nekapCTBEHHOMO
cpencTBa; BKMOYEHUME HOBOTO HO3OMOrMYECKOro MnokasaHus K MNPUMEHEHUIO, HOBOW BO3pPacTHOW rpynmbl
(HanpuMep, negvaTpuyeckMe MnokasaHus), U3MEHeHUEe CTEMeHW TSHKECTU MnokasaHua oT 6boree TAKenoro
COCTOSIHUSI K MeHee TshKenomy; rnepexog OT BTOPOW NUHWM Tepanuu K NepBOW NIMHUM U UHbIE WU3MEHEHUS,
CYLLLECTBEHHO BMUSAOLLME Ha COOTHOLLEHUE MOSb3a-pPUCK NEKapCTBEHHOro cpeacTaa.

1.55 TpeboBaHUA K ypoBHIO KayectBa (Quality requirements): XapaktepucTukm CUCTEMbI KayecTsa,
KOTOpble C onpeaeneHHoN BEPOSTHOCTBIO MPUBOASAT K JOCTUXKEHUIO TpebyeMbIX pe3ynbTaToB U Lenen.

1.56 ynonHOMOU4YeHHbLIN opraH: OpraH/opraHusaums, YyNonHomMo4veHHas MwuHucTepcTBOM
3gpaBooxpaHeHuns Pecnybnvkun Benapycb Ha BbINOMHEHNe yHKUMIA NO hapMakoHaa3sopy.

1.57 dbapmakoHansop (Pharmacovigilance): Bug gesatenbHOCTU, HanpaBreHHbIN Ha BbiSIBNEHWE, OLEHKY,
NOHMMaHWe 1 NpefoTBpaLLeHne HexxenaTernbHbIX NOCNeACTBUN MPUMEHEHUS NeKkapCTBEHHbIX CPEACTB.

1.58 ueneBas nonynsauma (nedvenue) (Target population (treatment)): MNMaumeHTbl, KOTOPbIM MOXET
Ha3HayaTbCs NeKapCTBEHHOE CPeACcTBO B COOTBETCTBUM C OAOBPEHHbIMU MokasaHueM(-AMu) K MPUMEHEHMUIO U
NPOTMBOMNOKa3aHAMN B AEVACTBYIOLLEN peaakLum MHCTPYKLUN N0 MEAVNLNHCKOMY NPUMEHEHMIO.

2 TpeboBaHMA K cUCTEMe KayecTBa

2.1 Cucrema KayecTBa

2.1.1 Cuctema kayecTBa SBNSAETCS HEOTbEMMEMOWN COCTaBnfAwLen cucTeMbl hapmakoHagsopa. Cuctema
KayecTBa [4OSKHA OXBaTbiBaTb OPraHM3aLMOHHYI0 CTPYKTYpYy, 06nacTu OTBETCTBEHHOCTU, NPOLEAYPbI, NPOLECChI
N pecypcbl cucTembl dapmakoHag3opa. Cuctema KavecTBa [[OSKHA BKOYATb Haanexailee ynpasrieHue
pecypcamu, KOHTPOMb COOTBETCTBMSA HOPMAaTMBHbIM TpeboBaHWAM (HOpMaM peryrimpoBaHus) W ynpasrieHue
OOKyMeHTauuen.

2.1.2 Cucrtema kavecTBa npegycMmaTpusaert:

- CO3[aHMe CTPYKTYpbl CUCTEMbI W NMAHUPOBAHWE WHTErPUPOBAHHBLIX W COrMacoBaHHbIX NPOLECCOB
(nnaHmMpoBaHue KadecTBa);

- BbINOMHEHME 3agay U 06A3aHHOCTEN CUCTEMbI KayecTBa (KOHTPOSb kayecTBa);

- KOHTPOMb W OUEHKY 3hdheKTUBHOCTU PaboTbl CTPYKTYP M MPOLIECCOB CUCTEMbI kadecTBa (obecnevyeHuve
KayecTBa);

- KOPPEKTUPOBKY W YNyylleHWe CTPYKTYPbl M MPOLIECCOB CUCTEMbI Ka4ecTBa (YryudlleHne kayecTBa).

2.1.3 O6LWwMMM LensaMmn CUCTEMbI Ka4ecTBa B cucTeme hapmakoHaasopa SBNsATCS:

- BbINOSIHEHNE HOPMAaTMBHLIX TPEGOBaHMI (HOPM perynmpoBaHus) n 06s13aHHOCTEN No dhapmakoHaa3opy;

- NpefoTBpalleHne HexenaTenbHbIX MOCNEeACTBUA NPUMEHEHUs] 3aperncTPUPOBaHHBLIX EKapCTBEHHbIX
CPEeACTB;

5



TKIN 564-2015

- obecrneveHne NpUMeHeHNsa NekapcTBEHHbIX CPEACTB NMPY NMPEBbILLEHUN NOMb3bl HaZ PUCKOM;
- cofieicTBME 3aLUUTe 300POBbSA MALIMEHTOB M OBLLECTBEHHOIO 3[10POBbS.

2.2 MpuHUMNbI Hagnexawen NpakTMku papmakoHagsopa

2.21 [Ons BbINONHEHWs OOLWMX Uenen KayecTBa, W3NOXEHHbIX B 2.1.3, cnegyeT npuaepXmBaTbCA
cregyrowmx nNpUHUMNOB Mpu pa3paboTke CUCTEM W MPOLECCOB, a Tawkke BbINOMHEHUss BCeX 3adad U
obsasaHHocTEN:

- obecneyeHune yooeneTBopeHus TpeboBaHMii nauMeHToB, MEQULIMHCKMX pabOTHMKOB M OOLLECTBA B LIENTOM B
OTHOLLIEHMM 6Ee30MacHOCTUN NeKapCTBEHHbIX CPEACTB;

- obecneyveHne apHeKTMBHOIO PyKOBOACTBA MO BHEAPEHUIO CUCTEMbI KaYyecTBa U MOTMBaLMK NepcoHana;

- BOBMNEYeHNe BCex COTPYOHUKOB oOpraHu3daumm (NpegnpusaTtus) B Mpouecc MNOAAEPKKA CUCTEMbI
hapmakoHaz3opa Ha ypoBHE BO3NOXEHHbIX Ha HUX 06sa3aHHOCTEN;

- BOBMNEYEHNe BCeX COTPYOHWMKOB OpraHusauunm B MOCTOSHHLIA MPOLECC MOBbIWEHUS KadecTBa CUCTEMB
hapmakoHaa3opa;

- opraHusaums pecypcHon 6asbl M NOCTaBMEHHbIX Nepes cucteMon dapmakoHaasopa 3agad B opmy
CTPYKTYp M MpoueccoB Takum obpasom, 4yTobbl obecrnedvBaTb akTMBHYIO, COOTBETCTBYIOLLYIO YPOBHIO pUCKa,
HenpepbiBHYO paboTy No hapMakoHaa30py;

- YYeT U OLeHKa BCeX MMEILNXCA AoKa3aTemnbHbIX AaHHbIX MO COOTHOLUEHMIO MOMb3a-puUCcK N BCeX OaHHbIX,
KOTOpble MOryT OKasaTb BIIMSHWE Ha JaHHOEe COOTHOLUEHUE U NPUMEHEHWE feKapCTBEHHOro CpeacTBa C Lenbio
NPUHATUSA JanbHENLLNX peLleHni;

- cogencTBue pas3sBuTMi0O  3PEKTUBHONO COTPpyaOHWYECTBa Mexay paspaboTumkamu, gepxartensmmu
PEerncTpPauMoOHHbIX  YOOCTOBEPEHUN,  YNOMHOMOYEHHLIMW  OpraHamu, yYpexaoeHWsMuU  34paBOOXpPaHeHUs,
nauMeHTaMmm, MeguUUUHCKMMK paboTHMKaMW, HayYHbIMW OpraHuM3auuMs MM W OPYrMMU  3aMHTEPECOBaHHbIMU
CTOPOHaMM B COOTBETCTBMM C YCNOBUAMU AEMCTBYIOLLIEro 3akoHogaTenbCcTBa.

2.3 OTBeTCTBEHHbIE 3a CUCTEMY KayecTBa

2.3.1 OOGecneveHne paboTbl cuUCTeEMbl (papMakoHag3opa B COOTBETCTBUM C TpeboBaHWSIMM K cUCTEME
KayecTBa SBNSETCA OTBETCTBEHHOCTbIO BCEX CMELManuncToB, BbINOMHAWOLWMX paboTy No opraHusaunm CUCTEMBbI
kadecTBa. Heobxoaumo obecneunts CUCTEMHEIN NoAxo4d MO BHEOPEHUIO U NoaAepKaHUo CUCTEMbI Ka4ecTBa Ha
Hagnexawem yposHe. OpraHusaums 4ormkHa obecneunTb 4OCTaTOMHOE KOMMYECTBO KOMMETEHTHBIX U 0B0YYEHHbIX
cneunanncToB, UMELWMX COOTBETCTBYIOLLYIO NPOMECCMOHarbHy0 NOAroTOBKY, AMS BbINOMHEHMs Tpebyemoro
ob6bema paboT no hapmMakoHaa30py Ha Haanexallem YpoBHeE.

2.3.2 PykoBOguTENSIMW OpraHu3auMum [OOImkeH ObiTb obecrneveH CUCTEMHBIN noaxon K obecneyeHuto
KayecTBa. PykoBoguMTENN OpraHM3auuii B pamMkax BbINOMHEHUss yHKLMI Mo obecrnevYeHnto CUCTEMHOro nogxoaa
HEeCyT OTBETCTBEHHOCTb 3a:

- obecneyeHne AOKYMEHTUPOBAHUS CUCTEMBI Ka4eCTBa B COOTBETCTBMU C HACTOSLLMMU TpeboBaHMAMY;

- obecnedyeHne Hagnexawero KOHTPONA W OOKYMEHTUPOBaHWS BCEX WU3MEHEHUWM B  CUCTEME
hapmakoHaz3opa 1 cMcTeMe KayecTBa papMakoHaa3opa;

- obecneyeHne BO3MOXHOCTU 0ByYeHus;

- obecneyeHne TpebyemMbiMu pecypcamu (B T.4. HEOOXOOMMbIMU MOMELLIEHNSMN, 0O0PYA0BaHNEM U T.4.);

- BbIMOMTHEHNE pPErynsipHOM OLEeHKM paboTbl cucTembl hapmMakoHags3opa, BKYasi WHTErPUPOBaHHYIO
cUCTeMy KadyecTBa, C noareepxaeHvem ee acddekTmBHocTU. Mpn HEOBXO4MMOCTU OOMKHbLI peanv3oBbIBaThLCS
Tpebyemble KOPPEKTUPOBOYHbLIE M NpeaynpexaatoLme OefCTBUS;

- obecneveHne Hanuums 3CEEKTUBHOINO MexaHu3mMa peanmsaumMm COOTBETCTBYIOLMX Mep B Crny4vae
BbISIBIIEHUSI U3MEHeHUI npocuns 6e3onacHoCTM paspabaTbiBaeMbIx/BbiNycKkaeMblX JIEKapCTBEHHbLIX CPEOCTB;

- obecneyeHne CBOEBPEMEHHOIO BbISIBIIEHUS WU MPUHATUS NPU HEOOXOOUMOCTU KOPPEKTUPOBOYHbLIX U
npeaynpeauTenbHbIX 4EACTBUIN B Criydae HecobnogeHnsa TpeboBaHnii kK kKa4ecTBy cUCTEMbI hapMakoHaa30pa;

- obecneveHne NpoBeAEHNS PEryrsipHbIX ayguToOB CUCTEMBI.

2.4 O6y4eHue nepcoHana

2.4.1 Bo3MOXHOCTb obecrnedeHust TpebyeMoro kayectea BbINOMIHEHMS MPOLECCOB No chapmMakoHaa3opy U
nonyyaemblx pe3ynbTaToB HEMOCPEOCTBEHHO CBA3aHa C HanMuM4MeM AOCTaTOYMHOrO KonmMyecTBa KOMMETEHTHOrO,
KBanuuLmMpoBaHHOro 1 06y4eHHOro nepcoHana.

2.4.2 B opraHuzauuMm pomkeH ObiTb pa3paboTaH M BbINOMHATLCA MfaH obyyeHMs1 crneumanucToB Mo
dapmakoHag3sopy. ObyyeHne OOMKHO BKIOYaTb BBOAHOE 00y4YeHue n nocnegyrollee obyvyeHne Ha NpoTsKeHUN
BCero nepuoga paboTbl B COOTBETCTBUM C BbIMNONTHAEMbIMU (DYHKLUUSIMU U NOCTaBMNeHHbIMKU 3agadamn. O6ydeHne
OOMKHO OblTb HanpaBneHO Ha MOBbILEHNE COOTBETCTBYHOLMX MpodheCcCMOHanbHbIX HaBLIKOB, BHeApeHue
Hay4HbIX JOCTWKEHUIN B NPAKTUKY M BbINOMHAEMbIE NpoLenypbl, obecneyeHne cOOTBETCTBUSA BCEX CNeLmanmcToB
TpeboBaHMAM K kBanndukaLmmn, NpogeccuoHanbHbIM HaBblikaM, 3HaHUSIM M MOHMMaHUIO BbIMOSTHAEMbIX NpoLueayp
no cdapmakoHaasopy. Bce cneumanucTbl 4OMKHbI ObiTb 00y4YeHbl BbINOIHEHUIO NPOLLEAYP, NPEAYCMOTPEHHbLIX NpU
BbISIBNEHUN N3MEHeHUI npounnga 6e30nacHOCTM NekapCTBEHHbLIX CPEACTB.

2.4.3 [encteyloline B opraHuM3aLmu MnpoLeccbl MO MNpPoBeAeHM0 O0yveHMst OOMKHbl nNpegycmaTpuBaThb
3NEMEHTbI KOHTPOMs pe3ynbTaToB 00y4YeHus1 MO JOCTMXKEHUN TpebyeMoro NoOHMMaHWUS M BbINONHEHMS YHKLMIA
no cpapmakoHagsopy.

6
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2.4.4 B opraHusaumn TpebyeTca npoBedeHME COOTBETCTBYHOLLErO ODOyYeHMs onpeferneHHbIM acrnekTam
hapmakoHagsopa crneumanucTos Apyrux noapasgeneHvui, OeATenbHOCTb KOTOPbIX MOXET MOBAMSATbL Ha
nokasatenu cuctembl apMakoHagsopa W  BbINOMHEHUE YHKUMIM no dapMakoHagsopy. YkasaHHas
OEedaTenbHOCTb  BKMOYaeT, HO He OrpaHuyYMBaeTcsl Crnegylowumu  BUAaMU: MpoBedeHWe  KITUHUYECKMX
nccnegosaHui/ucnblTaHniA, pabota c >xanobamu, nogrotToBka MeauUMHCKON wHOpMaumM, npodaxa wu
MapKeTWHT, NOArOTOBKa PErmcTpaLnoOHHbIX JOKYMEHTOB, NPaBOBbLIE BONPOCH! U ayauT.

2.5 CpepnctBa n o6opynosaHue ansa chapmakoHaasopa

2.5.1 [loctmkeHne TpebByeMoro ypoBHS KayecTBa B OCYLIECTBIIEHMM MpPOLIeCCOB apMakoHagsopa M
nonyyaemblx pesynbTaTax CBs3aHO Takke C obecrneyeHMem CUCTEMbl HEOBXOAUMbIMKM CPEACcTBaMU U
o6opynoBaHMeMm, UCNosb3yeMbIMU B 3TUX NPOLECccaXx.

2.5.2 CpepacTea 1 06opyaoBaHue AOMKHbI pacnonaratbesi, 6biTb CKOHCTPYMPOBaHHLIMU, a4anTUPOBaHHbLIMI
1 oBCnyxnBaemMbiMM Takum 0Bpasom, YToGbl COOTBETCTBOBATL MOCTABMEHHOW LieNM COrMacHO LEensM CUCTEMbI
ka4yecTBa cucTeMbl hbapmakoHaasopa. CpeacTea, o6opyaoBaHue 1 nx PyHKUMOHamNbHbIE CBOWCTBA, BaXKHble As
OCYLLIECTBIEHUs (pbapMakoHaA3opa, Noanexart COOTBETCTBYIOLLEN NPOBEpKe, KBanuduKkauum uunu sanugaumum
ANS MOATBEPXKAEHUS COOTBETCTBUS MpefdHasHayeHHon uenu. [ns onpegeneHvss macwrtaba npoBepku,
KBanUdMKaUMM Wnu Banubauum crefdyeT MChonb3oBaTb OOKYMEHTUPOBAHHYK OLEHKY pucka. JTOT MeToq
ynpaBneHusi puckamy HeoGXoAUMO NPYMEHSATL B TEYEHME BCEro Cpoka aKCryaTauum cpeacTs v obopyaosaHus,
C y4eTOM Takux (PaKTOpOB, KaK BIMsiHWE Ha 6e30MacHOCTb MauMeHTa M Ka4yeCTBO AaHHbIX, a TakKe CIOXHOCTb
COOTBETCTBYIOLLMX CPEACTB M 060pyA0BaHMS.

2.6 OG6GecrneyeHne COOTBETCTBUSI HOPMaTUBHbLIM TpebGoBaHMAM (HOpMaM perynupoBaHus)
AepXxaTensiMy perMcTpauMoHHbIX yA0CTOBepeHui

2.6.1 B uensx obecneyeHnss COOTBETCTBUS HOPMaTVBHbIM TpeboBaHWAM (HOpMaM perynvpoBaHust)
aepxatensamm  permcTpauMoHHbIX  YAOCTOBEPEHUA  OOMKHbl  BbIMOMHATECHA  CreuuanbHble  npouecchl Mo
obecneyeHno kKayecTBa CUCTEMbI, LIENbI0 KOTOPbIX SBNSETCS:

- BbIMOJIHEHNE MOCTOSIHHOIO MOHWUTOPMHIa AaHHbIX MO (dapMakoHaa3opy, pa3paboTka U BHegpeHue mep
MUHUMM3aLUN pUCKa Npu onpeaeneHmn nx HeobxoaumMocTu, Hagnexallas oueHka gaHHbIX No 6e3onacHOCTU BHe
3aBMCMMOCTM OT MCTOMHMKA WX MOMy4YeHUs (CO CTOPOHbI MAUMEHTOB, MEOUUMHCKUX U apMaueBTUYECKUX
paboTHUKOB, OMYGNMKOBaHHLIX B MEOWLUMHCKON nuTepaType, BbISIBIEHHbIX B XO4Ee MNOCTPErMcTpaumMoHHbIX
nccnenoBaHumn);

- BbIMOJIHEHWNE HAaY4HOW OLIEHKM BCEWn MHGopMaumm no npodunto 6e3onacHOCTN fekapCTBEHHOrO cpeacTBa,
BKIIOYas MHAOPMALMIO O HexenaTerbHbIX peakumsxX, PasBMBLUMXCA B TOM 4YMUCre MpU MPpUMEHEHUn He B
COOTBETCTBUU C YTBEPKOEHHON UHCTPYKUUEN NO MEOULIMHCKOMY NPUMEHEHWIO;

- BbINONHEHNe TpeboBaHWI 3akoHOA4ATENbCTBA MO NPEACTABMEHUIO B YNOMHOMOYEHHBIN opraH Hpopmaumm
O HexernaTenbHbIX peakumsax u MHoW uHdopmauum no BesonacHocTn. C Uenblo Hagnexawero BblNOMHEHUS
OaHHOM PyHKUMM M obecneyeHuss KadecTBa, LIENOCTHOCTM W MOMHOTbI NpeacTaBnsieMon MHdopmaLmu,
Hagnexawen Banugauum CUrHamoB, a TakkKe WCKoYeHns AybnupoBaHus CcooOLLEeHUA, OOMmKHbI ObiTb
pa3paboTaHbl 1 BHeAPEHbI COOTBETCTBYIOLLNE CTaHAAPTHbIE ONnepaumoHHbIE NPoLeaypbI;

- obecneyeHne apPeKTUBHON B3aUMOCBS3UN C YNONHOMOYEHHBLIMU OpraHaMu, BKroYasa nHpopmmposaHme 06
n3MeHeHnsx npodunsa 6e3onacHOCTU NeKapCTBEHHbIX CPeaCTB UM HOBbIX puUckax, B MacTep-anne cucTeMmbl
hapmakoHag3opa, CUCTEMbl YMpaBneHus puckamu, Mep MWHUMU3auMKM pUCKa, Nepuogmnmyeckoro otyeta no
6e3onacHOCTW, KOPPEKTUPOBOYHLIX U NpedynpeauTenbHbIX AeACTBUA, NOCTPErncTPauUMoHHbIX MCcneaoBaHnn no
©e3onacHocTy;

- obecneyeHne COOTBETCTBUSA MHAPOPMALIMM MO NEKAPCTBEHHbLIM CpeacTBaM (MHCTPYKLMU MO MEAULIMHCKOMY
NPUMEHEHUIO, NUCTKa-BKNapblwa) COBPEMEHHOMY YPOBHIO HayYHbIX 3HAHWI;

- obecneyeHne MeanLMHCKUX pabOTHUKOB 1 NaLMEHTOB COOTBETCTBYHOLLIEN MHbOpMaLMel No 6e30NacHOCTY.

2.7 OG6ecnevyeHne COOTBETCTBUS HOPMATUBHbLIM TpeboBaHUAM (HOpMaMm perynupoBaHus)
YNONTHOMO4Y€EHHbLIMU OpraHamMm

2.7.1 YNONHOMOYEHHbIE OpraHbl OOMKHbI UMETb COOTBETCTBYIOLLYI cucTeMmy obecrnedyeHus kadecTBa
MpoLEeccoB ¢ Lenbio obecneveHus:

- OLIEHKM KayecTBa NpeAcTaBnsieMblX A4aHHbIX No ddapmMakoHaa3opy;

- OLIEHKM 1 06paboTKM JaHHLIX MO hapMakoHag30py B COOTBETCTBUM C OENCTBYHOLWMMU 3aKOHOA4ATENbHBIMU
TpeboBaHUAMMU;

- rapaHTMpPOBaHHON HE3ABUCMMOCTU B BbINOMNHEHNM AeATENBHOCTU N0 dhapMaKoHaA30pY;

- 3(bpEeKTMBHOIrO MH(OPMUPOBAHUS MaUMEHTOB, MEOULMHCKAX PabOTHMKOB, AepXaTenen perncTpaunoHHbIX
yOOCTOBEPEHUI 1 06OLLLECTBA B LIENOM;

- NPOBEAEHMUS MHCNEKLMIA, BKINOYas LOPErMCTPaLMOHHOE MHCNEKTUPOBaAHME.

2.7.2 He3aBMCMMOCTb B BbIMOJSTHEHWUM OEATENbHOCTM NO hapMakoHan30py onpedensieTcs NpuHATUEM BCex
PErynsTopHbIX PELLeHNIA TONbKO B MHTepecax 340pO0Bbsl NauneHTa 1 06LLECTBEHHOTO 3[,0POBbSI.
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2.8 YnpaBneHue AoKyMeHTauuewn

2.8.1 Cnctema ynpaBneHust AOKyMeHTauMen sBNsSeTCa YacTbio CUCTEMbI KayecTBa, pacnpocTpaHseTcs Ha
BCe [OOKYMEHTbl CuUCTeMbl apMakoHag3opa W obecrnevMBaeT BO3MOXHOCTb MOUCKA AaHHbIX W
NpOCMNeXMBaeMOoCTb BbINOMHAEMbIX NpoLueayp, BKYas npoueaypbl No oLeHKe HOBbIX AaHHbIX Mo 6e3onacHocTn
B OTHOLUEHWUN BPEMEHW BbIMOSTHEHUS OLEHKN U NPUHATBLIX PELLEHUI.

2.8.2 Cuctema ynpaBneHns JoKyMeHTaumen 4omkHa obecneynBars:

- Ka4eCTBO AaHHbIX MO hapMakoHag30py, BKMYas NOMHOTY, TOYHOCTb U LIEMOCTHOCTb;

- 3h(PEKTUBHYIO BHYTPEHHIOK U BHELLHIOW Nepedady AaHHbIX;

- COXpaHeHne [OOKYMEHTOB, MMELWMX OTHOLEeHWe K cucTemam dapmakoHaasopa W OCYyLLEeCTBEeHUs
hapmakoHag3opa Mo Kaxxgomy U3 NnekapcTBEHHbIX CpedcTB, COrnacHO NPUMEHUMbIM CPOKaM XpaHEeHUS.

2.8.3 [epxatenb perncTpaumMoHHOro  yOOCTOBEPEHUs  AOSMKeH obecneyntb Hagnexatlee
OOKyMEHTUpOBaHWe, obpalleHrne U XpaHeHne BCEN WHGopMauuv no dapmMakoHag3opy C LEenbld BbIMOMHEHUS
npouenyp TOYHOro PenopTUPOBaHUA, MHTEpNpeTauuM u Bepudukaunmn gaHHblX. Jepxarenem pernctpaumoHHOro
YAOCTOBepeHWs AomkHa ObiTe obecneyeHa cucTtema npocnexnsaeMocTy U nocrnenytoLlen oLeHKU coobLLeHnin o
HexenaTenbHbIX peakumsX.

2.8.4 Cucrtema ynpaBneHus [OKyMEHTauMen [OSbkHa BKIOYaTb KOMMMEKC Mep no obecrneyeHuro
6esonacHoOCTN U KOHUOEHUMANbHOCTU AaHHbIX B LIENsX BbINOMHEHUs TpeboBaHWi MO 3almuTe nepcoHanbHbIX
AaHHbIX NauneHToB B COOTBETCTBUMM C AEWCTBYOLWMMU TpeboBaHWsAMU 3akoHOoAaTenbCTBa. YKasaHHble Mepbl
OOMXKHbI BKIMOYaTb CTPOroe orpaHuyeHue OocTyna K AOKyMeHTauum u 6a3am OaHHbIX TONbKO YMONTHOMOYEHHbIX
nuu.

2.8.5 Cucrtema ynpaBreHuss [OKyMEHTauuen [OrbkHa BKMYaTb Mpouecchl obecneyeHns 3awuThbl
nHdopmaumm no hapmakoHaa3opy OT NOTEPU U Pa3pyLLEHNS.

2.9 [lokyMmeHTaumMs cMcTeMbl KayecTBa

2.9.1 Bce aneMeHTbl, TpeboOBaHMS N MOMOXEHUS1 CUCTEMbl KadecTBa OOIMKHbI ObiTb OOKYMEHTMPOBaAHLI U
cucTeMaTM3MpoBaHbl COOTBETCTBYIOLLMM 00pa3oM B hOpMe MUCbMEHHbIX PYKOBOACTB M MpOLEAyp, Takmx Kak
nnaH no Ka4yecTBy, PYKOBOACTBO MO Ka4eCTBY U OTYETLI MO Ka4YeCTBY.

2.9.2 MnaH no KayecTBy onpeaensieT OCHOBHbIE LeNiM CUCTEMbl KayecTBa W MPOLLECCHI, KOTOpble OOMMKHbI
ObITb BHEOpeHbl Ofs1 OOCTWXKEHMSI MOCTaBneHHbIX uener. lMpoueaypbl MO KayecTBy NpeacTaBnsioT cobon
onucaHve YCTaHOBMNEHHOIO MOpsiAka BbIMOMHEHWSI MPOLECCOB M MOMyT UMMeTb (opMy CTaHOapTHbIX
onepauMoHHbIX npoueayp W gpyrux ¢opm paboymx MHCTPYKUMA MM PyKOBOACTB. PYKOBOACTBO MO KayecTBy
onpeaensieT obnactb pacnpocTpaHeHWsi CUCTEMbI Ka4yecTBa, MpPOLecChbl CUCTEMbl KavyecTBa U UX B3aMMOCBA3b.
OT4eTbl N0 Ka4eCTBY BKIOYAOT NOMyYeHHbIE pe3ynbTaThl paboTbl CUCTEMbI NTMOO NOATBEPKAEHUS BbIMNONTHAEMON
[eaTenbHOCTU.

2.9.3 Cucrtema kayecTtBa JOSKHa OblTb OTpaXKeHa B Cneaylowmx 4OKYMEHTaxX:

- DOKYMEHTaUUsl No OpraHM3aLMoHHON CTPYKTYpe M 06553aHHOCTSIM NepcoHana;

- NnaH oby4eHus1 U oTYeTbl MO NPOBEAEHHOMY O0YYEHWIO;

- UIHCTPYKLUUM MO COOTBETCTBUIO MPOLLECCOB YNPaBreHUsl;

- UHCTPYKUUM MO KPUTUYECKMM npoleccaMm apmakoHaasopa, Bkho4yas obecrnedeHne HenpepbiBHOCTU
npovecca;

- UHAMKATOPbI BbINOMIHEHMST MPOLIECCOB, KOTOPblE WCMOMb3YTCs Af1s1 MOCTOSHHOTO MOHWUTOPUPOBAHMS
Haanexawlero BbINOMHEHUS OYHKUMIA NO dhapMakoHag30py;

- OTYeTbl MO ayauTy M MOCreAylLlWeMy ayanTy CUCTEMbl KavyecTBa, BKMOYasi MoflydeHHble [aHHble U
pe3ynbTaThbl.

[lokyMeHTaums Nno cucteMe KadecTBa AormkHa Takke BKIHOYaTh:

- MeTodbl MOHUTOPUPOBaHUS 3PHEKTUBHOCTU DYHKLIMOHMPOBAHUS CUCTEMbI Ka4yecTBa U, B YaCcTHOCTU, ee
CNOCOOHOCTb BbINOMHEHUs 3a4a4 CUCTEMbI KayecTBa;

- OTYeTbl MO pe3ynbTaTam BhINOMHEHHbIX Npoueayp nNo dapMakoHaa3opy, NoATBEPXKAatoLWMe BbINONTHEHNE
BCEX NPEAYCMOTPEHHbIX 3TaroB U JeNCTBUR;

- DOKYMEHTbl U OTYETHLl MO CPeAcTBaM M 0OopydoBaHMIO, BKIOYas NPOBEPKY (PyHKUMOHANbHbLIX CBOWMCTB,
OesaTenbHOCTb Mo kBanuduvkauum W Banuvgauum, KOTopble MOATBEPXKOAlT BbINOSIHEHME BCEX CTaguMn
COOTBETCTBYHOLMX TPeOOBaHMIA, NPOTOKOOB U NPOLEeAyp;

- OTYETHI, NOATBEPXKAAOLINE KOHTPONb OTKIMOHEHW OT YCTaHOBMEHHOW CUCTEMbl KadecTBa, NMpUHATHE
npenynpeauTenbHbIX Y KOPPEKTUPYOLUX MEPONPUSITUIA, OLEHKY 3MEKTUBHOCTU MPUHATLIX Mep.

2.10 [OononHuTenbHas AOKyMeHTauusa no cCucteMe KaydecCcTBa Aepxatend perncrtpauymMoHHOro
yaocToBepeHuns

B pononHeHne Kk Tpebyemoit AOKyMeHTaUMuM MO CUCTEME KadecTBa [epxaTenb PerMcTpaLyoHHOro
YOOCTOBEPEHUA [OOSKEH OOKYMEHTMPOBATh OPraHWM3auMOHHY CTPYKTYpY, ONpedensiollyo MepapXuyeckyto
B3aIMOCBA3b YNPaBMsOLLEro U KOHTPONMPYIOLLEro nepcoHarna, a Takke 0643aHHOCTM M (yHKUMM NepcoHana,
CUCTEMY YNpaBneHus pecypcamu.
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2.11 JononHutenbHasn AOKYyMeHTauusa no cucteme Kadyecrea ynoJiIHOMO4YeHHbIX opraHoB

B pononHeHue k Tpebyemol OOKYMeHTauuu Mo cucTeMe KadecTBa, YMNONMHOMOYEHHbI opraH AOSHKeH
[OKyMEHTUPOBaTb OPraHU3aLMOHHYI0 CTPYKTYpY, pacnpeaeneHmne 3agadq u oTBETCTBEHHOCTU BCEro nepcoHana,
a TakKe OnpeaenuTb KOHTaKTHble nvua Ans obecrnevyeHus B3aVMOLEWCTBMS MeXay YNONMHOMOYEHHbLIMM
opraHamu, gepxaTensiMu permcTpauuoHHbIX YOOCTOBEPEHUIA U Nuuamm, NpedcTaBnsowmuMn nHopMauuio no
puUcKaMm, CBAI3aHHbIM C J1eKapCTBEHHbIMU CpeaCcTBaMU.

2.12 Kputn4yeckue npouecchbl B chapmakoHaasope

2.12.1 Kputnyeckue npoueccol B chapmakoHag30pe BKMYatoT:

- HenpepbIBHbLIA MOHUTOPUHT Npoduna 6e30nacHOCTU U COOTHOLLEHWSI NONb3a-pUCK 3aperncTpUpoBaHHbIX
neKkapcTBEHHbIX CPEACTB;

- BHEApeHue, peanunsauuio U OUEHKY CUCTEMbl YNpaBrieHuUs pUckaMn C OLEeHKOW 3apdheKkTUBHOCTU Mep
MUHUMU3aLUN PUCKS;

- npoueaypbl paboTbl C UHAMBUAYANbHBIMY COOBLLIEHMAMM O HEXeNnaTernbHbIX peakuusix: cbop, o6paboTka,
yrnpaBneHne, KOHTPONb KavyecTBa, NofyYyeHue HegoCcTalLWmUX AaHHbIX, NMPUCBOEHME HOMepa, Krnaccudukauus,
BbISIBIIEHME NOBTOPHbLIX COOBLLEHWIA, OLeHKa 1 CBOEBPEMEHHOE NpeacTaBneHune;

- BbISIBIEHWE, U3YYEeHWe U OLleHKa CUrHarnos;

- paspaboTka, NOAroTOBKa (BKMoYasd OUEHKY AaHHbIX WU KOHTPOMb KavecTBa), NpeAacTaBrieHve U OueHka
nepuoguyecKknx oT4eToB No Ge3onacHoCcTy;

- BbIMOMNHeHNe 06s3aTenbCTB MPU Bbl30BE YNONMHOMOYEHHBIMU OpraHaMmuM W npeacTtaBrieHne OTBETOB Ha
3anpocbl YNOMHOMOYEHHbIX OpPraHoB, BKMOYas npeacTaBrneHue B YMONMHOMOYEHHbIE OpraHbl NpaBUiIbHOM U
NOMHOW MHpopmaunu;

- obecneyeHne B3aMMoOeNCTBUS MexXay apMakoHag30poM U CUCTEMOM  KOHTPOMS  KayecTBa
neKkapcTBEHHbIX CPEACTB;

- UHPOPMUPOBAHUE YMOMHOMOYEHHbLIX OpraHoB 060 BCEX M3MEHEHMSAX B OLEHKEe COOTHOLLUEHMS Mofb3a-
PUCK 3aperMcTpupoBaHHbIX NEKapCTBEHHbIX CPEACTB;

- MHOPMUpPOBaHUE MeQULNHCKNX U hapMaLeBTUYEeCKUX paboTHMKOB, NaumMeHToB 060 BCEX U3MEHEHUSIX B
OLEHKe COOTHOLLUEHMSI MOMb3a-puck C uenbio obecnedeHus BesonacHOCTU U 3PPEKTUBHOMO MpPUMEHEHUS
neKkapcTBEHHbIX CPEACTB;

- obecneyeHne nogaepkaHUA MHQOpMauuM No fekapcTBEHHOMY CPeAcTBY, BKMOYas WHCTPYKUMIO MO
MeOULMUHCKOMY MPUMEHEHUIO, B COOTBETCTBUM C COBPEMEHHBIM YPOBHEM HaYyYHbIX MEeAULUMHCKUX 3HaHWW,
BKIIOYas cAenaHHble 3aKioYeHnst No OLEeHKe U pekoMeHdaumnmn yrnorHOMOY€EHHbIX OPraHoB;

- BbIMOMNHEeHNe Bcex Tpebyembix AeCTBUI B Crydae U3MEHEHUs perncTpaumoHHOro crtatyca no npuynHe
nepecmotpa npocunsg 6es3onacHocTu.

2.12.2 [naH obecneyeHnsa HENPEPLIBHOCTU NpoLecca SOMKEH BKOYaTb:

- onpegerieHe cobbITUI, KOTOpble MOMYT CYLEeCTBEHHO MOBMAWATL Ha MepcoHan opraHusaumm B LEenoMm
nunbo Ha CTPYKTYpbl U Npouecchl hbapMakoHaasopa B YaCTHOCTY;

- pe3epBHble CUCTEMbl Ha crny4ah HeobXOAMMOCTW JKCTpPeHHOro obmeHa WHpopMaumen BHYTPU
opraHusauuu, ¢ Apyrmmun opraHusauusamu, pacnpegensowmmMm BeliNnoNHEHNe OYHKUUI No dhapmMakoHagsopy, ¢
apyrumu paspaboTtynkamu/gepxaTensaMmm perncTpauuoHHbIX yOCTOBEPEHUIA N YITONMHOMOYEHHBIMU OpraHamum.

2.13 KoHTponb cdyHkunoHnpoBaHma u 3chheKTMBHOCTUM cucTeMbl hapmakoHaa3opa U ee CUCTEMbI
KayecTBa

2.13.1 MeToabl KOHTPOMSA OEeATENLHOCTU N 3PHEKTUBHOCTU CUCTEMBI (hapMakoHaa3opa OOSMKHbI BKITHOYaTh:

- 0630p 1 aHanu3 cUCTeMbI NULAMMK, OTBETCTBEHHbLIMU 3a YNpaBneHne CUCTEMON;

- ayauThl;

- KOHTPOIb COOTBETCTBUSA TpebOBaHNAM;

- UIHCNEeKUmK;

- OUeHKa 9MdEKTUBHOCTN MNPUHATBIX MeEp MO MUHUMM3aUUM pucka KM obecneveHms ©GesonacHoro u
3P PEKTUBHOIO NPUMEHEHNST NEKAPCTBEHHBIX CPEACTB.

213.2 B uensx BbINOMHEHUS MOHWUTOPUHra B OpraHu3aumM [JOfKHbl ObiTb 3apaHee oOnpeaeneHb
WHOWKATOPbl, MO  KOTOPbIM  BLIMOMHAETCA  OueHKa  3PdEKTUBHOCTU  DYHKLUMOHUPOBAHUS  CUCTEMDbI
hapmMakoHaz30pa C TOYKU 3peHus TpeboBaHUin kKadecTaa.

2.13.3 AyaguT cuCTeMbl KayecTBa, OCHOBAHHLIN Ha OLIEHKE PUCKA, OOSMKEH BbIMNOMHATLCA pPerynspHo yepes
onpeaeneHHble MHTepBarbl BPEMEHM C LIENbIO NOATBEPXKAEHUS COOTBETCTBUS YCTAHOBMNEHHbLIM TpeboBaHMAM K
KayectBy M onpegeneHna 3OdEKTUBHOCTU. AyAUT CUCTEMbl KayecTBa [OOIDKEH BKNOYaTb ayguT CUCTEMBbI
hapmMakoHaa3opa, WMEKLWENn UHTErPUPOBAHHYIO CUCTEMY KadyecTBa. AyauT  [OOMKEH  BbINOMHSATLCSA
cneumManncTtamu, He BOBMEYEHHbIMW B BbINOMHEHME CQYHKUMIN M Npoueayp, nognexawmx ayauty. [lo
pesynbTataMm Kagoro aygura CUCTEMbl KadecTBa W MOcnefylwero ayguta AOSMKEH COCTaBNATLCS OTYeT,
noanexaliuin oLeHKe nmuammn, OTBETCTBEHHBIMU 3a OpraHM3aLmio COOTBETCTBYIOLLNX ayanupyembix npoleccos. B
cnyyae HeobxoguMmocTM nNo pesynbTaTtaM ayguta  AOMMKHbl  NpeanpuHMMaTbCs  KOPPEeKTupylowme wu
npegynpexagaroLine encTeums.

2.13.4 YNOnMHOMOYEHHble oOpraHbl [JOIKHbI OBOecneynTe MOHUTOPUHI  BbINOSTHEHUA AepXaTensMmu
PErNCTPaUMOHHbIX YOOCTOBEPEHUN OnNpedensemblXx 3akoHOAATenbCTBOM (YHKUMIW U oba3aHHOCTEM Mo
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ct)apmaKOHap.sopy. B uwucno mMep no obecneyeHnto MOHUTOPUHIA BXOOUT BbINOJTHEHNE WHCNEKTUPOBaHUA
/J.ep>|<aTenel71 perncTpaunoHHbIX y.lJ.OCTOBepeHI/IVI CO CTOPOHbI YNMOJTHOMOYEHHbIX OpraHoB.

2.14 YnonHoMo4YeHHoe nuLo no chapmakoHagsopy

2.14.1 [epxatenb pernctpauuoHHOro YAOCTOBEPEHUA [AOIMKEH Ha3Ha4YUTb U UMETb B MOCTOAHHOM
pacnopskeHun YnorHOMoYeHHoe nuuo no dapmakoHaasopy (YINP) Ha Tepputopumn Pecnybnuke Benapych,
obnapatowiee Tpebyemon kBanudpurkaunen. epxatens permcTpaumoHHOro yaocToBepeHnsa coobaeT dhamumnmio
N KOHTaKTHyt uHdopmaumio YJIP B ynonHomoueHHbI opraH Pecnybnuku Benapyck. MNpu nsmeHeHun gaHHowm
nHdopMaunmM aepxaternb PerucTpaumMoHHOro yooCTOBEPEHUS OOIMKEH MPOUHMOPMUPOBATL YMONTHOMOYEHHbIN
OopraH B CPOK, yCTaHaBNMBaeMbI HaUMOHarbHbIM 3aKOHO4aTENbCTBOM.

2.14.2 B kaxgom cucteme apMakoHag3opa MOXeT ObiTb Tonbko ogHo YN®. Ycnyrn YJIO moxet
ncnonbe3oBaTb Bonee ogHOro gepxarens perMcTpaumoHHbIX YOO0CTOBEPEHUI, B OBLLMX UM OTAEMbHbIX cCUCTEMax
hapmMakoHagsopa, WM MU0 MOXET BbINONHATE (yHKUMM YJ1® 6Gonee 4yem p[gnss OOHOWM  CUCTEMBbI
hapmMakoHaz30opa OOHOro AepXaTens perncTpaunoHHbIX YAOCTOBEPEHUA, Npu ycnosum, Yto YJI® B coCTOsIHUK
BbINOSTHATL BCE CBOM 06s3aHHOCTU. B gononHeHune K YJ1®, ynosiHOMOYEHHbIN OpraH Ha 3aKOHHbIX OCHOBaHWUSAX
MMeeT BO3MOXHOCTb 3arnpoCUTb Ha3Ha4YeHUs1 KOHTaKTHOro nuua no papmMakoHag3opy Ha HalMOHarbHOM YpPOBHe,
nogotyeTHoro YJI®. KoHTakTHOE NnLo Ha HaLMOoHanbHOM YPOBHE MOXET Takke AeNcTBOBaTb kak YJ1O.

2.14.3 O6s3aHHOCTK YJI® aomkHbI onpeaenaTbCa B 4OMKHOCTHOM MHCTPYKLMK,

2.14.4 [lepxatenb permctpaunoHHoro ygocrosepeHus npegocraenseT YJ1® gocratodHble NOTHOMOYUSA MO
yrpaBneHnio AeATenbHOCTLI0 Mo (hapMakoHag3opy WM CUCTEMOW kadecTBa. [depxaTenb pernctpaumoHHOro
yaocToBepeHus npegoctaenset YI1® goctyn Kk mactep-canny cucteMbl papMakoHagsopa, a Takke NofiHOMouYns
no Hemy n obecneuymBaeT nonyyvyeHne nHdopmMaumm o nbbIX U3MEHEHUAX B mMacTep-thanne. NonHomouns no
cucteme hapmakoHagsopa n mactep-canny cuctembl hapmakoHagsopa no3sonaoT YJI® BHOCUTb N3MEHEHMS B
CUCTEMY, MNaHbl YNpaBfeHWss puUcKaMn, a Tawkke B MNOATOTOBKY PeErynvpylowmnx OENCTBUA B OTBET Ha
ypesBblyalriHble cUTyauum nNo nameHeHuo npodunsa 6esonacHocTy.

2.14.5 [lepxaTenb perncrpauuoHHOro yaoctosepeHus obecneymsaeT Hanmyme Bcex CUCTEM U MPOLECCOB,
nosgonswowmx YJI® BbLINONHATL BO3MOXEHHbIE Ha Hero obsa3aHHocTM. C  3TOM  Uenblo  gepxaTtenb
PErncTpaumMoHHOro yAOCTOBEpPEHUS pa3pabaTbiBaeT MexaHu3Mbl, Npy NMOMOLLM KOTOopbiX YJI® nonyyaeT Bcio
HeobxoanMyo MHopMaLMIO N MMEET AOCTYN KO BCEM AaHHbIM, KOTOpblE eMY MOryT noTpeboBaTbCs, HanpuMep:

- YpesBblyalHble CUTyauum Mo u3MeHeHuaM npoduna 6Ge3onacHOCTM M BCA Apyrad uMHGoOpMauus B
OTHOLUEHUM OLIEHKM COOTHOLLUEHUS MNONb3a/pPUCK NEeKapCTBEHHbLIX CPeacTB, Ha KOTOpble pacrnpocTpaHseTcs
cucTema hapmakoHaasopa;

- NpogormKalLwWwmecs M 3aKOHYMBLUMECS  KIMHUYECKMEe  UCCRefoBaHUA/UCNbITaHWs U fpoyune
nccrnefoBaHNA/MCNbITaHUS, O KOTOPbIX 3HaEeT gepXaTtenb perncTpaunoHHOro YAOCTOBEPEHUS U KOTOpble MOryT
UMeTb OTHOLLEHNe K 6e30NacHOCTU NeKapCTBEHHbIX CPEACTB;

- UHpopMaLUA M3 MHbIX MCTOYHMKOB, KPOME WCTOYHUKOB AepXaTens perncTpaumoOHHbIX YAOCTOBEPEHWUN,
HanpuMMep, WCTOYHUKK, C KOTOPbIMW AepXaTenb PerncTpaumoHHOro YOOCTOBEPEHUSI WMMEET KOHTPaAKTHblE
OOrOBOPEHHOCTH;

- npouenypbl hapmakoHag3opa, KoTopble pa3pabaTtbiBaeT AepXaTenb perucTpauuoHHOrO YAOCTOBEPEHUS
Ha KaXOgoMm YpoBHE C LUenbio obecrnevyeHusi cornacoBaHHOCTM M cobnogeHns TpeboBaHui B npepenax
opraHusaummn.

2.14.6 YJ1® nonyyaeT uHopmaunio OT pyKOBOASLLEro nepcoHana no pesynbTaTam NOCTOSAHHbIX 0030poB
CUCTEMBI KayecTBa U NPeanpuHATbLIM MepaM, AaHHble MO COOTBETCTBMIO TpebOBaHWSAM, HaMEYeHHbIM ayauTam
cucTeMbl hapmakoHagsopa. YINP wumeeT NONHOMOYUS WMHUUMMPOBaTL ayauT B Cryvyae HeobxoauMocCTu.
Pykosogsawmm nepcoHan npegoctaensetr YJI® Kkonuioo nnaHa KOPPeKkTUPYLWNUX U npegynpeauTenbHblX
MEepOnpUATUI Mocne Kaxaoro ayaura, Tak 4tobbl YJ1I® morno ybeauMtbcs B MNPUHATAM COOTBETCTBYHOLLMX
KOPPEKTUPYIOLLMX MEPONPUATUIA.

214.7 [epxaTenb perncrpaunoHHoro yaocTtoBepeHus obecrnedvBaeT BO3MOXHOCTb  MOSyYeHus
nHdopmaumm YJ1® 13 6asbl JaHHbIX HEXenaTenbHbIX peakLuin, UMeIoLEencs B ero pacrnopskKeHun.

2.15 KBanudukauma nuua, ynonHoMo4eHHOro no chapmakoHaasopy

2.15.1 YJI® gomkHO MMeTb COOTBETCTBYIOLLME TEOPETUYECKNE U NPAKTUYECKME 3HAHUSI NO OCYLLECTBEHWNIO
neatenbHocTM nNo chapmakoHaasopy. YJ1® gomkHO MMEeTb HaBbIKM ynpaBreHus cucteMammn bapMakoHaasopa, a
TakKe NpoBeaeHNst IKCNepTU3bl UMM UMETb AOCTYN K NPOBEAEHMIO SKCNEPTM3bl B TaKMX 00NacTsaxX, Kak MegmumnHa,
hapmMaLeBTUYECKNE HAYKK, a Takke anuaemMmonormsa u buoctaTucTuka.

2.15.2 [lepxaTtenb perncTpaLmMoHHOro yaAoCToBEpPEHUA NpoBoAnNT obyyeHne YJ1® B obnacTtn ceoen cuctembl
hapmakoHaa3opa nepepg Tem kak YJ1® 3anmeT AOMKHOCTb YNONHOMOYeHHoro nuua. ObyyeHune n ero pesynbTtaThl
OOSDKHBI Hagnexalumm obpasom JOKYMEHTUPOBATLCA.

2.16 PyHKUUM NULa, yNOoSTHOMOYEHHOro no chapmMakoHaasopy

2.16.1 KesanuduumpoBaHHOe nMLO, YNOMHOMOYEHHOE MO hapMakoHaas3opy Ha Tepputopuu Pecnybnuku
Benapyceb, aBnseTca U3nYecKUM NMuom.

2.16.2 VYJI®, HasHayeHHOe [JepXaTenem PerncTpaumMoHHOrO  YAOCTOBEPEHUHA, OOIMKHO  MMETb
COOTBETCTBYIOLWYIO KBanudukaumio (cM. 2.15) ©n  BblTb B MOCTOAHHOM  PacropsbkeHWM aepxartens
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pPEerMcTpauMoHHbIX  yaocTtoBepeHui. YJI® oTBevyaeT 3a co3fgaHne W (YHKUMOHMPOBAHME  CUCTEMBI
dapmakoHag3opa AepXaTensi perncTpauMoHHbIX YAOCTOBEPEHWM W, CcrnefoBaTernbHO, MMEeT [OCTaTO4YHO
MOMTHOMOYMIA MO OKAa3aHWIO BIMSHMA Ha OCYLLEeCTBNEHNE AEATENbHOCTM NOo chapMakoHaa30py M CUCTEMY KadecTBa
cucTembl hapmakoHaa3opa, CoaencTBue, cobniodeHVe W MOBbIEHVWE YPOBHA cobniogeHuss TpeboBaHui
3akoHogaTtenbcTBa. CnegoBaTtensHo, YJI® gomkeH obnagatb NONMHOMOYNAMWN U OTBETCTBEHHOCTLIO B OTHOLLIEHUW
macTep-cainna cuctembl dapmakoHagsopa ¢ TeM, 4Tobbl obecneumMBaTb M MOBLIWATL YPOBEHb COBMOAeHUs
TpeboBaHuWI 3aKkoHOAAaTENbCTRA.

2.16.3 B OTHOLIEHMM NEeKapCTBEHHbIX CPEACTB, Ha KOTOPbIE pacnpocTpaHaeTca cucteMa hapMakoHagsopa
aepxarens perucTpaumnoHHoro yaoctosepeHus, YO nmeet cnegyowme ob653aHHOCTU:

- BbINONHeHNe o63opa npodunert 6€30nacHOCTM NeKapCTBEHHbIX CPEACTB M Ypes3BblYalHbIX CUTyauun Mo
N3MeHeHuo npodunen 6esonacHoCTy;

- BMageTb MonHon uHdopmaumeir o6 ycnoBusix U 00A3aHHOCTHAX, YCTAHOBIEHHbIX MpU  Bblgade
PErMCTpaLMOHHbIX YAOCTOBEPEHUA U ApYyrux o6s3aTenbCTBax, MMELWMX OTHOLIEeHMEe K 6e3omnacHOCTU unu
6e30nacHOMY NPUMEHEHMIO NEKapCTBEHHbIX CPEeACTB;

- BNageTb NOnHon MHopmaumern o mepax MMHMMU3aLMN PUCKOB;

- NMpYHUMATL yyYacTue B M3YYEHUN W YTBEPXOEHWM MNPOTOKOMOB MOCTPErMcTpauuoHHbIX MCCeaoBaHun
©e3onacHocTy;

- BrageTb NOMHOW UHGOPMaUMen 0 NOCTPErnCTPaLMOHHbIX NCCNefoBaHMsAX No 6e3onacHOCTH, NpoBeaeHue
KOTOPbIX HA3HAYEHO YMOMHOMOYEHHbBIM OpraHoM, BKIoYas pe3ynbTaThl Takux UCCreaoBaHWUi;

- OOMOSHATL MaHbl YNpaBneHUs puckamu;

- obecneynBaTth BbINOMHEHNE (PYHKLMIA No dbapMakoHad30py M NpeacTaBnsaTb BCe OOKYMEHTbI, MMelolme
OTHOWEHMe K papmakoHaa3opy, corfnacHo TpeboBaHMSAM 3akoHoAaTeNnbCTBA W Hagnexalwlewh MpakTukv
hapmakoHaa3opa;

- obecneynBaTb HeobGXxoOQMMOE KavyecTBO, BKMYAs TOYHOCTb M MOMHOTY, AaHHbIX MO dhapmakoHaasopy,
NnpeacTaBnsieMbIX B YNOTHOMOYEHHbLIN OpraH;

- NpeacTaBnsaTb MOMHblE M CBOEBPEMEHHble OTBETbl HAa BCE 3anpocbl YMOMHOMOYEHHOrO OpraHa o
npeacTaBneHUN OOMNOMHUTENBHOW MHOpMaL N, HeOOXOOMMOW ANA OLEHKM MOoMb3bl U pyUCKa NeKapCTBEHHbIX
CPeAcCTB;

- NpeacTaBnaTe NOOYI MHGOPMALMIO, VMMEIOLLYI0 OTHOLUEHME K OLEHKE COOTHOLLEHMS Monb3a/puck B
YMNOMHOMOY€EHHbI OpraH;

- OKa3blBaTb NOMOLLb B NOArOTOBKE PErYNATOPHLIX MEP B OTBET Ha Ype3BblvalHblie cUTyaumm 6e3onacHocTu
(HanpumMep, 3MEHEHUsI B peKOMeHOauUsX no MeANLMHCKOMY NPUMEHEHWUIO, CPOYHbIE OrpaHMYEHNS U LOBEeAEHNe
nHdopmaLmm 40 NaUMEHTOB N MEANLIMHCKNX PabOTHMKOB);

- (DYHKUMOHMPOBATL B KayecTBe €4MHOr0 KOHTAKTHOro nuua no dapmakoHaasopy AN YNONHOMOYEHHbIX
OpraHoB, a Takke B KayecCTBe KOHTaKTHOro nvua Anst MHCMeKUMin no dapmakoHan3opy ¢ obecnedeHnem 24-
4YacoBOro AocTyna.

2.16.4 YI1® ocyllecTBnsieT KOHTPOSb (PYHKLMOHMPOBAHUS BCEX acrekToB CUCTEMbl dhapmakoHag3opa,
BKMlOYass ee CUCTeMy KayecTBa (Hanpumep, CTaHOApPTHble OMepauuoHHble Mnpoueaypbl, KOHTPaKTHble
OOrOBOPEHHOCTW, onepauun no 6ase [aHHbIX, BbIMONHEHWE TpeboBaHUM CUCTEMbl KayecTBa, cobniogeHve
TpeboBaHWIN K NPEACTaBNEeHN0 OaHHbLIX B YaCTW MOMHOTHI U CBOEBPEMEHHOCTM, NpeacTaBreHne Nepuognyecknx
oT4yeToB Mo 6esonacHocTU, oT4eTOB 06 ayamTax U obyyeHuto nepcoHana no gapmMakoHagsopy). YN® gomkHo
pacnonaratb MWHcopmauneidr O BanMAauMOHHOM cTatyce 0a3bl [aHHbIX HeXenaTenbHbIX peakuMn Ha
nekapcTBeHHble CpeacTBa, BKMOYasi BCE BbISIBIEHHble B XO4e BanvgauuMu HedoyeTbl M NPeanpuHsiTble
KoppekTupytowme gencteus. YNP Takke [OMKHO pacnonaratb MHgopMaumen 000 BCEX CYLLECTBEHHbIX
N3MEHEHNSIX, BHECEHHbIX B 0a3y [OaHHbIX (HanpuMmep, WM3MEHEHUs, KOTOpble MOryT oOKasaTb BfUSIHWE Ha
0eATenbHOCTb NO hapMakoHaa3opy).

YII® mMoxeT genermpoBaTb BbINOMHEHUE crnieuMdpUYECKUX 3agaHuin, nog cBouMm HabnogeHuem, nvuam ¢
COOTBETCTBYIOLLEN KBanudpukaumen n obyyeHuem, Hanpumep, OCYLLECTBMEeHWe OeATEeNbHOCTU B KavecTBe
3KCnepToB MO 6Ge3onacHOCTU ONpederneHHbIX FeKapCTBEHHbIX CPeacTs, npu ycnosuu, 4to YJI® 6Byger
OCYLLECTBNSATb KOHTPOMb (DYHKLMOHMPOBAHUS BCEW CUCTEMbI M npodunert 6e30nacHOCTN BCEX NeKapCTBEHHbIX
cpeacts. Takoe [generMpoBaHve  BbIMOMHAEMbIX  (OYHKUMA  OOMKHO OblTb  Hagnexawum obpasom
OOKYMEHTUPOBAHO.

217 Cneuucbnyeckne npoueccbl CUCTEMbl Ka4vecTBa Yy [AepxaTened permcrpaumoHHbIX
yAocToBepeHui

2171 D,epmaTenb perncTtpaunMoHHOro ynocrtoBepeHua paspa6aTb|BaeT OononHuTenbHble cneunanbHble
npouecchbl CUCTEMbI Ka4eCTBa C LeNblo:

- npeactaBneHna OaHHbIX O HeXenaTelibHbIX peakunax B HauWOHalbHYKO 633y AaHHbIX YT «LleHTp
QKCNepTn3 n MCNbITaHUM B 3apaBooxXpaHeHnn» B npepgernax CpoKoBs, Tpe6yeMbIX 3aKoHOOaTelbCTBOM;

- COXpaHeHUA BaXXHbIX OOKYMEHTOB, B KOTOPbIX ONMUCaHa cUctema q)apmaKOHansopa, 0O TeX nop, noka
cyuieCcTtByeT cucrtemMma, onnmcaHHada B MaCTep—cbal?me CUCTEeMbI q)apmaKOHa,qsopa B Te4YeHue He MeHee 5 neTt
nocne npekpaweHna ee CyleCtBOBaHUA;
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- COXpaHeHus  JaHHbIX no  papmakoHags3opy M OOKYMEHTOB, WMEWLWMUX  OTHOWEHWe K
3aperucTpupoBaHHbIM NEeKapCTBEHHbIM cpeacTBaM B TeyeHMe He MeHee 10 neT nocre npekpaweHus
OENCTBUSA YAOCTOBEPEHUN O rocygapCTBEHHOW perncrpauuu;

- obHoBreHNs MHMOPMaUUM O JeKapCTBEHHbLIX CPeacTBax COrfacHO MOCHAEeAHUM Hay4YHbIM 3HaHUAM,
BKMOYas oueHKy npoduna ©6e3onacHOCTM U COOTHOLWIEHWE MOoMb3a-puck, a TawkKe peKkoMeHZauusam,
pasMelleHHbIM Ha Beb-nopTane ynonHOMoYeHHOro opraHa. C 3aTon uenblo Aepxatenb perncTpauuoHHOro
yOOCTOBEPEHUS  MOCTOSIHHO  npoBepsdeT  Beb-nopTanbl  YNOMNHOMOYEHHbIX  OpPraHoB  Ha  Hamnudue
COOTBETCTBYIOLMX U3MEHEHMI B OUEHKe npodung 6e30mnacHOCTM U COOTHOLUEHWUW MOfb3a-pucK, BKIOYas
N3MEHEHUs B pekoMeHaaumnsx no MeanunMHCKOMY NPUMEHEHUIO U MHble MepPbl PErynaToOpHOro xapakrepa.

2.17.2 B TeuyeHue nepuoda COXpaHeHUs OOKyMeHTauuu OepxXaTenu perncTpaumoHHbIX YOOCTOBEPEHUN
obecneynBaloT BOCCTaHaABNNBAEMOCTb JOKYMEHTOB.

2.17.3 [JOKyMEHTblI MOXXHO COXPaHSITb B 3NEKTPOHHOM (popmaTe, Npu yCrioBMM Hagnexaiwen sanvaaunm
3NEKTPOHHON CUCTEMbI U CYLLEeCTBOBaHMS OOrOBOPEHHOCTEN NO 3aliuTe CUCTEMbI, JOCTYNY U pe3epBHOMY
KONMpOBaHMWIO OaHHbIX. B cnyyae nepeBoga AOKYMEHTOB M3 BymaxHOro popmarta B 3NEKTPOHHbIN, Npouece
nepesoda AOMKEH rapaHTMpoBaTb COXpaHeHWe BCel UHdopMaunm B opurmHanbHom dopmate B YNTaeMOM
Buge u obecnevyeHne COXpaHEHUS YUTAEMOCTW Ha MPOTSAXKEHUU BCEro BPEMEHU XpaHeHus cpeacTsBamu,
NCnonb3yembiMn AN XpaHeHUs.

2.17.4 B cnyyae nornoweHus Opyroln opraHusaumen OusHeca JepxaTenst perncTpaunoHHbIX
YyAOCTOBEPEHUI, BCE OOKYMEHTbI AOMKHbI ObITh NepeaaHbl U COXpaHeHbl B MOMTHOM O06beMme.

2.18 TpeboBaHMA K cucTeMe KayecTBa Npu AenerMpoBaHUM fpepXatenem perucrpaymoHHOro
YAOCTOBEpeHUs1 BbINOJHAEMbIX (PyHKLUI No chapmakoHaa3opy

2.18.1 [epxaTtenb perncTpaunMoHHOro yaoCTOBEPEHUA MOXET AenermpoBaTb BCE UMM 4YaCcTb CBOMUX
3ajad no phapmakoHagsopy, Bkioyaa dyHkuum YJ1O, apyron opraHmsauum mnu nuuy (€cnu K Takomy nuuy
MOryT ObiTb MNPUMEHeHbl OAWHaKoBble TpeboBaHWsi, Kkak K opraHusauuu). [Npu 3TomM abContoTHYHO
OTBETCTBEHHOCTb 3a BbINOSIHEHUE 3agdady U obasaHHOCTen nNo dapmakoHaa3opy, obecnedeHme kadvyecTsa u
LLeNoCTHOCTU cucTeMbl hapMakoHaa30pa BCeraa HeceT aepXaTtenb permcTpaumoHHOro y40CTOBEPEHNS.

2.18.2 B cny4yae pJenerMpoBaHus onpefeneHHblX 3adad no apmakoHag3opy Aepxatenem
peruMcTpaumoHHOro yaoCTOBEPEHUS LpPYrov opraHusauuu, gepxatenb pernctpaumMoHHOro yaoCTOBEpeHUs
coxpaHseT 3a coboV OTBETCTBEHHOCTb 3a NpuMmeHeHne 3(PEPEKTUBHON CUCTEMbI KavyecTBa MCMOSTHEHUS
OaHHbIX 3apad. TpeboBaHua K cucteme dapmakoHagsopa, onpeaensieMble Hagnexawen npakTUKon
hapmakoHag3opa, Takke NPUMEHSATCA K APYron opraHM3aunmn, KOTOpon generMpoBaHbl 3agayu.

2.18.3 MNpwn pgenernpoBaHnM 3agad ApYyron opraHusaumm gepxatenb perucTpaumoHHOro yaocToBepeHus
obecneynBaeT nogpobHoe, YETKOE M NOCTOSIHHO OBHOBMSieMoe AOKyMeHTarnbHoe 0 OpMIIEHNE KOHTPAaKTHbIX
[OrOBOPEHHOCTEN MexXay AepxaTteniemM perucTpauyMoHHOro YAOCTOBEPEHMS UM Opyron opraHusaumen, ¢
onucaHnem [OroBOPEHHOCTEN MO AeNnernpoBaHHbIM 3agadyaM W OTBETCTBEHHOCTW KaXOoW W3 CTOPOH.
OnucaHne genernpoBaHHON OEeATENbHOCTU U/WNK YCNyr AOMKHO ObiTb BKMOYEHO B MacTep-dann CUCTEMBbI
apmakoHagsopa. [pyraga opraHusaums MOXeT noABepraTtbCss WHCMEKTUPOBAHMIO MO  YCMOTPEHUIO
YNOMHOMOYEHHOro opraHa.

2.18.4 B uensx KOHTPONs BbINOSIHEHUA KOHTPaKTHbIX [OOrOBOPEHHOCTEW NO hapMakoHag3opy
peKkoMeHOyeTCsa BbINOSIHEHWE [epXXaTenem pPerucTpaumMoHHOro yA4OCTOBEPEHUA pPeryndapHbIX ayguToB
opraHusaunin, KoTopbiM ObinKn genernpoBaHbl PyHKUMKU NO dapMakoHaa3opy.

2.19 O6wme 065A3aHHOCTM YNONTHOMOYEHHOrO opraHa no chapmakoHaasopy

2.19.1 YNOMHOMOYEHHbIN OpraH HeceT OTBETCTBEHHOCTb 3a BbINOMHEHME 3adady no dapMakoHaasopy,
BO3naraeMblX Ha HEero COOTBETCTBYHOLIMM HaUMOHamNbHbIM 3akoHodaTenscTBoM. C 39TOM Lenblo  Kaxabln
YMOMHOMOY€EHHbIN opraH obecneynBaeT OYHKUMOHUPOBaHME CUCTEMbI (hapMakoHaa3opa, co3gaeT U NpUMeHsaeT
Hagnexawyto apeKTUBHY CUCTEMY KayecTBa OCYLLEeCTBNSEMON AeaTensHOCTH No hapmakoHagsopy.

2.19.2 YNONHOMOYEHHbLIN OopraH opraHuMdyeT COTPYOHUYECTBO C APYrMMU YMNONTHOMOYEHHBIMU OpraHamu c
Lenblo MOCTOAHHOIO COBEPLUEHCTBOBaHUA cucTeM dapmakoHaasopa Mo OOCTUXKEHUIO BbICOKMX CTaHO4apTOB
3alnTbl 300pOBbS OBLLLECTBEHHOCTW, BKIOYas WUCMONb30BaHWE OOBLEAMHEHHbIX MEeXOYyHapOAHbIX PecypcoB B
Lensax onTMMmn3aLnm NCnornb30BaHUSA NMeKoLLENCS pecypcHon 6asbl.

2.20 dyHKLUN YNONTHOMOYEHHOro opraHa

2.20.1 YNONMHOMOYEHHLIN OpraH AOfKeH BHeApuTb W obecneuntb 3ddeKkTMBHOE YHKLMOHMPOBaHNE
cucTeMbl (hapmakoHag3opa npu BbIMNOMHEHMM CBOUX 3a4adv U yd4acTum B OEeATENbHOCTM NO hapmMakoHan30py Ha
Tepputopun Pecny6nukmn Benapycb. B faHHOM KOHTEKCTE KOMMETEHTHbIA/YNONMHOMOYEHHLIN OpraH OTBeYaeT 3a
KOHTpOrb 6e30NacHOCTU Kaxaoro fiekapcTBEHHOro cpecTBa, 3apermcTpupoBaHHOro Ha Tepputopun Pecnybnuku
benapycs.

2.20.2 3agaym 1 06A3aHHOCTU YNONMHOMOYEHHOMO OopraHa no apmakoHag30py BKMNOYAKT COTPYAHUYECTBO
npu obHapyXeHn CUrHanoB U BHEAPEHUN MEP MUHUMM3ALMM pUCKa NPU MPUHATUM COOTBETCTBYIOLLUX PeLUEHUN.

2.20.3 YNornHOMOYEHHBIN OpraH OTBEeYaeT 3a NPOBEPKY OCYLLECTBEHMS 3asBUTENSMU/MPOU3BOANTENSMUN
NEeKapCTBEHHbIX CPeacTB (papmakoHag3opa NeKapCTBEHHbIX CpeacTBa Ha CBOEW Tepputopuu, BKIoYas
BbINOSTHEHNE MHCMEKLMI CUCTEM (hapMaKoHan30pa aepxaTtenen perucTpaLMoHHbIX YA0CTOBEPEHWUNA.
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2.21 MNnaHnpoBaHWe roTOBHOCTU K (papMaKkoHaA3opy Mpu IKCTPEHHbIX CUTYaLMAX B OOLECTBEHHOM
3ApaBoOOXpaHeHUn

CucteMbl hapmakoHagsopa AepxaTtenen permcTpauMoHHbIX YAOCTOBEPEHUA U YNOHOMOYEHHOro opraHa
OOMXKHbl OblTb aganTUPOBaHbl K 3KCTPEHHbIM CUTyauusM B OOLIEeCTBEHHOM 34paBooxpaHeHuu. o mepe
HeobXoaMMOCTM AOIMKHBI ObITb pa3paboTaHbl MnaHbl FOTOBHOCTMY.

OKCTpeHHasa cuTyauusi B OOLLECTBEHHOM 3[paBOOXpaHEHUV MpeacTaBnsieT cobon yrposy obLeCTBEHHOMY
300pOBbI0, NPU3HaHHY BcemupHon OpraHu3aumen 3gpaBooxpaHeHnst (BO3) nmbo ynonHOMOYEHHbIM OpraHoM
Pecnybnukn Benapyce.

TpeboBaHusA hapmakoHag3opa K 9KCTPEHHbIM CUTyaLmMaM B 0BLEeCTBEHHOM 34paBooXpaHeHnn onpegenseT
YMOMHOMOYEHHbIN opraH. O TpeboBaHusx papmakoHag3opa cooblwalT aepxaTensMm perncTpaumoHHbIX
yOOCTOBEPEHUA U OBLLECTBEHHOCTU. YMNOMHOMOYEHHbIN oOpraH nyonukyeT yBedoMIIeHUs 06 3KCTPeHHbIX
cuUTyaumsix Ha cBoeM Beb-canTe.

3 MacTep-thann cuctembl cpapmakoHagsopa

3.1 CTpyKTYypbI U Npouecchl

3.1.1 MacTtep-dain cuctemMbl papMakoHag3sopa npegHasHadeH Ang onucaHus cuctemsl hapmakoHagsopa u
OOKYMEHTUPOBAHHOTO MOATBEPXKAEHNS €e COOTBEeTCTBUS TpeboBaHWAM 3akoHoaaTtenbcTBa. Macrtep-cann
no3BonseT Hagnexawmm obpasoM OCyWeCTBUTb MfaHMpoBaHWe W  BbINOMHEHWE ayauToOB  CUCTEMbI
apmakoHagsopa  AepxaTenem  perMcTpauMoHHOro  yOoOCTOBEPEeHus, a  Takke  WHCMNEeKTUpOoBaHUN
YMOMHOMOY€EHHbIMW  opraHamn. MacTep-pain  BkntodaeT 0630p cuctembl apmakoHagsopa AepxaTtens
pPerncTpaumMoHHOro YA0CTOBEPEHUS, YTO NO3BOMSET cAenatb ee obLyo OLEHKY YNONMHOMOYEHHbIM OpraHoM Ha
perncTpaumMoHHOM 1 NOCTPErMCTPaLMOHHOM aTanax.

3.1.2 CocTtaBneHne MacTtep-anna n nogaepxaHme MHopMaLmn B HEM Ha akTyarnbHOM YpPOBHe No3BonseT
AepxaTento permcTpaLmMoHHOro yaocToBePEHUS U YNONTHOMOYEHHOMY nuuy No papmakoHaasopy:

- ybeauTbecsa B TOM, YTO cucTema cpapmakoHag3opa BHeApPEHa cornacHo TpeboBaHWAM 3akOHOA4ATENbCTBA U
Haanexawien npakTukM papmakoHansopa;

- NOATBEPAMUTL COOTBETCTBME CUCTEMBI AENCTBYIOLW MM TpeboBaHUSAM;

- NOMy4YnTb MHOPMALMIO O HedoCTaTKax CUCTEMbI UMK BbIBUTL HecobntogeHne TpeboBaHni;

- NOMyYnTb MHOPMaLMI0O O puUcKax UMM He3(®OEKTUBHOCTN BbINOMIHEHUSA OMNpegeneHHbIX HanpaBneHun
AesaTenbHOCTN No hapMakoHags3opy.

3.1.3 Ucnonb3oBaHue UHopmauum macTtep-canna cnocobCcTByeT onTuMmU3aumm npouecca Hagnexailero
yrpaBneHnss CUCTEMOW, a TaKkke COBEpPLUEHCTBOBaHUS cucteMbl apmakoHagsopa. TpeboBaHus K
npeacTaBneHuio KpaTkoro onucaHus cuctemMbl hapmakoHagsopa AepKaTerns perMcTpaumMoHHOro yaocToBepeHns
B hopme macTep-harnna, a Takke XPOHOMNOrnst BHECEHUS U3MEHEHUIA COOTBETCTBYIOLUUM(-MMMK) OpraHoM(-amm)
obrneryaloT nnaHMpoBaHue 1 apdeKkTMBHOE NpoBeAeHNe NHCMEKLNIA HauNMOHanbHbIMU KOMNETEHTHBIMU OpraHamu
Ha OCHOBaHUWM MeToAa OLEHKN PUCKOB.

3.2 Peructpauusa u nogaepxaHme macrep-thpanna

3.2.1 MecToHaxoxaeHue

MacTep-tann cuctemsl hapmakoHag3opa JOMKEH HaxoaMTbCA Ha TeppuTopun Pecnybnuku benapyck nmbo
B MecTe BbINOMIHEHUA OCHOBHOW fAeATenbHOCTM Mo  bapmakoHagsopy, nubo B MecTe, B KOTOPOM
KBanudpuumpoBaHHoe InuMUO OTBeYaeT 3a ocylwecTBrneHne apmakoHagsopa, HesaBucumo oOT popmaTa
(ByMaXHbI  WUNWM  SMEKTPOHHBIN).  YMOMHOMOYEHHbLIN OpraH JomkeH OblTb MNPOUHMOPMUPOBAH O MecTe
pacnonoxeHnss macTtep-anna, a Takke HesameanuternbHO WHEGOPMUPOBATLCA O NMOOLIX U3MEHEHWUSIX B €ro
pacnonoxeHun. Tpebyemas uHdopmaums no pacnonoXeHuto macTtep-anna BkroYaeT ykasaHne pusamdeckoro
appeca oduca gepxarens permcTpauuoHHOro yaocToBEPEHUS UMMM TPeTben CTOPOHbLI MO KOHTPaKTy. TOT agpec
MOXET OTNMYaTbCs OT ajpeca 3asBuTens/gepxartens perncTpauMoHHOro YAOCTOBEPEHWs, Hanpumep, ApYron
omc aepxatenss perncTpauyMoHHOrO YAOCTOBEPEHWUSI WM B Criydae BbINOMHEHUS OCHOBHOW AeATENbHOCTU
TpPeTbeN CTOPOHOM MO KOHTPakTy. [pu onpedeneHMn OCHOBHOTO MecTa OCYLLECTBNEHVS OesTENbHOCTU Mo
hapmakoHag3opy AepKaTernb PerucTpaumMoHHOro YAOCTOBEPEHUS [OIKEH yyuTbiBaTb Haubonee 3sHavymMmoe
MEeCTOHaxoXaeHne Ana cuctembl papmakoHagsopa B uenom. [Oepxatenb perucTpaurMoHHOro yaoCTOBEPEHUS
OOMKEH WUMETb COOTBETCTBYHOLLEE OOOCHOBaHWE MPUHSATUS PELLeHUMs O pacnonoXxeHun macrep-cganna. B
cuUTyauun, Korga OCHOBHas [AeATenbHOCTb OcyllecTBnserca 3a npegenamu Pecnybnuku Benapycb unu
HEBO3MOXHO ornpefernimTb OCHOBHOE MECTOHaxXOoXAeHWe, No YyMONYaHUIo MECTOHaxOXAaeHueMm macTep-channa
ABNSAETCA MECTO OCYLLEeCTBMNEHUS AeATeNbHOCTU YNOSTHOMOYEHHOrO nuua no hapmakoHaasopy.

3.2.2 MNepepaya ob6a3aHHOCTEN NO MacTep-danny cuctemsl hapmakoHag3sopa

3.2.2.1 Tllepepayy wnu pgenervpoBaHne 06s13aHHOCTEN M OEATENMbLHOCTM NO  MacTep-panny CUCTEMbI
dapmakoHag3opa HeobxoaMMo OOpPMNSATb AOKYMEHTaNbHO W KOHTPONMPOBATb C LIENbI MNOATBEPXAEHUS
BbINOMHEHUS AepXKaTeneM perMcTpaumoHHOro yaocToBepeHns cBoMx 0683aHHOCTEN. YNOTHOMOYEHHOE NULO No
dhapmakoHag3opy OOMKHO ObiTb NMPOUHAOPMUPOBAHO 00 WM3MEHEHWUsX, BHOCUMbIX B MacTep-dain cucTembl
dapmakoHag3opa B UensAX BbIMNOMHEHUA UM MOMHOMOYUA MO  BHECEHWK WU3MEHEHUA C  Lenbko
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COBEPLUEHCTBOBAHUSA CUCTEMbI. TUMbl M3MEHEHW, O KOTOPbIX CrieayeT HesamennuTenbHO WHEGOPMUPOBATb
YNONMHOMOYEHHOE NULo No hapMakoHaa3opy:

- U3BMEHeHNs1 B macTep-channe cuctembl papmakoHag3opa UM ero MecTOHaXOXAEHUs, KOTOpble OOIDKHbI
coobLaTtbcs B YNOMHOMOYEHHbI OpraH;

- nobaBneHne KoppekTUpylLmux wwunu npeaynpeautenbHbIX MeponpusaTUn B MacTep-cain CcucTembl
hapmakoHaasopa (Hanpumep, MO pesynbTaTtaM ayauToB M MHCMEKUWA) U yNpaBfeHUne OTKMOHEHUAMM OT
MPOLIECCOB, YKa3aHHbIX B CUCTEME YNpaBNeHNsa Ka4eCTBOM CUCTEMbI (hapMakoHaa30pa;

- UBMEHEHNs1 B coAepxallytocs B MacTep-hanne UHgopmauuio, KOTopble YOOBNETBOPSAIOT KPUTEPUAM
Hagnexawlero KOHTpPoNns cuctembl bapMakoHag3opa (B pamkax MOLLHOCTU CUCTEMbI, DYHKLUOHMPOBAHUSA W
cobntogeHus TpeboeaHun);

- UBMEHEHNsT B  YCTAHOBMEHHOW [OOrOBOPEHHOCTM O MpeAcTaBneHun macTep-hanna CucTembl
hapmMakoHaa3opa B YNOTHOMOYEHHbIE OpraHbl.

3.2.2.2 YNONHOMOYEHHOEe nUUOo Mo hpapmMakoHag30py [LOMKHO B MUCbMEHHOM BWae MNOATBEPOUTb €ero
yBEAOMIIEHNE B OTHOLLEHMWN CMEAYIOLNX U3MEHEHWIA:

- BKIMOYEHNE NEeKapCTBEHHbIX CPeACTB B cUCTEMY hapMakoHaa3opa, 3a KOTOpYk oTBeYaeT YNONMHOMOYEHHOE
nuuo B hapMakoHaa3opy;

- nepefayva o06s3aHHOCTEN MO cncTeme bapMakoHaa3opa YNofIHOMOYEHHOMY NuLy No doapMakoHaa3opy.

3.3 OnucaHue cuctem papmMakoHagsopa

B mactep-channe cuctembl hapmakoHag3opa AOMmkHa ObiTb onMcaHa cucTeMa dhapmakoHag3opa OfHOro
unn Bonee nekapCTBEHHbLIX CPeACTB AepXaTens perncTpaumoHHbIX yaocToBepeHuin. K pasHbIM KaTeropusam
NneKkapcTBEHHbIX CPeACcTB AepxaTeNb PerMcTpauMoHHbIX YOOCTOBEPEHUN MOXET NPUMEHATb pasHble CUCTEMb
dapmakoHagsopa. Kaxkgaa Takass cuctema [oimkHa ObiTb onucaHa B OTAeNbHOM MacTep-channe cuctembl
apmakoHagsopa. [daHHble MacTep-channbl AOMKHbI B LIEIOM OXBaTblBaTb BCE fleKapCTBEHHblE cpeacTsa
aepxaTtensa perncTpauuoHHbIX YOOCTOBEPEHMIW, Ha KOTOpble BblJAaHO YOOCTOBEPEHUE O rocydapCTBEHHOW
perncrpaumu.

3.3.1 B cnyyae ecnu y pepxaTens perucTpaumoHHbIX YOOCTOBEPEHUN (YHKLMOHMPYET Gonee oaHoOM
cucTeMbl hapmakoHaasopa, HanpuMmep, crneuuduyeckme cucteMsl bapmakoHaasopa Ansd onpegerneHHbIX B1aoB
nekapcTBEHHbIX CPpeacTB (BakUUHbI, CAaHUTapHO-TUrMeHndyeckas npogykumns u T.4.) unmn cuctema chapmakoHagsopa
oxBaTblBaeT IekapCcTBeHHble cpeacTBa bOonee OQHOMO AepXaTens permcTpaumMoHHbIX — YAOCTOBEPEHWUHN,
npeacraBnaeTca oanH MacTtep-dann cmcteMbl hapMakoHaA30pa, ONUCHIBAOLLNIA KaXXaylo CUCTEMY.

3.3.2 [lepxaTenemM permctpaLmoHHOro yaocToBEPEHNS AOMKHO BbITb Ha3HAYeHO YNOMHOMOYEHHOE NULO No
hapmakoHag30py, OTBETCTBEHHOE 3a Co3faHue U BedeHue cucTeMbl hapmakoHaasopa, OfnMcaHHOW B MacTep-
anne cuctembl hapmMmakoHaasopa.

3.3.3 Ecnn ogHa cuctema papmakoHag3opa UCNOomnb3yeTCs HECKONbKMMU AepXaTenaMmn perncTpaunoHHbIX
YOOCTOBEPEHUN, KaxKObI AepxaTenb PerncTpauuoHHOro yAOCTOBEPEHUS HECET OTBETCTBEHHOCTb 3a Hamnuuive
mMacTep-ainna cuctembl papMakoHag3opa, B KOTOPOM OrnucaHa cuctema papmakoHags3opa BbiMyckaeMon UM
npogykumn. [epxatenb perncTpaumMoHHOro yOOCTOBEPEHUA MOXEeT Jdenervposatb 4epe3 MNUCbMEHHOE
cornawleHne (Hanpumep, napTHepy MNo NUUEH3UM unu cybnogpsayuky) 4acTb WM BCHO OEATeNbHOCTb NOo
hapmakoHag3opy, 3a Hagnexaiwlee BbIMOSIHEHWE  KOTOPOW  HeceT  OTBETCTBEHHOCTb  AepXKaTerb
perncTpaumMoHHOro yaocTtoBepeHus. B aTom cnyyae mactep-chanmn cuctemsbl hapmakoHagsopa gepxartens
PerncTpaumMoHHOro yaoCTOBEPEHUS MOXET UMETb NEepekpecTHYH CChINKy Ha BeCb MM YacTb macTep-thanna
cucTeMbl chapMakoHag3opa, YNpaBnsieMoro CUCTEMON CTOPOHbI, KOTOpoW Bbina generpoBaHa OesiTENbHOCTb Ha
OCHOBaHWM cornalleHns o0 AoCTyne K AaHHOW MHpopMaLLMn O CUCTEME CO CTOPOHbI AepXaTens perncTpaumoHHbIX
YOOCTOBEPEHUA W  YMOSTHOMOYEHHbLIX OpraHoB. [epxaTenb perucTpaumMoHHOro YAOCTOBEPEHUS  OOSKeH
obecneynTb COOTBETCTBUE COAEPKAHUSA CCbINOYHOro(-bIx) danna(-oB) cucteme apmakoHagsopa, npuMeHMMOon
K nekapcTBeHHOMY(-bIM) CpeacTBy(-am).

3.3.4 B coOTBETCTBYIOLUUX CNy4asix B NPUMOXKEHUM yKasblBaeTCa nepeyeHb BceX MacTep-dannoB CUCTeMb
hapmakoHag3sopa, nogaepKnuBaemblx OAHUM AepxaTeneMm perncTpaumMoHHOro yaoctoBepeHus. B npunaraemyto
MHOPMaLMIO  BKIIOYAIOTCA JaHHble N0  MEeCTOHaxoXaeHuo(-aM) MacTtep-anna(-os), uHdopmaumsa o6
yNOrHOMOYEeHHOM(-bIX) MO (hapMakoHaA30py M COOTBETCTBYHOLLEM(-UX) NTleKapCTBEHHOM(-bIX) cpeacTBe(-ax).

3.3.5 B kpaTtkon uHdopmauuu, npeactaBnaeMon B YNOMHOMOYEHHbIE OpraHbl, He AOMKHO BbiTb ykasaHo
HECKOSbKUX MECTOHAXOXAEeHU 0gHOro Mactep-canna cucteMbl hapmakoHagsopa.

3.3.6 lpw genervpoBaHuM OeATENbLHOCTM MO cucTeMe (bapmakoHag3opa U ee macTep-anny gepxarternb
PEerMcTpaumMoHHOro  yOOCTOBEPEHUS  COXpaHseT 3a CoBOM  MOMHyK  OTBETCTBEHHOCTb 3a  CUCTEMY
hapmakoHagsopa, npegcraBrneHne MHopMaumm o pacrnonoxXeHnn mactep-anna cuctemsl bapmakoHagsopa,
BedeHun mactep-channa cuctembl hapmMakoHagsopa U ero npeactaBneHMn B YMONTHOMOYEHHble opraHbl Mo
3anpocy. B Hanuuum gomxHbl BbITb MUCbMEHHbLIE COrfaleHns ¢ onucaHuem YHKUMIN 1 obssaHHOCTen Mo
MacTep-anny cuctembl hapMakoHagsopa, ero npegctaBrneHuio U NOAAEPKaHUIo, a Takke OCYLLeCTBMEHUIO
dapmakoHag3opa cornacHo TpeboBaHMAM 3aKOHOA4aTeNbCTBA.

3.3.7 MNpn wucnonb3oBaHuM cuUcTeMbl hapmMakoHaa3opa HECKONbKUMU AepXaTensamu pernctpaumoHHbIX
YOOCTOBEPEHUN peKoMeHOyeTcs, 4Tobbl napTHepbl corflacoBaniv COBMECTHOE BedeHWe COOTBETCTBYHOLLMX
pa3fernoB B paMkax CBOMX COBCTBEHHbIX MacTep-thannos B cucteme. O AOCTYNMHOCTU MacTep-danna cuctemsl
hapmakoHag3opa AN BCeX COOTBETCTBYWOLMX AepXaTernen perncTpaumMoHHbIX YOOCTOBEPEHUA U ero
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npeactaBnieHnn B YyNoJIHOMOYEHHbIE OpraHbl AOJTXHO ObITb YKa3aHO NMMCbMEHHbIX cornalueHuax. BaxHo, 4TObbI
gepxaternb  pernctpaunoHHOro yanoctoBepeHud y6e/:|.l4nc9| B TOM, 4TO cCuUcCtemMma cbapmaKOHap,aopa,
pacnpocTtpaHdeMad Ha X NpoayKuuto, BbINONMHAET BCE COOTBETCTBYOLLME Tpe6OBaHM$|.

3.4 Ob6sa3aTtenbHas nHgopmaumsa B mactep-canne cucrteMmbl papmMmakoHagsopa

MacTep-tann cuctembl chapmakoHaasopa AOSMKEH BKMOYaTb COOTBETCTBYHOLME AOKYMEHTbI C ONUCaHUEM
cuctembl hapmakoHaasopa. CoaepxaHne MacTep-hanna cuctembl apmakoHagsopa AOMKHO OTpaxaTb
rnobanbHyl0 OOCTYNHOCTb MHGOpMauMM Nno 6e30nacHOCTU feKkapCTBEHHbIX CPeacTB, 3aperncTpupoBaHHbIX Ha
Tepputopun Pecnybnukm Benapyck. CopepxaHue [OMKHO MMETb OrnaBreHve C uenbio obecneveHns
BO3MOXHOCTM GbICTPO OPUEHTUPOBATLCS B JOKYMEHTE.

3.4.1 Pasgen mactep-chavina 06 ynoriHOMOYEHHOM N1LEe No hapmakoHan3opy.

MHdopMaumsi No ynosTHOMOYEHHOMY Nuuy No hapmakoHan3opy B Mactep-haine AormkHa BKOYaTh:

- onucaHne o06s3aHHOCTEN, FapaHTUPYIOLWMX Hanuyme Yy YMOMHOMOYEHHOro nuua no dapmakoHaasopy
COOTBETCTBYIOLUMX MOMHOMOYMUIA NO cuUcTemMe apmakoHag3opa C Uenblo obecrnedeHus, COOencTBust U
MOBbILLEHMST YPOBHS COOTBETCTBUS TPeOOBaHUAM;

- KpaTKoe pestoMe C KMYeBon MHopMaumen No ponm YnosTHOMOYEHHOro nuua no hapmakoHaasopy;

- KOHTaKTHYI0 MHCpOpMaLMIO MO YNONHOMOYEHHOMY Ny No hapmakoHag3sopy. MNpeacrtaBneHHas KOHTaKTHasA
nHdopMaLns OOMKHa BKNoYaTb haMunuio, NoYToBbIM agpec, HoMep TenedoHa, dakca, ANEKTPOHHYIO NOoYTY U
pabouynii agpec ynonHOMOYEHHOro nuua;

- UHpopMaLU0 O MPUMEHEHUMN PE3EPBHLIX COrMalleHUn B criyyae OTCYTCTBMS YMOMHOMOYEHHOro nwuua,
OTBETCTBEHHOrO 3a (papmakoHaasop. B cnyvae genernpoBaHus onpegerneHHblX 3a4ay YNnonHOMOYEHHbIM fULOM
no dapmMakoHag3opy WHOMY WCNOMHUTENO, MNepeydeHb AenerMpoBaHHbIX 3afjad OofmkeH ObiTb BKMOYEH B
NPUNOXEHNS C yKkazaHNeM onucaHns genermpoBaHHoON AesaTenbHOCTU U KOMY OHa Bblna genermposaHa;

- onucaHue Keanudukaumm ynosTHOMOYEHHOro nuua no oapMakoHaa3opy U onbiTa, UMEKLWNX OTHOLLEHME K
AesaTenbHOCTN No hapMakoHags3opy.

3.4.2 Pasgen wMmactep-thavina o006 OpraHU3auMOHHOW CTPYKTYpe AepxaTens  pernctpauuoHHOro
yO0CTOBEPEHUS

3.4.2.1 Heobxoaumo npedctaBuTb ONUCaHWE OPraHM3auMOHHOM CTPYKTYpbl COOTBETCTBYHOLLENW CUCTEMBI
hapmakoHagsopa AepxaTens perucTpaumoHHOro yaoctoBepeHus. OnucaHve [JOMKHO [aBaTb  YeTkoe
npeactaBneHne o 3a4eWCTBOBAHHOM(-bIX) KOMMaHUKU(-AX), OCHOBHbIX oOTAenax dapmakoHagsopa u
B3aMMOOTHOLLEHNSX MEXAYy OpraHM3auussMm W  CTPYKTYPHbIMU  €4VMHULAMW, WUMEKLWMMM OTHOLLEeHWE K
BbINOSTHEHUIO OEATENLHOCTU NO dhapmakoHag3opy. B mactep-ainne cuctembl hapmakoHagsopa LOrmkHA ObITb
npeacraeneHa crnegyowas MHpopmauns:

- OpraHmMsauMoHHas CTPyKTypa AepxaTens perncTpaumoHHOro YyAOCTOBEpPEHUs, BKMNoYasd ykasaHue
NOMOXEHUS YNOSTHOMOYEHHOTO nuLa No chapMakoHag30py B opraHusaLmu;

- MecTopacnonoxeHue(-), B KOTOPOM(-bIX) OCYLLECTBNAETCH AeATEeNbHOCTb NO hapMakoHaa3opy, BKYas
cOOop 1 OLEHKY MHAMBMAOYANbHBIX COOBLLEHNIA O HexXenaTernbHbIX peakuusix, BBog cooOLleHMn B 6a3y AaHHbIX NO
6e30nacHOCTW, NOArOTOBKY NEPUOAMYECKOro oT4yeTa o 6e30nacHOCTW, BbISIBIIEHWE U aHanuM3 CUrHanos, BegeHne
NnaHoB  ynpaBneHWss  puckamu,  ynpaBfieHWe  NpOBEAEeHMEM  Npea- W NOCTPerncrTpaunoHHbIMK
nccrnefoBaHMAMU/UCTILITAHUSMU U YNPaBIieHNe WU3MEHEHUSIMW, BHOCUMbIMKM B WMHopMaumio o 6esonacHocTu
nekapcTBEHHOro cpeacTaa.

3.4.2.2 [lenermpoBaHHasa 0eATENbHOCTb

3.4.2.21 B coOTBETCTBYIOLWMX CryyYyasx Mactep-hann cucteMbl bapmakoHags3opa [OOMMKeH copepkatb
onucaHve genernpyeMon gesatenbHOCTU U/unu yenyr no BbINOMHeHWo oba3aTenscTs No hapmMakoHaa3opy.

3.4.2.2.2 VHdopmauva B pasgene [[OMmMKHa BKNoYaTb MNOATBEPXKOAEHME B3aMMOCBSA3M C  ApYyrMun
OpraHM3auMOHHbIMKU  CTPYKTYpaMu, TaKoe Kak COrnalleHUss O COBMECTHOM MapKeTUHre U NpuBreYeHnn
noapsaYMKoB K AeATeNbHOCTM Mo hapMakoHaasopy. HeobxogmMmo npefocTaBuTb onMcaHne MeCTOHAXOoXKOEeHUSA U
CTPYKTYpPbl KOHTPaKTOB WM COrfalleHuin No BbINOMHEHUIO AeATernbHOCTU no dapmakoHaa3opy. Takoe onucaHue
MOXeT OblTb B d)OopMe nNepeyHsi/Tabnuubl: y4acTBYHOLIME CTOPOHLI, MPUHATbIE Ha cebst 06s3aTenbcTBa,
cooTBeTCTBYlOLEe(-ne) nekapcTBeHHoe(-ble) cpeacteo(-a) w  Tepputopun. [lepevyeHb JormkeH ObiTb
CTPYKTYPMPOBaH COrfacHoO Buaam OpraHvM3auuii, oKasblBaloLWMX YCNyrn (Hanpumep, MeauumHckas Hopmaums,
ayauTopbl, MNpoBavgepbl MNporpaMm noggepXku nauueHtToB, oOpaboTka [fgaHHbIX 06  uccrnenoBaHUsX),
KOMMEpPYECKMM COrnalleHnsMm (gUCTpubbioTopbl, NapTHepbl MO NULEH3UW, COBMECTHbIA MapKeTUHr U T.4.) u
OPYTMM TEXHUYECKMM npoBaigepaM (pasMelleHne KOMMbIOTEPHbIX CUCTEM Ha cepBepax npoBavgepa U T.4.).
MHanBmayanbHble KOHTPaKTHbIE COrnalleHnss NpeacTaBnatTca No 3anpocy YrnonHOMOYEHHOTO OpraHa unu B xode
WHCMNEKUMM 1 ayguTa, X nepedeHb NpUBoOaMTCS B NPUMNOXKEHUSAX.

3.4.2.2.3 MacTtep-thann cuctembl hapMakoHaa3opa OOSMKEH codepKaTb KONMUU NOSNUCaHHbIX COrnalleHunin
Ha genermpoBaHue 3Ha4YMMOMN OEATENbHOCTU, TaKOWN Kak:

- OkazaHue ycnyr no apmakoHagsopy (YNoSIHOMOYEHHOoe NUuUo Mo dhapmakoHaas3opy, BBOA AaHHbIX O
BGesonacHocTW, MOAroTOBKAa NepuoaM4eckoro otvyeta no 6es3onacHoCTW, npeacTaBfeHve WHAMBUOYanbHbIX
COoOBOLLEHUIN O HeXeNnaTeNbHbIX pPeakUnsiX B 9NEKTPOHHOM BuAe, OLEHKa AaHHbIX 0 6e3onacHoCcTn U T.4.);

- genervpoBaHve geaTenbHOCTU No MacTep-ganny cucteMbl hapmakoHaasopa.

3.4.3 Pasgen macrtep-ghaina 06 MCTovHMKax nonyyeHns gaHHbIX no 6e3onacHocTm
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3.4.3.1 OnncaHne OCHOBHbIX OTAENOB No cOopy MHAMBUAOYANbHbLIX COOOLLEHMN O HEXeNnaTenbHbIX peakumax
OOSKHO BKNtOYaTh BCe B rnobanbHOM CMbICIe OTBETCTBEHHbIE CTOPOHbLI 3a cOop coobLLeHMn, nonyvyaeMbix No
3anpocy, W CMNOHTaHHbIX COOOLWIEHWA O HexenaTernbHbIX peakuusix Ha JleKapCTBEHHble CcpeacTsa,
3aperncTpupoBaHHble Ha Tepputopun Pecnybnukun benapycb. Cioga [AOMKHblI OblTb  BKMKOYEHbI MecTa
HaxoXaeHns1 MeauUMHCKON MHpopMaL MK, a Takke goyepHue oduckl. ATa nHdopmaums MoxeT bbiTb B dhopme
CruCKa C YyKa3aHWeM CTpaHbl, Xapakrepa OeATeNbHOCTU M NeKkapCTBEHHOro(-bIx) cpeacTtea(-B) (ecnu gaHHas
0eATenbHOCTb 3aBUCUT OT BMAa NEeKapCTBEHHOro cpeactea). MHdopmaumio 0 TpeTbUX CTOpPOHax (mapTHepbl Mo
NNLEH3UN UNU MECTHble AUCTPUDBLIOTOPCKME/MAPKETUHIOBbLIE COMMNalLEeHUsl) Takke HeoOXOAMMO BKIHOYUTL B
pasfen, B KOTOPOM OMNUCaHbl KOHTPAKTbI U COrnalleHus.

3.4.3.2 WcTOYHMKM uHGPoOpMaumm o 6e30nacHOCTM Takke [OOIDKHbl  BKMHOYATh  TEKyLW MW  CrIMCOK
nccrnefnoBaHUn/UCNbITaHWIA, PErMCTPOB, NPOrpamMmM MOAAEPXKKA MMM HabMIOAEHWIA, CMOHCUPYEMbIX AepXaTenem
perncTpaumMoHHOro yaocTtoBepeHusa. B cnucke gormkeH OblTb OnuvcaH, HAa MMPOBOM YPOBHE, CTaTyC KaxKOoro
nuccregoBaHusa/nporpaMMbl, COoTBETCTBYIOLWAsA(-me) cTpaHa(-bl), nekapcTBeHHoe(-ble) cpeacTBa(-0) U OCHOBHbIE
uenn. WMHTEPBEHUMOHHbIE U HEUHTEPBEHLMOHHbIE WCCREeLOoBaHMSA/UCMbITaHUS LOIKHbI ObiTb YKasaHbl MO
OTAENbHOCTM COrNacHO AEWCTBYIOLLEMY BELLECTBY IEeKapCTBEHHbIX cpeAcTB. CnmMCOK OOMKeH codepaTb Bce
nccneposaHua/NporpaMmbl,  TEKyLUMe  UCCredoBaHus/MporpamMMbl, a Takke MWCCnefoBaHus/nporpaMmmbl,
3aBepLUEHHbIE B TeYEHME NOCreqHMX ABYX NeT.

3.4.4 Paspen mactep-ghaina o KOMMbTEPHbIX CUCTEMAX M Basax JaHHbIX

3.4.41 B wmacTtep-havine cucteMbl apMakoHag3opa [OOMKHO ObiTb OnuMcaHO pacnonoXxeHue,
PYHKUMOHarbHbIE BO3MOXHOCTM M 3KCMslyaTalMoHHas OTBETCTBEHHOCTb 3a KOMMbHTEPHbIE CUCTEMbI U Gasbl
OaHHbIX, UCMonb3yemble ANA nonydeHus, BepudumKkauum, npeactaBneHnss MHdopmauum o GesonacHocTn un
OLIEHKWN ee COOTBETCTBUS MOCTaBIEHHbIM 3ada4vaMm.

3.4.4.2 B cnyyae ucnonb3oBaHus psga KOMMbIOTEPHbIX cUCTEM/Ga3 faHHbIX AofMkHa ObITb onmMcaHa umx
NPUMEHNUMOCTb K [AeATenbHOCTM Mo apMakoHaa3opy Takum obpa3oM, 4Tobbl Obln MOHATEH 06beEM
KOMMbIOTEPU3ALMN B pamKax cucTembl hapmakoHagsopa. Takke OOmkeH ObiTb OonmucaH cTaTyc Banugauum
OCHOBHbIX acnekToB (QYHKLMOHAMNbHbLIX BO3MOXHOCTEN KOMMbIOTEPHOW CUCTEMbI, a TakKe CMeHa KOHTPOn4,
CTPYKTYypa MCNbITAHWA, pe3epBHble MPOLEeAypPbl M apXUBbl 3MEKTPOHHbLIX AaHHbLIX, BaXHble Ans cobnogeHus
TpeboBaHui hapMakoHag3opa, onMcaHne MMetloLLencs oKyMeHTauun. YTo kacaetcs GyMaxHbIX cuctem (korga
3NEKTPOHHYKD CUCTEMY UCMONb3YIOT TOMbKO A1 CPOYHOrO NpeacTaBrieHus MHOMBMAOYarNbHbIX COOOLLEHMA O
HexenaTenbHbIX peakuusix), HeobXxoammo onucaTb ynpaBreHue AaHHbIMWU, MeXaHU3Mbl, MCMNoNb3yeMble AN
obecneyeHns LLeNoCTHOCTN 1 AOCTyNa K AaHHbIM.

3.4.5 Paspgen macrtep-ghaina o nporeccax

3.4.5.1 BaxHbIM KOMNOHEHTOM nbon cuctembl apmMakoHaas3opa SBNSAETCA HanMyine Ha MecTe
OCYLLECTBMNEHUA OEeATEeNbHOCTU MUCbMEHHbLIX CTaHdapTHbIX npouedyp. B pasgene 2 onucaH Tpebyembint
MUHMManbHbIA Habop NMCbMEHHBbIX Mpouedyp dapmakoHagsopa. B mactep-aiine cuctemsl hapmakoHagsopa
JormkHa ObITb onMcaHa wuMmerowasaca npouenypHass OOKyMeHTauusa (CCbifKM Ha KOHKpEeTHble CTaHOapTHble
onepauuMoHHble NpoLeaypbl, PyKoBoACTBaA U T.4.), TUMNbl AaHHbIX (HANpuUmep, TUM AaHHbIX 006 MHOMBMAYaNbHbLIX
cnyyasix HexenaTterbHbIX peakuuin) U ykasaHue Ha cnocob BeaeHust 3anucein (Hanpumep, 6asa gaHHbIX NO
6esonacHocTn, BymaxHble dhannbl B MecTe NonyvyeHust).

3.4.5.2 B wmactep-chann cuctembl papmakoHagsopa AOMKHO ObiTb BKMAOYEHO OnucaHWe npoLeccoB,
npowenyp obpaboTkm u pernctpaumm gaHHbIX NPU BbINOSTHEHUN AEATENbHOCTU MO hapMakoHan30py, KOoTopble
OOJSDKHbI BKITHOYATh CreayloLne acnekTbl:

- NOCTOSAHHbBIA MOHWUTOPWUHI COOTHOLLEHUSA MNONb3a-puUCK NEKAPCTBEHHOrO CpeacTBa, pes3ynbTaT OLEHKU n
NpoLieCC MPUHATUA PeLleHMst O COOTBETCTBYIOLLMX Mepax; MPOLEeCC reHepupoBaHus, Bepuukaumm 1 oueHKn
CUrHanoB; MnonyvyeHue BbIXOOHbIX AaHHbIX M3 6a3 gaHHbIX 0 6e3onacHOCTM, 06MeH OaHHBbIMU C KIUHUYECKUMMU
otaenamu u T.4.;

- cuctema(-bl) ynpaBneHnsa puckamm u MOHUTOPUHT pe3ynbTaToB BHEAPEHUS Mep MUHUMU3ALUN PUCKOB; B
Ccny4yae ecnu B 3TOM npoLecce 3a4enCcTBOBaAHO HECKOMbKO OTAENO0B, MOPAAOK UX B3aUMOLENCTBUA onpeaensieTcs
NMMCbMEHHbLIMM NpoLeaypamMun Unm CornalleHnsiMu;

- cbop, Bepudmkaums, nonyyeHe nocnegyroLlen nHdopmMaLmn, oLueHka U npegcraeneHne nHgopmaumm oo
MHOVBMAYAINbHbIX CNyvasix HeXenaTesbHbIX peakuui; B npoueaypax no gaHHOMy pasgeny AOMKHO ObiTb YeTKoe
pasrpaHu4eHme noKarnbHbIX U MeXOYHapoaHbIX BUOOB AEATENbHOCTY;

- NNaHUPOBaHNE, COCTaBNEHNE U NpeLCTaBneHne NepMOANYECKUX OTYETOB No 6e30MacHOCTH;

- NpefcTaBneHre MHopMaummn o npobnemax no 6e3onacHoCcTN NOTPedbuTensiM, MegUUUHCKMM paboTHUKaM
N B YNONHOMOYEHHbIE OpraHbl;

- BHECEHME U3MEHEHM NO 6e30MacHOCTU B MHCTPYKLMIO NO MEOULMHCKOMY NPUMEHEHMIO U MHGOPMaLMIO
ONs NauneHToB; NpoLeaypbl AOMKHbI OXBaTbIBaTb BHYTPEHHWUIA U BHELLUHWI OOMEH AaHHbIMU.

3.4.5.3 Mo kaxxgoMy HanpaBreHuUo OeATenbHOCTU AepXaTenb PerncTpaumMoHHOrO YAOCTOBEPEHUSA OOSMKEH
OblTb B COCTOSIHUM MNpPeACcTaBuTb NoATBepXAeHne (PYHKUMOHMPOBAHMSA CUCTEMbI CBOEBPEMEHHOMO MPUHATUA
Hagnexalux peLeH1s n 4encTeun.

3.4.5.4 [lonxHb! 6bITb NpeacTaBneHbl JaHHble N0 (PYHKLMOHUPOBAHUIO APYIUX HanpaBreHnn AesTenbHOCTH,
noATBepXaaroLme Hanmdine Haanexawlien cucteMbl obecnedyeHns kayecTsa B cucteme papmakoHagsopa. Croaa,
B YACTHOCTU, OTHOCATCA (PYHKLMM N 06513aHHOCTU YNOMTHOMOYEHHOro nnua no apmakoHan3opy, pearnpoBaHue
Ha 3anpocbl YMNOMHOMOYEHHbIX OPraHoB MO MNPEACTaBMEHUIO WHOPMaUUW, NUTepaTypHbIA MOUCK, KOHTPOIb
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n3MeHeHn B 6Gasax pJdaHHblX No 6esonacHocTn, cornaweHuss o6 obmeHe AaHHbIMM No  Ge3onacHocTw,
apXuBUpOBaHMe OaHHbIX 0 6e3onacHOCTU, ayanT chapMakoHaa3opa, KOHTPOMb CUCTEMbI KayecTBa U obyyeHune. B
xoge ob3opa MOXHO Mcnonb3oBaTb Tabnuuy CO BCEMM MpoLeaypHbIMU AOKyMeHTaMu dhapmakoHaa3opa
(Ha3BaHue 1 HoMep).

3.4.6 Pasgen mactep-ghaina o npMMeHEHUN CUCTEMbI chapMakoHaa3opa

MacTep-cpann cuctembl apmakoHagsopa [OOSDKEeH coaepxaTb  NoaTBEpPXAEHWEe  HenpepbiBHOrO
MOHUTOPUHIa (OYHKLUMOHUPOBAHWUSA CUCTEMbI hapMakoHaA3opa, BKIHOYAs KOHTPOSb OCHOBHbIX pPe3yrbTaToB.
MacTep-tann cuctemsl hapMakoHaa3opa 4OSHKEH coaepXaTb OnMcaHMe MeTOAO0B MOHUTOPUHIA U Kak MUHUMYM
cogepxarb:

- onucaHue npouenypbl OLEHKM MpaBUMbHOCTU NPEACTaBMeHUs WHAMBMAYaNbHbIX COOOLEHWn O
HexenaTtenbHblX — peakuusx. [OormkHbl  ObiTb  NpeacTaBneHbl  pUCyHkW/rpadukyn,  noaTBepxaaroLme
CBOEBPEMEHHOCTb  MpeAcTaBneHus uHdopmMaumMm B COOTBETCTBUM C  TpebOoBaHWAMM  OENCTBYHOLLErO
3aKOHOOATENbCTBA;

- OnucaHue KOHTPOSbHbIX MOKa3aTenemn, WCMOMNb3yeMblX AN  KOHTPOMS KavecTBa MpeacTaBreHHOWN
nHdopmMaumMm U1 geatenbHoCcTM Mo  gapMakoHagsopy. Cioga OTHOCMTCH MHApopmauumsl, MonyvyeHHast oT
YMNONMHOMOY€EHHbIX OpraHoB, B OTHOLLEHWM Ka4yecTBa MNpeacTaBneHns COOOLLEHUA O HeXenaTemnbHbIX peakuusix,
MOB vnu gpyrux npegctaBnsemMbIX JaHHbIX;

- aHanu3 csoeBpeMeHHocTM npegctaeneHns MNOB B yNONHOMOYEHHbIN OpraH (OOMmkHbl BblTb OTpaXKeHb!
nocrnegHve AaHHble, UCNonb3yeMble AepXXaTenemM perncTpaumoHHOro yAOCTOBEPEHUS ANS OLEHKU cobnioaeHns
TpebosaHun);

- aHanu3 CBOEBPEMEHHOCTN BHECEHUSI MU3MEHEHMI MO 6e30MacHOCTM MO CPaBHEHUIO C yCTaHaBIMBAEMbIMU
KOHEYHbIMW CpOKaMu, a Takke OaTy M OonucaHme HeobXoauMbIX M3MEHeHWI Mo 6e3onacHoCTW, KoTopble Obinu
BbISIBIIEHbI, HO eLlie He Obinu nogaHsb;

- B COOTBETCTBYHLUIMX CNy4yasx aHanua BbINOMHEHUS 00A3aTenbCTB MO NnaHy ynpaBneHusl puckamu unm
Apyrux oba3aTenscTB unv TpeboBaHUi, MEIOLLNX OTHOLLEHME K hapmakoHaa3opy;

-B COOTBETCTBYWOLMX Cry4yasx HeoOXOAMMO BKMOYWUTb CMUCOK MNokasaTernen AesTenbHOCTU Mo
dapmakoHagsopy.

HeobxoamMmo onucaTb M OOBACHUTL LEenM NpUMEHeHus cuctembl chapmakoHagsopa. B npunoxenue k
mMacTep-danny cucteMbl chapMakoHag3opa HeobX04MMO BKITKOYMTb CMIMCOK Nokasatenen 4eaTenbHOCTU.

3.4.7 Pasgen macrtep-haiina no hapmMakoHaa3opy 0 CUCTEME KayecTBa

B pasgene npeacraBnsieTcst onncaHne CUCTEMbl yNpaBneHUs Ka4eCcTBOM B paMKax CTPYKTYpbl OpraHusaumm
N NPUMEHEHUsI CUCTEMbI KavecTBa B hapmakoHaasope. Cioga OTHOCUTCS criedytoLlee:

a) MNMpoueaypHble AOKYMEHThI

Cnucok gokymeHTanbHO 0OPMIIEHHbIX NpoLeayp M NPOLECCOB, MMEKLMX OTHOLIEHUE K OesATENbHOCTU No
dapmakoHag3opy C ykasaHMeM WX B3aMMOCBSA3W C OPYrMMU (DYHKLMSMU M NoaxodaMu K OLeHke npoueayp.
Cnucok JormkeH cogepXaTb HOMep AOKyMEHTa, HasBaHwe, AaTy BCTYMSeHUst B CUNy (Ans BCeX CTaHOapTHbIX
onepauMoHHbIX Mnpoueayp, paboynx WHCTPYKUMIA, PYKOBOACTB M T.4.) WU ONMWCaHWe AOCTyna K AOKYMEHTaM.
JomkHbl ObITb yKkasaHbl CTaHAaApPTHbIE OMepaLMoHHble MpouUeaypbl, NpuHagnexawme nposangepam ycrnyr u
OPYrMM TPETbUM CTOPOHaM.

6) ObyyeHne

MpencraBnsieTca  onucaHue YNpaBMneHWs pecypcaMy B XOOE€ OCYLUECTBMEHWUA OeATEeNbHOCTM Mo
dapmakoHagsopy:

- OpraHu3aumoHHas CTPYKTypa C KONMMYECTBOM MOAEN, y4acTBYHOLMX B OCYLLECTBMEHUM OEATENbHOCTM NO
dhapmakoHaa3opy, BKIOYas CCbINKy Ha HaxoXaeHne KBanuukaumMoHHbIX JOKYMEHTOB;

- CMMCOK MECT HaxOXaeHNs nepcoHana;

- KpaTKoe onucaHue KOHTeKCTa 0by4YeHus, BKIMIOYasA CCbISIKY Ha HaxoxaeHue A0KyMEHTOB 06 obyyeHuu; 1

- CMMUCOK MHCTPYKLIMIA MO KPUTUHECKMM NpoLeccaM € ykasdaHMeM Heo6X0OUMbIX AaHHbIX MO JOKYMEHTaM.

MepcoHan pgomkeH OblTb COOTBETCTBYHOLWMM 00Opa3oM OOydYeH MO OCYLUECTBIEHU AEeATENbHOCTM MO
dhapmakoHag3opy. JTo KacaeTcs He TOMbKO MepcoHana B oTAaenax dapMakoHaz30pa, HO 1 fuu, KOTopble MOTyT
nonyyatb coobLleHusi o 6e3onacHoOCTU.

B) Ayaut

UHdbopmauma ob ayaute cuctembl obecrneyeHus kadyecTBa B cucTeMe hapMakoHaasopa AomkHa ObiTb
BKIOYEHa B MacTep-gann cuctemol bapMakoHagsopa. B npunoxeHne Heob6xogmMmo BKNIOYNUTL onncaHne metoga
NNaHNUpPoBaHWSA ayaMTOB CUCTEMbI hapMakoHag3opa M MexaHM3MOB PEnopTMPOBaHUS, @ TakKe TEKYLLUA CUCOK
3annaHnpoBaHHbIX M 3aBEPLUEHHbIX ayaMTOB CUCTEMbI (bapmakoHaasopa. OTOT CMUCOK [AOMKEH CcoaepXaTb
aaty(-bl), obrnacTb NPOBEAEHNA U COCTOSIHVE 3aBEPLLEHMS ayaUTOB NpoBangepamm ycnyr, cneumduyeckne Buabl
OeATenbHOCTM MO (papMaKkOHaZ30py WNM MecTa BbIMOMHEHUS yHKUMI no hapmakoHaa3opy, a Takke
onepaumoHHble 06nacTu B3aMmMogenCcTBISA, MMEIOLLME OTHOLLEHNE K BbINOMHEHWIO 06A3aTenbCTB.

MacTep-chann cuctembl hapmakoHag3opa Takke AOMKEH codepXaTb KOMMEHTapum no ayguTtam, B xone
KOTOpPbIX OblNy NONy4YeHbl 3Ha4YUMble pe3ynbTaTbl. TO O3HAYaET, YTO pe3yrnbTaThl, KOTOPbIE ObINN OLEHEHbI Kak
CYLLECTBEHHbIE UMW KPUTUYECKUE, AOIMKHbl ObITh yKkasaHbl B NepeyvHe MpoBedEeHHbIX ayauTOB, a TakkKe KpaTkoe
onucaHvne nnaHa KOpPPeKTUPYIOLWMX WK NpegynpeauTenbHbiX OEeWCTBUN C KOHEYHbIMUM CPOKaMW WUCMOSTHEHUS.
JomkHa OblTb yKa3aHa CCbIlka Ha MOMHbIA OTYET O MPOBEOEHHOM ayauTe, OOKYMEHT(-bl) C MfiaHOM
KOPPEKTUpYIOLWNX 1 npegynpeanTenbHblx Mep. KommeHTapuu, KoppekTupylowmve W npegynpexjarolime
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OENCTBUS, a TakkKe yKa3aHWe O HaxoXAeHUM oTYeTa O NPOBEAEHHOM ayanTe OOMKHbI OblTh BKIOYEHbI B MacTep-
hann cuctembl hapmakoHagsopa 40 Tex Nop, noka He ByaoyT B MNOMHOM Mepe OCYLLECTBIEHbI KOPPEKTUPYOLLME
nwvnu npegynpexgawowme OEencTBusi, T.e. KOMMEHTapuuM yOansoT TOMbKO nocrne Toro, kak OyayT
NPOOEMOHCTPMPOBaHbI  AOCTUIHYTbIE  pe3yrbTaTbl  OCYLECTBIIEHUS  KOPPEKTUPYIOLWMX  OEWACTBUA  U/unu
npeacTaBneHo MNOATBEPXKAEHWE WNU MOATBEPXKOEHO HE3aBMCUMOW CTOPOHOW 3HAYUTENbHOE  YryullieHue
CUCTEMBI.

B kavectBe cpeacTBa ynpaBneHuWs cuctemon apmakoHag3opa u  obecneyeHus OCHOBaHMA Anis
npoBedeHNs ayauTa WM WMHCNEeKuMM, MacTep-dann cucTeMbl (papMakOHaZ3opa TakkKe [OOMKEH copepkaTtb
onncaHve npolecca peructpauum, obpaboTkM 1 yCcTpaHeHUs BbISIBIIEHHbIX B CUCTEME YNpaBIieHUsS KayeCTBOM
OTKINOHEHUIA.

3.4.8 MNpunoxeHne k mactep-canny

MpunoxeHne k mactep-carnny cucteMbl hapMakoHaa30pa AOMKHO coaepXaTb CneayoLmne OKyMEHTbI:

a) MepeyeHb  nekapCcTBEHHbIX  CPEACTB,  3aperucTpuMpoOBaHHbIX  AepXaTenemM  perncTpauyMoHHOro
yAOCTOBEpPEHNA Ha Tepputopum Pecnybnukn Benapycb u B opyrux cTpaHax, Ha KOTOpble pacnpocTpaHsaeTcs
mactep-ann cuctembl apmakoHaasopa, BKMOYas Ha3BaHWE FeKapCTBEHHOr0 CpeacTBa, MexayHapoaHoe
HenaTeHToBaHHOe Ha3dBaHue (MHH) gencreytolero(-vx) BewecTsa(-) U Ha3BaHWe CTpaHbl, B KOTOPOW AencTByeT
yOOCTOBEPEHME O rocyAapCTBEHHON perncrpaumm, Homep(-a) yaoCTOBEPEHUIA O TOCY4apCTBEHHOM perncTpaummn.

MepeyeHb OomKeH ObiTb CTPYKTYpUMpOBaH COMMacHO AEWCTBYHOLUMM BeELLECTBaM, U B COOTBETCTBYHLLMX
cryyasx HeobxooMMO ykasaTb O CyLLeCTBOBaHUWM crneuuduyecknx TpeboBaHWI K KOHTpOM 6Ge3onacHocTu
riekapCTBEHHOrO CpeacTBa (Hanpumep, BBEAEHUE MEP MUHUMMU3ALMM PUCKOB, OMMWUCAHHbIX B MfaHe yrnpaBreHus
pyckamu).

B cnyyae coBmecTHbIXx cuctem cpapmakoHaa3opa, AOMKEH ObiTb BKMHOYEH NepeyveHb JeKapCTBEHHbIX
CPEACTB U AepxaTenen perncTpauMoHHbIX yOOCTOBEPEHUM, KOTOpblE MPUMEHAT cucTeMy chapmakoHaasopa,
onucaHHylo B MacTtep-daine cuctembl apmakoHagsopa Takmm obpasom, 4ToObl B Hanmmumym Obin NOMHbIN
nepeyeHb NeKapCTBEHHbIX CPEACTB, Ha KOTOPblE pacrnpoCcTpaHsieTcst MacTep-dhann cucteMbl hapmakoHag3opa.

0) MepeyeHb KOHTPaKTHbIX [AOrOBOPEHHOCTEN, Kacalwmxcs AenerMpoBaHHOM no  apmakoHansopy
OeATenbHOCTY, BKIOYasi COOTBETCTBYIOLLME NTEKapCTBEHHbIE CPEACTBA U TeppuUToputo(-1).

B) MepeyeHb 3apgay, AenernpoBaHHbIX YNONHOMOYEHHBIM NULIOM No chapMakoHaa3opy.

r) Cnucok Bcex 3aBepLUeHHbIX 3a 10-neTHU neproa ayauMToB M CNMCOK 3annaHnpoBaHHbIX ayauTOoB.

4) MepeyeHb nokasarenen 4eaTenbHOCTM MO dapMakoHaa30py B Cryvasx, korga 310 NpMMeHUMO.

e) MepeyeHb HaxoOsAWMXCA B BeAEeHUM JepXaTensd PerncTpaumoHHbIX YAOCTOBEPEHW ApYrnx macTep-
hannos cucteMbl hapmakoHag3opa, Korga 31o NPUMMEHUMO.

3.5 KoHTponb nameHeHun, Bepcum n apxmBupoBaHue

3.5.1 YNOMHOMOYEHHbIN OpraH MOXEeT 3anpocuTb WHAOPMALUIO O BaXHbIX M3MEHEHUSIX B CUCTEME
dapmakoHag3opa, KOoTopble MOryT BKMOYaTb, HO HE OrpaHUYMBATLCS CNEAYIOLNMM:

- n3meHeHns B 6ase(-ax) AaHHbIX No 6e3onacHOCTN cucTeMbl chapMakoHaa3opa, KOTopble MOryT BKMHOYaTb
N3MEHeHNs1 B caMoi 6a3e faHHbIX UK B3aMMOCBA3aHHbIX 6a3ax AaHHbIX, U3MEHeHUs B cTaTyce Banuaauum 6asbl
AaHHbIX, @ TaKKe U3MEHEHMS B MHCpopMaLMK O nepefaBaemblX MU NEPEHOCUMbIX AaHHbIX;

- UI3MEHEHNA B OKa3aHUM 3HaYMMbIX YCNyr no dpapmakoHaa3opy, OCOBEHHO ecnv pedb UAET O BaXHbIX
KOHTPaKTHbIX JOrOBOPEHHOCTSAX MO MPEACTABMEHUIO AaHHbIX O 6e30nacHOCTY;

- OPraHU3auUMOHHBbIX U3MEHEHMSX, TaKMX Kak MOrMoLEeHNe O4HOW KOMMaHWen OpYron, CriusHue, U3MeHeHue
MecCTa OCYLLECTBMEHNA OeSATENbHOCTU MO hapmakoHaa30py Unu aenervposaHue/nepegaya yrnpasneHvs Mactep-
chavinom cuctemMbl hapmakoHagsopa.

3.5.2 lNockonbky macTep-thann cuctemMbl hapMakoHaa3opa BKOYAEeT NepedHn NekapCTBEHHbIX CPEeACTB U
BMOOB AEATENbHOCTU, KOTOPbIe MOTYT NepuoanyYeckn MeHATbCH, Aep)XaTenu perMcTpaunoHHbIX YAO0CTOBEPEHUN
OOMXKHbl MPUMEHSITb CUCTEMbl KOHTPONSA W3MEHEHWW W pa3paboTaTb HadeXHble CNocobbl MOCTOSHHOW
OCBEJOMITEHHOCTM O COOTBETCTBYIOLUMX W3MEHEHUsIX C LEenblo Hagnexallero nepecmoTtpa mMacrtep-channa
cucTeMbl hapmakoHagsopa. NomMnmo 3Toro, MU3MEHEHUs, BHOCMMbIE B MacTep-hann cuctemMsl bapmakoHaasopa,
OOMXKHbl PErMcTpuMpoBaThCA TakMM o6pa3oM, 4ToObl B HanuMyMm MOCTOSIHHO Oblnia WUCTOPUS M3MEHEHUI (C
yKaszaHWeM [aTbl M KOHTEKCTa W3MeHeHW). [oCcToAHHO OBHOBNSEeMYID WMHOpMaUMo, Takylo Kak nepeyHu
NeKkapcTBEHHbIX CPeACTB M CTaHAapTHble OnepauuoHHble Mpouedypbl UMW OaHHbIE MO  COOTBETCTBUIO
TpebOoBaHMAM, MOXHO PEerncTpupoBaTb Yepe3 WUCTOPUKD W3MEHEHWW, KOTOpble MOryT BKIOYaTb [AaHHble
KOHTPONMpYyeMbIX CUCTEM (HanpuMep, ANEKTPOHHbIE CUCTEMbI YNPaBMeHNUs AaHHBIMU UM HOPMATMBHO-NPaBOBbIE
6a3bl AaHHbIX). TakMm 006pa3oM, MOXHO YNpaBnsATb 3aMEHEHHbIMU BEPCUMAMU [OKYMEHTOB 3a npepenamu
TEKCTOBOro HaMoSTHEHUS MacTep-dharna cuctembol oapmMakoHaasopa, Npu yCroBuM yvyeta UCTopmMn U3MEHEHUI U
NX npeacTaBrneHnst YNONHOMOYEHHbIM oOpraHaMm no 3anpocy. CyliecTBEHHble UMW BaXHble OnucaTernbHble
N3MEHEHNs1 TEKCTOBOrO HanosrHEHUA MacTep-anna MoryT notTpeboBaTb CO34aHMA HOBOW BEpCcUMM MacTep-danna
cucTeMbl (hapmakoHaa3opa.

3.5.3 [epxaTenu perucTpaumoHHbIX YAOCTOBEPEHWA [OOSMKHbI 06OCHOBaTb BbIOPaHHbLIN MeToa WU
pa3pabotaTb npouenypbl KOHTPOMsS [OOKYMEHTauuuM C Lenblo  Hagnexawlero ynpaerneHus MpoLeccom
nogaepxaHus MacTtep-gpavina cuctembl dapmakoHag3opa. OCHOBHOW MNPMHUMN 3akniovyaeTcd B TOM, 4TO,
npeacrasnsas cobon ocHoBaHWe AN ayauToB W MHCMEKUMIA, MacTep-dann cuctemsl papMakoHagsopa coaepxut
onncaHne CcuUCTeMbl apMakoHag3opa B TEKYLUA MOMEHT BPEMEHW, HO OLEHKa YHKLUMOHMPOBaHUSA W
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HanpaBfeHHOCTM CUCTEMbl  (apMakoHagsopa Ha npedlecTByOWNX 3dTanax MoxeT noTpebosatb
OOMOMHUTENBbHOr0 03HaKOMIEHUS C CUCTEMOWN.

3.5.4 lNMpu BHECEHUM M3MEHEHMI B MacTep-dann cucTembl hapmakoHaa3opa Takke HeobXoanMo yYnTbiBaTb
COBMECTHbIE CUCTEMbI (hapMakoHaA3opa U AenernpoBaHHyo OesaTenbHOCTb No hapmakoHaasopy. Hagnexaiwmn
KOHTPOMb W3MEHEHU npegycMmaTpuBaeT perncTpauuio aTtbl M KOHTEKCTa YBEAOMMEHWA YMOMHOMOYEHHbIX
OpraHoB, YMOSIHOMOYEHHOrO NuLa no hapmMakoHaa3opy U TPETbMX CTOPOH O BHOCUMBbIX U3MEHEHUSX.

3.5.5 Macrtep-hann cuctembl papmakoHag3opa [AOMMKeH ObiTb B YMTAaeMoOM W AOCTYNHOW dhopme.
HeobxoamMMo npeactaBuTb ONMcaHne NpoLeaypbl apXMBMPOBaHMSA Ha SMEKTPOHHBIX W/MMK nevaTHbIX HOCUTENSX
mMacTtep-tarnna cuctemMbl hapmakoHag3opa.

3.6 MpeacraBneHune mactep-danna cuctembl hapmakoHaasopa

Y yYNOnHOMOYEHHOro nuua no dapMakoHaal3opy LOMmKeH ObiTb MOCTOsIHHbLIA AOCTYN K MacTtep-canny
cucTeMbl hapmakoHaa3opa. YNormHOMOYEHHOMY OpraHy OOMmKeH ObiTb 06ecneyveH NOCTOSAHHbIA OCTYN K MacTep-
Ganny cuctembl hapmakoHagsopa no 3anpocy. MHpopmaumna B mactep-canne cuctembl apmakoHagsopa
OOMKHa ObITb UCHepnbIBaloLLEN, NPaBUbHON U OTpaxaTb AENCTBYHOLLYIO cucTemMy dhapMakoHaa3opa B TEKYLLMWIA
MOMEHT BpEMEHU, 4YTO O3Ha4aeT obs3aTtenbHoe OOHOBMeHMe WHdopmauun macTtep-hanna, W, B Criyvyae
HeobX0aMMOCTH, BbIMOMHEHNE NMEPECMOTPa C YY4ETOM MOSyHYEHHOTO OMNbITa, TEXHUYECKOro U Hay4yHOro nporpecca
W NOMpaBOK B HOPMaTtuBHble TpeboBaHMA (HOPMbl perynvpoBaHusi). [epxatenem perncrpaumoHHOro
yAOCTOBEPEHUS [OMmKeH ObiTb obecrnevyeH [JOCTyn YMONHOMOYEHHOTO OpraHa K macTep-canny CcucTemsl
dapmakoHag3opa B TedeHne He bonee 7 gHew nocne nornyyYyeHusi COOTBETCTBYHOLLIErO 3anpoca.

3.6.1 dopmaT n cTpyKkTypa

MacTep-cpann cuctembl apmakoHag3opa MOXeT ObiTb B 9MEKTpPoHHOM dopMe, Mpu  YCroBUU
npeacTaBneHns YeTKo CTPYKTYPUPOBAHHOW MeYaTHOM KOMUWM MO 3anpocy YrOfHOMOYEHHbIX opraHoB. B niobom
dopmate mactep-thann cuctembl papmakoHags3opa AormkeH ObiTb B YMTaeMoW, NOMHOM W JOCTYNHOW chopme,
obecneymBaioLLiel BO3MOXHOCTb OLIEHKM BCEX [JOKYMEHTOB WU MPOCMEXMBAEMOCTb W3MeHeHun. MoxeT
noTpeboBaTbCsA OrpaHuMyeHne AocTyna Kk Mactep-dainny cuctembl bapmakoHaasopa C Lernbio OCYLLECTBMEHMUS
Hagnexallero KOHTPOns €ro coAepxaHus 1 pacnpefeneHust onpeneneHHblx 06s3aHHOCTEN MO yNpaBrieHuMio
mMacTep-annom cuctembl hapmakoHaasopa (B KOHTEKCTE KOHTPOMSt UBMEHEHUIA N apXMBUPOBaHNS).

3.7 Obs3aHHOCTH

3.7.1 Jdepxatenu perMcTpaumoHHbIX yOOCTOBEPEHUNA

3.7.1.1 [epxaTenu pernctpauMoHHbIX YOOCTOBEPEHUI [AOIMKHbI pa3pabotaTb W BHEOPUTb CUCTEMY
dhapmakoHag3opa C Lenblo KOHTPOMNsS UM HabniogeHus 3a ogHUM unu 6onee nekapcTBeHHbIM cpencTBom. OHM
Takke OTBeYalT 3a co3gaHWe U nogaepkaHue Mactep-haina cucteMbl apMakoHaasopa, B KOTOPOM
OCYLLECTBNSIETCA pPerucTpauns OesaTenbHOCTM Mo dapmakoHaa3opy B OTHOLIEHUW OAHOro unu  Gonee
3aperncTpMpoBaHHbIX feKapCTBEHHbIX cpeAcTB. [depxaTtento perncTpaumoHHOro YAOCTOBEPEHMS Heobxoaumo
Ha3Ha4MTb OAHO YNOMHOMOYEHHOE NULO No hapmMakoHaa3opy, oTBevalLlee 3a co3gaHue U YyHKUMOHNPOBaHUE
cucTeMbl hapmakoHag3opa, onMcaHHon B MacTep-ainne cuctembl oapmMakoHaasopa.

3.7.1.2 Mpn nopaye 3asBMeHWs Ha rOCYLAPCTBEHHYIO perucTpauuio 3asBuTeNnb AOMMKEH MMETb B CBOEM
pacnopsikeHun onucaHue cucTeMbl (hapMakoHaasopa, koTtopas OyaeT (YHKUMOHMPOBaTb Ha TEpPPUTOPUM
rocyapCTBEHHOW perucTpaunm nekapcTBEHHOro cpefacTtBa. B xoge oueHkM 3asdBneHUMs Ha MonydveHve
paspeLUeHns Ha rocyaapCTBEHHYIO PEerucTpaumio oT 3asBUTENst MOXET NoTpeboBaTbCcs nNpeAcTaBreHne C Lenbio
O3HaKOMITEHWs KOonuKn macTep-anna cucteMol papMakoHagsopa.

3.7.1.3 [epxaTenb perucTtpaumMoHHOro yooCTOBEPEHMS OTBEYaeT 3a Co3faHue macTtep-ganna CucTembl
dapmakoHag3opa Ha TeppuTopun Pecnybnukn Benapycb 1 3a perctpauuio MECTOHaxXoXaeHUss macTep-carina B
YMNONMHOMOYEHHbIX OpraHax npu nogaye 3asiBNEeHMA Ha rOCydapCTBEHHYI pernctpaumio. B mactep-chaine
cucTeMbl hapMakoHaz3opa HeobxoamMmMo onucaTb AENCTBYHIOLLYIO Ha TEKYLLMA MOMEHT BPEMEHU Ha TEPPUTOPUM
nogaym 3asaBreHus cuctemy dapmakoHagsopa. MOXHO BKIMHOUUTb MHEOPMALMIO O KOMMOHEHTaxX CUCTEMbI,
KoTopble OyaoyT BHeaopATbCcs B OyaylleM, HO OHWM AOIMKHbl ObiTb yKa3aHbl Kak 3arnfaHWpoBaHHble, a He
BHEAPEHHbIE UNWN AEeNCTBYOLLME.

3.7.1.4 Paborta no co3gaHuio, nogaepXaHuio 1 NpeactaBneHnio Mactep-darina cuctemsl hapmakoHagsopa
B KOMMETEHTHble oOpraHbl MoOXeT OblTb nepefaHa TpeTbel CTOPOHEe, HO AepxXaTtenb perMcTpauvoHHOro
YyAOCTOBEPEHNSA COXPAHAET 3a COOO MOMHY OTBETCTBEHHOCTL 3a cobnofeHne TpeboBaHWin 3aKoHO4aTeNbCTBA.
MopoepxaHne macTep-pavna cuctembl dapmakoHagsopa B OEWCTBYIOWEM W OOCTYNHOM  COCTOSIHAM
(NOCTOSAHHBIN AOCTYN ANs ayauTa U UHCMEKLUM) MOXHO AenermpoBaTb, HO Ha MNOCTOSHHOM OCHOBE COXPaHsieTCs
OTBETCTBEHHOCTb AepXaTensi pPerucTpaumoHHOrO YAOCTOBEPEHNs 3a obecneveHne BbIMONHEHUS [aHHOM
yHKUMM Ha YPOBHE, COOTBETCTBYIOLLEM TpeOOBaHNAM 3aKkOoHOAATENbCTBA.

3.7.1.5 B cny4yae cmeHbl YNOMHOMOYEHHOro nuua no dhapmMakoHaasopy Unu COOTBETCTBYHOLEN KOHTaKTHOM
uHdopmaumm, a Takke MeCTOHaxoxdeHus MacTep-panna cuctembl dapmakoHagsopa, fAepxartenb
PErMcTpaLUMoHHOrO yAOCTOBEPEHUSI MpeacTaBnsieT 3asBreHune(-A) Ha COOTBETCTBYHOLUME W3MEHEHMS B
HauuoHarnbHble YNOMHOMOYEHHbIE OpraHbl. [lepXaTenu perucTpaumoHHbIX YAOCTOBEPEHWUA Takke HecyT
OTBETCTBEHHOCTb 3a OOHOBMNEHVEe WHgopmauMnm o6 YNONHOMOYEHHOM nuue no dhapmakoHag3opy W agpece
HaxoxgeHns mactep-thbanna cuctemsl bapmakoHagsopa.

3.7.2 HaumoHanbHbIA YNONTHOMOYEHHbIN OpraH
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3.7.2.1 HauuoHanbHbIN YMOMTHOMOYEHHBIM OpraH OTBeYaeT 3a KOHTPOnb cucteM bapMakoHaasopa
AepxaTtenen perncTpaunoHHbIX yaoctoepeHui. MNMonHbIn macTtep-ann cuctemsl hapmakoHagsopa MoxeT BbITb
3anpoweH B noboe BpeMs, Hanpumep, MpuU BO3HUKHOBEHUM BOMPOCOB MO cCUCTEMe apmakoHadsopa w/vnu
npocune 6e30nNacHOCTM IeKapCTBEHHOrO CpeacTBa, WK Npu nogrotoske K uHcnekuuun. UHdopmaumio o6
M3MEHEHNsX B KpaTKoM MHpopMauum no cucteme papMakoHagsopa unu cogepxaHun mactep-ganna cuctemsl
hapmakoHag3opa Takke UCNoMb3yHT B X04e NNaHMpoBaHUS 1 NPOBEAEHNS MHCTIEKLNN.

3.7.2.2 HauumoHanbHbLIA  YNOMHOMOYEHHbLIM  OpraH oBbMeHuBaeTca  MHpOpPMauMen o  cucTemax
hapmakoHagsopa ¢ PYrMMmn YnorTHOMOYEHHBIMU OpraHaMu 1 UCMonb3yeT MHAOPMaUMIO AN nepefadu SaHHbIX
B HauuoHasnbHble MporpaMMbl MHCMEKUUA, OCHOBAHHbIE Ha OUEHKe PUCKOB. WHCNEKTopbl HauMOHanbHbIX
YMNONMHOMOYEHHbIX OpraHoB coobLalT o HecobnogeHun TpeboBaHW 3akoHoAaTenbCTBA WU PYKOBOACTE,
BKNtoyass HecobntogeHne TpeboBaHun no mactep-davny cuctembl  bapmakoHagsopa M cucteme
hapmakoHagsopa.

3.8 flocTtynHocTb MacTep-thanna cuctembl hapmakoHapsopa

3.8.1 Mactep-chain cucteMbl hapmMakoHaa3opa NOAAEPXKMBAIOT B AEMCTBYIOLWLEM U OOCTYMHOM COCTOSIHUU
ANs1 yNONHOMOYEHHOro nuua no gapmakoHans3opy OH Takke JOMKEH ObITb NOCTOAHHO AOCTYMNEH ANA MHCMEKLUMN,
He3aBMCKMMO OT Toro, ObINo NM caenaHo 3apaHee yBeAOMIEHNE Unn He Obino caenaHo BoobLLE.

3.8.2 [lepxaTenb perucTpaLMoHHOrO yOOCTOBEPEHMS NMOLAEPXKMBAET U NpPeAcTaBnaeT No 3anpocy Konuio
mactep-panna cuctembl dapmakoHaasopa. [epxatenb perucTpaumoHHOrO YAOCTOBEPEHMS NpeacTaBnseT
Konuio MacTep-paiina B TeYeHue cpoka He nosgHee 7 AHEeW mnocne nofydveHus 3anpoca U3 HauuoHarbHOro
YMNONMHOMOYeHHOro opraHa. MacTtep-chaiin cucteMbl hapMakoHag3opa MpeacTaBnalT B yaoboumtaemMom
3MNeKTPOHHOM hopMaTe MU YETKO CTPYKTYPUPOBAHHON NeYaTHON KOMWMU.

3.8.3 Ecnu oaunH u TOT e MacTep-dainn cuctembl hapmakoHag3opa Ucrnonb3ytoT 6onee ogHoro gepxatens
perucTpaumMoHHOro yaocToBepeHus (B cnydae Ucnonb3oBaHuss obwein cuctembl  (hapmakoHagsopa),
COOTBETCTBYIOLUMI MacTep-dann cucteMbl hapMakoHaz30pa JOMMKeH ObiTb OCTYNEH AN KaXA0ro X HUX Takum
06pa3om, 4ToObl Kaxabli U3 gepxaTenen perucTpaumMoHHbIX YOOCTOBEPEHUI UMeN BO3MOXHOCTb MpeacTaBUTb
macTep-ann B yNnorHOMOYEHHbIE OpraHbl B TeYEHME Cpoka He Gonee 7 gHel nocre nony4eHns 3anpoca.

3.8.4 Mactep-thann cuctembl hapmMakoHag3opa, Kak MpaBuno, He 3anpallivMBaeTcsa B Xoge npoBefeHus
OLIEHKM HOBbIX 3asiBMIEHWIA HA MONyYeHNe rocyaapCTBEHHON perucTpauun (T.e. 40 perncrpaummn nekapcTtBeHHOro
cpeacTea), HO MOXeT ObITb 3anpoLleH B 0CODbIX Cny4vasix, B YaCTHOCTU, B Clyvyae BHeAPEHWS HOBOW CUCTEMbI
dapmakoHag3opa unu BbiSBNEHMN nNpobnem no 6e3onacHOCTM NEeKapCTBEHHOrO CpeacTBa, N0 BbIABMEHMU
BOMPOCOB MO COOTBETCTBUIO HOPMATMBHbLIM TpeBOBaHNAM (HOpMam perynupoBaHns) no hapmakoHaasopy.

4 UHcneKkTMpoBaHue cuctembl hapmakoHagsopa

4.1 BBegeHue

4.1.1 B uensx nogreepxaeHus cobriogeHns gepxatenamm perMcTpaumoHHbIX yaoCToBeEpeHUn TpebosaHun
N BbINOMNHeHUsA obA3aTenbCcTB No papMakoHag3opy YNOMHOMOYEHHbLIM opraH obA3aH NpoBOAUTbL MHCNEKLUKN MO
hapmakoHag3opy AepKaTernen perucTpaumMoHHbIX YOOCTOBEPEHUM WM WHBLIX OpraHu3auui, NpUBIEYEHHbIX
aepxaTtenem perncTpaumMoHHOro yaoCTOBEPeHUs ANs  BbINOMHeHUs obA3aTenscTB Mo hapmMakoHaasopy.
WHcnekumMn no papmakoHaa3opy [AOMKHbI MNPOBOAUTLCH  WMHCMEKTOPaMW, Ha3HaYyaeMbiMU  HauMOHaNbHbIM
YMOMHOMOY€EHHbBIM OpPraHoOM, YNOMHOMOYEHHbLIMU NPOBOAUTE OCMOTP MOMELLEHUI, 3HAKOMUTLCS C MaTepuanamu,
AOKYMeHTaMn 1 Mactep-annom cuctemsl papMakoHagsopa y gepxaTens perucTpaumMoHHOro yaoCTOBEpeHus
WU WHbIX OpraHusauuin, NPUBIEYEHHbIX AepXaTenemMm perncTpaumMoHHOro YAOCTOBEPEHWUs AONS BbIMNOSIHEHMSA
065a3aTenbCTB No dapmakoHaa3opy. [epxatenu perncTpaurMoHHOro yaoCTOBEpeHUst 00a3aHbl no TpeboBaHuo
YMNONMHOMOYEHHOTO OpraHa npeacTaBnAaTb MacTep-damn  cuctembl  hapmakoHagsopa, KoTopbid  Bypet
ncnonb3oBaTbCs AN MHPOPMUPOBAHNS O NPOBEAEHUN UHCMEKLMNA.

4.1.2 Llenv nHcnekumii no dhapmakoHaa3opy BKIIHOYaloT:

- NOATBEMKAEHNE Hanuunsa y AepxaTtens permcTpalMoHHOro yaoCcTOBEPEHUS nepcoHana, CUCTeM, a Takke
noMmeLleHns, cpeacts U obopygoBaHMss HeobOXOAMMOro Aris  BbINOMHEHUS CBOMX 00dA3aTensCTB MO
dapmakoHaasopy;

- BbISIBlIEHWE, OLEHKa, permctpaums U MHAOPMUPOBAHUE WHCMEKTUPYEMOW CTOPOHbI O HECOOTBETCTBUSX,
KOTOpble MOryT NpeAcTaBnsaTe ONacHOCTb AN 300POBbS HAaceneHus;

- UCMOMb30BaHWe pes3ynbTaTOB WMHCMEKUMA B KadeCcTBe OCHOBbl ANs obssaTenbHblX AN Aepxartens
PEerncTpaumMoHHOro Y40CTOBEPEHMS AENCTBUIA, €CNN B 3TOM BO3HMKAET HEOOXOOUMOCTb.

4.1.3 YNONHOMOYEHHbIN OpraH MMeeT npaBo MNPOBOAUTbL WHCMEKUMM Mo dapMakoHaas3opy nepeq
permcTpaumen nekapcTBeHHbIX CpeacTB Af1S MPOBEPKM COOTBETCTBUS AENCTBYOLWEN cucTeMbl hapmakoHaasopa
aepxaTtensa permcTpaLMoHHOro yaoctoBepeHus TpeboBaHMAM 3akoHoAaTenbCTBa W Haanexawien npakTuki
hapmakoHag3sopa. YNONHOMOYEHHbIN OpraH OCYLWEeCTBSeT B3auMOZENCTBME C APYTUMU YNONHOMOYEHHbLIMU
opraHamu no obMeHy MHdOpMaUMEn B YaCTU MHCMEKUUA, KOTOPbIE NIaHUPYIOTCS, U pe3ynbTaToB WUHCNEKUUHN,
KOTOpble y>Ke MPoBeAEHbI.

4.1.4 Tporpammbl MHCNEKLMA MO papmMakoHaA30py BKIOYAKOT MMaHOBble WMHCNEKUMM B COOTBETCTBUU C
OCHOBaHHbIM Ha puckax noaxode, a TakKe BHEMMaHOBble WHCMEKUUW, OCYLLECTBISEMble C Lenblo OLEHKU
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npegnonaraeMblX HECOOTBETCTBUM MMM  MNOTEHLUMANbHbIX PUCKOB, KOTOPble MOrYT OKa3aTb BMNUAHME Ha
BbINOSTHEHUE (PYHKLMI NO hapMakoHaA30py B OTHOLLEHUM KOHKPETHOMO NEKapCTBEHHOrO CpeacTaa.

4.1.5 PesynbTaTbl WHCMNEKUMM [OIMKHbI OblTb MNPEeLOCTaBfEeHbl MHCNEKTUPYEMOMY CYOBLEeKTy, KOTOpbIN
nornly4yaeT BO3MOXHOCTb BbICKa3aTb CBOM KOMMEHTapuUM MO BbISIBNEHHOMY HecoOnogeHuto TpeboBaHwui
3aKkoHogaTenbCTBa W Hagnexawen npaktukm no dapmakoHaasopy. [epxatenb  permctpaunoHHOro
yO0CTOBEpPEHUs1 065s13aH CBOEBPEMEHHO YCTPaHWUTb BbISIBIEHHOE HECOOTBETCTBUE, pa3paboTaB M BHeAPMB MiaH
KOPPEKTUPYIOLLUX 1 NpeaynpeanTenbHbIX MEPONPUATUNA.

4.1.6 B cnyyae BbIsiIBIIEHUSI B pe3ynbTaTe WMHCMNEeKUMn HecobniogeHust gepatenem perncrpalyoHHOro
yOocTOBeEpeHMsT 0643aTenbCTB No hapMakoHaa3opy MpyM HEOOXOAMMOCTU YNONHOMOYEHHbIN OpraH NpuHUMaeT
appekTuBHbIE, COpasMepHble U COEPXMBalOLWME Mepbl AnNa obecneyeHuss BbINOMHEHUs OepxaTenem
PEerMcTpaumMoHHOro yaoCTOBepeHMsT 00s3aTenbCcTB Mo dapMakoHagsopy. WMHdopmaumss o nposedeHun w
pesynbTaTtax MHCMNEKUUA B paMKkax papMakoHaa3opa, a Takke Nnocreaylolwem KOHTpore 1 oLeHke NocneacTBui,
pa3MeLlaeTcsi YNONTHOMOYEHHbIM OpraHoOM Ha COOTBETCTBYHOLLLEM BeD-caliTe YyNONTHOMOYEHHOro opraHa.

4.2 CTpYKTYypbI 1 NpoLecchbl

4.2.1 Tvinbl MHCNEKUU

4.2.1.1 NHcnekumm cuctemMbl hapmakoHaasopa B LIeSIOM U MO OTAENbHLIM fIeKapCTBEHHbLIM CpeacTBam

4.2.1.1.1 NHcnekumn B pamkax cucteMbl papMakoHag3opa HanpasfeHbl Ha OLEHKY U aHaru3 umeroLmxcs
npouenyp, cuctem, nepcoHana, noMelleHun n obopydoBaHWs, a Takke onpegeneHns Ux COOTBETCTBUS
obsasatenscTBaM no apmMakoHag30py, YCTaHOBIEHHbIM 3aKOHOA4ATENbCTBOM W Hagnexallen MnpakTUKOW no
hapmakoHagsopy. B xoge BbIMOMHEHWs OaHHOrO aHanu3a MOryT WUCMoMb30BaTbCA KOHKPETHblE NpUMepbI
niekapCTBEHHbIX CPeacTB AN AEMOHCTpaUmMun 1 NpoBepkn paboTbl cMcTeMbl hapmakoHaa3opa.

4.2.1.1.2 VlHcnekummn, HanpasreHHble Ha OLEHKY BbIMONTHEHUS (PYHKLUIA No hbapmMakoHaa3opy B OTHOLUEHUU
onpeaeneHHoro nekapcTBeHHOro cpeacTBa, HamnpasneHbl Ha OLEHKY U aHanu3 MepornpuaTui U JOKYMeHTauuu,
CBSA3aHHOW C KOHKPETHbIM JleKapCTBEHHbIM cpeacTBoM. OnpegerneHHole acnekTol obwWen cucTembl
hapmakoHagsopa, Ucnonb3yemMble Mpu BbINOMHEHUN (OYHKUUA B OTHOLLUEHUN MHCMNEKTUPYEMOrO feKkapCTBEHHOIO
cpencTtBa, Takke MOryT mfoanexaTb OueHke B pamMKax WHCNeKuMnm no papmakoHaa3opy, CBSI3aHHOM C
nekapcTBEHHbIM CPeaCcTBOM.

4.2.1.2 lnaHoBble 1 BHENNAHOBbLIE MHCNEKLMM NO hapMakoHan30py

4.2.1.2.1 TnaHoBble MHCNEKUMN NO bapmMakoHaA30py BLIMOMHSAKTCA B COOTBETCTBUMM C MpegBapuTenbHO
COCTaBMEeHHOW MporpaMMon MHCnekuuin. B uenax ontMmsauum nnaHMpoBaHUS MEPONpPUATU MO KOHTPOMHO
OYHKUMOHNPOBaHUS CUCTEMbI hapMakoHaa3opa pekoMeHAYeTCs NPUMEHNATb MOAXOA, OCHOBaHHbIA Ha OUEHKe
NoTeHUMarnbHbIX PUCKOB HEBBINOMHEHUS COOTBETCTBYIOLWNX 0653aTenbCTB. MnaHoBble MHCNEKUMM NPeacTaBnsioT
cobol CUCTEMHbIE MHCMEKLMWN, HO MOXHO BblOpaTb OOHO MUIM HECKOSbKO KOHKPETHbBIX JIEKAPCTBEHHbLIX CPeaCTB B
KayecTBe NpMMepoB AN NpoBepkn PyHKLUMOHUPOBAHMSA CUCTEMbI (hapMakoHag3opa U NoNyyYeHus NpakTU4ecKoro
JokasatenbctBa ee 3(pPEKTUBHOIO (PYHKUMOHMPOBAHUS W COOTBETCTBMSA TpeboBaHuaM. B nporpammy
CTaHAAPTHOW MHCMEKLUMN MOXHO, Hanpumep, BKITYNUTb OLEHKY COCTOSIHUSA CUCTEMbI MO KOHKPETHbIM Npobnemam,
BbISIBIIEHHBIM 3KCNepTamu.

4.2.1.2.2 BHennaHoBble WHCMEKUMM CUCTEMbI (papmMakoHag3opa nNpoBOAATCS B Criyvyae BbisIBNEHUS
nHuuMmpytowero daktopa (CucTteMHol npobrembl) U NpM 3TOM MHCMEKUMS paccMaTpuBaeTcsi kak Haubornee
ONTUMarnbHbIA CMOCO6 U3YYEeHUS N OLLEHKW BbISIBEHHON npobrnembl. BHennaHoBble MHCMEKUMM HanpaBneHbl Ha
OLEHKY KOHKpETHbIX npoueccos hapmakoHaasopa Mnv BKNIOYaT B ceba mM3yyeHue BblBIEHHOW npobrembl
(BOMPOCOB) M MX BIUSAHMA Ha KOHKPETHOE meKapCTBEeHHOe cpedcTBO. B onpegeneHHbix crnyvasx, corracHo
BbISIBMIEHHOM MHULMUPYIOLLEA MpOOMnemMbl, MOryT BbINOMHATLCA WHCMEKUMM C  MOMHOW OLEHKOM CUCTEMbI
hapmakoHagsopa. BHennaHoBble MHCMEKUMM BBINOMHAIOTCA B Criydae BbISiBIEHUS O4HOMO UMW HECKOMbKUX U3
HUXXeYKasaHHbIX MHULUPYIOLWNX hakToOpoB:

1) B OTHOLUEHUN COOTHOLLEHWS NOMb3a-pPUCK NleKapCTBEHHOro cpeacTsa:

- U3BMEHEHME COOTHOLLEHUS NONb3a-puUCK, eCcrnu NpeacTaBnaeTcs HeobXoAMMbIM AanbHenas oueHKa
CUCTEMbI MyTEM NPOBEAEHUS UHCMEKUMM;

- 3agepKa B BbINOMHEHUMM, NMUMBO HeHaanexalwlee BbINONHEHME Mpouedypbl BbIABAEHUA puUcka unu
NMHOPMUPOBAHUSA 06 U3MEHEHMUN COOTHOLLEHWUS NOMb3a-pPUCK, MMBO HEBLINONHEHWE OAaHHOW Npoueaypsl;

- NpeacTaBneHne nHgopmaummn no npobnemam apmMakoHag3opa B cpeactsa MacCcoBoOM MHpopmaLumm
6e3 npegBapuUTENbHOrO UM OAHOBPEMEHHOIO YBEAOMMEHUS HaLMOHarnbHbIX YNONTHOMOYEHHbIX OPraHoB;

- HecobnogeHne TpeboBaHWI 3akoHoAaTeNbCTBA MM 06513aTenbCTB No obecneyeHuto 6e3onacHoOCTM
NeKapcTBEHHOro CpeacTBa, BbISBMEHHbIE B XOA4Ee MOHUTOPMHra OeATenbHOCTM Mo (hapmakoHagsopy
HaUMOHaNbHBLIMW YNOSTHOMOYEHHbBIMW OpraHamu;

- NMPUOCTaHOBMNEHME UNU U3BATME NEeKapCTBEHHOro cpeactesa 6e3 npenBapuUTENbHOMO yBeOOMIEHUS
YMOMHOMOY€EHHbIX OPraHoB.;

2) obsazaTenbCcTBa No NpPeAcTaBreHnio MHopmauun (CPoYHble 1 Nepnoanyeckme):

- 3agepxka nubo ynyuwieHuss B npeacTaBneHvn nHgopmauun no 6e3onacHoCTM B COOTBETCTBUM C
TpeboBaHMAMN AENCTBYHOLLErO 3aKOHOA4ATENbCTBA;

- HM3KOE KayecTBO NMOO HEMoNHoTa NPeACTaBNAEeMON MHOPMaLUK;

- HECOOTBETCTBUSA MeXay NpeacTaBngeMon uHdopmaumen n apyruMmm MCTOMHUKaMM Hopmaunm;

3) 3anpockl OT YNOTHOMOYEHHbLIX OPraHoB:
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-0oTKka3 OT MpeAcTaBrneHns 3anpawvBaeMon WHQOPMauUUM WNU [aHHbIX B CPOKW, YKasaHHble
YMOMHOMOY€EHHbBIMU OpraHamu;

- H3KOE KayeCTBO UMW HeHaanexawee npeacraBneHne aHHbIX Mo 3anpocam OT YNOMHOMOYEHHbIX
OpraHoB O NpeacTaBneHnn MHopmauuu;

4) BbINOMNHEHNe 06A3aTENbLCTB!

- 03ab604YEHHOCTb MO MOBOAY COCTOSIHUA WM BbIMONHEHUSS 00A3aTenbCTB B pamMKax MraHa mno
yrpaBneHnio puckamu;

- 320€PXKN UNN HEBBIMONTHEHNE KOHKPETHbIX 00A3aTenbCTB, KacalLlUXCs MOHUTOPUHra 6e3onacHoOCTM
nekapcTBEHHbIX CPeacCTB, BbISIBNEHHbIX BO BPEMS BbiAayun yOOCTOBEPEHMS O rOCYAapCTBEHHOW perncrpauuu;

- HM3KOE Ka4yeCTBO OTYETOB, 3aMNPOLUEHHbIX B KAYECTBE KOHKPETHbIX 0053aTenbCTB;

5) nHcnekymu:

- 3aePXKN BO BHEAPEHUM UNKN HeHaanexallee BbliNONMHEHNE KOPPEKTUPYIOLWMX U NpeaynpeanTenbHbIX
JencTeum;

- MHpopmaumsa o HecobnogeHnn TpeboBaHui 3akoHOA4ATENbCTBA UNU 06A3aTENbCTB MO 06ecnevYeHnto
6e3onacHOCTN NeKapCcTBEHHOro CpPeacTBa, NOMyYeHHas Mpu BbINOMHEHUW OPYruxX BUOOB MHCNEKUMW Ha
cooTBeTCTBME TpeboBaHMAM Hapnexawen knuHudeckon npaktukm (GCP) — no TKIM 184, Hagnexawen
npoussogcTeeHHon npaktukm (GMP) — no TKIM 030, Hagnexaiwen nabopatopHon npaktuka (GLP) — no
TKM 125 n Hagnexawasn anctpnbbioTopckasi npaktuka (GDP);

- NpoBepka MHopMaLun, NONyYeHHOW OT APYrMX YMONTHOMOYEHHbBIX OpraHoB, KOTOpble MOrYT BblSIBUTb
HEeCOOTBETCTBUS CUCTEMBI;

6) npoyee:

- NpobGrieMbl, BbISIBIEHHbIE NPY pacCMOTPEHUM MacTep-anna cuctemsl hapMakoHaasopa;

- Apyrve UCTOYHMKM MHAOPMaLUK UMK >Kanoob..
4.2.1.3 [JopernctpaumnoHHble UHCNEKLMM
4.2.1.3.1 [opeructpaumoHHble WHCMEKUMM cucTembl apmMakoHaasopa BbIMNOMHAKTCA [0  Bblgayu

perncTpaumMoHHOro yaoctosepeHus. Llenblo AaHHbIX MHCNEKUUA ABRSETCA U3yveHue YHKLMOHMPYIOLWEen nnm
nnaHMpyemMom cuctembl apMakoHagsopa, COrflacHO MpeacTaBneHHOro 3asiBUTENeM OnucaHusi CUCTEMBbI.
JoperncTpaumnoHHble WHCNEKUUM CUCTEMbI (hapmakoHaa3opa He sBhAsTCs  00A3aTernbHbIMW, HO  MOryT
notpebosatbCa nNpu onpegeneHHbix obctoATenscTBax. [puvHUMNBI 3anpoca O MNpPOBEAEeHUN WHCMeKUMM Ao
perncTpaumMn AOmkHbl OblTb OnpedeneHbl 3apaHee W He [OSMKHbl ABMATbCS MPUYUMHON HEOBOCHOBaHHbIX
WHCMEKTUPOBaHNIA, KOTOPble MOryT 3aepXaTb Bblgady yOooOCTOBEPEHUS O rocygapCTBeHHOW pernctpauun. pu
paccMOTpeHUn LienecoobpasHoCT 1 OBOCHOBAHHOCTM BbIMOSTHEHUS AOPErMCTPALMOHHBIX MHCMEKUMIA cnegyet
yuuTbIBaTh criegyoLime gakropbl:

1) 3asBUTENDL paHee He paboTan c MMelowencs cuctemon apmakoHagsopa Ha TeppuTopun Pecnybnnku
Benapycb Unu HaxoguTcsa Ha cTagum Co3gaHnst HOBOW cUCTeMbl hapMakoHaa3opa;

2) Hanuune nHdopmauum (Hanpuwmep, ncropum npeaLecTBYOLLNX MHCNeKUmn nmbo
yBeJoMIeHUs/MHOpMaLns 0 HECOOTBETCTBUM, NOMNyYeHHast OT OPYrMX YNONHOMOYEHHbLIX OPraHoB) B OTHOLLEHUU
TOro, YTO AepXaTenb PEerncTpauMoHHOro yO4OCTOBEPEHUSI UMEET HapeKaHWs MO BbIMOMHEHUO TpeboBaHUIA K
cucteme papMakoHagsopa. Ecnn y gepxatens permctpaumoHHOro yaoCTOBEPEHUS UMEETCH NCTOPUS Cepbe3HbIX
M /UNn  NOCTOSIHHBbIX HECOOTBETCTBMM CUCTEMbl (papmakoHaa3opa AeNcTByloWwuM TpeboBaHWAM, TO
OOPErucTpaumnoHHas MHCMEKUMS CcUCTEMbl  hapmakoHaa3opa MOXeT ObiTb  OAHMM M3 MEexaHUM3MOB
NOATBEPXAEHUA  TOro, yto  cuctema  apmakoHag3opa  Obina  COOTBETCTByWLWMM  0oBpasom
ncnpasneHa/ycosepLUeHCTBOBaHa 40 BblAayn HOBOro yAOCTOBEPEHUSA O rOCYAapCTBEHHOW perncrpauum;

3) B CBSI3W C KOHKpPETHbIMM npobrnemamy, kacawwwmmucs 6e30nacHOCTU onpeferieHHbIX ekapCTBEHHbIX
cpencts, MoxeT OblTb  MPU3HAHO HEOBXOAMMbIM  OUEHWUTb  BO3MOXHOCTb CO CTOPOHbI  AepXaTtens
perncTpaumMoHHbIX YAOCTOBEPEHUIA:

- peanu3aummM MeponpusaTUA N0 MUHUMWU3aALUN PUCKOB, CBSA3AHHbIX C KOHKPETHbIM fleKapCTBEHHbLIM
cpeacTBoOM;

- Hagnexallero BbINOMHEHMA 0cobbix TpeboBaHu no obecneveHuto 6e30MacHOCTU NPUMEHEHUS
nekapcTBEHHbIX CPeacTB, KOTOpble MOryT ObiTh YCTAHOBIEHbI; UMK

- Hagnexallero BbINOMHEHUS npouefyp B paMkax PYTUHHOrO apMakoHagsopa fekapCTBEHHOMo
cpencTBa, BbI3bIBAOLLErO OnaceHns B OTHOLWEHUU Npodmna 6e3onacHoCTy.

MpUHATME peleHns No BbINOMHEHUI0 AOPErncTpaLMoHHON WHCNEKLMN BKMKOYaeT OUEHKY PUCKOB C
KOMIMITEKCHOW OLEHKOW BOMPOCOB, KacatLLMXCS KOHKPETHbIX TeKapCTBEHHbIX CPEACTB U CUCTEMBI.

421.3.2 B cnyyae ecnu B pesynbTate AOPErncTpaulvoHHON MWHCNEKUUN cucTeMbl hapmakoHagsopa
BO3HMKAEeT OOECrNOKOEHHOCTb MO MNOBOAY CMNOCOOHOCTU AepXaTensi pPerucTpauuoHHOro  yAOCTOBEpEeHUs
BbINOMHATE TpeboBaHMA K cucTemMe apMakoHag3opa, YCTaHOBMEHHblE 3aKOHOAATENbCTBOM M Haanexaiewn
npakTUKon hapMakoHag3opa, YNOMHOMOYEHHbBIN OpraH MOXeT pekoMeHAoBaTh criegyroLune Mepsbl:

- OTKa3 B Bblgaye y4OCTOBEPEHUS O rOCYAapCTBEHHOW perncrpauum;

- BbINOMHEHNE NOBTOPHON UHCMEKLMM A0 BblAayn yooCTOBEPEHUS O rOCYy4apCTBEHHOW pernctpaumm ¢ Lenbo
NOATBEPXAEHUSA YCTPaHEHUS KPUTUYECKUX HECOOTBETCTBUMN U BbINONHEHUSA pekoMeHaaLuni;

- Bbljava YAOCTOBEPEHWs O rocyAapCTBEHHOW peructpauuM ¢ pekoMeHgaumen npoBefeHUs MHCNEKLUK
cucTeMbl (hapmMakoHaa3opa Ha paHHEM NOCTPErncTpaLMoHHOM aTane.
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4.2.1.4 MNocTperncTpaumoHHbIe NHCNEKLMK
MocTperncTpaumoHHble MHCMEKLUMM CUCTEMBbI (hapMakoHaa3opa NpoBoaAaTCA Nnocne Bbigayn yaoCcToBepeHUs
O rocyAapCTBEHHOW perncTpaumm n npegHasHayveHbl Ans OLEHKM BbINONMHEHUS AepxaTenem pernctpaumoHHOro
YAOCTOBEPEHNSA BO3MNOXEHHbIX Ha Hero obsizatenbcTB No papmakoHaasopy. MNMocTperncTpaunoHHble MHCNEKLUK
MoryT GbITb Nt06Oro TMna us ymcna ykasaHHbix B 4.2.1.1 n 4.2.1.2.
4.2.1.5 O0bsaBneHHbIE U BHE3AMNHbIE MHCMEKL M
BOoNbLUNMHCTBO MHCMEKLMIA cucTeMbl hapMakoHaz3opa 6yayT o6baABNEHHbIMM, YTO NpeanonaraeT nonyyeHne
WHCNEKTUPYEMOI CTOPOHOWN YBEAOMIEHUsI O HEOOX0AUMOCTU obecneyveHns NPUCYTCTBUSA COOTBETCTBYHOLLMNX ML,
BO Bpemsi MpoBedeHus WHcnekuun. B psge cnydyaeB uenecoobpasHbiM SBNSETCA MpoBefeHWe BHe3arHbIX
WHCMEKUMA NMBO BbINOMHEHNE YBEOOMIIEHUS WHCMEKTUPYEMOW CTOPOHblI HakaHyHe NpoBedeHUst WHCIeKuun
(Hanpumep, ecnn obbABAEHNE MOXET NOCTaBUTb NOA Yrpo3y Lerniv MHCNEKLMN UM eCnn HCNEKUUS MPOBOAMTCA
B CXaTble CPOKM No Ge3oTnaratenbHbiM NPUYMHaM, CBA3aHHbIM C yrpo3oin 6esonacHocTh).
4.2.1.6 MNoBTOpHbIE MHCNEKLMK
lMoBTOpHas WHCMEKUUs MOXET MPOBOAUTLCA Ha PerynsipHoOnM OCHOBE B pamKkax nporpammbl NiaHOBbIX
MHCNEKUMA cucTembl hapMakoHaasopa. Heobxooumo oueHWTb akTopbl pucka C Lenblo  onpeneneHus
NPUOPUTETOB MOBTOPHLIX MHCNEKUun. [NoBTOpHaA WMHCMEKUWS Ha paHHEeM aTane MOXeT MpoBOAMTLCS B TOM
crny4vae, €crnv BbISIBIEHO 3HaYUTENbHOE YMCNO HeCOOTBETCTBUMA U TpebyeTca noarBepXaeHue Hagnexaiiero
BbINOMHEHUS OEUCTBUN U MEPONPUATUA, HamnpaBneHHbIX Ha YCTPaHEeHWe 3amMeyvyaHui M OLUEHKM MOCTOAHHOMO
BbINOMHEHNS 0b6s3aTenbCcTB U cobnogeHnsa TpebosBaHWMM K cucTeme hapmakoHaasopa, B TOM YMCHE OLEHKU
n3MeHeHnn B cucteme papmakoHaasopa. [OBTOpHas WHCMEKUUst Ha paHHeM 3Tane Takke LenecoobpasHa
BCKOpe mocne BbINOMHEHUS Mpedbiaylen UMHCNEKUMM B criydae Hanvyius WMHOpMauMm O HEBbINOMHEHUN
WMHCMEKTUPYEMON CTOPOHOW HaanexaliMx KOPPEeKTUPYILWUX U  npegynpeguTenbHbIX  MepornpuaTMn  no
npeanucaHunio bonee paHHen UHCNEKLNN.
4.2.1.7 OnCTaHUMOHHbIE MHCMNEKUMN
OTO MHCMEKUMM cucTeMbl hapMakoHagsopa, NPOBOAUMbBIE WHCMEKTOpaMW, HEe HaxoAdsCb Ha Tepputopun
noMeLLeHNn aepxatens perncTpauMoHHOro yaocToBepeHus nmbo MHOW opraHusauumn, KOTOpoWn AenerMpoBaHo
BbINOMHEHUA YHKUMIA No dhapmakoHagsopy. [Ona nposedeHus OaHHOM WMHCMEKUMM MOryT WCMONb30BaTbCH
cpeacTtBa CBsi3W, TakMe kKak ceTb WHTepHeT unu TenedoH. [ogoGHbIN TUM WMHCMEKUMA MOXET TakKke
NCMNonb30BaTbCH B Cryvyae BO3HWKHOBEHMWS NOMMCTUYECKUX TPYOHOCTEN B NPOBEAEHWMM MHCMEKUUN Ha MecTe BO
BpeMS UCKMNOYMTENBHBIX 06CTOATENLCTB. PelleHne o NnpoBeAeHMn UCTaHUMOHHOW MHCNEKLUN MO YCMOTPEHUIO
WHCMEKTOPOB MOANEXWUT COrnacoBaHWI0 C YNONMHOMOYEHHbIM OPraHoM, BblalwoWwMM MopyyeHue Ha npoBedeHue
nHcnekumn. Jloructudeckne acnekTbl AMCTaAHUMOHHOW WHCMEeKUMW cregyeT corfacoBbiBaTb C AepxaTenem
perncTpaumMoHHOro yaocTtoBepeHus. B cnyyae, ecnun B xoge BbINOMHEHUS AUCTAHLMOHHOM WHCHEKUUn
BbISIBNSAIOTCS BOMPOCHI, TPeOyloLmMe BbINOMHEHUS OLEHKU CUCTEMbI (hapmakoHag3opa HENOCPEACTBEHHO Ha
MEecCTe WX OCYLLECTBIEHNs, MPUHUMAETCH peLlleHne O MPOBEeAEHMU WHCMEKUMM C Bble3gOM Ha MecTo
NHCMEKTUPOBaHMS.
4.2.2 NnaHnpoBaHue MHCNeKumn
4.2.2.1 TnaHvpoBaHWe MWHCNEKUMN cuctem papmakoHag3opa LOMMKHO OCHOBbLIBATbCA Ha CUCTEMHOM
noaxoae, OPUEHTUPOBAHHOM Ha OLEHKY PUCKOB, C LENbl ONTUMAaribHOro MCMNorb30BaHUSA PecypcoB B pamkax
OCYLLIECTBNSAEMON AEATENbHOCTM MO KOHTPOMO U 06eCneyveHnto BbICOKOTO YPOBHS 3alUMThl 300POBbS HacerneHus.
Mogxod4 K NNaHWPOBaHWIO  WMHCNEKLUMW, OCHOBaHHbIA Ha puckax, MNO3BONSET onpegenutb 4acTtoTy,
HanpaBreHHOCTb U 06 beM MHCMEKTMPOBaHWUA UHCNEKUMA No dhapMakoHaa3opy.
4.2.2.2 Tpwn cocTaBneHnn nporpaMmm WMHCMNEKUMn cuctem dapmakoHaasopa YnoriHOMOYEHHbIMU OpraHamum
MOTYT MPUHUMATLCHA BO BHUMaHWE criegylolme akTopsl:
1) cbakTopbl, CBA3aHHbLIE C MHCMEKUUNEN:
- UICTOPUSA BbISIBNEHUA HECOOTBETCTBUMA MO pesynbTaTtam npeabiaylimx vHCnekumn dapmakoHagsopa
Unu 4pyrux TUNOB MHCMEeKUU (Ha cooTBeTCcTBUE TpeboaHuam GCP, GMP, GLP n GDP);
- gaTa MNOBTOPHOW WHCMEKUMW, pPEKOMEHAOBAHHasA WHCMEeKTopaMu WnuM akcnepTamm B pesynbraTe
npeabiayLlen MHenekuum;
2) (bakTopsbl, CBA3aHHbIE C NIEKapCTBEHHbIMY CpeaCcTBaMU:
- perucTpaums nekapcTBEHHOro CpeacTsa, ANA KOTOPOro HasHaveHbl OOMNOMHUTENbHbIE MeponpuUaTUS
no dapmakoHaa30opy Unmn MeponpusaTUs, HanpasreHHble Ha MUHUMN3aLUI0 PUCKOB;
- perucTpaums nekapCcTBEHHOro cpencTsa, ans KOTOpOro HasHa4yeHo nposegeHve
MOCTPErMCTPaLMOHHbBIX NCCefoBaHMn MO 6e30MacHOCTU UMK Ha3Ha4YeH AONOMHUTENbHBIA MOHUTOPWHT;
- peructpauMs M nocTtaeBka IekapcTBEHHOro(-bix) cpedctB ¢ 6onbwinm obbemMoM npogax, T.e.
NoTeHUMarnbHO 3Ha4YMMbIM BO3AENCTBMEM Ha BONbLUYIO NONYNAUMIO NAUMUEHTOB;
- rlekapCTBEHHOE (-ble) cpeacTBo(-a), He UMetoLLLee AOCTaTOYHOrO KONMYeCcTBa anbTepHATUB Ha PbiHKE
Tepputopum Pecnybnvkn Benapyce;
3) dhakTophbl, CBSI3aHHbIE C Aepx)aTenem perncTpaLoHHOro yagocToBepeHus:
- gepxartenb pPerucTpauMoHHOro YAOCTOBEPEHWs, KOTOPbIA HUKOrda He noaseprarncs MHCnekumu
cucTeMbl (hapmakoHaa3opa;
- gepxartenb perncTpaLMoHHOro yOoOCTOBEPEHUS, UMeEWnin B obpalleHun MHOro JekapCTBEHHbIX
cpencTB Ha TeppuTtopun Pecnybnukn benapyce;
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- gepxartenb  PerucTpaumMoOHHOro  yOOCTOBEPEHUs, paHee He UMEeBWWA  YOOCTOBEPEHWA O
rocygapcTBEHHON pernctpaumm Ha Tepputopun Pecnybnukmn Benapyces;

- HeraTMBHas MHOPMaLMsA B OTHOLLIEHUW BbINOMHEHUs TpeboBaHWi 3akoHogaTensCcTBa n/nnu npobnem
no 6e3onacHOCTN NeKapCTBEHHbIX CPEACTB, NOMyYeHHas CO CTOPOHbI APYrMX YNOMHOMOYEHHbBIX OpraHoB, a
TaKkKe YNorIHOMOYEHHbIX OPraHoB B ApYrnx obnacTtsax perynvpoBaHusi obpalleHns nekapcTBEHHbIX CPpeacTB
(t.e. GCP, GMP, GLP n GDP);

- U3BMEHEHNs B OpraHM3aunoHHON CTPYKTYpe AepxaTens perncTpaunoHHOro yagocToBepeHusl, Takme Kak
CMNSHUS U NOINOLLEHUS;

4) dpakTopbl, CBA3aHHbIE C CUCTEMOWN (hapMakoHaa3opa:
- gepxartenb pernmcTpalMoHHOro YAOCTOBEPEHUS, UMelwWwmnin cybnoapsagHyto  opraHmsauuio  no
OCYLLIECTBNEHNIO AEATENBHOCTM NO hapMakoHaasopy (B Yactu dyHkuun YJ1® Ha Tepputopun Pecnybnukm
Benapycb, npeacraBneHns oT4eToB MO 6€30MacHOCTU U T.4.) WKWK HECKONBKO OpraHu3auni, NPUBEeYEeHHbIX
AN OCyLWEeCTBNEeHNA MeponpusaTuin No oapmakoHaasopy;
- 3aMeHa YJ1d ¢ moMeHTa nocrnegHen NHCNEKLMK;
- u3MeHeHus B 6ase(-ax) AaHHbIX MO 6e30MacHOCTN NeKapCTBEHHbIX CPEACTB, KOTOPbIE MOrYT BKMOYaTb
B ceba m3ameHeHne camon 6asbl AaHHbLIX WM B3aMMOCBA3aHHbIX 6a3 faHHbIX, cTaTyc Banuvgauum 6a3bl
OaHHbIX, a Takke MHopMauun 0 nepegaHHbIX U NepeHeceHHbIX AaHHbIX;
- UBMEHEHNs1 B [JOrOBOPHbIX OTHOLUEHUSX C MOCTaBLUMKaMW YCNyr no apMakoHag3opy WnuM MecT
BbINOSTHEHUA (DYHKLMI NO hapmakoHan3opy;
- genervpoBaHue Unu nepegada ynpasneHns mactep-gannomMm cuctemsl hapmakoHaasopa.
4.2.2.3 HaumoHanbHbIA YNONMHOMOYEHHbIA OpraH MMeeT NpaBo 3anpalmnBaTb Tpebyemyto MHopMauumio y
aepxaTtenen perncTpaunoHHbIX YAOCTOBEPEHUI B LeNAX NNaHMpOBaHUS UHCMEKUUA Ha OCHOBaHWM nogxoga no
OLeHKEe PUCKOB, B Crlyvyae eCrnn Ha MOMEHT NNaHMPOBaHNS OHA He ABMSeTCs OCTYNHON.

4.2.3 VIHcnekTupyeMble OObEKTbI

JTiobas cTopoHa, ocyllecTBnslowas MeponpusatTua no dgapmMakoHag3opy MOMHOCTLIO UMW YaCTUYHO, OT
UMeEHU AepxaTens perucTpaumoHHOro yaocToBepeHus nMbo COBMECTHO C HUM, MOXET nogBepraTbCs MHCNeKuun
Ha noaTBepXAeHne CnocoBHOCTM Haanexallero BbINOMHEHMA 004a3aTenbcTB M cobnogeHus TpeboBaHMi
3akoHodaTenbcTBa MO (pbapmMakoHad3opy QfepXartens perncTpaumoHHoro ygoctoBepeHusi. O6bekTbl Ans
MHCNEKTUPOBaHMSA MOTyT ObITb pacnonoxeHbl Ha Tepputopun Pecnybnukn Benapycb nubo 3a ee npegenamu.
MHcnekumn obbekToB 3a npegenamu Pecnybnuvkvn Benapycb MOryT ObiTb YMECTHbIMW, €CMM [MNaBHbIA LIEHTP
apmakoHagsopa, 6asbl gaHHbIX W/WUNKM BbiNOMHAEMas AeaTeNbHOCTb MO (hapMakoHaA3opy HaxogdaTcs 3a
npegenamm Pecnybnukn Benapycb. Tunm u KONMMYECTBO WMHCNEKTMPYEMbIX OOBEKTOB [AOMKHbI BblOMpaTbCA
COOTBETCTBYHOLLUMM 06pa3oM, YTOObl rapaHTUpOBaTb AOCTUXKEHWNE KMHOYEBbLIX LENen NHCMEKLMN.

4.2.4 O6bbeM UHcNEeKUMn

O6bemM MHCNeKuMn 3aBUCMT OT LUenen MHCNekuun, OT oxBaTa npegbiaylwymMym  MHCNeKUMamMu
YMOMHOMOY€EHHbIM OpraHoM, a Takke OT Tuna uHcnekuun. MNpu nogrotoBke obbema WHCNEeKuun HeobXoaumo
Y4YUTbIBATD:

- IHCpopMmaUuuto, NpeAcTaBeHHy0 B MacTep-haine cuctembl hapMmakoHaa3opa;

- MHopMaumMilo 0  DYHKUMOHMPOBaHUM  cUCTeMbl  hapmakoHaasopa, Hafmpumep UMelolmecs Y
YMOMHOMOY€EHHOro opraHa AaHHbIE O COOTBETCTBUM CUCTEMBI;

- KOHKpeTHble (hakTopbl MHULMMPOBaHUS UHCNeKuun (4.2.1.2);

4.2.4.1 CtaHpapTHble UHCNEKL MM chapMakoHaa3opa

B npouecce ctaHOapTHbBIX MHCMEKUMI CMCTEMbI hapmakoHaa3opa npoBepsieTcs cobniogeHne HopMaTUBHbIX
TpeboBaHWN (HOPM pPerynupoBaHnsa) Mo apMakoHag3opy M Hagnexawen npaktukn capmakoHaasopa. B
cny4vasix ecnu 310 NPUMEHUMO, UHCMEKTUPOBAaHNE AOMMKHO BKNIOYaTb OLEHKY CreayloLux 3rieMeHTOB CUCTEMBI:

1) npouenypbl paboTbl C MHAMBUAYANbHLIMU COOBLLEHNAMU O HEXENATENbHbIX PeaKUMaX Ha NeKapCTBEHHOE
cpeacteo (MICHP):

- cbop, nonyyeHne n obMeH COOOLLEHUSIMU, MOMYYEHHBIMU OT MCTOMHWKOB BCEX BWAOB, OOBLEKTOB U
opraHu3auuMi B pamkax cuctembl apMakoHagsopa, B TOM 4ucrie OT Tex OopraHusauuin, KoTopble Ha
KOHTPaKTHOW OCHOBE BbIMONHSIOT 00s3aTenbCTBa No hapMakoHaa3opy ANst AepxaTens pernctpalmMoHHOro
YOOCTOBEPEHUS, a Tawkke WHbIX noApasgeneHuin  opraHusauumn, He OTHOCAWMXCA K cucTeme
hapmakoHaa3opa;

- OLeHKa, B TOM YuCre MexaHn3Mbl NOMyYeHns 1 npoueaypa permcTpauum oLeHKn nuu, npeacTaBuBLINX
coobLLeHns; ucnornbdyemas TEPMUHOMOMS; OLLEHKa CEPbE3HOCTU, OXKMOAEMOCTN N MPUYUHHO-CNEACTBEHHON
CBA3W;

- pernctpaums pesynbTaToB Nocneayolero HabmnwwaeHUs U UCXOA4O0B, HanpuMMep, UCXond B cryyasx
BO30ENCTBUA NeKapCTBEHHOro cpeacTBa Ha nnoA B nepuod 6epeMeHHOCT! 1 MeguUMHCKOe NOATBEPXKAEHUe
co0BLLEHUI, NONYYEHHBIX CO CTOPOHbI MALMEHTOB;

- BbINONHEHNe TpeboBaHWN 3akoHO4ATENbCTBA MO MNPEACTaBIEHWIO pasnuuyHbix TMnoB VICHP B
COOTBETCTBYIOLLME KOMNETEHTHbIE OpraHbl;

- BefleHne gokymeHTaummn n apxmsuposaHue NCHP;

2) nepuoanyeckme otyeTbl no 6esonacHocTn (MOB) (ecnn NnpyMeHUMOo):

- NOHOTa U AOCTOBEPHOCTb BKIMKOYEHHbLIX aHHbIX, 0BOCHOBAHHOCTL PeLLEeHNA, OTHOCALLUXCS K aHHbIM,

KOTOpble He BKIOYEHbI;
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- pelleHe BOMNPOCOB MO M3MEHeHUo npoduna 6e3onacHoOCTW, NpeacTaBneHue COOTBETCTBYHOLLNX
aHanusoB N Mep;

- opopMIieHMe B COOTBETCTBUM C TpeboBaHMAMY 3akOHOA4ATENbCTBA;

- CBOEBPEMEHHOCTb NpeacTaBneHuns;

3) HenpepbIBHasA oueHka npodunga 6eszonacHoCcTU:

- UCMNOMb30BaHMe BCEX NCTOYHMKOB UHGOPpMaLnK Ans obHapy>XeHUs curHana;

- NpaBunbHOE NPUMEHEHNe METOA0MNOMMM aHanu3a nHgpopmMaLmuy;

- COOTBETCTBME Mpoueayp paccnefoBaHns W nocrnegylowmx OeWcTBui, Hanpumep, BHegpeHue
pekomeHaauuMin nocne aHanusa AaHHblX;

- peanu3auns nnaHa ynpasneHns puckaMmu unu apyrmx obas3atenscrs;

- CBOEBPEMEHHOE BbISIBNIeHME W NpeAcTaBreHne NoMnHbIX U TOYHbIX AaHHbIX YNOTHOMOYEHHbBIM OpraHam,
B YACTHOCTU B OTBET Ha KOHKPETHbIE 3anpochl AaHHbIX;

- BKIMOYEHNE YTBEPXKOEHHBIX N3MEHEHWI B CO0DLLEHMs, Kacatowwmecs 6e3onacHoCTH, 1 MHopmaumio o
nekapcTBEHHOM CpPefCTBe;

4) NHTEePBEHLMOHHbIE (npw HeobXxoanMocCTH) " HEVHTEPBEHLMOHHbIE KnuHU4eckue
nccrefoBaHuA/MCnbITaHNS:

- NpeacTaBneHne coobLLEHN O NOAO3PEBAEMbIX CEPbE3HbIX HEOXMOAAHHbBIX HeXenaTernbHbIX peakumnsx
B COOTBETCTBUM C TPEOOBaAHMUAMN 3aKOHOOATENbCTBA;

- NonyyYeHne, perncTpauus M OueHKa CrnydyaeB HexenaTenbHbIX peakuui, BbISBNEHHbIX B Xoge
WNHTEPBEHLMOHHbLIX N HEUHTEPBEHLMOHHbLIX KIMUHUYECKUX UCCrieqoBaHnA/MCnbITaHUiA;

- NpeAcTaBneHne pesynbTaToB WUCCnegoBaHUS/UCNbITAHUS W COOTBETCTBYIOLWEN WHdopMauun no
6e30MacHOCTM NEeKapCTBEHHbIX CPEACTB B DOPME OTYETOB COrMacHoO TpeboBaHMAM 3aKOHOA4aTENbCTBa;

- COOTBETCTBYOLUIA BbIOOP CnNpaBoYHOW MHGOPMaLuM no 6e3onacHOCTM, nogaepkaHue akTyarnbHOro
YPOBHS MH(bopMauun B BpoLuopax nccnegosartens unuv nHpopmauum o 6esonacHocT Ans nauneHTa;

- BKIMOYEHNE [aHHbIX WCCNEAOBAHUS/UCMbITAHUA B TEKYLLyl0 OLeHKy npodunsa 6GesonacHocTu
nekapcTBEHHOro CpeacTBa;

5) npoueaypbl cuctembl chapmakoHagsopa:

- ponu n obasaHHocTK YIIP, HanpumMep, 4OCTYN K cUcTemMe kadyecTBa (papmakoHaasopa, Mmactep-channy
cucTeMbl hapmakoHaasopa, nokasatensam aEeKTMBHOCTU U UHAMKATOpaM CUCTEMbI, OTYeTaM no ayguram
N MHCNEKUMSAM, a Takke UX CMOCOBHOCTb MPUHUMATL Mepb! MO YyYLIEHU0 COOTBETCTBUS;

-ponn U 0BSA3aHHOCTM [fepXaTens perucTpaumMoHHOro yOOCTOBEPEHUS B OTHOLUEHUW CUCTEMb
hapmakoHaa3opa;

- TOYHOCTb, MOMHOTa U NOAAEPXKaHWe aKTyanbHOro YpoBHS WHMOpMauun B MacTep-gainne cuctemsl
hapmakoHaa3opa;

- Ka4eCTBO 1 COOTBETCTBME YPOBHA MOArOTOBKM, KBanudukaumm n onbita nepcoHana;

- OXBaT U COOTBETCTBME CUCTEMbI Ka4yecTBa B OTHOLUEHUMW CUCTEMbl (hapMakoHagsopa, B TOM yucrne
BbINOMHEHNE NMPOLIECCOB KOHTPOMS KayecTBa U obecnevyeHns KavecTsa;

- NPUrogHOCTb  UCNOMb3YEMbIX KOMMbIOTEPU3UPOBAHHBIX CUCTEM AMS  BbIMNOMHEHUS  KOHKPETHbIX
YHKLNA;

- OroBOpbl M COrMaleHuss CO BCEMW YYacTBYHOLMMW CTOPOHaMW, COOTBETCTBYHOLWMM 06pasom
oTpaxarLine o0b6A3aHHOCTU N MePONpPUATUA MO BbINOMHEHUIO dhapMakoHaa3opa, a Takke MX Hagnexatilee
BbINOMHEHNE.

MHcnekuma MoxeT BKMoYaTb B cebsA OLEHKY COOTBETCTBUS OCYLLECTBASEMbIX Mep MUHUMU3ALMU PUCKOB
YCTaHOBIEHHbIM TpeboBaHUSIM.

4.2.4.2 BHennaHoOBbIe NHCMEKLUUN

O6beM BHeNnaHoOBOW MHcMeKuun OyaeT 3aBUCETb OT MPUYMH ee HasHaveHus. B uucno oueHvBaembix
acneKkToB CUCTEMbl MOTYT BONTU NepedncrneHHole B 4.2.4.1, a Takke:

- BOBMNeYeHne n uHgopMupoBaHHOCTL YJ1® no Bomnpocam, CBSA3aHHbIM C KOHKPETHbIM fleKapCTBEHHbLIM
cpencTteawm;

- yrnybneHHoe u3yyeHue npoLeccoB, Npoueayp MPUHATUS PELUEHWI, BbIMOMTHEHUS MH(OPMUPOBAHUSA ©
peanu3aummM Mep, CBS3aHHbIX C KOHKPETHbIM (HaKTOPOM WHULMUMPOBAHUS WHCNEKUUN W/Mnn nekapcTBEHHbIM
CcpeacTBOM.

4.2.4.3 MNoBTOPHbIE MHCNEKLMK

4.2.43.1 Onpegends obbembl paboT MO BbINOMHEHUIO MOBTOPHOW WHCMAEKUMU, HYXHO Yy4uTbIBaTb
cnegyoLlme acnekTbl:

- aHanu3 COCTOSIHMSA CUCTeMbl W/MNKU MraHa KOPPEKTUPYLWMX U npeaynpeauTenbHbiX MeponpusaTum,
pa3paboTaHHbIf No pe3ynbTaTaMm npeabiayLlen MHenekuumn chapMakoHaa3opa;

- aHanu3 3HauuMTeNbHbIX W3MEHEHUN, KOTOpble BHECEHbl B CUCTEMY apMakoHag3opa CO BpeMeHu
nocnegHen nHcnekuun goapMakoHagsopa (Hanpumep, n3meHeHve 6asbl AaHHbIX (hapMakoHaaA30pa, CrAHUS UMK
NOrnoLweHnst KOMNaHuK1, 3HaYUTENbHbLIX U3MEHEHNS B OMOBOPHLIX BUAAX AesaTenbHoCTH, 3ameHa YI10);

- aHarnu3 npoLeccoB U/UNn BOMPOCOB B OTHOLLIEHUN KOHKPETHOrO feKapCTBEHHOMO CPeACcTBa, BbISIBMIEHHbIX B
pesynbTaTe OUEHKM WHOpMaUMK, NpeacTaBreHHON AepKaTeneM perucTpauvoHHOro yAOCTOBEPEHUS WKW He
BKITHOYEHHbIX B 06 bEeM MHCMEKTUPOBaHNSA NpeablayLlen MHCNEKLUEN.
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4.2.4.3.2 Obbem NOBTOPHON MHCNEKLMW OMNpedensercsa pesynbTatamu npeawecTBYOWUX MHCNEKLUA U
MOXeT BbITb pacLUMpeH € y4eToM psda akTopoB (Hanpumep, BpeMeHW OT AaTbl NPoBeAeHUs NpeaLLecTBYoLLen
MHcneKkumnn, obbema NpeaLlecTBYOLWEN MHCNIEKLUN, €Crn 3TO NPUMEHUMO).

4.2.5 lNpouecc nHenekuum

4.2.51 WHcnekuun hapmakoHaasopa HeobxoaAMMO MnaHMpoBaTb, KOOPAMHMPOBATb, MPOBOAUTD,
NpeacTaBnsaATb OTYETbl O HUX, KOHTPONMPOBATL BLIMOMHEHNE 3aMeYaHni U AOKYMEHTUPOBaTb B COOTBETCTBUU C
npouegypamu  uHcnekuui. COBEPLUEHCTBOBAHWMIO W rapMOHM3auMM  MNPOBEOEHVS  MHCMeKuun  OyayT
cnocobCcTBOBaTL COrMacoBaHHbIe C APYTMMU YNONTHOMOYEHHbLIMIW OpraHaMu NpoLecchl U npoueaypbl, COBMECTHbIE
npoBepKkn, OBMEH OMbITOM U 0By4YeHne NHCNEKTOPATOB HaUMOHASbHBLIX YNONTHOMOYEHHbIX OPraHoB.

4.2.5.2 [lpouenypbl MO MWHCNEKUUsSM apMakoHagsopa CcuUcTeM apMakoHagsopa [AOMXKHbl BKYaTb
cneaytowmne npoueccsl:

- 0bmeH nHopmauuen;

- NNaHMpoBaHe UHCNEKLNIA;

- OOpEerncTpaumoHHble NHCMEKUUK;

- KoopAMHaL M MHCNEKUMI cuctem bapmakoHaasopa ¢ pYyrmMmn yrnorTHOMOYEHHLIMU OpraHamu;

- KoopAnHaLMSA NHCMEKUMIN TPETbEN CTPaHbI (B TOM YMCHe MHCNEKLMA NOOPSAYMKOB B TPETLUX CTpaHax);

- NMOAroTOBKa MHCMNEKUUn cucteM hapmakoHaas3opa;

- NpoBeAeHne NHCNeKUMn cuctem papmakoHagsopa;

- OTYETHOCTb MO MHCMEKUMAM cucTem papmakoHag3opa v nocrneayowmni KOHTPOrb;

- MHOPMUPOBAHME N MPUOPUTETHOCTL MHCMNEKLUA hapMakoHaa30opa 1 MNOyYeHHbIX pe3ynbTaTos.,;

- BeeHne yyeta W apxvMBMPOBaHUS [OKYMEHTOB, MOSyYEHHbIX B pesynbTaTte WHCMNEKUMA CUcTeM
hapmakoHaa3opa;

- BHE3anHble HCcnekuuu;

- CaHKUMU W perynsatopHble/MpuHyauTenbHbIE MEPbl B Crydae Cepbe3Horo HecobniogeHus TpeboBaHui
3aKkoHodaTenbCTBa M Haanexallen npakTuku hapmakoHagsopa;

- pekomeHgauMnm Mo MOAroTOBKE WHCMEKTOPOB, BbIMOMHALWMNX WHCAEKUMM cucTeMm dhapmakoHaasopa, U
0BMeHy onbIToM paboTbl.

4.2.5.3 Npn Heo6X0OAMMOCTN BO3MOXHa pa3paboTka HOBbIX NpoLeayp.

4.2.6 KOHTPONb UCMOMNHEHNS 3aMedaHnin MHCNEKLnn

B cnyyae BbIsiBeHUs1 B Xo4e BbINOMHEHUS UHCNEKUMN HecobnogeHnsa 06a3aTensCTB No hapmMakoHaasopy,
TpebyeTcs ycCTaHOBMNEHVWEe MOCMenyloLLero KOHTPOMs A0 MOMHOMO BbIMOMHEHUS MfaHa KOPPEKTUPYHOLWMX W
npegynpeanTenbHbiX gencTeuin. CriegyeT yunThbiBaTh NEPEYUCTIEHHbIE HKE MEeToAbl KOHTPONS:

- aHanu3 nnaHa KOppekTUpYKLWMX W npeaynpeguternbHbiX OEUCTBUA OepXaTens perncTpaumoHHbIX
yOOCTOBEPEHMN;

- aHanu3 nepuoanyecknx oT4eToB O xode paboT B criyyae HeobxoanmocTu;

- NOBTOpPHAs MHCNEKUMA AN  OUEHKWM Haanexalwlero BbINOMHEHUs nNnaHa  KOpPeKTUpYLwmx U
npeaynpeanTenbHbIX JeNCTBUNR;

- 3anpoc o0 NpeacTaBneHnn paHee He NpeAcTaBneHHbIX OaHHbIX; NpeacTaBneHnn U3MeHeHUn (Hanpuvep, B
NMHGOPMaLMIO O NeKapCTBEHHOM CPEeACTBe); NpeAcTaBneHMn aHanuaa BrvsaHUSA (Hanpumep, pesynbTaT aHanusa
paHee He BKIMYEHHbIX B aHanmn3 gaHHbIX Npuy BbINOMHEHUW NpoLeaypbl BbIABNEHUS curHana);

- 3anpoc O BbINOMHEHUN Haanexalero MHPOPMMPOBaHUS, BKNOYaA BHECEHUE U3MEHEHU B MHAOPMaLMIO,
npeacTaBnNseMyto B paMkax MapKeTUHIOBOW AeATENbHOCTU, U/Nnn peknamMHyo UHopmaumio;

- 3anpoc o BCTpeye C AepaTernemM perucTpaumoHHOro YAOCTOBEPEHNS C Lernbio 0BCYXaeHUs BbIIBNEHHbIX
HeJOoCTaTKOB/HECOOTBETCTBUIN N UX BAUSIHUS HA NiiaH MeponpuaTum;

- Nepegava pesynbTaToB MHCMEKUMM OPYTMM PerynaTopHbIM opraHam;

- opyrme OencTBus, CBS3aHHble C NeKapCTBEHHbIM CPeAcTBOM, B 3aBUCMMOCTM  OT  BIIMSIHUA
HeJOoCTaTKOB/HECOOTBETCTBMIN W pPe3ynbTaToB Mocneayrwmnx AerWcTBUr (Cloga MOryT BXOAWUTb OT3blBbl UMK
OEeNCTBUS, CBA3aHHble C Bblgaderd pPerncTpauuoHHbIX YAOCTOBEPEHWA UMW paspelleHun Ha nposefeHue
KNMUHUYECKUX UCTbITaHWI).

4.2.7 [leicTBUSA N CaHKLMM YNONMHOMOYEHHbIX OpraHoB

4.2.7.1 CornacHo 3akoHogaTenbCcTBY Pecnybnuku benapycb, B Lensx oOxpaHbl 340pOBbS HaceneHus
YMNONMHOMOYEHHbIA OpraH 06s3aH obecneydnTb BbINONMHEHNE AepXaTensiMu PermcTpaumoHHbIX YOOCTOBEPEHWUIA
obsizaTenbCcTB No hapmakoHagsopy. B cnyyae obGHapyxeHusi HecobniogeHus TpeboBaHWUIA U HEBLIMOITHEHUS
06a3atensCTB No (bapmMakoHaa3opy, AEUCTBUS, KOTOpble HYXHO NPEeAnpUHsiTb, OOMKHbI onpeaendTtbca no
KaXXKOOMY KOHKpeTHOMY criydalo oTaenbHo. Kakue OencTBus NpuHATHI, OydeT 3aBuMCeTb OT NOTEHUManbHOro
HeraTMBHOrO BINUSIHUST HECOOTBETCTBMI/HECOOMNIOAEHNS Ha 340pOBbe HaceneHusi, Ho nwbor cnyyan
HECOOTBETCTBU/HECOOMIOAEHNS MOXET  YuYuTbiBaTbCAd NPU  MNPUMEHEHUWM MNpPUHYAUTENbHbIX  Mep. [pu
HeobX0aAMMOCTM YNONMHOMOYEHHbIV opraH 06s13aH NPUHATL HeobXxoauMble Mepbl ANs TOro, YToObl K AepxaTento
permcTpaumMoHHOro YAoCTOBEPEHUS NPUMEHANUCE 3DdEKTUBHBIE, COpasMepHble 1 caepXmBatoLLmMe CaHKLNN.

4.2.7.2 B cCcoOTBETCTBMM C PYyKOBOACTBOM W, MNpuM HeobXxoauMMocTu, npasunamu, YCTaHOBMNEHHbLIMU
HauuoHarnbHbIM  3aKOHOAATENbLCTBOM, B Clyvyae HecobniogeHusi, BO3MOXHblE BapuaHTbl PeryrnmMpoBaHus
BKITIOYAIOT B cebs creqytoLlee:

1) obyyeHne w©n copencTBue: HauUMOHamNbHbIA  YNOMHOMOYEHHBIN OpraH WMeeT npaBo obuwaTtbcs C
npeacTaBUTENSAMM AepXaTenen perMcTpaunoHHbIX yAOCTOBEPEHUI (Hanpumep, Ha cobpaHum), 4Tobbl 0600LWMTb
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BbISIBNIEHHbIE HECOOTBETCTBUS, Pa3bsCHUTb 3akoHodaTesnbHble TPeboBaHWA WM OXWAAHWS YMNONHOMOYEHHOro
opraHa, a Takke pacCMOTpPeTb KOpPEKTMpYoLMe U Npeaynpexaarolime AencTBus, npeanaraeMmble gepxarenem
PErnMcTpaLmMoHHOrO YAOCTOBEPEHNS;

2) npeactaBneHve UWHGOpPMauuM OpyruM  pPerynsitopHbiM oOpraHamM B paMkax [AOroBOPEHHOCTEN MO
obecneyveHnto KOHPUAEHUNANBHOCTY;

3) MHCMEeKLMS: MHCMEKTUPOBaHME AepKaTenen perMcTpaumoHHbIX YAOCTOBEPEHUIA, KOTOpble He cobntoaaroT
obsa3aTenbCcTBa/He  BbIMOMHSAOT  TpeboBaHMS, MOXET NPOBOAMTBCA C LENbl  OfpedeneHns  cTeneHu
HecobNIOAEHUS/HEBBINOMHEHNS  3aKOHOOATENbCTBA W B MNOCMNEAylWeM € Lenblo  NoaTBepXaeHus
cob6noAeHNS/BBINONHEHUS 3aKOHOA4ATENbHbLIX TPeOOBaHWN;

4) nucbMo-npeaynpexaeHne, 3asiBrieHne o HecobMnAeHUN/HEBBLIMONTHEHNN UNN YBEAOMITEHNE O HAPYLLUEHWUM:
3TN AOKYMEHTbI MOryT BblAaBaTbCs YNOMHOMOYEHHBIM OPraHOM C yKa3aHMeM 3akoHoAaTeNlbHOro AoKyMeHTa unu
pyKOBOACTBa, KOTOpoe ObINo HapylleHO, HanoMUHas AepXaTensMm pPervcTpauMoHHbIX YOOCTOBEPEHUA 006 uXx
065a3aTenbCTBax No oapMakoHaa3opy UM Mepax, KOTopble AOMKHbI NPeAnpUHATL AepXKaTenun perncTpauMoHHbIX
YyAOCTOBEPEHUI, a TakKe CPOKW, YCTaHOBMNEHHbIE [ANsi YCTPAaHEHUS HECOOTBETCTBUI/HAPYLUEHWA, 4YTOOBI
npegoTBpaTUTh AanbHENLLME HECOOTBETCTBUS/HAPYLLEHWS;

5) ynornHOMOYEHHbIE OpraHbl MOryT paccMoTpeTb Bompoc 06 onybGnukoBaHWM cnucka gepxatenen
PErMCTPaLMOHHBIX  YOOCTOBEPEHWUNA,  KOTOpblE  CEPbE3HO  WIM  MOCTOSIHHO  HapywalT  TpeboBaHus
3aKoHOOATENbCTBa No hapMaKoHaA30pYy;

6) OencTBNUA B OTHOLUEHUWM YOOCTOBEPEHUA O TOCYAApPCTBEHHOW perucTpauun wunm 3asBneHust Ha
rocyapCTBEHHYIO PErMCcTpaumio, Hanpumep:

- 9KCTPEHHOE BBeAEHME OrpaHuWYeHni, CBA3aHHbIX C npodunem 6e30nacHOCTM FeKapCTBEHHOrO

CpeacTBa;

- MPUOCTaHOBKA MINN aHHYNMPOBaHWE YAOCTOBEPEHNS O TOCYAAPCTBEHHON perncTpaLuu;

- MPUOCTaHOBKA PacCMOTPEHUI HOBbIX 3asiBNEHWUA HA MOMyyYeHUe yOOCTOBEPEHWUA O roCy4apCTBEHHON
perncTpaumn 4o peanusauum KOpPEKTUPYIOLLMX U NpenynpeanTenbHbIX 4eNCTBUN;

- Ha3Ha4eHne JoPErncTPaLMOHHbBIX MHCMEKLMI cucTembl hapmakoHaa3opa;

7) OT3bIBbl NTEKAPCTBEHHBIX CPEACTB, HaMpUMep, B Cny4vae, ecrnv B MHopMaLmio O NIEKapCTBEHHOM CpeacTBe
He BKIHOYEHbI OYEHb BaXKHbIE NpeaynpexaeHns no 6e3onacHocTy;

8) AelcTBus, CBSA3aHHbIE C MAPKETUHIOBOW UMW PeKNnaMHON MHopMaumen;

9) BHECEHME MOMNPAaBOK B MPOTOKOIbI UMK NMPUOCTAHOBKA KIMMHUYECKUX WUCCNELOBaHUA/UCMbITAHWA B Cryyae
BbISIBNIEHUN M3MEHEHUI Npochnns 6e30MacHOCTN KOHKPETHOTO NIEKAPCTBEHHOIO CPeCTBa;

10) agMUHUCTPaTMBHbIE LWTPadbl, Kak NpaBuno, (MKCMPOBaHHbIE UM OCHOBAHHbIE Ha NPUOLINM KOMNaHWUK
WwTpadbl, UM B3UMAEMbIE EXXeQHEBHO.

4.2.8 Keanudgukaumsi n oby4yeHne MHCNeKTopoB

MHcnekTopa, KOTopble y4acTBYT B MPOBEOEHUMN WHCMEKUUA cuctem gpapMakoHaz3opa, AOSMKHbl ObiTb
cneumanucTamMmn ynorHOMOYEHHOro opraHa Mnu nuuamu, HasHavyeHHbIMW B COOTBETCTBUMM C HaLMOHANbHbIMU
npaBunamy, a Tawke [OIDkHbl cobnogaTe MOMOXEHWS  HaUMOHaNbHOTO  YMOSIHOMOYEHHOro  opraHa.
PekomeHayeTcs, 4ToObl Ha3Ha4YeHNE MHCMEKTOPOB OCHOBLIBANIOCh HA MX OMblTe U MUHMMAarbHbIX TpeboBaHuAX,
onpefeneHHblX HauMoHamnbHbIM YMNOMHOMOYEHHbIM OpraHoM. WHcnekTopa AOmkHbl NMPOnTM ODyveHne B TOM
obbeme, KOTOPbIN HeOOXoaMM AN obecneveHns X KOMMETEHTHOCTM B TeX 0bnacTsx, KoTopble HeO6XoaUMbI ANs
MOATrOTOBKM M NPOBEAEHNS UHCMEKLUIA, @ Takke oTyeTa 0 HUX. OHM OOIMKHbI Takke NPOUTN 0bydYeHne npoleccam
n TpeboBaHUAM hapmakoHag3opa Takum obpa3oM, YToObl ObiTb CNOCOOHBIMMK, B CriyYae ecnu He pacrnonaraloT
COOTBETCTBYHOLLMM OMbITOM, OLlEHWUTb PasfnuyHble acnekTbl CUcTeMbl hapmakoHaa3opa.

4.2.9 YnpasneHue ka4eCcTBOM npoLiecca MHenekuumn hapmakoHagsopa

KayectBO  npouecca  wuHcnekumM  cuctembl  hbapmakoHags3opa — perynupyeTcs  HauMOHarbHbIM
YMNONMHOMOYEHHbIM OpPraHoM, BXOAMT B YMCIO BOMPOCOB, Ha KOTOPblE PAacrpOCTpaHsieTCd CMCTeEMa KadecTBa
cucTeMbl (hbapMakoHaa3opa YNomHOMOYEHHOrO OpraHa, NOANEXUT ayauTy.

4.3 Ponb aepxaTtenen perucTpaLMoHHbIX yAOCTOBEPEHUN

[epxatenn pernctpaumoHHbIX YAOCTOBEPEHUN, MMEKLME 3aperucTpupoBaHHble Ha  TeppuTopumn
Pecnybnukn bBenapycb nekapCTBEHHble CpeAacTBa, Moanexar WHCNEeKUMaM cuctembl apmakoHagsopa.
[epxatenun pernctpalmoHHbIX YA0CTOBEPEHUA HECYT CreAyoLLYI0 OTBETCTBEHHOCTb 3a BbINOSTHEHNE NHCMEKLMN:

1) AenstoTca 06s3aHHbIMM Bcerga OblTb FOTOBLIMW K WHCMEKLUWUW, MOCKOMbKY WMHCMNEKUMU MoryT ObiTb
BHE3anHbIMW.

2) OBa3aHbl BECTU U NPEeACcTaBNATb No TpeboBaHUIO MHCMEKTOPOB HE MO34HEEe YeM yepes 7 KaneHgapHbIX
OHel nocne nonyyeHus 3anpoca, Mactep-ann cuctemsl hapmakoHaasopa.

3) O6sA3aHbl rapaHTUpOBaTb MOMyYeHMe corfnacus 0 Hadana MHCMEeKUUM Ha NpoBedeHue MHCMeKuuu oT
06BHEKTOB, BblOpaHHLIX OJ151 MHCMEKLUN, K KOTOPLIM MOFYT OTHOCUMTBLCSI OpraHvM3aunm, BbinonHsowme QyHKLUUM No
hapmakoHaa30py Ha KOHTPaKTHOM OCHOBE MO AOroBOpY C AepXKaTeneM perucTpaumoHHOro yaocToBepeHus.

4) MpepocTaBuTb MHCMEKTOpaM Mobyo MHopMaumMio W/unn AOKyMeHTauuto, KoTopasi Heobxoauma Aans
NoAroTOBKN K MHCMEKLUUN B YCTAHOBIEHHbIE CPOKM UM BO BPEMS NPOBEAEHUS UHCNEKLINN.

5) MapaHTUpoBaTb, YTO COOTBETCTBYHOLLUNA NEepCcoHarn, y4acTBYIOLWNA B AEATENbHOCTU NO dhapMakoHaa3opy
UNn B3aMMOCBSI3aHHON OeATenbHOCTHN, By4eT NpUCyTCTBOBATL BO BPEMSA MHCMEKLMM U AaBaTb pPasbsCHEHUSA MO
BO3HMKAIOLLMM BOMPOCaM.
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6) rapaHTMpOBaTb Hagnexaulee Unu CcBOeBpeMeHHOE  BblIMOJIHEHUE NilaHOB  KOPPEeKTUpyruwnx u
npeaynpeanTenbHbIX MepOI'IpI/lﬂTI/IIZ anda YCTpaHeHnAa BbIABIIEHHbLIX BO BpemMA MHCNeKunn
HeJOCTaTKOB/HECOOTBETCTBUN C yCTaHOBIeHneM npunopnuteToB nNo KPUTUYECKUM nvnn CcyuleCTB€HHbIM
HegoCTaTKaM/HECOOTBETCTBUAM.

4.4 UHcneKuUOoHHbIe cOopbl

BoamellleHe 3aTpaT, CBSA3aHHLIX C BLINOMHEHWEM WHCMEKTMPOBAHUA, BO3NaraeTca Ha [aepxatens
PerucTpaLmoHHOro YA0CTOBEPEHMS.

5 AyanTt cuctemMbl cpapmakoHagsopa

5.1 CTpyKTYypbI U npouecchl

5.1.1 Ayaut cuctemsbl hapmakoHaasopa v ero uenu

5.1.1.1 Uenbto nposBedeHns ayanta cuctemol papmakoHagsopa siBNAeTCs NoATBEPKOEHNE COOTBETCTBUS U
AP HEeKTMBHOCTN BHeApeHus U DYHKLUMOHUMPOBAHUA cuCTeMbl hapMakoHagsopa, NyTeM aHanu3a U OLEHKU
0OBEKTUBHBIX (PaKTOB, BKMOYAs CUCTEMY KayecTBa CUCTeMbl hapmakoHaasopa.

5.1.1.2 Ayaut npepctaensetr  cobol  CUCTEMATUYECKUA,  YNOPSIAOYEHHbIA,  HE3aBUCUMbIA U
OOKYMEHTUPOBAHHbIA NPOLECC MOMNyYeHUs N OOBEKTUBHON OLIEHKN (DAKTOB, XapaKTepusyoLwmux paboTy cuctemMsl
dapmakoHag3opa, C UEnbl OnpedeneHns CTENeHU BbIMOMHEHUA KpUTEpUeB ayauTa, CnocOOCTBYHOLLMX
YNYYLIEHUIO MPOLECCOB YMNpaBneHus puckamu, KOHTPOMNS W ynpaeneHus npoueccamn. Ayautopckue akThbl
COCTOAT U3 3anuncen, AOKYMEHTarnbHbIX NOATBEPXAEHUA WU MHON MHOpMaLuKn, KoTopas UMeeT OTHOLUEHUe K
KpuTepusam ayauta v nogpaaetcsa nposepke. Kputepumn ayaurta oTpaxaloT CTaHOapTbl BbINOMHEHUS U KOHTPONS
OEeATEeNbHOCTU, MO OTHOLUEHWUIO K KOTOPbIM BbIMOSTHAETCS OLEeHKa NPOBEepsieMON CTOPOHbI U ee AeATeNnbHOCTU.
MpumeHnTENLHO K cuctemMe apMakoHag3opa KpuTepunm ayauta  [OMKHbl — OTpaxaTb TpeboBaHus,
npeaobsaBnseMble K cucteMe hapmakoHag3opa, B TOM YUCNEe ero cMcTemMe kayecTBa BbIMOMHAEMbIX npoueayp no
dapmakoHag3opy, KoTopble onpedenstoTcss TpeboBaHUsIMM 3aKOHOOATENbCTBA W HaAnexallen npaKTUKuW
hapmakoHagsopa.

5.1.2 OcHOBaHHbIN Ha pUckax Noaxopq K ayautam cuctemol bapMakoHaasopa

OcCHOBaHHbIM Ha pucke NoAxo4oM SIBASETCA TakoW noaxon, KOTOpbIM MCMonb3yeT MeTodbl onpegeneHus
obnactu pucka. o pUCKOM MOHUMAETCs BEpPOATHOCTb HacTYMNreHUs CobbITUSA, KOTOPOE OKaeT BrMsiHWE Ha
OOCTUXEHNE MOCTaBMNEHHbIX Lenen ¢ Y4eTOM Cepbe3HOCTM ero MOCreAcTBUn W/vnn  BEPOSTHOCTU He
06HapyxeHus apyrummn metogamum. OCHOBaHHBIN Ha pUcke NOAX04 K ayAuTaM OpUEeHTMPOBaH Ha obracTu caMmoro
BbICOKOrO pucKa Ans cucTeMbl hapMakoHagsopa opraHusauuv, B TOM YUCME CUCTEMbI KayecTBa CUCTEMBbI
hapmakoHagsopa. B koHTekcTe dpapmakoHagsopa, NepBOCTENEHHOE 3HaYeHne MMeEET PUCK NPUYUHEHWUS Bpeaa
3[,0pOBLI0 HaceneHns. PUck oueHnBaeTecs Ha cneaylowmnx atanax:

- NNaHMpoBaHWe ayauTa Ha cTpaTermyeckoMm YpOBHE, pesyrnbTaTOM KOTOPOro sIBNSETCS cTpaTterus ayauta
(BonrocpoYHbIv Nogxon), KoTopasi JOSMKHA YTBEPXKAATbCH BbICLLUMM PYKOBOACTBOM;

- NNaHMpoBaHWe ayauTa Ha TaKTMYEeCKOM YpPOBHe, pesynbTaToM KOTOPOro sIBNSETCH nporpamMma ayauTa,
yCTaHOBIEeHUE Lienei ayanTa, a Takke ob6nactu pacnpocTpaHeHns ayanTa;

- NNaHMpoBaHWe ayguTa Ha onepaTMBHOM YPOBHe, pe3yrbTaTOM KOTOPOro SABfseTcd MnaH ayauta Ans
OTOEenbHbIX ayauTOpPCKMX 3ajad, onpedeneHve nNpuopuTeToB 3adad ayguTa Ha OCHOBAHMM OLEHKU PUCKOB,
NCMonNb3oBaHWe METOAOB BblIOOPOYHOrO UccneaoBaHUs U TECTUPOBAHUS, OCHOBAHHbIX HA PUCKE, OTYETHOCTb MO
pesynbTataM ayauMToB B COOTBETCTBUM C OTHOCUTENbHBLIM YPOBHEM PUCKa, a Talkke pekoMeHgauuy no ayanuTy.

OueHka pucka [OfmKHa [AOKYMEHTanbHO MOATBEPXAATbCA [AONA  CTpaTermyeckoro, TaKTUYECKOro W
onepaTUBHOrO NaHNPOBaHUS ayAUTOPCKON OEeATENbHOCTU CUCTEMbI (hapMakoHaA30pa B opraHnsauun.

5.1.2.1 NnaHupoBaHWe ayguTa Ha cTpaTernyeckoM ypoBHe

5.1.2.1.1 Crpaterua ayauta npefctaBnsieT cobol onpefeneHve Ha BbICLIEM YPOBHE MNNaHUPOBaHUS
ayaoMTOPCKMX MEepONpUATUI, NPoBedEeHME KOTOPbIX 3arnnaHMpoBaHO Ha Cpok Gonee ogHOro rofa, kak NpaBumno, Ha
nepuog 2-5 net. CTpaTernst ayauta BkrnoyaeT B cebs nepedeHb ayanTOPCKUX MPOBEPOK, BbIMONIHEHNE KOTOPbIX
MoxeT BbITb goctaTouHbIM. CTpaTterns ayauta ucnonb3dyetcsa And onpegeneHns obnactu, HameveHHoW Ansd
npoBedeHns ayauTa, TeMbl ayguTa, a Takke MeToOOB U AonyLeHun (BKIoYas, HanpuMep, OLEHKY pucka), Ha
KOTOpbIX OCHOBaHa nporpaMmma aygura.

5.1.2.1.2 CrtpaTerns ayamta OOfPKHa OXBaTblBaTb OpraHM3auuio ynpaereHust NpoueccoM, ynpasreHue
puckamn W cpeactBa BHYTPEHHEro KOHTPOMsS BCEX COCTaBNSALWMX CUCTEMbl dhapMakoHagsopa, BKHo4as
cnegywowme:

- BCe npouecchl U 3agayn cuctemMbl hapmakoHagsopa;

- cMCTeMa kavecTBa AeATenbHOCTU B cucTeMe hapmMakoHaasopa;

- B3aUMOeWNCTBUS U CBA3YIOLNE 3BEHbS C APYrMMU NoapasgeneHnsamu, B criydae HeobxoanmocTu;

- MeponpusaTua no apmakoHaa3opy, NpoBoAMMbIE NMOAYNMHEHHBIMWU OpraHM3auMsaMu 1Ny genermpoBaHHbIe
OpYror opraHusauum (Hanpumep, pernoHanbHblM LeHTpaMm, NpeacTasnsalwmM  MHpopMaumnio; dunuanam
aepxaTtens permcTpaLmoHHOro yaoCTOBEPEHUS; TPETbUM fMLaM, TakUuM Kak NoapsaHble opraHusaumn u gpyrue
aepxaTtenu permcTpaLoHHbIX YAO0CTOBEPEHUN).

5.1.2.1.3 ®dakTOopbl pucka, KOTopble crnegyeT yvuTbiBaTb NPW BbINOMHEHWMU Mpouedypbl OLEHKM pucka,
BKITHOYAIOT, HO HE OrpaHUYMBaloTCS CrieayoLWwnuMn:
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- U3BMEHEeHNs B 3akoHogaTenbcTBe no dhapmMakoHaA3opy UMM PyKoBOACTBE MO Haanexalwen npakTuke no
hapmakoHaasopy;

- KpynHas peopraHusauus wnu gpyrme npeobpasoBaHWs CUCTEMbl apMakoHagsopa, CIMsHUS,
npuobpeTeHuns;

- U3MEHEHWE KNIOYEBbIX YNpaBreHYecknx yHKUNI;

- PUCK HexBaTKM Hagnexawmm obpas3oM MOAroTOBIEHHBLIX M OMbITHBIX COTPYOHUKOB hbapmakoHaasopa
(HanpuMep, BBUAOY 3HAYUTENBLHON TeKydeCTu nepcoHana, HegocTaTkoB B Mpoueccax obyvyeHusi, peopraHusaunm,
yBennyeHna o6bemoB paboT);

- CyLLeCTBEHHble M3MEHEHUS B cUCTeMe hapMakoHaasopa C MOMeEHTa npedbiayliero ayguta (Hanpumep,
BBeJeHWe HOBOM 6asbl AaHHbIX NO AeATEenbHOCTM Mo hapmMakoHaa3opy WnM 3HaunTernbHoe oBHoBMneHue
cyuiecTtByoLwen 6asbl AaHHbIX, UIBMEHEHUSA NPOLECCOB N BUOOB AEATENbHOCTA C Y4ETOM HOBbIX UMY N3MEHEHHbIX
TpeboBaHWIn 3aKkoHOA4ATENbLCTBA);

- NepBoe fekapCcTBEHHOE CPEACTBO Ha pbliHKe (4NA AepKaTernen perncTpaumMoHHbIX YA0CTOBEPEHNUIA);

- nekapcTBeHHoe(-ble) cpeacTBO(-a) Ha pblHKE C BBEAEHHbIMU MepamMu MUHUMU3aLUMU PUCKOB UM APYrUMU
YyCNnoBusIMK OBpaLLeHns, CBA3aHHbIMM C npodunem 6e30nacHOCTU NeKapCTBEHHbIX CpeacTB (Hanpumep,
HasHayeHWne OONONHUTENBHONO MOHUTOPUHIA);

- CTeneHb KPUTUYHOCTU NpoLecca, Hanpuvep:

- Ons  YrnoriHOMOYEHHbIX OPraHoB: HACKOMbKO KpUTUYHA obnacTb/Mpouecc No OTHOWEHWI K
Hagnexawemy (OYHKLUMOHUPOBAHMIO HaLMOHAmNbHOW cucTeMbl papMakoHaasopa M obLen Lenu CUCTEMbI
3[paBOOXpPaHeHUs;

- Ona gepxaternen perncTpaumoHHbIX YAOCTOBEPEHWUA: HacKONbKO KpUTUYHa obnacTb/npouecc no
OTHOLLEHUIO K Hagnexawemy yHKLMOHUMPOBAHMIO CUCTEMbI papMakoHagsopa. [pu NpUHATUKM peLleHus o
npoBedeHMn ayauTta Kakoro-nubo dwunuana wnu TpeTbero nuua, gepxarternb perncTpaumoHHOro
YOOCTOBEPEHUS OOIMKEH YYUTbIBATbL XapakTep N KPUTUYHOCTb MEpPONPUATUA No hapMakoHaa3opy, KOTopble
NpOBOAATCA B HacToslee Bpemsa QunuanoMm unuM TpeTbel CTOPOHOW OT WMEHU AepxaTens
perncTpaumMoHHOro YA40CTOBEPEHUS, MOMUMO yYeTa OpYrnxX hakTopoB, BKIMOYEHHbIX B 3TOT CMUCOK;

- pe3ynbTatbl Npegbiaylunx ayautoB (NPOBOAMNUCE NW Koraa-nnbo ayaoutbl 3Ton obnactu/mpouecca,
pesynbTaThbl NpegbiayLiero ayaura);

- BbIsIBMIEHHblE  MpoLeaypHble  HedoCTaTKW/HEeCOOTBETCTBMS,  KacalwliMecsi  KOHKPeTHbIX — obnacrten
AesaTenbHOCTU/MPOoLECCOB;

- Apyrve OpraHuM3auMOHHbIE W3MEHEHWs, KOTOopble MOryT HeraTMBHO OTpas3nTbCst Ha obnactu
AesrtenoHocTu/mpouecce, Hanpumep, €crim NpoucxoauT M3MEHeHue BCroMoraTeribHOM (PyHKUUKM (Takon Kak
NMHOPMALIMOHHO-TEXHOMOrMYeckas nogaepxka), 9T0 MOXEeT HeraTMBHO ckasaTbCsd Ha AeATenbHOCTU Mo
hapmakoHaasopy.

5.1.2.2 MNnaHnpoBaHWe ayguTa Ha TakTU4EeCKOM YPOBHE

5.1.2.2.1 Mporpamma ayguTa npeacTaBnsieT cobo nepeyeHb ayauToOB, COCTOSILLMIA W3 OOHOrO Wnn
HECKONMbKMX ayAWTOB, 3amnfaHWpOBaHHbIX Ha KOHKPETHBIAN CPOK, OObIMHO Ha oauH rod. MogrotoBka mporpammbl
ayauToB AOMKHa OCYLECTBRAATHCHA B COOTBETCTBMM C AOMNTOCPOYHOW cTpaTternen ayguta. lNporpamma ayguta
AomkHa 6bITb  ogobpeHa BbICWIMM  PYKOBOACTBOM C  OOLLEe OTBETCTBEHHOCTbIO 3a OMepaTuBHYIO U
yrpaBrneH4YecKyo CTPYKTYpY.

5.1.2.2.2 OcHoBaHHasi Ha pucke MporpamMma ayauTa OCHOBbLIBAETCA Ha Haffexallen OLEHKE PUCKOB Y
OOIMKHA ObITb OPUEHTMPOBAHA Ha OLIEHKY CriegyHoLLNX acneKToB:

- CMCTeMa kavecTBa cucTeMbl (hapmakoHaa3opa;

- KpuTMYeckme npouecchl B cucteMme dpapMakoHaasopa;

- KMoYeBbIE CUCTEMbI KOHTPOSS, ONMPaloLLMECH Ha MeponpuaTUs apMakoHansopa;

- obnacTu BbICOKOrO pucka nocne BHeApeHUs Npoueayp KOHTPONa U Mep MUHUMU3aLUN PUCKa;

5.1.2.2.3 OcHoBaHHasa Ha pucke nporpaMma ayauta OOSbKHA Takke yuuTbiBaTb pesyrnbTaTbl npeablgyLumnx
ayouTOB B 4YacTW HeQoCTaTOYHOro oxpaTa obnacTten OesATenbHOCTM, HanpaBreHW BbICOKOrO pUCKa, a Takke
HenocpeAcTBEHHOro YykasaHUs pPYKOBOACTBA W/MNKW  NUU, KOTOPble HECYyT OTBETCTBEHHOCTb 3a CcucTemy
thapmakoHagsopa.

5.1.2.2.4 [lokymeHTaumsa nporpaMmMbl ayauta QOSMKHA BKITHOYATb KpaTKoe OonucaHue nnaHa Kaxaoro ayauTa,
KOTOpbIN ByaeT npoBeaeH, B TOM Yncre obbem ayamTa u uenu. O6ocHoBaHMe CPOKOB, NEPUOANYHOCTU N 0Obema
OTOEeNbHbIX ayauTOB, KOTOPble SABMSIOTCA 4YacTbilo NporpaMMbl  ayaAWTOB, [AOSMKHbI  OCHOBbIBATbCS  Ha
OOKYMeHTanbHo OOpMIeHHOW oueHke puckoB. OCHOBaHHblE Ha OueHKe pucka ayautbl CUCTEMb
dhapmakoHag3opa OOMKHbl BbIMOMHATECA PErynsipHO B COOTBETCTBUM C TpebOBaHMAMW 3aKOHOOATENbCTBA.
BHeceHMe OOOCHOBaHHbIX MW3MEHEHMI B nporpaMMmy ayauta [OMbkHO OblTb  Hagnexawum obpasom
OOKYMEHTUPOBaHO.

5.1.2.3 MNnaHnpoBaHme 1 OTYETHOCTbL NO ayauTy Ha onepaTUBHOM YPOBHE

5.1.2.3.1 MNMnaHupoBaHne 1 cbop AaHHbIX HA MecTax

OpraHusaumss JoOfmkHa BHeEAPUTb MUCbMEHHbIE Mpoueadypbl C Y4eTOM MfaHMpoBaHWA UM NpoBedeHus
oTgenbHblXx ayautoB. Cpoku peanusauum Bcex Mep, HeobxoAuMblX ANA BbINOMHEHUMS OTAEeNbHOro ayauTa,
OOMMKHbl  ObITb  YCTaHOBMEHbl B COOTBETCTBYIOWMX Mpouedypax, CBA3aHHbIX C MNpoBedeHVWeM ayauTta.
OpraHunzauma gomkHa obecneuntb NpoBefeHVWe ayauToB B COOTBETCTBUM C MUCbMEHHBIMW Npoueaypamu, B
COOTBETCTBMU C JaHHbIM pasaenoM Hagnexailen npaktukm dpapmakoHagsopa.
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OTgenbHble ayanTbl cUcTeMbl hapMakoHag3opa OOIMKHbI NPOBOAUTLCA B COOTBETCTBUMU C YTBEMKOEHHON
nporpaMmon ayauTta, OCHOBaHHOW Ha puckax (cMm. 5.1.2.2). Mpu nnaHMpoBaHWM OTAENbHLIX ayauTOB ayauTop
onpenensieT 1 oLeHNBaeT PUCKU, COMPSXKEHHbIE C paccMaTpuBaeMon 0bnacTblo, NPUMEHSI camble noaxogsiine
mMeToabl BbIOOPOYHbIX MCCMEenoBaHMI U TecTupoBaHusA. MeTon BbINONHEHUs ayauTa Hagnexawum obpasom
OOKYMeHTUpYyeTCs B NnaHe nposegeHns ayauTta.

5.1.2.3.2 OTyeTHOCTb

BbiBoObl ayaAWTOpOB [OOKYMEHTaNbHO OTpaxalTcAa B aygMTOPCKOM  3aKlYeHMUM W CBOEBPEMEHHO
AokrnagbiBaloTcs pykoBoacTBy. [pouecc ayouTa AOMKEH BKNOYaTb MexaHu3Mbl nepegavv BbiBOAOB ayauTta
00bekTy ayauTta, nonyvyeHuss obpaTHOW CBA3M W NPeAcTaBneHns ayguTopcKoM OTYETHOCTU PYKOBOACTBY U
3auHTEepecoBaHHbLIM CTOpPOHaM, B TOM 4uUcrne nuuam, OTBETCTBEHHbIM 3a cucTeMy apmakoHagsopa, B
COOTBETCTBMU C TpeboBaHUAMM 3akoHOOATeNbCTBa M pekoMeHdauuni Mno ayguTy cucteMbl dhapmakoHaasopa.
PesynbTaTel ayauta [OMXHblI MNPEACTaBNATbCA B COOTBETCTBUM C  OTHOCUTENbHBIM YPOBHEM puUcKa W
KnaccuuumpoBaTbCs C LEenblo yKa3aHus UX KPUTUYHOCTM MO OTHOLUEHUIO K pUCKaM, BAMUSIOWUM Ha CUCTEMY
hapmakoHag3sopa, npouecchl U KOMMOHEeHTbI npoueccoB. Cuctema knaccudukaumm OOMKHa onpeaensaTbcs B
ONucaHun CUCTEMbI KadecTBa hapMakoHaa30pa N yYUTbiBaTb OTMEYEHHbIE HUKE NOPOroBble 3HaYeHUs, KOTopble
cnegyeT Ucnonb3oBaTh B AanbHENLLEN OTYETHOCTH:

- KPUTUYECKUM SBNSETCSA NPUHLMNMANbHBLIN HeQOCTaTOK/HECOOTBETCTBUE OAHOMO UMK HECKOMbKUX MPOLLECCOB
UNN BbINOMHAEMbIX Mpoueayp CUcTeMbl hapMakoHaa3opa, KOTOPbIN OTpUUATENbHO BIMAET Ha BCHO CUCTEMY
hapmakoHags3opa w/wnu npaea, 6e3onacHocTb W Onarononyyve nauMeHToB, W/uWnNWM nNpeacTaBnseT
NOTEHUMArnbHYIO Yrpo3y 300pOBbI0 HaceneHust Wunu npeacrasnseT cobol cepbe3Hoe HapyLleHne AeNCTBYOLLNX
TpeboBaHMI 3akOHOAATENbLCTBA;

- CYLLeCTBEHHbIM SABMSETCS 3HaYUTENbHbIN HEAOCTaTOK/HECOOTBETCTBME OOHOMO UMW HECKOMBbKUX NPOLIECCOB
UNK BbINOMHAEMbIX NMpoLeayp cucTemsl papmakoHagsopa, Unu NpuHUMNUanbHbIA HEAOCTaTOK Kakon-nMbo YacTu
OQHOIO UM HECKONbKUX MPOLECCOB WU BbLINOMHAEMbIX Mpoueayp dapMakoHag3opa, Y4TO OTpuuaTternibHoO
ckasblBaeTCA Ha BCeM Mpouecce Wunum noTeHunanbHO MOXeT cKkasaTbCs Ha npasax, 6esonacHoOCTM W
BGrarononyy4nn naumeHToB, W/UNM MOXeT NpeacTaBnsaTb NOTEHUManbHY ONacHOCTb AMS 340pPOBbSA HaceneHus
n/vnn npegcrtaensetr cobow HapylueHne Oe’CTBYIOLMX TpeboBaHW 3akoHOAAaTeNbCTBA, KOTOPble, OOHAKO, He
CUYMTaIOTCS CEPbE3HBLIMMN.

- HECYLLLECTBEHHbIM  SBNSETCA HeQOCTaTOK/HECOOTBETCTBME  KaKoro-nmbo KOMMOHEHTa O4HOro  Unu
HECKOSbKMX MPOLLECCOB UMK BbIMOMHAEMbIX MPOLEeayp CUCTEMbI (hapMakoHaa3opa, KOTopble, Kak OXXugaeTcs, He
MOTyT OTpuUaTenbHO cKa3aTbCs Ha BCer cucteMe chapMakoHagsopa unum npouecce u/wnu npasax, 6esonacHocTn
1 6naronony4mm NaumMeHToB.

Mo Bompocam, KoTOpble HEeOOXOAMMO pelwaTb B CPOYHOM MOpsiake, HeobxoouMmo HesameanutenbHO
NMHOPMUPOBATL PYKOBOACTBO OObEeKTa ayauTa 1 BbiCLLIEee pyKOBOACTBO.

5.1.2.4 [lencTBMA, OCHOBaHHbIE Ha pe3ynbTaTax ayauta u nocrneayoLwero KOHTPonsa ayamTos

5.1.2.4.1 [eictBus, ykasaHHble B HacCTOsALWEM pasfene, TakMe Kak He3aMeanuTeSibHble OeNCTBUS,
onepaTuBHble OENCTBUS, OEWCTBUS B pasyMHble CPOKW, a TakkKe BOMPOCHI, MO KOTOPbIM HEOOXOOAMMO CPOYHOE
NpUHATUME pelleHns Nnbo cpoyHoe WHpopMUpoBaHUe, NpedHasHayeHbl AN BbINOfIHEHWE B CPOKWU, KOTOpPble
ABNAOTCA Hagnexawumy, YMeCTHbIMU W COOTBETCTBYIOLUMMU OTHOCUTENBHOMY pPUCKY [ONA  CUCTEMBI
dapmakoHag3opa. HeobxogMmo ycTaHOBUTb MPUOPUTETLI KOPPEKTUPYIOLUX U NpeaynpeanTenbHbIX OercTBUN
ONA YyCTpaHeHUs BbISABMEHHbBIX KPUTUYECKUX WU CYLLECTBEHHbIX HEeLOCTaTKOB/HECOOTBETCTBUW. TOYHblIE CPOKU
OENCTBUN, CBSA3aHHBLIX C BbISIBEHHbIM KPUTUYECKMM HEedoCTaTKOM/HECOOTBETCTBMEM, MOMYT BapbMpOBaTbCHA B
3aBMCMMOCTM OT XapakTepa BbIBOAOB U 3anfaHUpOBaHHOIO AENCTBUS.

5.1.2.4.2 PyKoBOACTBO OpraHusaumm HeceT OTBETCTBEHHOCTb 3a ObecrneyeHne opraHmsaumm MexaHu3mom,
No3BONSAILWUM Hagnexawmm obpa3oM pelatb BOMNPOCHl, CBSA3aHHble C pesynbTaTamMu ayauta CUCTEMbI
hapmakoHagsopa. Komnnekc meponpuaTuidi OOSDKEH BKIOYATb aHanu3 M3HayanbHOW NPUYUHBI BbISBIIEHHOMO
HegocTaTka, aHanus BrVSAHUS BbISIBIEHHbIX pe3ynbTaToB ayauTa, a Takke NoaroToBKy niaHa KoOpPeKTUPYHOLLIMX U
npeaynpeaunTernbHbIX MEPONPUATUN.

5.1.2.4.3 Bobicllee pyKkOBOACTBO W nuvua, HaAerneHHble pyKoBOAAWMMMU  MOMHOMOYMAMK, AOMXKHbI
no3aboTUTbCH O TOM, YTODbI NPEANPUHSATL BCe HeobXoamMble apdEKTUBHLIE MepbI MO YCTPaHEHUI0 HEAOCTaTKOB,
BbISIBMIEHHbIX B npouecce ayauTta. BbinonHeHWe cornacoBaHHbIX OEWCTBUA  [OOMMKHO  CUCTEMaTU4ecKu
KOHTponupoBaTbcs. MHdopmauma o xoge peanus3aumm KOPPEKTUPOBOYHbLIX WM NpeaynpeauTenbHbIX OenCcTBuUin
OOMMKHa MepuoamyeckM A0BOAUTLCA [0 CBedeHUs! BbICLLEro pykoBoACTBa COOOpasHO 3anfaHupoBaHHbLIM
aencteusaM. lNoaTBepxaeHNe 3aBepLUeHUst KOMMMeKca KOPPEKTUPOBOYHBLIX W MNpeaynpeauTernbHbiX OencTBUn
OOIMKHO Hagnexawmm obpasom [okymMeHTMpoBaTbecs. [lporpamma  ayauta [ormkHa npegycmartpusaTh
NoTEeHUMarnbHyl0 BO3MOXHOCTb MPOBEAEHUS KOHTPOSIbHbIX ayAWTOB, KOTOPble BbLIMOMHAKTCA MO  Mepe
HeoBX0ANMOCTH, C Lenblo NOATBEMKAEHUS 3aBEPLLUEHUS BbINOMHEHUS COrNacoBaHHbIX AENCTBUN.

5.1.3 Cuctema kayecTtBa 1 JOKYMEHTUPOBAHMUSA

5.1.3.1 KomneTeHTHOCTL ayANTOPOB U yrNpaBneHns KayecTBOM ayaANTOPCKON OeATENbLHOCTU

5.1.3.1.1 He3aBncMMOCTb U OGBEKTUBHOCTL ayauTa u paboTbl ayauTopoB

OpraHunsaumsa gormkHa Ha3HauyMTb KOHKPETHOE NnLo, KoTopoe ByaeT oTBeYaTh 3a AesTENbHOCTL N0 ayauTy B
obnactn dapmakoHagsopa. [JeaTenbHOCTb MO BbINOMHEHUIO ayAMTOB CUCTEMbI hapmakoHaa3opa AOmkHa ObiTb
He3aBucMMoONn. PykoBOOCTBO oOpraHuMsaumMmM [OMMKHO obecneynTb M AOKYMEHTMPOBATb HE3aBMCUMOCTb U
OBOBLEKTUBHOCTL ayauUTOPOB.
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AyauTtopbl fomkHbl OblTb cBOGOAHBLI OT BMellaTenbCTBa B onpeaeneHne obvema ayauta, npoBeneHue
ayauTta cucteMbl papMakoHag3sopa u MHopMupoBaHne o pesynbtatax ayguTta. OCHOBHasA OTYETHOCTb AOMKHA
HanpaBnsaTbCH BbICWIEMY PYKOBOACTBY, KOTOPOE HECET MOSMHY OTBETCTBEHHOCTLIO 3a WCMOMHUTENbLCKYI U
yrpaBrneH4YecKylo CTPYKTYpy, YTO MNO3BONseT ayautopy(-am) BbINOMHATb CBOM 0BS3aHHOCTM WM NPeAcTaBUTb
He3aBMCMMOE M OOBEKTMBHOE ayaUTOPCKOE 3akrtoyeHue. AyauTopbl MOMYT KOHCYNbTUPOBATLCS C 3KCNepTamMu,
nepcoHanoMm, y4acTBylLlMM B Mpoueccax No apMakoHag3opy, a Takke C nuuOM, YNOMHOMOYEHHbIM NOo
dapmakoHaa3opy, NpyM COXpPaHEHUU HENPEAB3ATOr0 OTHOLUEHUS M OTCYTCTBUM BIUSIHUA Ha OOBEKTMBHOCTb U
KayeCTBO BbIMOHAEMbIX paborT.

5.1.3.1.2 Kanudukauuns, npoceccrmoHanmam, onbIT U HenpepbliBHOE NOBbIWeHWe KBanudukaumm ayautopos

AyouTopbl AOMKHbI obnagaTb M noggepxuBaTtb Tpebyemyio KBanuuKauumio C TOYKM 3PEHUS 3HaHWUN,
HaBbIKOB U CNOCOOHOCTEN, HeOOXoAUMbIX Ans 3PEKTUBHOrO NPOBEAEHNS ayAUTOPCKNUX MEPONPUATUN CUCTEMBI
dapmakoHag3opa, a Takke yyacTus B HUX. AyauTopbl JOMKHbI obnagatb HaBblkaMy, YMEHUSIMU U 3HAHWUSIMW MO
pasgenam:

- NPUHUMMOB, NpoLeayp U MeTodoB ayauTa;

- CYLLECTBYIOLMNX 3aKoHoAATErNbHbIX aKTOB, PYKOBOACTB WM ApPYrnx TpeboBaHWi, OTHOCALLUMXCHA K cucTeme
hapmakoHaa3opa;

- MeponpusaTUin, NPoLLeccoB 1 nNpouenyp hapmakoHaa3opa;

- CUCTEM ynpaBneHus;

- OpraHM3aunoOHHbIX CUCTEM.

5.1.3.1.3 OueHka ka4yecTBa ayauUTOPCKON AeATENbHOCTU

OueHka ayouTOpCKOM OesdATeNbHOCTM MOXET OCYLLECTBAATLCS NOCPEACTBOM TEKyLlen U nepuogumyeckomn
OLIEHKM BCEWN ayauTOPCKOWN OEeATENbHOCTM, OT3bIBOB 00bEKTa ayauta U CaMOOLIEHKM ayAUTOPCKON AeATENbHOCTU
(HanpuMep, KOHTPONb KayecTBa aygUTOPCKOW AeATenbHOCTW, COBnaeHue Koaekca MoBedeHus, nporpamm
ayauTta u ayautopckux npoueayp).

5.1.3.2 AyauTbl, npoBedeHHble BHELUHUMUW NOCTaBLLMKaMWN ayaUTOPCKUX YCnyr

OcHoBHasi OTBETCTBEHHOCTb 3a (DYHKUMOHUPOBaHUE U 3(PHEKTUBHOCTL CUCTEMBI (papmakoHaasopa NexuT
Ha opraHudaumu. B cnydae ecnu opraHusaums nNpuHUMaeT pelleHue MnpuberHyTb K BHELUHEMY MOCTaBLUUKY
ayauTOPCKUX YCryr Ans BbINOMHeHUsA TpeboBaHun No ayanTy cucteMbl chapMakoHag3opa Ha OCHOBE HaCTOSILLEro
pasgena, cnegyeT cobnocTy cneayowne TpedoBaHus:

- TpeboBaHNsi M NOArOTOBKA OLEHKM ayaAWTOPCKOro pucka, cTpaTermn ayawra, nporpammbl ayauta u
OTAENbHbIX ayAUTOPCKUX 3a4aHUA AOMKHbI ObiTb AOBEAEHbI OpraHM3aumen 0O CBEAEHWUS BHELLIHUX NOCTaBLLMKOB
ycnyr B NMCbMEHHOW hOopME;

- 0bbem paboTbl, 3agaun 1M npoueaypHble TpeboBaHWMA K NPOBEAEHWIO ayauTa LAOIMKHbI ObiTb AOBeAEHbI
opraHu3aumen 0o cBeAeHUs BHELWHNX NOCTaBLUMKOB YCyr B MMCbMEHHOM hopMe;

- opraHusaums [ofkHa MOonyYuMTb OOKYMEHTanbHOEe MOATBEPXKAEHWE HE3aBUCUMOCTU U OOBEKTUBHOCTU
BHELLIHMX NOCTaBLLMKOB ayguUTOPCKNX YCYT;

- BHELWHMI NOCTaBLUMK ayaAWTOPCKUX YCMyr [OOSKEH Takke cobnogatb COOTBETCTBYHLUME pasfenbl
HaCTOSILLLEro TEXHUYECKOro Kogekca.

5.1.3.3 XpaHeHue oTyeToB 06 ayauTax

OT4yeTbl 06 ayguTax U cBedeHus, MOATBepXAalolve 3aBeplueHWe AeWCTBUA MO pesynbTatam ayauta,
OOMXKHbI XPaHUTbLCHA B COOTBETCTBUU C TPEOOBaHNAMU, NPUBEAEHHBIMW B pasaerne 2.

5.2 TpeboBaHUsA K NpoBeAeHUIO ayauTa

5.2.1 [lep>xatenu perMcTpaumoHHbIX yOOCTOBEPEHUN

5.2.1.1 TpeboBaHusa K NpoBeaeHUIO ayauTa

OepxaTenn perucTpaumoHHbIX YOOCTOBEPEHUn 0BsA3aHbl perynspHo NPoBOAUTL OCHOBAHHbIE HA puUcKe
ayauTopckMe MpOBEPKW CBOEW cuUcTeMbl hapmakoHadsopa, BKMoYas ayauT CUCTEMbl KayecTBa CUCTEMb
hapmakoHagsopa, ¢ uenbio obecnevyeHnss COOTBETCTBUS OEWCTBYIOLLEN CUCTEMbl KadecTBa NpeabsBnsemMbiM
TpeboBaHuAM. [laTbl NpoBeAEHNS ayaAUTOB 1 pe3ynbTaTbl NPOBEAEHHbIX ayANTOB, a TakKe KOHTPOIbHbIX ayanToB
OOIMKHbI Haanexalmm obpa3om AOKYMEHTUPOBAaTLCS.

5.2.1.1.1 YnonHomMmou4eHHoe nuuo no chapmakoHaasopy B Pecnybnuke benapycb

YIN® gomkHO nomnyyaTb OTYEThl O pesynbTaTtax ayauTta cuctemMbl hapmakoHaasopa, a Takke npeacrasnaTb
nHdopMaUmio ayauTopaM, UMEKLWMM OTHOLWIEHME K OLEHKe pPUCKOB, BKMNOYas CBEAEHUS O COCTOSHUM
BbINOMHEHUS KOPPEKTUPYIOLLMX W NpeaynpeauTenbHbiXx MeponpuaTtuid. YII® gormkHO nonydaTe UHGOPMAaUMIo O
pesynbTaTtax noboro ayaura, MMEIOLWEro OTHOLWEHWE K cucteMe dhapMakoHagsopa, BHE 3aBUCUMOCTU OT MecTa
ero nposegeHus.

5.2.1.2 YNONHOMOYEHHbIN opraH

5.2.1.2.1 TpeboBaHusa K NpoBeaeHU0 ayauTa

YNONMHOMOYEHHbIA OpraH OOSDKEeH perynspHO NpoBoAUTb He3aBUCKMMble MPOBEPKM 3aday HaumoHanbHOW
cuUcTeMbl papMakoHag3opa, perynspHbii ayaut cBoen cuctembl hapmakoHagsopa U OCHOBaHHbLIE Ha pucKax
ayouTbl CUCTEMbl KavecTBa C Lenbl obecrnevyeHus COOTBETCTBMS CUCTEMbl KayecTBa MpeabsBnsemMbiM
TpeboBaHuaM. [daTbl npoBegeHus M pes3ynbTaTbl MPOBEAEHHbIX ayAWTOB, @ TakkKe KOHTPONbHbIX ayaMTOB,
OOMMKHbI Haanexalumm obpa3oMm AOKYMEHTUPOBAaTLCS.
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5.2.1.2.2 MpuHaTasa metogonorus

B uensax obecneveHns cornacoBaHHOIO U rapMOHU3NPOBAHHOMO NAHMPOBaHWS, peanu3aumn n OTYETHOCTY,
ayauTbl AOMKHbI OCHOBbLIBATLCSA Ha NPUHATON TEPMUHONOTMM U METOAONOTNN.

5.2.2 TpeboBaHMA K aygUTOPCKON OTHETHOCTU

5.2.2.1 OT4eTHOCTb AepxaTens perncTpaunmoHHOro yaoCcToBepeHuns

5.2.2.1.1 [epxaTenb perncrpaumoHHOro yAoCTOBEPEHUS OOIMKEH BKMOYUTb MOSICHUTENbHYK 3anucb no
KPUTUYECKMM W CYLLECTBEHHbIM pesynbTatam ayguTa cuctembl hapmakoHagsopa B macTep-hann cuctembl
dapmakoHagsopa. OcCHOBbIBasCb Ha pesynbTatax ayauta, gepxatenb perncTpaumoHHOro yA4oCTOBEPEHUS
AomkeH obecrneunTb MOArOTOBKY M peanu3auuio COOTBETCTBYHOLLErO MNfaHa, B KOTOPOM MOAPOGHO Yyka3aTb
KoppekTupylowme U1 npegynpexgawowmne  meponpuatua.  [locne  BbINONMHEHMSA  KOPPEKTUPYOLWKMX ©
npegoynpeauTernbHbIX MeponpusaTUiA B NONHOM obbeme 3anucb B Mactep-channe mMoxeT ObiTb yaaneHa. [Onsa
yaaneHus Kkakux-nnbo cBedeHUn, Kacawwmxca ayauTta, u3  MacTtep-avna cuctembl  hapmakoHagsopa
TpebyloTca 06bEKTUBHBIE NOATBEPXKAAKLME AAHHbIE.

5.2.2.1.2 [depxaTenb perncrpauuoHHOro yaoCTOBEpPEeHUs OOSMKHbl 0BecneynTb BKIHOYEHUE Chmcka BCeX
3annaHupoBaHHbIX M MPOBEAEHHBIX ayguMTOB B MPUMOXEHWE K MacTep-anny cucteMbl dapmakoHaasopa, a
Tawkke BbIMNONIHEHME BCEX 3annaHUMpOBaHHbIX ayauTtoB C cobnogeHvem 0653aTensCcTB MO OTYETHOCTW,
NpeoyCMOTPEHHbIX 3aKOHOA4ATENbCTBOM, PYKOBOACTBOM MO Hagnexalwen npaktuke ¢apmakoHagsopa w
BHYTPEHHUMM NpaBunamm oTyeTHOCTU. [aTbl U pesynbTaTbl NPOBEAEHHbIX ayauTOB, a TakKe KOHTPOMbHbIX
ayauToB AOMXHbI Hagnexalmm obpasomM OKyMEeHTUPOBaTLCS.

5.2.2.2 OT4ETHOCTb YNOMHOMOYEHHOro opraHa

YNOMHOMOYEHHBIA OpraH [OMKHbI rapaHTMpoBaTb, YTO OH 0becneumBaeT cobnogeHne obs3aTenbcTB Mo
npeacTaBneHuio OTYETHOCTU MO BbINOMHEHHBIM ayguMTaM B COOTBETCTBMU C 3aKOHOAATENbCTBOM, PYKOBOACTBOM
no Hagnexatlen npaktuke hapmakoHagsopa v BHYTPEHHUMU Npasunamm oT4ETHOCTU.

5.2.3 KoHpmnaeHumnansHOCTb

C pokymeHTamu 1 MHopmauunen, cobpaHHON BHYTPEHHUM ayauTopoM, criegyeT obpalwaTtbes ¢ AOMKHbIM
YPOBHEM KOH(UOEHUMANLHOCTU U OCMOTPUTENBHOCTN.

6 Cuctema ynpaBneHUs puckamm

6.1 BBegeHue

Mpouecc ynpaBneHnsa puckamm COCTOUT U3 TPEX B3aMMOCBA3aHHbIX U NOBTOPSIOLLMXCSA CTagun:

1. Xapaktepuctuka npodunss 06e30nacHOCTU NEeKapCTBEHHOrO CpeacTBa, BKMAYas W3BECTHble U
Hen3BeCTHble acnekTbl.

2. lnaHupoBaHue OeATenbHOCTU NO bapMakoHaA30py MO XapakTEPUCTUKE PUCKOB U BbISIBNEHUIO HOBbIX
PUCKOB, a Takke NOBbILLEHUSA 06LLEro YPOBHA 3HaHU 0 Npodumrne 6e30nacHOCTU NeKapCTBEHHOrO cpeacTaa.

3. MNnaHupoBaHne n OCyLIECTBNEHNE AEATENBbHOCTU MO MWHMMWU3AUMM NOCMEACTBUA PUCKOB, a Takke
OLEeHKN 3hEKTUBHOCTN JAHHOWN AEATENBHOCTH.

6.2 CTpyKTYypbI U npouecchl

6.2.1 MNpuHLMNbI yNnpaBneHns puckamu

OcHoBHOI Lenblo npolecca ynpaeneHus puckammn siBnsieTcs obecriedeHne NpUMEHeHUs1 NeKapCTBEHHOMO
cpencTtsa Npy MakCMarnbHO BO3MOXHOM MPEBbLILLEHNW NOMb3bl ornpedeneHHoro iekapcTBeHHOro cpeacTaa (Mnu
COBOKYMNHOCTW NeKapCTBEHHbIX CPeACTB) Hag puckamu Ans Kakgoro nauueHta u Ans uenesbiX nonynsuvin B
uenoM. OTo MOXET ObITb AOCTUrHYTO MO0 NyTEM YBEMUYEHWUSI MOMb3bl UMM MYTEM CHWXEHUSA puckoB. Npouecc
yrpaBneHns puckamm HOCUT LIMKMUYHBIA XapakTep U COCTOUT M3 MOBTOPSIOLMXCA 3TanoB Mo ONpeaerieHnto u
aHanusy puUckoB W NOMb3bl, OLEHKE COOTHOLLUEHWUS MOMb3a-puck ¢ onpegeneHnemM BO3MOXHOCTM ONTMMMU3aLmK,
BbIOOpY M MNNaHWpPOBaHWIO METOAO0B XapaKTePUCTUKU/MUHUMMU3ALUM PUCKOB, BHEOPEHWIO MeponpuaTUA Mo
MUHMMU3aLNW/XapakTEPUCTUKE PUCKOB, COOPY AaHHBIX C MOHUTOPUHIOM 3(P(EKTUBHOCTU NPUHATBLIX MEP.

6.2.2 OTBETCTBEHHOCTb 3a yrnpaBneHue prckamm B pamkax opraHusaumnm

OCHOBHbIMX OpraHn3auusMun, HenocpeacTBEHHO BOBMEYEHHbIMU B MIIaHMPOBaHUE YyMNpaBreHus prcKamu
neKkapcTBEHHbIX CPEACTB, ABNSAITCA AepXKaTenu perncTpaLoHHbIX YAOCTOBEPEHUA N YNONHOMOYEHHbIE OpraHbl,
OTBETCTBEHHbIE 3a perynMpoBaHue npoLecca obpalleHus nekapcTBEHHbIX CpeCTB.

6.2.2.1 Jepxatenu perucTpaumoHHbIX YA0CTOBEPEHNI

B oTHOWeHUM npouecca ynpasneHust pyckamu, CBA3aHHbIMU C BbIMyCKaeMbIM NEKapCTBEHHbIM CPeaCcTBOM,
AepxaTenb perncTpauuoHHOro yaoCTOBEPEHNS] HeCceT OTBETCTBEHHOCTL 3a:

- obecrneyeHne MOCTOSHHOrO KOHTPONS PUCKOB, CBA3aHHLIX C MNPUMEHEHUEM NeKapCTBEHHOro(-bix)
cpeacTea(-B), cornacHo TpeboBaHWU/ COOTBETCTBYIOLLErO 3aKOHOAATeNnbCTBa WM NpeAcTaBreHne nonyyYaembix
pes3ynbTaToB B COOTBETCTBYIOLINE YNONTHOMOYEHHbIE OpraHbl;

- NPpUHATME BCeX HeobXoouMbIX Mep ANS  MUHMMU3aUUM  PUCKOB, CBSA3aHHBIX C  MPUMEHEHMEM
nekapcTBeHHOro(-blx) cpeactea(-B), a Tawke Ofs AOCTMKEHUS MakCUManbHO BO3MOXHOW MOMb3bl, BKOYas
obecrievyeHe [OCTOBEPHOCTM BCEN MHAOPMaUMK, NPEeACTaBhAsSeMOn AepxaTernem  perncTpauuoHHOro
YAOCTOBEPEHNSA B OTHOLLUEHWM NEKAPCTBEHHbIX CPEACTB, @ Takke ee aKTMBHOEe OOHOBMeHWe W npeacTaBrieHune
HOBOW MHPOPMaLMK MO Mepe ee NoMyYeHUs.
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6.2.2.2 YNOnHOMOYEHHbIe opraHbl

O65a3aHHOCTAMN YNONMHOMOYEHHbIX OPraHOB B OTHOLLEHUU NpoLecca ynpaBreHns puckaMmum aBnsioTCs:

- NOCTOSIHHBIA MOHWUTOPUHI MOMb3bl U PUCKOB NEKapCTBEHHbIX CPEACTB, BKMOYasd OLEHKY CcooOLeHui o
BbISIBMIEHHbIX HeXernaTenbHbIX peakuusax, npeacTaBreHHbIX epXaTensaMm perncTpaumoHHbIX YOAOCTOBEPEHUN,
MeOUUUHCKUMK 1 (bapMaueBTUYEeCKUMN paboTHMKaMW, MnauueHTamu W MONyYeHHbIX U3 APYrMX MCTOYHMKOB
nHopmaumm, B crnyyasix, korga 3To Heobxoaumo;

- NMPUHATME COOTBETCTBYIOLUX PErYNATOPHBIX MEP MO MUHUMMU3ALMM PUCKOB, CBA3AHHbIX C NEKapCTBEHHbLIMU
cpegctBamu, U obecrneveHne nonyvyeHns MakcumarnbHO BO3MOXHOWM MOfb3bl, BKIOYas obecnevyeHne TO4HOCTU U
NOMHOTLI BCeN MHAOPMaLnK, NpeacTaBnsieMon aepxaTtensiMm perncTpauuoHHbIX YOAOCTOBEPEHUI B OTHOLLEHUN
nekapcTBEHHbIX CPeacTs;

- obecrneyeHne BbIMNOMTHEHWUS MEPONPUATUA MO MUHUMM3ALMMA PUCKOB Ha HaLMOHANbLHOM YPOBHE;

- 9(pheKTMBHBIA OOMEH AaHHBIMWU C 3aUHTEPECOBAHHbIMWM CTOPOHAMW NPU HanW4YMU HOBOW LOCTYMHOW
nHdopmaumm. Cioga BXOAWUT npedocTaBneHve UWHpopMauum B COOTBETCTBYKOLWEM dopmaTe nauueHTam,
MeOUUUHCKUM 1 bapMaueBTUYeCKM paboTHUKaM, rpynnam nauneHToB, Hay4HbIM coobllecTsam u T.4.;

- obecrneyeHne NPUHATUS COOTBETCTBYIOLLMX MEp MUHMMM3aLUW PUCKOB, NPU WX onpedeneHun, Bcemu
aepxaTensamm perucTpaumoHHbIX YOOCTOBEPEHUN, KakK OPUTMHAarmbHbIX, TaK U FeHepuU4eckux IeKapCTBEHHbIX
cpencTs;

- NpeAcTaBneHne MHMopMauun Opyrum perynatopHbiM opraHam, 4YTO BKMo4aeT B cebsa yBegomneHue o
nobon gesatensHOCTU MO obecneyeHnio 6e30nacHOCTU B OTHOLLEHUM NleKapCTBEHHOMO CPeAcTBa, B TOM yucre 06
N3MeHeHnsx B MHdopmauum o6 opurmHanbHOM fiekapCTBEHHOM CpecTBe.

6.2.3 Lienu nnaHa ynpaeneHus puckamu

6.2.3.1 TlnaH ynpaeneHus puckamn (MYP) cogepxut uHdopMaLmnio, KoTopass [[OSKHA BbINOMNHATL
cneaywowme TpeboBaHus:

- onpegensaTb U XxapakTepunsoBaTb Npodunb 6e3onacHOCTU NekapcTBEHHOro(-bIx) cpeactaa(-B);

- yKasblBaTb, KakmMm 00pa3oM MOXHO cnocobcTBoBaTb AarnbHENWen xapaktepuctuke npoduns
BesonacHoCcTW nekapcTBeHHOro(-bIX) cpeacTaa(-B);

- NoATBepXAaTb AOKYMEHTanbHO Mepbl MO NPeAoTBpalLEeHMI0 UM MUHUMU3aLMU PUCKOB, CBSA3aHHBLIX C
NpUMEHEeHeM fiekapCTBEHHOro CpeacTBa, BKMYas oueHKY adEKTUBHOCTU AaHHbIX MEPONPUATUN;

- noATBEPXKAATb AOKYMEHTaNbHO BbIMOMHEHWE MOCTPErMCTPaLMNOHHbIX 06s13aTenbcTB no  obecnevyeHuo
6e3onacHOCTU NPUMEHEHUS, BBEAEHHbLIX NPY perncTpauum nekapCTBeHHOro CpeacTaa.

6.2.3.2 [insa BbINOMNHEHUS ykazaHHbIX TpeboBaHui MYP Takke OOMmKeH:

- ONUCbIBaTb WM3BECTHYID W HEU3BECTHYH MHopmaumo o npodune 6e30nacHOCTM NeKapPCTBEHHOIO(-bIX)
cpeactea(-B);

- yKasaTb, KakoBa CTeMeHb YBEPEeHHOCTM B TOM, 4YTO 3(PEKTMBHOCTbL FEeKapCTBEHHOrO CPeacTBa,
NPOAEMOHCTPUPOBaHHASA Y LieneBblX NonynsaumMn npy NnpoBeAeHUn KIMHNYECKNX UcnblTaHuin, ByaeT gocTuraTbes B
MOBCEOHEBHOM MEOULUMHCKON MpakTUKe W JOKYMEHTanbHO MOATBEPOUTb BO3MOXHYH HeOOXO4MMOCTb
nccriegoBaHun apEeKTMBHOCTU Ha NOCTPErMcTpaLMoHHOM nepuoae;

- NNaHupoBaTb cnocob oueHKM 3PPEKTUBHOCTU MeP NO MUHUMU3ALIMN PUCKOB.

6.2.3.3 TYP saBnaetcs ANHAMUYHO M3MEHSIOLLMMCS, CaMOCTOATENbHbIM OOKYMEHTOM, KOTOPbIN AOSKEH
OBHOBMATLCA Ha NPOTSHXKEHUM BCErO XMU3HEHHOro LMKna npoaykumn. Ons nekapcTBeHHbIX CPeacTs, TpebyroLwmx
COCTaBMneHns Nepuoanyeckmx oT4eToB No 6e30nacHOCTU, HEKOTOPbIE (Y4acTun) MOgYM MOTYT MCNOMb30BaTLCA AN
obenx uenen.

6.2.4 CTpyKTypa nnaHa ynpasneHus pyckamu

MYP BkntovaeT ceMb MHDOPMALMOHHBIX YacTen:

YacTtb | O630pHasa nHgopmaLms no nekapcTBeHHOMY CpenCcTBY

YacTb Il Cneumdukaums no 6esonacHocTn

Moaynb Cl: Snugemuonorns nokasaHus(-mi) no ueneson(-bix) nonynauum(-am)

Mogyne ClI: JoknnHuyeckast yacTb

Mogynb ClIl: Bo3gencTsme nekapcTBEHHOIO CPeaCTBa B Xo4e KIMMHUYECKUX UccnegoBaHMn/UCnbITaHUm
Mogyne CIV: Monynaummn, He udydeHHble B Xo4e KIMUMHUYECKUX UCCeaoBaHUN/UCNbITaHURA

Moaynb CV: NocTpernctpaumoHHbIN OnbIT NPUMEHEHNS

Moaynb CVI: JononHutenbHble TpeboBaHus K cneuundmrkalmm no 6esonacHocT

Moaynb CVII: MaeHTudrumpoBaHHble 1 NoTeHLManbHbIE PUCKA

Moaynb CVIII: O6o6weHHas nHpopmauus no npobnemam no 6esonacHoCTU

YacTeb Il MnaH no dhapmakoHaasopy

YacTtb IV MNnaH nocTpernctpaumoHHbIX uccrneqoBaHuin apekTMBHOCTH

YacTtb V Mepbl MUHUMM3aLUN PUCKOB (BKMNoYasa OLEeHKY 3dEKTUBHOCTU MEP MUHUMMN3aLUN PUCKOB)

YacTb VI Pesiome nnaHa ynpasrneHus puckamu

Yactb VII MpunoxeHuns

Ecnu IMYP coctaBnsgeTca Ha HECKOMbKO NeKkapCTBEHHbLIX CPEACTB, AN KaKOOoro U3 fekapCTBEHHbIX CpeacTs
AOIMKHa BbITb MpegycMoTpeHa oTAenbHas YacTb.
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6.2.5 MNMogpo6Hoe onucaHne Kaxaon YacTu nraHa ynpaBneHns puckamm

6.2.5.1 Yactb | MYP «O630pHasi HdopMaLusi No NeKapCTBEHHOMY CPEACTBY»

[aHHas 4yacTb JorkHa npeacTaBnATb aaMUHUCTPATMBHYHO MHGopmauuio o YP, a Takke 0630pHYyt0
nHdopMaLmIo NO NEKapCTBEHHOMY CPEACTBY, Ha KoTopoe cocTaBnseTca MYP.

Pa3pen pomkeH Bknto4yaTb:

6.2.5.1.1 lndpopmaumsa 06 akTMBHOM BeLLecTBe:

aKkTMBHoe(ble) BellecTBo(a);
- chapmakoTepanesTudeckas(ne) rpynna(el) (kog ATX/ATC);
- Ha3BaHWe gepxaTtens perncTpaunoHHOro YaoCToBepeHus;
- JaTa v cTpaHa nepBou peructpauum B Mupe (ecnu npumMeHUMo);
- faTta u cTpaHa, B KOTOPON BbINo Ha4YaTo MEANLIMHCKOE NPUMEHEHME (ECNU NPUMEHNMO);
- KONMMYeCTBO NeKapCTBEHHbIX CPeacTB, KOTopble BKIoYeHbI B MYP.
6.2.5.1.2 AgmuHucTpaTmBHas uHdopmaums o MNMyP:

- AaTa OKOH4YaHWs cbopa AaHHbIX B pamkax Tekywero MYP;

- faTa npeacTaBneHus 1 HOMep Bepcuu;

- NepeYeHb Bcex Yacten u moaynen NYP ¢ npeacrasneHvem nHdopmauum o gate n sepcumn NYP, B pamkax
KOTOpOro B nocrnefHuii pas (06HoBnsnack 1) npeacraensnack YacTb/Moayrb.

6.2.5.1.3 VHdbopmaLmsa onsa Kaxaoro nekapcTBEHHOro CpeacTaa, BKNtoYeHHoro B [YP:

- ToproBoe(ble) HanmeHoBaHue(1s) B Pecnybnuke benapyce;
- KpaTkoe onucaHue NekapcTBEHHOIO CPeACcTBa, BKMovarLlee:
- XMUMNYECKNI KNnacg;
- KpaTKoe onMcaHne MexaHu3ma OeNCTBUS;
- BaXkHasi MHAOpMaLMsa O ero coctaBe (Hanpumep, NPOUCXOXOEHNE aKTUBHOMO BeLLLeCTBa OMONOrMYeCKmX
NneKkapcTBEHHbIX CPeacTB, COOTBETCTBYIOLLMX ablOBAHTOB Af1si BAKLWH);
- NoKa3aHusi:
- 0gobpeHHble (ecnv NPUMEHUMO);
- NpegnaraemMble (ecnv NPUMEHUMO);
- PEXMM LO3NPOBaHUS:
- 04obpeHHbIN (ecnv NPUMEHUMO);
- NpegnaraemMbli (ecnv NPUMEHUMO);
- NeKapCTBEHHbIE hOPMbI 1 [O3NPOBKa:
- ogobpeHHas (ecnv NPUMEHUMO);
- Npepgnaraemas (ecnv NPUMeEHUMO);

- 0bLLLEMMPOBOI pPerynaTopHblA cTaTyc Cc pasbumBkoM NO CcTpaHam (gata perucrtpauun/otkasa, gara
pa3MeLLeHMs Ha pbiHKe, TEKYLLMIA CTaTyC perncTpaumm, nosicCHUTENbHbIE KOMMEHTapuUN).

6.2.5.2 YacTb Il MYP «Cneuymndukaums no 6e3onacHOCTU»

Llenbto pasgena siBnsieTcs npefcraBneHve kpaTkoro o63opa npoduns 6e3onacHoCcT NeKapCTBEHHOMO(-bIX)
cpeacTtBa(-B), C ykasaHMeEM W3BECTHOW MWHGopmauum no 0Ge3onacHOCTW, a Takke onpeaeneHns pasgernos
npocunsi, N0 KOTopbiM GE30MaCHOCTb HEe ABMSAETCA AOCTAaTOMHO M3yydeHHoW. Cneumdumkaumna no 6esonacHocTn
OOIMKHa npeacTaBnaTb coboW pestome BaXHbIX WMAEHTUUUMPOBAHHBLIX PUCKOB JIEKAPCTBEHHOrO CpeacTea,
BaXXHbIX MOTEHUMamNbHbIX PUCKOB U BaXXHOW OTCYTCTBYOLLENn uHpopmauun. Cneumndmkaumnsa no 6esonacHocTu B
MYP cdopmMumpyeT OCHOBY NraHa hapmakoHag3opa U nnaHa MUHUMU3aLnM pUCKOB.

Cneumndmkauua 6esonacHocty B [MYP BkNtovYaeT BoCeEMb pa3aenos:

Moaynb CI onvaemMuonorns nokasaHus(-min) no ueneson(-biM) nonynaunm(-am)

Mogyne ClI [oknuHnyeckas Yactb

Mogynb CllI Bosgenctene nekapCTBEHHOrO CpeAcTBa B XOAE KIMMHUYECKMX UCCrEeqoBaHN
Mogyne CIV Monynauun, He N3y4YeHHbIe B X04e KIMHUYECKMX UCCnegoBaHum

Moaynb CV MocTperncTpaumoHHbI ONbIT NPUMEHEHNS

Mogynbe CVI HononHutenbHble TpeboBaHUs k cneumdukaumum no 6esonacHoCcTu

Moaynb CVII VaeHTudmumpoBaHHble U NOTEHUUanbHbIE PUCKK

Moayne CVIII 0O606LeHHas nHdopMaLms no npobnemam no 6GesonacHOCTU

Cneumndukaums no 6e30nacHOCTM MOXET BKNOYaTb AONONHUTENbHbIE 3NIEMEHThI B 3aBUCMMOCTM OT CBOMCTB
riekapCTBEHHOrO CPeACcTBa, NMporpaMmmbl ero pa3paboTku U N3YYeHNs, BKMOYas acrnekTbl kayecTBa U UX BIUSHWUE
Ha npocune 6e3onacHoOCTM 1 ahPEKTUBHOCTM NEKAPCTBEHHOIO CPEACTBA, pUCKa CBA3aHHOMO ¢ (OOPMOM BbiMycka
M MHbIX acnekToB, MoauduLmpyoLwmx npoduns esonacHocTw.

6.2.5.2.1 Moaynb CI IMYP «3nugemuonorusi nokasaHum no Lenesom (-biv) Nonynsuum (-am)»

OnNMaeMronorns nokasaHus(-n) aenseTcsa npegMeToM OMMCaHus U OueHKU B AaHHOM pasgene. OnucaHue
OOMKHO BKMOYaTb B ceba  OueHKy YpoBHA 3aboneBaeMocTW, PacnpoOCTPaHEHHOCTM, CMEPTHOCTW,
pacnpoCTPaHEHHbIX B LENeBON MONynsUMU COMYTCTBYIOLWMX 3ab0neBaHWn U, MO BO3MOXHOCTM, OOMKHO ObiTb
npeacraBneHo co crpaTudukaumen no Bo3pacTy, MOMy UM PacoBOMY W/WMU STHUYECKOMY MPOUCXOXOEHUIO.
Pasnuuns B anvaeMuonornm B pasHbIX permoHax Takke OOSbKHbl MoABepraTbes oueHke u onucaHuto. Cnegyet
Takke MpefocTaBuUTb WHAOPMALMIO O BaXHbIX COMYTCTBYHOLWMX 3aboneBaHusX LeneBor nonynsauum u
BO3MOXHOM BIUSIHUW FIEKapCTBEHHOrO CpeAcTBa Ha CONYTCTBYLYO natonoruto. BknovaeTca mHdpopmauus o
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npegnonaraeMoM Ha3Ha4YyeHWM feKapCTBEHHOro CpeacTBa, Hanpumep, MpedHasHayeHO M OHO AN
npocunakTnkn 3abonesaHuii, AnNa NpegoTBPaLLEHNS HEKOTOPbIX CEPbE3HbIX MCXOO0B B CBA3W C ONpeaeneHHbIMM
3aboneBaHVAMN UMK AN TOPMOXEHUST NMPOrpeccupoBaHnNs XpoHMYecKoro 3aboneBaHus. [orkeH Takke ObiTb
npeacTaBneH KpaTkuii 0630p MecTa NnekapCTBEHHOro cpeAcTBa B TepaneBTUYECKOM apCeHarne rekapCTBEHHbIX
cpencTs.

6.2.5.2.2 Moaynb Cll MYP «[oknnHuyeckas 4acTb»

OanHubin Mogynb MYP pomkeH npeAcTaBUTb pPe3tOMEe BaXKHbIX [AaHHbIX, MOMyYeHHbIX B pesynbrate
OOKIMMHUYECKNX nccnegoBaHnii 6esonacHoCcTH, HanpuMep:

- uccriegoBaHne TOKCUMYHOCTU (KoYeBble AaHHble MO TOKCUMYHOCTW, MOMyYeHHble B XOA4e WccnegoBaHus,
Hanpumep, XPOHUYECKOW TOKCUYMHOCTU, PENpPOOYKTUBHOW TOKCUYMHOCTU, 3MOBPUOTOKCUYHOCTM, TepaTOreHHOCTH,
HedPOTOKCUYHOCTH, renaToTOKCUYHOCTU, FEHOTOKCUYHOCTU, KaHLEPOreHHOCTH);

- AaHHble Mo obLWwmM hapMaKkonorM4eckMm CBOMCTBaM (Hanpumep, BIUSIHUE Ha CcepaeyHO-COCYAUCTYI0 CUCTEMY,
BKMoYasa yanuHeHne QT nHTepBana, HePBHYO cUCTeMy U T.4.);

- AaHHble NO peakuMsiM B3auMogenCcTBUSA NeKkapCTBEHHOIO CPEeACTBa;

- VHble JaHHbIE MO TOKCUYHOCTW.

B pasgene pomkHa cogepXaTbCd WHAMOPMaUMS O 3HAYMMbIX TOKCUYMECKMX CBOWCTBaX M akTyanbHOCTU
BbIBOAOB MNPV UCMOMb30BaHUM Ha nogsax. 3Ha4YMMOCTb AaHHbIX onpegensdeTcs MpUMEeHUTENbHO K CBOMCTBaM
NeKkapcTBEHHOro CpeacTBa, OCOBEHHOCTAM LieneBon Nonynsuum 1 onbita NpuMeHeHUs1 NogobHbIX coeanHeHUN
UNyM NogxodoB K Tepanuu Npu NPUMEHEHUW NeKapCTBEHHbIX CPEACTB TOW e rpynnbl. [TOMUMO 3TOro, AOMKHbI
obcyxaaTbCa acnekTbl kKayecTBa, B Criydyae €Criv OHWM MOTyT 3Ha4YMMO OTpasvTbCs Ha npodurne 6esonacHoCcTU
nekapcTBEHHOro CpeacTBa (Hanpumep, BaxHasd WHQopMauusa 06 akTMBHOM BellecTBe WnM ero npumecsx,
Hanpumep, reHoTOKCMYeCkux npumecsx). Ecnu nekapcTBeHHoe cpeAcTBO MpegHasHavyeHo Ans MpUMEHeHUs
KEHLLMHaMMN [EeTOPOAHOro BO3pacTa, B [OKYMEHTE [AOMkHbl OblTb YMOMSAHYTbl OaHHblE O PEnpOAYKTUBHOW
TOKCUMHOCTU W BMAWSHUM Ha pas3BUTME nNnoda, a Takke O MNOoCneAcTBUSX WUCMONb30BaHUS JeKapCTBEHHOro
cpeacTBa y AaHHOM rpynnbl naumeHToB. OcTanbHble ocobble rpynnbl HaceneHms HeobxoanMo paccMmaTpuBaTh B
3aBUCUMOCTU OT YTBEPXAEHHbIX MOKa3aHWW M LeneBol Mnonynsumu, a Takke OT HeobXOAMMOCTWU Hanmuuns
KOHKPETHbIX LOKITUHUYECKUX AaHHbIX.

6.2.5.2.3 Mogynb CIll MNYP «BosgencteBue nekapcTBEHHOrO CpeacTBa B XOAE€  KIUHUYECKUX
nccneaoBaHUA/UCTIbITAHNAY

B pasgene gomkHbl ObiTb NpeacTaBneHbl AaHHbIE O NaUMeHTax, KOoTopble Obinn BKMOYEHbI B KITMHUYECKNE
nccriefoBaHuA/MCNbITaHNSA (Ha Kakux rpynnax nauMeHTOB M3yyarnocb IekapcTBeHHoe cpeacTBo). [aHHble
OOMXHbl ObITb NpeacTaBneHbl B dopmarte, ygobHoM Anst aHanu3a, Hanpumep B dopme Tabnuu/rpadmkos.
O6bem wuccrnegyemon nonynaumMnm AosmkeH ObITb NOAPOOHO onmMcaH C YKa3aHWMEM [AaHHbIX O KONn4ecTee
NMauMeHTOB M BPEMEHHOro NPoMexyTka (naumeHTo/neT, naumeHTo/MecsueB), B TeYEeHMe KOTOPOro naumeHTbl
noasepranvcb BO3AeNCTBUIO NeKkapCTBEHHOro cpeacTea. [aHHble Mo NonynsaumsaMm, BKIOYEHHbIM B KIMHUYECKNe
nccnefoBaHUsi/UCTIbITaHNS,  Takke  OOIKHbl  OblTb  cTpaTuduuMpoBaHbl B 3aBUCMMOCTM  OT  Tuna
nccriegoBaHuA/UCnbITaHnS (Nonynsuns, BKIIOYEHHas B OCNeENfeHHoe paHOOMU3MPOBaHHOE uccnegoBaHue wu
nonynsauMKn, BKIMHOYEHHbIE BO BCE KIUMHMYECKMe uccnenoBaHust). CTpaTudukaumsa nonynsiuMoHHbBIX nogrpynn B
cny4asix, kak npasuno, BkroyaeT B cebs:

- BO3pacT 1 non;

- NokasaHwus;

- 0O3MpPOBKa;

- pacoBoe NpPoncxXoXxaeHue.

MpoaomKMTENBHOCTL BO3OENCTBUS OOSMKHA ObiTb M300paxeHa nvMbo rpaduyeckn (MyTeM HaHeceHust Ha
rpacpmk ToueK, COOTBETCTBYHOLLMX KONUYECTBY NaLUEHTOB U BpEMEHHN), OO B hopmaTe Tabnuubl.

B cnyyae HeobxogumocTn pormkHa OblTb npeacTaBneHa WHgopmauus 06 u3yvyeHuM BO3OENCTBUS Ha
OoTAEnNbHblE MOMYMSAUMOHHbIE TPyMnbl (OEpeMEHHbIE >KEHLUMHbI, KOpMSLMEe MaTepu, MNaumeHTbl C MOovYevHOMN
HeJOCTaTOYHOCTbIO, MEYEHOYHOW  HEeAOoCTaTOYHOCTbIO, HapyWeHWsMU  CepaeyHO-COCYAUCTON  CUCTEMBbI,
NoArpynnbl HacerneHnss ¢ COOTBETCTBYIOLMM FEeHeTUYEeCKMM MonmMMopduaMom). Takke OomkHa BbiTb ykasaHa
CTeneHb TSXKECTU HapyleHus YHKUMU NoYek, NeyYeHu WM CcepaeyHO-COCYAMCTOM CUCTEMbl, a Takke WU
reHeTU4ecKUn NoNMMopcun3Mm.

Mpu npeacTaBneHnn AaHHbIX O BO3pacTe AOMKHbI BbiTb BbIGpaHbl KaTeropmm, KOTopble UMEHOT OTHOLLEHUE K
ueneson nonynsuun. [OaHHble MO NeguaTpuyeckum U MNOXUMbIM NauMeHTaMm [AOKHbl ObiTb pasgeneHbl B
COOTBETCTBUU C MPUHATLIMU BO3PACTHLIMU KaTeropusmn (Hanpumep, no kateropusm 65-74, 75-84 n crapwe 85
net Ans nNoXwnblX nauuMeHToB). [ns nekapcTBeHHbIX cpeacTts, obnajawwmx TepaToreHHbIM AerCTBUEM,
cTpatTndukauma OorKkHa CTPOUTBCA UCXOASA M3 BO3PACTHbIX KaTEropui »KEHCKOW 4YacTu nonynaumm coobpasHo
getopogHoMy  noteHuwany. WToroBble  pesynbTaTtbl  OOMKHbI  NPEACTaBNATbCA B KOHUE  Kaaow
Tabnuubl/omarpamMmmbl No Mmepe HeobXoaAMMOCTW.

3a vcknoyeHeM cryyaes, Korga 3To siBNSeTCsi 000CHOBaHHbLIM, AaHHbIE MO KMMHUYECKUM UCCres0BaHUAM
OOMXKHbI NpeacTaBnsaTbcs B 0606LeHHON hopMe C CyMMUpPOBaHWEM Mokasatenen no rpadgam v pasgenamM B
cryyasx, Korga aTo ymectHo. B cnyyae, ecnu ofgHa 1 Ta xe rpynna nauveHToB Obina BkroyYeHa B Gonee, yem
O0HO wuccneaoBaHWe (HanpuMep, NPOAOSKEHWE OTKPbLITOrO HaONIAEHUS MNOCHe OKOHYaHMS  KITMHUYECKOro
nccrieqoBaHusa), oHa BKYaeTcs B Tabnuuy no rpynne Bospact/mon/paca oawH pas. B cnydvae, ecnu mexay
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Tabnuuamm BO3HMKAET HECOOTBETCTBME MO YUCIY MALMEHTOB, AOMMKHbI ObiTb AdaHbl COOTBETCTBYHOLLME
pas3bsACHEHUS.

Ecnn MNYP npeacraensieTca BMecTe € 3asBEHMEM Ha BHECEHME HOBOro MOKasaHws, OTOAENbHO B Havane
pasgena, a Takke B CBOAHbIX Tabnuuax, 4omkHbl OblTb NpeacTaBneHbl JaHHbIE MO HOBOW NeKapCcTBEHHOM hopme
unu cnocoby BBeaeHUs, AaHHbIE KIMUHUYECKUX UCMbITaHWIA, cneunduyHble 4ns 4aHHOMo NoKasaHus.

6.2.5.2.4 Moaynb CIV MYP «[lMonynauum, He ndyyeHHble B Xo4e KIMMHUYECKUX UccrnegoBaHun/UcnbITaHnn»

B mogyne CIV TIYP pomkHa ObiTb nNpeactaBneHa uMHgopMauus O TOM, Kakve nogrpynnbl NauMeHToB
LeneBbIX NONynsuui He ObiNn U3ydeHbl UK BbINKM U3yYeHbl NULWb B OFPaHUYEHHON CTEMEHW B npeaenax rpynn
MauMeHTOB,  BKIIOYEHHbIX B KIWHMYECKME  uccriegoBaHus/UcnbiTaHus.  OrpaHMyeHust  KMUMHUYECKUX
nccnepoBaHU/UCHbITaHUA Takke OOMKHbI OblTb MpeAcTaBreHbl C TOYKM 3PEHMSI PENEBaAHTHOCTU KpUTEpUEB
BKITIOYEHUSA N HEBKIHOYEHUST B OTHOLLEHUW LieNeBbIX NOMNynAunuin, a Takke pasnmdmii, KOTopble MOryT BO3HUKHYTb B
3aBMCUMOCTM OT napameTpoB MUCMbITaHUA (Hanpumep, 6GonbHWYHaA wnu obwas npaktuka). BbiBogbl ©
BO3MOXHOCTU NPOrHo3mpoBaHua 6e3onacHOCTV Ans LeneBbiX NOnynsuuin AOrMKHbI OCHOBbLIBATbCS Ha TOYHOM U
noapobHON OLlEeHKE OrpaHMYEHUN UMEHOLMXCA OaHHbIX KIUMHUYECKUX MccnegoBaHui nnbo Mx OTCYTCTBUMM AN
Kakux-nmbo nogrpynn. Takke gormkHa manaratbcst MHpopmaunsa 06 orpaHNYeHnsax KnMHMYecKon 6asbl AaHHbIX B
OTHOLLEHMM BLISIBIIEHUSI HEXEMNAaTEeNbHbLIX peakunii No NpUYnHe:

- KONUYeCTBa BKMOYEHHbIX B UCCNEa0oBaHNs NaLUEeHTOB;

- KYMYNATUBHOIO BO3AENCTBUA (Hanpumep, cneuudmyeckas OpraHOTOKCUYHOCTb);

- ONUTENBHOCTU NPUMEHEHMUS (HanpuMep, OLeHKa KaHLLepOreHHOCTH).

Ecnn oTcyTcTByOWan MHopMauusa MOXET NPeacTaBnaTb CEPbe3HbIN PUCK ANS LeneBblX Nonynsaunnm, 3To
TaKke cneayeT BKMHOYNTL B kadecTBe npobnembl no 6e3onacHocty B pasgen CVIIITYP.

PaccmaTpuBaeMble rpynmnbl NaunMeHTOB AOMKHbI BKMOYAaTb (HO MOrYT HE OrpaHnYMBaThCs):

a) NMeduampuyeckyro nonynsyuro

[etn (oT poxaeHus n o 18 neT ¢ y4eToOM pasnmnyHbIX BO3PaCTHbIX KaTeropunm nunu, ecnmn 3To Heobxoammo, ¢
y4eTOM APYruX rpynmn, 3Ha4MMbIX C TOYKN 3PEHUSI pa3BUTUS, T.€. C Y4ETOM KOHKPETHbIX NEPUOOOB PasBUTHS).

6) Moxxunbix nayueHmose

[ormkHbl oueHMBaTLCA NOCNEACTBUSA MPUMEHEHUSA NEKAPCTBEHHbIX CPEACTB Y NaUMEHTOB B BO3pacTe cTapLle
65 neT, COOTBETCTBEHHbIM 0OOpa3oM yuyuTbiBalOWME Hanbonee NOXWMbIX MpeacTaBUTENe OaHHOW Tpynnbl.
OueHKka BnMSHUA CONYTCTBYHOLLEN NATONOrMM UM HapylleHUs OYHKUUW OpraHoB (Hanpumep, MOoYeK, MeyeHu)
NPUMEHUTENBHO K AaHHOW MONYMsLUMOHHON noAarpynne AenaeTca C y4eTOM BO3MOXHOrO OAHOBPEMEHHOro
HanNU4nsi HECKONbKMX PaKTOPOB, HAaNPMUMeEP MHOXECTBEHHOW COMYTCTBYHOLEN NaTtornorMm 1 MHOrOKOMMOHEHTHOW
NEeKapCTBEHHOW Tepanuu, OKasblBalOLWMX OAHOBPEMEHHOE BO3OENCTBME, Moguduuupyollee npodunb
©e3onacHOCTU nekapcTBeHHOro cpeacTtsa. CnegyeT oOueHUMTb HeobXOAMMOCTb MpoBefeHus nabopaTopHOro
CKPUHWHIra B NSIaHOBOM MOpsSiAKe NPW Ha3HaAYeHUW NEeKapCTBEHHOrO CPeAcTBa NauueHTam B AaHHOW noarpynne
naumeHToB. B ouLeHKe [AOMKHbI OTAENbHO paccMaTpuBaTbCA HeXenaTenbHble peakuuKn, KOTopble MOryT
npeactaBnATb 0coby0 ONacHOCTb ANSA MNOXWIbIX MNaUMEeHTOB, HanpUmep, roNoBOKPYXXEHME UMK BO3AENCTBME Ha
LeHTparnbHY HEPBHYHO CUCTEMY.

8) bepeMeHHbIX unu KOpMAWUX XeHWUH

Ecnn B ueneByl nonynauuio BXOAAT >KEHLIWHbI [EeTOPOOHOro BO3pacTa, [AOSMKHbI paccMaTpuBaThCs
nocrencTBMsa NPMMEHEHUS NIeKapCTBEHHOIO CpeacTBa B nepunog 6epeMeHHOCTM U/unu kopmneHus rpyabto. Ecnn
NeKapCTBEHHOE CPEeACTBO He MpefHa3HavyeHo CcneumanbHO A NPUMEHEHMs BO BpeMsi GepemeHHOCTW,
HeobGXOAMMO OUEHUTb pe3ynbTaTtbl JobblX OGepeMeHHOCTEN, KoTopble ObinM  3aduKCUMpOBaHbl B Xode
KNMUHUYECKOro U3Yy4YeHUs NeKkapCTBEHHOrO cpeactea. Ecnn ycnosmem BKNIOYEHMS B KMMHUYECKOE UCCREOOBaHNE
ObINO NPUMEHEHME KOHTpPaLENTMBHbLIX CPeacTB, pacCMOTPeHME xona GepeMeHHOCTM Takke OOIPKHO BKIYaTb
aHanua nNpu4rH, Mo KOTOPbIM MPUHATBHIE MEepbl KOHTpauenuMm He umenu ycnexa (ecrnm NpUMEHUMO), a Takke
nocrnencTBMn 4Nsi UCMOMb30BaHUSA B MEHEE KOHTPOMMPYEMBbIX YCOBUAX NOBCEOHEBHON MEANLIMHCKON NPaKTUKN.

2) MauyueHmoe ¢ HapyweHusIMU ¢byHKUUU rie4eHu

0) MNauyueHmoe ¢ HapyuweHUsIMU (hYHKUUU MNoYeK

e) MayueHmoe ¢ NPoYuUMU 3Ha4YUMbIMU conymcmeyrwumu 3aboneeaHusiMu (Hanpumep, cepoeyHo-
cocyducmol namoJioz2uel, UMMyHOOeuyUMHLIMU COCMOSTHUSIMU)

x) MNayuenmoe, cmeneHb Msixecmu 3abosieeaHusi KOMOPbLIX omJiu4aemcsi om u3y4eHHol e xode
KJTUHUYeCKUX ucribimaHuli

[omkeH paccmaTpuBaTbCca NOOOM ONbIT MPUMEHEHUSA Y MALMEHTOB C PasfnUYHON CTEMEHbI THXKECTU
3aboneBaHns, B YaCTHOCTU, €CNK 3asiBfiieMoe NokKasaHue OrpaHM4yeHo B OTHOLLUEHMM MaLMEHTOB C KOHKPETHOM
CTENEeHbIO TSHKECTM 3aboneBaHus.

3) MModzpynn  nauyueHmMoe, SAeNAWUXCS HOCUMESNIsSIMU  U38€CMHO20 U  pesieeaHMHO20
2eHemu4eckKo20 nosiumopghusma

[omkHa ObiTb paccMmoTpeHa cTeneHb (apMakoreHeTMYECKOro BrUSIHUSA, MPUMEHEHWEe Y MNauMEeHTOB C
HEU3BECTHbIMU WUNWN Pa3fUYHbIMKA FEHOTUMNaMK, MOCNEACTBMS MCMNOMb30BaHUSI FEHETUYECKMX OUOMapKepoB B
uenesown rpynne nauueHtoB. CriegyeT caenaTb OLEHKY BO3MOXHOIO BNSAHUSA Ha LIEMNEBYO NONYMsAUMIO, a Takke
onpeneneHne HackorbKo MPUMEHEHUE NEKapCTBEHHOIO CPeAcTBa Yy NauMEHTOB C HEM3BECTHBIM UMKN OTSIMYHBLIM
reHOTMNOM MOXET NpeacTaBnsaTb cobon npobnemy no 6eszonacHoCTU.

Ecnn noTeHUManbHO KMUHWYECKU 3HAYUMbIA FeHEeTUYEeCKMn nonumopduam Obin  onpegeneH, Ho He
MONMHOCTbID M3YYEH B XOAE€ KIMHMYECKOW nporpamMmbl  pas3paboTkM, 3TO Ccregyet paccMmaTpuBaTb Kak
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OTCYTCTBYIOLLYIO MHGOPMaLMIO U/Mnn NoTeHUManbHbIR puck. Takke aTa MHopMaLms LOMmKHa OblTb OTpaXeHa B
cneundmkaumm no 6esonacHoCTM U B NnaHe apmakoHaasopa. OnpegeneHne 4aHHOMO SABMEHUsI Kak npobnemei
no 6e30nacHOCTU OLIEHMBAETCS UCXOAs U3 KNUHUYECKON 3HAYMMOCTM BO3MOXHbIX NOCNEACTBUN.

n) MNayneHTbl pasfMYHOro pacoBoro U/MNM 3THNYECKOTO NPOUCXOXAEHUS

[omkeH paccmaTpmBaTbCA OMbIT NPUMEHEHWUs Ha MauMeHTax pPasfMYHOro pPacoBOro W/UMM 3THUYECKOTO
NPOVCXOXAEHMWS, @ Takke BIIMSHUE OaHHOMO pasnnyums Ha 3 PeKTUBHOCTb, 6e30NacHOCTb U hapMaKOKUHETUKY B
uenesblx nonynauuax. B cnyvyae HanuuuMa BEPOATHOCTU BIIMSHUA Pas3fMuMii PacoBOW UMM 3THUYECKOWN
NPUHAANEXHOCTU Ha 3P PEKTUBHOCTL NEKAPCTBEHHOIO CPEACTBA, AeNaeTcsl OLEeHKa BO3MOXHON HEOOXOAMMOCTH
npoBefEeHNA NOCTPErNCTPALIMOHHbBIX UccneaoBaHun 3EKTUBHOCTH.

6.2.5.2.5 Mogyne CV MYP «llocTpernctpaunoHHbI OnbIT NPUMEHEHUS»

Llenbto gaHHoro mopynsa MNMYP aenaetca npegcraeneHne nHgopMaumm o KonmMy4ecTBe nauneHToB, KOTOPbIM
Ha MOCTPErncTpauuoHHOM 3Tane nNPUMEHEHWs Ha3HavanoCb feKapCTBEHHOE CPeacTBO; OCOBEHHOCTSX
NPYMEHEHUS1 B MOCTPErncTpaunoHHON MeOULMHCKON NpakTMKe, BKMoYas HasHayeHue ocobbiM rpynnam
naumneHToB, ykasaHHbiM B Mogyne CIV TTYP, o konuyectBe nauueHTOB, BKIOYEHHbLIX B HabniopatenbHble
nccrnenoBaHusA/UCMbITaHUS, B XO4€e KOTOpbIX Obinn cobpaHbl AaHHble 0 6€30MacHOCTU U NPUHATLI PErynsiToOpHbIe
Mepbl AN npuBefeHns nHdopmaummn 0 6e30nacHOCTU NeKapCTBEHHbIX CPEACTB B COOTBETCTBME C UMEOLLIUMUCS
JaHHbIMU.

- Mogyne CV T1YP, nogpasgen «PerynatopHble AENCTBUA U AEUCTBUSA OepXaTens pernctpauuoHHOro
yOOCTOBEPEHMS, CBA3AHHbIE C 6E30MacHOCTbIO NEKAPCTBEHHOMO CpeacTBay

B noppasgene ykasblBalOTCS BCE PErynsaTOpHble AEACTBUS Ha NOOOM pbiHKE (B TOM Yucne, NpeanpuHAThie
no WHMUMATMBE [JepXaTens pPerncTpaumMoHHOro YO4OCTOBEPEHUS), NPeanpUHATbIE B CBA3U C BbISIBIIEHHBIMU
npobnemamu no 6e30MacHOCTUN NEKapCTBEHHOrO CpeacTBa. ATOT NepeyeHb AOSMKEH coaepXaTb nepevncneHme n
onucaHme NpPeanpUHATBIX PErynaTopHbIX AENCTBUIA C YKasdaHUeM CTpaHbl 1 aaTbl. [pu coctaBneHnn obHOBNEHUI
MYP, B gaHHOM YacTu OOSMKHbI ObITb ONUCaHbl AENCTBUS, NPEaNPUHATLIE C MOMEHTA NOoCneaHero NnpeacTaBneHus
MYP ¢ kpaTknm onncaHnem NpUHnH UX NPUHATUS.

- Mogyne CV TYP, nogpasagen «Pe3ynbtaTbl NOCTPErMCTPALNOHHOIO NPUMEHEHUS, NOMYyYEeHHbIE HE B XO4e
KNUHUYECKMX UCCnenoBaHnny

Mo pesynbTaTam peanusaumm IEeKapCTBEHHONO CpeacTBa Ha  pasfnuuHbiX  pblHKaxX — AepxaTenb
pPErncTpaumMoHHOro yOOCTOBEPEHMS MPEACTaBMsieT COBOKYMHblE [JaHHble MO  KOMUYEeCTBY MaLUEHTOB,
NoABEepriinxXcs BO3AENCTBMIO Ha MOCTPErMcTpaumMoHHOM 3Tane. 1o BO3MOXHOCTM 3TW OaHHble LOKHbl ObiTb
CTpaTUULMPOBaHbI NO COOTBETCTBYIOLLUM KaTeropusiM, KOTopble MOryT BKMtO4aTb BO3pacCT, MO, MnokasaHus,
003y u reorpadpuyeckmin pernmoH. B 3aBMCMMOCTM OT NEKapCTBEHHOro cpeactBa MOryT ObiTb HeobXoaumbl
OOMNONHUTENbHbIE NEPEMEHHbIE, HanMpuMMep, KOMMYECTBO KypCOB BakuuMHauMK, NyTb BBeAEHUA unu
NPOAOIIKUTENBHOCTE NeYeHnsa. Heobxoammo cpenatb KOMMYECTBEHHYH UM AnddepeHUMpPOBaHHYI0 OLEHKY
BO30ENCTBMS C UCMOfb3oBaHWeM 0OOCHOBaAHHOW METOAMKM pacyeTa McXodst M3 0COBEHHOCTEN NMPUMEHEHUs U
Lenesblx nonynsumi. BeinonHeHne pacyeTa UCXO4a U3 KONMYECTBa peanv3oBaHHOro NekapCTBEHHOMO CpeacTsa
B BECOBOM/KONIMYECTBEHHOM U3MEPEHUMN N COOTHECEHNSA CO CpeaHENn pEKOMEHAYEMON 4030 BO3MOXHO TOMbKO B
cny4yae, ecnu fekapcTBEHHOE CPeAcTBO BO BCEX Crlyvasix HasHayaeTcs B OAHOW [03e M MMEEeT OAMHaKOBLIN
(PUKCUPOBAHHBIA  KYpC NPUMEHEHUsI/HA3HAYEHUsA, YTO He SABMSETCS NPUMEHUMbIM  Ans  BGonblUMHCTBA
NeKapCTBEHHbIX CPeaCTB.

[1na nekapCTBEHHbIX CPEACTB C pasNUYHbIMK NYTAMU BBEAEHUS pacyeT BO3LOENCTBUSA AOMKeH ObiTb caenaH
OTAENbHO, €Ccnu 3TO  NpeacTaBnseTca  BO3MOXHbLIM.  YMOMHOMOYEHHble  OpraHbl  MOryT  3anpocutb
OOMNONHUTENBHYIO CTpaTUUKaALMIO AaHHBIX NO BO3AENCTBUIO, HAanpuMep, AaHHble NO BO3AENCTBUIO B Pa3fnnyHbIX
BO3PACTHbIX rpynnax WNn B paMKax pasfnyHbIX YTBEPXKOEHHbIX MNokazaHui. OaHako, ecrniv nekapCTBEHHOe
CPEeACTBO MPUMEHAETCA NO Pa3fMYHbIM MoKasaHUsM, B pasHblX pexumax O03VpoBaHus, NMBO NpUCYTCTBYHOT
WHble haKTopbl, YAOBMETBOPSIOLME KPUTEPUSM CTpaTUmKaLmMun, aepxatenb perMcTpaLMoHHOro YaA0CTOBEPEHUSA
U3Ha4yanbHO AOOSMKEH MNPeacTaBnATb [aHHble C COOTBETCTBYHOLLEN CTpaTUukaumen, B criydyasx korga 3To
npeacTaBnNAeTCa BO3MOXHbIM.

- Mogyne CV TI1YP, nogpasgen «PesynbTaTbl MNOCTPErMCTPaLMOHHOIO OnblTa MPUMEHEHUA y rpynn
NaUneHTOB, HE N3YYEHHbIX B X04€e KMUHUYECKUX UcCrneoBaHun/UCnbITaHUA»

Ecnu nocTpernctpauMoHHoe MCNonb3oBaHWEe NeKapCTBEHHOrO cpeAcTBa ObiNo 3adUKCMPOBAHO Y OCOOLIX
rpynn naumMeHToB, onpenerneHHoix B moayne CIV MYP, kak nogepraBLUNXCs OrpaHUYeHHOMY BO3OENCTBUIO UMn
BOBCE He MOABEpPraBLUMXCHA BO3OENCTBUIO, CneayeT NpeaocTaBuUTb OLIEHKY YMCra nauueHTOB, MOABEPrLumxcs
BO3AENCTBMIO, U METOA pacyeTa BHE 3aBUMCUMMOCTM OT TOrO, MCMOMb30BaroCk M NeKapCTBEHHOE CPeACTBO Mo
YTBEPXKAEHHLIM MOKa3aHWAM WU BHE YTBEMKAEHHbIX MNOKa3aHUM K npuMeHeHuto. [lpu npuMeHeHun vy
neguaTpyyeckon nonynsuMm gormkHa 6biTe caenaHa cebinka Ha mogynbe CVI MYP, pasgen «Ocobble acnekTbl
npUMeHeHns B neguatpum». Takke [OMKHa OblTb npeActaBneHa uHdopmauua B npodune GesonacHoCTU
NeKapCTBEHHOro CpeAcTBa B OTHOLUEHUWM 3TUX OCOOLIX rpynn MaumeHTOB MO CPaBHEHMIO C OCTanbHOW YacTblo
ueneson nonynauun. B nogpasgene pomkHa OblTb nNpeacTaBneHa nwobas mHpopmMaumMss O BO3MOXHOM
n3meHeHnn npodumna nonb3el (Npoduna aHEKTUBHOCTU) B 0cobOoK rpynne nauneHTos. Jltobble ocobble rpynnbl
NnauneHToB, OKa3aBLUMECS B 30HE MOBLILLEHHOMO WM MOHMXEHHOIO pUcKa B OTHOLLUEHUW KOHKPETHOro acnekra
npocumns 6e30nacHOCTH, AOMMKHbI Takke OblTb PACCMOTPEHBI B paMKaX OLIEHKU cneuudguyeckoro pucka B mogyne
CVI TYP, HO B AaHHOM pasaene crieqyeTt ykaszaHue 0 pyuckax v rpynnax naumMeHToB, NoAgBEPKEHHbIX UM.

- Mogyne CV MYP, nogpasgen «YTBepXAeHHbIE NOKa3aHUs K MPUMEHEHUIO N DaKTUYECKOE MPUMEHEHMNEY
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[na obHoBneHusa cneumdpukaumm no 6e3o0nacHOCTU LOMKHbI ObITb CAeNnaHbl KOHKPETHbLIE CCbINIKM Ha TO,
Kakum obpasom (pakTuyeckoe npuUMEHEHNE B MEOMULMHCKON MpakTuke OTNu4anocb OT NPUMEHEHMS,
nporHosmpyemoro B Mogyne CVII TIYP, n oOT o0pobpeHHbIX MokasaHua(Mi) 1M npoTuBonokasaHus(nin) K
NPUMEHEHNIO (MCMOMb30BaHUE BHE YTBEMXKAEHHbLIX MOKasaHWM K NpuMeHeHuo). B pasgen BkmovaeTtcd
WHpopmaLms, nNonyyvyeHHass U3 MUCCrnenoBaHMiA UCNOSMb30BaHUA NEKAapPCTBEHHOINO cpeactea (Mnv B pesynbTaTe
Opyrnx obcepBaUMOHHBLIX UCCIELOBaHWIA, B KOTOPbIE ObINO BKITOYEHO UCCNeaoBaHWe NoKasaHWM K NPUMEHEHUIO
NeKapCTBEHHOr0 CpefcTBa), BKNKOYas MCCNegoBaHUs WCMNONb30BaHUSA NEKapCTBEHHOIO CPeacTBa, KoTopble
NPOBOAMMNCH MO 3anpocy YNOSTHOMOYEHHbIX OPraHoB ANA Lenen, OTINYHbIX OT YpaBfieHUsa puckammu.

MpMeHeHne He B COOTBETCTBUW C YTBEPXKAEHHbIMW MOKa3aHWsMW  BKMOYaeT, MOMUMO MNPOYeEro,
HeoO4obpeHHOEe NPUMEHEHWEe Yy NeamaTpuyecknx nauMeHTOB pPasfMYHbIX BO3PAaCTHbIX KaTeropum, a Takke
NpUMeHeHe No HeO4O0OPEHHBIM B MHCTPYKLMM MO MEAULIMHCKOMY NPUMEHEHMIO NMOKa3aHUsIM B CIly4asx, ecrnm 3T1o
NPUMEHEHNE NPOUCXOANT HE B pamKax KIMHUYECKOrO UCCeqOoBaHNS/UCNbITaHUA.

B cniyyae, ecnu y ynornHOMOYEHHOro opraHa BO3HUKalOT ONaceHus B OTHOLUEHUM UMEIOLLLErOCa NPUMEHEHNSI
NEeKapCTBEHHOrO CpeAcTBa He MO YTBEPXKAEHHbIM MOKa3aHWUsIM, Aep)KaTenb PerncTpaumoHHOro yooCTOBEPEHUS
OOSKEH MNOMbITaTbCA KOMWYECTBEHHO OLEHUTb AaHHOE NPUMEHEHWEe C yKa3aHWeM WCMONb30BaHHOrO MeToda
OLIEHKWN MOMNYyYeHUs1 faHHbIX.

- Mogyne CV MYP, nogpasgen «lpumeHeHne B xoae anMaeMmnonornyeckux nccnegoBaHmnmy

Moppasgen BKOYaeT NepeyvyeHb ANUOEMUONOrMYECKNX NCCNeaoBaHuiA, KOTopble BKAOYanu/BknoyaT coop
N OLUEHKY AaHHbIX no 6e3onacHocTu. [ormkHa 6bITb nNpeactaBneHa MHopMaunsa o HasBaHUW UccnenoBaHus,
TMNe wuccnegoBaHus (Hanpumep, KOropTHOE WCCrefoBaHWe, WCCreqoBaHWe CRyYan-koHTPOMb), U3yvyaemoun
nonynauun  (BKMYaa  CTpaHy UM OpyrMe  COOTBETCTBYHOLUME  MONYMSIUMOHHbIE  XapaKTEPUCTUKM),
NPOAOIIKUTENBHOCTU  UCCMEAOBaHUA, KONMMYEecTBE MaUMEHTOB B KaXAoOW KaTeropuu, 3aboneBaHun npu
HeobGXoAMMOCTM W cTaTyce WCCreaoBaHus (3aBepllieHo wnu npopormkaetcs). Ecnu mnccnepoBaHne 6bino
ony6nvkoBaHo, B AaHHbI pasgen MYP gomkHa 6biTh BKNOYEHA Cebinika, a B npunoxenue 7 MYP npepcraenexHa
COOTBETCTBYIOLWAs nybnukaums.

6.2.5.2.6 Moaynb CVIMYP, pasgen «[JononHutenbHble TpeboBaHMs Kk crneumdukaumm no 6e3onacHoCTn»

- Mogyne CVI IMYP, nogpasgen «lMoTeHumanbHbIi pUck Nepeao3vpoOBKU»

Ocoboe BHMMaHWe criegyeT yaenuTb NEKapCTBEHHbIM CPeAcTBaM, B OTHOLLUEHUM KOTOPbIX CyLLEeCTBYeT
noTeHUManbHbI PUCK NEepefo3npoBKKN, Kak npedHaMepeHHOW, Tak W cnyyamHou. [lpumepbl BKIOYaloT
NeKapCTBEHHbIEe CPeacTBa C Y3KUM TepaneBTUYECKMM WHTEPBANiOM WKW NeKapCTBEHHbIE CPeacTBa, KOTopble
MOTYT Bbl3BaTb Bblpa)XE€HHbIE [40303aBUCMMbIE TOKCUYECKNE peakuun U/MnnM B OTHOLLEHUM KOTOPbIX CyLLecTByeT
BbICOKWI pPUCK NpefHaMepeHHoON Nepeo3npoBKM Y LieneBon nonynauum (Hanpumep, npu genpeccumn). B cnyyae
onpefeneHns pucka nepesosvpoBKM kak npobnembl no 6e3onacHOCTU, MO gaHHOMY acnekty 6es3onacHocTu
npeanaralTca OONOMNHUTENbHbIE MEPbI B COCTaB COOTBETCTBYHOLLMX MEP MUHUMU3ALUN PUCKOB, U3NOXEHHbIX B
yactn V MNyP.

- Mogyne CVI IMYP, nogpasgen «loTeHumanbHbI pUck nepeaaydm MHPEKLMOHHbBIX areHTOBY

[epxatenb perncTpaumoHHOro yaAoCTOBEPEHNS AOMMKEH caenaTh OLEHKY MOTEHLManbHOro pucka nepegayu
MHGEKUMOHHBIX areHToB. 3TO MOXeT ObiTb CBS3aHO C XapaKTepoMm MNPOM3BOACTBEHHOrO npouecca wnwu
ncnosnb3yemMmbiMn MatepuanaMmu. UTo kacaeTcsi BakUWH, TO HEOOXOAMMO PacCMOTPETb b0 NoTeHUManbHbIN
pUCK Nepeaayn X1MBoro Bupyca.

- Mogyne CVI MYP, nogpasgen «lMoTeHunanbHbIA pUcK 3n0ynoTpebneHnsa n ncnonb3oBaHNSA B HE3aKOHHbIX
Lensax»

B nogpasgene cnegyeT caenatb OLEHKY MOTEHLMANbHOIO pucka 3noynotpebneHus M Mcnonb3oBaHus B
He3aKOHHbIX Lensix. Mpu HeobXo04MMOCTM B MNaHe ynpaeneHust puckamm HeobxoouMmMo paccMOTPeTb Mepbl Mo
OrpaHnYeHuo MNodobHbIX AENCTBUWA, HanpuMMep, WCMOMb30OBaHWE KpacuTenen w/unu apomatmsaTtopoB B
nekapCcTBEHHOM (bopMe, OrpaHUYEHHbIN pasMep YNakoBKN U KOHTPONMPYEMOE pacrnpocTpaHeHue.

- Mogyne CVI MYP, nogpasgen «lloTeHumnanbHbIN PUCK BO3HUKHOBEHUA OLUMOOK Mpy HasHadveHun/npmeme
NeKapCTBEHHbIX CPeaCTB»

[epxatenn perncTpaunoHHbIX YOOCTOBEPEHMM [OOSMKHbI  PErynspHO paccmatpuBaTb  BO3MOXHOCTb
BO3HWKHOBEHWST OLUMOOK MpU npuemMe NeKapCTBEHHbIX CPeacTB. B yacTHOCTU, 4O MOCTYNNEHUSA NeKkapCTBEHHOMO
cpencTBa Ha PbIHOK OHW AOMMKHbI OLLEHUTL OBLLME UCTOYHMKM OWNBOK Npu HasHadeHuu/npveme nekapCTBEHHOMO
cpeactBa. B xoge paspaboTkm M Ha 3Tane npoeKkTMpPoBaHMSA BbIXOA4A NEKApCTBEHHOrO cCpeactBa Ha PbIHOK
3aaBUTENb [OOIDKEH MPUHATE BO BHUMaHWE BO3MOXHbIE MNPUYMHBbI BO3HUKHOBEHMS OLIKMOOK nNpu npueme
NneKapCTBeHHbIX cpeacTB. [omKkHbl yYUTbIBATLCS: HAMMEHOBAHWE, XapaKkTepUCTUKN oopMbl Bbinycka (Hanpumep,
pasvep, opma U UBET NeKapCTBEHHOW (POpMbl M YNAKOBKW), MHCTPYKLUMSA MO MELUUMHCKOMY MNPUMEHEHMUIO
(Hanpumep, B OTHOLUEHUM pasBefeHMus, NapeHTeparbHOro nyTM BBEAEHWS, pacyeTa [03bl) MU MapKupoBka.
Heobxogumo cnepoBatb TpeboBaHMAM No ob6ecneyeHno YNTaeMOCTM ITUKETKM U MHpopMauun Ana naumeHTa.
Ecnun ucnonb3oBaHne nekapCTBEHHOIO CpeAcTBa MMEET NOTEHUMAnNbHbIN PUCK HAHECEHNST CEPbE3HOro Bpeaa 13-
3a HenpaBWMbHOrO MyTW BBEAEHUSA, criedyeT Takke pacCMOTPEeTb BOMPOC O TOM, Kak udbexaTb NogobHoro
HenpaBUIIbHOrO MyTM BBeAeHWUsi. OTO onaceHMe B OCOOEHHOCTM OOOCHOBaHHO, KOrga 4acTbio PYTUHHOW
MEOVLUMHCKON MNpPaKTUKM  SBNSEeTCA BBEAEHWE JeKapCTBEHHOrO0 CpeacTtBa  OAHOBPEMEHHO C  ApyrvMun
NeKapCTBEHHbIMW CpeacTBaMK, Ha3Ha4YaeMbiMM NyTEM Kakoro-nmbo onacHoro BBefeHus. B gaHHOM cny4dae puck
BO3HMKHOBEHUSA OLUMOOK NpW Has3Ha4YeHUM NeKapCTBEHHOrO CpeacTBa OOMKEH paccMaTpuBaTbCs B KayecTse
npobnembl No 6e3onacHoOCTy.

38



TKIN 564-2015

B cnyyae Hanuuns opM € pasnuyHon 403MPOBKOKW NeKapCTBEHHOMO CPeACcTBa OLEHUBaEeTCa AOCTaTOMHOCTb
Bu3yanbHon (unu duaundeckon) puddepeHumaumm Mexay nNekapCTBEHHbIMU CpeacTBaMyn C  pasfvyHbIMU
O03MPOBKaMN U MexXady NeKapCcTBEHHbIMU cpedcTBamMK, Kak NpaBwuno, HasHadaeMbiMU WAW NPUHUMaEMbIMU
opHoBpeMeHHO. B cny4yae, ecnu Ha pblHKE MMEIOTCA Apyrue nekapCcTBeHHbIe cpeacTBa C TeM Xe AeNCTBYIOWUM
BELLECTBOM, AN KOTOpbIX He Obina noateepxaeHa OMO3KBMBANEHTHOCTb, OOSMKHbI ObiTb NPeanoXeHbl Mepbl
npegynpexgeHus MeguumHCKUX oWMBOK 1 MUHUMU3aLUMK pucka.

Ecnu nekapcTBeHHOE CpPeACTBO NnaHMpyeTCcs MCNomb3oBaTh Yy criaboBuasLLEn rpynnbl HaceneHus, ocoboe
BHMMaHMe HeobXoOouMO yAenuTb BO3MOXHOCTWU COBEPLUEHUs] OLIMOKU Mpu nNpuveme fekapcTBEHHOro CpeacTea,
KOTOpasi Npu YCTaHOBIEHUN pUCKa AOMKXHbI paccMaTpuBaTbCs B kadecTse npobnembl o 6e3onacHoCTy.

OueHuBaeTCcsd pUCK M Mepbl MO NPedoTBPALLEHUO CydYarlHOro npornatbiBaHWs WnvM Apyrux crnyvaes
HenpegHaMepeHHOro NCMorb30BaHUs AeTbMU.

Owwnbkn nNpu npueme nekapCcTBEHHOrO CPeAcTBa, BbISBMIEHHble B xode paspaboTku npoAaykra, BKo4Yas
KMUHWYECKNE MCCrenoBaHusA/UCNbITaHWS, AOMKHbI OblTb PacCMOTPEHbI, @ Takke AoMmkHa ObiTb npeacTaBreHa
MHdoOpMaLnUs O camux OwWubKax, WX MNOTEeHUManbHbIX MpudMHax Ku crnocobax Wx ycTpaHeHwus. B cniyyae
HeobXoAMMOCTM cnegyeT ykasaTb, KakMM 06pa3om BblLEynoMsHYTOoe Obino MPUHATO BO BHMMaHue Ha
OKOHYaTenbHbIX CTaausx pa3paboTku fekapcTBEHHOro cpeacTsa.

B cnydvae, ecnn B xoge MNOCTPErMcTpaLMoHHOro nepuoga Obinu BbISBNEHblI HeXenaTenbHble peakuuw,
ABMBLUMECS pe3ynbTaToM MeauLMHCKMX ownbok, AaHHaa TeMa AormKkHa BbITb paccmoTpeHa B obHoBneHuun MYP 1
npeanoXeHsl NyTM MUHUMMU3ALMN OLLMOOK.

B cnyyae usmeHeHusx coctaBa 1 JO3MPOBKW NEKapCTBEHHOMO CpeacTBa, PUCK BO3HUKHOBEHUS OWIMBOK npu
npueme rnekapcTBEHHOro CPeAcTBa JOSMKEH paccMaTpuBaThCs B kadyecTBe npobnemsbl No 6e3onacHoCcTH, a Mepsbl,
KoTopble OyayT npeanpuHATbI  AepXaTenem PerncTpauyMoHHOro  YAOCTOBEpPEeHWUs [Ans  NpenoTBpalleHus
nepenyTbiBaHUA Mexgy CTapblM WM HOBbIM NEKapCTBEHHbIM CPEeACTBOM MPUBOAATCA B paMkax nraHa
MUHUMM3auunM puckoB. OueHnBaeTCsa LenecoobpasHOCTb MEPONPUATUIA N0 MUHUMU3ALMM PUCKOB B OTHOLLEHWUN
M3MeHeHWn opMbl NPeAcTaBneHns, pasmMepa  YNakoBKW, MNYyTW BBEOAEHWS WKW MNPOYUX  XapaKTepucTUK
BblIMyCKaeMOoro nekapcTBeHHOro cpeacTaa.

Ecnu nekapctBeHHOe cpeacTBO AOMKHO NMPUMEHATLCA BMECTe C MEAULMHCKUM YCTPOWCTBOM (BCTPOEHHbLIM
UK HeT), HeobXoAMMO paccMOTPeTb BCe (haKTOPbl OMNAcHOCTU, KOTOPbIE MOTYT NPEeACTaBNATb PUCK AN nauueHTa
(HeucnpaBHOCTM MEOULMHCKOrO YCTPOMCTBA).

- Mogyne CVI IMYP, nogpasgen «Ocobble acnekTbl NPUMEHEHNS B neguaTpum»

B maHHOM nogpasgerne paccmaTpuBalOTCA acnekTbl MCNONb30BaHUSA NeKapCTBEHHbIX CPeACTB B NeamnaTpuu,
He ykasaHHble B mogyne CIV MYP.

a) MNpobnemsbl, BbISIBMIEHHbIE B NNaHe NneanaTpuyeckux uccnegoBaHni

B nogpasgene ykasbliBaloTcA nobble pekoMeHauuuM no AnUTENbHOMY nocrneaylowemMy MOHUTOPUHTY
6esonacHoCTN N aPMEKTUBHOCTM NPU MPUMEHEHUN Y NaUMEHTOB negnaTpuyeckon nonynaumu. B cnydvae, ecnu
OaHHbIN  acnekt 6onee He sABNSeTcA nNpegMeToM onaceHun no 6Ges3onacHoCTW, [OMMKHO OblTb  gaHo
cooTBeTCTBYIOLEe 06bACHEHNE 1 06OCHOBaHME.

MpeonoxeHns o NpoBeAeHUN onpefeneHHbIX AOMrOCPOYHbIX NeauaTpuyecKkux uccrnefoBaHUn/UChbITaHUi
HeobX0AMMO PaccMOTPeTb Ha MOMEHT MOAauyu 3asiBreHWs Ha BBedeHVEe neauvaTpuyecKux MokKasaHui u, ecnu
CYLLECTBYIOT COMHEHUSI B OTHOWEHUM UX HeobxoammocTu, TpebyeTca npeacTaBuTb COOTBETCTBYOLIME
0BocHOBaHus.

6) MoTeHuMan Ansa negmMaTpu4eckoro MCNoNb30BaHUS BHE YTBEPXKAEHHbLIX NOKa3aHWUM K NPUMEHEHNIO

CnegyeT oOUEHUTb PUCK MNPUMEHEHWUS NEeKapCTBEHHOro cpeacTBa BHE YTBEMKAEHHbIX MNOKasaHun K
NPUMEHEHUIO Y NeguaTpuyeckon nonynsumum nnbo kakon-nnbo ee YacTu B Criydae ecnu HO30Morus, ABnsoLLasacs
0f00pEHHBLIM NOKa3aHMeEM NPUMEHEHWUs NeKapCTBEHHOrO CpeAcTBa, TakKe BCTpeyaeTcs U B neauaTpuyeckon
nonynsuun, HO MpPUMEHeHMe Yy rnocrnegHen He saBnsdetcs ogobpeHHbiM. Bce Bo3MmoxHble hakTudeckune
HanpaBreHnss  MNpUMEHEHUs1  FeKapCTBEHHOro  cpeAacTBa  cnegyet  oTpasnte B pasgene  «OnbIT
NOCTPErncTpaunoHHOro npuMeHeHus» (cMm. 6.2.5.2.5, mogynb CV T1YP) n B nogpasgene «PesynbTaThbl
NOCTPErncTpaunoOHHOrO NPUMEHEHNUS Y TPYMM MauMEHTOB, He U3YYEHHbIX B XO4e KITMHUYECKUX UCCrefoBaHun»
(cm. 6.2.5.2.5, mogynb CV TYP) MNYP.

- Mogynb CVI IYP, noapasaen «[lMporHo3npyemoe nocTperncTpaLMoHHOE UCNOSb30BaHUE»

Ona npegpeructpaumoHHblix YP unu nopgade 3asBneHUs Ha BBeAEHWE 3HA4YMTErbHbIX WM3MEHEHUN B
nokasaHus No MeauLMHCKOMY NPUMEHEHWIO AepXKaTernb perncTpaLmMoHHOro yaocToBepeHUs AOMKEH NPeacTaBnTb
NoApoBHYI0 MHAOPMAaUMIO O MPOrHO3NPYEMOM HampaBneHUn MpPUMEHEHUs, npeanonaraeMoMm MpUMeHeHUn
nauMeHTaMu FekapCTBEHHOrO CpeacTBa C TEYEeHMEM BPEMEHW, MOMNOXEHUU NeKapCTBEHHOro cpeactsa B
TepaneBTUYECKOM apceHarne.

a) MNoTeHuMan Ansa Ncnonb3oBaHMsA BHE 0A0BPEHHbIX MOKasaHWi K MPUMEHEHUIO

HeobxoamMmMo caenaTb OUeHKy noTeHumana Aans NpUMeHeHUs ekapCTBEHHOrO CPeACcTBa BHE YTBEPXKAEHHbIX
nokasaHui K NPUMEHEHWIO.

6.2.5.2.7 Mogyne CVII NYP «MaeHTndnunpoBaHHbIe U NoTeHUManbHbIe PUCKNY

OaHHbii moaynb MYP cogepXnTt MHopMaLmnio 0 BaXKHbIX MOEHTUMULMPOBAHHBLIX Y MOTEHUMAaNbHLIX pUCKax,
CBSA3aHHbIX C MWCMOMNb30BaHMEM feKapCTBEHHOIO CpPEeACTBa, BKMAYas WHMOPMaUMIO O BbISIBNEHHLIX WU
NnoTeHUMarnbHbIX HexXenaTenbHbIX peakuusx, BbIBMEHHOM W MOTEeHUManbHOM B3aMMOOEeNCTBMU C  OpYyruMu
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niekapCTBEHHbIMY CpeAcTBaMW, MPOAYKTaMM NUTaHWUA U APYrMMU BellecTBamu, a Takke o chapMakonormyeckmx
KnaccoBbIx adhpekTax.

1) Moayne CVII MNYP, nogpasgen «HoBble nAEHTUDULNPOBAHHBIE PUCKUY»

Mpobnembl No 6e3onacHOCTK, BbISIBIIEHHbIE CO BPEMEHU nocnegHero npeactaenenns MYP, gomkHbl ObiTb
nepevvcneHsl B AaHHOM pasgene n nogpobHo oueHMBaTbCs B COOTBETCTBYOWEM pasgene Hwke. B pasgene
yKa3blBaeTCA MPUYMHHBIN hakTop NpobrnemMbl No 6e30nacHoCTW; UHGOPMaUMUs O TOM, SABMNSETCH NU AaHHbIN
acnekT pucka BaXHbIM UAEHTU(PULNPOBAHHBIM UMM BaXKHbIM MOTEHLMAmNbHLIM PUCKOM; AaeTcs 060CHOBaHWE Mo
BO3MOXHbIM HeobXoaANMbIM Mepam MUHUMM3ALM puCcKoB nnu HOBbIM cneumanbHbIM
nccrefoBaHMAM/UCTbITAHMAM MO JaHHOMY acnekTy pucka.

2) Mogyne CVII MYP, nogpasgen «logpobHas nHdopMauusa 0 BaXKHbIX UOEHTUDULMPOBAHHBIX N BaXKHbIX
NOTEHLUMANbHBIX PUCKaxX»

B pasgene npegctaBnseTrca nogpobHas umHdopmaums O Havbornee BaKHbIX MAEHTUUUUPOBAHHBIX WY
BaXHbIX MOTEHUMarnbHbIX puckax. [OaHHbI pasgen OormkeH ObiTb KpaTKUM M He JOrbkeH npeAcTaBnsiTe cobon
BbIOOPKY AaHHbIX M3 Tabnuu M CMMCKOB HeXenaTenbHbIX peakuui, BO3HUKWWNX B pe3ynbTaTe KIMHUYECKUX
UcnblTaHW, UNU npeanaraemoe WNKU @akTnyeckoe copepxaHue pasgena «HexenatenbHble peakuumny
WHCTPYKLUM NO MEQNLMHCKOMY NMPUMEHEHNIO.

[MoHATME BaXHOro pucka 3aBUCUT OT HECKOMbKUX (DaKToOpoB, BKMOYasd BO3OENCTBME Ha OTOENbHOro
nauueHTa, Cepbe3HOCTb pUCKa M BNUsIHWE Ha 300pOBbe HaceneHusi. Kak npaBuno, nwbon puck, KOTOpPbIN
AormkeH/MoxeT OblTb BKMIOYEH B MNPOTUBOMOKa3aHUSA WNW npegynpexaeHus u Mepbl NPegoCcTOPOXKHOCTU
WHCTPYKLUM MO MEAULIMHCKOMY MPUMEHEHMIO, HeOOXoOUMO BKMYMTL B OaHHbIA pasgen. BsaumopencTsus,
NUMeloLLMEe BaXKHOE KITMHUYECKOe 3HadYeHne 1 BaxkHble dhapmakonornyeckme knaccosble apdekTbl, Takke cnegyet
BKITIOYUTL B JaHHbIN pa3gen. Kpome Toro, pucku, KOTopble 0BbIYHO HE HAaCTONbKO Cepbe3Hbl, YTOObI B OTHOLLEHUN
nx TpeboBanucb KOHKPETHble MNpeaynpexaeHus nnu Mepbl NPeaoCTOPOXKHOCTUM, HO KOTOpble BO3HUKaKT B
OTHOLUEHWMN 3HAYUTENBHON YacTu Uccrneayemon rpynnbl HaceneHus, BrvsoT Ha Ka4eCTBO XU3HWU NauneHTa, U 3To
MOXeT MPUBECTU K Cepbe3HbIM NOCNeACTBUAM MPU OTCYTCTBUMMU Haanexallero nevyeHus (Hanpumep, cunbHas
TOLIHOTa U pBOTA, CBA3a@HHas C XMMuoTepanuen UM NHoWn nekapcTBEHHOW Tepanuen), crieqyeT paccMoTpeTb Ha
npeameT BKIIOYEHUS B AaHHbIA pasaen.

[na HeKkoTopbIX NeKapCTBEHHbBIX CPeacTB AOMKHbI BblTb PACCMOTPEHbI PUCKW, CBA3aHHbIE C YTUnM3aumen
NCMNOMNb30BaHHOIO NEKapCTBEHHOro cpeAcTBa (HanpuMmep, Ans TpaHcaepmarnbHbIX nnacTbipen). Tawke MoryT
ObITb Cny4anm BO3HUMKHOBEHWUS 3IKOMOrMYECKOW OMacHOCTU Mpu YyTUAM3auuyM NeKkapcTBEHHOro cpeacrtsa M3-3a
M3BECTHOro narybHoro BO3AEWCTBUS Ha OKpYXXaloLlylo cpedy, Hanpumep, BELLECTBa, KOTOpble SIBNSHOTCS
0COBEHHO onacHbIMK AN BOAHOW hnopbl U dhayHbl U KOTOpble He AOMXKHbI OblTb YTUNU3MPOBaHbI Ha CBarkax.

MpenctaBneHne gaHHbIX O pUCKax:

Mpn HanNMYMM COOTBETCTBYIOLLEN MHpOpPMaLMM NOAPOOHbIE AaHHbIE O pUCKax AOIMKHbI BKMYaTh B cebs
criegyioLlee:

a) YacToTa;

- BO3OeNCcTBME Ha 300pOBbe HaceneHns (TAXECTb N Cepbe3HOCTb/0bpaTUMOCTL/UCXOA);

- BO3gencTBMe Ha oTAenbHOro naumneHTa (BUSHUE Ha KavyeCTBO XXU3HW);

- hakTopbl p1cka (B TOM 4ucre hakTopbl, Kacalwuecs nauueHTa, 4o3sbl, Nepuog pucka, agauTUBHbIE UK
CUHepruyHble hakTopbl);

- NpegoTBpaTUMOCTL (T.€. MpeackasyeMoCTb, BO3MOXHOCTb NPedoTBpaTUTb pasBUTME WM BO3MOXHOCTb
BbISIBIIEHUS HA Ha4YanbHOM 3Tane);

- BO3MOXHbI MEXaHN3M pa3BUTHUS;

- UICTOMHUK aHHbIX U YPOBEHb JOKa3aTENbHOCTW.

JdaHHble No YacTtoTe pa3BUTUSI OOSMKHbI OblTb MpPUBEAEHbI C YYETOM W yKasaHWEM WUCTOYHWMKA AaHHbIX MO
6e3onacHocTn. YacTtoTa pa3BuMTUS HE LOSKHA OLEHMBATbLCH Ha OCHOBAHUWM [aHHbIX CMOHTaHHbIX COOOLLEHWNA,
MOCKOMbKY [AaHHbIA MeTod He MO3BONSAET BbIMOMHATE OLEHKY napameTpa 4acToThl C TpebyembiM YpOBHEM
[OCTOBEPHOCTU. ECnun B OTHOLLEHUM BaXHbIX MOEHTUPULMPOBAHHBIX PUCKOB HEOOXOAMMO BbIMMCIUTL TOYHYIO
YacToTy, cregyeT OCHOBbIBAaTbCA Ha CUCTEMATMYECKUX  UCCMeQoBaHUAX — (Hanpumep,  KIUHUYECKue
nccrnefoBaHUA/MCNbITaHNS UNU- 3ANVAEMUONOrMYeckMe UCCneaoBaHusl), B KOTOPbIX W3BECTHO TOYHOE YKCHOo
NnauMeHToB, MOABEPralLmMXcs BO3AENCTBUIO NIEKapCTBEHHONo CPeacTBa, U KONMYECTBO MaUUEHTOB, Y KOTOPbIX
OTMeYarnochb NposiBlieHNe COOTBETCTBYIOLLEro MOEHTUMULMPOBAHHOIO prcka.

3HameHaTenb AOMKeH ObiTb BblpaXeH C WUCMONb30BAaHMEM COOTBETCTBYHLUNX €OVMHUL, W3MEPEHUS:
HanpvMmep, KONMYeCTBO MaLMEHTOB, MaUUEHTO-AHEN UMW 3KBMBANEHTHbIX €AMHUL (KypCbl NEYeHns, peuenTtbl 1
T.4.). JOmKHO BbITb YKka3aHO Kakow UCMomnb3yeTcs nokasaTernb 4YacToThbl (B KakMX eQuHULAX U3MepeHUs BblpaxeH
3HameHaTenb). Takke cnegyeT ykasaTb JoBepuTernbHble MHTepBarnsl. [py Mcnonb3oBaHUM equHULILI U3MEpPEeHNs
«KOMMYECTBO NAUMEHTOB B YCTAHOBMEHHbIA MPOMEXYTOK BpEeMEHM» HeoOXOAMMO OCHOBbLIBATbCA Ha
npeanonoXeHnM O TOM, YTO (OYHKUMS ONacHOCTW [JOfkHa ObiTb MNPaKTUYECKU MNOCTOSHHOW B Te4veHue
nocneayLlero BpemeHn. B npotuBHom cny4vae ee crnegyeT pa3buTb Ha COOTBETCTBYOLLME KaTEropum, B pamkax
KOTOPbIX BbIMOMHAETCS NpeanonoXeHne 0 NOCTOSHCTBE. JTO MOXET BbITb 0OCOBEHHO BaXKHO, eCrin ANUTENbHOCTb
neyeHus npefcraensieT cobown caktop pucka. B cnyvae HeobGxoaumocTu cnegyeT onpefenutb nepuoa
Hanbonbluero pucka. Yactora MaeHTUPULMPOBAHHOIO puUcka AOIMKHA ObiTb MpeacTaBreHa Ans nonynsiuum B
LLenoM 1 Ansi COOTBETCTBYHOLLMX NOMNYMSILMOHHBIX NOArpynm.
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Uto KacaeTcs BaXHbIX WOEHTUULUMPOBAHHLIX PUCKOB, HEobXoaAMMo npeAcTaBuUTb MHOpMaLuio o
MpPeBbILUEHMN YacTOTbl Pa3BUTMS TakOBbIX B rpynne cpaBHeHusi. HeobxoouMmo Takke 0600WWUTbL AaHHble MO
BPEMEHM A0 Hayana pasBUTUS HexenaTternbHbIX COObITU C MCMONb30BaAHNEM METOOO0B OLIEHKM BbDKMBAEMOCTW.
MoxeT ObITb Mcnonb3oBaHa (PYHKUMS COBOKYMHbLIX PUCKOB ANs NpeacTaBneHus OaHHbIX MO KyMYNATUBHOW
BEPOSATHOCTU pasBUTUS HEXeNaTeNbHbIX peakuni.

B oTHOWeEHMM noTeHUManbHbIX PUCKOB  HeobXoaMmo  npefocTaBUTb  AaHHble O  BGasucHon
yacToTe/pacnpoCTpaHEHHOCTU B LIeNEeBOW NONynsLmu.

Ona 6GonbwuHcTBa [MYP, BkNtovaloWwmMx efuvHUYHbIE fEKapCTBEHHbIE CPeacTBa, PUCKU, Kacatolmecs
HEnoCpeACTBEHHO MOKa3aHWA K NPUMEHEHWIO UMW COCTaBa, Kak MpaBuio, paccMaTpuBalOTCs Kak OTAeNbHble
npobnemsl No 6e3onacHOCTW, HanpuMmep, CrydYanHoe BHYTPUBEHHOE BBEAEHWE MOXET MNpeacTaBnATb cobow
npobnemy no 6e3onacHOCTVM ANsi OTAENbHOrO NEKapCTBEHHOrO CpefCcTBa Kak MPUMEHUTENbHO K cdopme angd
nepopankbHoro, Tak U NOAKOXHOro BBEAEHMS.

Uto kacaeTtca MYP, pacnpocTpaHAoLWMXCAa Ha HECKOSbKO NEKapCTBEHHbIX CPEeACTB, KOTOpble MOryT UMETb
3HaYUTENbHbIE Pa3NMYNSA B OTHOLIEHUMM WOEHTUUUMPOBAHHBLIX U MOTEHLMAmNbHbIX PUCKOB, MOXET OKa3aTbCsl
uenecoobpasHbiM  KnaccuduunpoBatb PUCKW, 4YTOObI MOKasaTb, KaKOW PUCK MMEET OTHOLLEHWE K Kakomy
nekapCcTBeHHOMY cpeacTBy. PekoMeHayeTcs pacCMOTPETb CriefytoLmMe 3arofoBKy:

- Pucku, cBaszaHHble C 4ENCTBYHOLLUM BELLECTBOM

B aTy kaTeroputo MoryT BXoAUTb BaXkHble MAEHTU(PULUMPOBAHHbIE UM NOTEHUManbHble pUckM, oblne ans
BCEX COCTaBOB fIEKapCTBEHHbIX CPEACTB, CNOCOOOB BBEAEHUSA U LIEeNEBLIX rpynn HaceneHus. BeposiTHee Bcero, B
OaHHYo KaTeropuio nonaget 60nbLUNMHCTBO PUCKOB, XapakTepPHbIX 45151 6ONbLIMHCTBA NEKapCTBEHHbLIX CPEACTB.

- Pucku, cBaszaHHble ¢ onpeaeneHHbIM COCTaBOM U cnocobom BBeAEHMS

Mpumepbl MoryT BkMtoyatk B cebs MYP ¢ gBymMs nekapcTBeHHbIMUM cpeacTBamu, Hanpumep dopma ans
BHYTPMMbILLEYHOrO BBEAEHWSI MPOMIOHIMPOBAHHOIO [OeNcTBus U opma Ons nepopanbHOro BBEAEHUS.
[ononHutenbHble npobriemMbl, Kacawwmecss Cry4YanHoro BHYTPUBEHHOrO BBEAEHMS, OYEBUOHO, He OyayT
KacaTbCsl TekapCTBEHHbIX CPEACTB ANS nepopanbHOro BBE4EHMS.

- Pucku, cBasaHHble ¢ LieneBon nonynaumen

Mepnatpuyeckas nonynauna npeacrasndeT cobor Hambornee ovyeBUAHLIA NPUMEP LIENEBON Monynsuuu, B
OTHOLLIEHMM KOTOPOW MOTYT MPOSBAATLCA OOMNOSHUTENbHbLIE PUCKK, Kacalomnecs uU3n4ecKkoro, NCUXUYECKoro u
MonoBOro pasBUTUA, 4YTO He OyaeT nNPUMEHUMMO K JeKapCTBEHHOMY CpeacTBy, NpeAHasHadYeHHOMY
WCKINOYUTENBHO ANS B3POCHbIX NaLNEHTOB.

- Pucku, cBasaHHbIE C NepexoqoM Ha OTMYCK NekapCTBEHHOro cpeacTtea 6e3 pelenTa

3) Mogyne CVII TMYP, nogpasgen «/geHTuduumnpoBaHHble W NOTEHUManbHble B3aMMOOENCTBUS,
BKITIOYaIOLLIME B3aUMOLENCTBUSA C APYIMMWN NIEKapCTBEHHBIMU CPeACTBAMU U NPOAYKTaMU MUTAHUSA»

VaeHTudumumMpoBaHHble 1M MOTeHumanbHble  dapMakokMHeTudeckne n  dhapmakoguHammudeckme
B3aUMOENCTBUS HEOOXOOAUMO pPacCMOTPETb B OTHOLLEHMW KaK CXEM NeyeHust No ogobpeHHbIM NoKasaHusM K
NPUMEHEHNIO, TaK U B OTHOLIEHUN Hambonee 4acTO WCMONb3yeMbiX B LENeBON MOMynsaumm fnekapcTBEHHbIX
cpeacts. [Ons Kaxgoro u3 HuX crnegyeT o0000WMTbL UMelWMecs [AdaHHble W gokasaTtenbHyko  6asy,
noaTBEPXKAAOLY0 B3anMOOENCTBME U BO3MOXHbIN MexaHu3M. [aeTca oueHka noTeHumanbHbIM puckam ans
3[40pOBbsl, BO3HWUKAOLIUM MO pasnUYHbIM NOKa3aHUAM M B pasnUyHbIX rpynnax HaceneHus. Baanmogencrtsus,
SABMAIOWNECA KIMUHUYECKU BaXKHbIMKW, Heobxogumo BknouuTb B pasgen MYP o6 vmaeHTMdhUuMpoBaHHbIX U
noTeHUManbHbIX pUckax.

4) Mogynb CVII MYP, nogpasgen «Papmakonornyeckme Knaccosble adpekTbi»

B paspgene faetcsa xapakrepucTika 1 OLeHKa BaXKHbIX PUCKOB, CBOMCTBEHHbIX (hapMaKkoormyeckomy Kraccy.
OueHMBaeTCa COOTHECEHWE YacTOTbl PasBUTUA HexenaTeNnbHbIX peakuuin nNpu NPUMEHEHUU FeKapCTBEHHOrO
CpeAcTBa C YacTOTOWN, XapaKTepPHON ANa APpYrMX NeKapCTBEHHbIX CPeACTB AaHHOM hapMaKonormyeckon rpynnebl.

Ecnn puck, BO3HWKHOBEHME KOTOPOro sABNSAETCA ObWuM Ona  ApYyrnx feKkapcTBEHHbIX CpencTB
hapMaKkonorm4yeckoro kracca, He cumtaeTcsa npobnemor no 6e30MacHOCTM B OTHOLUEHUU NEKapCTBEHHOro
CpeacTBa, W, crieqoBaTernbHO, He BKIOYaeTCa B NepedeHb MOEHTUMPULMPOBAHHBIX U NOTEHUMANbHbIX PUCKOB, B
nogpasgene HeobxoaMmMo NpeacTaBUTb AoKa3aTenbCTBa, NoATBEPKAAOLME 3TO.

6.2.5.2.8 Moaynb CVIII NYP «O606LwweHHas nHpopmaums no npobnemam 6e3onacHocT»

B paspgene ykasbiBaeTcs 0606l eHHast MHopMmaLums No onpeaensiemMmbiM npobnemam no 6e3onacHoOCTy.

Mpobnemammn no 6e3onacHOCTN MOryT ABAATHCS:

- Ba&XXHbI MOEHTUMDULMPOBAHHbBINA PUCK;

- BaXHbI NOTEHUMAnNbHbIN PUCK; Un

- BakHasi OTCyTCTBYIoLLast MHpopmauua.

B cny4ae, ecnu MNYP BkntoYaeT HECKONbKO NEKapCTBEHHbIX CPEACTB, LenecoobpasHbiM B faHHOM pasferne
sABnaeTca pasgeneHne obobarowen nHpopmaumm no npobnemam no 6e3onacHOCTU Ha NOArpPynmnbl (aHanNnorM4YHo
npeactaBneHnio gaHHelx B Mogyne CVII TYP), npu 3TOM MOXeT UCMNOMb30BaTbCs CReaylLwmi noaxod no
pasgeneHunto;

- npobnembl No 6e30NacHOCTU, CBA3aHHbIE C AEACTBYIOLMM BELLIECTBOM;

- npobnembl No 6e30nacHOCTU, CBA3aHHbIE C ONpeAeneHHbIM COCTaBOM Ui CNOcoboM BBEAEHWS;

- npobnembl No 6e30NacHOCTU, CBA3AHHbIE C LeNeBon nonynsaunen;

- npobnembl No 6e30nacHOCTU, CBA3aHHbIE C NEPEXOAOM Ha OTMNYCK NiekapCTBEHHOro cpeacTea 6e3 pevenTa.
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6.2.5.3 YacTb Il MYP «[NnaH no dbapmakoHaasopy»

Llencto nnaHa dapmakoHag3opa sBNsSieTcs  onpegeneHne Toro, kakuMm obpasom  gepxartenb
pPErncTpaumMoHHOro yYAOCTOBEPEHUS MMaHMPYET Aanee BbIABNATb W/UNM XapakTepu3oBaTb PUCKW, yKasaHHble B
TpeboBaHuax GesonacHocTu. naH no dapmakoHag3opy NpeacTaBnsieT cobor CTPYKTYPUPOBAHHBLIN MMaH C
uenbto:

- BbISIBNIEHUSA HOBbIX Npobnem no 6e30nacHoCTY;

- fanbHenLWwen xapakTepucTukM M3BeCTHbIX nNpobrniem no 6esonacHocTu, BKIoYasa onpeaeneHne dakTopos
pucka;

- uccnegoBaHusa ENCTBUTENBHOMO HaNU4Ms NoTeHumManbHbIX Npobnem no 6e3onacHoCTY;

- onpegeneHns METOAOB NONYYEHNs1 BaXKHOW OTCYTCTBYHLLENn MHopMaLmu.

MnaH dapmakoHag3opa AomkeH OblTb OCHOBaH Ha npobnemax no 6e3onacHoCTW, 0606LLEHHbIX B Moayre
CVII NMYP «Cneundukaummn no 6e3onacHoOCTM».

[earenbHocTb MO hapmakoHan30py noapasaensaeTcsa Ha PYTUHHbIE MeponpuATUS No dapMakoHaasopy U
OONONHUTENbHbLIE MeponpuaTus no apmakoHagsopy. B oTHoweHun kaxaon npobrnembl no GesonacHocTU
aepxxaTtenb perucTpaLMoHHOrO yOOCTOBEPEHUS LOMMKEH MEPEYUCTIUTL 3annaHMpoBaHHbIE CO CBOEW CTOPOHBbI
MeponpusaTMa no dapmakoHaasopy. [lnaHbel dapmakoHagsopa [[OMKHbl OblTb  CopasMepHbl  puckam
neKkapCcTBEHHOro cpeacrea. Ecnu pyTuHHbIE MeponpuaTa no dhapmakoHaas3opy 060CHOBAHHO OLEHUBAKOTCS Kak
JocTtatovHble Ansi obecrnevyeHnss Hagnexawero noCcTPerncTpauuoHHOro MOHUTOpPUHra Ge3onacHocT U He
TpebyoT AONONHUTENBHbIX AEACTBMI (HanpuMep, nccrieqoBaHuin 6e3onacHoCcT), HEOBXOANMO OCHOBbLIBATLCH Ha
«PYTMHHOM bapmMakoHaA3opey, HanpaeneHHOM Ha AarbHelLyo paboTy ¢ npobrnemamu no 6e3onacHoOCTy.

6.2.5.3.1 Yacts Il MYP, pasgen «PyTuHHbIE MeponpusaTns no apmakoHaa3opy»

PyTuHHbIE MeponpuaTust No dapmakoHaa30py NPEACTaBNAlT cObOON KOMMNIEKC MeEPONpPUATUA, PerynsipHo
NPOBOAMMbIX AepXXaTenem perncTpaLMoHHOro YA0CTOBEPEHUS C Lenbio obecnevyeHnsa BbiNonHeHMs TpeboBaHui
3akoHogaTenbcTBa no ¢hapmakoHansopy B Pecnybnuke Benapycb. Mactep-cainn cuctembl chapmakoHaasopa
COAepXUT NoapobHY0 MHGOPMaLMIO O cUcTeEMax M npoueccax, peannsyemblx gepxatenem perncTpaumoHHOro
yOOCTOBEPEHUS AN OOCTUXKEHMS yKasaHHOW Lenu, AaHHas uHdopmauns He aybnupyetcs B [YP.

YNONMHOMOYEHHBIM OpraHoM MOXeT OblTb caenaHa pekoMeHOauus LepXaTenio  perucTpalMoHHOro
YOOCTOBEPEHMSI B OTHOLUEHUM W3MEHEHUs OEeWCTBYHOLIMX npouenyp cbopa, BepudumKauum, OUEHKN U
npeactaBneHns uMHopMauun O  HeXenaTenbHbIX — pPeakumsix, MOfyYEeHHbIX B paMKax CMNOHTAHHOrO
penopTupoBaHusa. B 3aToM cnyyae B faHHOM pasferne gepxarernb perncTpaumoHHOro YAOCTOBEPEHUS NMPUBOSUT
NOSACHEHNE NO W3MEHEHUAM B PYTUHHOW AeATEeNbHOCTM Mo apMakoHaa30py, BHECEHHbIX COrMacHo
pekoMeHaaumsiM YNosTHOMOYEHHOMo opraHa.

a) CneumanbHble ONPOCHMKM MO NocneayoLemy HabnioaeHWIO 3a HexXenaTenbHbIMU peakumnsaMm

Ecnn ot pgepxaTtena perucTpauvoHHOro YAOCTOBEpPEHUs TpebyeTcsa COCTaBUTb UMM Ke OH NraHupyeT
NCNonb3oBaTb CreunanbHble OMPOCHUMKU ANA NOMyYeHUs CTPYKTYPUPOBAHHOW MHGOPMAaLMM O BbISIBNEHHbIX
HexenaTenbHbIX peakuusix, MpPeacTaBnalWmx ocobbli MHTepec, B npunoxeHun 6 [MYP gomkHbl ObiTb
npeacTaBneHbl  KOMMM  AaHHbIX  OMPOCHWMKOB. Wcnonb3oBaHWe creuuanbHbIX  OMNPOCHUMKOB B KadecTse
nocrieqyowlero  HabnwgeHnss 3a penopTUpyemMbiMM  MOLO3PEBAEMbIMU  HexXenaTenbHbIMU  peakunamu
NPUYNCNAETCS K Mepam PyTUHHOMO hapMmakoHag3opa.

6.2.5.3.2 Yacts Il MYP, pasgen «JononHUTeNbHbIE MEPONPUATUSA MO hapMakoHag3opy»

HepxaTenun permcTpaLmoHHbIX YyA0CTOBEPEHUIA OOIMKHbI OLEHUTb CUTYaLMK, B KOTOPbIX TpebyeTcst npuHaTne
OOMNONHUTENBHBLIX Mep Mo dapmMakoHaA30py MO MpUYMHE HEBO3MOXHOCTU OOCTUXKEHWSA Lenu no Hagnexaluemn
OLIEHKE/N3YHEHMIO p1UCKa NPW MOMOLLM PYTUHHBIX METOO0B (hapMakoHaa3opa.

Llenb(-1) A4oNOnHUTENBHBLIX MepONpUATAA No hapMakoHaA30py, Kak NpaBuio, pasnmyaTca B 3aBUCUMOCTU
OT nNpobnem no 6e3onacHOCTK, Ha KOTOPbIE OHW HaMnpaereHbl. ViccneaoBaHusa B pamkax nnaHa dapmakoHaasopa
OOIMKHbI ObITb CBA3aHbl ¢ Npobnemammn no GeszonacHocTi, 0603Ha4YeHHbIMK B crieuudmkaumm no 6esonacHoCTy,
BHE 3aBWCMMOCTM OT TOrO, HaLEerneHbl N UCCNEeLOBaHNs Ha BbISIBIIEHME U XapaKTEPUCTUKY PUCKOB UMW Ha OLIEHKY
3(PPEKTUBHOCTM MEPONPUATUIA MO MUHMMM3ALMM pUcKoB. [lepxaTenb perncTpaumoHHOro yOOCTOBEPEHMS
OOIMKEH BKIIOYUTbL Cloga BCe WCCNedoBaHWsi/UCTbITaHWS, HanpaBrieHHble Ha W3yyYeHue/oueHKy npobrem mno
©e3onacHoOCTU, a Takke MccnenoBaHUs/UCMbITaHUs, KOTOpble MOryT NPefoCTaBUTb MOMNE3HYH MHGOPMaLMIo O
©e30nacHOCTU, XOTS NpU 3TOM oLeHMBaeMble B pamkax [MYP npobnemsbl no 6e3onacHOCTM MOryT HE BXOOUTb B
4YMCIO NPUOPUTETOB MUCCIEeAOBaHMS. DTO BKIOYAET B cebs NOCTperncTpaumnoHHble nccnenoBaHns 6e3onacHoCcTy,
uccneposaHua B obnactv papmakoanMaemMmnonornm, gapmakoKMHETUYECKME UCCNenoBaHus, KIMHUYECKNe
nccnepoBaHUA/MCNbITaHUA UNU AOMOMHUTENbHBIE OOKMUHUYECKUe uccnepoBanus. pu npoBeaeHMUM OaHHbIX
nccnegoBaHu/ucnbITaHUM cnepyet PYyKOBOLCTBOBATLCS COOTBETCTBYIOLLNMMU pykoBoacTBaMu n
3aKoHOAaTENbCTBOM.

MpoTokonbl MccnegoBaHUA/UCIBITAHUIA B paMKax NnaHa no hapmMakoHag3opy OOMKHbI ObiTb NpeacTaBneHbl
B npunoxeHuu k MNyP.

Pestome 0T4eTOB NO pesynbTataMm UCCneaoBaHUN/UCNbITAHWMI, BbIMNOMHEHHbLIX B pamkax [4OMOMHUTENbHbIX
MeponpusTUiA No dhapMakoHaa30py, OOMKHbI ObiTb BKMOYEHbI B NpunoxeHue K MYP. BnnsHue HOBbIX AaHHbIX Ha
COOTHOLLIEHME MONb3a/pUCK NEKapCTBEHHOrO CpeacTBa AOMKHO ObITh TLATENbHO OLEHEHO M creumdmkaums no
Ge3onacHocTW, nnaH no dapmMakoHad3opy WM MfaH Mo MUHUMW3AUUM PUCKOB AOSMKHbI ObiTb gopaboTaHbl
COOTBETCTBYIOLLNM 06Pa30M C Yy4ETOM MOMYyYEHHbIX AaHHbIX NO 6Ge30MacHOCTW.

- Ocobble cuTyauum No NOCTPErMCTPaLMOHHBIM UccnedoBaHmsiM no 6esonacHoCTU
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UccneposaHus, mayyawowme a@EeKTMBHOCTbL Mep MO MWMHUMU3AaUMU PUCKOB, criegyeT BKIYUTL B MnnaH
dapmakoHag3opa BMeCcTe C 0COObIMM (hakTopamMu OnMacHOCTW, a Takke noapobHO onucatb B NnaHe
MWHUMM3ALUN PUCKOB.

- UccnepoBaHns ncnonb3oBaHWs NekapcTBEHHbIX CPeacTs

MccnegoBaHnss  UCMNOMb30BaHWS  NIEKapCTBEHHbIX  CPeacTB  MOryT  MpoBOAUTLCA MO TpeboBaHuio
HaUMOHamNbHbIX YMNOMHOMOYEHHbIX OpraHoB A MOHWTOPWHra WCMOMb30BaHWS MEeKapCTBEHHbIX CPeAcTB Ha
COOTBETCTBYIOLLEN TEPPUTOPUN, YACTO B CBA3N C OLIEHKON MEeXaHU3MOB KOMMNEeHcaumm rocyaapcTBOM HaceneHuo
CpeacTB, 3aTpayvMBaeMblX Ha nNpuobpeTeHne neKapCTBEHHbIX CPeacTB. [aHHbli  TUN  MccneqoBaHun
HenocpeAcTBEHHO He npedHasHa4veH Ans U3ydYeHus acnekToB 6e30nacHOCTU NeKapCTBEHHbLIX CPEACTB, HO MOXET
AaTb NOMesHylo MHMOpPMaUUo O TOM, SBASIOTCA N MEPONPUATUSA MO MUHUMU3ALUU PUCKOB 3DEKTUBHBIMA, a
Takke o gemorpacun LenesbIxX rpynn HaceneHus.

- CoBMeECTHbIE nccnenoBaHus

Ecnu npobnema no 6e3onacHocTu pacnpocTpaHseTca bonee yeM Ha 0gHO nekapcTBeHHoe cpeacTso (Nnbo
Ha OQHO AeWCTBYIOLLEEe BeLecTBO MPUXOAUTCA HECKOMNbKO AepxaTenen perucTpaumoHHOro YAOCTOBEPEHWUS),
HaUMOHamnbHbIA  YNOMHOMOYEHHbIA  OpraH [OSDKEeH MOopekoMeHOoBaTb — AepXaTensam  permcTpauuoHHOro
yooctoBepeHus nposectn coBmecTtHoe [MPUB. lNpoBeneHMe COBMECTHbIX MCCNeAoBaHUMM Takke MOXET ObiTb
HeobOXoOMMbIM B Cryyasx, Korga KONMMYeCcTBO NaUMEHTOB OrpaHuMdeHo (pedkue 3aboneBaHusl)  uwnu
HebGnaronpusATHble peakuuM HabnwogawTca peako.  HaumoHanbHbBIR - YNOMHOMOYEHHBI  OpraH  [LOMKEH
cnoco6CcTBOBaTL COrMalleHni0 3aMHTEPECOBaHHbIX AepXXaTenen perMcTpaumnoHHbIX yooCTOBEPEHUI pa3paboTaTb
eouHbin npotokon anga NMPUB n coBMecTHO NpoBOAUTbL UccnedoBaHue. Ecnu B TeyeHne pasymMHoOro nepuoga
BPEMEHW, OnpederieHHOro YMNoSIHOMOYEHHbIM OpraHoM, 3auHTEpPecoBaHHble AepxaTenun perucTpaumoHHbIX
YOOCTOBEPEHUA Tak WU He CMOMMW MpUATU K COrMawleHnto O CO34aHuM eduHOro MpoTOoKona, HauMOHambHbIN
YNONHOMOYEHHbIN OpraH MOXeT HasHauuTb nposeneHue NPUB 1 onpegenntb Nn6o obLIMI OCHOBHOWM NPOTOKOST,
nunbo KnYyeBble ANEeMEHTbI NPOTOKOMA, KOTOPble AepXaTenn perncTpaunuoHHOro YaAoCTOBEPEHNS OOSMKHbI ByayT
cobnogatb B Tpebyemble CPOKM.

- Peructp

Peructp npencrtaBnser cobol BuA NPOCMEKTUBHBIX HEWHTEPBEHLMOHHBLIX KOTOPTHbIX MCCreaoBaHWUi.
PekomeHngyeTca npegycMmoTpeTb B pPeructpe BKAOYEHME [pynnbl CpaBHEHWS,, B CBA3M C 3TUM  perucTp
3aboneBaHun OyaeT SABNATbLCHA, Kak npaBuro, Gonee npeanoyvTUTENbHBIM, YEM PErucTp, OrpaHUyeHHbIN
onpeaeneHHbIM NekapcTBEHHbIM CpeacTBOM. [poTokon perncTpa OOSMKeH npegycMmaTtpuBaTb BHECEHME B peecTp
OaHHbIX MO NaumMeHTaMm, KOTOPbIM BbIMUCaHbl COOTBETCTBYIOLME fNeKkapCTBEHHbIE CPeACcTBa UK KOTOpble UMEIT
OfHO U TO e 3abonesaHune.

6.2.5.3.3 Yactsb Il MYP, pasgen «MNnaHbl 4encTeuii No 4ONONHUTENBHBIM TpeboBaHMAM Mo hapmMakoHaa3opy
B OTHOLUEHMM nNpobrem no 6e3onacHoOCTU»

Mpn HanNWYUM AONONHUTENBLHBIX MEPONPUATUIA MO hapMakoHaa3opy, NnaH AeACTBUA B OTHOLLEHUU Kaxaoun
npobremMbl N0 6e3onacHOCTU AomKeH BbiTb NPpeacTaBneH B COOTBETCTBUM CO CreayoLwen CTPYKTYpOu:

- Nnpobriema no 6esonacHocTy;

- uenb npegnaraemoro(bix) 4encTeusa(uin);

- Nnpegnaraemoe(ble) gencrame(ms);

- OCHOBHbI€ 3Tarnbl OLEHKN 1 OTYETHOCTMU.

OaHOM 13 cocTaBnsALWMX Mep, NpeanaraemMbix B OTHOLLIEHUW Kaxaon npobrieMbl no 6esonacHocTu, Bcerga
OyneT SIBNATbCS «PYTUWHHbIA hapmakoHag3op». MoMMMO nepeyvncrieHnst OOMNONHUTENbHLIX MeponpuaTUA B
nyHkte «[pepnaraemoe(-blie) pencteme(-usa)», B npunoxeHun 5 MYP HeobxogMmo npeacTtaBuTb MPOTOKOMbI
(NpoekT nnu Apyron AOKYMeHT) Ans npoBedeHus nobbix nccregoBaHni.

6.2.5.3.4 Yacte Il TYP, pasgen «CsogHasa Tabnuua nNo AOMOMHUTENbHBIM MEPONPUATUAM O
hapmakoHaa3sopy»

B naHHOM pasgene gomkHa 6bITb NpeacTaBneHa cBogHasa Tabnuvua Bcex AOMONHUTENbHBIX MEpPonpUATU No
hapmakoHaa30py, BKoYas nraHupyemMble AaTbl 3TanOB UX BbINOMHEHUS.

6.2.5.4 YacTtb IV IMYP «[naHnpoBaHne nocTperncTpaumoHHbIX nccnegoBaHnii a@ekTMBHOCTUY

TpeboBaHMSA K MOCTPErncTpauMoHHbIM WUCCefoBaHNAM Mo 6e30MacHOCTM OTHOCATCS MCKMYUTENBHO K
Of0OpPEHHBLIM MOKa3aHWsIM, HO He K WCCMNefoBaHUAM, 3aHMMalroWMMCa WU3yYeHWeM [OOMOSMHUTENbHbIX, He
op06peHHbIX nokasaHun. WccnepgoBaHust no 6e3onacHocTu, siBnsiomMecss ocobbiMu obsizatenbcTBamu W/unu
yCrnoBueM ONns NOryYeHns yooCTOBEPEHUst O rocyaapCTBEHHOW perMcTpauuy, HeobxoamMo Takke BKMOYUTL B
AaHHyto YacTtb MNYP.

6.2.5.4.1 Yactb IV IMYP, pa3gen «MpeacraBneHne gaHHbIx 06 3 eEKTUBHOCTUY

B kauyecTBe 0OBACHEHUS ANst NPEAIOXEHHBIX UCCreaoBaHUn 3pEKTUBHOCTU 1 Ana obecneyeHns Hanuuns
060CHOBbIBaKOLWMX AaHHbIX MO BktoyeHuto B MYP, B pasgene npeacraensieTcs obobuiaowas nHgpopMaums no
AOKa3aHHOW 3adPEKTUBHOCTM NEKapCTBEHHOro cpeacTBa, a Tawkke YykasaHMe Ha KakuxX  KIUHUYECKMX
nccrnefoBaHUAX/UCMbITAHUAX M KOHEYHbIX TOYKax OCHOBaHa AaHHas oueHka. [lormkHa OblTb caenaHa oueHka
TBEPAOCTN KOHEYHbIX TOYEK, Ha KOTOPbIX OCHOBaHa oLeHKka 3EKTUBHOCTN.

B pasgene npuMBoanTCs KpaTkas oueHKa HeobXoaAMMOCTU NpoBedeHUs AanbHENLWnX NOCTPEerncTpaLmoHHbIX
nccrnefoBaHun apeKTMBHOCTU MO CreAYLWNM acrekTam:

- NPUMEHUMOCTb AaHHbIX 06 aPHEKTUBHOCTI AN BCEX NALUMEHTOB B LIeNeBon nonynauum;
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- pbakTopbl, KOTOpble MOryT MOBNUATL Ha 3MMEKTUBHOCTL EKapCTBEHHOro cpedacTBa B NOBCEAHEBHON
MeOULUHCKON NpaKTuKe;

- BaprabernbHOCTb TepaneBTUYeckoro adpdekTa B cybnonynaumsx.

B paHHOM pasgene pgomkHa  OblTb  npeactaBneHa  cBogHas  Tabnuua  3annaHMpoBaHHbIX
nccrnefoBaHUN/UCHbITAHUA C yKa3aHWEM CPOKOB UM OCHOBHbLIX 3TaroB BbINOMHEHUS. [poekTbl NpOTOKONoB ANs
OaHHbIX KMUHUYECKNX nccrnegoBaHUA/MCNbITaHWA, BKITOYAOTCA B npunoxeHue 7 MYP.

6.2.5.5 Yactb V MYP «Mepbl N0 MUHUMU3ALUN PUCKOBY

B cooTtBeTcTBUM CO cneumdmkaumen 6e30nacHOCTN AepxaTtenb PerMcTpaLnuoHHOro YAOCTOBEPEHMS OOIMKEH
OLEHUTb, KakMe MepornpuaTus No MWMHUMU3AUMU PUCKOB HEOBXOAUMbI B OTHOLUEHUW KaKOoW npobnembl no
6e3onacHocTu. MnaH MUHUMM3ALMM PUCKOB AOSMPKEH BKMOYATb NOAPOGHYI0 MHGOPMaUMIo O MepOonpuUATUSX Mo
MWUHUMW3ALUMM PUCKOB, KOTOpble ByAyT NpeanpuHATbl C LEeNbl YMEHbLUEHUS PUCKOB, CBA3AHHbIX C KaXOOW M3
yCTaHOBIEHHbIX Npobnem no 6esonacHocTwn. MNMpeanaraeMble MePbl MMHUMMU3ALMM PUCKOB MO KaXJo0W 13 npobnem
no 6e3onacHOCTN MOryT BKoYaTh 6oree 0agHOro MeponpUATUS N0 MUHUMU3ALUU PUCKOB.

MeponpuaTns no MUHUMM3aALUN PUCKOB MOFYT COCTOATb U3 PYTUHHBLIX MEPOMPUATAN NO MUHUMU3ALUU
PUCKOB U AONONHUTENBHBLIX MEPONPUATUA MO MUHMMMU3ALMK PUCKOB. Bce MeponpuaTia no MUHUMU3aLUN PUCKOB
OOIMKHbI UMETb YeTKO 0603HAYEHHYIO Lierb.

6.2.5.5.1 Yactb V IYP, pasgen «PyTUHHbIE Mepbl MUHUMMU3aLUSA PUCKOBY

PyTVWHHbIE MEPbI MUHMMU3ALUM PUCKOB BKIHOYAOT B Cce0S MeponpuaTus/AencTBus, KOTopble NpoBOAATCSA B
OTHOLLUEHUMN KaXX4oro NekapcTBeHHOro cpeacTtsa. PyTUHHbIE Mepbl pacnpoCTpaHATCS Ha:

- UIHCTPYKUUIO MO MEAULMHCKOMY NPUMEHEHWIO;

- MapKUPOBKY;

- NIMCTOK-BKNaablLW/MHopMaLuio Ans nauneHTa;

- pa3mep(-bl) ynakoBKu;

- perynsaTopHbIN CTaTyC NekapCTBEHHOIo CpeacTBa.

MHCTpyKUMA No MeOuUMHCKOMY MPUMEHEHUI0 NpeacTaBnseT cobOM BaXKHbIN MHCTPYMEHT MWHUMW3ALUM
pucka, MOCKOMbKY NpeacTaBnseT cOOOW KOHTPONUPYyeMbId U CcTaHAapTusyembln dopMaT UHDOPMUPOBaHUS
MeOUUMHCKMX 1 (bapMaueBTUYECKNX pabOTHUKOB, a Takke NauneHToB O NIeKapCTBEHHOM CPeACTBe.

a) Paamep ynakoBku

OrpaHuyeHne konuyecTBa eAMHWL, BbINWCAHHOIO JEKApCTBEHHOIO CpPeAcTBa ABNAETCA elwe OAHUMM U3
PYTUHHBIX MEPONPUATUA NO MWHMMM3AUMM puUckoB. [pu orpaHMYEeHUn KonuyectTsa eauvHWL BbINUCAHHOMO
riekapCTBEHHOrO CpeacTBa NaumneHT BblHY>XOeH obpallaTbCs K nevallemy Bpadvy yepes onpeaeneHHble MeHbLune
NPOMEXYTKN BPEMEHU, YTO ONTUMMU3MPYET NPOLLECC KOHTPOMS €ro COCTOSAHUS U COKPaTUT BPEMS €ro HaxoXaeHus
6e3 cooTBeTCTBYIOLWEro HabmoaeHus. Bbinyck ynakoBok Ha HeBOmbLUOEe KONMMYECTBO AO3MPOBAHHbLIX eauHuLY, (B
0cobbIX criyqasx — Ha OAHY A03VMPOBAHHYI0 eAMHWLY) Takke MOXET OblTb MOne3HbIM B Criydae, ecrnv ogHUM u3
OCHOBHbIX PUCKOB CYUTaETCs nepegos3npoBka.

0) PerynaTopHbIi ctatyc

KoHTponb ycrnosuin, Npu KOTOPbIX NIeKapCTBEHHbIN CpeacTBa AenaeTcs AOCTYMHbIM, MOXET NOMOYb CHU3UTL
PUCKW, CBSI3aHHbIE C €ro UCMONb30BaHWEM WK HEMPaBUIbHBbIM MPUMEHEHUEM. OTO MOXET ObiTb AOCTUIHYTO
nyTeMm perynmpoBaHus YCroBUA, MPU KOTOPLIX NeKapCTBEHHOE CPeACcTBO MOXeT ObITb Ha3HayYeHo, Unn YCroBun,
Npuv KOTOPbIX NauneHT MOXET NONYyYnUTb fekapCTBEHHOE CPEACTBO.

Mpw BbIgA@Ye PErMCTPaLIMOHHOIO YAOCTOBEPEHMSA HEOOX0AMMO BKIOYNUTL NOAPOBHYI0 MHAOPMaLMIO O MobbIX
YCINOBUSAX, OFPaHUYEHNSX MOCTABOK WM UCMOMb3OBaHWE IeKapCTBEHHOro CPeACcTBa, BKMtoYasd YCnoBus, Mpu
KOTOpbIX NEeKapCTBEHHOe CpeacTBO MOXeT CcTaTb [AOCTYynHO Ans naumeHTtoB. OBbIMHO 3TO MMeHyeTcH
«pPErynsaTopHbIM CTaTyCOM» JIEKapCTBEHHOrO cpeAcTBa. [aHHbI cTaTyc BKMYaeT B cebs uHdopMaumio o ToM,
NOANEXUT N NeKkapCTBEHHOe CPeACcTBO NpoAdaxe no peuenty unu 6e3 peuenta Bpada. OH Tawke MOXeT
orpaHM4MBaTh MecTa pacnpocTpaHeHUs (Hanpumep, orpaHnYeHne NPUMEHEHNEM B CTaLMOHAPHOM yyYpexaeHun).
B oTHOLIEHNM NeKkapCTBEHHbIX CPeAcTB, MPUOBPECTM KOTOPbIE MOXHO TOMbKO MO peLenTy, HeobXoauMo BBECTU
OOMOSHUTENbHbIE YCMOBUSA, @ MMEHHO KnaccuduuupoBaTb UX Ha NekapCTBEHHble CPeACcTBa, KOTOpble MOXHO
NpruoBpecTn TONbLKO MO cneumanbHOMY peuenTy.

BonblwunHcTBO Npobnem no 6e3onacHocTM MOryT OblTb COOTBETCTBYHOLIMM 00pa3oM pacCMOTPEHbl Mpu
OCYLLLECTBNEHUN PYTUHHBIX MEpPONpUATUA NO MUHUMU3ALUMU PUCKOB. T€M He MeHee, B OTHOLLIEHUUM HEKOTOPbIX
PUCKOB PYTUHHbIE MEPONPUATUS MO MUHMMM3ALUW PUCKOB MOryT OblTb HEOOCTATOMHbIMM, MOSTOMY MOryT
notpeboBaTbCsa JOMNOMHUTENbHBIE MEPONPUATUSA NO MUHUMU3ALIMN PUCKOB.

6.2.5.5.2 Yactb V IYP, pasgen «[JononHutensHble MeponpuaTUS N0 MUHUMU3ALIMN PUCKOBY

JononHuTenbHbIMU MEPONPUATUAMWN O MUHUMU3ALUN PUCKOB SABFISAIOTCA MeponpuaThS No MUHUMU3ALMU
PUCKOB, KOTOPble HE OTHOCATCA K PYTUHHBIM MEPOMNpPUATUSAM MO MUHUMU3aAUUW PUCKOB. [ONOMHUTENbHLIE
MEepPONPUATUA N0 MUHUMM3ALUN PUCKOB OOSMKHbI BbiTb MpeasniokeHbl, Koraa pyTUHHbIE MEpPonpuUATUS SABNSIOTCA
HegoCcTaToYHbIMU Ans obecneyveHns 6e3onacHoro 1 3dEKTUBHOIO NCMONb30BaHWSA NEKapCTBEHHOIO CpeacTBa.
Pag goononHUTEnNbHbLIX METOAO0B MO MUHMMMU3ALMM PUCKOB OCHOBAHO Ha cnocobax MH(OPMUPOBaHWS, KOTOpble
BbIXOOAT 3@ PaMKN UHCTPYKLUW MO MEAULMHCKOMY NPUMEHEHMIO U NUCTKa-BKNabiwa.

Mo oononHUTENBHBIM MEPOMPUATUAM MO MUHUMM3aALUW PUCKOB, NMpeacTaBnseTca AeTanbHoe onucaHue u
obocHOBaHME HeoOXOAMMOCTM UX BbINOMHEHWUs. B AaHHbIM pasgen HeobXoouMMO BKHOYUTbL TOMBKO Te
MEepOonpuUSATUA, KOoTopble CBA3aHbl ¢ 6e3onacHbiM 1 3P EKTUBHBIM NCMONb30BAHMEM, OHU TakkKe AOMKHbI ObITb
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Hay4yHOo O0BOCHOBaHHbLIMK, pas3paboTaHHbIMM W BBINOMAHATLECHA  cleuMannucTtaMm C  COOTBETCTBYIOLLEN
KBanudgukaumen.

JononHutenbHble MeponpuaTUS N0 MUHUMMU3ALMM PUCKOB MOCME WX COrfacoBaHWs C YMNOMHOMOYEHHbIM
OpraHoM CTaHOBATCA YCMOBUSIMWU AMS MOMyYeHUs PermcTpauuoHHOro yaoCToBepeHus. B cooTBeTCTByHOLLMX
crnyyasx norHasi MHOpMauust O AOMOSNHUTENbHBIX MEPOMNPUATUSX MO MUHMMU3aUUM pUCKOB (B TOM 4umcre
YepHOBOWN BapuaHT y4ebHbIX MaTepuanoB) AormkHa BbITb NpeacTasneHa B npunoxeHun 9 MyP.

a) Obyyarowine maTtepuansl

Obyuvatowme matepuarnbl He OOMKHbI HOCUTb peKNnamHbl XapakTep. YNOMHOMOYEHHbIN OpraH BbINOMHAET
cornacoBaHve u yTBepxaeHue obydvalolwmx MaTepuanoB, KOTOpble paspabaTbiBalOTCA B pamMKkax nraHa
MWUHUMWU3ALMN PUCKOB.

[na nekapcTBeHHbIX CPeACTB, coAaepxalluMx OOHO M TO Xe OeNCTBylllee BeLecTBO, PeKkoMeHOyeTcs
pa3paboTka MakcumarnbHO 6nmMskMx Mo opMe M copepKaHuio Oobydvatolmx MaTepuanoB U matepuanoB Ans
nauueHToB.

6.2.5.5.3 ®opmaT nnaHa(-oB) MMHUMM3ALNN PUCKOB

B paHHOM pasgene gomkHa ObiTb paccMOTpeHa kaxgas npobnema no 6e3onacHocTW, onpeneneHHas B
cneyndurkaumm no 6esonacHoOCTU.

Mo kaxpgou npobrieme no 6esonacHOCTN AomkHa BbITh NpeAcTaBneHa cneayLas nHpopmMarms:

- onucaHue npobnemel No 6esonacHoOCTy;

- uenb NpeanoXeHHoro(-bIx) 4encTBusA(-1i);

- PYTUHHbIE MEPbI MMHUMW3ALMN PUCKOB;

- OOMOMHUTENbHbIE  MEpPOonpUATUA MO  MUHUMMU3AULMM PUCKOB (€CRUM  UMEITC), 3agaduM Mo Kaxgomy
OOMNOMNHUTENBHOMY MEPONPUSATUIO U OOOCHOBaHUE HEOOGXOANMOCTY;

- cnocob OoueHKM 3PPHEKTUBHOCTU MEPONPUATUA MO MUHUMU3ALMU PUCKOB C TOYKM 3PEHUSA OOCTWDKEHUS
nocTaBneHHbIX Leneu;

- Lernb MYUHUMM3AaLIMN PUCKOB, T.€. KaKOBbl KPUTEPUM OLIEHKM YCMELLHOCTU NPUHATBIX MEP;

- OCHOBHbI€ 3Tanbl OLEHKN 1 OTYETHOCTMU.

UT0 KacaeTcsl PYTUHHBIX MEP MUHUMMW3ALIMN PUCKOB, TEKCT, NpeanaraemMblii B UHCTPYKLMU MO MeOULIMHCKOMY
NPUMEHEHMIO, [OMKEH ObITb NpeacTaBneH BMecTe C AeTarbHbIM ONMMCaHWEM APYTUX PYTUHHBIX MEPONPUATUIA NO
MUHUMM3aLUN PUCKOB, NPEANOXEHHbIX B CBA3U C Npobnemamu no 6e3onacHoCTy.

6.2.5.5.4 O6HOBNEHNs NNaHa MUHUMMU3aLUN PUCKOB

Mpn obHoBneHnn MYP pomkeH BKMOYATb OLEHKY BbIMOSMHAEMbIX PYTUHHBIX W/WMAW  AONOMHUTENbHbIX
MEPOMNPUATUA MO MUHUMM3ALMMA PUCKOB. PesynbTaTbl oduumManbHOW OLEHKM MEPOMNPUATUA MO MUHUMM3ALIUM
PUCKOB TaKkke OOIMKHbI OblTh BKMOYEHbI B AaHHbIN pa3gen. B pamkax JaHHOW KPUTUYECKOW OLIEHKM AepxaTenb
PerncTpaumMoHHOro yAoCTOBEPEHUS OOSMKEH BbISBMNATL M OUEHMBaTb hakTopbl, KOTopble NUMH60 cnocobCcTByOT
OOCTUXEHUIO MOCTABMNEHHBIX Lienen No MMHUMMU3aumMmn pucka, nmodo NpmMBOaAT K HU3KOMY YPOBHIO 3hEKTUBHOCTH
MEPOMNPUATUA MO MUHUMM3AUMM pUCKOB. [orkeH ObiTb caoenaH KOMMEHTapuiA B OTHOLUEHUM BO3MOXHOM
HeobX0oOANMMOCTN BBEAEHWUS OOMOMHUTENbHbLIX WWMAW WU3MEHEHMWS BbINOMHAEMbIX MEPOMNPUATUN MUHUMMW3ALMK
pucka no kaxgomn npobneme no 6esonacHoOCTM.

6.2.5.5.5 YacTtb V INYP, pasgen «OueHka adhHeKTUBHOCTU MePONPUATUIA NO MUHUMU3ALUA PUCKOB»

MeponpuaTns N0 MWHMMMU3AULMM  PUCKOB MNPEACTaBnsaoT cobov OeNcTBusA, HarnpaBfeHHble Ha
npegoTBpalleHne pasBUTUS HeXenaTerbHbIX peakuui, CHUXKEHME 4acToTbl PasBUTUS UNU CTEMEHU TSKECTU
HexxenaTenbHbIX peakuui, a Takke MUHUMM3aLMio HebGnaronpuaTHbIX NOCNeacTBU BO3AENCTBUSI HA NauMeHTa
npy pasBUTUN HeXenaTenbHOW peakuum Ha nekapcTBeHHoe cpeAcTBO. OueHKy 3hdEeKTUBHOCTU AedTEeNbHOCTH
no MMHUMMU3ALMK PUCKOB MpU peanusauuy 3TUX Lenen cnegyeT BbINOMHATb HAa NPOTSAXEHUN BCEro XU3HEHHOrO
UMKa nekapCTBEHHOrO CpeacTBa, YTobbl yoeanTbca B TOM, YTO HebnaronpusaTHble NOCNEeACTBUSA, CBA3aHHbIE C
HexenaTenbHbIMW  peakuusMy,  MUHUMU3UMPOBAHbI W,  CrieQoBaTeNbHO,  COOTHOLWIEHWE  Morb3a/puck
nekapcTBEHHOro cpeacTBa ONTUMU3NPOBAHO.

B cnyyae BbiSiBNeHUS He3I(EEKTUBHOCTN KOHKPETHOM CTpaTerMnm no MUHMMU3ALMU PUCKOB, Heobxoaumo
pa3pabotaTb M BHeAPUTb arnbTepHaTUBHblE MeponpuATMsA. B onpegeneHHbix crnyvasx B pesynbraTe OLEHKM
MOXeT OblTb caoenaH BbIBOA, YTO MEPONpUATUS MO MUHMMMW3ALUW PUCKOB HE MOTYT KOHTPOMMPOBaTb PUCKW B
Tpebyemow cTeneHn ansa obecrneyeHnss NPUMEHEHNS NEeKapCTBEHHOIO CpeacTBa Npuv NPEBbILEHMN NOMb3bl Hag
PUCKOM, YTO O3Ha4yaeT HeoOXOAMMOCTb OT3blBa JEKAPCTBEHHOIO CPeAcTBa C pblHKA WM OrPaHWYEHUst ero
NPUMEHEHMWS TONbKO TOW NMOArPYNMoi NaLMeHTOB, B OTHOLLEHUM KOTOPbIX MOMb3a NepeBeLLnBaeT PUCKW.

6.2.5.6 Yactb VI MYP «Pestome nnaHa MMHUMU3ALNM PUCKOB»

Pestome MYP gns kagoro nekapcTBEHHOrO CPeAcTBa OOSMKHbI ObiTb AOCTYMHbI 06LWEeCTBEHHOCTU. Pe3tome
OOIMKHO BKMOYaTh KroyeBble anemeHThl MYP ¢ ocobbiM BblgeneHneM MeponpusaTuii N0 MUHUMU3aLUN PUCKOB.
UTto Kkacaetca cneuudurkaumm no 6e3onacHOCTU paccMaTpyMBaeMoro fekapCTBEHHOIO CpeacTBa, OHa AOrKHa
cogepxaTtb BaXHyl MWHPoOpMauuio 06 WAEeHTUUMUMPOBAHHBIX WM MNOTEHUMAnbHbIX puUckax, a Tawke 006
OTCYTCTBYIOLLEN UHDOPpMaLNN.

OaHHbii pasgen TYP pgomkeH copepatb criegylowyto 0006LEHHY0 WHGOPMAaLMIO, OCHOBaHHY Ha
mogynsx Cl, CVIII NYP nyactax IV u V MNYP:

- 0630p annaemuonornm 3abonesaHuii;

- 06001 eHHbIe AaHHbIe MO OLEeHKe Nonb3bl/3ddeKTUBHOCTH;

- 0606LLeHHasa nHdopMauus no npobnemam no 6esonacHoOCTy;
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- 0606LeHHast MHopmauusa no npobriemam no 6esonacHoCTy;

- Tabnuubi:

- 0606LeHHasa MHpopMauns NO MeponpuUATUAM MO0 MUHMMU3ALMN PUCKOB B OTHOLLUEHUW KaXdow w3
npobnem no 6esonacHocTy;

-MnaH noCTpPerucTpaumoHHOro passutus (B OTHOWeHMM ©Ge3onacHocT U 3adpeKTUBHOCTH),
BKIIOYAOWNIA AeTanbHoe onucaHue U OBbACHEHWE MO BCEM MepOonpuUATUAM, SBASIOWMMCS YCNOBUSMU
Nony4YeHnst perMcTpaLmoHHOro yaoCToBEpPEHNS.
6.2.5.6.1 Yactb VI MYP, pasgen «O630p annaemuonorn 3abonesaHns U pestoMe 0XngaemMon norb3bi»
OepxaTenb perucTpauMoHHOro yaocToBepeHus AorkeH o0600WunTe  AaHHble No  3NMAEeMUOonornu

3aboneBaHNs/COCTOAHUS, SBMSIOLWLErocsl MNoKa3aHWEM K Ha3HaydeHWo feKkapCTBEHHOro cpeacTBa, Kak 3To
netanbHo onucaHo B moayne Cl MYP. MNpn aTomM MHMopMauusa AOHOCUTCA OO LeneBor nonynsumm MeToLoM
N3NoxeHns hakToB M Ha COOTBETCTBYHOLLEM HecneunanusmpoBaHHOM A3blike. Ecnu nekapctBeHHoe cpencTBo
NPUMEHSAETCS B Ka4yecTBe AMarHOCTUYECKOro CPeacTBa, MCNONb3YeTCA NPy aHeCcTe3MU UNU UMEET NHblE CXOOHbIE
rnokasaHusi, He CBSI3aHHble C KOHKpeTHbIM 3aborneBaHMem/COCTOsHMEM, AaHHbIM pasgen obsopa MoxeT 6biTb
ONyLLEH.

6.2.5.6.2 Yactb VI IYP, pasgen «O6o6weHHaa uHdopmaums no npobnemam no ©6esonacHoctn (Ha
HecneLmanuaMpoBaHHOM S3bIKE)»

B paHHOM pasgene cnegyeT KpaTko onucatb npobrnembl no 6e3onacHOCTM Ha A3blKe, MOHATHOM ANS
LUMpOKON oblecTBeHHOCTU. Pasgen Tawke BKMNOYaeT OMNMCaHWe 4acToTbl M CTENeHW TSXKECTU COCTOSHWUN,
0BycnoBreHHbIX npobnemamun no 6esonacHocTU. YTo KacaeTca BaXHbIX MOTEHUMAanNbHbIX PUCKOB, HEOBXOAUMO
PasbACHUTL MPUYMHBLI BO3HUKHOBEHWUS OaHHbLIX PUCKOB, @ Takke BO3MOXHbIX HeonpeaeneHHOCTen B UX OLEHKe
(Hanpumep, PUCK XapakTepeH AN COeAWHEHWM [aHHOrO Knacca, HO He Obin BbISIBEH B KIMHUYECKUX
nccrnefoBaHUsAX MpU HasHayeHMU JaHHOrO NeKapCTBEHHOro cpefcTsa). B OTHOWEHWM BaXKHOW OTCYTCTBYHOLLEN
NMHGOPMaLMM YKa3bIBAETCS, Kakoe BAMSHUE 3TO MOXET OKa3aTb Ha LeneByro Nonynsumio U Kak oTpaxaeTcs Ha
pekomeHaaumsax (Hanpumep, Hanuyne NPOTUBONOKa3aHWUI, NPEeaoCTEPEXEHUN).

6.2.5.6.3 Yactb VI MNYP, pasgen «CeoagHas Tabnuua meponpuaTiii No MMHUMU3aLUMK PUCKOB NO Npobnemam
no 6esonacHocTU»

B paHHOM pasgene HeobxoauMMO nepevucnutb npobrnembl nNo 6es3onacHOCTM M NpeacTaBuUTb pestome
MEePONPUATUIA MO MUHUMMU3ALIMN PUCKOB, MPeaNIOKEeHHbIX ANs Kaxaon npobnemsl no 6esonacHocTu. MNMpu Hannyum
bonee ogHoro nnaHa MuUHUMM3auum puckoB (YacTb V TYP), ana kaxgoro us HUX HeobXoaMmo NpeacTaBuUTb
OTAENbHY Tabnuuy.

6.2.5.6.4 Yactb VI TYP, pasgen «[naHupyemas nOCTperMcTpauMoHHass AesATENbHOCTb MO OLEHKe
a(pHEKTMBHOCTU U pa3BuTUO hapmakoHaa3opa»

Tabnuua B gaHHOM pasgene OOofmkHa MpeacTaBUTb CMAMCOK MMaHUPyeMbIX MEpPONpUATAA B OTHOLUEHWU
nccneposaHus 3pEKTUBHOCTM W [anbHenwero msyveHus npobrnem no ©GesonacHoctu. Llenbio sBnsierca
npeacraeneHve obsopa 3annaHMPOBaHHOIO MNOCTPErMCTPaUMOHHOIO pasBUTUS J1EeKapCTBEHHOrO CpeacTBa B
OTHOLLUEHUMN OLEeHKM 3a(peKTMBHOCTU M hapmMakoHaa3opa, a Takke pacCMOTPEHNE OCHOBHbIX 3TanoB, CBA3aHHbLIX
C KaxgbIM uccriefoBaHMeM unu Meponpuatvem. JaHHaa Tabnuua gormkHa o6beanHATb Tabnuubl U3 pasgernos
6.2.5.3.4 1 6.2.5.4.1. B kaxgoun cTpoke Tabnuupl ykasbiBaeTCa npuyMHa npoBedeHns uccrneaoBaHus, HasBaHme U
KpaTkoe onucaHue nccrnegoBaHusi, CPOKM U OCHOBHbIE 3Tanbl BbIMNOSTHEHWS.

6.2.5.6.5 YacTtb VI INYP, pasgen «Pe3tome nsMeHeHUIn, BHECEHHbLIX B NaH yrnpaBneHus puckamm»

B pasgene npegcTtaBnsieTcsa WMHgopMauua B TabnuyHom opMe C nepevyHem BCeX CyLeCTBEHHbIX
N3MeHeHW, BHeceHHbIX B MYP, B XxpoHonoruyeckom nopsgke. NHpopmauus gomkHa BkYaTth, Hanpumep, gaty
BKITHOYEHUS B NMaH HOBbIX Npobniem no 6e3onacHOCTU UK UCKIIOYEHNS 0B03HaYeHHbIX paHee, AaTthbl 4obaBneHus
WM OKOHYaHUS HOBbIX MCCrefoBaHu 6e30nacHOCTM, KpaTKoe pe3loMe W3MEHEHWA, BHECEHHbIX B MnaH
MEepPONPUATUIA MO MUHUMMU3ALIMN PUCKOB, a TakkKe AaTbl COrnacoBaHMs AaHHbIX U3MEHEHU.

6.2.5.7 Yactb VII MYP «[NpunoxeHus k nnaHy ynpasneHus puckammy»

MYP porkeH cogepxaTb cnegyowme NnpunoXKeHns:

Mpunoxexue 1 MYP: Tekywaa Bepcuss (UNU npegnaraemas, €cnv  fnekapcTBEHHoe

CpeacTBO He 3aperucTpupoBaHO) MHCTPYKUMM MO MeAULUMHCKOMY
NPUMEHEHUIO 1 NUCTKa-BKNaablla

Mpunoxexue 2 MNyP: KpaTkun  0630p BbINOMHAEMbIX U 3aBEPLUEHHbIX  MPOrpamm
KMMHUYECKUX UCCreqoBaHUN/UCMbITaHUA

Mpunoxexue 3 MYP: KpaTkun  0630p BbINOMHAEMbIX W 3aBEPLUEHHbIX  MpPOrpamm
hapmMakoannaeMmnonornyecknx nccneqoBaHni

Mpunoxexue 4 MYyP: MpoTokonbl NpegnaraeMblX Y NPOBOAMMbBIX UCCREAOBaHUA MO YacTu
" nype

MpunoxeHwne 5 MYP: CneuunanbHble dopMbl nocnegyrowiero HabnogeHua 3a
HexenaTenbHbIMU peakumamu

Mpunoxexue 6 MYP: MpoTokonbl NpegnaraeMblX ¥ NPOBOAMMbBIX UCCREAOBaHUA MO YacTu
IV IyP

Mpunoxexue 7 MYP: HoBble fOCTyNHbIE OTYETLI 06 MCCregoBaHMAX/UCNBbITAHUSAX

Mpunoxexue 8 MNyP: MogpobHas wuHdbOpMaUMs O NPeanoXeHHbIX AOMNOMHUTENbHbIX
MEepPONPUATUAX N0 MUHUMU3ALMN PUCKOB (ECNN MPUMEHNMO)

Mpunoxexue 9 MNYyP: Opyrve BcnoMoraTternbHble JaHHble (BKIIOYas CCbINOYHbIN MaTtepuan)
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6.2.6 B3aumocBA3b Mexay nraHoM yrnpaBreHus puckaMm 1 nepmoamnyeckum ot4eToM o 6esonacHocTu

OCHOBHbIMW NOCTPErNCTPaUMOHHBIMK JOKyMeHTamMu ¢bapMakoHagsopa sienstTca MYP n nepuogudeckmi
oT4eT 0 6esonacHocTu (MOB). MMasHon Lenbio MNMOB aBnAeTca MHTErpupoBaHHasa NOCTPerncTpaLMoHHas oueHka
pvcka 1 Monb3bl, B TO BpeMs Kak uenbto MYP aBnsercs npe- n noctpernctpaumMoHHoe ynpasrneHve GanaHcom
pvcka 1 Nomb3bl U NNaHUPOBaHWE, TakuM 0b6pa3oM AaHHble LOKYMEHTbI ABMATCA B3aumogonornHsiowmmun. NMNOb
paccmaTtpvBaeT oOWwuii npodunb 6e30MacHOCTM Kak 4acTb MHTErPUPOBAHHOM OLIEHKM puUCKa M MNOMb3bl
NeKapCTBEHHOrO CPEeACTBa B YCTaHOBMNEHHbIE BPEMEHHbIE NEpUoabl, NO3TOMY B HeM OyaeT paccMmaTpuBaTbes
0o6LWmn npodunb prcka 1 Nonb3bl IEKAPCTBEHHOTO cpeAcTBa (B ropa3no 6onee LWMPOKOM Anana3oHe BO3MOXKHbIX
HexxenaTtenbHbIX peakuuin). MNpegnonaraeTcs, YTo NUWb HebonbLlaa YacTb puckoB byaeT knaccudgumumpoBaTbes
KaK BaXHble MOEHTUOUUMPOBAHHBIE UMK BaXKHblE NMOTEHUMAaNbHbIE pUCKM 1 ByoyT paccMmaTpuBaTbCs B KayecTBe
npobrem no 6esonacHoctn B pamkax [MYP.

B cnyyae ecnu OB u MNYP npegcraensatotca ogHoBpeMeHHo, YP pomkeH oTpaxaTb 3akroveHue no
npochunio GesonacHocTn n adpekTuBHocTw, caenanHoe B [1OB. Hanpumep, ecnu B OB cgenaH BbiBOg O
BbISIBIIEHUM HOBOIO CUrHama M €ero OTHECEHMI0O K YWUCIY BaXHbIX WAEHTUMUUMPOBAHHBIX WU  BaXHbIX
MOTEHUMArNbHbIX PUCKOB, AaHHbIA PWUCK OOMKeH ObiTb BKMAYEH B uucno npobnem no 6GesonacHocT B
obHoBneHHyto Bepcuto MYP, npegcraensemyto ogHoBpemMeHHo ¢ [OB. MnaH no dapmakoHagl3opy v nnaH
MWUHMMW3ALUNA PUCKOB OOIMKHbI B 3TOM Cryyae ObiTb COOTBETCTBYHOLUMM 0Opa3oM OOHOBMEHbI C OTPaXKEHWEM
npeanoXeHnn gepxatens perMcTpaunoHHOro y0CTOBEPEHUS MO AanbHENLLEMY N3YYEHNIO AaHHOW NpobnemMbl Mo
6e30MacHOCTM U MepaM MUHUMU3ALIMN COMPSDKEHHOO pUCKa.

6.2.7 MNpuHLMNbI OLUEHKN MIaHOB YyNpaBneHns puckaMmu

OcHOBHblE BOMPOCbI, KOTOPblE AOMKHbl OblTb PAacCMOTPEHbI MPU MNOArOTOBKE WM MEepecMoTpe nrnaHa
ynpaBneHns puckamu Ans rekapcTBEHHOro CpeacTBa:

6.2.7.1 Cneumndukaums no 6e3onacHocTn

- BbINK NK BKINIOYEHDI B cneumdukaumnio 6e30nacHOCTU BCe COOTBETCTBYIOLLME YacTy;

-6blNMM N NepecMoOTpeHbl BCE COOTBETCTBYWOLIME [aHHble MpU COCTaBneHUM crneuudurkauum no
6e30nacHOCTH, T.e. UMEIOTCS M BaXKHble (HEpELLEHHbIE) BOMPOCHI U3 OPYrMX pa3dernoB A0Cbe, KOTOpble He Obinn
paccMOTpeHbl B cneumdmkalmm no 6e3onacHocTy;

- ecnu YacTb LeneBov nonynsiuum He Gbina ndyveHa, 6biny N BKIKOYEHbI COOTBETCTBYHOLLME NPOGNeMbl No
6e30MacHOCTM B CBA3U C MOTEHLMANBbHBIMU PUCKaMM 1 OTCYTCTBYIOLLEN MHGDOPMaLNEN;

- KaKMe CyLLeCTBYIOT OrpaHudeHust 6a3bl AaHHbIX Mo 6e30MacHOCTW, M KaKyl CTerneHb YBEPEHHOCTU OHa
obecneymBaeT B OTHOLUEHWUM NPaBUIIbHOCTM OLIEHKN Npodounns 6e30nacHOCTM NekapCTBEHHOTO CPEACTBa;

- BKMYaeT nu cneumdumkaums no 6e3onacHOCTU OLEHKY CrneundUyeckMx pUCKOB, Hanpumep, TakuMx Kak
NPUMeEHEeHVEe He NO 0A400PEHHBIM NOKa3aHMAM, PUCK HEMPABUIIbHOrO MPUMEHEHMWS 1 Pa3BUTUSI 3aBUCUMOCTH, PUCK
MeONLIMHCKOW OLLIMOKM, nepesayn MHEKLMOHHbBIX areHToB;

- NpeacTaBnsieT nu cneumdurkaumnsa no 6esonacHoCTU peanbHoOe oTpaxeHne npobnem no 6esonacHocTu (T.e.
BaXHble BbISIBIIEHHbIE PUCKW, BaXXHble MOTEHUMAnbHbIE PUCKM W BaXHas OTCYTCTByKLWas WHdopmMaums),
KacatoLLXCH NeKapCTBEHHbIX CPEACTB;

- coaepXuT nn cneumdmkaumsa no 6e3onacHOCTN reHepUYecKoro fekapcTBEHHOro cpeacTea BCe Npobnembl
no 6e30MacHOCTM, yCTaHOBMNEHHbIE ANst pedhepeHTHOro NekapCTBEHHOTO CPEACTBA;

- COOTBETCTBYET 1M YyKa3aHHOE MeCTO FeKapCTBEHHOrO CpeAacTBa B TepaneBTUYECKOM apceHarne
npegnonaraemMomMy Ha3HaYeHWI0 U COBPEMEHHON MEANLMHCKON NpaKTUKe.

6.2.7.2 NnaH chapmakoHaasopa

- Bce nu npobnembl no 6e3onacHOCTU, ycTaHaBnMBaemble cneuudmrkaumen no 6e3onacHOCTM, BKIYEHbI B
nnaH dpapmakoHaa3opa;

- OCTaTOMHO NN PYTMHHBLIX MEPONPUATUA No bapMakoHaa3opy (Kak 3TO NpeacTaBreHO B OnNUcaHum
cucTeMbl hapmakoHaasopa) WM ecTb HeoOXOAMMOCTb B MPOBEAEHUWM [OMONHUTENbHBbIX MeponpuaTUR Mo
hapmakoHaasopy;

-0aHo N YeTKoe onpefdernieHne W onucaHue [OesiTenbHOCTUM Nno  hapmakoHaa3opy B nNnaHe no
dhapmakoHag3opy, ABnseTcA N1 AaHHas MHdopMaums AOCTaTOMHOW ANS MAEHTUMKaUUM Mnu xapakTepmucTukm
PVCKOB MNKX NpeacTaBneHns OTCyTCTBYIOLLEN UHOPMaLIMW;

- BkMoyaeT nu MYP cooTBeTCTBYIOLWIMNE W adeKBaTHbIE MPEANOXEeHUs AN MOHWUTOPUHra MeOULMHCKMX
OLWIMBOK NpU NPUMEHEHUN NEKAPCTBEHHOIO CPEACTRA;

- ABNSKOTCA NN NPEeANOXeHHble AOMNOMHUTENbHbIE WUCCMNEeA0BaHUA/MCMbITAHUA  HeobXxoauMbIMU — U/vnn
nonesHbIMY;

- COrMacHoO npeacTaBreHHbIM MPOEKTaM MPOTOKOMOB MCCReaoBaHWM  SBNATCA NW  npegraraemble
nccnenoBaHusi B NnaHe oapMakoHaf30pa afekBaTHbIMU NS U3YYEHUS HayYHbIX BOMNPOCOB M BbINOMHUMbIMMY;

- onpegeneHbl N COOTBETCTBYIOLLME OCHOBHbIE CPOKM M 3Tanbl B OTHOLIEHWW nNpeanaraeMbix Mep,
npeacTaBneHns pesynbTaToB 1 06HOBNEHWA NnaHa papmakoHaasopa.

6.2.7.3 MNnaHbl NOCTPErncTpaumMoHHbIX NCCnenoBaHni 6e3onacHoOCTM

- COOTBETCTBYET 1NN onucaHue 3d(EKTUBHOCTM FEeKapCTBEHHOrO cpeactBa W MHGopmauum o6
nccnenoBaHUsiX U KOHEYHbIX TOYKaX, Ha KOTOPbIX OHA OCHOBbIBaNachk, CoAepXKaHUo AOChE;

- HOCAT NX Kakve-nmbo M3 NpeanoXeHHbIX MCCrenoBaHUM peknamHbll xapakTep (T.e. vccregoBaHuve,
KOTOpOE He CTaBuUT nepes cobon AOCTOBEPHbIA HAyYHbI BOMPOC B Ka4eCTBE NEPBOOYEPESHON LENM U KOTOpOe
npegHa3Ha4YeHo Ans NOBbILEHUsI CNpoca Ha fiekapcTBEHHOE CpeacTBo);
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- HaCKOmMbKO HadeXHbl AaHHble No 3(EKTUBHOCTM U CyllecTByeT M HeobXoaMMOCTb 3anpoca Ha
npoBefdeHne farnbHenWwnx nccrnegoBaHuin 3MEKTUBHOCTN B KaYeCcTBE YCIOBUS MOSyYeHUs perncTpauuoHHOro
YOOCTOBEPEHUS.

6.2.7.4 Meponpusatus No MMHUMMU3ALMN PUCKOB

- COOTBETCTBYIOLWMM NN 06pasoM UHGopMaLMa O NeKapCTBEHHOM CpeAcTBe OTpaKaeT BCe BaKHble
BbISIBITEHHbIE PUCKN N BaXKHYIO OTCYTCTBYIOLLYIO MHEPOPMaLUIO;

- HeOBXOAMMO INKM BKIIOYUTL B UHGOPMAUMIO O JEeKapCTBEHHOM CPeAcTBe MOTEeHUManbHble PUCKM,
[OCTaTOYHO aKkTyarbHble B OTHOLLEHMN B6e3onacHoro u apEKTUBHOIO NPUMEHEHNS NEKAPCTBEHHOIO CPeACTBa;

- COOTBETCTBYET nNu npeanaraemas ¢OPMynMpoBKa O pUCKaX W KX BbIBNEHUM WHOPMaUMM U
pekoMeHAauMsM B MHCTPYKLUM NO MEAULMHCKOMY MPUMEHEHUIO;

- paccMoTpen nu gepxaternb PerucTpauMoHHOro YAOCTOBEPEHUSI MYTU CHWKEHUS pucka MeauLMHCKUX
ownBOoK Npu NPUMEHEHUM NIeKapCTBEHHOrO CPeacTsa;

- Bbina Ny ata uHdoOpMaUns BKIOYEHa B COOTBETCTBYIOLLYIO MH(OPMALMIO O NeKapCTBEHHOM CpeacTse,
Mepbl (BKMNoYasi pa3paboTky KOHCTPYKLMKN YCTPOWCTBA B Criydae HEOOX0AMMOCTN) U AM3alH YNaKoBKM;

- BbINY N NPeAnOXeHHblIe MePONPUATUS N0 MUHUMU3ALMN PUCKOB afiekBaTHbIMU pUCKaM M OCTaTOYHbIMMU;

- BbINK NU NpeanoXeHbl AOMOMHUTENbHBIE MEPONPUATUS N0 MUHUMWU3ALUN PUCKOB MU MOTYT N OHU ObITb
OLEHEHbI KaK CoOpa3MepHbIe pUckaM U afekBaTHO OOOCHOBaHHbIE;

- BKIIIOYEHO N NoApoBHoe onucaHne npeanoXeHHbIX MeTOAMK AN U3MEPEHUS N OLEHKM 3(peKTUBHOCTU
MEePONPUATUIA MO MUHUMU3ALLIMN PUCKOB U ABMSIOTCH N OHU LienecoobpasHbiMu;

- BN NU KpUTEPUU OLEHKN 3DMEKTUBHOCTU OOMNOMHUTENBHBLIX MEponpuATUA MO0 MUHUMMU3ALMUN PUCKOB
onpeaeneHbl n3HavyansHo.

6.2.7.5 NMpu oLeHKke oBHOBEHUSA

- BbINKn N HOBbIE AaHHbIE BKIHOYEHbI B crieuudurkaumio no 6e3onacHocTy;

- 6N N B nNnaH dapMakoHag3opa BHECEHbl COOTBETCTBYHOLUME U3MEHEHWUs (ecnv 3TO Heobxoammo ¢
Y4€TOM HOBbIX AaHHbIX);

- HaCKOMbKO aP(PeKTUBHBIMM BbINK BBEOEHHbIE MEPONPUATUS NO MUHUMU3ALIMN PUCKOB;

- BbINK K B cny4ae HeobXxogMMOCTU NpeasioKeHbl USMEHEHUS B MEPONPUATUS MO MUHUMU3ALIMU PUCKOB;

- CBMOETENbCTBYIOT N HOBble OaHHble O TOM, 4TO TpebyeTcss odwuumanbHasi OLEHKa COOTHOLUEHUS
nonb3a/puck (ecnu aTo elle He 6bino caenaHo B 10B).

6.2.8 Cuctembl kayecTBa U ynpasneHue JOoKyMeHTaumen

HecmoTpa Ha TO, 4TO B npouecc HanucaHus [MYP moryT ObiTb BOBMEYEHO MHOXECTBO 3KCMEpTOB,
OKOHYaTesnbHY OTBETCTBEHHOCTb 3a €ro Ka4eCTBO, TOYHOCTb M HAy4YHYIO LIENOCTHOCTb HECYT YNONMHOMOYEHHbIE
nuua no dapmMakoHagsopy. [epxaTenb perucTpaumMoHHOrO YAOCTOBEPEHUS HeceT OTBETCTBEHHOCTb 3a
obHoBrneHne [1YP, korga cTaHOBWUTCA [OOCTYMHOW HOBas WHGOPMauUWs, U AOOMKEH MPUMEHSITb MNPUHLMMBI
obecneyeHns KadyecTBa, M3NOXeHHble B pasgene 2. [epxaTtenb perucTpaumMoHHOro yooCTOBEPEeHUs AOMKeH
obecneynTb KOHTPOMb W OOKYMEHTMpOBaHWe npouenypbl npeactasrneHns [MYP B ynornHOMOYEHHbIN opraH C
yKkazaHueMm Aat npegctaBrneHns U Bcex 3HavuUTeNbHbIX U3MEHEHW, BHECEHHbIX B kaxkayto Bepcuto MYP. daHHble
3anucu, MYP n niobble 4OKYMEHTbI, UMetoLLne OTHOLEHNe K nHdopmaumm B pamkax MYP, moryT noaBeprHyTbes
npoBepke KBanMULMpoBaHHbIMU MHCNIEKTOPaMM No hapMakoHaa3opy.

6.3 TpebGoBaHusA K NpeacTaBneHUo

6.3.1 Cutyauun, B KOTOPbIX JOMMKEH ObITb NPEACTaBNEH NNaH yNpaBneHns puckamm

Mpencraenenune MYP unu, B COOTBETCTBYIOLMX Cryyasix, ero OOHOBMNEHUsi, MOXeT ObiTb Heobxogumo B
noboe BpeMs B TEHYEHNE XU3HEHHOIO LiMKMNa nekapCTBEHHOro cpeacTsa.

6.3.1.1 lNpn nepBMYHOM Nogaye 3asiBNEHNsI Ha rOCYy4apPCTBEHHYIO PErncTpaumio fekapCTBEHHOIO cpencTBa
MYP npeacraensaeTcs B creaylowux criyyasx:

- Npu nogave Ha rocydapCTBEHHYK perMcTpauuio NnekapCTBEHHOrO CpeacTBa, cogepXkalwero paHee He
3aperncTpmpoBaHHoe Ha TeppuTtopun Pecnybnuku benapyck gencraytollee BELLECTBO;

- Npy nogave Ha rocydapCTBEHHYI perMcTpaumio NekapcTBEHHOro CpeacTBa, codepXallero paHee Ha
3aperncTpupoBaHHyto Ha Tepputopumn Pecnybnukn Benapycb kombrHaLmMO AEACTBYHOLLMX BELLIECTB.

-MNpyu 3asBNEHUM Ha TrOCyOgapCTBEHHYID perncTpaumio  fekapCTBEHHOro cpeactsa  BGUMONOrMyeckoro
NPOUCXOXOEHMS.

YNOMHOMOYEHHBIW opraH MOXeT notpeboBaTb npeactasneHve MYP npu 3asBneHnyM Ha rocyaapCTBEHHYHO
perMcTpaumio nekapcTBeHHOro cpeicTBa B MHbIX Criyydasx, korga obecrneyeHve NpUMEHEHWUs feKkapCTBEHHOro
cpeacTBa Mpu MpPeBbIEHWX MONb3bl Hag PpUCKOM TpebyeT BBeOEeHVS OOMOMHUTENbHBIX MEepPonpuATUMIA Mo
dhapmakoHag30opy Unu MeponpusATUn MO MAHUMU3ALIMN PUCKOB.

6.3.1.2 YNOnHOMOYEHHbIV opraH MoXeT noTpebosaTtb npeactasneHve MYP B cnegytowmx criydasx:

a) MpuM BHECEHUU 3HAYUTENbHbIX M3MEHEHUA B CyLlecTByloWee YOOCTOBEpPEHME O rocyaapCTBEHHON
pernctpaumu, obnacTte NPUMEHEHMS, acnekTbl NPOM3BOACTBEHHOIO NpoLiecca:

- HoBas nekapcTBeHHasa hopma;

- HOBbIN cnocob BBeAEHNS;

- HOBBbI CNOcob NPoOn3BOACTBa BUOTEXHONOIMYECKUX NEKAPCTBEHHBIX CPEACTB;

- BBeeHue negmaTpuyeckmx nokasaHum,

- Apyrve 3HaunTernbHble U3MEHEHWS B MOKa3aHUsIX;
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6) N0 TpeboBaHMIO HAUMOHANbLHOrO YMOSIHOMOYEHHOTO OpraHa, ecnuv cyulectsyeT npobnema no
BesonacHoCTH, OKasbiBaloLLas BAUSHNE HA COOTHOLLEHME NOMb3bl U PUCKa;

B) Npy NpoasnieHnn yaoCTOBEPEHUS O rOCydapCTBEHHON perncrpauun, ecnu B OTHOLIEHUWU NeKapCTBEHHOrO
cpencTea MMeeTCs CyLLeCTBYIOWMI NNaH YNpasreHns pyuckamm.

6.3.1.3 TpeboBaHus B 0COBbIX CUTyaLmsX

Kak npaBuno, Heobxogmmo npeactaBnate Bce 4vactm [MYP. Tem He MeHee, B HEKOTOPbIX Criyyasx,
OMUCaHHbIX HWXe, B COOTBETCTBMM C KOHLENUUEen NpornopumoHanbHOCTU, HEKOTOPbIE YacTu UK Moaynu MoryT
OblTb OMyLLUEHbI, €CN TONbKO YMNOMHOMOYEHHbIN OpraH He NpeAcTaBndAeT WMHbIX TpeboBaHun. Tem He MeHee,
nobble npobnemsl No 6e3o0nacHOCTW, BbISIBIEHHbIE B OTHOLIEHUWM pedepeHTHOro NekapcTBEHHOro CpeacTsa B
pasgene, UCKNOYeHHOM K3 obulero npegctaeneHus MYP, Heobxogmmo Bknounte B moayne CVIII TTYP, 3a
NCKMIOYEHNEM CryYaeB, Korga oHu Bornblue He ABMATCS akTyarnbHbIMU.

a) NepBu4yHasa nogava Ha perncTpaLmio reHepu4ecknx NneKkapCTBEHHbIX CPeAcTB

B cnyyae nepBuyHON nogayn Ha perncTpauuto reHepuyeckux fnekapCTBEHHbIX CPeacTB, AMst KOTOPbIX MO
OpUrMHanbHbIM NEeKapCTBEHHBIM CpeacTBaM BBEAEH MraH ynpaeneHus puckamu, pasgenel ClI-CV cneuundukaumm
no ©6esonacHoctn MoryT 6biTb onyuwieHbl. Pasgen CVI TMYP pomkeH 6bITb OCHOBaH Ha npeacTaBneHun
nHdopmaumm o npobnemax no 6e3onacHOCTU, YCTAHOBMNEHHbIX OS5 OPUrMHANBHOMO fiekapCTBEHHOrO CPeacTBa,
€Cfn TONbKO reHepuyeckoe neKkapCcTBEHHOE CPEACTBO He OTNMYaeTcsd Mo CBOMM CBOWCTBaM HACTOSLKO
CYLLLECTBEHHO, YTO 3TO MOXET NOBNUATL Ha Npodunb 6esonacHocTU, NMBO ecnu MHoe He TpebyeT HaUMOHaNbHbIN
YMOMHOMOY€EHHbIN opraH. [pu ycnoBun, ecrniv B OTHOLUEHUN OPUrMHANbHOrO NEKapCTBEHHOro CpeacTBa He
BBEAEHO HWKaKMX [OMNOMHUTENbHbLIX MeponpuaTUA no dapmakoHaa3opy WNU MNpoBeOEeHW0 UcCreqoBaHui
3(pHEKTUBHOCTH, B Ka4YeCTBE YCNOBUA AN MOMYyYeHUs permcTpaLmoHHoro ygoctosepenus, Yactu Il n IV TNYP u
pasgen o nnaHMpyemom nocTperncTpaunoHHoM passutum B YacTtu VI INMYP MmoryT He npeactaBnaThbes.

Mpu npegcraenernun obHoeneHus MYP, Heobxoaumo BkNtounTe Mogynb CV MYP.

6) MNogava Ha BKOYEHUE HOBOMO NOKa3aHMsA MO MeAULUMHCKOMY MPUMEHEHUIO NeKapCTBEHHOro CpeacTsa,
3aperncTpmpoBaHHOro Ha Tepputopun Pecnybnukn benapycb Ha npoTsbkeHun 10 net

Mpu nogave 3asBNeHUSA Ha BKITOYEHWE HOBOMO NOKa3aHWs Ha yXXe 3aperncTpupoBaHHoe Ha npoTskeHun 10
ner Ha Tepputopunm Pecnybnukun Benapycb  nekapCTBEHHOE  CPeACTBO, AaHHble  KIUHUYECKUX
nccrnenoBaHus/UCMbITaHUIA, CBA3aHHbIE C yXXKe Of0OPEHHbIMU NOoKa3aHUsIMKU, MOTYT ObITb UCKMOYEHbl U3 Moayns
CllII MYP, a moaynb CIV TYP gormkeH BktodaTb MHGHOPMALMIO TOMbKO B OTHOLLEHWM LieneBbIX rpynn nonynaumm
Mo HOBOMY MOKa3aHWO, eCn TONbKO YMNOMHOMOYEHHbIM OpraH He npeactaBnsaeT MHbIX TpebosaHun. Tem He
MeHee, MOryT ObiTb BKIOYEHbl AaHHble 06 OnbITE MUCMONb30BaHWUS YXKe 3apernCTpMpoBaHHbLIX NEKAPCTBEHHbIX
cpeacTB y 0CoBbIX rpynn HaceneHus, SBNSLNXCA npeameToM paccMoTpeHusa moayna CIV IMYP.

Mpn nopaye 3asiBNEHWA Ha NEPBUYHYIO FOCYAAPCTBEHHYIO pernctpaumio TpeboBaHWs No npeacTaBeHUo
OaHHbIX No pasgenam MYP npueeneHsl B Tabnuue 1.

Tabnuua 1 - TpeGoBaHUA K nNpeacTaBneHulo MHdopmauuu no pasgenam MYP npu nogaye 3asBneHuA Ha
noslyyeHne yaocToBepeHusi 0 rocyaapCTBeHHON peructpaumm

[} — —_—
_ == |2 |=>|5/5|5|5
o (& (& (& (&] (&] (&] (&] (&]
c = = = = = = = =
) () () () () () () () ()
g | 5| g/ 3|2 F|F|5|8
Tun nopaum p] © © © © © I\ I\ I\
o oo | a|a | a|a o |a -
- = | 2|2 |=2 ||| || |E|2|>|5]|5
A A A A A A A A A A A A A A A
- - - - - - - - - - - - - - -
(%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%)
© © © © © © © © © © © © © © ©
T T s |3y |3 |3 |3 |F|TFT | T |TFT|TFT|T|T|T
HoBoe akTuBHOE
+ + + + + + + + + + + + + + +
BelwecTBO
BuoaHanor + + + + + + + + + + + + + + +
leHepu4eckoe
neKkapcTBeHHoe + + + + + * * + * +
CpeAcTBO
PuKcupoBaHHble + + 1 1 + + + + + + + + + + +
KOMOMHauumn
AHanornyHoe + + * * + + + + + + + + + +
aKTUBHOe BeLlecTBO

I MoxeT onyckaTbCs B onpeaeneHHbiX criyyasx
* MoanduumpoBaHHble TpeboBaHus

B) MNMepBOHayanbHbIN NNaH ynpaBneHus pruckamun Ans fekapCcTBEeHHbIX CPpeacTB, HaxoasawWwmxes B obpaLleHum
Ha TeppuTopumn Pecnybnuku Benapyck Ha npoTsxeHun 10 net
Ecnu ynornHoMOuYeHHbI opraH He onpegensieT WHble TpeboBaHWsA, TO AepXaTenu perncTpaumoHHbIX
YOOCTOBEPEHUN, KOTOpble [OOSDKHbI MpeacTaBuUTb MepBOHavanbHbln MYP  ang peanudyemblX Ha  pblHKE
Pecnybnukn Benapycb nekapCcTBeHHbIX cpeacts, moryT onyctute mogynu Cll u CIV npu cobntogeHun
cnegyowmx yCrioBui:
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1) nekapcTBeHHOe cpefcTBO ObiNoO pasMelleHo Ha pbiHke 3a 10 neT wnu paHee OO0 YCTaHOBMEHUSA
TpebosaHus k MYP; n

2) TpeboBaHne Kk [MYP He cBA3aHO C nopjayen 3asiBKM Ha BHECEHWE 3HAYUTENbHOMO M3MEHEHUS B
CYyLLeCTBylOLLEE perncTpaunoHHoe YyOoCTOBepeHue, 006nacTb NPUMEHEHUsI, acnekTbl MNPOW3BOLACTBEHHOMO
npotiecca.

Ecnn ycnoeue 2 He NpUMEHUMO, OaHHbIE KIUHUYECKUX UCCNeaoBaHUMW/UCNbITAHWI, CBA3a@HHblE C 3TUMMU
N3MeHeHnsIMK, OOMKHbl 6bITb Npeactasnedsl B mogyne ClIl TYP, a moaynb CIV TYP MoxeT 6bITb UCKMOYEH.
O6cyxaeHne CyLecTBYHOLWMX MNOCTPErUCTPALMOHHBIX AaHHbIX WU MX MNPUMEHUMMOCTM K LieneBbiM rpynnam
naumneHToB JOMKHO ObITb NOAPOGHO pacnuncaHo B pasgene CV IMYP.

6.3.2 O6HOBNEHMA NaHa ynpaBneHns puckamm

Ecnn MNYP 6bin paHee npeactaBneH Aepxartenem pernctpaumoHHOro yA4oCTOBEPEHUs Mpu npouenype
peructpaumMm Ons AeWCTBYOLWEro BellecTBa, fobble nocnegywowmMe npeacTaBneHns OOSMKHbl UMETb BUA
OBHOBIEHUS 3a UCKMIOYEHNEM CrlyYaeB, Korga oroBapmsanuch uHble TpeboBaHus. Kaxgoe npeacrtasneHune MNMYP
OOIMKHO MMETb YeTKMA HOMEp BEPCUM M AOIMKHO OblTb JaTUpoBaHO. OTO OTHOCUTCA K npeacTtasBneHuto MYP
MOMHOCTBID UKW TONMbKO €ro 4actv unu mopynda. Bepcum ¢ mameHeHusaMU, nmelolmne naeHTUOULMPYIOLLYIO
WHpopmaLmto, AOMKHbI BbITh NpeacTaBneHbl BMECTE C CONPOBOAUTENbHBIM NMMCLMOM, BKIHOYaoLWmMM nogpobHoe
onucaHne U3MeHeHUn ¢ MOMeHTa nocrnegHen NpeacTaBneHHoN BEpCUum.

Cpokn npenctasneHna obHoeneHun [MYP ycTaHaBnuBaloTCA MNpU €ro BBEOEHUM WU Takke SABNAKTCA
YCNOBUEM COXPaHEHUS pPerynaTopHoro craTtyca. [aHHble YCTaHOBMEHHbIE CPOKU SABMASAOTCS MakCUMarbHO
OONYyCTUMbIMU N HE CHMMAlOT OTBETCTBEHHOCTb C AepXaTensl perncTpaLMoHHOro YAOCTOBEPEHUSI MO KOHTPOSO
npocduns 6e3onacHOCTM NeKkapCcTBEHHOro cpenctesa M TpeboBaHve No npepctaBneHwio obHoeneHHoro MYP B
cnyyae BbISIBMEHUS 3HAYUTENMbHbIX M3MEHEHWA B OLlEHKE COOTHOLLUEHMS MNOMb3bl U PUCKA COOTBETCTBYIOLLINX
NeKapCTBEHHbIX CPeACTB, BKMOYEHHbIX B [TYP, BHe ycTaHOBNEHHOro rpadpuka nogadun o6HOBMEHWN.

Ecnun c momeHTa nocneaHero npeacraeneHms B [TYP He Oblno BHECEHO HMKAKMX M3MEHEHU (T.e. NnaHoBoe
OBOHOBNEHNE NPOUCXOANT BCKOPE MOCIIE OKOHYaHMS npouenypsbl), AepXaTenb perncTpaumoHHOro yaoCcToBEPEHUS
MOXET MpeacTaBuUTb MNUCbMO, B KOTOPOM OOBACHSIETCA OTCYTCTBUE W3MEHEHWMWA, W MO COrnacoBaHUIO C
YNONHOMOY€EHHbIM OpraHOM He npeacTaenaTb o6HoBneHue MYP.

Ecnn He oroBopeHo uHoe, B cny4yasx, korga MNOb u MYP aenaloTca HeoOXoaMMbIMU NSt NEeKapCTBEHHOrO
cpeacTBea, nnaHoBble 0b6HoBReHNs MYP gomkHbl ObITb NpeacTaBneHbl B TO e Bpems, 4To u MNOB.

Mocne o6HoBneHus MYP nnaH no MUHMMU3ALMM PUCKOB MPU HEOOXOAMMOCTM OOJBKEH BKMOYATb OLIEHKY
3(PPEKTUBHOCTM M PeE3YNbTATOB PYTUHHBIX U/UAN AOMOSTHUTENBHBIX MEPONPUATAN MO MUHUMMU3ALUKN PUCKOB (CM.
6.2.5.5.4).

7 OpraHnsauma pa6oTbl ¢ UHOPMaUNen o0 HexenaTernbHbIX peakuMsix Ha NeKapcTBeHHble
cpencTsBa

7.1 CTPYKTYypbl U npouecchbl

Pasgen onpenensieT oCHOBHbIE NMPUHLMMBLI Npoleayp cbopa, permcTpaumm n npegcraBneHns coobLeHun o
noao3peBaeMblX HexXenaTemnbHbIX peakuusax Ha NiekapcTBEHHbIE cpeacTsa.

7.1.1 C6op coobLLeHNN O HexxenaTenbHbIX peakuusax

YNONMHOMOYEHHOMY OpraHy W AepXaTensaMm perucTpaumoHHbIX YAOCTOBEPEHUN crieayeT MpUHUMAaTh
COOTBETCTBYIOLWME Mepbl, 4TOObI NpoBOAUTL COOpP M ynopsgoYeHUME BCEX COODLLEHWA O MOA03peBaeMbIX
HexenaTenbHbIX peakuusax, CBA3bIBaEMbIX C NPUMEHEHNEM NTEKAPCTBEHHbIX CPEACTB, NOMyYeHHbIX 13 PasfnYHbIX
NCTOYHMKOB 6€e3 npeaBapuTenbHOro 3anpoca U NOCTYNUBLLMX MO 3anpocy.

B uensx obGecneuyeHnsi BO3MOXHOCTM cOopa [OCTaTOMHOrO KomnmMyecTBa COOOLLEHMI O HexenaTernbHbIX
peakumsax UK UX nocnegylowen HaydyHoO OOOCHOBaHHOM OLEHKM HeobXxoaMMo pasBuMBaTb  CUCTEMY
thapmakoHagsopa.

Cuctema pomkHa ObiTb paspaboTaHa Takum obpas3om, 4ToObl OHa obecrneuyvBana Hagnexallyt OLIEHKY
KayecTBa COGpaHHbLIX COOOLLEHUN O HexenaTerbHbIX peakuusiX B OTHOLEHWUM MOASIMHHOCTU, pa3bopymBoCTy,
TOYHOCTW, NOCrefoBaTENbHOCTUN, BO3MOXHOCTU BbINOMHEHNSI MPOBEPKM U MaKCUMarbHOW MOMMHOTE OaHHbIX Ans
NX KITMHUYECKOMN OLEHKM.

CnepnyeT CTpyKTypupoBaTb CUCTEMY TakMMm 06pa3om, 4ToObl OHa MO3BOMsANa CBOEBPEMEHHO BanvuaMpoBaTh
OTYeTbl O MOAO03PEBAEMbIX HEXenaTemnbHbIX peakuusax n 0bMeHMBaTbCA UMK C YNOMHOMOYEHHBIMU OpraHamMun 1
aepxaTtensamn perncTpaunoHHbIX YyOCTOBEPEHUIN B CPOKK, YCTaHaBMBaeMble 3aKoHO4aTeNbCTBOM.

7.1.1.1 CoobLueHuns, Nony4yeHHbIe He No 3anpocy

7.1.1.1.1 CnoHTaHHble coodLEeHUs

CnoHTaHHOoe coobLeHne — 3TO COOBLLIEHNE, KOTOPOE CMEUNanmcT CUCTEMbI 30paBOOXPaHEHUS, NALUEHT Unm
notpebutens HanpaBnsalT B aApec YNOMHOMOYEHHOrO opraHa, AepXXaTens permcTpaLyoHHOro ya0CTOBEPEHUS
UnNun gpyrow opraHusauum (Hanpumep, PernoHanbHbIi LEHTP, TOKCUKONMOrMYecknii LLeHTp) 6e3 npeaBapuTenbHOro
3anpoca Co CTOPOHbI MOCHEeAHUX, U KOTOopoe onuckbiBaeT odHy unu Bonee nopo3peBaeMblX HexenaTenbHbIX
peakumi y nauueHTa, KOTOPOMY HasdHayanocb oAHO unu Bonee nekapcTBeHHbIX cpedcTB. K CNOHTaHHbIM
COOBLLEHNAM HEe OTHOCATCH COOBLLEeHNs, NOryYeHHbIe B XO0A4e nccneqoBaHni Unmn UHbIX hOpM OpraHM3oBaHHOMO
cbopa AaHHbIX.
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MepBOMCTOYHNKOM MOAO3PEBAEMON HEXenaTenbHON peakumu(-uii) siBnsieTcst NULo, KOTOpoe NpeacTaBuio
WHpopMaLMo O Ccnyyae pasBuUTUSA HexenaTtenbHoW peakuun. B cnyvae, ecnuv wmHgopmaums o6 ogHowm
HeXXenaTenbHOM peakuum MocTynaeT OT HECKONbKMX MEepPBOMCTOMHUKOB, TakMX Kak paboTHUK CUCTEMBbI
3[paBOOXPaHEHMS], NALNEHT NN NOTPebUTENb, AaHHbIE MO BCEM MEPBOMUCTOYHMKAM AOMXKHbI ObiTb BKMOYEHbI B
pa3gen «epBoMCTOYHMK» DOPMbl COOBLLIEHUS O HEXXENAaTENBHOM peaKkL .

CTMMynupoBaHHOe MonyYeHne coobLleHur, sBnsoLlleecs cnegcteneMm «ObpalleHMn K cneumanuctam
CUCTEMbI 34paBOOXpaHEHUs», Nybnukaumi B npecce, onpoca CneunanuctoB CUCTEMbl 30paBOOXPaHEHUSN
NpeacTaBUTENAMN LepXKaTenen perncTpaunoHHbIX YOOCTOBEPEHUA UNn cyaebHbIX MCKOB B OTHOLLEHUW Kracca
NeKkapcTBEHHbIX CPeacCTB, CrieayeT Takke CYUTaTb CNOHTaHHbIMW COOBLLIEHUSMMN.

CoobLuleHns nauueHTa unu notpebutens o HexenaTernbHbIX peakuusix cregyeT obpabaTbiBaTb Kak
CMOHTaHHble COOBLLEHNS HE3AaBUCUMO OT NOCIEAYIOLWEro MeANLIMHCKOro NOATBEPKAEHNSI.

B cnyyae nonyyeHusi CMOHTAHHOTO COOOLUEHMSI O pPasBUTUM HEeXenaTenbHOro SIBMEHUs, B KOTOPOM
OTCYTCTBYET yKasaHWe O Hanuyunm MpUYNHHO-CIIEACTBEHHON CBSI3WM, [OaHHOe HeXenaTenbHoe siBreHue
paccMaTpuBaeTCs Kak HexenartenbHas peakuusi. Takum obpasom, Bce MOCTYMaroLmMe CMOHTaHHbIe COODLLEHNS,
npeacraBnseMble  pabOTHWKAMM  CUCTEMbl  3[4paBOOXPaHEHUs, NauueHTamm  unu  notpebutensamum,
paccMaTpuBalOTCsl Kak MoOO03peBaeMble HeXenaTenbHble peakuMu UCXOAst U3 TOro, YTO WX NpencTaBiieHue
COLEPXUT MPELNoNnoXeHne NepBOUCTOMHMKA COOBLLEHUS O HanMyYuM B3aUMOCBS3WN. VICKMoYeHMe COCTaBnsitoT
COODOLLIEHMS], B KOTOPbLIX PEMOPTEPOM CAENaHO ykasaHue 06 OTCYTCTBUM B3aUMOCBSI3N MEXOY HexenaTenbHbIM
SIBNEHNEM 1 NMPUEMOM NOL03PEBAEMOrO JIeKapCTBEHHOIO CpeacTBa.

7.1.1.1.2 CoobLieHuns 0 HexxenaTenbHbIX peakuusix, onybriMKoBaHHbIE B MEOULIMHCKON nNuTepaType

Hay4yHo-mMeguumnHckass nutepatypa SBNSETCA BaXHbIM  UCTOMHWKOM MHopMauum Ans MOHMTOPUHra
npocdunss 6e30nacHOCTM N COOTHOLUEHUS NMOSb3a-pPUCK NIEKAPCTBEHHbIX CPEACTB, B OCOOEHHOCTM B OTHOLLEHUU
0BGHapyXXeHMs1 HOBbLIX CUIHamnoB, CBSI3aHHbIX C Ge30onacHOCTbio, MO0 akTyarbHbIX BOMPOCOB Mo Ge3onacHoCTy.
HepxaTensm permcTpauMoHHbIX YOOCTOBEPeHUA cnegyet OblTb  MHPOPMMPOBAHHLIMKM O  BO3MOXHbIX
nyonukaumsix nyTeMm BbINOMHEHUST CUCTEMATUYECKOro 0030pa NuTepaTypbl LUMPOKO UCMOMb3yeMbIX CNpPaBOYHbIX
6a3 pgaHHbIX (Hanpumep, Medline, Excerpta Medica unu Embase) He pexe ogHoro pasa B Hefento. [epxatento
perMcTpaumMoHHOro YAOCTOBEPEHUST cneayeT YA0CTOBEPUTLCS, YTO 0630p NUTEpaTypbl BKMOYAET NCMOMb30BaHNE
6a3 [aHHbIX, KOTopble codepXaT MakCMMaribHOe KOJNIMYECTBO CCbITOK Ha CTaTbW, MMELIME OTHOLUEHME K
MOHUTOPUPYEMOMY NEKapCTBEHHOMY cpeacTBy. NMoMUMO 3TOro, NPMBETCTBYETCS, KOrAa NpeacTaBUTENbLCTBA BCEX
KOMMaHWiA OCBeOOMIIEHbl O NyGnMKauMsaX B MECTHbIX MEAULMHCKUX M3OaHWsX U COOTBETCTBYHOLMM 0OpaszoM
NHGOPMUPYIOT O HUX OTAEN 6e30MNacHOCTU KOMMaHWUN.

HepxaTensm perMctpauMoHHbIX YOOCTOBEPEHU crieqyeT npocMaTpuBaTh COOOLLEHMS O MOO03peBaeMbiX
HeXXenaTenbHbIX peakuusix, MNybrnukyemMblx B Hay4YHO-MEOMUMHCKOW nuTepaType, B TOM 4MUCIe BaXHble
ony6nukoBaHHble abCcTpakTbl B MaTepuanax KOHMepeHLMn Unn npoekTbl MOHorpadui, 4Tobbl BbISBNATL U
perMcTpypoBaTb COODLLUEHUS O HeXenaTemnbHbIX peaKkuusiX, CBS3aHHbIX C JEeKapCTBEHHLIMU CpPefCcTBaMu,
npegcraensowmne cobol CnoHTaHHbIE COOOLLEHUST UNN COOBLLEHUS], BbISIBIIEHHbIE B XO4E€ HEUHTEPBEHLMOHHbIX
NMOCTPErncTpaLnoHHbIX UCCIeqoBaHUNA.

Ecnm B nybnukaumMm ynommHaeTCs HECKONbKO J1eKapCTBEHHbIX CpeacTB, TO COOTBETCTBYHOLLEMY
aepxatento(-M) permcTpaLMoHHbIX YOOCTOBEPEHMI crieqyeT paccMmaTpuBaTb TOMbKO Te JNeKapCTBEHHble
CpeacTBa, KOTOpble ONpefensaTcs aBTopoM(-aMn) NyGnmnkauumn Kak MMetoLmMe, No MeHbLLEN Mepe, BO3MOXHYHO
NPUYNHHO-CINEACTBEHHYIO B3aMMOCBSA3b C BbISIBIEHHBIMM NOA03PEBAEMbIMU HEXeNaTeNbHbIMU peakunusiMmn. ATo
OTHOCUTCS TaKkKe U K COOBLLLEHMSAM, ONYyBGNMKOBaHHbIM B Hay4YHO-MeOULMHCKON nNuTepaTtype B CTpaHe, B KOTOPOM
aepxxaTtenb perncrpauuoHHOro YAOCTOBEPEHUS MMeeT yOOCTOBEpeHME O FoCydapCTBEHHOW perncrpaumu, Ho
HMKOr4a He OCYLLEeCTBAN KOMMEpPYeCckoe BHeAPEHNE NekapCTBEHHOMO cpeacTea.

Coo06LeHus1, oLeHeHHbIE Kak BanuaHble, nognexart NpPefcTaBNeHuio B YNONTHOMOYEHHbIA OpraH CorfacHo
TpeboBaHMAM [OeWCcTBylOLLEro 3akoHogaTenbcTBa. Havano oTcyeta BpemeHu, YCTaHOBMEHHOIO  Ans
npeacTaBneHnst coobLLEHMST O HeXenaTenbHOM peakuun, onpenensieTcss ¢ MOMEeHTa, Korga B pacrnopsiKeHun
aepxxaTtensi perMcTpaumoHHOro yAoOCTOBEPEHUS OKasanacb MHopMauus No criyyar HexernaTerlbHOW peakuun,
oTBevawwas TpeboBaHMSM MO MUHUMAanNbHOM WHOPMaUMM AN CPOYHOro penopTupoBaHus. Cnegyet
0hOpMNSATbL OAMH Crydal HexXenaTenbHOW peakumMn Ofs KaXO4oro MaeHTUMUUMPYEMOro nauueHTa, O KOTOPOM
coobLiaeTcs, U B coOOLWEeHnM crneayeT NpeacTaBnsATb BaXKHYK ANs OLUEHKM MEOULMHCKYD WHGOPMaLMIo.
Ccbinky(-1) Ha nybnukaumio cnegyeT NpUBOAUTb Kak UCTOYHUK COOBLLIEHNST O HEXEeNaTeNbHOW peakuum.

7.1.1.1.3 Coob6LLeHnst U3 apyrnx NCTOHYHUKOB

Ecnn pgepxaTtento  perMcTpaumMoOHHOrO  yAOCTOBEPEHMSI CTAHOBUTCA U3BECTHO O COOOLEHMM O
NMoAoO3peEBAEMON HeXenaTenbHON peakuum u3 HemMegMUUHCKOrO WCTOYHWKA, Hanpumep, M3 HenpoguibHOWN
npeccbl WU Apyrux cpencts uHdopmauuu, emy cregyeT obpabaTtbiBaTb €ro Kak CNoHTaHHOe COOOLLEHMeE.
CnegyeT NpunoXxuTb BCE BO3MOXHbIE YCUNUS, YTOObI npopaboTaTb criyqa Ans nonyvyeHnss MUHMMarbHON
HeobxoanMon nHdopmaumm, KoTopas NpeacTaBnsieT cobon BanMaHoe coodLeHne o HexenaTtenbHon peakumn. K
OaHHOMY TuMy coobLLeHNiA NpuMeHsIloTCs TpeboBaHMA MO BPEMEHM NpeAcTaBneHns coobLLEeHUA, Kak U Ansa BCex
CMOHTaHHbLIX COOBLLIEHWIA.
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7.1.1.1.4 VndpopmaLma o nogospeBaeMbIx HexernaTenbHbIX peakuusx u3 cetu VIHTepHeT unn umdpoBbIX
cpencTs MHdopmaumu

OepxaTensamn perncTpaumMoHHbIX YOOCTOBEPEHUI cnefyeT perynsapHo npocmaTpuBatb VHTEpHeT-pecypcehbl
MW LNPOBbIE CPEACTBA MHGOPMALMM', HaXOASLWMECs MoA WX YNpaBrneHMeM UMM OTBETCTBEHHOCTbIO, Ha
Hanuyne noTeHUMarnbHbIX COOBLLEHUA O MoJo3peBaeMblX HexenaTernbHbIX peakuusx. B gaHHOM KOHTekcTe
uncpoBble  cpeAcTBa  MHOpMaLMM  CYMTAOTCA  CMOHCUMPYEMbIMW  KOMMaHWen, ecnu  aepxartensb
PErMCTPALIMOHHOMO YOCTOBEPEHUS! BNAEET, OnnadmBaeT Unn KOHTPONMpyeT ux’. CrieqyeT oBecneunTb Takyio
NepMogMYHOCTb MPOCMOTPa  YKa3aHHbIX WCTOYHWMKOB, 4TOObI BbINOMHAMNOCH TpeboBaHWe MO BpPEMEHM
npeacTaBneHns NoTEeHUManbHbIX BanuaHbIX COOOLLEHUA O HexenaTenbHbIX Peakuusix B YNONHOMOYEHHbIE
opraHbl, cyuTas ¢ Aathbl, koraa uHopmauus beina pasveLleHa.

OepxaTtensiM perucTpaumoHHbIX YOOCTOBEPEHUA PEKOMEHAYETCH BbINOMHEHWE AKTUBHOIO MOHWUTOPWHra
cneumnanbHbIX MHTEPHET-CANTOB UMK LIMPOBLIX CpeacTB MHGOPMaLMK, TakNX Kak CalTbl NOSAEPKKM NaLMEHTOB
Wnu rpynn ¢ onpegeneHHbiMM 3aboneBaHusiMM, 4YTOObl MPOBEPSITb, OMUCHLIBAIOT MM OHU BaXKHble BOMPOCHI
6e30nacHOCTW, KOTOpble MOryT MnoTpeboBaTb COCTABMEHWUS COOOLLEHUSI B COOTBETCTBMU C OEWCTBYHOLLMMMU
TpeboBaHuAMN. [epMoanyYHOCTE MOHUTOPUHIA STUX CaWTOB MMM UMEPOBBIX CPeacTB MHAOPMaLuM AOIKHA
onpenensiteCa puckamu, CBA3aHHLIMU C MOHUTOPUPYEMbIM FIEKapCTBEHHBIM CPEACTBOM.

Cnyyan nopo3peBaeMmblX HexenatenbHbIX peakuuin u3 cetm WHTepHeT unu  UM@pPOBbIX CPEACTB
nHdopmaumm, nonyveHHble 6e3 3anpoca, crieqyeT obpabaTbiBaTb Kak CMOHTaHHbIE COOBLLEHMS C MPUMEHEHMEM K
HUM TpeboBaHWIA NO BpEMEHW PEMOPTUPOBAHUS, KaK U OIS UHbIX CMOHTaHHBLIX COOBLLEHNIA.

B oTHoLWweHWNn criyyaeB HexxenaTtenbHbIX peakumi u3 cetm NHTepHeT nnu umdpoBbIX cpeacTB MHopmMaLmu,
NOEeHTUULMPYEMOCTb COCTaBUTENSA COOOLLEHNS OTHOCUTCA K CYLIECTBOBaHWKO pearnbHOro nuua, T.e.
BO3MOXHOCTW MPOBEPUTb MPaBUMbHOCTb KOHTAKTHbIX [AaHHbIX COCTaBuTenst otdeta (Hanpumep, Obin
npeacraBneH 4eNCTBUTENbHBIN afpec SNeKTPOHHOM NoYTbl). KOHTakTHbIe AaHHble cneayeT UCNofb30BaTb TOMbKO
ana  uenen apmakoHagsopa. Ecnm  oTcyTcTBYeT CTpaHa MEepBOMCTOMHMKA, TO B KayecTBe CTpaHbl
NnepBOMCTOMHMKA cnedyeT Ucnonb3oBaTb CTpaHy, rae uHdopmaums bbina nonyveHa, B 3aBUCUMOCTU OT TOrO, rae
BbIMOSHAETCSH MOHUTOPUHT.

Ecnu pepxatenio  permcTpauuMoHHOrO  YAOCTOBEPEHWS CTAHOBUTCH W3BECTHO O COOOLWEeHMM o
nogo3peBaemMon HexenaTenbHOW peakuuu, ONucaHHOM B UMAPOBLIX CpeacTBax MH(opmMauun, CrOHCOPOM
KOTOpbIX KOMMaHUs He sBNSAeTCs, criegyeT OUueHWTb cooblieHune, 4YTobbl onpeaenvTb, nognagaeT v OHO noj
TpeboBaHWs O BbINOMHEHWUN CPOYHOrO PENOPTUPOBAHUS.

7.1.1.2 Coo06LeHuns 0 HexxenaTternbHbIX peakuusix, Nony4YeHHbIe Mo 3anpocy

CoobLueHns 0 nogo3peBaeMbIX HexenaTtenbHbIX peakumsix, NorfyyYeHHble Mo 3anpocy — 3TO COOOLLeHUS,
MonyyYeHHble OT CUCTEM  OpraHU3oBaHHOrO cbopa  [aHHbIX, KOTOpble  BKIHOYAT  KIUMHWUYECKME
nccnenoBaHUsi/UCTbITaHNs, HEMHTEPBEHLNOHHbIE UCCNEA0BaHNA/UCNbITAHWS, PErUCTPbl, NEPCOHaNM3MPOBaHHbIe
nporpamMmmbl  UCMOMb30BaHWA  HE3aperucTpupoBaHHbIX  NIEKAPCTBEHHbIX  CPEACTB, Apyrne  nporpammbl
NCMONb30BaHNSA  HE3aperucTpuMpoBaHHbIX — JIEKAPCTBEHHbIX CPEeACTB B CBA3M € WUCKIOYUTENbHBIMU
obcToATeENbCTBAMU U3 COOOpPaXeHWN COCTpafaHus M MOHUTOpWHra 3aborneBaHui, ONpPOCbl NAUMEHTOB WU
MeONLIMHCKUX pabOTHUKOB, UNN cOOp AaHHbIX MO 3PEKTUBHOCTM UNN NPUBEPXKEHHOCTU NaumeHToB. CoobLueHus
0 HexenaTtenbHbIX peakuusix, MoNyYeHHbIe OT Kakor-nMbo M3 3TUX cuctem cbopa AaHHbIX, He criegyeT cyuTaThb
CMOHTaHHLIMW COOBLLIEHUSAMMN.

B pamkax npouegypbl penopTMpoBaHnNs COOBLLEHUS O HeXenaTerbHbIX peakumsix, NofyyYeHHbIe No 3anpocy,
crnegyeT KnaccupumumpoBaTh Kak COOOLLEHWS, MOMyYeHHble B XO4Ee MCCrefoBaHWMM/UCNbITaHWA, W BbIMOMHSATH
COOTBETCTBYIOLLYIO OLEHKY MNPUYUHHO-CNEACTBEHHON CBA3W C UMbl WX COOTBETCTBUSA YCMNOBUAM CPOYHOMO
penopTUpoBaHMS.

7.1.2 Banuagauus coobLueHnn

7.1.2.1 CpoyHOMY penopTUPOBaHUIO noanexaT TOMbKO MHOMBUAYyarbHble COOOLLEHUSI O HexenaTesbHbIX
peakLUsIX, KOTOpble UMEIKOT MONOXUTENbHbIE pe3ynbTaThl Banvaaumn. C Lenblo BbIMONHEHNS 3TOro TpeboBaHus
BCe COODLLEHNSA O HexernaTenbHbIX NEeKapCTBEHHbIX peakumnsx A0 UX NpeacTaBrneHns B YrOmMHOMOYEHHbIN opraH
OOIMKHbI ObITb MOABEPrHyThHl BanujauuyM Ha HanuvydMe MUHUMManbHOW Tpebyemon uHdopmauun. MuHMManbHas
Tpebyemasi MHOPMaLUs BKIOYAET:

- naeHTUnUMpyemMbI penopTep (MEPBOMCTOYHUK), KOTOPbLIA MOXET OblTb MAEHTUHOULNPOBAH MO NMEHU UMK
nHMUManam, agpecy unu keanudukauum (Hanpumep, Bpad, NpoBu3op, ¢apMaueBT, OPYron MeaULUHCKUN
cneunanuct, nauuMeHT unu noTpebutens unu Apyroe nuuo, He SBASIOWEeecs CcrneumanucTtoMm CUcTembl
34paBooxpaHeHust). Penoptep cuutaeTcs MOEHTUMUUMPYEMbIM B CIydae HamnuumMsi KOHTaKTHbIX AaHHbIX,
obecneymBaroLLnX BO3MOXHOCTb NOATBEPAUTL COOOLLEHME UMW BbINOMHUTL nocneayollee HabnwoaeHue, ecnuv
370 Heobxogumo. CnegyeT, 4TOObl ObINMM MOEHTUPULUMPYEMBIMA BCE CTOPOHbI, KOTOpblEe MPEACTaBMsOT
MHGOPMaLMIO O criydae HexenaTenbHON peakuuu, B TOM 4Yucrie AOMNOMHUTENbHYI WMHGOPMaUMo No 3anpocy.
Ecnu penopTep He enaeT NpeAcTaBnaTb KOHTaKTHbIE AaHHbIE, crieqyeT cuntaTb coobLleHne O HexenaTenbHON
peakuun BanuaHbIM Npy YCroBMKU, YTO OpraHu3aumsl, NpoMHOopMMpoBaHHas O crny4vae, cnocobHa noaTBepAUTb
€ro HanpsiMyto C pernopTepom;

! XoTs1 CrieayoLLA CIMCOK M He SIRISIETCST UCHENbIBAIOLLIVIM, CIEVOLLIEE HAATEXT CHTaTb LIMApOBLIMV CpeacTBamm vHopopviaLwm: Beb-caiT, Beb-CTpaHLg, Griar, BIor, coumarisHan
oeth, VHTEPHET-ChopYM, YaT-pyM, MOpTar Mo Teme 30paBo0XpaHEHVS.

lMoxepreosaHvie (ChvHaHCOBOE WM VHOE) B 8apec opraHveaLvicaita npoveBQOyTeNieM JIeKapCTBEHHbIX CPEACTR/NEPATENIEM PEVICTPALIOHHOD YIOCTOBEPEH/S He SRIHETCH
g@m,mﬁmmnmm%mmmmﬂmmwmrmyﬂm HEKOHTPQNVPYET CKOHHAaTENBHOE CQAepaHVe CavTa.
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- MOEHTUUUMPYEMbIA NaLUMEHT, KOTOPbIA MOXET ObiTb MAEHTUMMUUPOBAH NyTEM yKasaHWs WMHULMAIOB,
NOEHTU(PUKALMOHHOrO HOMepa nauueHTa, AaTbl POXAEHWsl, BO3pacTa WU  BO3pacTHOW rpynnbl, nona.
MHdopmaumsa no ngeHTugmkaumm naumeHTa AormkHa ObiTb MakcMMarnbHO MOSTHOWR;

- N0 MeHbLUEeW Mepe, O4HO NOA03PeBaEMOe fiekapCTBEHHOE CPEeACTBO;

- N0 MeHbllen Mepe, ogHa nogo3peBaemasl HexernaTenbHas peakums. Ecnn nepBOMCTOMHUK caenan
yTBEPXAEHME B MpsMOM pOpMe O TOM, YTO WUCKMOYaEeTCa Hanuyine MNpUYUHHO-CNEACTBEHHON CBA3WM Mexay
Ha3Ha4YeHNeM neKapCTBEHHOMO CPeACTBa M HeXenaTenbHON peakumen, u nonyyaTtens (YNOMHOMOYEHHbIA OpraH
Unu Aepxatenb PerucTpauMoHHOro yOoCTOBEPEHMS) corflaceH € 3TMM, cooblleHue onpeaensieTcs Kak He
BanvaHoe WHOMBUAYarnbHOE coobLeHne O HexenaTenbHOW peakuuu, MOCKONbKY MWHUMarnbHas Tpebyemasi
UHpopmaumsa aenaeTca HenonHon. CooOLieHne Takke OnpefensieTcs Kak He BanugHoe WHAMBWMAYyanbHOe
coobleHne 0 HexenaTernbHOW peakuun, ecrnv coobliaeTcs, YTO NaumeHT nepeHec HexenaTenbHY peakumio 1
He npeAcTaBneHo ykasaHue Unm onnucaHve nepeHeceHHom HexenaTernbHOW peakuun.

7.1.2.2 TMpu cbope coolbLleHUn O NOA03pEBAEMbIX HEXenaTemnbHbIX peakuusix Yepes ceTb VIHTepHeT wvnu
undppoBble cpeactea WMHMOPMaUMM TEPMUH  «UOEHTUDULMPYEMBINY OTHOCUTCS K BO3MOXHOCTU MPOBEPKU
CyLLEeCTBOBaHUS penopTepa (coctaButens coobLyeHns) n naumeHTa.

7.1.2.3 OTCyTCTBUE KAKOrO-NMBO N3 3TUX YeTbipeX 3MNEMEHTOB MWHMMAanNbHOM MHGOPMaLMM O3HaYaeT, vTo
crny4yan cyuMTaeTCs HenomHbIM W He noanexuT npoueaype CpPoYHOro npeacTaBreHnss CcooblleHus o
HexenaTenbHOM peakuun. YNONHOMOYEHHBIN OopraH U gepXXaTenu permcTpauuoHHbIX YOOCTOBEPEHUA OOIDKHbI
NposIBNATL JOMKHYO TLATENbHOCTL B paboTe no cbopy HeJoCTaloLWmMX SEMEHTOB AaHHbIX B COOBLWEeHMsAX. Tem
He MeHee, COOOLWEHUA O HexenaTenbHbIX peakuusix, MO KOTOpPbIM MUWHUMAanbHaa WHGOpMauus sBnsieTcA
HernosiHoW, crnegyeT perncTpuposaTb B pamMKkax cuUcTeMbl hapmakoHagsopa ONs MCMOnb30BaHUS B TeKyLlen
AesaTenbHOCTU Mo oueHke 6e3onacHoCTy.

71.24 Ecnn opHOM CTOpPOHE (YNOMHOMOYEHHOMY OpraHy WNu AepxaTtent  perucTpalMoHHOro
YOOCTOBEPEHUSI) CTAHOBUTCH W3BECTHO, YTO penopTep MOr coobWWUTb O MNoJo3peBaeMoin HexenaTenbHON
peakuun Takke APYrov 3aMHTEPECOBAHHOW CTOpPOHE, COoOoOLleHMEe TeM He MeHee crefyeT cuuTaTb BanuaHbIM
coobuleHMeM O HexenaTenbHoW peakumn. CooblieHve O HexenaTenbHOW peakuum [OOMHKHO BKMYaTb BCHO
BaXKHYO MHGOpMaUMo, Heobxoammyto anst obHapyxeHus aybnupytoLLero coodLleHuns.

7.1.2.5 B cnyyae noctpeructpaunoHHbIX HEMHTEPBEHUMNOHHBIX UCCreqoBaHuiA, ecrnn MMEeTCs Hecornacue
Mexagy wuccnegoBaTeneMm u aepxaTtenem perucTpaumoHHOro YAoCTOBEPEHWUS/CMIOHCOPOM UCCnedoBaHUsa Mo
BOMNPOCY B OLEHKE MNPUYUHHO-CNEACTBEHHON CBA3W MeXAy HasHauYeHUeM MoOo3peBaeMoro fekapCTBEHHOro
cpencTBa U pasBUTUEM HeXernaTenbHOW peakuuu, He crieqyeT NnepeBoanTb criydan B 6ornee HU3KY No cTeneHu
OOCTOBEPHOCTU B3aMMOCBSA3W KaTeropuio. B cooblieHnn o HexenaTenbHOW peakuuu crnegyet npenctaBuTb
MHEHUS 1 ncecnegosaTens, U AepxaTens perncTpaunoHHOro yaoCToBepeHns/CnoHcopa uccrnegoBaHus.

7.1.3 MNocneaytoLan paboTta ¢ coOoBLLEHNSIMM O HeXenaTernbHbIX peakLmusx

7.1.3.1 [lpn nepBoOHa4anbHOM MNOMYYEHUN COOOLLUEHMA O MOAO3PEBAEMbIX HeXenaTemnbHbIX peakumax
nHdopMauns B HUX MOXET ObITb HEMOMHOW. B aTux cnydvasax crnegyeT BeCTU nocriegyrollyto paboTty ¢ Takumu
coobLeHnAMKN, YTOBbI MOMYYNTb AOMOMHUTENBHYID MNOAPOBHYID WHMOPMALMIO, SABMSAIOLWYCA BadKHOM AnS
Hay4HOWM OLIEHKM CryvaeB pas3BUTUSA HEXenaTernbHbIX peakLumn.

7.1.3.2 MeTtogbl nocneayowen paboTbl criegyeT HauenuTb Ha onTummusauuio cbopa HepocTaroLlen
nHdopmaumm. Hackonbko  BO3MOXHO, cnegyeT nofyyvyaTb MNUCbMEHHOE MOATBEPXKAEHWE  CBeAeHWN,
npeacTaBneHHbIX YCTHO. JTy CTaHAapTHYK OeATenbHOCTb Mo hapmakoHaasopy crneayeT BecTu criocobamu,
MOOLLPSAIOLLNMM NEPBOUCTOYHUK (penopTepa) NpeacTaBnATb HOBYHO MHPOPMaLUIO, BaXKHYIO OS151 HAYYHOWN OLEHKM
onpegeneHHoro Bonpoca no 6e3onacHoCTu.

7.1.3.3 B cnyvasx, korga uvHopmMauus nonyvyeHa HenocpeacTBEeHHO OT nauueHTa wnu notpebutens,
npegnonararolero Hanuvune HexenaTenbHOW peakuun, ecnv uHdopmauns SBNAeTCs HEMNonHow, cnegyet
NpeanpUHATL NOMbITKA MNOMYYEHUsT COrnacusl Ha KOHTaKT C COOTBETCTBYHOLLUMM MEOULNHCKAM paBoTHUKOM, YTOObI
NnonyyYnTb LOMNOSMHUTENbHYID MHGOpMauMio. Ecnn meguumnHckuin  paboTHMK noaTeBepaun (MOMHOCTBIO UK
YaCTUYHO) TakoW Ccrny4van, UCXogHoe coobLieHne Mo KOTOPOMY COCTaBneHo notpebutenem wnu nauueHToM,
criegyeTt TOYHO OTPa3vTb OaHHYI MHOPMaLMIo B MHOMBUAYANbHOM COOOLLEHNM O HEXeNaTeNbHON peakuum.

7.1.3.4 B oTHOWeEHUN noOo3peBaeMbIX HeXenaTernbHbIX peakuui, CBA3aHHbIX C NeKapCTBEHHbIMMU
cpeactBamMm  OMOMOrMYECKOro  MPOUCXOXAOEHUsI, OCOOYD BaXXHOCTb MMeEEeT TouHas  uaeHTudumkauus
COOTBETCTBYIOLLEro NeKapCTBEHHOro CpeAcTBa B OTHOLIEHUWN €ro U3rotosneHus. [oatomy cnegyeTt NpuUHUMaTh
BCe Hagnexalwime Mepbl AN TOYHOro yKasaHUs TOProBOro Ha3BaHUSA NeKapCTBEHHOro cpeictsa M Homepa
napTuu.

7.1.4 YnpaBneHve gaHHbIMU

7.1.4.1 OneKkTpoHHble AaHHble U BymaxHble COOOLUEHUsI O MOOO03PEBAEMLIX HEXenaTerbHbIX peaKkumsix
cnepyeTt XpaHuTb M obpawaTtbCAa C HUMM TakMM >xe 0o0pas3oMm, Kak U C APYrMMU MeOULMHCKUMMK 3anucamu,
BKIOYas  BbINONHEHMEe  TpeGoBaHUM  nNo  obecneyeHMo  KOHMUAEHUMANbHOCTM B OTHOLLUEHWUM
NOEHTUPUUMPYEMOCTN MAaLUEHTOB W PENoOpTEpPOB, U B COOTBETCTBUM C TpebOBaHUSIMU HaLMOHANbHOIO
3aKkoHodaTenbCTBa O HEMPUKOCHOBEHHOCTM JAaHHbiX. CregyeT XpaHuTb B TaHe WAEHTUdULMpYEMble
nepcoHarnbHble CBeAEHUS O COCTaBNALUX OTYEThI (penopTepax) crneumanmcTax CMCTeMbl 30paBOOXPaHEHNS.

7.1.4.2 YT0OLI 0bGecnevnTb COXpaHHOCTb U KOHMOMAEHUMANbLHOCTL AaHHbIX NO (hapMakoHaasopy, cnegyet
NPUMEHATbL CTPOrMN KOHTPOMb AOCTyNa K OKyMeHTaM M 6a3aM fgaHHbIX TOMbKO YNOfIHOMOYEHHOMY MepcoHany.
HaHHoe TpeboBaHWe no obecneyeHnto 6E30MacHOCTM AaHHbIX PACpPOCTPaHAETCA Ha BCE 3Tarnbl MPOXOXOAEHUS U
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obpalleHuss paHHbIX. B 9TOl cBA3M cnegyeT peanu3oBaTb npoueaypbl  obecneveHus Ge3onacHocTM U
COXPaHHOCTM JaHHbIX BO BpeMsi nepefadn gaHHbIX.

7.1.4.3 Ecnu nepepaya paHHbIX (hapmakoHag3opa NPOUCXOAUT B Mpedenax opraHuMsauum unu mexagy
opraHusauusmMun, crnegyeT MPUMEHsITb Takon MexaHusMm, Npu KOTOPOM UMeeTCs noaTBepXaeHue TOoro, 4To Bce
yBEAOMIEHNS MOMyYeHbl; B OAHHOM criydae cregyeT obecnevnTb Npouecc NOATBEPXAEHUS WWNN CBEPKW.
WHdopmaums no coobLLEHMIO O Criyyae pasBUTUS HeXenaTernbHOW peakunm MOXeT nepeaaBaTbCs TONMbKO Mexay
3auHTEepeCcoBaHHbLIMU NUL@AMN B @aHOHUMHOM chopmarTe.

7.1.4.4 XpaHeHune faHHbIX B 3NEKTPOHHOM BUAE OOMKHO obGecneynBaTb AOCTYN KOH-NanHy.

7.1.4.5 lMpouenypa Mcnonb3oBaHUst TEPMUHOMNOMMN OOSMKHA MOHUTOPUPOBATLCA U OblTb BanuaMpoBaHHOM
nyTeM BbINOMHEHUs ayguTa no obecrnedyeHnio KadectBa NubBo cuctematudecku, Nnnbo B BMAE Nepuoan4eckomn
BbIBOpOYHON oueHKW. [NepcoHan AomkeH BbiTb MPOUHCTPYKTUPOBAH B YacTu BBOAA AaHHLIX MO UCMONb30BaHWUIO
TEPMUHOMOMMW,  KBanudumKkauuss nepcoHana [ofkHa nepuogudeckn noprteepxkaatbcs. CoobleHnss o
HexenaTenbHbIX  peakuusx, MOofyyYeHHble OT MepBOUCTOMHWMKA (penopTtepa), cnegyet obpabaTbiBaTtb
Henpenes3aTo, 6e3 TpaHcdhopmauum MHOpMaLMKM U BMeLWaTenbCTBa, a Takke BO BPeMSA BBOAA AaHHbIX WUMn
nepeaadn anNeKTPOHHbIX AaHHbIX cneayeT u3beratb npunucbiBaHuin. CoobLLEeHNs A0MmKHbI BKOYaTb AOCMOBHbIN
TEKCT, UCNONb3yeMbll B MEPBOUCTOYHUKE, UMW €ro TOuYHbIN nepeBod. MCXoaHbI OOCHOBHBIN TEKCT crneayet
KOAMpoBaTb C UCMOMb30BaHNEM COOTBETCTBYIOLLEN TEPMUHONOTUN.

7.1.4.6 XpaHeHve AaHHbIX B 9MEKTPOHHOM BuAe OOMMKHO obecneynBaTtb NpOCNeXnBaemMocTb («ayguTOPCKU
cnea») Bcex BBEAEHHbIX UMW U3MEHEHHbIX AaHHbIX, B TOM 4Yucre Aatbl U UCTOYHUKOB MOSTYYEHHbIX AaHHbIX, a
Takke faTbl U MeCTa, B KOTOPOE AaHHble nepefarTes.

7.1.4.7 CnepyeT perynsipHo npoBepsATb 6a3bl AaHHbIX Anst OGHapyxeHus n obpaboTku AyOnumpyroLmx
COoOBOLLEHMIN O HeXeNnaTeNbHbIX peakuUnsXx.

7.1.5 YnpaBneHue KayecTBoM

7.1.5.1 YNonHOMOYEHHOMY OpraHy W fepxaTensam perucTpaumoHHbIX YOOCTOBEPEHUN creayeT WMeTb
CUCTEMY YNpaBreHNsi Ka4eCTBOM, YTOObI rapaHTUPOBaTb COOTBETCTBME HEOOXOAMMbIM CTaH4apTaM KadecTBa Ha
Ka)kgow ctagum obpalleHns ¢ COOBLLEHUSIMM O HeXenaTerbHbIX peakumsx, TakuMm kak cbop AaHHbIX, nepegaya
OaHHbIX, YNpaBneHne AaHHbIMW, KOOMPOBaHUE N apXMBUPOBaHWE AaHHbIX, Banvaauus crnydas, oueHka criyyas,
nonyvyeHne nocneayowen nHopMmaumn 1 npeacrasneHve MHAMBMAYanbHbIX COOBLLUEHUA O HexenaTenbHbIX
peakumsx. COOTBETCTBME COXPAHEHHbIX [AaHHbIX WCXOAHbIM COOOLWEHMAM U COOBLLEeHUsM, coaepXalinm
nHdopMaLMIo O nocrneayloLen oLeHke, crnegyeT NPoBepsaTs C MOMOLLBIO Npoueayp KOHTPONS KadecTsa, KoTopble
AenarT BO3MOXHON Banuiaumio C COMOCTaBNEHMEM C UCXOAHLIMW AaHHbIMU UK UX nsobpaxeHusmn. B aton
CBA3WM cnegyeT MMETb NerkMn JOCcTyn K AaHHbIM NepBOUCTOMHMKA (Hanpumep, MuMcbma, coobLleHns no
9MNEeKTPOHHOW MoYTe, 3anucu TernedOHHbIX Pa3roBOPOB, KOTOPbIE BKIOYAKT NOApPOOHbIE CBEAEHMS O peakuum)
NN N306paxXeHN0 AaHHbIX NCTOYHMKA.

7.1.5.2 lNMucbMeHHble cTaHOapTHble paboune npoueaypbl OOMKHbI rapaHTUPOBaTh YeTKoe pacrnpenerneHue
ponen n 06A3aHHOCTEN, SCHOCTb MOCTaBMNEHHbIX 3afdad Ansg BCeX 3a4eWCTBOBAaHHbIX CTOPOH. [ormkHO 6biTb
pa3paboTaHO W BHEOPEHO MOMOXEHWE O HaaneXallem KOHTpone W, ecrnim TpebyeTcsd, U3MEHEHUU CUCTEMbI.
[daHHoe TpeboBaHWe pacnpoCTPaHAETCA Ha OeATeNbHOCTb, Ha KOTOPYH 3aKMYaeTCsl KOHTPaKT C TpeTbUmmu
CTOpOHaMK, 4YbW npoueaypbl crnegyeT nNpoBepsiTb, 4TOObl  yOAOCTOBEPUTHCH, UTO OHU  ABMASAIOTCA
COOTBETCTBYIOLLMMM U OTBEYAIOT NPUMeHAeMbIM TpeboBaHMAM.

7.1.5.3 CneayeT npoBoauTb COOTBETCTBYIOLLEE ODOy4YeHMe nepcoHana, KOTopbli HEMOCpeaCTBEHHO Beaet
AedaTenbHOCTb Mo hapMakoHaa3opy, a Takke nepcoHana Apyrux OTAenoB, KOTopble MOryT nonyyatb Wnuv
obpabaTtbiBaTb cooOLleHnMs Mo ©Ge3onacHocTM (Hanpumep, OTAEN KIMHUYECKoW pa3paboTku, npoaax,
MEOWLMHCKOW  MHOpMauuW,  IOPUAMYECKMR,  KOHTpons  kadecTtBa). OOyuyeHve  OOMKHO — BKMOYaTb
cooTBeTCTBYOLWME TpeboBaHUS 3akoHogaTenbCTBa B cpepe hapmakoHaasopa, a Takke cneumansHoe obydyeHue
MO BbINOMHEHWIO AeATENbHOCTN No 06paboTke OTYETOB.

7.1.6 Ocobble cuTyauun

7.1.6.1 Vicnonb3oBaHWe NnekapcTBEHHbIX CPeacTs BO BpemMs 6epeMeHHOCTU U KOPMIEHUS TpYabio

7.1.6.1.1 BepemeHHOCTb

Cnepyet obecneunTtb nocrnegyrollee OTCNEXMBAHWE CriyyaeB, B KOTOPbIX 3MOPUOH wnv nnog Mornu
noaBepraTtbCs BO3OENCTBUIO EKapCTBEHHbIX CPeacTB (nocpeactBoM nubBo BO3gencTBus Ha MaTtb, 1Mbo
nepegavv rnekapcTBEHHOrO CpeAcTBa Yepes crepMy nocrne Bo3AencTBUs Ha oTua), YTobbl cobpaTb MHpopMaLuio
06 mcxoge GepeMeHHOCTM M BO3MOXHOM BMMSHAM Ha pa3sutue pebeHka. Ecnu gericteylollee BelecTso (Mnu
OOWH 13 ero MeTabonuToB) MMeET ANUTENbHbIA NEPUOA NONyBbIBEAEHWS, 3TO cneayeT NpUHUMaTh BO BHUMaHUe
npv oLeHKe BO3MOXHOCTU BO3JAEWCTBUS Ha MIoA, B Cryvae ecnu nekapcTBeHHoe CpeacTBO NPMHMMAarnoch A0
3avaTus.

Cnepyetr obecneunTb Hanuume Hambornee noapobHbIX CBeOeHUM B COOOLLEHMAX O BO3OEeNCTBUU
neKkapcTBEHHbIX CPeACcTB BO BpeMsi BEpeMEeHHOCTW C LUenblo BO3MOXHOCTU BbIMNOMHEHUS OLEHKU MPUYUHHO-
CrneacTBeHHOW CBs3W. [na 3Tux cnydaeB MoryT ObiTb pa3paboTaHbl M MCMOMb30BaTbCA CTaHAApTHbIE
BOMPOCHMKN.

OTgenbHble crydyam C HexenaTtenbHbIM MCXOOOM, CBSA3blBaeMble C JeKapCTBEHHbIM CpeacTBOM nocne
BO30ENCTBMA BO BpeMsi 6epeMeHHOCTH, KNacCudULMPYOTCA Kak cepbesHble HexenaTtenbHble peakumm, KoTopble
nognexar CpPOYHOMY PENopTUPOBaHMUIO B COOTBETCTBUM C TpeboBaHMSAMY 3akoHOA4ATENbCTBA.

OT0, B 0OCOBEHHOCTU, OTHOCUTCS K CreayloLWwuM CriydasM:
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- COOBLLEHNS O BPOXKOEHHBIX aHOManusax Unu oTcTaBaHuy B passuTUn y nnoga unu pebenka;

- coobLLeHnss o cMepTy nnoga 1 caMonpou3BOIIbHOM abopTe; U

- coobLleHnss O MOAOo3peBaeMblX  HeXenaTenbHblX  peakuusix Yy HOBOPOXAEHHOro,  KOTopble
KnaccuuLmpyoTCs Kak CepbesHble.

He nopnexatr CpOYHOMY pEenopTMPOBAHUIO WHblE Criydau, TakMe Kak COOOLEeHNss O npepbiBaHUM
GepemeHHOCTM 6e3 uMHoOpMauMnm O BPOXOEHHOM MOPOKE pas3BUTUS, COOOLLEHUSs O BO3OEWCTBMU Ha
6epemeHHOCTb 6e3 AaHHbIX 06 UCXoae Unu CoobLLEHUS, B KOTOPbIX UMEETCSA HOpMaribHbIN UCXOZ, NMOCKOMbKY He
NMeeTcsi Nogo3peBaeMon HexenaTtenbHon peakuun. OgHako AaHHble cooOLeHus cneqyeT obpabaTtbiBaTb, kak U
Apyrve coobLeHns 0 HexenaTenbHbIX peakumsX Ha nekapcTBeHHOe CPeacTBo.

B onpegeneHHbIX crnydyasx Bce COOOLWEHUS O BO3OENCTBUMM NEKapCTBEHHOro CcpeacTsa B nepuog
GepemMeHHOCTM MOryT noasnexaTtb CPOYHOMY penopTupoBaHuio. [daHHoe TpeboBaHue/ycrnoBue MOXET ObiTb
BKIIOYEHO B MNMaH YNpaBfeHWs puckamu W, Kak npaBuno, OBYCMOBMEHO HanuuMem MpoTUBOMOKa3aHWs Mo
NPUMEHEHUI0 BO BpeMs 6epeMEeHHOCTU WU BbIPaKEHHOW TepaTOoreHHOCTbIO fEeKapCTBEHHOro cpeactsa U
HeobXoaAMMOCTbI0  06SA3aTenbHOro TWATENMbHOIO MOCHeaylLwWwero MOHUTOpUHra (Hanpumep, B OTHOLLEHMM
Tanugomuaa, n3oTpeTUHOMHa).

CnepnyeT HesaMegnuTeNbHO YBEOOMNATb YMOSTHOMOYEHHbIN OpraH O BbISIBIIEHUM CUrHama O BO3MOXXHOM
TepaToreHHoM adhdekTe (Hanpumep, rpynna cXo4HbIX aHOMarbHbIX UCXOO0B).

7.1.6.1.2 KopmneHue rpyabto

Cnepnyet coobLiaTe 0 NOA03pEeBaEMbIX HeXenaTernbHbIX peakumnsix, KOTopble MMEKTCs y MiafeHLUeB nocrne
BO30ENCTBUA NEKapCTBEHHOIo CpeacTBa Npu ero NPOHMKHOBEHUN B rPygHOE MOJIOKO.

7.1.6.2 Vicnonb3oBaHWe NnekapCcTBEHHOro CpeAcTBa B neanaTpum 1y NoXunblx nogen

CnepyeT npunaratb BCe BO3MOXHbIE YCUNWUS ANS MNONyYeHUs 1 yKasaHWs Bo3pacTa Uy BO3pacTHOW rpynnbl
nauueHTa, ecnu o criydae coobLliaeT crneumanuct CUCTEMbl 34pPaBOOXPaHEHUsi, NauMeHT WunuM noTpedutens,
4YTOObl MMETb BO3MOXHOCTb YCTAHOBWUTb MOTEHUMANbHbIE CUrHanbl O 6e30MacHOCTU, XapaKTepHble Ang
onpeaeneHHoW rpynmbl HaceneHus.

Ecnu ncnonb3oBaHue nekapCcTBEHHOrO CPeACcTBa pacnpocTpaHeHo cpeam rpynn nauneHToB, He BKIIOYEHHbIX
B OOOOPEHHYIO MHCTPYKUMIO MO MEOULMHCKOMY MPUMEHEHMIO, BaXXHO, YTODOblI M YMONMHOMOYEHHbIE OpraHbl, U
aepxaTtenu perncTpaunoHHbIX yOOCTOBEPEHUI OCYLLECTBNANN MOHUTOPUHI Kakux-nnbo nocnegyowmx npobrnem
no 6e3onacHOCTU M MpUHUManNM COOTBETCTBYKOLLME Mepbl NO paboTe ¢ HUMKU. [lepXaTensM pernctpaumoHHbIX
YOOCTOBEPEHUA U YNOMHOMOYEHHOMY OpraHy crnegyeT noowpsaTb COCTaBneHWe U npegcraBrneHne coobLleHun
000 BCex Nogo3peBaeMblX HexXenaTernbHbIX peakuusax, Aaxe ecnv OHU UMET MECTO cpeam rpynn HaceneHus, He
BKITHOYEHHbIX B UHCTPYKLUUIO MO MEAULMHCKOMY NPUMEHEHMIO.

7.1.6.3 CoobLlieHnss 0 nepeno3vpoBke, 3rnoynoTpebrneHnn, HenpaBUITbHOM MPUMEHEHWUWN, MELMULMHCKUX
owmnbKax unu Bo3AeNCTBMM, CBA3AHHOM C NPOdECCUOHANBbHON AEeATENBHOCTLIO.

B cnyyae ecnu nepenoavpoBka, 3noynoTpebneHue, HenpaBUIbHOE MPUMEHEHWe, MeaWuUMHCKas oLimbKa,
BO3OeNCTBMe, CBSI3aHHOE C MpodeccuoHarnbHON AeATenbHOCTbI0, He MPUBENU K PasBUTUIO HexenaTenbHOoWn
peakuuuM, OHW He noanexart npoueaype CPOYHOro penopTUpoBaHMsA. OTWM AaHHble cregyeT yduTbiBaTbh B
COOTBETCTBYIOLLEM MEPUOOMYECKOM OT4YeTe No 6e3onacHOCTM W MraHe YNpaBreHus puckamu, ecniv 3To
npumeHumo. Ecnn pgaHHble coobuieHns copepxaT AaHHble nNo 6e30nacHOCTW, BMMSIOLIME Ha COOTHOLLEHMWE
nonb3a/puck NekapCcTBEHHOIO CPeACTBa, O HUX criedyeT YBeAOMNATb YNONHOMOYEHHbIEe OpraHbl B COOTBETCTBUM C
TpeboBaHMAMN 3aKOHOOATENbCTBA.

7.1.6.4 OTcyTCcTBME TepaneBTUYECKon 3PHEKTUBHOCTH

CoobLyeHns o6 OTCyTCTBUM TepaneBTUYECKOW 3PEKTUBHOCTM CrNeayeT PerncTpupoBaTb M BbINOMHATb
nocneayowyo paboty no obecrnevyeHuto MNOMHOTLI MHGOPMauMK. [laHHble COOOLEeHUs, Kak MnpaBuio, He
noanexaTr CpOYHOMY pPernopTUPOBaHUIO W YYUTbIBAKOTCA B MepuoamdeckoM oTveTe no ©HesonacHocTn. B
onpefeneHHbIX criydasx MoxeT noTpeboBaTbCA NpeacTaBreHme coobLieHun 06 OTCYTCTBMM TepaneBTUYECKOn
a(peKkTMBHOCTN B TedeHue 15-gHeBHOro cpoka. [laHHble criyyam BKMAYalT OTCYTCTBME TeparneBTUYECKON
3P HEKTMBHOCTU MPU MPUMEHEHUN MOLAO3PEBAEMOro NEKapCTBEHHOIO CpeAcTBa ANs nedvyeHus 3abonesaHun,
NPeacTaBNSAlWNX Yrpo3y >KU3HM (BKMOYasa yrpoxarlwme XWM3HW MHMEKUMOHHble 3aboneBaHus, Bbl3BaHHbIE
YYBCTBUTEMNbHLIMA  MUKpPOOpraHuaMamum nvbo pasBuUTUEM HOBOrO YCTOMYMBOro LWTamMma 6aktepun, paHee
CUYMTaBLLErocs BOCMPUUMYMBBIM), @ Takke B Criydyae, ecnv nogo3peBaeMbiMU feKapCTBEHHLIMU CpeacTBamu
ABNSATCA BakKUMHbI Y KOHTPALLENTUBDI.

B oTHOWweHWM BakuMH cnegyeT coobwaTb O criyvyasx OTCYTCTBUS 3(PEEKTMBHOCTU, B YACTHOCTU, YTOObI
BblAENWUTb MOTEHUMarnbHble CUrHambl O CHWKEHHOW WMMYHOTEHHOCTU B NOArpynne BaKUWH, CHKEHHOM
UMMYHWTETE WM 3aMelleHun LwTamMMa. Takue curHanbl MoryT noTpeboBaTbh oOnepaTMBHbIX AENCTBUN U
AanbHenwero 3y4eHunst B MOCTPErMcTpauUmoHHbIX NCCcneaoBaHusax 6e3onacHoCTy.

7.1.7 CpoyHoe npeacTaBneHWe WHAMBMAOYANbHbIX COOOLWEHUA O HexXenaTemnbHbIX peakuusix W UHOW
nHdopmaumm no 6e3onacHOCTM NekapcTBEHHOro cpeacTaa

MpenctaBneHnio B YNONMHOMOYEHHbIE OpraHbl NoAanexaT TOMNbKo COOBLLEHUS O HexenaTenbHbIX peakunsx,
npoweawne sanugaumio. OTcyHeT BpeMeHU Ans BbINONHEHUS npoueaypbl CPOYHOro penopTMpoBaHms CoobLLEeHNA
HayMHaeTca OT TOr0 MOMEHTa, KakK TONbko WHdopMauus, coaepkawas MUHMMarnbHble Kputepun AOns
npeacTaBneHns cooblleHusl, cTana [OCTynHa [AepXaTento perMcTpauuoHHOro yAOCTOBEPEHWs, BKIOYas
MeOUUMHCKUX NpeacTaBuTenen n nogpsaymnkoB. 3Ta gaTa cuMTaeTca gaTon Havana otcyeTa («4eHb HOMb»).
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B Tex cnyyasx, korga pgepxaternb PerucTpauMoHHOro YAOCTOBEPEHUSI YCTaHOBMUIT KOHTPAaKTHblE
OOTrOBOPEHHOCTM C NULIOM MNW opraHu3auunen, cnegyer, YTobbl CylecTBoBanv ToUHble Npoueaypbl U NogpobHble
cornawleHnss Mexay JepxaTtenem perMcTpauMoHHOro yaocToBepeHus W nuuom/opraHusaumen, 4YTobbl
obecneynTb BbINOMHEHWE AepXaTeneM pPermcTpaLMoHHOro yAoCTOBepeHUs obA3aTensCcTB No npeacTtaBneHuto
COOBLLEHNN O HexenaTenbHbIX peakumnsx. JaHHble npoueaypbl AOMKHbI onpeaensaTb, B YacTHOCTU, NpoLecchl
obmeHa uWHdopmauuen o 6e30nacHoOCTW, B TOM YMCre BpPeMEHHble LiKanbl, U 00s13aHHOCTM NpeacTaBnATb
COOBLLEHNA O HexenaTenbHbIX peakuusx B YMNOMHOMOYEHHble opraHbl. CriegyeT u3beraTb AybnupoBaHus
npeacraBneHns CoobLLeHN B YNONTHOMOYEHHbIE OpraHbl.

B OTHOWeEHMN wuHOMBMAOYaNbHbLIX COOOLLEHMN O HeXenaTesibHbIX peakuusiX, OMUCaHHbIX B Hay4HO-
MeOUUUHCKON nuTepaType, OTCYET BpemMeHu («AeHb HOMb») HayMHaeTcsa OT gaTbl OCBEeOOMIIEHHOCTU O
nyénukauumn, cogepxallierd MUHUManbHy MHopMaumio. Ecnn ycTaHoBEHbl KOHTPaKTHbIE JOFOBOPEHHOCTU C
nvuom/opraHn3aumnen Ha BbIMOSIHEHUE MOUCKa B NUTepaTtype U/Mnm coctaBneHne COOOLLEHUI O HexxenaTenbHbIX
peakumsx, cnegyet, 4Tobbl cyllecTBoBanu MoapobHble cornalleHus, 4YTobbl rapaHTUMpoBaTh, YTO OepXaTtenb
PErncTpaLmMoHHOro Y40CTOBEPEHMS MOXET BbINOMHUTL TPeboBaHMSA 3aKOHO4ATENbLCTBA N0 PENOPTUPOBAHUIO.

Ecnv nonyyeHa gononHutensHasa BaxkHass MHAOpMaLmMs B OTHOLLEHUN paHee NpeacTaBneHHOro coobLeHns
0 HexenaTtenbHOW peakuun, OTCHET BPEMEHM AN COCTaBMEeHMs Nocreaywero coobLeHns HauMHaeTcsi CHoBa
Ona nogayn nocnenyrowero coobLleHnsa oT AaTthl NONYYEHUss BaXKHOW nocreayollen nHgpopmaumun. nga uenen
COCTaBneHMs coobleHns BaxHasa nocriegywowas uHpopMaumsa — 3TO HoBasg MeguumHCKas — unu
agMuUHUCTPaTMBHaA MHGOPMaLNs, KOTopasi MOXET OKa3aTb BMWSHUE Ha OLEHKY UMW ynpasrieHne cnydyaem unu
KoTOpasi MOXET M3MEHWUTb €ro KpUTepuM TSXKECTU; HEecyLleCcTBEHHas MHopmauus BKMYaeT OOHOBMEHHbIE
KOMMEHTapu1m No OLEHKe CriyvyaeB Unun ncrnpaeneHns tTunorpadmyecknx ownmbok B npeablayLen Bepcum cnyyas.

7.1.7.1 TpeboBaHWs NO CPOYHOMY NMPeACcTaBEHUI0 COOBLLEHMI O HeXenaTernbHbIX peakumnsx

OepxaTenn perncTpauMoHHbIX yOOCTOBEPEHU B CpoK A0 15 KaneHgapHbIX AHen OoT AaTtbl NonyyYeHus
aepxaTtenem perucTpaumMoHHOro yooCTOBEPEHUS WKW ero YNOfHOMOYEHHbIM MpeacTaBuTenemM MUHUManbHOW
Tpebyemow nHpopMaumm (7.1.7) npenctaensitoT B YNONTHOMOYEHHbIA OpraH:

- coobLLEHNe O Cepbe3HOM HexenaTerbHOW peakuMnm Ha JiekapCTBeHHOe CpeacTB, BbISIBEHHOW Ha
TeppuTtopum Pecnybnvkn Benapyce;

- coobLLeHne O Cepbe3HOW HenpeaBuOEHHOW HexenaTernbHOMW peakuMu Ha nekapCTBEHHOEe CpefcTBo,
BbISIBNEHHOWN Ha TEPPUTOPUM UHbIX CTPaH.

YCTaHOBMEHHbIN CPOK PEernopTUPOBaHUA MPUMEHSAETCA K MEPBUYHOM M K Mnocrneaywen uHpopmaumm o
HexernaTenbHON peakuMmn Ha nekapCcTBeHHOE CPEeACTBO.

B cnydae nepesefdeHus HexenaTernbHOW peakuMum U3 KaTeropum Cepbes3HOW HexenaTenbHOW peakuum B
HecepbesHylo HexxenaTenbHy peakumio, AaHHas nHopMauus AormkHa BbiTb NpeacTaBneHa B YNOSTHOMOYEHHbIN
opraH B Cpok He Gornee 15 kaneHaapHbIX AHEN.

7.1.7.2 Cnocob u chopma npeacTaBreHns COoBLLEHNIN O HexenaTerbHbIX peakumnsx

MHavBuayanbHble cOObLLEHNS O HeXenaTernbHbIX Peakuusax aAepXaTensiM perncTpaumoHHbIX YA0CTOBEPEHUN
cnegyeT NPeAcTaBnATb B YNOMHOMOYEHHbIN OpraH B 3MIEKTPOHHOM BUAE UMK Ha BymaxHOM HocuTene. dopmat
nHAMBMAOYanbHbIX COOBLEHUM O HeXenaTenbHbIX peakuusx [OOfKeH COOTBETCTBOBATb PYKOBOACTBY
MexayHapoaHON KOH(EpeHUMM NOo rapmoHu3auunM «YnpasreHne OaHHbIMW MO KIMHWYeckoh 6e3onacHocTu-
3NEeMEeHTbI AaHHbIX AN nepefayn coobLueHnin 06 MHAMBMAYanNbHbIX Criyvasax HexenaTenbHblX peakuuny E2B.

7.1.7.3 TpeboBaHuns No CPOYHOMY NPEACTaBNEHUIO UHOW MHOPMaLMK No 6e30NacHOCTU NeKapCTBEHHbIX
cpencTs

CpoyHOMy npefcTaBneHnio B cCpok He 6oree 15 kaneHdapHbIX AHEN MNOANEXUT crnegyowas BaxHas
nHdopmaums no 6esonacHoOCTH, KOTopask MOXeT CBUAETENbCTBOBAaTb 00 M3MEHEHMAX B COOTHOLLEHWUM MOonb3a-
PUCK fiekapCTBEHHOro cpeacTsa:

- NpeBblleHNe OXMAAEMON YacToTbl Cepbes3HblX HeXenaTerbHbIX peakuuin, KOTopoe MOXeT oKasaTb
BMWSIHWE Ha COOTHOLLIEHNE MOMb3a-PUCK NeKapCTBEHHOIO CPEeACTBa;

- OrpaHNYeHUst B pacnpocTpaHeHMn NekapCcTBEHHOro cpeacTsa, OT3blB, HENPOANEHUe, aHHYNMPOBaHNE UK
NpUOCTaHOBKa AENCTBUS YAOCTOBEPEHWA O roCydapCTBEHHOM perncrpauuu/paspelleHnii Ha MapKeTUHr Ha
TeppUTOpUM ApPYrMx CTpaH Mo NpUYMHaM, CBA3aHHbIM C 6e30NacHOCTbIO U APMEKTUBHOCTLIO NEKaPCTBEHHOro
CpeAcTBa, WHULMUPOBAHHbIE  YNOMHOMOYEHHBIMM  OpraHamMmuM  UNuM  AepxaTtensamum  perMcTpauMoHHbIX
yOOCTOBEPEHUA AaHHOIO flekapCTBEHHOro CpeacTsa;

- BHECEHME CYLLECTBEHHbIX U3MEHEHUA B pekoMeHOauun no MeauUMHCKOMY MPUMEHEHUIO Ha TeppuTopum
APpYrnx cTpaH no npuynHam, cB3aHHbIM ¢ 6e30MacHOCTbIO NEeKapCTBEHHOIo CPeAcTBa;

- npobrniema no 6e30nacHOCTW, BbISIBIEHHAs B Xo4e HEWHTEPBEHLUMOHHOro MOCTPerncTpaLoHHOro
nccrnefoBaHus, KIMHUYECKOro nccrneqoBaHns Unu JOKITMHUYECKOro nccrenoBaHus;

- JaHHble Mo 6e3onacHOCTW, YCTaHOBMNEHHbIE B pe3yrbTaTe AeaTeNbHOCTU MO BbISBEHWIO CUrHana, kKotopble
MOTyT OKa3aTb BIIMSHWE Ha COOTHOLLEHME NOMb3a-pUck;

- Npobriembl No 6e30NacHOCTU, CBA3aHHbIE C MPUMEHEHNEM NeKapCTBEHHOro cpeacTsa He B COOTBETCTBUM C
WHCTPYKUMEN MO MEAULNHCKOMY NPUMEHEHNIO;

- npobnembl No 6e30MacHOCTU, CBA3aHHbIE C OLMBOYHON MHGOPMaLMEN B MHCTPYKLUUN NO MeSULMHCKOMY
NPUMEHEHUIO U B MapKUPOBKe NeKkapCTBEHHOMO CPeACTBa;

- HegocTaToyHas aMEKTUBHOCTL (MMM ee OTCYTCTBUE) NEKapCTBEHHbIX CPeacTB, MPUMEHAEMbIX Mpu
naTonornv, NpeacTaBnAlLen yrpody AN XU3HK, a Takke BakUMH U KOHTpaLenTUBHBLIX CPeacTs;
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- npobnembl No 6e3onacHoOcTH, 0BYCNOBMEHHbIE NOCTaBKaMU ChIPbS.

[aHHas nHdopmaumsa no 6e3onacHOCTM NpeacTaBnsieTcs B YNOMHOMOYEHHbIA OpraH B NMUCbMEHHOM BUAE.
MpenctaBneHne BblleykasdaHHOW WHdopMauum no 6Ge3onacHoCTM MM 3EEKTUBHOCTU  FIEKAPCTBEHHOIO
cpefacTBa crieqyeT BbIMOMNHATb He3aMeasIMTENbHO, KaK TOMbKO O HEeW CTaHOBUTCS W3BECTHO [JepxaTerto
PErMcTpPauUMOHHOrO YAOCTOBEPEHUS UMM  €ero  YnonHOMOYEeHHOMY npefcTaBuTento. B npepctaBnsiemon
nHdopmaumm crnegyeT onucaTb BhbllWEYKa3aHHble AdaHHble Mo  6e3onacHocTU  unuM  3PdEKTUBHOCTU WU
OencTBusi/Mepbl, Npeanaraemble B OTHOLLEHUM NOSO3PEBAEMOrO NIEKapCTBEHHOrO cpeacTBa. YKasaHHble acnekThbl
npocunga 6e3onacHOCTU MoanexaT OTPaXeHWI W aHanuM3y B COOTBETCTBYKOLMX pasgenax nepuogmyeckoro
oTyeTa no 6e30MacHOCTM NeKaPCTBEHHOrO CPEACTBaA.

7.2 CO0p coobLEeHNI 0 HeXenaTeNbHbIX peakLuax

7.2.1 O653aHHOCTU YNOMHOMOYEHHOrO opraHa

YNOMHOMOYEHHbBIN OpraH AOMKEH UMETb CUCTEMY cOopa U perncTpaumm Bcex CoobLLEHMIN O NOA03pEBAEMbIX
HexenaTenbHbIX peakunsx, KOTOpble BbISBMSIOTCSA Ha €ro TeppuTopuMM U Ha KOoTopble obpallaloT BHMMaHWe
cneunanncTbl CUCTEMbI 34PaBOOXPaHEHMs!, NaUMEHTbl UnKM noTpedbutenu, Nnbo gepkaTtenu perncrTpaunuoHHbIX
YOOCTOBEPEHUI.

YNOMHOMOYEHHBIN OpraH AOMKEH NPUHMMAaTbL BCE COOTBETCTBYHOLLME MePbl AN NOOYXAEeHNs cneunannuctos
CUCTEMbI 3[paBOOXPAHEHNsT Ha CBOEW TEPPUTOPUM K NPeacTaBneHnto CcoobLlueHnr O Moao3peBaeMblxX
HexenaTenbHblX peakumsix. [MoMMMO 3TOro, YMOMHOMOYEHHbIM OpraH MOXEeT HanaraTb CcneuunarnbHble
obsi3aTenbCTBa Ha CNeLManmcToB CUCTEMbI 34paBOOXPAHEHMS.

B uenax ontMMmmsaumm npouenypbl NpPeAcTaBneHns WHgopmaumm O  HexenaTenbHbIX — peakuusax
CTaHOapTHble CTPYKTYpUpOBaHHble OnaHkM Ha BebG-OCHOBE [OMKHbl ObiTb LUMPOKOAOCTYMHbI C MOMOLLLO
HaLMOHarbHbIX BEO-NopTanoB No fekapCTBEHHbIM CPeAcTBaM BMeCTe C MHGOpMaUMeN O pasnuyHbIX cnocobax
npeactaBneHns MHgopmaumm o NoA03peEBaEMbIX HeXenaTenbHbIX peakumsX, CBA3aHHbIX C NPUMEHEHUEM
NeKapCTBEHHbIX CPeaCTB.

YNONMHOMOYEHHbIM OpPraHOM [AOSKHO ObiTb obecneyveHo BKIOYeHME B 6asy AaHHbIX HeXenaTerbHbIX
peakLmin BCeX COOBLLEHMI O Cepbe3HbIX HeXenaTenbHbIX peakuusaXx, BbiABMEHHbIX Ha Tepputopun Pecnybnukm
Benapycb 1 npeacTtaBneHHbIX B YNOTHOMOYEHHbIN OpraH U OLLEHEHHbIX Kak BanugHble.

CnegyeT npuHMMaTb Mepbl MO BblipaXKEHUI0 NMPU3HATENbHOCTU 3a paboTy MO NpPeACcTaBNeHWo COOOLWEeHNI O
HexxenaTenbHbIX peakuusix, BKIoYasa npeacrasneHne JONoHUTENbHON HpopMaLumn penopTepam.

Mpu npenctaBneHMn COOBLLEHMIA O HeXenaTernbHbIX Peakuusix CO CTOPOHbI AepXaTernen permMcTpauoHHbIX
YOOCTOBEPEHMI YNONHOMOYEHHbIN OpraH MOXeT NpuBrekaTb Aep)XaTensa PerncTpaumoHHbIX YOOCTOBEPEHUN K
nocriegytoLlen paboTte No COobLLEHMAM.

YNOMHOMOYEHHbIN OpraH, OTBETCTBEHHbIN 3a KOHTPOSb OOpalleHUs IeKapCTBEHHbIX CPEACTB, AOSMKEH
NPUHATb Mepbl K NOMyvyeHuto MHdopmauun o nbon Nogo3peBaeMoOn HEXenaTenbHON peakumu, Ha KOTOpPYHo
o6paTvnM BHUMaHMe chneuuanucTel Nboro Apyroro opraHa, BeAOMCTBA, YYpPEXOeHWUs WUnuM opraHusauuu,
OTBETCTBEHHOrO 3a 6e30MacHOCTb NaLMEHTOB, M YTOObI 3TV COOOLLEHMS ObINM NPeACTaBneHbl B HALMOHAMNbHYO
0a3y faHHbIX. Acxoga u3 ykasaHHOro, B Criydasx, Korda cooblieHWst O nofo3peBaeMblX HexenaTenbHbIX
peakumax Obinv HanpaBneHbl HanpsMyw B OpyrMe opraHbl, BEOOMCTBA, OpraHuMsaumMm Wunu yuypexaeHus,
YNONMHOMOYEHHbIN OpraH [OfMKeH WMeTb cornaweHms o6 obmeHe [aHHbIMKM, 4YTOObI 3TKM COOOLEeHUs
HaNpaenAnMCcb B YNOMHOMOYEHHbIN opraH. [laHHoe TpeboBaHMe pacnpoCTpaHAETCA Takke Ha cnyyan pasBuTuS
HexxenaTenbHbIX peakunii, CBsA3aHHbIE C MeULMHCKUMUN OLLINOKaMMU.

7.2.2 Oba3aHHOCTU AepxaTenen perncTpaunoHHbIX yaOCTOBEPEHNUI

Kaxkgbln gepxatenb perncTpaunoHHOro yaocToBepeHns OMMKeH UMeTb cuctemy cbopa 1 permctpauumn scex
COOOLLEHNI O NOOO03peBaeMbIX HexenaTerbHbIX peakuusiX, KoTopble ObinMM OOBeOeHbl 40 ero CBeAeHUs, Kak
npeacTaBneHHble B paMKax CMOHTAHHOrO pPenopTUpPOBaHWUS chneumManncTtamnm CUCTEMbl  3OpPaBOOXPAHEHUS,
nauneHTaMmm unu noTpebutensmn, Tak 1 NomnyyYeHHble B XO04e NOCTPErncTpaLMoHHbIX nccnegoBaHui. depxarenu
PErNCTPaUMOHHbIX  YAOCTOBEPEHUA  OOSMKHbI  CO34aTb  MexaHu3Mbl, obecnedmBaloline BO3MOXHOCTb
NpocnexmBaHns 1 nocnegyoLlen paboTbl C COOBLLEHNSMIN O HEXeNnaTeNbHbIX PeakLmsX.

Ob6gas3aHHOCTb MO cbopy cBedeHWM O MOAO3PEBaEMbIX HeXenaTenbHbIX peakuusix  gepxaTtenemn
PErnCTPaUMOHHbIX YAOCTOBEPEHUN PACMpPOCTPaAHAETCA Ha COOOLWEHUs, OTHOCALIMECA K JieKapCTBEHHbIM
cpeacTBaMm, BnafeHue KOTOpbIMU He MOXET OblTb MUCKMHYEHO HAa OCHOBE Ha3BaHMS OENCTBYIOLLEro BeLLECTBa,
cocTaBa, HoMepa naptuu, cnocoba BBeOeHUS, CTpaHbl NEPBOMCTOYHMKA UMM CTPaHbl pasBUTUS NOAO3pEBAEMON
HexenaTenbHON peakumm.

7.2.2.1 CnoHTaHHble coobLeHus

JepxaTenn perMcTpaumMoHHbIX YOOCTOBEPEHUIA OOMKHbI PErMCTPUPOBATL BCE CMOHTaHHblE COOOLLEHUSI O
NnoAo3peBaeMblX HexenaTernbHbIX peakuusix, BO3HMKaloWMX Ha TeppuTopun Pecnybnukm Benapyce unm 3a ee
npegenamu. OTO BKMNHOYAEeT COOOLLEHMS O MNOAO03PEBAEMbIX HeXernaTerbHbIX peakuusix, MNOMYyYeHHble B
3NEKTPOHHOM BMAE WAU KakMMU-MBO JpyrMMn nogxogsawimmm crnocobamu. [epxartenu perncTpaumoHHbIX
yOOCTOBEPEHMI MOFYT MCMONb3oBaTb CBOM Beb-canTbl Ana cogenctsust cbopy cBedeHun O nofo3peBaeMbiX
HexenaTenbHbIX peakuusax, NnpegocTtaBMB OnaHkM NS COCTaBMEHUS COOOLLEHUA O HeXenaTemnbHbIX peakunsax
UM COOTBETCTBYIOLLME KOHTAKTHbIE AAHHbIE A5 CBA3N HanpsiMyto.

57



TKIN 564-2015

7.2.2.2 CoobLeHuns, Nony4yeHHble Mo 3anpocy

[epxatenun pernctTpaumoHHbIX YOOCTOBEPEHUIN OOMKHbBI PErMCTPUpPOBaTh BCE COOBLLEHNSA O NOAO3PEBAEMbIX
HexenaTenbHbIX peakunsax, BO3HMKalLWMX Ha TeppuTtopum Pecnybnukun benapycb unu 3a ee npepenamu,
KOTOpblE BbISBMEHbI B XOA4E NOCTPErMCTPALMOHHBIX NCCrefoBaHnA. B yncno gaHHbIX COOBLLEHMI, NONYYEHHbIX NO
3anpocy, BXOAAT coobLleHNsi, Nory4YeHHble No pesynbTataM OpraHM3oBaHHOro cbopa AaHHbIX, UHULMUPYEMOTO,
yNpaBnsieMoro unu UHaHCUpyemMoro Aepxatensamm permctpaunoHHblx yaoctoBepeHuin. OHM Takke BKoYaloT
HEUHTEPBEHLMOHHbIE MNOCTPErNCTPaUMOHHbIE UCCNeaoBaHWs, MporpamMmMbl  MCMOMb30BaHUSA NEeKapCTBEHHOro
cpeactBa B CBA3WM  C UCKNIOUUTENbHbIMM - 0obBCTOATENBCTBAMW U3 COOBpaXkeHur  cocTpagaHus,
nepcoHanu3npoBaHHbIe NPOrpaMmbl UCNOSb30BaHUA HE3APErMCTPUPOBAHHOIO NIEKaPCTBEHHOIO CPeACcTBa, Apyrne
nporpaMmmbl NOAAEPKKN NALMEHTOB U MOHUTOPUHra 3aboneBaHWin, peecTpbl, NPOrpaMmbl NOAAEPKKA NALMEHTOB
n cbop nHdopmauumn 06 ahHEKTUBHOCTU UNN NPUBEPKEHHOCTU NALMEHTOB NEYEHUIO.

[epxatenn pernctpaumoHHbIX YOOCTOBEPEHUN, Kak U B criyyae paboTbl CO CMOHTaHHbIMU COOOLLEHMAMMU,
OOIMKHbl MMETb B CBOEM pacnopsikeHMM MexaHu3Mbl cOopa MNOMHOM W BCECTOPOHHEW WHGOPMauMM Mo
Nony4YeHHOMY COOOLLEHMIO HA MOMEHT MNEPBUMYHOrO PENOPTUPOBAHUS B LENsxX obecnevyeHust BO3MOXHOCTU
BbINOSTHEHUSA Hagnexalwlenl OUEHKM W BbINOMHEHWS, B Criydae MNpUMEHUMOCTU, TpeboBaHWA MO CPOYHOMY
penopTMPOBaHMUIO B YNOSTHOMOYEHHbIE OpraHbI.

7.2.2.2.1 CoobLeHns, nonyYeHHble B XOA4e HEMHTEPBEHLUMNOHHBIX UCCrenoBaHN

B OTHOWeEHMM AaHHbIX, NOMy4YaeMblX B XO4E HEWHTEPBEHLMOHHbIX WCCreaoBaHWK, cnegyeT NpoBoAUTb
pasnuuve Mexay mccnegoBaHusMyM co cOOpoM MEPBUYHBLIX OaHHbIX HaANPAMylo OT NaUMEHTOB M CneuuanucToB
CUCTEMbI 34pPaBOOXPaHEHUA N OM3alHaMW UCCNeaOBaHUN, KOTOPble OCHOBaHbl HA BTOPMYHOM WUCMOSb30BaHUK
OaHHbIX, Takue Kak uccnegoBaHusi, OCHOBAHHbIE Ha MEPECMOTPE MEOULMNHCKUX KapT UMW 3NEKTPOHHbIX 3anncemn
3[4paBOOXPaHEHNs, CUCTEMATUYECKME NEPECMOTPbI MU MeTa-aHanu3bl.

CoobLieHne cocTaBnseTca B Cnyyae, Korga penopTepoM WNu  AepXatenem  permctpauuoHHOro
yOOCTOBEPEHMS npefnonaraetca  HanumuMe Kak MWHMMYM BO3MOXHOMW MPUYUHHO-CIIEACTBEHHON CBA3U C
nogo3peBaeMbIiM NEKAPCTBEHHbIM CPEACTBOM; COOBLLEHMS O HeXenaTernbHbIX ABNEHUsIX, B KOTOPbIX MPUYNHHO-
cnencTBeHHas CBsA3b OLEHUMBAETCS Kak COMHWUTENbHas, creayeT BKMAYaTb B 3aKMYMTENbHbIN OTYET 06
nccnegoBaHuu.

B OTHOLLEHWUM HEUMHTEPBEHLMOHHbLIX UCCIEAOBAHMI C NEPBUYHBIM COOPOM AaHHbIX HanpsiMyto OT NauMeHTOB
N CcrneuManucTtoB CUCTEMbl 3[4paBOOXPAHEHMS!, NpPeACTaBMeHMo Mnoanexar CcoobLeHUss O HexenaTernbHbIX
peakuuMsaX, B OTHOLLUEHMU KOTOPbIX penopTep Wnu Aepxartenb perucTpalMoHHOrO YAOCTOBEPEHUA NOOO3PEBAET,
YTO UMEeTCa Kak MWHMMYM BO3MOXHasi NPUYMHHO-CNELCTBEHHOW CBA3b C MOA4O3pPEeBaeMbIM JIeKapCTBEHHbIM
cpeactBoM. MccnepoBatensim cnegyeT HanpaensaTb OpPYrne COOOLLUEHUMS O HeXenaTenbHbIX peakumsx, B
OTHOLLEHUM KOTOPbIX UMEETCHA MOAO3PEHUE, YTO OHU CBA3aHbl C FIEKapCTBEHHbIMU CPeACcTBaMu, KOTOpble He
BXOOAT B YUMCNO UccrneayemMblX U rae HeT B3aMMOOENCTBUA C UccnenyembiM(M) nekapCTBEHHbIM(M) cpeacTBOM(-
amu), B COOTBETCTBYHOLLMI YNOSTHOMOYEHHbI OpraH, ecrnn 3T0 NPUMEHMUMO.

Mpn npoBeaeHMN HEMHTEPBEHLMOHHBIX WCCNeaoBaHMN, OCHOBaHHbIX Ha BTOPUYHOM UCMOSb30BaHUK
OaHHbIX, NpeAcTaBneHne coobLLEHU O BbISBNSEMbIX HEXenaTernbHbIX peakuusax He TpebyeTcs. Bce gaHHble no
BbISIBNIEHHbIM HEeXenaTerbHbIM peakumMsM CyMMUPYIOTCA B 3aKIMHOYNTENBHOM OTYETE NO UCCMEAOBAHUIO.

B cnyyae COMHeHWIn Oep)XaTento permcTpauuoHHOro yaoCTOBEPEHUSs crieqyeT YTOYHWUTbL TpeboBaHusa O
npeacTaBneHnn coobLLEeHNIN O HeXenaTenbHbIX peakumsix y COOTBETCTBYHOLLErO YNOTHOMOYEHHOro opraHa.

[epxatento  perncTpaumMoHHOro  yA4OCTOBEpPeHuss  cnedyetr  Bcerga  cobnogath  HauMoHanbHoe
3aKoHOAAaTeNbCTBO, MPUMEHSIEMOE K NpeacTaBneHnto coobLLeHnn O crydasix Nogo3peBaeMblX HeXxenaTesbHbIX
peakLumin B MECTHbIE KOMUTETbI MO 3TUKE U UCCneaoBaTensMm.

7.2.2.2.2 [lporpaMmma WUCNOMb30BaHUSA NEKApCTBEHHOIO CpeacTtBa B CBA3WM C  MCKMOUMTESbHBIMU
obcTosiTenbCTBAMM M3 COODpPaXeHMM COCTpafaHusi, MNepcoHanu3npoBaHHasi nporpaMma  UCMNofb30BaHWSA
He3aperncTpMpoBaHHOIO fiekapCTBEHHOMO CpeacTBea.

Ecnn pepxartenb perucTpauMoHHOrO YAOCTOBEPEHUS WM  CheumanncT CUCTEMbl 34paBOOXPaHEHMS
M3BELLEHbl W BbISBMAIT MOOO3PEBAEMYIO HEXenaTeribHYl0 peakuuto B pamMKax MpoBedeHUs nporpaMmmbl
NCNOSb30BaHUSA NEKAaPCTBEHHOIO CPeAcTBa B CBSA3M C UCKMIOYUTENbHBIMU OBCTOATENLCTBAMU M3 COOBpaeHui
COCTpagaHns Unn nepcoHanu3npoBaHHOM NporpamMmMbl UCNONb30BaHUS HE3aPErMCTPUPOBAHHOIO NIEKapCTBEHHOMO
CpeacTBa, CoobLLEHMA O HeXenaTenbHbIX peakumsx NpeacTaBnalTca crieqyowmm obpasom.

B cnydae ecnu HexenartenbHasa peakuusa Obina BbigBAEHa Npw BbINOMHEHNM aKTUMBHOMO MoucKa, cnegyet
nNpeacTaBnNATb COOBLLEHNST TONBKO O HEXenaTernbHbIX peakumsix, 4ns KOTOpbIX MPUYNHHO-CEACTBEHHAsA CBA3b C
NpUMEHEHNEM MOOO03PEBAEMOrO NEKAPCTBEHHOIO CPEACTBa ONpenensieTcsl NePBOMCTOMHUKOM UNKU AepxaTenem
pPerncTpaumoHHOro yaoCTOBEPEHUS, Kak MUHUMYM, Kak BO3MOXHadA. VX cnegyeT paccMaTtpuBaTth kak coobLeHus
0 HeXxenarerbHbIX peakumsax, NofnyyYeHHbIX Mo 3anpocy.

B cnyyae ecnu HexenaTenbHasi peakuus Obina BbisiBeHa He B paMKkax akTMBHOro nowucka/sanpoca, Bce
HexenaTenbHble U HenpegHaMepeHHble peakumn Ha nekapCTBEHHOE CPeACTBO cnefyeT paccmaTpuBaTbh Kak
coobLleHna O NOAO3pEeBAEMON HexenaTenbHOM peakuumu, MNONyYeHHOW He No 3anpocy, W NpeAcTaBnATb
coobLeHne COOTBETCTBYOLLMM 06pa3omMm.

7.2.2.2.3 Nporpamma nogaepXk1M nauneHToB

MporpamMmma noggepXku nauMeHTOB — 3TO CXema OpraHu3oBaHHOrO cbopa AaHHbIX, Fae gepXartenb
pPErncTpaumMoHHOro YA4OCTOBEPEHUs COOMpaeT [aHHble, OTHOCALUMECH K MWCMOSMb30BaHUIO NEeKapCTBEHHOro
cpeactea. lNpumepamn sABNAKOTCA NOCTPErMCTPALMOHHBbIE MPOrpamMmMbl MNOAAEPKKA MAUMEHTOB U MOHUTOPUHra
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3aboneBaHuin, MOHUTOPUHT NaLMEHTOB, COOP MHOPMAaLMK O NPUBEPXKEHHOCTU NALMEHTOB NIEYEHNIO, MOHUTOPUHT
B pamKax CMCTeM KOMMeHcaLun/Bo3MeLLEeHNS.

MOXHO BEeCTU aKkTMBHbI MOUCK HexXenaTenbHbIX peakunid B XOA4e BbINOMHEHUS PasfUYHbIX TUMOB
OpraHM3oBaHHOro cbopa AaHHbIX, B 3TOM Cryvae WX cregyeT YYuTbiBaTb Kak COOOLLEHWS, MOMyYeHHbIe Mo
3anpocy. CnegyeT COCTaBNsATb OTYETHI TOMBKO O HEXenaTernbHbIX peakuusix, rae penopTepom nnu gepxarenem
perncTpaumMoHHOro YA40CTOBEPEHUS NOJ03PEBAETCH Kak MUHUMYM BO3MOXHasi NPUYUHHO-CNEACTBEHHAs CBS3b.

B cnyyae ecnu B pamkax CMCTEMbl OpraHM3oBaHHOrO cbopa AaHHbIX HexenaTtenbHas peakuus Obina
BblSIBlIEHA He B paMKax aKTMBHOIO Moucka/sanpoca, BCe HexenaTterbHble U HenpeaHaMepeHHble peakumMn Ha
nekapcTBEHHOE CPeAcTBO, KOTOpble ObiNM  COOOLEHbl AepXaTeno  perncTpaunoHHOro  yAOCTOBEPEHUS
MEOWLMHCKUM pabOTHMKOM MNU nNauMeHTOM, crnegyeT paccmaTpuBaTb Kak COOOLeHUss O MoJo3peBaeMon
HexxenaTenbHOW peakuun, MNOMyYeHHOW He Mo 3anpocy, WM NpeAcTaBnsiTb COOOLLEHME COOTBETCTBYHOLLMM
obpasom.

7.2.2.3 Coo06LeHus, onybnmkoBaHHbIE B Hay4YHO-MeOULMHCKOW nNuTepaTtype

OepxaTtensiM pernctpauMoHHbIX YOOCTOBEPEHUA CrnedyeT OCYLUEeCTBAATb MOHWUTOPUHT nyGnukauui B
Hay4yHO-MeOMWLMHCKON nuTepaType BO BCEX CTpaHax, B KOTOPbIX pa3pelleHO MpUMEHEHWe COOTBETCTBYHOLLMX
NeKkapCcTBEHHbIX CpeacTB C BblNOMHEHMeM TpeboBaHWA MO NPEeAcTaBfeHM0 COOBLLEHUA O HexenaTernbHbIX
peakLmsiX B yNOMHOMOYEHHbIE OpraHbl CornacHo TpeboBaHW 3akoHO4ATENbCTBA.

CpoyHOMYy penopTUpOBaHWIO He noanexart cnegywwme coobleHnsa (MHopMauusl) O HexenaTenbHbIX
peakLUusIX, BbIIBNEHHbIE MPU MOHUTOPUHIE NyGnmKaLnin Hay4YHO-MeANLUHCKON NUTepaTyphbl:

- eCnM  MOXHO WCKMIOYUTL BriageHne nekapCTBEeHHbIM CpeacTBOM AepxaTeneM  perncTpauyoHHOro
YyOOCTOBEPEHUST Ha OCHOBaHUWM HasBaHWS OENCTBYOLWEro BelwecTBa, cocTaBa, crnocoba BBedeHWs, CTpaHbl
NepBOMCTOYHMKA UMM CTPaHbl MPOUCXOXOEHWUS NOAO03PEBAEMON HEXeNnaTernbHON peakuuu;

- CTaTbM U3 NUTEPaTyphbl, KOTOPblE NPeACTaBNAT cOO0N 0006LLEHHbIE aHanM3bl AaHHbIX 13 00LLEeA0CTYMHbIX
6a3 faHHbIX UMK KOTOpble YKa3blBalOT CBEAEHUS O MauueHTax B BuAe Tabnuy unv nocTPOUHbIX NEpPeYnCrIeHni.
OTOT TMN cTaten W3 nuTepaTypbl ONWUCLIBAET HeXenaTerbHble peakuuu, KOTOpble pasBuBalTCA B rpynne
NauMeHToB NPUHUMaOLLKUX onpedeneHHoe fekapcTBEHHOEe CPeaCcTBO C Lerbio BbIIBNEHUS UMM KONMYECTBEHHOW
OLEHKM yrpo3bl Ana 6e30nacHOCTH, CBA3aHHOW C NeKapCTBEHHbIM CpeacTBOM. [laHHble cTaTby 4acTo CBsi3aHbl C
hapmMakoaNnaeMmnonorMyeckuMmmn UCCnefoBaHMAMU U UX [NaBHOW LUenblo ABnseTca obHapyxeHue/oueHka
onpeneneHHbIX PUCKOB, KOTOpble MOrnun Bbl MOBMMATL Ha O6LLEe COOTHOLIEHWE MONb3a-pUCK NEKAPCTBEHHOMO
cpencTsa.

CeegeHns no 6GesonacHOCTW, NpPeAcTaBfneHHble B 3TUX TUMax cTaTer, OOMMKHbl paccMaTpuBaTbCs B
COOTBETCTBYIOLLMX pasgenax nepuoguyeckoro otyeta no 6e30mMacHOCTU U MPUHUMATBLCA BO BHUMaHWE Mpu
aHanuse BNUSAHUSA Ha COOTHOLLEHME Nonb3a-puUck nekapcTBeHHoro cpenctsa. Kpome Toro, o kakon-nnbo HoBOW
nHdopmaumm o0 6e3onacHOCTH, KOTopask MOXET MOBMAWATbL Ha COOTHOLIEHME MoMb3a-puUcK fekapCTBEHHOMO
cpencTtea, cnegyeT HesamMeanuTernbHO yBEOOMIATb  YNOMHOMOYEHHbIE OpraHbl, rge  3apermcTpupoBaHo
nekapcTBeHHoe cpecTBo.

7.2.2.4 T[lopo3speBaeMble HexenaTernbHble peakuun, CBA3aHHble C  AedektoM KayectBa  Unu
hanbcMULMpPoOBaHHLIMU NIEKapCTBEHHBIMWU CpeacTBaMum

Ecnu coobuleHre o nogo3peBaeMon HexenaTenbHON peakunn CBSA3aHO C NPUMEHEHWEM MOA03peBaeMoro
NN MOATBEMKOEHHOro hanbCcuULMPOBaAHHOIO fEeKapCTBEHHOIO CpPeAcTBa WKW feKkapCTBEHHOIO CpeacTBa,
MMeloLLLero HeHaanexallee kavyecTBo, AaHHOE COObLLEeHMe, B CllydYae OTHECEHMS ero K BanuaHOMy COOOLLEHNIO,
NOANEXUT PenopTUPOBAHNIO.

B ykasaHHbIX criyyasx B LensiX oxpaHbl OOLLIECTBEHHOrO 340POBbsi MOXET NOTpeboBaTbCA OCYLLECTBIIEHNE
CPOYHbIX Mep, Takmx Kak OT3bIB C pblHKa O4HON nnn 6ornee gedekTHON(-bIX) cepun(-i) NekapcTBEHHOIo CpeacTBaa.
OepxaTtenam PEerMcTpaumMoHHbIX  YOOCTOBEPEHUN  cnegyer  UMeTb  CUCTEMY, obecneynBaroLLyo
He3aMeLnUTENbHYIO OLEHKY WM paccrnefoBaHuWe MOMy4YEeHHOro COOOLLEHNs O MOA403peBaeMoln HexenaTenbHON
peakumu, cBs3aHHOW C danbcUUUUMPOBAHHBIM NEKapCTBEHHLIM CPeACTBOM WNM  AedekToM KavecTBa
nekapcTBeHHoro cpeactsa. B cnyvyae noatBepxaeHuss  Hanuuua  gedoekta  KadectBa  Tpebyetcs
HesamegnuTenoHoe YyBeAOMMEeHMEe HenocpeaCTBEHHOro MPOW3BOAUTENS  NEeKapCTBEHHOro cpeactsa W
YMOMHOMOY€EHHbIX OPraHoB.

7.2.2.5 lNopo3peBaemas nepegadya MHEKLMOHHOIO areHTa Yepes NnekapCcTBEHHOE CPeacTBo

MH(pEKUMOHHBIM  areHToOM cuuTaeTcs mnbor  MUKpoopraHuaM, BUMPYC WM MH(PEKUMOHHas Yactvua
(Hanpumep, NPWOH, MPOTEWH, NepejalLne TPaHCMUCCUMBHYIO rybuaTylo sHuedanonatuio), natoreHHble nmMobo
HenaToreHHble.

Mopo3peHne Ha nNepegavy MHMEKLUOHHBIX areHTOB Yepes fiekapCcTBEHHOe CPpeaCcTBO paccMaTpuBaeTcs Kak
cepbe3Has HexenaTenbHas peakuus, nognexawas CpovyHOMY pPenopTUpOBaHWIO B  COOTBETCTBUM C
TpeboBaHMAMN HaLMOHAarNbLHOro 3akoHoAaTenbcTea. [JaHHoe TpeboBaHNe pacnpoCTPaHAETCH Takke Ha BaKLMHbI.

Mepepava BO3OyaMTENs WMHMEKLUMM MOXET NOJO3PeBaTbCA Ha OCHOBAHWM KITUHWUYECKUX MPU3HAKOB WU
CUMNTOMOB, nabopaTopHbIX Pe3ynbTaToB, YKasblBalOWUX Ha Hanuuve WHMEKUMU y nauueHTa, noasepriierocs
BO3OENCTBMIO  NekapcTBeHHoro  cpeactea. CrnegyeT  ygenatb  ocoboe  BHUMaHME  OBHapy>KeHuto
nHdekumin/Bo3byantenenn MHEMEKUUA, O KOTOPbIX W3BECTHO, YTO OHM MNOTEHUMAanbHO NepefarTcs yepes
nekapcTBEHHOe CPeAcTBO, HO MpuM STOM crieQyeT Y4uuTbiBaTb TakkKe W PUCK MOSIBNEHUS HEeU3BEeCTHbIX
BO3OyauTENEN.
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B KOHTekcTe oueHkM nogo3peBaeMon nepefadn MHEEKUMOHHOMo areHTa MoCcpeacTBOM  JleKapCTBEHHOrO
cpeactea criegyer cobntoatb OCTOPOXHOCTb W MPOBOAUTH PasnnyMe, HaCKOMbKO BO3MOXHO, MeXay MNpUYMHOW
(Hanpumep, UHbEKUMS/MPUEM) U UCTOMHUKOM MHGEeKUMK (Hanpumep, KOHTaMMHaUMs) U KITMHUYECKUM COCTOSIHUEM
naumMeHTa Ha MOMEHT npegnonaraemoro MHUUMPOBaHUS (MMMYHOOEMNPECCMBHOE COCTOsIHME/NpeaLwecTByoLas
BaKUMHaLMS).

MopTBEpPXAEHME KOHTaMUHALMN (BKITIOYas HECOOTBETCTBYIOLLYIO MHAKTMBaLuo/ocrnabneHmne BUpYNeHTHOCTH
(aTTeHyaumio) Bo3byauTENnen MHMEKUMM KaK aKTMBHBLIX BELLECTB) MOOO3PEBAEMOrO IIEeKapCTBEHHOrO CpeacTBa
yCcunvBaeT 4oKa3aTenbCTBO nepefaym Bo3byanTenst MHAEKLMM 1 NOAO3PEHNE HA Hanndme AedekTa KadecTsa.

7.2.2.6 T[lepvog wmexgy nogadvyen 3asiBNEeHUS Ha rOCYAapCTBEHHYIO perucTpaumio 1M nonyvyeHuem
YyOOCTOBEPEHUS O rOCYAapCTBEHHOW perucTpaunm

B nepuog mMexay nogaden 3asBreHuUs Ha rocydapCTBEHHYIO pPeructpauuio U norydeHMeM YOOCTOBEPEHUs O
rocygapCTBEHHON perucTpaumm y gepxatens permctpauyoHHOro yAOCTOBEPEHUS MOXET MOSABUTLCA MHpopMauums,
KOTOpas MOXeT MOBNUATbL Ha COOTHOLLEHME MOoNb3a/puUcK nekapcTBEHHOro cpeacrtsa. B obsasaHHocTU gepxatens
PErMcTpaLmoHHOrO YAOCTOBEPEHUS BXOAUT obecneyeHe He3aMeaMUTenbHOro NpeacTaBneHns AaHHON MHdopMaumm
B YMOSTHOMOYEHHbIV OpraH, rae paccMaTpuBaeTcs 3asiBNeHre Ha rocyAapCTBEHHYI0 perncTpaLmio.

7.2.2.7 T[lepvog nocrne nNPUOCTAHOBIEHUS AEWUCTBMA WNWU  aHHYNMPOBaHUA  yOOCTOBEPEHUA O
rocygapcTBEeHHON perncTpaumm

OepxaTenb perncTpauuoHHOro yaoCTOBEPeHMs [OSDKEeH npoporkaTe cobupatb nobble cBegeHus o
NnoAo3peBaeMblX HeXernaTenbHbIX peakuusix, CBS3aHHbIX C paccMaTpyMBaeMblM eKapCTBEHHbIM CpeaCcTBOM
nocrne npUOCTaHOBMNEHUS [OENCTBUS YOOCTOBEPEHUS O T[OCYAapCTBEHHOW perncrpaumMm C  BbIMNOSIHEHUEM
penopTMpoBaHUs B Cryyasix yaAoBNEeTBOPEHUS KPUTEPUAM CPOYHOrO PENOPTUPOBaHMS.

B cnyyae aHHynupoBaHWs yOOCTOBEPEHUS O [oCydapCTBEHHOW peructpaumm criegyet nobyxaatb
aepxaTtensa perncTpauuoHHOro yAOCTOBEpPEeHUs npogornkaTb cobupaTb cCBedeHuss O  MNoAo3peBaeMblX
HexenaTenbHbIX peakumsx B Uensx, Hanpumep, obreryeHus OUEeHKM B Cryvyae pasBUTUSA OTCPOYEHHbIX
HexxenaTenbHbIX peakuuin, nubo B criyyasx MONyvYeHWs HexenaTenbHblX peakuusix, MpeacTaBrsieMblx
pPeTPOCNEeKTUBHO.

7.2.2.8 lNepurog BO BpeMs YpesBbl4alHON CUTyaumm B 34paBOOXpaHeHUN

UpesBbluaiHasi CUTyauus B 34paBOOXPaHEHUM — 3TO yrpo3a OOLLEeCTBEHHOMY 340pOBblO, Haanexalinm
obpasoM npusHaHHas BcemupHon opraHusaumen sgpasooxpaHeHus (BO3). B crniyyae upessblyaniHOM cuTyaumm B
3[4 paBOOXPaHEHUN MOXHO BHECTM nonpasBkym B TpeboBaHMA K perynsapHoMy COCTaBMEHUI0 OT4YeTOB. Takue
OOrOBOPEHHOCTN OyayT paccmaTpuBaTbCd B KaXXOOM OTAENbHOM crlydyae M O Hux OyayT pasmelleHbl
COOTBETCTBYHOLLME U3BELLEHUSI HA BEO-CaNTe HaLMOHAMNbHbIX YNOMHOMOYEHHbIX OpraHoB.

7.2.2.9 Coo0LLeHMst Ha OCHOBE CyAeOHbIX UCKOB B OTHOLLEHUM NIEKAPCTBEHHbIX CPEACTB

C coobLeHMaAMN, BO3HMKAOWMMK NO pe3yrnbTaTy CyAeOHbIX MCKOB B OTHOLUEHUW NEKApCTBEHHbIX CPEACTB,
cnepyet paboTaTb kak C coobLleHnsaAMM, nonyyYeHHbIMu 6e3 3anpoca. CneayeT npeAcTaBnsiTb COOOLLEHUS TOMNBbKO
O HexenaTtenbHbIX peakuusix, B KOTOPbIX PENopTEPOM WNKN AepxaTenem perncTpaumMoHHOro YA4OCTOBEPEHUS
npegnonaraeTcad HanuunMe Kak MWHUMYM BO3MOXHOW MPUYMHHO-CNEOCTBEHHOW CBSA3M C MNOAO3pPEBaeMbIM
nekapcTBeHHbIM CpeAcTBOM. B aTux cnyyasix HesamegnuTenbHOe penopTUpoBaHWE OCyLLeCcTBRseTca npu
BbINOMHEHUN KPUTEPUEB, YCTAHOBMNEHHbIX 3aKOHO4ATENBCTBOM.

7.3 MNogroToBkKka nHonBuayanbHbIX COOOLWEeHN 0 HexxenaTenbHbIX peakuunsax

7.3.1 VIHdopmaLmsa o nogo3peBaemMbIx, B3aMMOOENCTBYIOLLNX U CONYTCTBYHOLLMX NTEKAPCTBEHHbIX CPeacTBax

B coobuwieHnn o HexenaTenbHOW peakumu crefyeT ykasbiBaTb MOLO3peBaeMble, B3aMMOAEWNCTBYHOLLME
n/unu CconyTCTBYIOLLME NeKapCTBEHHbIE CPEACTBa C yKasaHMEM PEXUMOB AO3MPOBaHMA W AaT Hayana wu
OKOHYaHus Tepanuu. B OTHOLWEHUN KOMOWHMPOBAHHLIX NEKApPCTBEHHLIX CPeacTB, KOTopble coaepxaT bGonee
O[HOrO aKTMBHOIO BeLLleCTBa, HE0OX0OMMO OTAENbHO yKa3biBaTb KaXaoe AEeNCTBYOLEe BELLECTBO.

Ecnu coobuaeTtcs, YTo OonucbiBaeMbIN Criydan HexxenaTenbHOW peakuum CBA3aH TOMbKO C TepaneBTUYECKUM
KrnaccoMm, OH CYMTAETCsl HEMOMHLIM U HE OTBEYaeT KpUTEPUSIM He3amenIMTENbHOro NpeacTaBrneHns CooOLLEHNS
0 HexenatenbHoW peakuun. CnegyeT npunaratb YCUNUA M BECTU MNOCNeAywLy OeATEeNbHOCTb Mo chny4ato
HexenaTenbHOM peakumu, 4ToObl cobGpaTb HedocTaloLwyl MHopMauuio O NOAO3PEBAEMOM JleKapCTBEHHOM
cpeacTse.

7.3.2 OnucaHue HexenaTenbHON peakLmm 1 oLeHKa NPUYNHHO-CIIeACTBEHHON CBA3N

[na kaxgoro MHOMBUAYanbHOro criydasi NpefcTaBnseTca BCA MMetowwasca nHdopmaumsa no passuBLLIENCA
HexenaTtenoHoln peakumn. WHdopmauus pomkHa OblTb nNpeacTaBneHa B NIOMMYECKoW  BPEMEHHOW
nocrnefoBaTenbHOCTU, B XPOHOMOMMU M3MEHEHUA COCTOSIHMSA NauMeHTa, BKMAYas KIMHUYECKOE TeyeHue,
TepaneBTUYECKNE MEPbI, UCXOL W MOMNydeHHY nocreayoLyo uHdopmaumio. OnucaHne JOMKHO SABMATHCS
BCECTOPOHHMM, CaMOCTOATENbHbIM ~ «MEOULMHCKUM OTYETOMY», COAEepXallMM BCE W3BECTHble BaXHble
KNUHUYECKUEe W CBsI3aHHble C 3TUM (nabopaTopHble, AuarHOCTUYECKUE W  WHble) CBEAEHMUS, BKIYas
XapaKTepUCTUKy naumeHTa, NoApOoBGHOCTU NedeHusl, UCTopuio BOMnesHKn, KIMHUYECcKoe TeyeHue sIBNeHusi(-i),
OnarHo3s, HexxenaTternbHble peakunn 1 X UCXOf, BaxkHble abopaTopHble AaHHble U Mobyo Apyryto MHopMauuio,
KoTopas noaTBepXdaeT UnuM OnpoBepraeT Nofo3peBaeMble HexenaTenbHble peakumn. B cnyyasx, korga aTo
NPUMEHNMO, [LOMMKHbl OblTb 00O0OLLEHbI BaXKHble pe3ynbTaTbl BCKPbITUS UMM pes3ynbTaTbl NOCMEPTHOrO
nccnenoBaHus.
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YNONHOMOYEHHbIM OpraH 1 AepxaTenn perucTpauMOHHbIX YOOCTOBEPEHU MOryT AaBaTb KOMMEHTapuu B
OTHOLUEHUN MPUYUHHO-CNEOCTBEHHOW CBSA3WM Mexay nogospeBaembl(1) nekapcTBeHHbIM(M) cpeacTBoM(-amu) U
HexenaTenbHOW(-biIMK1)  peakumMen(-aMu)  OOMOMHUTENBHO K  OUEHKe  MPUYMHHO-CNEACTBEHHOM  CBA3U
nepBOMCTOMHMKA (penopTepa), ecrniv oHa npeacTaBnexHa.

7.3.3 PesynbTaThbl aHanu3oB 1 MHCTPYMEHTarbHbIX UccregoBaHui

B onucaHuuM HexenaTenbHOW peakuun cnegyeT (UKCUMPOBaTbL pesynbTaTbl aHanmMsoB W npoueayp,
BbINOMHEHHbIX C LeNnblo AUarHOCTUKA UNU NOATBEMKAEHUS peakunn/aBneHns, BkNovasa aHanmsbl, NpoBeaeHHbIe
AN nccneaoBaHus NPUYKHLL, He CBSA3aHHOW C NeKapCTBEHHbIM CpeaCcTBOM (Hanpumep, cepornormdeckue aHanunsbol
Ha MHMEKLMOHHBIA renaTtuT Npu Nogo3peHUN Ha renatuT, Bbl3BaHHBLIN NeKkapcTBEHHbIM cpedcTBoM). Cnegyet
coobLaThb 1 0 NONOXUTENbHbIX, U 06 OTpULATENBLHBIX pesyrnbTaTax UCCreaoBaHun.

7.3.4 MNocnegytoLas uHpopmaums

OTnpasutento coobLLEeHUs O HexernaTenbHON peakumu cnegyeT HanpasnAaTb NocneayoLwyo nHpopmMauuio
Mo HexernaTenbHOW peakunu HesameanMTenbHO, eCnu MnofyyYyeHa HoBas BaXkHas MeauuMHckas MHopMauus.
BaxHas HoBasi MHdoOpMauuMsa O3HayaeT, Hanpumep, HOBYIO(-ble) Mogo3peBaeMyto(-ble) HexenaTenbHyH(-ble)
peakunio(-1), USMEHeHne B OLEeHKe NPUYUHHO-CNEACTBEHHOM CBA3M U 0By HOBYIO MHAOPMaLMIO K AaHHble
00 un3MeHeHUM nepBOHaYanbHOM (nNpefllecTBylollen) wWHdOpPMaUMM O Ccriydyae, KoTopasd BnvMsieT Ha ero
MeOWLIMHCKYIO oueHKy. VaeHTudmkaumns BaxHoW HOBOM MHAOpMaLun, TpebytoLlelt CPOYHOro penopTUpoOBaHus,
BCerfa HyxxgaeTcs B MeQULMHCKOM 3aKINHOYEHNN.

Cutyauun, korga KpuUTepun cepbes3HOCTU W/MNW OueHKa MNPUYUHHO-CNEACTBEHHOM CBHA3M MO OTAENbHbLIM
cny4vasm noHwkaTcs (Hanpumep, nocnegyowas MHpopMaums NPUBOAUT K UISMEHEHMIO KPUTEPUEB CEPLE3HOCTU
C CEepbe3HON HexernaTenbHON peakumMm Ha HecepbesHYHo; OLEeHKa MPUYUHHO-CIEACTBEHHON CBA3WN U3MEHSETCH C
MUMeEIOLLLEN KaKON-NTMOO YpOBEHb B3aMMOCBSI3M Ha COMHUTENbHYK B3aMMOCBA3b) CrieQyeT Takke yduTbiBaTb Kak
3HayuTenNbHbIE U3MEHEHUS, U coobLLaTb O HMX corflacHo TpeboBaHNAM CPOYHOro NpeacTaBneHns MHopmaunn.

B cny4yae, ecnu nocnegyowias MHopMaLms BHOCUT HE3HAUYUTENbHbIE U3MEHEHUS B U3HAYarbHble JaHHble
N OLEHKY, OHa He MOANEeXWUT He3ameanuTenbHoMmy npegctaBneHuo. [puMepbl HEe3HauYUTENbHbIX WU3MEHEHWI
BKIIOYAKT HEe3Ha4YMMble W3MEHEHWs HEKOTOPbIX AaT, 6e3 BNUSHUA Ha OLEHKY Wunu nepegady crnydas, wnu
ucrnpasneHust onevyatok B npeablgylien Bepcum cnydas. CnegyeTt, TeM He MeHee, MOnyyYnTb MeguuUHCKoe
3KCMEepPTHOE MHEHME B OTHOLUEHWM 3HAYUMMOCTW nocneaywwen uHdopMauun, Tak Kak B psge criyvyaes
dopmarnbHas oueHka MOXeT ObiTb HedoCTaTOYHOW (Hampumep, W3MeHeHWe B JaTe pPOXOEHUSs MOXeT
npeacTaBnsaTb COBON CyLeCTBEHHOE U3MeHeHNe MHpopmMaLumn o Bo3pacTe nauueHTa).

7.3.5 AHHynupoBaHue criyvyaes

AHHYNUPOBaHHbIVA Criy4al — 3TO CRnydal, KOTopbli Gonee He crnegyeT yduTbiBaTb B npolenypax OLEHKM.
AHHYNMpOBaHWe BLINOSTHAETCS, ecnu BbINo 0bHapyXeHo, YTO BECh CriyYan aBngeTca ownboYHbIM, NMBo B criyyae
AybnupoBaHHbIX OT4eToB [lpouecc aHHynMpoBaHWS Ccriydas BbINOMHAETCA MNOCPeaCcTBOM  YBEOOMITEHUs
oTnpasuTenem nonyvatens o TOM, 4YTO criyyan Bonee He gaBnsetca gencteuTenbHbIM. OgHako coobLlieHune
cnegyeT coxpaHuTb B 6a3e AaHHbIX hapMakoHag3opa oTnpaBuUTens.

7.4 CotpyaHuyecTtBo co BcemupHom opraHnsaumen 3agpaBooxpaHeHus

YNONHOMOYEHHbIM OpraHoM obecneynBaeTcs perynspHoe npeacraBreHne coobLeHUA O BbISBMEHHbIX Ha
X TEppPUTOPUU MOAO3PEBAEMbIX HexXenaTernbHbIX peakuui Ha nekapcTBeHHble cpeacTBa B CoTpyaHMYaroLWwui
LleHTp BcemupHon OpraHusaumm 34paBoOXpaHeHust C Lenblo UX BKIOYEHUSA B 6a3y AaHHbIX HexenaTernbHbIX
peakunii BcemupHoi OpraHusauum 34paBooxpaHeHust.

8 MNepuoagunyeckumn oTyeT No 6e3onacHoOCTU

Mepuognyeckmn otyeT no 6GesonacHoctu (MOB) npeacTaBnseTr cobo OOKYMEHT no dapmMakoHagsopy,
Lernblo  KOTOPOro SABNSeTCS MNpeAcTaBfeHve AepXaTenem pPerMcTpauuoHHOr0  yAOCTOBEPEHUS  OLIeHKU
COOTHOLLEHUs MNOMnb3a/pUCK NeKapCTBEHHOro cpeacTBa Ha oOnpefdeneHHblX 3Tanax MocTperncTpaumoHHOro
nepuoga.

YNOMHOMOYEHHBIM OpraHoM [OSbKHa BbINOMHATLCS oueHka OB ¢ onpepeneHvemM BO3MOXHbIX HOBbIX
BbISIBMIEHHbIX PUCKOB WM WX BMWSHWUSA Ha OLEHKY COOTHOLUEHUS MONb3a-pucK nekapcTBeHHoro cpeactea. [lo
pe3ynbTataM OLEHKN YMOMHOMOYEHHbIA oOpraH onpegenser HeobXOOUMOCTb  BbIMOMHEHUs]  AanbHENWnX
nccnegoBaHui/ucibiTaHnA - 6e3onacHocTM  unn - 3apEKTUBHOCTA  NIEKAPCTBEHHOTO  CPEeACTBa,  MPUHATUA
PErynaTopHbIX OEWCTBAN B OTHOLUEHWM PErMcTpauMOHHOrO CTaTyca NeKapCTBEHHOrO CpeacTBa WM BHECEHUS
N3MEHEHWNI B MHCTPYKLMIO MO MEAULIMHCKOMY NPUMEHEHUIO NeKapCTBEHHOIO CPEeACTBA B Liensix obecneveHums ero
NPUMEHEHMWS MPW NPEBbILLEHWN MONb3bl HAZ PUCKOM.

8.1 Llenu nepuoaunyeckoro otyeta no 6esonacHoctu (MOB)

8.1.1 OcHosHon uenbto OB aBndeTca npeacTtaBneHWe UCYEpPnbiBalOWEro U KPUTUYECKOro aHanmsa
COOTHOLLIEHMS NOSIb3a-PUCK NIEKApPCTBEHHOMO CpeacTBa C Y4ETOM BCEX HOBbIX AaHHbIX MO 6€30MmacHOCTUM U KX
KYMYNATUBHOIO BNNAHMA Ha npodunb 6e3onacHocT u appekTMBHOCTM nekapcTBeHHoro cpeactea. OB
SABMAETCA MHCTPYMEHTOM MOCTPErNCTPaLMOHHON OLIEHKU COOTHOLLEHMS MOMb3a-pUCK NEKAaPCTBEHHOIO CpencTBa
Ha onpeaeneHHbIX 3Tanax XM3HEHHOTO LMKIa NekapCTBEHHOIO cpeacTBaa.
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8.1.2 B npouecce NOCTPErncTpauuoHHOrO MNPUMEHEHWUS JeKapCTBEHHOro CPeAcTBa BbISBMSETCH HoOBas
nHdopmaums no 6e3onacHOCTU, Ha OCHOBaHUK OLIEHKM KOTOPOW AepXaTenem perMcTpaLuoHHOro yaocToBepeHus
OOMMKEH MNOCTOSIHHO BbIMOMHATLCA aHanu3 BAUSHUS HOBbIX AaHHbIX Ha COOTHOLLEHWE MofMb3a-puUck, nepeoueHka
AaHHOro nokasaTens, a Takke onpeaenaTbcd HeOOXOAMMOCTb OMTUMU3ALMU COOTHOLLEHUS MOMb3a-puck nyTem
BBeAeHUS 3DPEKTUBHBIX MEP MO YNpaBneHno puckamm n X MUHUMU3aLNN.

8.2 MpuHUMNbI OLleHKN COOTHOLWEHUA nonb3a-puck B NMNOB

OueHKa COOTHOLUEHUS MNONb3a-puUCK [AOMKHaA HOCUTb HEMPEepbIBHbLIA XapakTep Ha MNpOTSAXEeHUW BCero
XM3HEHHOIO UMKMa NeKkapcTBEHHOro cpeactsa B LUensx obecnevyeHns 3aluTbl 300pOBbS  HacerneHus wu
nosblweHns 6e30nacHOCTM NauMeHToB NyTem peanu3aumn apekTMBHbIX Mep MuHMMM3aumm pucka. OCHOBOW
ana aHanu3a ssndetca uHdopmaums no 6esonacHocT U aPEKTUBHOCTHU, cobupaemasa Ha MNPOTSKEHUU
COOTBETCTBYIOLLMX NPOMEXYTKOB BPEMEHW, COCTaBNALWMX oTyeTHble nepuoabl. OueHka BKNoYaeT cneayoLwime
aTansl:

1. Kputuyeckuin aHanus Bcen UHdopMauum no 6Ges3onacHOCTW, MNOMYyYEHHOW 3a OTYETHbIM Mepuoa ¢
onpegeneHnemM BO3MOXHbBIX BbISIBIIEHHbIX HOBbIX CUrHamoB, CBUAETENbCTBYIOWNX O HOBbIX NMOTEHUMANbHbBIX UK
NMOEHTUPUUMPOBAHHBIX pUCKaxX, NMBO [OMOMHEHUM WMELWUXCA 3HaHWW MO paHee WAEHTUUUMPOBAHHBIM
puckam.

2. Kputnyeckoe 0600LleHME BCeEl MOMYYEHHON 3a OTYETHbIN Nepuoa MHGopMauuM no 6e3onacHocTn U
3(pHEKTUBHOCTUN NEKapCTBEHHOrO cpeAcTBa (Kak B paMKkax KIMHUYECKUX MCCNedoBaHWN/UCMbITaHWI, Tak 1 Mpu
NPUMEHEHUN B MEOULMHCKON MNPaKTUKE) C OLEHKON BIUAHWA STUX OaHHbIX Ha COOTHOLLEHWE Mofb3a-puck
nekapcTBEHHOro cpeacTaa.

3. BbinonHeHne uHTerpanbHOro aHanmsa COOTHOLUEHMS MOfb3a-puUck Ha OCHOBaHUWM BCEX KyMYMSATUBHbLIX
OaHHbIX, UMeLWMXcsa 3a nepuod oT AaTbl NEepBON perucTpaumm B Kakon-nnbo wu3 cTpaH, AaTtbl nepsou
permcTpaummn ons npoBeaeHns MHTEPBEHLMOHHOIO KIMHUYECKOro UCCrefoBaHns B Kakon-nmbo 13 cTpaH.

4. O6obuweHe wuHdoOpMauMM No MepaMm MUHUMM3aLMW pUCKA, KOTOPblE MOMNU  BbINOMHATLECH UK
nnaHupyroTCA.

5. OnpegeneHve nnaHa OUEHKA CUMHaNoOB WM PUCKOB W/WNU  NPennioXeHWin no AOMOfHUTESNbHON
AesaTenbHOCTU No hapMakoHags3opy.

8.3 MpuHuunbl nogrotoku NOB

[epxatenb perucTpaumMoHHOro yaoCTOBEpeHUss AorkeH rotoButb oamH OB gna  Bcex  cBoux
neKkapcTBEHHbIX CPeacTB, COAEPXKaLLMX OOHO U TO e AEWCTBYoLee BELLECTBO UMK OAHY U Ty XXe KOMOuHauuo
OEeNCTBYIOLLNX BELECTB No BCeM 0A06peHHbIM NokasaHusaM, cnocobam BeBeaeHusi, dopMam Bbinycka 1 pexxumam
[o3npoBaHuda. B onpegeneHHbIX criydyasdx MoXeT notpeboBaTbCsl NpeAcTaBreHWe [OaHHbIX MO OTAErNbHbIM
nokasaHusim, dopmMam Bbinycka, crnocobam BBeAEHUS UNKU pexmMaM 003MpoBaHua B otaensHoM pasgene NOb ¢
COOTBETCTBYIOLLMM OTPaeHMeMm acnektoB npoduns 6GesonacHocTy, 6e3 noarotoBkn otaenbHoro MNOB. B
UCKINIOUUTENBHBIX Crydasx noarotoBka otaenbHoro OB moxeT 6bITb obocHOBaHa, Hanpumep, B crydae
OTNMYHON hOpPMbI BbIMycKa C MOMHOCTHI OTAIMYHBIMU NOKa3aHNAMU K MEOMULMHCKOMY MPUMEHEHUIO.

8.4 CopepxaHue NOB

8.4.1 NOBb porkeH BKNOYaTb KYMYMNATUBHbIE AaHHble, MOMYYEeHHble HayMHaa OT AaTtbl perucTpauum, c
HanpaBfeHHOCTbI0O Ha HOBYID MHGOPMaLMIO, MOMYyYEHHYI0 3a OTYETHbI nepuod. KymynstuBHas mHdpopmauus
paccmMaTpuBaeTCsl NMpW BbINONIHEHMN OOLLEel oueHKM 6e30MacHOCTU U MHTErPUMPOBAHHOM OLIEHKN COOTHOLLEHUS
norb3a-puck.

MOB gomkeH BkMoYaTe 0600LLalOWYI0 MHGOPMALMIO NO BCEM UCTOYHMKAM MOSTYYEHUS 3HAYUMbIX AaHHbIX
no acpdeKkTMBHOCTU N 6e30MacHOCTM, KOTOpble OOIMKHbI YYMTbIBATLCA MPU BhINOSIHEHUN OYEpPenHON OLLEHKU
COOTHOLUEHMSI MNOMb3a-puUCK W KOTOpble MMEKTCA B pacrnopsbkeHUM aepxaTenst  perMcTpauyMoHHOro
yOoCTOBepeHUst. YKasaHHas MHopMaLms BKINOYaeT:

a) obobLiatoLan MHopmauns no pesynbtatam MegULUHCKOrO NPUMEHEHNS:

- OAHHbIE CMOHTAaHHOrO PENOPTUPOBAHUS;

- OAHHble MeANLIMHCKOW NUTepaTypbl;

- OaHHble, MOMyYeHHble B XOA4E aKTMBHbIX METOAOB MOHWUTOPWHra (Hanpumep, aHanua BHYTPEHHUX WK
BHELUHNX 6a3 JaHHbIX);

- curHanbl no 6e30nacHOCTM, HaxOOsLMecss Ha pPacCMOTPEHUWN Yy [LepXaTensi PerMcTpaumMoHHOro
YOOCTOBEPEHUS;

- MHopMaLns OT NAapPTHEPOB MO MapPKETUHTY UMK AUCTPUOLIOLNN;

0) obobLiatoLan nHpopmaums No KNMHUYECKUM UCCneoBaHUAM/UCTbITAHNSAM:

- NPOAOMKAOLLMECS KITUHNYECKNE UCCIEA0BaHUSA/UCMbITAHUS UMW UHbIE UCCIeqoBaHUS/UCNbITaHUs!, KOTopble
BbIMOSHAIOTCS AepXKaTeNeM perncTpaulnoHHOro YAOCTOBEPEHUST UNN ero nNpeacraButenem, NMbo koTopble Obinn
3aBepLLEHbI B OTYETHbIV NEpuog;

- TepaneBTUYECKOe NPUMEHEHME UCCIEQYEMOrO NEKAapPCTBEHHOIo CPeACTBa;

- obcepBaLMOHHbIE UMK 3ANNAEMUNONOTNYECKME UCCITEL0BaHUS;

- UCccriegoBaHUs Mo OLEHKE UCMONb30BaHNS NeKapCTBEHHOMO CpeacTBa;

- OOKNUHUYECKME UccnenoBaHus (TOKCMKONOrMYeckne n nccnegoBaHus in vitro);
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- KNUHUYECKME MCCNEenoBaHus, BbINOMHAEMbIE NapTHEPAMU AepXaTensl pernMcTpaLMoHHOrO yYAOCTOBEPEHUS
no paspaboTke UNn pasMeLLeHNIO PbiHKE NTEKapCTBEHHOIO CPeacTBa;

- KNMMHUMYECKNEe  WCCneaoBaHUs, B KOTOPbIX Obina BbisiBlieHA HegocTaTodHas — TepaneBTu4eckas
3(PPEKTUBHOCTD, YTO MOXKET OKa3aTb BINAHME HA OLEHKY COOTHOLLEHUS MOMb3a-pPUCK NEKapCTBEHHOMO CPeACTBa;

B) obobLatoLas nHpopMaums ns gpyrmx UCTOYHUKOB:

- A@HHble M3 WHbIX WMCTOYHMKOB, WMMEIOLIUX OTHOLUEHWE K OueHKe 3(dEKTUBHOCTU uMnnM 6e3onacHoCTU
NeKapCTBEHHbIX CPeACTB aHanorn4yHon apmakoTepaneBTU4ECKON rpynnbl;

-uHble MOB wunn otyeTbl No 6Ge3onacHocTM paspabaTbiBaeMblX JfIEKAPCTBEHHbLIX CPEeACTB (Hanpumep,
KOHTPaKTHbIX MapTHEPOB MUK MHMLMATOPOB UCCNeOoBaHUN);

- BakHasi MHpopmauus, nornyvyeHHasa nocne 3aesepLueHns noarotosku MNOB.

8.4.2 OB pomnxeH BkMoYaTh cnegytowme pasgensl:

TUTYNbHLIA NUCT, BKIHOYast yAOCTOBEPSIOLLYHO NOAMNUCH

KpaTkoe n3noxxeHne 0CHOBHOIO CoAepKaHus

Tabnuua cogepXxaHus oTyeTa:

1 BBegeHue

2 PerncrpauunoHHbIv cTaTyc B Mupe

3 Mepbl, NPUHATBIE 32 OTYETHbLIN NEPUOS, B CBSA3M C AaHHbIMK No 6e30MacHOCTU

4 VI3MeHeHNs1, BHECEHHbIE B CMPaBOYHYIO MHGOPMaUMo No 6€30NacHOCTM NEKAPCTBEHHOIO cpeacTBa

5 OueHka KonnyecTea NauneHTOoB, nogBeprnxca BO3ENCTBUIO JIEKapCTBEHHOro cpencrtea

5.1 Obuiee KONNMYECTBO NALNEHTOB, nogBeprnxca BO34ENCTBMIO B KMMHNYECKNX NCCNeaoBaHNAX

5.2 O6uiee KONNMYECTBO NALMEHTOB, nogBeprnxcqd BO34EMNCTBMIO NO AaHHbIM NnpUMEHEeHNA Ha PbIHKE

6 0600l EeHHble TabnuyHble JaHHble

6.1 CnpaBoyHas nHpopmauus

6.2 O606LIJ.€HH39| MHCt)OpMaLLMﬂ no cCepbe3HblM HeXenaTtellbHbiIM peakundaM, BbIABIEHHbIM B Xo4e
KNUHWYECKMUX UCcnenoBaHnin

6.3 O606LeHHasa nHpopmaLmsa No AaHHbIM NOCTPErMCTPALMOHHOIO NPUMEHEHMS

7 Pe3toMe BaXKHbIX JaHHbIX, Nony4eHHbIX B Xo4e KIMNHUYeCKnX nccnegoBaHuii 3a OTYETHbIN nepuoa

7.1 SaBepLLIeHHbIe KInnMHn4Yeckne nccregosaHunsa

7.2 MNpogomkaroLnecs KnmHUYeckne nccrenoBaHns

7.3 JnutenbHbI NocneayrLwmnin MOHUTOPUHT

7.4 NHoe TepaneBTUYecKoe NpYMEHEHVE NEKaPCTBEHHOTO CPeacTBa

7.5 HoBble gaHHbIe no ©€e30MacHOCTN B OTHOLLIEHUW HAa3HAYeHUs! CbMKCMpOBaHHbIX KOM6MH3LI,I/1I71

8 [laHHble HEMHTEPBEHLMOHHBIX CCcneaoBaHun

9 [1aHHble OpYyrnx KnMHNYeCKnx nccnenoBaHum 1 M3 Opyrnx NCTOMHMUKOB

10 [laHHble AOKITMHUYECKUX UCCreaoBaHnn

11 JlutepaTtypa

12 [pyrve nepvognyeckne OT4eThI

13 HepgocrtatoyHas TepaneBTn4eckasa SCbeeKTMBHOCTb B KOHTPOJNMpyeMbIX KIMTMHUYECKNX UCCreoBaHUAX

14 BaxHas nHdopmauums, nonyyeHHasa nocrne 3asepwerusa nogrotoskm NMOB

15 O630p cUrHanoB: HOBbIE, paccMaTpmMBaeMble U 3aBEepPLLUEHHbIE

16 CurHanbl 1 oueHKa pucka

- O6o6LwatoLan nHdopmaums no npobrnemam no 6e3onacHoOCTU

- OueHka curHana

- OueHKa pUCKOB M HOBOW MHAOpMaLIMK

- XapaKTepucTrKa pUckos

- OPEKTUBHOCTL MEP MUHMMMU3ALIMM pUCKa (eCN MPUMEHMMO)

17 OueHka nonb3bl

- BaxHas 6asncHaa MHdopmauus no 3pdPeKTUBHOCTU B XOAe KIMUHUYECKUX UCMbITaHUA U NpUMEHeHUs B
MeAMVLMHCKOW NpaKTuKe

- HoBas BbIABNEeHHasa MHopmauuns no aMeEKTUBHOCTU B X04€e KMNUHUYECKUX UCMbITaHUIA U NPUMEHEHUS B
MeAMVLMHCKOW NpaKTuKe

- XapaKTepMCTMKa NoJNb3bl

18 MHTerMDOBaHHbIﬁ aHallin3 COOTHOLWEHNA NoNb3a-puck no OAOGpeHHbIM NOKa3aHNAM

- KOHTEKCT COOTHOLWEHMS nonb3a-puck — MmeguumnHCcKasa I'IOTpe6HOCTb N BaXHbl€ alnbTepHaTUBbI

- OueHka npouenypbl aHanni3a COOTHOLLEHUA NoJib3a-puUCK

19 3akntoveHne n gencreus

20 MpunoxeHus k NOB

8.4.3 TuTynbHbIA NUCT

Ha TuTynbHOM nucTe JomkHO BbiTh yka3aHne Homepa oTdyeTa (OT4eTbl JOMMKHbI MMETb NoCnenoBaTeNbHY
HymMepauuio), HaMMeHOBaHWe NekapCTBEHHOIO CPeACcTBa, MEXAYHAPOAHYI0 AaTy perncrpauun, oTYeTHbIM nepuoa
(nMbo ykasaHve Ha BHeo4vepedHOW NOPSAOK Modayy Mo 3anpocy YNONHOMOYEHHOro opraHa), AaTy COCTaBneHus
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OTyeTa, QJaHHble [JdepxaTens perncTpauuMoHHOro YAOCTOBEPEHUS W yKasaHMe O KOHMUAEHUNanbHOCTU
nHdopmaumm, BknodeHHon B MOB. TUTyNbHbIA NUCT JOMKeH ObiTb 3aBEPEH NOAMUCHIO.

8.4.4 KpaTkoe nsnoxeHne OCHOBHOIO CoaepKaHus

Llenblo KpaTKoro W3NOXeHWs coaepxaHus SBMSEeTCs KpaTkoe npeacTtaBneHne B 0600LeHHOM Buae
cogepxaHus M Haunboree BaKHOW WHGOPMaLMK, COCTaBMsAIOWEN nepuognyeckmi otyetT no HesonacHOCTW.
[aHHbI pasgen JormkeH BKIIOYaTb CreayoLyo MHopMaumio:

- BBeeHue, yKkaszaHne Homepa oTyeTa 1 OTHYETHOro nepnoaa;

- HaMMEHOBaHWEe NeKapCTBEHHOro cpeacTea, QapMakoTepaneBTUYCKUA Kracc, MeXaHusM [encTBuS,
rnokasaHus K NpMMeHeHuto, oopMa Bblnycka, 403a, cnocob BeedeHus;

- OLeHKa KyMYNSTUBHOIO BO3AENCTBUS B XOA4E KITMHUYECKUX UCCEeqoBaHUi;

- OLleHKa MHTepBana NoCTPEernMcTPauMoHHOro NPUMEHEHNS U KYMYNATUBHOIO BO30ENCTBUA 3a 9TOT NEepuos;

- YMCMO CTPaH, Ha TEPPUTOPUM KOTOPbLIX paspeLLeHo NpMEHEeHNe fiekapCTBEHHOro CpeacTsa;

- 0606LeHHast MHhopmaLUs NO OLLEHKE COOTHOLLEHUS NOSb3a-puUCK;

- NpUHATBIE U MNpednaraemble OENCTBUS, CBSA3aHHble C acnektamu npoduna 6es3onacHocTH, BKYas
CYLLECTBEHHbIE U3MEHEHMS B BpoLLIOpY MccrenoBaTens Ha aTane KIMHUYECKMX UCCNEAO0BaHUA U B UHCTPYKLUMIO
No MeaWLMHCKOMY NMPUMEHEHMIO HA NOCTPErMCTPaLMOHHOM 3Tane, MO0 UHble Mepbl MUHUMK3ALIMN PUCKE;

- 3aKroYeHue.

8.4.5 Pasgen kpaTKoro U3noXeHWsi CoAepXaHus oTyeTa LOSIKEH COMpPOBOXAATbCS Tabnuuen cogepkaHus
nepuogunyeckoro otyeta no 6e3onacHoOCTu.

8.5 TpeboBaHuA k coaepxkaHuto Kaxaomn yactu NOB

8.5.1 Paspen NOB «BeegeHne»
BBepneHne gomkHO cogepkaTb crieayoLyo MHhopmMaumio:

- MexgyHapoHas gata perucrpauum, OTYETHBIN Nepuoa 1 NOPSAKOBLIN HOMEP OTYETa;

- HAMMEHOBaHWEe NeKapCTBEHHOro cpeacTea, (apmMakoTepaneBTUYCKUA Kracc, MeXaHusM [encTBuS,
rnokasaHus K NpMMeHeHuo, oopMa Bblnycka, 403a, cnocob BeedeHuns;

- KpaTkoe onucaHue nonynsuuin, KoTopble NonyyarT NevyeHne C HasHavYeHWeM feKkapCTBEHHOro cpeacTsa
nnu 6bInuy BKNIOYEHbI B KITUMHUYECKNE UCCMEefoBaHUs;

- KpaTKoe OonucaHWe WU pasbsiCHeHVe MboM UMeloLlen OTHOWeHWe K Tpebyemon mHdpopmaumn B MOB,
KoTopas He bbina BkNtodeHa B nogasaemebin NOB.

8.5.2 Pa3sgen NOB «PeructpaunoHHbIn cTaTyc B MUpPE»

B naHHom pasgene MNOB gomkHa ObiTe NpeacTaBneHa kpaTkas 063opHas nHopMaums, BKoYarowas gatbl
NepBUYHbIX perncTpauuin B cTpaHax Mupa, odobpeHHble MnoKasaHWs K MPUMEHEHUIO, 3aperncTpupoBaHHbIE
hopMbl Bbinycka U O3NPOBKK C yKasaHWeM AeWCTBYLWMX Ha aaTy nogrotosku MOB pernctpauui.

8.5.3 Paspgen NOBb «Mepbl, NpUHATEIE 3a OTYETHBINA NEPUOA, B CBA3N C AaHHbIMU N0 6€30NacHOCTM»

B pasgene npegctaBnseTcd OMUCaHWE CYLECTBEHHbIX Mep, MPUHATBIX 3a OTYETHbIM Nepuod, Kak B
OTHOLUEHUM MPOAOIMKAKOLWMXCA  KIMUHUYECKUX  UCCrefOoBaHUM/UCMbITaHUR, Tak W NOCTPerncTpaLMoHHOro
NPUMEHEHUS, CO CTOPOHbl YMOSTHOMOYEHHbLIX OpraHoB, [AepXaTens pPerucTpaumoHHOro YyOOCTOBEPEHUS,
CroHcopa/3asaBUTENs KNMHUYECKUX WUCCreqoBaHUW, KOMUTETa MO MOHUTOPUHIY/OLEHKe OaHHbIX, KoMmuTeTa Mo
3TUKE Ha OCHOBaHWM OaHHbIX N0 6e30MacHOCTU, KOTOpPbIE:

- OKaszanu CyLLeCTBEHHOE BIIUSIHWE Ha COOTHOLLEHWE MOMb3a-pUCK 3aperucTpupoBaHHOMO feKkapCTBEHHOMO
cpeacTea; uunum

- OKazanu BIUSHWE Ha npoBedeHWEe KOHKPETHOro KIMMHWYECKOro wuccrnegoBaHus(-Mn) unv B LenoM Ha
nporpammy KrnmMHUYeCKoW pa3paboTku NekapCTBEHHOro CpeacTBa.

B pasgene pomkHbl OblTb Yyka3aHbl OCHOBaHWS AN MNPUHATMA OaHHbIX Mep W npu HeobxogumocTwu
AonornHuTenbHas Hopmauns, ecnu Takosble 4OCTYMHbI.

1. Mepbl, NPUHSATLIE B OTHOLLEHUW UCCMEQYEeMOro NekapcTBEHHOro cpeacTsa MOryT BKNoYaTb:

a) oTKka3 B Bblgaye paspelleHus Ha npoBefeHWne KIMHUYECKOro MCCrefoBaHUSA/UCMbITaHUA NO acnektam
6e3onacHOCTU UK 3TUYECKUM BONPOCaM;

- YacTuM4yHasa uUnu norHas NpUoCTaHOBKA KMMHUYECKOrO MccnegoBaHus/ucnoliTaHns nmbo nomnHas ocTaHoBKa
KNMHUYecKass UCCreqoBaHUSA/UCMbITaHUSA paHee NNaHMpyemMoro cpoka Mo NPUYUHE BbIABIEHHBIX AaHHbIX MO
6e3onacHoOCTW UM He4OCTaTOMHON TepaneBTUYECKON 3P PEKTUBHOCTH;

- OT3bIB UCCMEQYEMOro NekapcTBEHHOro cpeacTsa Unu npenapata CpaBHEHNS;

- OTKa3 B MOMyYeHUN paspelleHns Ha NPUMEHEHWe Mo MoKasaHuio, UccneagyemMomy B Xode KIUHUYECKOro
nccriegoBaHus, BKoyas JOBPOBONbHLIN OT3bIB NO4AaYM 3asBNEHUS Ha perncTpaumio;

- BBEeHVe Mep MUHMMU3aLUUM pUcka, BKIoYas:

- UI3MEHEHNSA B MPOTOKON MCCreaoBaHUs/UCnbliTaHusi, 06yCNoBMNeHHblE AaHHbIMK No 6e30nacHoOCTU nnu
apdekTMBHOCTM  (Takme, Kak  WM3MEHEeHWe  pexumMa  O03MpoBaHWs,  U3MEHEHUs  KpuUTepues
BKITHOYEHUSA/HEBKIIOYEHNS, BBEeOEHNE AOMNOMHUTENBbHBIX Mep MO MOHUTOPUHIY CyOBLEKTOB WUCCrefoBaHus,
orpaHM4yeHne NpPoaomMKUTENbHOCTU UCCEeA0BaHNA/UCTbITaHNS);

- orpaHMYeHus uccriegqyemMon Nonynsauum UM nokasaHuin K NPUMeEHeHWIo:

- U3MEHEeHNs1 MHPOPMUPOBAHHOIO COrfacusl, CBA3aHHbIE C acnektamu npoduns 6esonacHoCTy;

- U3BMEHEHNs COCTaBa;
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- gonornHuTensHoe TpeboBaHMEe YMNONMHOMOYEHHbIX OpraHoB MO OCOBOMy nopsaky npeacTaBneHus
nHdopmaumm no 6e3onacHOCTU NekapCTBEHHOIO CPEACTBa;

- cneumarnsHoe MHOPMUPOBaHME Bpaven-uccnegosartenen nnn MeauLUmMHCKMX paboTHUKOB; U

- NNaHMpoBaHWe NPoBeAEHUS HOBbIX UCCeaoBaHWI No OLeHKe acnekToB npoduns 6e3onacHoCTu.

2. Mepbl, MPUHSATLIE B OTHOLLEHUM 3aperMcTpMpoBaHHOMO NeKapCTBEHHOMO CPeACTBa BKIOYaloT:

- OTKa3 B NPOANEHUN AEUCTBUS PErMCTPALMOHHOIO yOOCTOBEPEHMS;

- NPUOCTaHOBKAa UMW OT3bIB PErMCTPALIMOHHOIO YyOOCTOBEPEHMS;

- BBeeHue nnaHa MMHUMU3auumn pucka, BKoYas:

- CyLLeCTBEHHbIE OrpaHMyYeHns B pacnpoCcTpaHEeHUN U BBe4EeHNE UHbIX Mep MUHUMU3ALIMKN PUCKA;

- CyLLeCTBEHHbIE U3MEHEHNS UHCTPYKLUMM NO MEQULIMHCKOMY NPUMEHEHNIO, KOTOPbIE MOTYT NOBMUATL Ha
nporpammy pa3paboTku, BKIOYas OrpaHNYeHUs: NokasaHW K Ha3Ha4YeHUo UNK rpynn nauMeHToB, KOTOPbIM
Ha3Ha4yaeTCs nekapCcTBeHHOEe CPEeACTBO;

- cneumarnbHoe MHOPMUPOBaHME MEOULMHCKUX PaBOTHUKOB; U

- TpeboBaHNe No NPoOBeAEHUIO MOCTPErMCTPALLMOHHOIO MCCMefoBaHMUsA CO CTOPOHbI YMOMHOMOYEHHbIX
OpraHos.

8.5.4 Pasgen TI1OBb «W3MeHeHMsi, BHECEHHble B CMNpaBOYHyl MWHpopMauuio no 6esonacHoOCTU
nekapcTBEHHOro cpeacTea»

B pasgene nepeudncnsaetca MHpopMaumsa 060 Bcex CyLLECTBEHHbIX U3MEHEHUSAX, BHECEHHbIX B CMPaBOYHYHO
nHdopmaumio no 6e3onacHOCTU NeKapCTBEHHOrO cCpeacTBa 3a OTYETHbIM nepuod. [daHHble cylecTBeHHble
N3MEHEHNs BKMOYAT M3MEHEHMS B pasfenbl MNpoTMBOMOKa3aHWW, NPefoCTepeXeHui, OocobbiX YKasaHun,
OOMOrMHEeHne MHopMaLmen O Cepbe3HblX HexenaTernbHbIX — peakumsX, HexenaTenbHbIX — peakumsx,
NpeacTaBnsalWmNX OCOBbIN MHTEpec, peakuusx B3aMMOAEWCTBUS; BaXHble [JaHHble MPoAoIMKaLWMXCa W
3aBEPLUEHHbIX KIUHUYECKUX UCCNEeQOBaHUN/UCMbITAHUA; BaXHble [aHHble OOKIMHUYECKUX MWCCredoBaHun
(Hanpumep, n3yveHne kaHueporeHHocTH). NHpopmMauusa no gaHHbIM U3MeHeHUaM AomkHa BbiTb NnpeacTaeneHa B
cooTBeTCcTBYOWMX pasgenax [OB. B npunoxenun k [MOB pomkHa npunaratbca Bepcus  CripaBOYHON
nHdopmaumm no 6e3onacHOCTN NeKapCTBEHHOIO CPEACTBa C COOTBETCTBYHOLLUNMU U3MEHEHNAMMN.

OepxaTenb perncTpaumoHHOro YAOCTOBEPEHUSI Takke npeacTaBnseT WMHPOPMAUMIO O BHECEHHbIX WU
HaxoAsLMUXCA Ha dTane BHECEHUS! U3MEHEHUSX B UHCTPYKUUIO MO MEAULMHCKOMY MPUMEHEHUI0 Ha OCHOBaHUM
0BHOBMNEHHON BEPCUMN OCHOBHOWM MHGOPMaLum no 6e30nacHOCTU AepXXaTensi perncTpaLMoHHOro ya0CTOBEPEHNS
C NpeAcTaBneHneM ee B NPUNOXeHNN.

8.5.5 Paspgen NOBb «OueHka konvyecTBa NauMeHToB, NOABEPILUNXCS BO3OENCTBUIO»

MOB pomxeH cogepxaTb TOYHYIO OLIEHKY KONMMYecTBa MauUMEHTOB, KOTOpble MOABEPINIMCL BO3AENCTBUIO
nekapcTBEHHOro CpeAcTBa, BKIOYas BCe AaHHble B OTHOWEHMU obbema NpodadK W KonmMyecTBa HasHavyeHWn.
[daHHas oueHka [OrmKHa COMpOBOXAATbLCA Ka4YeCTBEHHbIM U KOMWYECTBEHHbIM aHanms3oM nNpUMEHEHUs B
pearnbHOW MeAWLMHCKOW MpaKTUKe C yKasaHWeM TOro, Kakum obpasoM 3TO MOXET OTNM4aTbCca OT 040BpeHHOoro
NPUMEHEHUs, OCHOBbIBasiICb Ha BCEX [AaHHbIX AOCTYNHbIX AepXaTenio perncTpauuoHHOro YAOCTOBEPEHUs W
pe3ynbTaTtax HabnogaTenbHbIX UCCNEAOBaHUIA NO OLLEHKE UCMONb30BaHWSA NeKapCTBEHHOrO CpeacTea.

B paHHOM pasgene pomkHa ObiTb NpeAacTaBneHa oueHka obbema W XapakTepUCTUKUM  MOnynsuum,
noaBeprilencs BO3AEWCTBUIO NEeKapCTBEHHOIO CPeACTBa, BKMNOYasd KpaTkoe OnucaHue MUCnonb3yemMoro Ans
OLeHKM MeToAa U yKkasaHUs HeJoCTaTKoB MCNOoMb3yeMoro Metoaa.

Cornacywoumecsa MeToabl MO OueHke BO3AenCTBUS Ha cybbekTa/naumeHTa AomkHbl MCNorb30BaTbCA BO BCEX
pasgenax OB ana ogHoro nekapCcTBeHHOro cpeactBa. Ecnu ymecTHbIM ABRASieTCA 3aMeHa MCNonb3yemMoro
MeToaa oueHkn, oba MeToda 1 pacyeTbl MO HUM AOMXKHbI ObITb NpeacTaeneHbl B [10OB ¢ 06bACHEHMEM 3aMeHbl.

8.5.5.1 MNopgpasgen MNOBb «O6Liee KONUYECTBO MaUMEHTOB, MOABEPrLUMXCS BO3AEUCTBUIO B KITMHUYECKMX
nccriegoBaHusaX»

HanHbin pasgen MNMOB pgomkeH cogepxaTb cnefywowyd MHOpMauuio Mo naumeHTam, BKMYEHHbIM B
KMMHWYECKNE uccneaoBaHnsa/MCnbiTaHns (pekomeHayeTcst TabnuuHbln goopmart):

- KYMYNATUBHOE 4YUCNO CYOBLEKTOB WCCHEeAOBaHUA, BKMOYEHHbIX B Mpodorkalwmnecss M 3aBeplueHHble
KNMHUYECKNE UCCNeaoBaHUS/UCNbITaHNS U NOABEPrnxXca BO3OEWCTBUIO  UCCNeayemMoro fiekapCTBEHHOro
cpeactea, nnauebo, wnwW/M  aKTMBHOrO MpenapaTa CpaBHEHWS OT MeXAyHapodHoOW nfatbl odobpeHus
pa3pabaTbiBaeMOro nekapCcTBEHHOro cpefcTtBa. MoXeT npusHaBaTbCs, YTO [AONs1 NEeKapCTBEHHbIX CpPeacTB,
AnuTernbHOe BpeMs HaxoasLmxcsa B obpalleHuu, getanbHas nHdopmaums MoXeT He BblTb OCTYNHA;

-bonee petanbHas KymynsaTMBHas UWHoOpmaums no cybbektam uUccrieqoBaHud,  NogBeprivMMmcs
BO3OENCTBUIO, MPU Hanuuuu (Hanpumep, CrpynnupoBaHHas Mo BO3pacTy, Momy, pacoBOW MPUHAOSEXHOCTU MO
BCeW nporpamme paspaboTku);

- BaXHble pasnuyunsg Mexay WCCNneaoBaHUSAMU/UCMLITaHUSMU B OTHOLIEHUW Ha3HadYaeMblX [03, MyTen
BBeJEeHWs1, MOArpynn NauneHTos;

- B Criyyae, ecnu KIUHMYecKue uccnegoBaHus/UCIbITaHUA NPOBOOUNUCL Ha OCObbIX rpynnax naumMeHToB
(Hanpumep, 6epeMeHHbIe XEHLLMHbI, NaUMEHTbl C HapyLUEHUAMWN PYHKLMKX NOYeEK, NeYeHN, cepaeyHO-COCYaAnNCTon
CUCTEMBbI; NaUMEHTbl C KIMUHUYECKN 3HAYMMbIM FEeHETUYECKUM MONMMOPEU3MOM), AOMKHbI BbITb NpeacTaBneHbl
AaHHble Mo BO3OENCTBUIO;

-MNpU  HanMWYuW  CYLWLECTBEHHbIX  pasnuMuMin MO  BPEeMEHW BO3AEWCTBUS  Mexay cybbektamu,
pPaHOOMU3NPOBAHHBIMW  Ha MOMyYeHne UCCneayemMoro IekapCTBEHHOro cpeactsa  unM  npenapara(-oB)
CpaBHEHWs,, WNW  HECOOTBETCTBMMA MO  MPOOOIDKUTENBHOCTW  BO3OEUCTBMA  MeXay  KIMHUYECKUMU
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nccnegoBaHUAMU/UCIIbITAHUSMW, HEOOXoOMMO cAenatbh OLEHKY BO3AENCTBUMS B BblpaXeHUUM CyObLEeKT-Bpems
(nauMeHTo-aHn, -MecsLbl UNU —roabl);

- OaHHble NO BO3LENCTBUIO NCCNEAYEMOro npenapaTa Ha 340pOBbIX 4OOPOBONbLLER MOXET MMETb MEHbLLYHO
3HaAYUMOCTb 4N18 OLEHKM npoduns 6e3onacHOCTU NekapCTBEHHOMO CPeAcTBa B LENoM, B 3aBUCMMOCTM OT TUNa
HabnogaeMblx HeXenaTenbHbIX peakuuid, B OCOOEHHOCTM, Korga nauuMeHTbl MoABepralvTcs BO3OEeNCTBUID
eOuHNYHOM [o3bl. MogoGHble AaHHble AOMKHbI ObiTb MpeAcTaBneHbl OTAENbHO C MOSACHEHUSMU B Crly4vae
HeobxoaMMocCTW;

-B Cnyyae, ecnu B 0OOOLIEHHON MHGOPMaUMU MO HeXenaTellbHbIM peakumnsM, BbISBMEHHbIM B Xo4e
KMMHUYECKNX NCCNeaoBaHUA/UCNbITAHUIA, yKa3aHbl CEpbe3Hble HeXenaTenbHble peakumm, LOMKHO ObiTb caenaHo
COOTBETCTBYIOLLIEE YKa3aHUe MO OLiEHKE BO3AENCTBMSA HA NaUMeHTa, Koraa 3To BO3MOXHO;

- 0N onpefeneHHbIXx 0Ccob0  BaXHbIX  KMAWMHUYECKUX — UMCCnegoBaHWW/UChbITaHUA — aemMorpaduyeckas
XapakTepucTuka naluMeHToB AoMmkHa ObiTb NpeAcTaBneHa OTAEeNbHO.

8.5.5.2 logpasgen MNOB «OOwee KONMMYECTBO NAUMEHTOB, MOABEPrLUMXCS BO3OENCTBUIO, MO AaHHbIM
NPUMEHEHNS HA PbIHKEY

B cnydvasix, korga 9TO BO3MOXHO, AO/MKHa ObITb MpeAcTaBneHa OTAernbHas OueHKa MO KyMyMsTUBHOMY
BO3AENCTBMIO (HAUMHasA OT MeXOyHapoa4HOM AaThbl perncTpaLmm) n BO3OenNCcTBUO 3a onpeaeneHHbln MHTepean (oT
AaTtbl OKOH4YaHus cbopa gaHHbIX Mo npepwecteyowemMy MNOB). B pasgene gomkHa 6biTb NpefcTaBrneHa oueHka
Nno KONMUYecCTBY MNaLMEHTOB, NOABEPrLUMXCS BO3OEWCTBUIO M MeToay(-aM), C MOMOLLBI KOTOPbIX BbIMNOMHANOCH
onpegeneHne u oueHka. [omkHo OblTb npedcTaBrneHo 06OCHOBaHME, ecniv BbINOMHEHWE pacyeTa 4ucna
NnaumneHToB, MOABEPrLLUMXCA BO3OENCTBUIO, HEBO3MOXHO OCYLLECTBUTb. ECNM HEBO3MOXHO BbINOMHUTE OLIEHKY
yucna nauueHToB, AOMKHbI ObITh NpeaAcTaBneHbl anbTepHATMBHbBIE BapuUaHTbl OLEHKN C yka3aHueM meTtoda (-0B)
UX BbINOMAHEHMA. [lpyMepom anbTEepHATUBHOINO MoKasaTens OLEHKM BO3OEWCTBUSA SABMSIETCS NoKasaTerb
naunmeHTo-gHeNn M YMCNO HasHavyeHU (BbINUCbIBaHUN). TONbKO B Tex cry4vasx, Korga AaHHble nokasatenu
HeJOoCTYMHbI, MOXeT ObiTb MCMONb30oBaHa OLEeHKa obbeMa Npogax, BblpaXXeHHas B BECOBbIX e€AuHMLAxX unm
Aosax. MoxeT ObITb NPUMEHeHa KOHLUEeNuUMs YCTaHOBMEHHOW cyTovHoW A03bl (DDD)ans nonyvyeHns gaHHbIX no
BO30ENCTBUIO HA NaLMEHTOB.

[aHHble NO BO34ENCTBUIO [OOMMKHbI ObiTb NpUBEOEHbl MO CrefylWnM KaTeropusM UCnosb3oBaHus
NeKapCTBEHHOro cpeacTaa:

1. NocTperncTpaumoHHoe NpUMeEHeEHME (3a UCKNIOYEHNEM KITMHUYECKUX UCCIEAO0BaHNA/UCTIbITAHUR);

HomkHa OblTb npeactaBneHa obwas oueHka. B pgononHeHWe paHHble LOMKHbI OblTb NpeAacTaBneHbl C
pa3buBKOWM MO Mosy, Bo3pacTy, MokasaHusM, Ao3am, oopmam BbiNycka M perroHam, rge 310 npumeHumo. B
3aBUCUMOCTM OT JIEKAPCTBEHHOrO CPEeACTBa, MHble NEepPeMEHHble MOryT OblTb MpMBEOEHbl, Kak 3HavyMMble,
HaNpMMep YMCO BbINOMHEHHbIX BaKLMHALMIN, cnocod BBEAEHWSI U NPOOOSIKUTENBHOCTD NeYeHns.

B cnyuyae, ecnn 6bina BbisiBNeHa cepusi COOOLLEHU O HeXenaTernbHbIX peakuusx, npegnonararoLlas
Hanuyne curHana, [OOMMKHbl ObiTb MNpPeACcTaBfneHbl [[aHHble N0 BO3AEWCTBUIO BHYTPU COOTBETCTBYIOLLEN
noarpynnel, €Crmv 3To BO3MOXHO.

2. MNocTperncrTpaunoHHoe NpUMEHeEHNE y 0COBbIX NONYNALMOHHBLIX rPyM:

B cnyyae, ecnu Ha NOCTPErnCTpauUMOHHOM 3Tane feKapCcTBEHHOE CPEeACTBO UCMONb3yeTca Yy 0coObiX
NONyNAUWOHHBIX TPYNn, AOfMKHA OblTb NpeacTaBnieHa AOCTYNHas MHGOpMaUUA B OTHOLUEHUU KYMYNATUBHOMO
yucna naumeHToB, MOABEPrLUMXCA BO3AENCTBUIO, U UCMOMb3yeMbll MeToq pacyeTa. VCTOUHMKM 3TUX AaHHbIX
MOryT BKMtoYaTb HEWHTEPBEHLMOHHbIE WCCIEAoBaHWs, pa3paboTaHHble HenocpeaCTBEHHO AN MONyyYeHus
OaHHbIX NO OCOOLIM MOMYNSAUMOHHBLIM MOArpynnam, BKoYas peructpbl. [onynaumm, BkntovYaeMble B OLIEHKY MO
OaHHOMY pasgeny BKYaroT, HO HEe OrpaHMYMBAlOTCS CneayownuMm:

- neguaTtpuyeckasa nonynaums;

- NONyNAUNA NOXMIOro Bo3pacTa;

- )XEHLMHbI B nepuog 6epeMeHHOCTU U KOPMIIEHUS;

- NAUUEHTbI C HApYLUEHNAMU (PYHKLUMM NEYEHN U/UIN NOYEK;

- NaUMEeHTbl C UHON BaXKHOW COMYTCTBYIOLLEN NaTonorven;

- NaUMeHThbl, CTeNeHb TSXKECTM 3aboneBaHUss KOTOPbIX OTMMYHA OT WUCCREeQYyEMOM B Xo4e KIMHUYECKUX
nccnenoBaHuiA;

- nognonynAunmM ¢ HOCUTENBCTBOM FrEHETUYECKOro nonumopdunama (-oB);

- NAUUEHTbI C MHOW PacOBOM UMM 3THNYECKOWN NPUHALMNEXHOCThIO.

3. OcobeHHOCTU NPUMEHEHNS NEKaPCTBEHHOIO CpeacTBa

B cnyvae, ecnu gepxaTtento perucTpaLMoHHOrO yAOCTOBEPEHUSA CTaHOBUTCA U3BECTHa uHdopMaums o6
onpeaeneHHbIX OCOBEHHOCTAX MPUMEHEHUSA NEKAPCTBEHHOrO CpPeAcTBa, OOMKHO ObiTb MpMBEAEHO onucaHue
OaHHbIX 0cOBEHHOCTEN M caenaHa COOTBETCTBYIOLASA OLEHKa U MHTeprnpeTauus gaHHbIXx no 6esonacHocTn. K
yucny Takux 0CobeHHOCTEN OTHOCUTCH, B YACTHOCTU, MPUMEHEHME B MEAMULIMHCKON NpakTUKe No NoKasaHusM, He
BKIMIOYEHHBIM B YMCMO 0406peHHbIX. ECnNn nmMeroTca COOTBETCTBYIOLLME AaHHbIE, AepXKaTenb perncTpaLMoHHOro
yOOCTOBEPEHUSI MOXET caenatb KOMMEHTapui B OTHOLWIEHWM TOrO, HACKOSIbKO [JaHHOEe NpUMEHeHue
noadepKmMBaeTCcs KMMHUYECKUMW MPOTOKOMaMu, AokasaTenbHoW 0as3oi KIUMHUYECKMX uccrnegoBaHui, nnbo
06yCnoBrneHo OTCYTCTBMEM B LENOM 3aperMcTpuMpoBaHHbIX anbTepHaTuB. [JormkHa ObiTb nNpeacraBneHa
KONM4YecTBeHHasi oLieHka No 06bemMy AaHHOIro NPUMEHEHNs!, €Cn NOAOOHbIE AaHHbIE UMEIOTCS.
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8.5.6 Paspen NOBb «O606LueHHbIe TabNUYHbIE OaHHbIEY

Llenbto  paHHoro pasgena [1OB  gaBnsieTcs  npegctaBneHWe  AaHHbIX MO HexenaTenbHbIM
peakunsiM/siIBNEHUSIM, BbISIBITIEHHbIM B XOA4E KIMMHUYECKUX MCCrefoBaHMn B (popMe OOO0OLLEHHBIX TabnMU4HbIX
AaHHbIX. Ha ycMoTpeHne aepxaTens perMcTpaumoHHOro YAOCTOBEPEHUsI MOXET OblTb NPMBEAEHO rpaduyeckoe
oTobpaxeHne onpefeneHHbIX acnekToB AaHHbIX C LIeNbio 00nerYyeHnst BOCNpUsATUS U NOHNUMaHUS.

OTHeceHMe K YMCy Cepbes3HbIX HeXernaTenbHbIX peakuuin B 0600LEeHHbIX TabnmuyHbIX aHHbIX [OSIKHO
COOTBETCTBOBATb OTHECEHWIO, CcOefaHHOMYy MO pe3ynbTaTaMm OUEHKM WHAMBUAYanbHbIX COOBLLEHUA O
HeXXenaTenbHbIX peakuMsiX C MCNONb30BaHNEM KPUTEPUEB CEPbLE3HOCTW, YCTAHOBMEHHbIX 3aKOHOL4ATENbCTBOM.
OueHKa cepbe3HOCTM He JOoMKHa M3MEHATHLCS NPY NOAroTOBKE AaHHbIX Ans BktoyeHus B MOB.

8.5.6.1 MNogpasgen NOB «CnpaBoyHas MHDOpMaLUns»

B maHHOM nopgpasgene ykasblBaeTCsi Bepcus TEPMMHOMOMMYECKOro KraccudukaTopa, UCnonb3yemoro ans
aHanusa HexxenartenbHbIX ABNeHN/peakuni.

8.5.6.2 Mogpasgen NOB «O606LLEeHHbIE TabnMYHbIE OaHHLIE MO CEepPbe3HbIM SIBMEHUSIM, BbISIBNIEHHbIM B
Xo4e KNMUHUYECKNX nccrneaoBaHnin/ucnbITaHUny

B paHHoM nogpasgene MNOB gomkHO ObITh NprBeAeHO 060CHOBaHUE NO NPUNOXEHUIO, KOTOPOE BKMOYaeT
KyMynsiTUBHble 0600LLeHHble TabnuyHble AaHHblIE MO CEepbe3HbIM HeXenaTenbHbIM SABMEeHUsIM, KOTopble Obinn
BbISIBIIEHbl B X04€ KIMMHUYECKUX WUCCrenoBaHUM/UCMbITAHUA, OpPraHNM30BaHHbLIX AepXKaTeneM pPerncrTpauuoHHOro
YyOOCTOBEPEHUS, HaYMHasl OT MeXayHapoAHOW gaTbl 0gobpeHus pa3pabaTbiBaeMoro fekapCTBEHHOMO CpeacTBa
00 OaTbl OKOH4YaHWsi cbopa AaHHbiXx Mo Tekywemy [MOB. [epxateneM perncrpaunoHHOro YAOCTOBEPEHUS
OOIMKHbI OblTb caoenaHbl OOBbSCHEHMSI BCEX MWCKIOYaeMbIX AaHHbIX (Hanpumep, daHHble MO pesyrbTaTam
KNMMHUYECKOrO MCCreaoBaHus/UCnbITaHUs MOryT ObiTb HEQOCTYMHbI HA MPOTSHXKEHUU HECKONbKMX NneT). [aHHble B
TabnuyHon chbopmMe [OOMMKHbI ObiTb CrpynnNUPOBaHbl B COOTBETCTBMM C  KiaCCUPUKALMOHHBIM OTHECEHMEM
HeXXenaTenbHbIX peakuuid Mo OpraHo-CUCTEMHbIM KraccaM Afsi UCCReQyeMoro nekapcTBEHHOro cpefcTsa, a
Takke Ons npenapatoB CpaBHEHMs1 (aKTUBHbIX M nnauebo). Korga aTto sBnsieTcs uenecoobpasHbiM, AaHHble
OOMMKHbI ObITb MpeAcTaBreHbl B TPYNMNUMPOBAHHOM BUAE MO  KIMHUYECKMM  UCCNenoBaHUAM/UCNbITAaHUAM,
rnokasaHusiM, NyTsM BBEAEHMSI U MHBIM NEePEMEHHbIM.

[omkHbl 6bITb pacCMOTPEHbLI CrieayHoLLne acnekThl.

PekomenayeTcs npefcraBneHve OLEHKM MPUYMHHO-CIIEACTBEHHOW CBSI3M MO pedkMM  HeXenaTenbHbIM
peakumsMm. CriegyeT npedcTaBnaTb LaHHble MO BCEM Cepbe3HbiM  HeXenaTenbHbIM  SBNeHueM u  Ans
NCCreQyeMoro INeKkapCcTBEHHOrO CPeACcTBa, W Ansi MpenapaTtoB cpaBHeHMst M nnauebo ¢ Tem, 4ToObl Gbina
BO3MOXHOCTb CAenaTtb rpynnoBoe CpaBHEHWE, B TOM YUCIe, B OTHOLUEHUWM 4acToThbl. [lonesHbiM sBnsieTcs
npefcraBneHne JaHHbIX C OTpaXKeHWeM B3aMMOCBSI3M HadHa4yaeMol 403bl U YacToThl.

0O606LeHHble TabnNUYHbIE OaHHbIE AOMKHbI BKIOYATb Kak OCMENeHHble, Tak 1 pa3ocnensieHHble AaHHbIe No
Cepbe3HbIM HeXxenaTternbHbIM SBMEeHNsIM B KITMHUYECKUX MUccredoBaHusx. PasocnenneHHble faHHble MoryT ObiTh
npefcTaBneHbl Mo pesynbTaTam 3aBepPLUEHHbIX KIMHUYECKMX MCCMEeqoBaHUM U NO OTAENbHBIM UHAUBUAYANbHBLIM
crny4asim, KoTopble Gbinn pasocrnenneHsbl No onpeaeneHHbIM NpuyMHam, Hanpumep no acrnektam 6esonacHocTu
WUNN BbINOMHEHUs1 TpeboBaHWA He3amMeanuUTeNbHOro penopTupoBaHms. CnoHCOpPbLI/3asaBUTENN  KITMHUYECKOTO
NccrnefoBaHUSA/UCMbITaHUSA U OepXKaTenu PermcTpauMoHHbIX YOOCTOBEPEHUN He BbIMOSMHST pasocnenneHne
HenocpeacTBeHHO B cBA3M ¢ nogrotoskon MOB.

OnpegeneHHble HexenaTenbHble peakuum MoryT ObiTb UCKOYEHbl M3 obobatowen nHdopmaumm, Ho Bce
noaoOHble UCKMOYEHUS OOMKHbI 0BOCHOBLIBATLCA B OT4YeTe. Hanpumep, HexenaTtenbHble peakuun, KoTopble
ObInNKn onpefeneHbl B NPOTOKOME Kak MCKNoYaloLwmecs M3 npoueaypbl He3ameanuTenbHOro pernopTMpoBaHus u
TONbKO BKMOYaeMble B 00LWyt0 6a3y AaHHbIX MO MPUYUHE TOrO, YTO OHM SIBNSIOTCS MPUCYLLMMU LIENeBOn
nonynsiLMn, UM coBnagarT C KOHEYHBIMM TOYKaMMU.

8.5.6.3 [logpasgen MMOB «O60OWeEeHHbIE TabnuyHble [[aHHble NO [AaHHbIM  MOCTPErncTpaunuoHHOro
NPUMEHEHUS»

B paHHom pasgene NObB npencraesnseTca 060CHOBaHWE MO MPUIOXEHMWIO, BKIOYatoLemy B TabnuyHon
dopme obobLiaomne gaHHble MO HeXenaTenbHbIM peakuusiM KyMynSaTUBHO 33 BeCb Mepuoa U 3a OTYETHbIN
nepuog, oT AaTbl MeXAyHapo4HOW perMcTpaunm NekapcTBEHHOro CpeAacTBa A0 AaTbl OKOHYaHUsA cbopa AaHHbIX,
BkntovatoTcst cBeieHus 0 HexxenaTernbHbIX peakLmsix, Nofy4YeHHbIX B X04e HEMHTEPBEHLMOHHbIX UCCIeaoBaHWA
CMOHTAHHOIrO pPEenopPTUPOBaHMS, BKIOYasi AaHHble OT MeOUUMHCKMX W hapMaueBTU4ecknx paboTHMKOB,
notpebutenein, NnaLMeHToB, YNOMHOMOYEHHbLIX OPraHOB M AaHHbIX, ONyGNMKOBaHHbIX B MEQULMHCKON nuTepaType.
CepbesHble U HecepbesHble HexenaTternbHble peakumMm OOMKHbI ObiTb NpeAcTaBneHbl B OTAENbHbIX Tabnuuax. B
Tabnuue QJdaHHble AOMKHbI ObiTb pacnpedeneHbl COrMacHo Krnaccudukaumm no  opraHo-pyHKUMOHANbHLIM
knaccam. Mo 0cobo BaxkHbIM acnektam npodunst 6e3onacHOCTU MOryT ObITb NPeAcTaBneHbl OTAeNbHbIE TabnuLbI
HexXenaTenbHbIX peakuuii ¢ rpynnMpoBaHNEM AaHHbIX NO NOoKa3aHWsiM, CNOcoby BBEAEHMS U MHBIM NapaMeTpam.

8.5.7 Pasgen NOB «Pe3tome BaXHbIX JaHHbIX, NOSTYYEHHbIX B XOA4E KMUHUYECKUX UCCIeoBaHNA/MCMbITaHUA
3a OTYETHbLIV Neproa»

HepxaTenb perncTpauMoHHOro YAOCTOBEPEHWUs] [OOIMKEH MNpPeacTaBUTb B MPUNOXKEHUM NepedvuncrieHne
OpraHM30BaHHbLIX UM MHTEPBEHLMOHHbIX KMMHWYECKUX WCCIEeOoBaHUA C Lenbio BO3MOXHOCTM uaeHTUdmkaumm,
XapaKTEPUCTUKN U KONMYECTBEHHOW OLIEHKM YPOBHSI PUCKOB, noaTBepxaeHus npoduna 6esonacHocTu
NeKapCTBEHHOro cpeAcTBa WIu OLEHKM 3dEeKTMBHOCTU Mep MUHMMM3ALUN pUcKa, KOTopble ObiNn 3aBepLueHb
WNK NPOSOIMKatOT BbINOMHATLCS B OTYETHBIN Nepuog.
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Ecnn ato npegctaBnseTca BO3MOXHbBIM, AaHHble cnefyet pa3buTb Ha KaTeropym MO MOMOBOMY WU
BO3pacTHOMY Mpu3Haky (B OCOGEHHOCTM B3pOCHble MO CPaBHEHWIO C OETCKOW nonynsuuen), nokasaHusim,
pexunmam 031poBaHUS U PermoHam.

CuvrHansbl, BbISIBNIEHHbIE B XOA4€E KITMHUYECKUX WUCCIeAOoBaHWN, OOMKHbI ObiTb NpeacTaBneHbl B TabnnyHON
dopme B pasgene 15 MNOB («O6G30p No curHanam: HoBble, Haxoasimecs B paboTe unu 3aBepLUeHHble»). [ns
CUrHanoB AenaeTcs OueHKa, SABNATCA N faHHble CUrHanbl NOTeHUManbHbIMU UMW UAEHTUDULUMPOBAHHBIMU
puckamu, pUCK OOrKeH ObiTb OLeHeH U xapaktepusoBaH B pasgenax 16.3 MOB («OueHka pUCKOB M HOBOWM
nHdopmaunm») n 16.4 («XapakrTepucTmka puckoB»), COOTBETCTBEHHO.

B paHHom pasgene NOB gomkHa ObITh NpeacTaBneHa obobLuatoas nHopmMaumsa No KIMHUYECKU BaXKHbIM
OaHHbIM M0 3P PEKTUBHOCTM U BE30MACHOCTN, MOMYYEHHbIM U3 CrEAYIOLWNX UCTOYHMUKOB 3@ OTYETHbIN NEPUOL;:

8.5.7.1 MNoapasgen «3aBepLUeHHbIe KNUHUYECKME UCCNeaoBaHMsa»

HanHbin nogpasgen MNOB gormkeH NpeacTaBnsaATb KpaTKyd MHGOPMaLMIO MO KIUHUYECKN BaXXHBIM OaHHbIM
no adpekTmBHOCTM M 6e30NacHOCTM, MOMYYEHHbIM B pe3ynbTaTe 3aBepLUEHHbIX 3a OTYETHbIN MNepuon
KNUHUYECKUX nccreqoaHni/mcnbltTaHnin. [laHHas nHdopmaumsa gomkHa 6biTb NpeacTaBneHa B CxxatoM BMae vnm
B ¢opme cuHoncuca. OH MOXeT BKMNtovaTb WMHGOPMaUMIO, KOTOpas MNOATBEPXOaeT WU ONpoBepraeT paHee
NMOEHTUUUMPOBaHHbIE cuUrHanbl No 6e3onacHOCTW, a Takke [okasaTeNnbCTBa MO HOBbIM CUrHamam no
Be3onacHocTu.

8.5.7.2 MNogpasgen MNMOB «lMNpogorxarowmecs KNMHUYeckne nccrneqoBaHms/McnbiTaHMa»

B cnyyae, ecnu pepxaTtento pernctpaumoHHOro YAOCTOBEPEHUA CTaAHOBUTCA W3BECTHaA Kakasi-rnmbo
KNUHUYECKN BaxHas WHopmaumnsa, koTopass Obina nofnyvyeHa B Xode MPOLOSKalLWMXCA  KIMMHUYECKUX
nccrnefgoBaHMn/UCNbITaHMIA (HanpuMep, BbISIBIIEHHasi B XO4e MPOMEXYTOYHOro aHanmsa GesonacHocty nvbo B
pesynbTaTte pa3ocrenseHns BbIIBNEHHbIX CEPbE3HbIX HeXenaTernbHbIX ABMEeHW), B AaHHOM pa3fene AorkHa
ObITb KpaTKo M3noXeHa WHGOPMaUUs MO BbIABNEHHON HOBOW WHGOPMaumMM no GezonacHocTW. OTOT pasgen
Takke MOXET BKIoYaTh MHGOpPMaLMIo, KOTopas NOATBEPXKAaeT UNu onpoBepraeT paHee UaeHTUULNPOBaHHbIE
cvrHanbl no 6e3onacHOCTU, a Takke JoKasaTenbCTBa No HOBbIM CUrHanam no 6e3onacHoCcTu.

8.5.7.3 Mopgpasgen MNMOBb «nutensHoe nocneaytoliee HabnogeHne»

B Tex cnydvasix, korga UMEHTCs OaHHble Mo ANAUTENbHOMY Mocreaylolemy HabnioaeHuIo nauueHToB,
BKIMIOYEHHbIX B KITMHUYECKME UCCreoBaHms/UChbITaHWs, B pasgene npmBoguTcs nHdopmaumsa no nosyyeHHsIM B
pesynbTaTte AMWTENbHOIO MOCneaylwero HabnoaeHns 3Ha4YMMbIM C TOYKM 3peHust npodunsa 6esonacHocTu
OaHHbIM.

8.5.7.4 MNopgpasgen NOB «/Hoe TepaneBTUYECKOEe NPUMEHEHNE NEKapCTBEHHLIX CPEACTBY

OaHHbii nogpasgen MOB pomkeH BKoYaTb KIMHUMYECKU BaXKHYH WHdopmauuio no 6GesonacHocTw,
MoNyYeHHyto B pesyrnbTaTte ApyrMx nporpamm, NPOBEAEHHbIX AepXaTenem permcTpaLMoHHOro yaocToBEPEHUs, No
crneumanbHbIM NPoTOKONam (Hanpumep, nNporpamMmmbl paclUMPEHHOro AocTyna, nporpaMMbl UCMOMb30BaHWUS B
CBSI3W C UCKIMOYUTENbHBIMU 0BCTOSTENLCTBAMU M3 COOBpPaXkeHUn cocTpadaHusl, UHAMBUAOYanbHOro AocTyna u
WHblE).

8.5.7.5 lMoppaspen MNMOB «HoBble gaHHble No 6e30MacHOCTU B OTHOLUEHMM Ha3Ha4YeHUs OUKCUPOBAHHbIX
KoMOMHaLnny

B cnyuvae, ecnun nHoe He onpeaeneHo HauMoHarnbHbIMU YNOSTHOMOYEHHBIMU OpraHamu, criefytolime gaHHbIe
OOIMKHbI ObITb NpeAcTaBneHbl B OTHOLLEHWM KOMOMHUPOBAHHOW Tepanuu:;

a) B cny4yae, ecnu nekapcTBeHHOe CpeAcTBO Tawkke o4obpeHO AN Ha3HayeHusi B KayecTBE KOMMOHEHTa
(PMKCUPOBAHHOW FEKapCTBEHHOW Tepanum WNU MHOFOKOMMOHEHTHOrO pexumMa fekapCcTBEHHOW Tepanun, B
pa3ferne gomKkHbl 6biTb 0006LLEHbI BaXKHbIEe JaHHbIE N0 6e30NacHOCTM NPUMEHEHUST KOMOMHUPOBAHHOW Tepanuu.

0) B cnyyae, ecnu nekapcTBeHHOE CPeACTBO ABMSETCA KOMOWHMPOBAHHLIM JIEKAPCTBEHHBLIM CPEOCTBOM,
OaHHbIA pa3gen gomkeH obobLaTh BaxHy MHopMaumio no 6e3onacHoCTU Mo KaXaoMy U3 MHAMBUOYanbHbIX
KOMMOHEHTOB.

8.5.8 Paspgen MNOb «[JaHHble HEMHTEPBEHLMOHHBIX UCCIEA0BaHNN»

B paHHoM pasgene oboblyaeTcs COOTBETCTBYHOLLAs WMHMOpMauus no 6e3onacHOCTU UNn AaHHble 06 nx
BNUSAHMM Ha OLEHKY COOTHOLLEHUS MOMNb3a-pucK, NONyYeHHasi No pedynbTaTamM HEUHTEPBEHLMOHHBIX KITMHUYECKMX
nccnegosaHui/ucnbITaHUA (Hanpumep, o6cepBaLMOHHbIX UCCREQOBaHUA, AMMAEMUONOTMYECKUX UCCNeaoBaHUi,
perncTpoB, MporpaMM  akTUBHOMO  MOHWUTOPWHra), OpPraHM3OBaHHbLIX OepXaTenem  perncTpaumoHHOro
yOOCTOBEPEHMS1, KOTOpasi CcTana AOCTynHa B OTYETHbIM nepuog. Pasgen gormkeH BKMYaTb AaHHbIE, UMeEtoLL e
OTHOLLUEHME K acnektam npodunsa ©6e3onacHOCTW, MOMydYeHHble MO pes3ynbTaTtaM UCCNeaoBaHWMM MO OLEHKe
NCNOSb30BaHUA NeKapCTBEHHOro CpeacTBa.

[epxatenb perncTpaunoHHOro yaoCTOBEPEHMS OOMKEH BKNOYATh B MPUMOXKEHUE K OTYETY NepeveHb BCEX
HENHTEPBEHLIMOHHbIX nccnenoBaHuA/MChbITaHNIA, OpraHM3oBaHHbIX  gepxaTtenem perncTpaumoHHoro
YOOCTOBEPEHMS, BbINOSTHEHHbIX C LENbO BbISBIEHUS, XapakTEPUCTUKM U KONUYECTBEHHOW OLIEHKN BbI3bIBAKOLLMX
onaceHus acnekToB npoduna ©GesonacHoCTH, noAaTBepXkaeHus npoduna 6e3onacHOCTU NeKapCTBEHHOro
cpencTea Unn oueHkM acpeKTMBHOCTU Mep MUHUMM3ALUN pUCKa, KOTOpble Obin BbINOMHEHbI UK BbIMOTHAKTCSA
Ha NPOTSPKEHNM OTYETHOro Nepuoaa (Hanpumep, NOCTPerncTpaunoHHbIE UCCreaoBaHMs 6e30NacHOCTH).

OT4eTbl O CTaguu BLINOMHEHUS WUIMM UTOrOBblE OTYETbI, KOTOpble OblNIM NMOATOTOBMEHbI Ha MPOTSKEHWM
OTYETHOro nepmoaa, JOSMKHbI BKHOYaThea B npunoxeHue K MOB.
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8.5.9 Pasgen NOB «[aHHble ApyrMx KNUHUYECKUX NCCEeAOoBaHUN N U3 OPYTNX UCTOYHUKOBY

B pasgene pomkHa ObiTb 0606LLEHA MHGOPMaLUs, MMetoLLast OTHOLLEHWE K OLlEHKE COOTHOLLEHWUSI MOMb3a-
PUCK NeKkapCTBEHHOIO CpeAcTBa W MNOMydYeHHas No pesynbTaTaM WHbIX KIVMHUYECKUX uccrneqoBaHuin nubo
nony4yeHHas N3 UHbIX UCTOYHUKOB, K KOTOPbLIM UMENCH OOCTYN y AepxaTens perncTpaumMoHHOro yaoCcToBepeHus,
3a OT4YeTHbIn nepuod (Hanpumep, pesynbTaTbl MeTa-aHanus3oB  PaHAOMMU3UPOBAHHBIX  KIUHUYECKUX
nccnenoBaHuii, aHHble No 6e30MacHOCTU NapTHEPOB NO pa3paboTke NeKapCTBEHHOrO CPEACTBA U MHbIE).

8.5.10 Paspgen NOB «[laHHble AOKNUHUYECKUX UCCneaoBaHNny

B pasgene npepacrtaBnsetca 0600uWeHHass MHGOpMaUMS MO 3HAYMMbIM B OTHOLUEHUM nNpoduns
©e30nacHOCTU AaHHbIM, MOMYYEHHbIM B pe3ynbTate JoKNnHuYecknx uccnegosanmi L QY. R L QY L \hahRumep,
nccrnefoBaHns KaHUepOoreHHOCTH, PenpoayKTUBHON TOKCUMHOCTU UMW MMMYHOTOKCUYHOCTM), BbINOMHAEMbIX UMn
3aBepLUEHHbIX B OTYETHLIN nepuof. OueHka BNUSHUS NOMyYeHHbIX JaHHbIX Ha npodunb 6e3onacHoOCTN AOMmKHa
ObITb NpeacTasneHa B pasgene 16 («CurHan u oueHka puckax») n pasgene 18 («UHTerpupoBaHHbI aHanu3
COOTHOLLUEHUS Monb3a-puUck No ogobpeHHbIM nokasaHusmy) MNOB.

8.5.11 Paspen MNOB «Jlutepatypa»

Pasgen BknovaeT 0600LeHME NONYyYEHHbIX HOBbIX M 3HAYUMBbIX AaHHbIX N0 6e3onacHOCTH, KOoTopble Obinu
onybnukoBaHbl B MNpoLledLIen 3KCNEPTHY OLEHKY HayyHoW nuTepatype, nubo Obinv nomnydeHbl w3
HeonyobnMKoBaHHbLIX MOHOrpadui, KOTopble UMEKT OTHOLLEHUE K NIeKapCTBEHHOMY CpedcTBY M CTanu OOCTYMHbI
AepxaTento perncTpaLoHHOro yAoCTOBEPEHUS B OTYETHbLIN Neproa.

JlntepatypHbin nouck ansa nogrotoekn NOB gomkeH ObiTh LWIKMPE, YEM OCYLLECTBISEMbIN C LEeNbio noucka
MHAMBUAYanbHbIX COOBLLEHUN O HeXenaTenbHbIX Peakuusix, NOCKOMNbKY AOMKEH BKITOYaTb Takke UCCrefoBaHus,
B XOle KOTOPbIX BbINN OLEeHEeHbl UCX0Obl C TOYKM 3peHnst 6e3onacHOCTU B rpynnax cyObekToB McCneqoBaHus.

Ocobble acnekTbl Npoduns 6e30nacHOCTU, KOTOPbIE AOMMKHbI BKMOYATLCA B MOUCK, HO KOTOPbIE MOTYT He
ObITb BbISIBMIEHbl MPU €ro OCYLWECTBMEHUA C LUEeNblo MOMyYeHWs AaHHbIX MO WHAMBUAYaNbHbLIM Cly4asm
HexernaTenbHbIX peakuui, BKITHYaloT:

- ucxogbl 6epemMeHHOCTM (BKMNKOYasA MpepbiBaHWE), KOTOPblE HEe COMNPOBOXAAKTCHA HexenaTerbHbIMU
nocneacTeuAMu;

- NpUMEHeHWe B negnaTpuyeckon Nonynsaumm,;

- MPYMMEHeHVe Mo nporpaMMaM WCMOMNb30BaHUA B CBSI3M C UCKMOYUTENbHbIMU OBCTOATENbLCTBAMU U3
coobpaxeHu cocTpagaHns, NepcoHanM3NpPoBaHHbLIM NporpaMmmMam HasHa4YeHus;

- oTcyTCcTBME 3hEKTUBHOCTY;

- acuMmnToMaTuyeckas nepegosnpoBka, HECOOTBETCTBYIOLLEE U HENPaBUITbHOE NPUMEHEHNE;

- MegUUMHCKME OWNBKKM, He CONPOBOXAAaBLLUMECS Pa3BUTMEM HeXenaTenbHbIX SBNEeHUN;

- BaXHble pe3ynbTaTbl JOKITMHUYECKUX UCCreqoBaHnm.

B cniyyae, ecnun 310 NpUMEHNMO, B pasaene AormkHa ObITb paccMoTpeHa MHdopmauns no ApyruMm akTUBHBIM
BeLlecTBaM JaHHON rpynnbl.

8.5.12 Pasgen MNOb «[pyrue nepmoguyeckmne oT4eTbI»

OanHbli pasgen MNOB npumeHWM TOMbKO B Tex onpedeneHHbIX cryyasx, korga no AOroBOPEHHOCTU C
YMNONMHOMOYEHHbIMW OpraHamMy OepXxaTenem perMcTpaunoHHOro YAoCcToBepeHus rotoButcst 6onee ogHoro MNOB
Ha IneKkapcTBEHHOe CcpeAcTBO B Criydyae (OUKCMPOBaHHOM KOMOMHAUMK, FEeKapCTBEHHOro cpeacTtsa C
MHOXECTBEHHbIMW  MOKa3aHuAMM W/unu  dopMamm BbiNycka. B uenom Agepxatenb perncrpauuoHHOro
yaocToBepeHus rotoBuT oauH NOB Ha ogHoO gencTByloLlee BELWeCTBO (3a UCKITIOYEHNEM CriyYaeT, ecnn UHoe He
TpebyeTcss yYMNONHOMOYEHHBIMM OpraHamu); B Ccrnydae ecnv MoarotoeneHo Heckonbko [MOB pgns ogHoro
rnlekapCTBEHHOrO CPEeACTBa, B AaHHOM pasgene AomkHbl ObiTb 0600LeHbl 3HaYMMble faHHble No 6e3onacHoOCTH
n3 gpyrux NOB, ecnn oHa He NpeAcTaBneHa B UHbIX pasgenax gaHHoro MOBb.

B cnyyae Hanuums gocTyna, Ha OCHOBaHUM KOHTPAKTHLIX JOroBOPEHHOCTEN, AepXaTenb perMcTpaumoHHOro
yOOCTOBEPEHUS AOMKeH NpeacTasntb B 0600LLEeHHOM Byae 3Ha4YMMble JaHHble MO 6e30nacHOCTH, MNONyYeHHbIE B
npeacraensgemMblx B OB 3a oOTYeTHbIM Mepuoa OPYrMMW CTOpOHaMKU (Hanpumep, CrOHCOpPaMu UMM UHbIMK
napTHepamu).

8.5.13 Pasgen NOB «HepoctaToyHas TepaneBTUyeckas 3PMEKTUBHOCTL B KOHTPONMPYEMbIX KITUHUYECKNX
nccriegoBaHusaX»

[daHHble, nonyyeHHble B Xode KIWMHUYECKUX WCCregoBaHUW, KOTOpble MOryT CBUOETEenbCTBOBATb O
HeQoCTaTOYHOM TepaneBTUYEeCKON 3ahpeKTUBHOCTU, MO0 HeJOCTaTOMHON TepaneBTUYeCcKon 3h(PEKTUBHOCTM B
OTHOLUEHUN MPUHATON Tepanuu, ANs feKapCTBEHHbIX CPEeACTB, UCMOMb3yeMblX AMS NeYeHUs U NpounakTnkm
Cepbe3HbIX U XU3Heyrpoxarwmnx 3abonesaHnin, 3TN AaHHbIe MOTYyT CBUAETENbCTBOBATL O 3HAYUTENIBHOM pUCKe
ANs Lenesorn nonynsuum 1 AormkHbl ObITe NpoaHanuanpoBaHbl U 0606LeHbl B AaHHOM pasaene MNOB.

B cniyyae, ecnu 370 NPUMEHNMO K OLeHKE COOTHOLLUEHUSI MONb3a-pUCK, JaHHbIE KITUHUYECKUX UCCreqoBaHni,
OEMOHCTPUPYIOLLME HeOOCTaTOYHY0 TepaneBTUYECKYl0 NeKapCTBEHHbIX CPEACTB, He npedHasHayeHHbIX Ans
NeYeHUst XXNU3HEeYrpoXatoLLen NaTonorMmn, A0MmkHbl Takke OblTb NpoaHanM3npoBaHbl B JaHHOM pasferne.

8.5.14 Pasgen NOB «BaxHasa nHdpopMaLus, nonydeHHas nocne sasepLueHns nogrotosku MNOB»

B paspene o606LwWaloTcsa NOTEHUMANbHO BaXHble AaHHble Mo 6e30nacHoCcTM U 3P EKTUBHOCTU, KOTOPbIE
ObINKn Nony4veHbl Nocne Aatbl OKOHYaHUA cbopa AaHHblX, HO B nepuog nogrotoBku MOB. MNpumeps! BktoYaoT
AaHHble KIMHUYECKM 3HAYMMbIX HOBbIX MyOnukauui, BaXkHble AaHHbIe NOCneaywero HabnaeH s, KNMHNYeckn
Ba)XHble TOKCUKOMNOrMYeckMe AaHHble, a Takke Bce OEeNCTBUA OepXaTens perucTpaumoHHOro yAOCTOBEpEeHUs,
KOMWUTETOB MO OUEHKe AaHHbIX, YNOMHOMOYEHHbIX OpraHoB, MpeanpuHATbIe B CBA3W C acnektamu npodwuns
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6e3onacHocTn. HoBble MHOMBMAYamNbHbIE COOBLLEHNs O HexenaTerbHbIX peakuusiXx He LOIMKHbl BKMYaTbCs B
pasger, 3a UCKIIYEHNEeM criydaeB, Korga OHM MOryT NpeacTaBnsaTh BaXKHbIA NOKa3aTenbHbIN criydan (Hanpumep,
nepBbIi CriyYan pa3BUTUS BaXXHOTO HEXeNaTenbHOro SIBNEHNs) Uy BaXkHbIA curHan no 6e3onacHocTu.

[aHHble pasaena LOMmKHbI OblTb YYTEHbI NPY OLEHKE pyUcKa U HOBOW MHAOpMaLnN.

8.5.15 Pasgen NOB «O630p curHanos: HOBblE, paccMaTpuBaeMble U 3aBepLUEHHbIE

Llenbio gaHHOro pasgena siBnsieTcs NpeAcTaBneHne ucuveprbiBalowero 063opa BbiSIBNEHHbIX CUrHanos,
CUrHaroB Ha 3Tane OLEHKM 1 NPOLUEALINX OLIEHKY 33 OTYETHbIA Nepuog.

[epxatenem permctpaunoHHOro yoocToBEpPEHMS AOMKHO ObITb NpeacTaBfeHo KpaTkoe onvcaHne meToaa,
KOTOpbIN NCMNONb3yeTcs AN BbISIBNEHNS CUrHArOoB, a Takke UCTOYMHUKN AaHHbIX NS BbISIBNEHWS CUrHanNoB.

K HOBbIM BbISIBIIEHHbIM CUrHanaM OTHOCSITCA CUrHarbl, KOTopble Obinn BbISIBNEHb! 3@ OTYETHLIN nepuog. K
paccmMaTpyMBaeMbIM CUrHamaM OTHOCSAT CUrHarnbl, KOTOpble HaXOAWMWUCbL Ha 3Tane OLEHKM Ha gaTy OKOH4YaHus
cbopa AaHHbIX. K 3aBepLueHHbIM OTHOCAT CUrHanbl, OLEHKa KOTOpbIX Obifa 3aBeplueHa 3a OTYETHbIA nepuos.
CvrHansbl, KOTopble SIBNSOTCA OAHOBPEMEHHO M HOBbLIMU U 3aBEPLLUEHHBLIMU 32 OTYETHbIA Nepuog AOMKHbI ObITb
OTHECEHbI B pa3fen 3aBepLUEHHbIX CUrHaNoB.

Pazgen gomkeH BKMoYaTh AaHHble MO pacCMaTpYBaeEMbIM U 3aBEPLUEHHBIM 32 OTYETHbIN Nepuog curHanam,
npvBeAeHHble B TabnuyHon copme. Tabnuua npunaraetcst K oT4eTy B hopme npuroxeHus. Ha ycmotpeHue
aepxxaTtensi permcTpaLMoHHOro yaoCTOBEPEHUS, AaHHas MHOPMaLMsS MOXET Takke BKIOYaTb KyMYNSTUMBHbIE
JaHHble MO curHanam, BKMNio4Yasl paHee 3aBepLUeHHble CuUrHanbl, NpM 3TOM [OorkHa OblTb ykasaHa garta, oT
KOTOPOW BhINOSIHEHO 0606LLEHME NO CUrHanam.

HeTtanbHasa oueHka curHanoB BkrtodaeTcs B pasgensl MNOB 16.2 («OueHka curHana») u 16.3 («OueHka
PUCKOB M HOBOW MHGOpMaLINY ).

8.5.16 Pasgen MNOB «CurHanbl 1 oLeHKa puckay

8.5.16.1 Mopgpasaen NOBb «O6o6LeHHas nHgpopMaLms no npobrnemam no 6e3onacHoOCTU»

Llenbto nogpasgena siensietca npegcraeneHne 6asmcHoi obobLyatolent MHpopMauum No BaXkHbIM acrnekTam
npocuns 6e3onacHOCTH, NpeacTaBnAlLWUM NpobnemMsl No 6e30nacHOCTU, C ykazaHMeM Mo Kaxaon npobneme no
Ge3onacHOCTM Kakas HoBasi MHgoOpMauMs M OLeHka Mo AaHHbIM acrnekTam MoxeT ObiTb caenaHa. [Mpu
onpeaeneHMn BaXXHOCTWN KaXKA0ro U3 acnekToB pucka criegyeT pacCMOTpeTh crneaytowmne haktopbi:

- Cepbe3HOCTb pUCKa C MEeAWLIMHCKOM TOYKM 3peHusi, BKMYasl BMWSIHWE HA WHAOMBUOYaNbHOE COCTOSIHME
NauMeHTOoB;

- YyacTtoTa, NpeAckasyeMocTb, NPeaoTBPaTUMOCTbL U 06paTUMOCTb;

- NOTeHUManbHoe BNUsSiHME Ha OOLeCTBEHHOE 340pOBbe (4YacToTa B MONyNsAUUM; pasmep MONynsuum,
NnoABEepriinncs BO3AeNCTBUIO); U

- 06LLECTBEHHOE NPUSATUE pUCKa B CryYasix BO3MOXHOCTM BNUSHMS Ha OOLLECTBEHHOE 340POBbE (Hanpuvep,
0TKa3 OT NporpamMMbl BakLmHaLum).

O6ob6Lwatowan nHpopmaunsa AomkHa NpeacTaBnATe MMEKOLWMECs CBeAEeHMS NO NieKapCTBEHHOMY CpenCTBY
OT Havana ot4yeTHoro nepuoga NOB n oTpaxaTb:

- BaXXHble MOEHTUMULMPOBAHHbLIE PUCKM;

- BaXXHble NOTEHLUMNArbHbIE PUCKK;

- BaXKHYI0 OTCYTCTBYHOLLYIO MHGOPMALMIO.

[nsa nekapcTBeHHbIX CpeacTs, UMetLWKnX crneundmkaumio no 6esonacHocTn, MHopMauus, BkoYaemas a
OaHHbIM noapasgen, AoMmkHa coBnagatb ¢ obobuialolen MHopmauuen, NpeacTaBneHHon B TeKyLen Bepcum
cneumdumkaumm no 6e3onacHoOCTM Ha MOMEHT Hadana oT4yeTHoro nepuoga NOb.

[nsa nekapcTBEHHbIX CPeACTB, HE MMEILLMX cneundukauno no 6e3onacHoCTH, AaHHbIA nogpasaen OomKeH
NpeacTaBnsaTb WMHOPMAaLMIO MO BaXHbIM WAEHTUULMPOBAHHbLIM, MNOTEHUMANbHBIM pUCKaM U BaXkHOW
OTCYTCTBYIOLLEN MHGOPMALINK, CBA3AaHHOW C MPUMEHEHNEM FIEKAPCTBEHHOIO CPEACTBA HAa OCHOBaHWM AaHHbIX J0-
N NOCTPEerMcTpaumoHHoro nepuoga. MNMpumepbl MOryT BKNHOYaTb CReayLLyo MHGOPMaLmIo:

- BaXXHble HeXenaTternbHble peakLuu;

- B3aUMOEeNCTBUS C APYrMMU NIEKapCTBEHHbIMU CPeaCcTBaMU;

- BbISIBNIEHHbIE MEOULIMHCKME OLWMOKM WK MpoMaxu, B Cryyasix, He COMpOBOXOABLUMXCA pPa3BUTMEM
HexxenaTenbHbIX peakuui;

- B3aUMOZENCTBUS C NPOAYyKTaMu NMUTaHNS MU MHBIMW BELLLECTBAMU;

- pe3yrnbTaThbl BO3OENCTBUS NPU BbINONTHEHWUM NPOdECCUOHANbHON AeATENbHOCTY;

- KnaccoBble chapmakonormyeckme apdeKThbl.

O6o06LieHe MO BaXHOM OTCYTCTBYHWOLWEN MHAOPMALMN AOIMKHO OLEHUTb KPUTMYHOCTL npobenoB B
NMEIOLLMXCS 3HaHUSIX MO onpeaeneHHbIM acrnektaM npoduns 6e3onacHoOCTM Ans LeneBbiX Nonynsaumn.

8.5.16.2 NMoapasnen NMOB «OueHka curHana»

WHdopmaums, npeactaendemas B nogpasgene, AofmkHa obobliatb pesynbTaTbl OLEHKUM CUrHamnoB Mo
6Ge3onacHocTH, koTopas Obina 3aBepLleHa B OTYETHbIA NEPUOA; MOTYT ObITb JBE OCHOBHbIX KAaTEropum:

1. CvrHansbl, KOTopble NO pe3yrbTataM OLEHKM MOryT ObiTb OTHECEHbl K KaTeropum noTeHuManbHbIX WUn
NOEHTUULMPYEMbIX PUCKOB, BKITHOYasi OTCYTCTBME TepaneBTudeckon adpdekTMBHOCTU. [JaHHble 3aBeplUeHHble
curHanbl obcyxaatotca B pasgerne 16.3 NOB («OueHka pyckoB 1 HOBOW MHGOPMaLny ).

2. CuvrHanbl, KoTopble MO pe3ynbTaTaM OLEHKM ObifiM OTKMOHEHbl Kak JIOXHble CUrHamnbl Ha OCHOBaHWM
Hay4YHOW OLIEHKM WMEIOLLENC Ha MOMEHT MNpoBeAeHus npouenypbl MHdopmauun. Mo gaHHOW KaTeropumu
CUrHaroB LOMKHO ObiTb NpeacTaBrneHO OMMCaHUE KaXKgoro curHana c Lenbio 060CHOBaHMS ero OTKIOHEHUst OT
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KaTeropun curHana. [JaHHoe onucaHne MoxeT ObiTb BKIHOMEHO B OCHOBHOWM TekcT MOB wunu B npunoxeHue K
OTYeTy.

[na curHanos, No koTopbiM Gbina 3aBeplLUeHa Npoueaypa OLEHKM 3a OTYETHbIN Nepuog, pekoMmeHayeTcs
cobntogeHne CooTBETCTBUSA Mexay O0beMOM U AeTanusaument LaHHbIX MO OLEHKE CurHamna M 3Ha4YMMOCTbHO
OaHHOro acnekta npoduns 6esonacHoCcTN Ansi OOLLECTBEHHOrO 340pPOBbsl, @ TaKkKe CTerneHbl LOCTaTOYHOCTU
AokasartenbHon 6a3bl. [JaHHas MHopMaLms AoMmKHa BKNOYaTb CreayoLmne acnekTbl;

- UICTOMHWK UNK NOGYyAUTENBHBIA MOMEHT (DOPMUPOBAHMS CUrHana;

- 0boCcHOBaHMe, UMetoLLLEE OTHOLLIEHNE K OLIEHKE;

- MeTOAbl OLIEHKN, BKOYast UCTOYHUKN OAHHLIX, KpUTEPUN MOUCKA UMW aHanUTUYeCcKne nogxoabl;

- pe3ynbTaTthl: 0006LEHHas MHGOpPMaUUs Mo KPUTUYECKOMY aHamnuay [OaHHbIX, paccMmaTpuBaeMbix Mpu
OLIeHKe curHana;

- obecyxaeHue;

- 3aKroYveHne, BKYaa npegnaraemMble 4ENCTBUA.

8.5.16.3 NMogpasagen NOB «OueHka pUCKOB 1 HOBOW MHOPpMaLUm»

HepxaTenb pPerucTpaumMoHHOrO YAOCTOBEPEHUs] [OMKEH MPEeACcTaBUTb KPUTUYECKYHD OLEHKY HOBOWM
NHdOPMaLMK 3a OTYETHbIA NEPMO, B OTHOLLEHMUM HOBbIX UMW PaHEE BbISIBNEHHbLIX PUCKOB (BaXHYHO UIMK UHYIO).

HanHbin nogpasgen MNOB gomkeH cogepxaTb ONUCaHNE U OLEHKY BCEX PUCKOB, BbISIBIEHHbIX 3a OTYETHLIN
nepuod, a Takke OLEHKY BIMSIHASI HOBbIX AaHHbIX Ha paHee BbisiBNEHHble puckn. B pasgen He BknoyaeTcs
obobLatolas unu nosTopsiloLlasacs MHopMaums, BKoYeHHas B apyrve pasgensl NOB, Ho npeacTaensieTcs
WHTepnpeTaums U OLeHKa HOBOWM MHAOPMaLMK NPUMEHUTENBHO K XapakTepucTuke npoduns pucka.

HoBas nHdopmauums gormkHa 6biTb NpefacTaBneHa no crieayoLwwmm pasgenam:

- HOBble NOTEHUMNArNbHbIE PUCKK;

- HOBblE MOEHTUMULMPOBAHHbLIE PUCKM;

- HoBasi MHCpopMaLMsi MO paHee BbISIBNEHHbLIM pUCKam (MOTeHUManbHbIM U MOEHTUMULMPOBAHHLIM);

- 06HOBNEHME NO BaXXHOM OTCYTCTBYHOLLEN MHpopMaL K.

MpencTaBnsieTcs KpaTkoe ONMCaHUe BaXXHbIX PUCKOB. NS pUCKOB, OTHOCUMbIX K UHBIM U HE OTHOCUMbIX K
«Ba)XHbIM» puUcCKaM, MO KOTOpbIM Obina nonyYyeHa HoBasi MHoOpMauuss 3a OTYETHbIA Nepuon, YPOBEHb
AeTtanusaumm 4ormkKeH COOTBETCTBOBATb UMEIOLLENCS foKka3aTernbHon 6a3e No JaHHOMY PUCKY U 3HAYUMMOCTU ero
BMNUSIHUS Ha 0OLLEeCTBEHHOE 30POBbLE.

Bcsa HoBasi MHpopMaLmMs No BNUSIHUIO NEKAapCTBEHHOMO CPeACTBa Ha Monynsauuio Nubo gaHHble Mo paHee
OTCYTCTBYIOLLEN MHCPOPMALMKN OOIMKHbI ObITb KPUTUHECKM OLeHEHbI. YKa3biBaeTCsl, Kakme M3 acnekToB npodunen
0©e30nacHOCTH, BbI3bIBAlOLWNMX OMACEHUs, W HEACHbIX acnektoB npocuns 6GesonacHOCTW, oOCTanucb
HEBbISICHEHHbBIMW.

8.5.16.4 NMogpasgen NOB «XapakTepnucTmka pUCKoB»

B noagpasgene gaetcs xapakTepuUcTUKa BaXKHbIX UOEHTUULMPOBAHHBLIX PUCKOB U BaXKHbIX MOTEHLMANbHbIX
PUCKOB Ha OCHOBaHUWM KYMYIATUBHBLIX AaHHbIX (B TOM 4YMCIle HE OrpaHUYMBaEMbIX OTYETHbIM MEPUOAOM) U
ONUCLIBAETCS BakHas OTCYTCTBYOLLAs MHAOpMaLms.

B cnydyae, korga 31O NPUMEHMMO, NMPUHMMAasi BO BHMMaHWE WCTOYHMK LaHHbIX, MHGOpMauns no puckam
OOSKHa BKMOYaTb cneayroLlee:

- YacToTa;

- YMCIO BbISIBMIEHHBIX CryYaeB (HymepaTop); TOMHOCTb OLeHKM, MPUHUMas BO BHUMaHWE UCTOYHWUK OaHHbIX;

- 06BbEM HasHa4yeHU (AEHOMUNHATOP), BbIP@XXEHHOE KakK YMCRO NauneHToB, NauMeHTo-MecaueB (-neT) u 1.4.;
TOYHOCTb OLIEHKU;

- OLleHKa OTHOCUTEITbHOIo pMUcka Y TOYHOCTb OLIEHKM;

- oLleHKa abComnMTHOrO pUcka U TOYHOCTb OLIEHKN;

- BNUsIHWE Ha NauuMeHTa (BNvsHME Ha CUMMTOMbI, KAYECTBO KU3HW);

- BNUSAHWE Ha obLLecTBEHHOE 300POBLE;

- bakTopbl pucka (Hanpumep, WHOMBMAYalnbHble (aKTopbl pucka (paccMaTpuBaeTCcsi  BO3pacT,
GepeMeHHOoCTb/NakTaumusl, HapyweHve YHKLUUM NedeHn/NMoYeK, 3HauyMmMas ConyTCTBYoLWas naTonornsi, cTeneHb
TSKECTU 3aboneBaHuniA, reHeTU4eckuii nonumMopduram, pacoeast W/unmn aTHUYECKas NPUHaAANEXHOCTb), 403a);

- NPOAOIMKUTENBHOCTL NEYeHNst, Nepuog pUcka;

- NpefoTBpaTUMOCTL  (OLEHMBAETCA NpeackadyeMoCTb, BO3MOXHOCTb MOHWUTOPMPOBATb COCTOSIHME MO
WHAWKATOPHBLIM CUMMITOMaM Unu nabopaTopHbIM NapaMmeTpam);

- 06paTUMOCTb;

- NOTeHUManbHbIN MEXaAHWU3M;

- YPOBEHb [0Ka3aTeNnbHOCTU U HEOMNPEAENEeHHOCTU, BKMOYasi aHanu3 npoTMBopedvalmx akToB npu ux
HanU4nu.

Mpu noarotoBke NMOB AN NekapCTBEHHbLIX CPeACTB C HECKONMBbKMMM NoKasaHMsiMKU, doopmMamMim BbiMycka unm
cnocobamn BBeOEeHWsi, B Crlydae Hanuuus CYLWEeCTBEHHbIX pasnuMuMi Mo UOEHTUULMPOBAHHBIM U
noTeHuManbHbIM pUckaM, MOXeT ObiTb OBOCHOBaHHLIM MPEACTaBreHMe AaHHbIX MO puUckam pasfdenbHO Mo
nokasaHusiM, doopmam BhIMycka unu cnocobam eeegenusi. MoryT 6bITb NpeAcTaBneHbl crneayowmne pasgens:

- PUCKKM, XapaKTepHble Ansi 4eNCTBYIOLEro BELLECTBa;

- PUCKKM, XapaKTepHble ANns onpegeneHHbIXx opM Bbinycka unmn cnocoboB BBeaeHUs (BKNoYas BO3gencTeme
npw BbINONHEHMN NPpodeCcCnoHanNbHON AesTENbHOCTH);
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- PUCKK, XapakTepHble AN onpegeneHHbIX Nonynauni;

- PUCKKN, CBSA3aHHble C npuMeHeHneMm 6e3 HasHayeHus Bpadva (ONd OEeWCTBYIOLLMX BELLeCTB, KOTopble
npeacraBneHsl B popMax, OTnyckaeMbIx Mo peuenTy n 6e3 peuenTta);

- npobnembl No 6e30NacHOCTU, CBA3AHHbIE C OTCYTCTBYIOLLIEN MHpOPMALNEN.

8.5.16.5 Mogpasgen NOB «3dHeKTMBHOCTL MEP MUHUMMU3ALUN pUCKa (€CITU NPUMEHUMO)»

Mepbl MUHMMM3aUMKM pucKa BKMYaT B ceba [encTBusl, HanpaBneHHble Ha npeoTBpalleHue
HexernaTenbHbIX peakumi, CBA3aHHbIX C BO3OENCTBMEM NEKapCTBEHHOro CpeacTsa, NMbo CHUXEHWE CTEMEHU KX
TSHKECTU NPU BO3HUKHOBEHUW. Llenbo 4eAaTenbHOCTU MO MUHUMU3aUUN pucka SBASIETCA CHKEHNE BEPOATHOCTU
pa3BUTUA UMW CTEMEHU TSKECTU HexenaTemnbHbIX feKapCTBeHHbIX peakuuin. Mepbl MMHMMU3aUMKM pucka
BKITIOYAIOT PYTUHHbIE Mepbl MUHUMMU3ALMU puUcKa (Hanpumep, U3MEHEHUS B WMHCTPYKUMIO MO MeAULMHCKOMY
NMPUMEHEHUIO) UMW  OONOMHUTENbHbIE Mepbl MWHMMM3AUMU pucka (Hanpumep, npsMoe WHPOPMUPOBaHWNE
cneumanncToB CUCTEMbI 34 paBOOXpaHeHN/obpa3oBaTenbHble MaTepuansl).

B nogpasgene AomxHbl 6bITb MpegcTaBneHbl pesynbTaTbl OLEHKU 3MEPEKTUBHOCTU Mep MWHMMU3auuu
pucka. B obobLieHHOM Buae npeacTaBnsieTcs COOTBETCTBYOLWAA WHopMaumsa no addekTMBHOCTM wu/vnu
OrpaHNYEHNSIM KOHKPETHBIX MEP MUHUMMU3ALMM PUCKA NO BaXKHbIM MOEHTUMULIMPOBAHHbLIM pyUckaMm, koTopas bbina
nony4veHa 3a OTYETHbIN Nepuod. PesynbTaTbl OLEHKU 3a OTYETHbIM nepuos NPeacTaBnsatioTCa B NPUMOKEHUU K
oTyerTy.

8.5.17 Pasgen NOB «OueHka Nonb3bi»

8.5.17.1 MNoppasgen MNOB «BaxHasa 6a3sncHas uHgopmaunsa no 3PGEKTUBHOCTM B XOOE KITMHUYECKUX
UCMbITaHUN U MPUMEHEHUS B MEOULUHCKON NpaKkTuKe»

B nogpasgene cymmmnpyeTtcs OCHOBHas MHopmMaums no apdekTMBHOCTN NekapCcTBEHHOIro cpeacTsa B Xxode
KMUHUYECKUX UccneaoBaHni N ad@EKTUBHOCTb, NPOAEMOHCTPUPOBAHHASA MPU MPUMEHEHUN B MEeOMLUHCKON
npakTuke OT Hadana oTyeTHoro nepwoga. [JaHHaa uHdOpMauMs OOMKHa UMETb OTHOLLIEHWE K 0O00BpeHHbIM
nokasaHUsM K NPUMEHEHMIO.

[na nekapcTBEHHbIX CPEACTB C HECKONbKUMW MOKasaHUSMW, uenesbiMW nonynaumsamu u/unu cnocobamm
BBeJeHWs Nornb3a AoMmKHa BblTb OXapakTepu3oBaHa B OTAEMNbHOCTY NO Kaxaomy dakrtopy.

[na nekapcTBEHHbIX CPEACTB, Y KOTOPbIX 38 OTYETHbLIN Nepuog Obinun BbisiBMEHbI CYyLLECTBEHHbIE N3MEHEHNS
npocounsg GesonacHOCTU UNM  3PMEKTUBHOCTM, [AaHHbIA noapasfen [OOSMKeH BKAYaTb  AO0CTaTOYHYHO
nHdopmaumio No 060CHOBaHNIO OGHOBNEHHOW XapaKTEPUCTUKM NOMb3bl NTEKAPCTBEHHOIO CpeAcTBa, OTPaXKEHHON
B nogpasgene MNOB 17.3 («Xapaktepuctuka nosnb3bl»). CogepkaHne u CTeneHb geTanu3auun UHgopmauumn,
npeacTaBneHHoON B pasgene, MOXeT BapbuMpoBaTbCA MO pasfuyHbIM fEKapCTBEHHbIM CpeaCcTBaM, BKIHOYas B
cny4asix, korga 310 NPUMEHUMO, cregyroLime acnekTbl:

- ANMAEMUONOrsa 1 nponcxoxaeHve sabonesaHus;

- XapakTepucTuka nonb3bl (Hanpumep, AuarHocTudeckoe, npodunakTmyeckoe, cuMnToMaTuyeckoe,
bonesHb-MmoancuumpytoLee);

- BaXHble KOHEYHble TOYKM, NoATBEPXKAAIOLWME NONb3Y (Hanpumep, BrUSHUE HA CMEPTHOCTb, CUMMTOMATUKY,
ncxoasl);

- fokasaTternbcTBa 3PPEKTUBHOCTU B KIUHUYECKMX NCCNEoBaHNSAX U MEAULMHCKOW NPaKTUKe NO CpaBHEHUIO
C npenapaToM cpaBHeHUs1 (Hanpumep, CpaBHUTENbHbIE KITMHUYECKME UCCMEedoBaHWs C akTUBHBIM KOHTPOIEM,
MeTa-aHanu3bl, 06cepBaLMOHHbIE UCCNEAOBaHUS); U

- TeHOeHUUN wunu pokasaTenbCTBa NOMb3bl MO BaXHbIM  MONYNAUMOHHBIM - NoArpynnaMm  (Hanpuvep,
BO3PaCTHbIM, MOMOBbIM, 3THUYECKMM, NO CTEMNeHU TsHKecTn 3abonesaHusi, reHeTUYecKoMy NonNuUMopdusMy) B
cny4ae, ecrnv 3T0 UMeeT OTHOLLEHUM K OLleHKE COOTHOLLIEHUS MOMb3a-pUCK.

8.5.17.2 lMopgpasgen MNMOB «HoBas BbigBNeHHas MHpopMauusa no 3M@PEKTUBHOCTU B XOAE KIMHUYECKUX
nccrnegoBaHUm 1 NPUMEHEHUS B MEAULIMHCKOM NPAaKTUKE»

[nNsi HEKOTOPbIX NEKapCTBEHHbBIX CPEACTB 3a OTYETHBIA Nepuog MOXeT ObiTb NonyyYyeHa HoBas UHgopmaLms
no 9d@EKTUBHOCTU B KIAMHUYECKUX WCCMNEAOoBaHMAX W MEeOUUMHCKOW npakTuke, KoTopas [JOofbkHa OblTb
npeacraeneHa B nogpasgene. OtgensHas nHdopmaums no gokasaTtensHon 6ase B OTHOLLEHUM He 0J0BpEHHbIX
nokasaHu NMPUMEHEHUIO He BKIoYaeTCs B pasgern, 3a UCKIYEHMEM Cryvaes, Korga 9TO UMeeT OTHOLLEHWe K
OLeHKE COOTHOLLIEHUS MOSb3a-PUCK.

Ocoboe BHMMaHWe B nogpasfgene yaenseTca BakuuMHam, aHTUUMH(EKUMOHHBbIM M UHBIM Npenapatam, Ans
KOTOPbIX W3MEHEHWUs TepaneBTUYECKON cpedbl MOryT MOBMAUATb Ha COOTHOLUEHWE MOoNb3a/puck C TeveHnem
BpEMEHW.

CogepxaHne M cTeneHb fAetanusauun uHdopmauuu, npeactaBnsemMon B AaHHOM pasgerne, MOXeT
BapbMpoBaTbCH B 3aBMCMMOCTM OT FEKapCTBEHHOrO CpefcTBa; B Cryvae OTCYTCTBMS HOBOW WHdoOpmaumn 3a
OTYETHbI Nepuop, MoxeT ObiTb caenaHa ccbinka Ha pasgen 17.1 («BaxHas 6GasucHas wHdopmauus no
3(PHEKTUBHOCTU B KIUHUYECKNX UCCIEA0BaHUAX U MEQULNHCKON MPaKTUKe»).

8.5.17.3 Mopgpasagen NOB «XapakTepucTmka Nosb3bl»

B nogpasgene npeactaenseTca obbeguHeHHas WHdopMauus no 6asucHbIM M HOBbIM  JaHHbLIM MO
TepaneBTUYECKON MONb3e, KOTOPblE CTANWN U3BECTHbI 3@ OTHETHbINA Nepuog No o400PEHHbIM NoKasaHWAM.

B cnyyae oTCyTCTBMSA HOBbIX AaHHbIX MO MNPOMUII0 MOMb3bl U OTCYTCTBUSA 3HAYUTENbHBIX WU3MEHEeHUN
npocouns 6esonacHoOCTW, AaHHbIN noapasgen AOIbKeH codepxaTb CCbiNky Ha nogpasgen 17.1 («BaxHas
BasncHas adPEKTUBHOCTb B KITMHUYECKUX UCCefoBaHUSaX U MHopMaumsa no apdEKTUBHOCTU B MEOULMHCKON
npakTuke»).
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B cniyyae ecnu 3a oTyeTHbIN Nepuog bbina nonydeHa HoBast MHOpPMaUUs No TepaneBTUYECKON Nomnb3e U He
ObIN0 3HaYUMbIX U3MEHeHUI Npocuns BesonacHoOCTH, B pasgene KpaTko NpMBoaATCs 00beAuHEHHbIe AaHHbIe MO
6a3ncHON 1 HOBOW MHOpMaLNK.

B cnyvae Hanuuusa cywecTBeHHbIX M3MeHeHun npodunsa 6esonacHocT, NMMBO NOMyYeHUs HOBbIX AaHHbIX,
npegnonararowWmx 3Ha4YUTENbHO MEHbLLUMIN YPOBEHb TepaneBTUYECKON MOMb3bl NO CPaBHEHUIO C M3HaYanbHO
NPOAEMOHCTPUPOBaHHbLIM, B pa3ferne JormkHa bbiTe NpMBeAeHa KpaTkas, HO KpUTUYeCKas OLeHKa JoKasaTernbHOM
6a3bl No 6e3onacHoCTM M 3PEPEKTUBHOCTM B XOAE KIMHUYECKUX UCCNEAOBaHUA U MeOULMHCKON MpakTuke, C
npvBedeHeM aHHbIX MO CreayLwum acnekTam:

- KpaTkoe oOnucaHue [oKa3aTenbHOro YPOBHSA AaHHbIX MO TepaneBTUYECKOW Morb3e; paccMaTpuBaeTcs
CpaBHUTEMbHbIA acnekT 3@EKTUBHOCTU, CTEMNeHb BbIPaXEHHOCTU addeKTa, NpaBUbHOCTb CTaTUCTUYECKON
06paboTkn, cnabble W  CuUNbHble  acnekTbl  METOAOMOrMM,  COOTBETCTBME  [OaHHbIX B PasHbiX
nccrefoBaHUAX/UCNbITaHUSAX;

- HoBas WuHdoOpMauns, MNocTaBMBLUAs NOL COMHEHVWE CcypporaTHble KOHEYHble TOYKM, eCnn TakoBble
NCMNonb30Banuc;

- KNHUYeckast 3Ha4MMOCTb BblpaXXEHHOCTU TepaneBTU4eckoro addekTa;

- 0bo6LLaemMocTb TepaneBTUYECKOro adhdpekTa Mexay LieneBbiMy noarpynnamu (Hanpumep, MHopmauusi o
He4OoCTaTOYHOCTU TepaneBTUYEeCcKoro addeKTa No Kakon-nmbo NonynsaumoHHOM nogrpynne);

- aeKBaTHOCTb XapaKTepuUCTMKM A03a-TepaneBTUYECKNin OTBET;

- NPOAOIMKMTENBHOCTL A hekTa;

- cpaBHUTENbHas 3PEKTUBHOCTL; U

- onpegeneHve CTeneHn, B KOTOPOW [aHHble no 3MEEKTUBHOCTN, MOMYYEHHblE B  KIMHUYECKUX
nccnenoBaHusix, MoryT ObiTb 0600LLeHbl ¢ nonynsumen, B KOTOPOW MPUMEHSIETCA flekapCTBEHHOE CPeacTBO B
MeOULUHCKON NpaKTuKe.

8.5.18 Pasgen NOB «/HTerpupoBaHHbIA aHann3 COOTHOLLEHMWS NOrb3a-PUCK N0 040BPEHHBIM MOKasaHNAM»

B paspene gepxatenem perMcTpauMoHHOrO YAOCTOBEPEHUs OomkHa ObiTb npeacrtaBneHa o6o6LieHHas
OUEeHKa nomnb3bl M pUCKa feKkapCTBEHHOIO CpeAacTBa MNpuM €ro MPUMEHEHUMU B KITMHWYECKOW NpakTUuke.
MpencraBnsieTcs KpUTMHECKMW aHanm3 u obbeauHeHHas MHopMauusi no npegbigyliyMm pasgenaMm B 4acTu
nonb3bel U pucka 6e3 pybnupoBaHua ¢ uHGopMmauven B nogpasgenax 16.3 («OueHka pUCKOB M HOBOWM
nHdopmauum») n 17.3 («XapakrepucTmka norb3bl»).

8.5.18.1 Tllogpasgen [OB «KOHTEKCT COOTHOLWIEHWUS NOMb3a-pUCK — MeAUUMHCKas NoTpebHOCTb B
nekapcTBEHHOM CPeACTBe N BaXKHble anbTepHaTUBbI»

B nogpasgene npeacraenseTcs KpaTtkoe onucaHue MeguumHCKon noTpebHOCTU B NieKapCTBEHHOM CpeacTBe
Nno OAOGPEHHbLIM MOKa3aHUsSM M CyMMMUPOBAHO MO anbTepHaTuBam (MeOUKaMEHTO3HbIM, XWPYPruyecknum wnm
WHbIM; BKITHOYas OTCYTCTBUE NeYeHus).

8.5.18.2 NMoapasnen NOB «OueHka npoLueaypbl aHanmsa COOTHOLLEHMWS NOMNb3a-PUCK»

CooTHOLWeHMEe MOoMb3a-puck UMeeT pasfMyHoe 3HayeHue B 3aBUCUMOCTU OT MOKasaHWA WU LeneBblX
nonynauun. CnegoBaTenbHO, ANS NeKapCTBEHHbIX CPEACTB, 3apermcTpUpoBaHHbIX MO HECKOSMLKUM MOKa3aHUsM,
COOTHOLUEHME MOoMb3a-puck AOMKHO OblTb OUEHEHO OTAENbHO MO KaxaoMy nokasaHuto. B cnyyae Hanuuums
CYLLLECTBEHHbIX Pasfnnynii COOTHOLLEHUS MOMb3a-pUCK Mexay noarpynnamu B pamkax OgHOro nokasaHus, oueHka
COOTHOLLUEHUS NOMb3a-puUCK AOMKHa ObiTb NpeAcTaBneHa OTAENbHO M ANA NOMyNAUMOHHBLIX MNOArpynmn, ecnun aTo
BO3MOXHO.

a) OCHOBHbIe BOMPOCHI B OTHOLLEHWM NOMb3bl U PUCKOB:

- KnioueBas vHopmauus, npeactaBneHHas B npedwecTBYOWUX pasgenax Mo nofb3e u pucky, AOrKHa
ObITb 06begMHEHa C LEeNblo OLEHKN UX COOTHOLLEHWS.

- OueHvBaeTCs HanpaBfeHHOCTb NPUMEHEHWUs NEeKapCTBEHHOro CpeacTBa: M3rneveHue, npodunakTuka,
OVNarHoCTuKa; CTeneHb TSXKECTU U Cepbe3HOCTb 3aboneBaHusi; uenesas nonynsaumsa (OTHOCMTENbHO 340POBbIE,
XpoHu4yeckune 3abonesanHus).

-B oTHOWeHUN nomnb3bl OUEHUMBAETCA €ee XapakTep, KIUHMYEecKas 3HaYMMOCTb, MPOAOIMKUTENBbHOCTb
acbdekTa, 0606LLaeMOCTb, AoKa3aTeNnbCTBO 3PEKTUBHOCTM Yy NALNEHTOB, HE OTBEYAIOLLMX Ha anbTepHaTUBHOE
neyeHue, BblpaXXeHHOCTb adhdekTa, MHANBMAYarnbHble 3NeMeHTbI Norb3bl.

-B oTHOWweHun pucka oueHMBaEeTCs KINUHUYECKas 3Ha4YMMOCTb (Hampumep, XapakTep TOKCUYHOCTH,
CEepbe3HOCTb, YacToTa, NpeackasyeMocTb, NpefoTBpaTUMOCTb, 06pPaTUMOCTb, BAUSIHWUE HA NauueHTa), a Takke
acnekTbl pucka, CBSA3aHHblE C MPUMEHEHMEM He No OAOBpPEeHHbIM MoKas3aHWsIM, HOBbLIM MOKa3aHWAM,
HenpaBuIibHbIM NPUMEHEHNEM.

- Mpun popMynmpoBke OLIEHKM COOTHOLLEHMUS NOMb3a-pPUCK paccMmaTtpmusaloTcs cnabble U CUNbHbIE CTOPOHBI, a
Takke HeonpedeneHHOCTU [okasaTenbHoM 6asbl C onucaHWem WX BIUMAHUSA Ha oueHky. [MpuBoanTcs
XapakTepucTuka orpaHMy4eHUn BbINOMHEHHOW OLEHKH.

0) MNpegcTaBnseTca onucaHWe M apryMeHTauuMm WCnonb3yemMon MeTodOoNorMn Ans OUEHKU COOTHOLUEHWS
nonb3a-puck:

- NpeanonoXeHus, pacCMOTPEHNE, COOTHECEHUS, KOTopble MOATBEPXAAlT CAenaHHbIN BbiBOA MO OLEHKe
COOTHOLLUEHMNS MONb3a-pucCk;

- KOMMEHTapun B OTHOLLUEHUM BO3MOXHOCTU BbIP&XEHUS MOMb3bl U pUcka B NPeAcTaBneHHOM Buae U KX
CONOCTaBIEHNS;
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- eCnu NpeacTaBneHa KonM4YecTBEHHas OLeHKa COOTHOLLIEHUS, BKMoYaeTcst 0600LeHHoe onMcaHne MeTo40B
OLIEHKM;

- 3KOHOMMYEeCcKasl OLeHka (Hanpumep, CTOMMOCTb-3(EKTUBHOCTL) HE [OMMKHA paccMaTpuBaTtbCsi Mpu
OL|eHKe COOTHOLLIEHUSI MONb3a-PUCK.

8.5.19 Paspen NOB «3aknto4eHne n oencTBms»

3aknounTtenbHeln pasgen NOB gorkeH copoepXxaTb 3akrtoveHue O BUSHUM BCEM HOBOW MHopMaLmu,
BbISIBIIEHHOW B OTYETHLIAN Mepuog, Ha OOLLYI0 OLEHKY COOTHOLUEHMSI MOMb3a-puUck MO Kakgomy O4oOpeHHOMY
rnokasaHuto, a Takke NoArpynnam nauueHTam, B criyvyasix, koraa 31o NpUMeHMMO.

OcCHOBbIBasiCb Ha OLeHKe KyMYMNATUBHBLIX AaHHbIX MO 6e30MacHOCTM U aHanm3y COOTHOLLUEHUS MOSb3a-puUCK,
aepxxaTtenb PerucTpauMoHHOro YAOCTOBEPEHUs] [OOMMKEH OLEeHUTb HeobXOAMMOCTb BHECEHUS W3MEHEHWUA B
NMHGOPMaLMIO O NNEKapCTBEHHOM CPEACTBE U NPEANOXUTb KOHTEKCT COOTBETCTBYIOLLMX U3MEHEHUIA.

3aknioveHne AOMMKHO BKMOYaTb NpedBapuTEnbHble MNPEeAriokKeHUs Mo ONTMMM3auMM UNu ganbHenwen
OLEHKM COOTHOLUEHMS1 MOMb3a-puck C LEenbio WX nocnegyrolero obCcyXaeHuss C  COOTBETCTBYHOLLMMMU
YMNOMHOMOY€EHHbLIMU OpraHamu. [laHHble NpeafioKeHNs MOryT BKIoYaTbh Mepbl MUHUMU3aLUU pucka.

[nsa nekapCTBEHHbIX CpedcTB, MMEeLWMX NiaH No apmMakoHaa3opy M MUHUMKU3ALMN pyUcCKa, NpeaioxeHns
OOIMKHbI ObITb BKMOYEHBI B NnaH No doapmMakoHaa3opy U NiaH MUHUMM3auumM pucka.

8.5.20 Pasgen MNOB «[MMpunoxenus k NMNOB»

MOB porxeH BkNtoYaTh criegyoLmne NPUNOXeHNs:

1. CnpaBoyHas uHpopmaums

2. KymynsatuBHble ob6o6watowmne TabnuyHble OaHHble MO CEePbe3HbIM  HeXernaTenbHbIM - SABMEHUsIM,
BbISIBNEHHbIM B XOA€E KNMMHUYECKUX UCCreaoBaHUin/UcnbITaHun

3. KymynsatuBHble u MHTepBanbHble obobLyatowme TabrnuyHble AaHHble MO CEPbE3HbIM U HECEPLE3HBIM
HexxenaTenbHbIM peakumsiM Nno AaHHbIM NOCTPErMCTPaLMOHHOIO NPUMEHEHUS

4. TabnuyHble gaHHbIe NO cUrHanam

5. OueHka curHanos, ecnv NPUMEHUMO

6. MepeyeHb Bcex NOCTPErMCTPaLMOHHbLIX UccneaoBaHuiA no 6e3onacHoCTU

8.6 Cucrema kavectBa NNOB Ha ypoBHe AepKaTens permcTpaLMoHHbIX yAOCTOBEPEHUN

[epxatenb perncTpaumoHHOro y4oCTOBEPEHUS JOMKEH UMETb CHOPMUPOBAHHBLIE CTPYKTYPbl U MpPOLIECChI
Ons NOArOTOBKM, KOHTpONs kavectBa, ob3opa u npepctaesneHua OB, BknYas KOHTPOMb MCMOMHEHUA B
npowecce M nocrne ux oueHkN. [daHHble CTPYKTYpbl M NpouecChbl AOMKHblI ObiTb OMNUCaHbl B MUCbMEHHbIX
npoLieaypax cucTemMbl KadecTBa AepXKaTernsi permcTpaunoHHOro yaoCTOBEPEHUS.

Mpouecchbl hapmakoHag3opa BKNKOYAT pag HanpaBfieHUR, KOTOpble MOryT OKasaTb HEMoCpeacTBEHHOE
BNuAHne Ha kadvectBo [1OB (Hanpumep, obpaboTka COOOLLEHMIN O HeXenaTeNbHbIX peakumsx, NOMyYeHHbIX B
pamkax CrMOHTaHHOrO PenopTMPOBAHMSA WMAWU KINUHUYECKUX WCCrneaoBaHuin; o030p nuTepaTypbl; BbIsIBIIEHUE,
Banugauus w oOueHKa CurHana; [OOMNoNHUTENbHblE Mepbl Mo dapMakoHaa3opy M NOCTperncTpauuoHHOM
nccrnenoBaTenbCckon AesTenbHOCTU; npouenypbl 00paboTkn M 06beaMHEHUst OaHHbLIX MPU OLEHKE MONb3bl U
pucka un wuHble). Cuctema KayecTBa [OfKHaA ONUCLIBaTb B3aMMOCBS3b Mexay npoLeccamu, KaHanbl
nHdopMupoBaHMs n obsizaHHOCTM NO npoueaypam cbopa BCeW MMELEN OTHOLIEHWE WHopMauun ans
BkntodeHuss B MOB. [domkHbl ObiTb paspaboTaHbl U BHeAPEHbl AOKYMEHTUPOBaHHbIE Mpoueaypbl N0 KOHTPOSO
KayecTBa NpoLLeCCoB C Lienblo obecnevyeHnst NomHOTHI U TOYHOCTU AaHHbIX, npeactaensemMbix B MOB. BaxHOCTb
WHTErpMpoBaHHON OLIEHKM COOTHOLUEHUS MOMb3a-puck onpegenseTr HeobxoammocTb obecneveHus Bknaga
pasnuyHbIX genapTameHTos/oTaenos npu nogrotoeke MOB.

MOB gomkeH cogepXkaTb OLIEHKY CreLmanbHbIX 3anpocoB No acnektam npodunst 6e30nacHOCTU CO CTOPOHBbI
YNOMHOMOYEHHbIX OpraHoB. Y gepxaTens perncTpaumoHHOro YAOCTOBEPEHUS OOSMKEH MMETbCA MeXaHU3M,
obecneymBaroLLni Hagnexayto o6paboTKy 1 OTBETbI Ha 3anNpPOChkl YNONTHOMOYEHHbIX OpraHoB.

MpenctaeneHre obobWwarwmnx TabnuyHbIX OaHHbIX OOMMKHO MoABepraTtbCs Mpoueaype Bepudukauum
OaHHbIX B OTHOWeEHMM 0a3 OaHHbIX AepxaTenst PerMcTpauMoHHOro YAOCTOBEpPEHUs C Lenbio obecneveHus
TOYHOCTW U NOSTHOTbI NPEACTaBMSEMbIX OAHHbIX B OTHOLUEHUW HexenaTenbHbIX peakuuin/asneHui. NMpoueccol
pasmelleHnst 3anpocoB B 0a3e AaHHbIX, UCMOMb3yeMble napameTpbl ANA M3BNEYEeHMs AaHHbIX W KOHTPOSb
KayecTBa JOMKHbI ObITb Hagnexal M obpa3omM 4OKYMEHTUPOBaHDI.

Hapnexalasa cuctema kayecTBa AepXatens perucTpalyMoHHOrO YAOCTOBEPEHUSA LOMMKHA UCKIOYUTL PUCK
HEBbIMOJTHEHMS AepXXaTenem perMcTpaumMoHHOro yaocToBepeHus TpeboBaHuiA 3akoHoAaTENbCTBA, TakUX Kak:

- HenpeacTaBneHne oTyeTa: nonHoe HenpeacTtaeneHue NOB, HapyweHue rpaduka unmu cpokos nogayn NOB
(6e3 npenBapuTENBHOrO COrNacoBaHNs C YNOTHOMOYEHHbBIMU OpraHamu);

- HeOBOCHOBaHHOE HenpeacTaBeHne 3anpoLleHHON MHopMaLuu;

- HN3KOE Ka4yecTBO OTYETOB (MSIOXOe OOKYMEHTMpOBaHMe NnMbo HegocTaTouvHasi MHpopMauusa MnmM OLeHKa
npegcraBneHa no HoBoW MHGopMaumm no 6esonacHocT, curHanbl No 6e30nacHOCTM, OLEeHKa pUCKa, OLEeHKa
Nnonb3bl U MHTErPUPOBaAHHBLIA aHanmn3 COOTHOLLUEHMSI MOMb3a-pucK, OTCYTCTBUE YKa3aHME O HeNpaBUiibHOM
NPMMEHEHUM,  OTCYTCTBME  CTaHOApPTHOM  TEepMMHOMNOrMM, HeobOCHOBAHHOE  WUCKMOYEHWE  Cry4vaes,
HenpeacTasneHne MHopmauumn No hakTopam pUcka);

- npepctaeneHune NMOB 6e3 OTpaXXeHUss paHee NONy4YeHHbIX 3aNpPOCOB OT YNOHOMOYEHHbIX OpPraHoB.
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Bce 3HauMMble OTKNOHEHMS OT nMpoueaypbl MNOAroToBKM W npeactaeneHnss MOB  gomkHbl  ObiTh
OOKYMEHTUPOBAHbI U COOTBETCTBYIOLLME KOPPEKTUPOBOYHbIE U Npeaynpexjarlime AeAcTBUSA NpuHAThL. [JaHHas
OOKyMeHTaUmMs AormkHa ObITb 4OCTYMHa B Noboe Bpems.

B cnyvyae penermpoBaHua obsAsaHHocTen no nogrotoBke [10B  TpeTbMM CTOpoHaM, [AepXartenb
PErnMcTpaLmMoHHOrO YAOCTOBEPEHMS AOMMKEeH 00ecneuntb Hanuune y TPeTbell CTOPOHbl Hagnexallen CUCTEMbI
kayecTBa, COOTBETCTBYIOLLEN TpeboBaHNAM 3akoHoAaTeNbLCTBA.

8.7 ObyyeHue nepcoHana npoueaypam no NOb

OTBETCTBEHHOCTLIO NULA YMNOMTHOMOYEHHOro Mo hapMakoHaa3opy, sABnseTca obecneyeHne Haanexallemn
KBanudukaumm, onbita U oby4yeHUs nepcoHana no apmakoHan3opy, OUEHKe MEAULUMHCKOM MHopmauun m
KOHTPOMNsi KayecTBa, 3a4eWCTBOBaHHbLIX B Mpouedypax MoAroToBkM, 00630pa, KOHTPONS Ka4vecTBa, OLEHKU U
npegcraenens MOB. [Npu  HeobXxoAMMOCTM BLINOMHSAETCS HeobxoguMmMoe OO0yyYeHue Mo pasfvyHbIM
COCTaBMsOLWMM MNpoLieccam, acnektaMm 3HaHui 1 Hasblkam. HanpaBneHus oby4eHns AOMKHbI BKIIOYATb acrnekTbl
3aKkoHOAAaTeNbCTBa, PYKOBOACTB, HAayYHYI0 OLIEHKY [aHHbIX, MUCbMEHHbIE Mpoueaypbl No acrnekram MoAroTOBKU
MOB. [okymeHTUpOBaHWE npouecca OOYyYEeHUA [OMKHO MOATBEPXOaTb €ro MpoXoXaeHne Ao Hadvana
BbINOMHEHUS COOTBETCTBYOLWMX yHKUMI o MOB.

8.8 MNMopspok npencraBneHus NOB

8.8.1 CraHpapTHbIN nopsaaok npeacrasneHus NObB

MepnoanyHOCTb U CPOKU NPEAcTaBfeHns MNepuoamndecknx OoT4eToB NO 6Ge3onacHOCTU JeKapCTBEHHbIX
CpeacTB  onpedensioTcs COMMacHO NepeyHto, YTBepXKO4aeMOoMy YMNONHOMOYEHHbIM opraHom Pecnybnunku
Benapyce.

[na nekapCTBEHHbIX CPEACTB, MeXAyHapogHOe HenaTeHTOBaHHOE HaMMEHOBaHUE KOTOPbIX HE BKITHOYEHO B
yKa3aHHbI nepeyeHb, nepuoanyHocTb npegctasneHus NOB cocTaenserT:

- Kaxkable 6 MecaueB OT MexayHapoaHoW AaTbl perMcTpauum Ha NPOTSKEHUW MEPBbLIX 2 NET;

- ©XKEroHO Ha NPOTSHXKEHNU NocneayLwmx 2 ner;

- Aanee - kaxable 3 roga.

Cpok nogaun NMOB oT gatbl okoH4YaHWs cbopa AaHHbIX cocTaBnsieT He bonee 90 kaneHgapHbIX AHEN.

8.8.2 BHeouepenHas nopaya NOB

MOB nognexut nogaye HesameanuTenbHO, B CPOK 0 60 kaneHgapHbIX AHEW, OT AaTbl NonyvyeHust
NMMCbMEHHOTrO 3anpoca yrnorTHOMOYEHHOro opraHa.

8.8.3 ®opma nopauum NOb

MOB nognexat nogaye B 3NEKTPOHHOM BMAE C BO3MOXHOCTbIO TEKCTOBOIO MOUCKA Ha PYCCKOM SA3bIKE UMK
aHIMUNCKOM A3blke C 0b6A3aTenbHbIM NEPEBOAOM Ha PYCCKUMA S3bIK CreayloLwWwmx pa3aenoB: KpaTkoro U3noXeHus
OCHOBHOIO CofepXaHus, MHTErPMPOBaAHHOIO aHanm3a COOTHOLLEHUS NONb3a-pUCK MO 0A0BPEHHbIM NOKa3aHUAM U
3aknoyeHns. Mo 3anpocy ynornHOMOYEHHOro opraHa AepxaTenb PerucTpaumoHHOro yAOoCTOBepeHUst 0bs3aH B
TeveHun 30 KaneHgapHbIX QHeW NpeacTaBUTb NepeBod Ha Pycckui A3bik apyrmux pasgenos MOB.

8.9 Mpouecc oueHku NMNOB

YNonHOMOYEHHbIM OpraHomMm [OJTKHO obecneynBaTbCa BbINOMTHEHNE OLEHKM nepnoanvyeckmx oT4eToB Mo
©e30nacHOCTU C Lenbto onpepneneHna CooTBETCTBUA TPGGOBaHMﬂM 3aKkoHoAaTenbCTBa, a TakKke BO3MOXXHbIX
N3MEeHeHUN I'Ipochnﬂ ©e3onacHocTu NeKapCTBeHHOro cpeacrtea M BIUAHUA OaHHbIX N3MEHEHNA Ha OLIeHKY
COOTHOLLUEeHUA nonb3a-puUCk NiekapCTBeHHOro cpeacTea.

9 YnpaBneHue curHanom

9.1 CTpYKTYyphI U npouecchl

9.1.1 /AcTOYHMKM Nony4YeHns curHanos u nx obpaboTtka

9.1.1.1 WCTOYHMKM NOMNyYeHUss CurHanoB BKOYAKOT BCe [AdaHHble, nonydaemble MNpyv  NpUMEHEHUU
nekapcTBEHHbIX CPEeACTB, BKNOYasa AOKITMHUYECKNE, KNMHUYECKNE AaHHble, AaHHble MeToaoB hapMakoHag3opa 1
CUCTEMbI KOHTpONsA kadyecTBa. [aHHble MOryT BKNOYaTb CBeOeHWs, MonyyYyaemble CUCTEMOW CMOHTaHHOro
penopTUpoBaHus, CUCTEMaMu aKTUBHOTO MOHUTOPUHra, B pe3ynbTarte MpoBEeAEeHUs HEeUHTEePBEHLMOHHbIX
nccrefoBaHUn, KNMHUYECKUX NCCNEAOoBaHUN U N3 APpYrMX UCTOYHUKOB MHopMaLu.

9.1.1.2 CurHanbl M3 CMOHTaHHbIX COOOLLEHUA MOXHO OOHapYXWUTb B WHAMBMOYAambHbLIX COODLLEHUSIX O
HexernaTenbHbIX peakuusix, BKYEHHbIX B 6asbl AaHHbIX O HeXenaTernbHbIX peakuusx, cTaTbaX M3 HaydyHoW
nutepaTtypbl, nepuvoguM4eckux oTvyeTax no 6es3onacHoCTM unu Apyron wuHdopmauuu, npeacTaBrieHHON
aepxaTtensamm perucTpaumoHHbIX YOOCTOBEPEHU B pamMKax HOpPMaTMBHO-NPaBOBbLIX Mpouedyp (Hanpumep,
M3MEHEeHNss 1 [JOMOSHEeHWs, NpoaneHue, obasatenbcTBa MO NOCTPErUCTPaUMOHHLIM  UCCNEQOBaHUAM) UK
NMOCTOSIHHO BbINOMHAEMOr0 MOHUTOPUHIA COOTHOLLIEHUS NOMNb3a-PUCK NEKAPCTBEHHBLIX CPeaCTB.

9.1.1.3 CurHanbl MoryT ObiTb BbIsIBNIEHbI NPY NPOBEAEHUM Pa3fUYHbIX BUAOB WCCNELOBaHWUI/UCMbITAHWN,
BKINtoYas AOKMMHUYECKNE, MHTEPBEHLIMOHHBIE U HEMHTEPBEHLUMOHHbIE UCCNEAOBaHUs, cucTemaTuieckme o63opbi,
MeTa-aHanu3bl. Pa3nuyHble BUAbl akTUBHOrO MOHWUTOPWHIra MOTryT MOMOraTb B BbISIBIIEHUM CUTHaNoOB, a Takke
CTMMYNMPOBAaTb NPOLLECC PENopTMPOBaHUS cneumnanMcTammu onpegeneHHbIX TUNOB HexXenaTenbHbIX peakumn.
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9.1.1.4 [pyrne UCTOYHMKM WHpopmMaumn BkroYaloT MHTepHeT-pecypchl, UngpoBble cpeacTBa (TakMe kak
obLwenocTynHble Beb-canTbl, coumanbHble ceTu, brnorn) unu gpyrve cucTembl, Yepes3 KOTOopble MauMeHTbl U
noTpeduTenyu MoryT coobLLMTb 06 ONbITE Pa3BUTUSA HeXenaTenbHbIX PeakLMii Ha NekapcTBEHHbIE CPEACTBaA.

9.1.2 MeTtogonorust 06paboTkn curHanos

9.1.2.1 OBHapyxeHue cUrHanoB JOMKHO NPUAEPKUBATLCS CTPYKTYPUPOBAHHOM U MPU3HAHHOW METOL0MN0MMK,
KOTopasi MOXeT BapbuMpoBaTbCH B 3aBUCMMOCTU OT BMAA NEKapCTBEHHOro CPeAcTBa, MO KOTOPOMY BbINOMHAETCH
npoueaypa.

9.1.2.2 C uenbio OLEHKN AoKa3aTeNbHOW OCHOBbI, MOATBEPXKAAIOLENA MOCTYNMBLUMIA CUrHamn, HeobGXO4MMO
NPUMEHATb CTPYKTYPUPOBAHHYIO U MPU3HAHHYIO METOAOMOruio, KoTopas OOfKHa NpuHMMaTb BO BHUMaHue
KMUHUYECKYIO 3HaYMMOCTb, CTENeHb AOCTOBEPHOCTW B3aMMOCBS3M, COMacoBaHHOCTb AaHHbIX, B3aMMOCBS3b
CTeneHn BO3OENCTBMA W peakuuu, MNPUYNHHO-CNEACTBEHHY0 CBA3b, OMOMNorM4eckylo npasgonofobHOCTb,
3KCnepuMeHTanbHble pesynbTaTbl, BOSMOXHbIE CXOAHbIE NO XapakTepy SBMEHUS AaHHbIE.

9.1.2.3 [lpu npuopuTM3aLMM CUTHAMNOB Y4YMUTbIBAIOT pasnuyHble (akTopbl: HOBU3HY BbISIBIEHHON
B3aMMOCBS3N UMW NEKapCTBEHHOro cpeacTBa, (hakTopbl, UMelLWMe OTHOLWEHWE K 3Ha4YMMOCTU B3aUMOCBSA3N,
CEepbe3HOCTM COOTBETCTBYIOLLEN peakumnm u hakTopbl, UMEILLNE OTHOLLEHUE K AOKYMEHTUPOBAHMIO COOOLLIEHMS.

9.1.3 lMNMpouecc 06paboTkn curHanos

9.1.3.1 BeeneHue

9.1.3.1.1 lpouecc 06paboTkn cCUrHanoB BKMOYAET BCe CTaauu OT BLISIBIIEHUS CuUrHamna g0 BblpaboTku
pekoMeHgaumin. MNpaBuna BbINOMHEHN 0OpabOTKM CUrHamoB MMEKT OTHOLLEHME KO BCEM 3aUHTEPECOBaHHbLIM
CTOPOHaM, y4acTBYHOLLMM B KOHTPOre 6e30MnacHOCTU 3aperMcTpUpOBaHHbIX NEeKapCTBEHHBLIX CPeacTB.

9.1.3.1.2 lNpouecc 06paboTkm curHanoB BKIHOYAET crieaytoLimne cTagum:

- BbISIBIIEHWE cuUrHana;

- Banvpauus curHana;

- aHanu3 u npuopuTU3auuns curHana;

- OLeHKa curHana;

- pekomeHaaumm no AencTBUAM;

- 0bmeH nHopmauuen.

9.1.3.1.3 HecmoTpa Ha TO, u4TO 3TM CTaguW, Kak MpaBuro, MNPUOEPXKMBAOTCA  NOTMYECKON
nocneaoBaTernbHOCTU, WWMPOKUA psf AOCTYMHbIX MCTOYHUKOB MHAOPMaUMK, UCMNOMb3yeMblX AN OBHapyXeHus
curHanoB, MOXeT notpeboBaTb rMbkocTn B 06paboTke cMrHanoB, Hanpumep:

a) Koroa obHapyxeHue curHanoB B OCHOBHOM 6GasvpyeTcsi Ha 0630pe MHAMBMAYarbHbIX COOGLLUEHWUA O
HexenaTenbHbIX peakuusx, npouegypa MOXeT BKNoYvaTb BepudmKaumio 1 NpeaBapuTeribHy0 Npruoputusanuio
OBHapyXeHHoro curHana;

6) Ecnn curHan BbisiBNeH no obbeauMHEeHHbIM pesynbTaTaM WCCrenoBaHus, Kak npaBuno, HEBO3MOXHO
OUEeHWUTb Kakgoe WHAMBMAyanbHoe cooblleHve, M B pesynbTaTe Banuvgauum MoxeT noTpeboBaTbcs cOop
AOMOMHUTENbHbLIX AaHHbIX;

B) PekomeHgaumm no AenctBnsaM (C nNocneaylowuMm MPUHATUEM peLUeHWss COrmacHo AencTByolemMy
3aKoHodaTenbCcTBY) U OOMEH MHdopMaLunen ABMSIOTCA KOMMOHEHTaMK, KOTOpble HeOOXOAMMO Y4uTbIBaTb Ha
Kapk4on cTagum npouecca.

9.1.3.2 BoigBrnieHune curHana

9.1.3.2.1 Ko BCceM MeTodaMm BbISIBIIEHWNS CUrHana NnpuMeHsTcs crneayowue TpebosaHus:

- UCMOoNb3yeMbI METOA, OOMKEH COOTBETCTBOBATb OOBEMY AaHHbIX; HaMpUMep, UCMNOSb30BaHNE CIOXHbIX
CTaTUCTUYECKNX METOA0B MOXET HE NOAXOAUTb AN HeOOoNbLUIOro obbema AaHHbIX;

- He0BXOAMMO YyUUTbIBaTb AaHHbIE U30 BCEX COOTBETCTBYHOLLMX UCTOYHMKOB;

-B HanuMuuMum [JOMKHbl ObITb CUCTEMbl, FapaHTUPYIOLUME KavyecTBO BbINOMHAEMON AesaTenbHOCTU Mo
0BHapyXeHWIO AaHHbIX;

- pesynbTatbl 0030pa KyMyNATMBHbIX [AaHHbIX [OSPKHbI CBOEBPEMEHHO W Haanexawmm obpasom
OoLeHMBaTbCS KBanuMuULMpOBaHHbLIM NIULIOM;

- Npu obHapyXeHWUN yrpo3bl ObLLECTBEHHOMY 340POBbI AOIMKHBI NpeanpuHMMaTbCca He3ameanuTenbHble U
appeKkTUBHLIE OENCTBUS;

- Npouecc BbISBMEHUA CUrHanoB [JOMmKeH ObiTb Hagnexawmm obpa3oM [OOKYMEHTMPOBaH, BKIIOYas
obocHoBaHWe MeToda 1 NePUOANYHOCTM BbINOMHEHUS OENCTBMI MO OBHAPYXXEHUI0 CUrHaNoB.

9.1.3.2.2 OGHapyxeHue curHanoB Mo Ge30MacHOCTM MOXHO OCYLLECTBNATb HA OCHOBaHWM o63opa 6a3
AaHHbIX WHAOMBMAYaNbHbIX COOOLLEHMI O HexenaTenbHbIX peakuusax, CTaTUCTMYECKOro aHanu3a Gonblumx 6a3s
AaHHbIX UMY HA OCHOBaHWUM KOMBWMHUPOBAHHOMO NOAX04a, OCHOBAHHOIO Ha COMETaHUM 3TUX OBYX METOLOB.

9.1.3.2.3 O630p MHAMBMAYarNbHbLIX OTYETOB O He30NacHOCTU

MHavBuayanbHble COOBLLEHNA O HeXenaTenbHbIX peakumsax MOryT 6biTb NONyYeHbl U3 CMOHTAHHOW CUCTEMBI
penopTUPOBaHUS, aKTUBHBLIX (DOPM MOHUTOPMHIa, KIMHUYECKUX UCCNEL0BaHUIA U MOryT ObiTb ONyOnMKoBaHbl B
MeOWLMHCKON nuTepaTtype. [Jaxe OOHOro COOOLLEHUSI O CEPbE3HOM WIM TSXKEMNOW HexenaTenbHOW peakumu
(Hanpumep, oaHo coobLieHne 06 aHahuNakTUYEeCKoM LLOKE) MOXET BbITb 4OCTAaTOYHO ANg TOro, YTobbl 06paTnTL
Ha 3TO coobLleHWe BHUMaAHWE W NpPeanpuHATb AanbHenwuve aencteusa. VHdopmaums, nognexalias oueHke,
OOMMKHa BKIOYaTb KOMMYECTBO COOBLLEHUIA (MOCre MCKITYEHUS MOBTOPSIOWMXCH COOBLLEHNA 1 COOBLLEeHNN,
0hOpMIEHHBIX HeHaanexalwnm obpasom), gemorpaduyeckme gaHHble nauueHta (Hanpumep, Bo3pacT W non),
nogospeBaemMoe fekapCTBEHHOe CpeacTBO (Hanpumep, BBedeHHas [03a) W HexenaTemnbHyl  peakuuio

76



TKIN 564-2015

(Hanpumep, NpU3HaKM U CUMNTOMbI), BPEMEHHYIO B3aUMOCBSA3b, KIMUHUYECKUIA UCXOL B CBA3M C NPOAOIHKEHNEM
UNM nNpekpaLleHneMm npuvemMa neKkapCcTBEHHONo CPeACTBa, Hanuume noTeHUManbHbIX anbTePHATMBHbBIX MPUYUH
pasBUTUA HeXenaTenbHOro $IBMEHUsl, OLIEHKY OTnpaBUTENEM COOOLEHUA MPUYNHHO-CIIEACTBEHHOW CBA3N U
[OCTOBEPHOCTb BMONOrM4eckon 1 hapmMakornormiyeckon CBA3w.

9.1.3.2.4 Cratuctnyeckne aHanmsbl B 6onbLUnx 6asax AaHHbIX

CylecTBylOT pasnuyHble CTaTUCTMYECKME METOAbl aBTOMATMYECKOrO BbISBMEHUSI CUrHaroB UCXOAs U3
HEenponopunoHanbLHOCTM  KonuyecTBa OT4eToB, T.e. 0Oonee BbICOKMA YPOBEHb  PEMOPTUPOBaAHUS O
npegnonaraemMo  NOAO3PEBAEMON  HeXenaTenbHOW  peakuum Ha  COOTBETCTBYWOLIEe  OeNCTByloLee
BELLECTBO/NeKapCTBEHHOE CPEACTBO MO CPABHEHWUIO C APYrMMU OENCTBYIOLMMU BellecTBaMu/nekapcTBEHHbIMA
cpeactBamn B 6ase AaHHbIX. icnonb3oBaHMe CTaTUCTUMYECKUX METOLOB NOAXOAUT He Ans Bcex cuTyaumi. [Npu
NCMNOb30BaHNM CTAaTUCTUHECKMX METOOOB M BbIOOPE KPUTEPUEB MOEHTMMUKALUM CUrHANoOB crieayeT y4uTbiBaTb
06beM AaHHbIX, NOMTHOTY AOCTYMHON UHPOPMaLNN N CEPbE3HOCTb HEXENaTenbHOW peakuum.

MepnoanYHOCTL BbINOMIHEHMS CTATUCTUYECKOro aHanmn3a 6asbl AaHHbIX U FeHepUpPOBaHUSA CTaTUCTUYECKOrO
oTyeTa 3aBUCUT OT XapakTEPUCTUKM AEUCTBYIOLLEro BeLLeCTBa/NMEKapCTBEHHONO CpeacTBa, MokasaHunm K
NPUMEHEHMIO 1 NOTEHUMANbHBLIX MU NAEHTUDNLNPOBAHHBIX PUCKOB.

9.1.3.2.5 KomGu1Haumsa cTaTUCTUYECKUX METOAOB 1 0030pa UHAMBUAYarbHbLIX OTYETOB O 6e30MacHOCTU

Cratuctnyeckme ot4yeTbl MOryT OblTb NpedHasHayeHbl ANS BbISIBNEHWS NOAO3pPEBaEMbIX HexernaTenbHbIX
peakuuii, COOTBETCTBYHOLIMX MpPeaBapuUTENbHO OnpederieHHbIM  KPUTEPUSIM  YacTOTbl, CTEMNEHU TSXKECTH,
KNMUHUYECKON 3HAYMMOCTU, HOBU3HbI UMM CTaTUCTUYECKOW B3aUMOCBA3N. Takue punbTpytolme MeToabl MOryT
ynpocTuTb OTOOp HamMbornee BaXHbIX WMHOMBMAYaIbHbIX COOOLWEHWA O HexenaTemnbHbIX — peakuusx,
paccmaTpuBaeMbIX Ha nepBoi ctagum npouenypbl. MNpegenbHoe 3HavyeHue nokasaTens, MCNonb3yeMoe B 3TOM
unbTPyoLLEM MpoLecce (HanpuMep, He MeHee TpeX COOBLLEHWUn), MOXET BapbUpOBaTbCs B 3aBUCUMOCTU OT
KNMUHUYECKON 3HAYMMOCTU MOLO3PEBAEMON HeXenaTenbHOW peakumMM U curHana, BnusHUA Ha obLiecTBEeHHOe
3[10pPOBbE U CTEMEHU pacnpPOCTPaHEHHOCTW UCMOMb30BaHUSA NEKapCTBEHHbIX CPeaCTB.

Mpu Mcnonb3oBaHMU aBTOMATUYECKOrO CKPUHMHIa B Npouecce obOHapyXeHWUs CUrHaroB COOTBETCTBYHOLLME
MHOMBMAYarnbHbIE COOOLLEHMSA O HEXenaTernbHbIX peakumax crnegyeT B AanbHeENWeM ndydaTtb no OTAEMNbHOCTH.

HesaBMCMMO OT MCMOMb3yeMOro CTaTUCTUYEeCKOro MeToda, npouenypa ObHapyXeHusi cuUrHanoB Bcerga
OOIKHa BKMOYaTb KIMUHUYECKYID OUEeHKY. CTaTUCTUYECKMN MeTon ABRsieTCs LOMOSHUTENbHbIM - METOLOM
npoLiecca BbIsIBNEHNA 1 Banugaumm curHana.

9.1.3.3 Bannpgauusa curHana

9.1.3.3.1 llpn BbIABNEHMM CUrHanNa pJanee BbINOMHAETCA OLEeHKa [AaHHbIX C LUenbio Bepudukaumm um
noaTBePXAEHUs1 TOro pakta, YTO AOCTYMNHast UHPOPMaLMA COOEPXKMT AOCTaTOUYHbIE fOKa3aTeNnbCTBa BbIABNEHUA
HOBOW NOTEHLMAaNbHON NPUYMHHO-CNEACTBEHHOW CBSA3M UM HOBOM acrnekTe paHee YCTaHOBIEHHOW B3aUMOCBS3N.
PesynbTaTbl Banvgauumn onpeaenstoT HeobXxogMMoCTb JanbHenWen OLeHKM curHana.

Mpu BbINONHEHMN NpoLeaypbl Banugauum curHana, HesaBMCcMMO OT UCTOYHUKA ero norny4YeHnsi, Heobxoanmo
yuuTbIBaTb cregytoLlee:

a) KnnHnyeckasi 3Ha4MMocCTb, Hanpumep:

- YPOBEHb A0Ka3aTENbHOCTU B OTHOLLEHUN NPUYUHBI SIBNEHNSA (Hanpumep, KONMYeCcTBO COOBLLEHMI C yYETOM
BO34ENCTBMSA, BPEMEHHOM  B3aMMOCBSA3MU, npaeBgonogo0GHOCTU/BEPOATHOCTU  MEXaHu3mMa  pasBUTUS
HexenaTenbHOM peakuun, pe3ynbTaTtoB OTMEHbl M MOBTOPHOMO Ha3HA4YeHWs NEeKapCTBEHHOro CpeacTsa,
anbTepHaTUBHOIO 06 bACHEHUSA/MHBLIX NPUYNHHBIX (DaKTOPOB);

- CEepbe3HOCTb HeXxenaTenbHOM peakunn n ee Ucxog;

- HOBM3Ha peakLmmn (HanpuMep, HOBbIE U CEpPbEe3HbIe HEXeNnaTenbHblEe peakLmm);

- KNMIMHUYECKMIN KOHTEKCT (Hanpumep, Nogo3peHne Ha KNMHUYECKUA CUHOPOM, BKIoYasa apyrue peakumm);

- BO3MOXHbI€ NIeKapCTBEHHbIE B3aUMOAENCTBUS U peakLmm Y 0cobbIX rpynn NaLMeHToB.

0) MpeawecTeytowasa nHdpopmaums:

- IHCpopMaLUSA yKe BKITHOYEHA B KPATKYHO XapaKTePUCTUKY NEKapCTBEHHOrO CpeacTBa U NMCTOK-BKNaabILL;

- CUrHamn yxe OueHeH YNosIHOMOYeHHbIM opraHom B [1OB unu nnaHe ynpasnenus puckamu (MYP), nubo
obcyXdeH Ha ypOBHE Hay4yHOro 3KCMEePTHOro KOMUTETA, NMOO SBMSNCA OCHOBaHWEM [M1S1 PErynsiTopHON
npoweaypsbl.

Kak npasuno, Banugauum nognexar curHanbl, He OTHOCALUMECHA K Bbllleyka3aHHbIM. OgHako no yxe
N3BECTHLIM CUrHanaM MoxeT noTpeboBaTbCs NpoBedeHVe Banugauum B clydae NnoAo3peBaemMoro BhbiSIBIIEHUS
OTNMYUIA NO YacToTe pasBUTUA, ONUTENBHOCTM NEPCUCTUPOBAHMUS, CTEMEHM TSXKECTU UMK Mcxoda (Hanpumep,
BbISIBNIEHHbIA BO B3aMMOCBA3W NeTanbHbI UCXOA) MO CPaBHEHMIO C AAaHHBIMWU/XapaKTEPUCTUKON, BKITIOYEHHBIMA B
WHCTPYKLMIO NO MEOMULMHCKOMY NPUMEHEHUIO UM paHee paccMaTpmMBaeMbIiMUM YOSTHOMOYEHHBIM OPraHoM.

B) Hannune ppyrMx COOTBETCTBYIOLWMX WCTOYHMKOB WHGOpMauum C 6OnblMM 06bEMOM OaHHbLIX MO
onpeneneHHon HexenaTenbHON peakunu:

- NuTepaTypHble AaHHble O NOAOOHbIX COOBLLEHMSAX;

- 3KCMepUMeHTarnbHble pe3ynbTaTbl UMM GMONOrMYeckme MexaHuambl;

- 0630p Gonee KpynHbix 6a3 AaHHbIX (06beanHeHHble 6a3bl 4aHHBIX YNOMHOMOYEHHbBIX OPraHoB).

9.1.3.3.3 CurHan npuobpeTtaeT cTaTyCc BanvaMPOBaHHONO, €CN MpoLEecC BepudUuKauum BCen MMeoLLEen
OTHOLLEHME OOKYMEHTaLUMWU CBMAETENBbCTBYET O NPEANONOXNUTENbHO HOBON NMPUYNMHHO-CNEACTBEHHOM CBA3U UMK
HOBOM acreKkTe U3BECTHOW B3aMMOCBS3U, U, CrieqoBaTesibHO, iBNseTcs 060CHOBaHMEM AanbHENLWEeNR OLEHKN.
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9.1.3.3.4 CvrHan, onst KOTOpPOro B NpoLecce Banugauuy He 6bina nogTBepXaeHa NpeanonoXuTensHO HoBast
NPUYMHHO-CNEACTBEHHON CBSA3b UIM HOBbIA acrekT M3BECTHOM B3auUMOCBA3KN, MOXET noTpeboBaTh BbIMNOMHEHUSA
JanbHenwero aHanuaa, Hanpumep, B CnyyYyasx HeAOCTaTOMHOCTU  KONMYecTBa  JOKYMEHTauuu o
COOTBETCTBYIOLLEMY CIyyal HexenaTenoHon peakunmn. B nogobOHbIX criyvasix HoBble COOOLLEHUs O
HexenaTenbHbIX peakunsax unu pesynbTaTbl Nocrneaylowero HabniaeHus No paHee MOMyYeHHbIM Criydyasm u3s
nepuoga NocTperncTpaLMoHHOro HabnoaeHUs LOMKHbI NepecMaTpmuBaThCs Yepe3 COOTBETCTBYOLLME Mepuoabl
BPEMEHM C Lienbto obecneyeHns yyeta u paccMOTPEHUSA BCEX COOTBETCTBYHOLLMX COOOLLEHMN.

9.1.3.3.5 [lep>xaTenu pernctpaumoHHbIX YO0CTOBEPEHMI U YNONTHOMOYEHHbIA OpraH AOSKHbI UMETb CUCTEMBbI
OTCNEeXUBaHMA C LEenbio y4yeTa pedynbTaToB BanMgauum CUrHanoB, BKIOYasa U3ydeHne 1 oTCnexmsaHne NpudmH,
No KOTOPbIM CUrHambl He ObINW MPUHATBHI KaK CBUOETENbCTBYOLWNE O NPEeanonoXUTENbHO HOBOW MPUYMHHO-
CNeACTBEHHOWN CBSA3M UMM HOBOM acrnekTe M3BECTHOW B3aUMOCBSI3UN, a Takke MHGopmMaumm, kotopas nomorna ool
B MOMCKe NOOOOBHbIX Cry4YaeB U OLlEHKE CUrHanoB.

9.1.3.4 AHanu3 u npuop1TU3aLnsa CUrHanos

9.1.3.4.1 Knio4yeBbIM 3NEMEHTOM MpoLecca ynpaBfeHus CcurHanamuM SBMsieTCs He3amennuTerbHoe
onpefeneHMe Mx BIUAHUSA Ha OOLECTBEHHOE 340pPOBbE WM COOTHOLUEHWE MNONib3a-pUCK FEeKapCTBEHHOroO
CpeAcTBa y NauMeHToB, NOABEepraoLLnxca Bo3nencTauio. MNMpouecc npruopntmsaunmn SOMmKeH BKOYaTb:

a) noKasaTenbHOCTb W COrMacoBaHHOCTb WMHGOpMaLMK, Hanpumep, Ouonormyeckas AOCTOBEPHOCTb,
O0onbLLOE KONMMYECTBO OOCTOBEPHBIX CriyYaeB, COOBLLEHHBLIX B TEYEHNE HEMPOLOMKUTENBHOMO Nepnoaa BpeMeHH,
BbICOKME 3Ha4yeHMs1 nokasatens o AUCMPONOPLMOHANbHOCTU, ObICTPOE YBENMYEeHMe JTOro nokasaTens C
TEYEeHNEM BPEMEHU, NOeHTUDMKaALUNA CUrHana B pasHbIX YCNOBUAX NPUMEHEHMS (Hanpumep, B aMbynaTtopHon 1
KNMUHNYECKOWN NPaKTUKE), UCTOUHUKN NN CTPaHbI, N3 KOTOPbIX MNOMYyY€eHbl AaHHbIE;

- BNMUAHME Ha NauWEeHTOB, B 3aBUCMMOCTU OT CTENeHW TskecTu, obpaTuMocTW, noTeHumana
npeaoTBpalleHnss U KIMHUYECKOrO UCXOAa HexenaTenbHOW peakuuu, pesynbTaTbl NpekpalieHust nevyeHus
NPUMEHNTENBHO K TEYEHU0 3aboneBaHnsa 1 apyrue TepaneBTUYECKNE noKkasaTenu;

- BNMUAHME Ha obLlecTBEHHOE 340pOBbEe, B 3aBMCUMOCTM OT CTEMEHM WUCNOSb30BaHUSA NeKapCTBEHHOro
cpeacTsa B 06LLEen rpynne nauneHToB U B NONYMSILMOHHBIX rpynnax pucka (Hanpumep, nekapcTBeHHbIE CPeACTBa,
ucnonbdyemble 6GepemMeHHbIM XEHLUHaAMKU, OeTbMW UMM NOXUMbIMK NIoAbMUM) U crnocoba MCNonb3oBaHUSA
NeKapCTBEHHOro cpeacTtea (Hanpumep, HenpaBUbHOE MCMOMb30BaHWE UMM UCMOMb30BaHME He MO 3asiBNEHHbIM
nokasaHusiM); BNUsiHMe Ha 0bLLEeCTBEHHOE 340POBbE MOXET BKIOYATb OLIEHKY KONMYECTBA NaLMEHTOB, Y KOTOPbIX
MOXET pa3BUTLCS Cepbe3Hasa HexenaTternbHas peakumsi, 3TO KONMMYECTBO AOMKHO ObiTb N3y4YEHO MO OTHOLLIEHUIO K
ob6uen BbIOOpke naumMeHToB B OOLWen rpynne, rpynne nauMeHTOB C LeneBbiM 3aboneBaHWeM W rpynne
naumneHToB, NOABEPILUNXCA BO3AENCTBUIIO;

- NOBbILUEHHAs YacToTa UMM CTENEHb TSXKECTb U3BECTHOMO HeXenaTenbHOro 4enNCcTBus;

- HOBM3Ha MOAO3PEBAEMON HEXenaTenbHON peakumn, Hanpumep, Korga HeusBecTHas nogo3peBaemas
HexenaTenbHasi peakuunsi pas3BMBaETCA BCKOpE Mocre MNOCTYMNEeHUs HOBOro JIeKapCTBEHHOrO MpOAYyKTa B
MEANLMHCKYI0 NPaKTUKY;

- €Cnn 3asiBfieHne Ha NonydYeHne perncTpaumoHHOro yaoCTOBEPEHNS HOBOMO AEWCTBYIOLLErO BELLECTBA BCE
elle HaxoguTcs Ha pacCMOTPEHUWN HaLMOHalbHbIM YNOMIHOMOYEHHbIM OpraHoM M curHan o 6GesonacHocTu
NonyyeH 13 TpeTben CTpaHbl, B KOTOPON 3TO NieKapCTBEHHOE CPEACTBO YXXE 3aperncTpupoBaHo, unv B nHou 6ase
OaHHbIX NO HexenaTenbHbIM peakuusaM obHapyXeHa Tshkenasa HexenaternbHas peakumsi U3 TpeTbew CTpaHbl,
3TOMY CUrHany Takke JOJPKHO ObiTb YAEeNeHO BHUMaHMeE.

9.1.3.4.2 B HeKkOTOpbIX Cry4Yasx NPUOPUTETHOE 3HayYeHMe OLEHKU MOXeT OblTb OTAaHO CcurHanam,
NoNyYeHHbIM B OTHOLUEHUMN NEKAPCTBEHHbIX CPEACTB UMK ABMEHUA C NOTEeHUManbHbiM BbICOKMM BHUMAHWEM CO
ctopoHbl CMW 1 3anHTepecoBaHHbIX CTOPOH papMakoHaz3opa C Lenbl He3aMeanuTenbHOro LOHeCceHus [0
00LLECTBEHHOCTUN N MEeOMULMHCKUX PAaBOTHUKOB Pe3yNbTaToOB TAaKoN OLIEHKM.

9.1.3.4.3 PesynbTaT npouenypbl NPUopmuTM3aLnmn curHana AormkeH BKIYaTh peEKOMEeHAALMIO MO BPEMEHHbBIM
pamkam OLEHKM curHana.

9.1.3.4.4 Pe3ynbTaT npoueaypbl NpMopuTM3aumMm curHana gormkeH ObiTb 3aHECEH B CUCTEMY OTCIEXMBaHMS
¢ 060CHOBaHNEM NPUCBOEHHOIO YPOBHS NPUOPUTMU3ALMM CUrHana.

9.1.3.5 OueHka curHanos

9.1.3.5.1 Llenbio OLEHKN CUrHanoB SABMSIETCS W3yYeHWe [oKa3aTenbCTB MPUYNHHO-CIIEACTBEHHOW CBA3U
HexenaTenbHOW peakuun U NOAO03PEBAEMOrO NEKAPCTBEHHOrO CpeactBa C LeNbi KONMMYECTBEHHOW OLEHKU
B3aMMOCBA3M (NpeanoyvtTuTenbHO B abCOMOTHLIX BenuMyuHax) W onpefeneHus Heobxogmmoctn cbopa
OOMNOMNHUTENBHBLIX  AAHHBIX WU  MPUHATUSA  PEerynaTtopHbiX mMep. OueHka COoCTOMT K3  TWaTenbHOro
hapMaKkonorm4yeckoro, MeQULUHCKOrO U 3NnaeMUOorNorm4eckoro uU3ydeHuss BCem MMetoLenca MHdopmauumn no
cooTBeTCTBYlOWEeMy curHany. O6G3op OOMKeH BKMYaTb AOCTYMHble dhapMakonormieckue, OOKIMHUYECKME U
KNUHUYECKUEe [aHHble U A0MMKeH OblTb MakCMMaribHO MOSIHbIM MPUMEHUTESNBHO K WMCTOYHMKAM MOMyvYeHus
WHpopmaLmn, BKNtoYast JaHHbIE AOCbe NEKapCTBEHHOrO CPpeAcTBa Mpu nogadve 3asiBMEHUSI Ha perMcTpauuio u
nocriegyoLme N3MeHeHUs, nMTepaTypHble CTaTbW, CNOHTaHHbIE COOBLLEHNS 1 HEONYDONMKOBaHHYO MHopMaLuto
OT [fepxaTenem perucTpaumMoHHbIX YAOCTOBEPEHUA W HaALMWOHamnbHbIX YMOMHOMOYEHHbIX OpraHoB. Takke
HeobX0oAMMO yuUTbIBaTb PEKOMEHOaLMM BHELHMX 3KcnepToB. Ecnn mHdopmMauma nonyvyeHa M3 HECKOSbKMX
WUCTOYHMKOB, HEOOXOANUMO YUMTbIBaTb YPOBEHb UX J0OKA3ATENbHOCTU U OFpaHMYEHUS C LIeNbto OLEHKM UX BKNaga B
oLeHKy Bonpoca no 6esonacHoctn. COBOKyMNHast Hpopmaums 13 pasHbiX UCTOUHMKOB Takke TpebyeT Bbibopa
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MEeXOYHapOAHON MPU3HAHHOMW TEPMUHOMOMMM  MEAUUMHCKMX SBneHuin. B cnyyae oOTCyTCTBUA  Takoro
TEPMMWHOMOIMYECKOro onpeaerneHuns, HeobxoaumMo onepaLnoHHoe onpeaereHme.

9.1.3.5.2 B HekoTOpbIX Cry4Yasx curHanbl HeOBXOAMMO OLEHMBATL COrMacHO TepaneBTUYECKOMY YPOBHIO UMK
Knaccy CUCTEMbl OpraHoB, WM Ha YpOBHe CTaHOAPTM3UPOBAHHOIO 3anpoca B CcrioBape MeguLMHCKON
TepmuHonornm MedDRA. Mownck nHopmaumm MoxeT noTpeboBaTh BKIHOYEHUS OPYIUX NEKAPCTBEHHBIX CPEeacCTB
O[HOrO Knacca W ApYyrux HexenaTtenbHbIX peakuui, Hanpumep, OTHOCUTENBHO APYrUX TEPMUHOB, UMEIOLLNX
OTHOLLIEHME K CINIOXXHOMY 3aboneBaHuo (Hanpumep, HEBPUT 3PUTENBHOIO HEPBA Kak BO3MOXHbI NEPBbIA MpU3HaK
MHOXECTBEHHOrO CKrneposa), paHHen ctagumn peakuun (Hanpumep, yanuHeHne nHtepsana QT) nnu KMMHUYECKUM
OCMNOXHEHNsIM COOTBETCTBYIOLLLEN HeXernaTenbHON peakummn (Hanpumep, 06e3BOXMBaHWE UM OCTpas NovYeyHas
HeJOCTaTOYHOCTh).

9.1.3.5.3 C6op MHopMauum U3 pasHbIX UCTOYHNKOB MOXET 3aHATb Bpems. B uensx ontummnsauumn npouecca
MOXeT OblTb MCNONb30BaH, Hanpumep, MOLAaroBbI MeToq OUEeHKU curHana. YTo kacaeTca HOBOro curHana o
TsHKenow HebnaronpusaTHOW peakunu, MOXHO MPUHATL BPEMEHHbIE Mepbl, ecnn B pesynbTaTe nepeor cTtaguu
OLEHKM Ha OCHOBaHWM OOCTYNMHON MHpOpMaLMKN caenaH BbIBOA O NOTEHUMANbHOM PUCKE, KOTOPbIN HEOBX04UMO
npegoTBpaTUTb.

9.1.3.6 PekomeHngauumn no A4eNCTBMAM YNONHOMOYEHHbBIX OpraHoB

9.1.3.6.1 PekomeHgauuMnm no pesynbTaTam OUEHKM MOryT BapbMpOBaTbCA COrMacHO MNPUMEHUMOMY
3aKoHo4aTenbCTBY W BbIBOAY MO pesynbTaTam OLEHKM curHana.

HecmoTpsa Ha TO, 4TO, Kak npaBuNo, pekoMeHaauun AenarwTcs Mnocrne OUEeHKU curHana, Ha OCHOBaHWUMU
COBOKYMHOM WHpopmauun, HeobXoaAMMOCTb [LEWCTBUIM OLEeHMBAOT B XO4E BCEro npolecca ynpasBreHus
curHanom, onpegensisi 060CHOBaHHOCTb U LienecoobpasHoCcTb Bonee paHHUX AeNCTBUA NO MUHUMU3ALNK puUcka.

9.1.3.6.2 [denctBusa no pesynbTaTtam OLEHKM CUrHana MOryT BKMtovaTb OOMNOMHUTENbHOE U3yYeHne unu
Mepbl MUHUMW3aALUW PUCKOB, €CNW MeXaHu3Mbl pasBUTUS MNoJo3peBaemMon HebnaronpusaTHOW peakumnn
yKa3blBalOT Ha BO3MOXHOCTb NpeaynpexaeHns Unn CHUXEHNE CTENEHN TSHXKEeCTU HexenaTtenbHon peakuun. Ecnv
BbIBOJ OCHOBaH Ha OrpaHWYEeHHON MHopMauun, MoxeT notpeboBaTbCs NpoBefeHWe NOCTPErMCTPaLMOHHOIO
nccnenosaHusi 6€30MacHOCTU C LeNblo M3yYeHUs NoTeHUuanbHoro Bonpoca/npobnemMsl no 6e3onacHocTy.

9.1.3.6.3 Ecnu ynonHOMOYeHHbIM opraH 3anpawwvsaeT y AepXaTens perucTpauvoHHOro yaooCTOBEpEHUS
npoBedeHne OONOMNHUTENbHbLIX AEWUCTBUM, B TakOM 3anpoce HeobxoAumo ykasaTb CPOK, K KOTOPOMY AaHHble
OEeNCTBUS OOMKHbI ObITb BbINOMHEHbI, BKOYAs OTYETbl O AOCTUMHYTBIX LEensax 1 NpoOMEXYTOYHbIX pesyrbTarax,
NPONOPLUMOHanNbHO CTEMNEeHU TSHXKECTU U BNUSHUIO npobrnembl No 6e30nMacHOCTU Ha OOLIEeCTBEHHOE 300pOBbLE.
OepxaTenb perncTpalmMoHHOro YAOCTOBEPEHUS U YMOSTHOMOYEHHBIN OpraH AOMKHbl YYMTbIBaTb BO3MOXHOCTb
npoBeAeHns nccnegoBaHns B yCTaHOBMNEHHbIE BPEMEHHbBIE CPOKKM, C Y4E€TOM NapameTpoB UCCedyemMoro Bonpoca
6e3onacHOCTW, HanpuMep, 4YacTOoTbl pasBUTUS M NOTPEOHOCTM B MPOCMEKTUBHOM AW3aiHE WCCIEeOoBaHus.
CnepyeT yuuTbiBaTb BpEMEHHble Mepbl MO obecneyeHuto 6e3onacHoro 1 3PEPEKTUBHOTO NPUMEHEHNS
NeKapcTBEHHOro CpeAcTBa UMW YCTPAHEHUIO pUCKa, BKITOYAs BO3MOXHOCTb BPEMEHHOMO MPUOCTAHOBMEHUS
OEeNCTBUS perncTpaumoHHOro yaoCToBepeHns fiekapCcTBEHHOro cpeacTsa.

9.1.3.6.4 B cnyyae oTCyTCTBUS puUcKka ANs NalMeHToB, YNOSTHOMOYEHHbIN opraH MOXeT NPUHATL peLleHne o6
OTCYTCTBUM HEOOXOAUMOCTU fAanbHENLLEN OLEHKN UMK SanbHEeNLW X 0eNCTBUNA.

9.1.3.7 ObmeH uHdpopmaumen

9.1.3.7.1 Cnegyetr o6ecneuntb BO3MOXHOCTb  BbINOMHEHWss obOMeHa  UWHopMauuen  mexay
YMOMHOMOY€EHHbBIMU OpraHaMu, AepxaTensMu perMcTpaunmoHHOro YA0CTOBEPEHNS U OPYTMMU CTOPOHAMU C LiENbIo
pacnpocTpaHeHns MHOPMaLuM O curHanax, cbopa AOMOMHUTENbHbIX AaHHbIX, AanbHENLIEN OLEeHKU Bomnpoca
6€e30MacHOCTM U NPUHATMSA pelleHusa O 3aluTe 340poBbs NaumeHToB. BpemeHHble TpeboBaHusi no obmeHy
nHdopmMaumen MOryT BapbMpoBaTbCsl B 3aBUCMMOCTM OT Mpobrnembl Mo 6e3onacHocTW, HO MHdopMaums o
CUrHanax AormkHa BbITb pacnpocTpaHeHa cpasy Xe nocne BbINOMHEHUs npoueaypbl X Banugauum n npusHaHus
CUrHana BanuanpoBaHHbIM.

9.1.3.7.2 [lepxxaTenu perucTpaumMoHHbIX YOOCTOBEPEHMI NepeaaloT BCIO COOTBETCTBYOLLYIO MHAOPMaLMIO O
CUrHanax B YMOMHOMOYEHHLIN opraH (kak 4acTb obdA3aTenbCTB No  apMakoHag3opy M MOHUTOPUHIY
COOTHOLUEHUS MOrb3a-pUCK fekapCTBEHHOro cpeacTtsa). BannanpoBaHHble curHarbl, KOTOpble MOrYT OKasblBaTb
BNUsiHWE Ha obLLecTBEHHOEe 340pPOBbE U COOTHOLUEHME MONb3a-pUCK NEKapCTBEHHOrO CPpeacTBa, AOKHbI ObiTb
Hes3amegnuTensHO nepedaHbl B YNOMHOMOYEHHbIW OpraH, a Takke B COOTBETCTBYIOLLUMX Clyvasx nNpeactaBneHbl
NpeanoXeHns No BO3MOXHbIM AENCTBUSIM.

9.1.3.7.3 YNOonHOMOY€eHHbIN opraH nepefaeT pesynbTaThbl OLEHKN CUrHaNoB AepxaTensam perncTpaumoHHOro
YOOCTOBEPEHMUS.

9.1.4 TpeboBaHus K kayecTBY

9.1.4.1 lNpocnexmBaemMocTb

Banugauwms, npuoputusaums, oLueHka, BpeMeHHbIE CPOKU, peLleHus, AeNCTBUS, nNinaHbl, penoptTuposaHue, a
Takke Mpoyve Kn4deBble npoueaypbl OOMKHbI HagnexawmMm obpa3oMm AOKYMEHTUPOBaTbCA M Nepuoguyvecku
oTcnexvBaTbcs. CUCTEMbI OTCNEXMBAHUA TakkKe OOIMKHbI OblTb JOKYMEHTMPOBaHbI W BKMYaTb CUrHanbl, B
pe3ynbTate MNPOBEPKM KOTOPbIX Obln caenaH BbiIBO4 OO OTCYTCTBUM HOBOW MOTEHLMANbHOW MPUYMHHO-
CrneacTBEHHOW CBSA3M WM HOBOTO acriekta M3BECTHOW B3aMMOCBA3W, Tak Kak OHM MOryT npuenedyb ocoboe
BHMMaHWe B crnyyae nocriegyroLlero aHanmsa. Bece 3anucu gormkHbl nognexaTb apXUBUPOBAHMIO U XPaHEHUIO B
COOTBETCTBUW C OENCTBYIOLUMN NpoLueaypamu.
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9.1.4.2 Cuctembl KayecTBa 1 AOKYMEHTaLUs

9.1.4.2.1 BaxHo 0COBEHHOCTbIO CUCTEMBbI 06pPabOTKM CUrHamNoOB SIBMSIETCH 4YeTkoe LOKYMEHTMPOBaHME C
uenbto obecrnevyeHnss Hagnexawiero u 3PEPEKTUBHOIO (DYHKLUMOHMPOBAHUS CUCTEMbI, CTaH4apTU3auun
o6sizaHHOCTEW UM TpebyeMblX [LEWCTBWM, BLINOMHEHUSs 3TUX LEWUCTBMA NUUAMM C  COOTBETCTBYHOLLEN
KBanudukaumen n ux noHMMaHnsi BCeM1 BOBMEYEHHBbIMW CTOPOHAMU, OCYLLLECTBNEHNS HagnexXallero KOHTPons U,
npM HeobxoouMMOCTK, YCOBEPLUEHCTBOBaHMSA cuUcTeMbl. Mcxoas m3 aaHHbix TpeboBaHMI [ommkHa ObiTb
pa3paboTaHa cuctema obecrneyeHnst U KOHTPOMsi kKayecTBa COrfacHO CTaHdapTaM CUCTEMbI KadecTBa, KoTopasi
OOIKHa TMpPUMEHATbCA KO BCEM npoueccaM ynpaeneHust curHanamn. [ormkHbl OblTb  paspaboTaHsbl,
OOKYMeHTanbHO OdopMIieHbl W BHegpeHbl nogpobHble npouedypbl cUcTeMbl kadecteBa. Heobxogumo
pacnpegenutb ponn N 0b6siI3aHHOCTU BHYTPU KOMMAHUM OTHOCUTENbHO OENCTBUA U BEOEHUSI OOKYMEHTauuw,
KOHTPOSA M M3YYEeHUs BOMPOCOB KayecCcTBa, a TakkKe NPUHATUA KOPPEKTUPYIOLLUX U npeaynpenuTenbHbIX Mep.
Cioga Takke LOMKHbl OTHOCUTbCH 00S3aHHOCTU MO ayauTy obecnevyeHus KadecTBa B CUCTEME YrpaBneHust
cuyrHanamu, BKro4vas ayguT cybnogpsgumMkoB KOHTPaKTHBIX CTOPOH, BbIMOMHALWMX KakMe-nubo paboTbl no
OaHHOMY HanpaeneHuto. [ormkHa OblTb rapaHTUpoBaHa KOHMUAEHUMANbHOCTb AaHHbIX U OOKYMEHTauuu,
©e30nacHOCTb M AOCTOBEPHOCTb AaHHbIX (BKMOYas LENOCTHOCTb Npu nepefave).

9.1.4.2.2 Cuctema oTCnexuBaHusi OofmkHa obecneymBaTb MOMyYeHWE BCEMU BOBMIEYEHHBLIMU CTOPOHaMMU
OaHHbIX Mo pe3ynbTaTaMm ayguToB C yKasaHMeM AeWCTBUIA No 06paboTke CUrHanoB, COOTBETCTBYHOLLMX 3aNpoOCOB
N Ux pesynbTaToB. Nony4yeHHasa nHopmauus, NOUCK, pesyrnbTaThl MOUCKa, OLEHKM N pelleHns (MONOXKUTENbHbIE
W oTpuuaTtenbHble) MO MNOTEHUManbHbIM CUrHanam, a Tawkke pes3ynbTaTbl MPOBEPKM CuUrHana, noanexart
apxuBMpoBaHuio. [laHHble JOMKHbI BKKOYATh pesynbTaTbl Banngauun curHana.

9.1.4.2.3 MoxeT noTtpeboBaTbCA U3ydeHUEe OOKYMEHTauuMn nepxaTensi perMcTpaumoHHOrO YAOCTOBEPEHUst O
cobBNoAeHMN AaHHbIX MOMOXEHWN A0 M Nocne Npoueaypbl percTpauum B Liensax BbINOMHEHUS] OLEHKU BbINOSHAEMOW
0EeATENbHOCTU UMM MHCTIEKTUPOBAHKS.

9.1.4.3 ObyueHune

MepcoHan gorkeH GbiTb cneuManbHo 0byYeH BLIMNOMHEHWUIO LENCTBMIA MO 06paboTke cCUrHamoB COrnacHo
pacnpegeneHHbiM (OyHKUMAM 1 obazaHHOCTSAM. [pouecc MOXeT BKN4YaTb He TOMbKO nepcoHan otgena no
hapMakoHaa30py, HO Takke nepcoHarn, KOTOPOMY MOXET CTaTb M3BECTHO O MOTEHLUMarnbHbIX CUrHanax wnu
KOTOphLIN y4acTBYET B npolecce obpaboTky cCUMrHanoB, HanpuMmep, NepcoHany HOpMaTMBHO-NPaBOBOro oTAena,
OOKNMUHNYECKUX, MEAULMHCKMX, (hapMakoanMaeMUOonormyecknx M MapkeTUHroBbix uccregoBaHui. Ob6yyeHne
OOJIMKHO BKIOYaTh TEPMUHONMOMMIO M OOCTYMNHble 6a3bl 4aHHLIX C UCTOMHMKaAMKU curHanos. pouenypbl cucTembl
00y4yeHMs1 1M pasMeLleHNe LaHHbIX Mo 0Dy4YeHMo OOMKHbI ObiTb Haanexawmm obpasom [OKYMEHTMPOBaHbI,
pestome cneunanmcToB 1 ONMcaHue BbIMOMHAEMbIX PYHKLUMIA NOANexaT apXnBMpoBaHMIo.

9.2 Ponu u o6sa3aHHOCTU

9.2.1 Ponu 1 0683aHHOCTU HaLUMOHarbHOro YNOnMHOMOYEHHOIo opraHa

HaumoHanbHbIN YNONMHOMOYEHHbIN OpraH:

- KOHTPONUPYET [aHHble Ha CBOEW TEPPUTOPUW, BKMNKOYAs AaHHbIE, MOMyYeHHble M3 WHbIX WMCTOYHUKOB,
yKasaHHbIX B nogpasgene 9.1.1;

- BbINOSHAET Banujauumio U UHble 3Tanbl npouenypbl 06paboTKM CUrHamoB, MOMYYEHHLIX M3 OOCTYMHbIX
NCTOYHMKOB;

- nepedaeT curHanbl, npollelne Yepes npouedypbl BanugauumM U OLEHKW, B COOTBETCTBYIOLLMA IKCMIEPTHbIN
HauMoHarbHbIA KOMUTET C LEMbIO OnpeneneHns LenecoobpasHOCTU Mocnedyrowmx AedCTBUA Mo ganbHenwemy
N3YYEHWNIO UM MUHUMU3ALMK pUCKa.

- BbINOMHAET MHGPOPMUPOBAHME OPYIMX YNONMHOMOYEHHbBIX OPraHOB O BbISIBNEHHbIX CUrHanax, npolelmx
Banvgaumio, N paspaboTaHHbIX Mepax.

9.2.2 Ponu 1 06a3aHHOCTU AepXaTens perncTpaunoHHOro yaoctToBepeHus

aepxaTtenb perncTpaLMoHHOro yaoCTOBEPEHMS:

- KOHTPOMNUPYET BCE MMEKOLMECS AaHHble N MHAOPMAaLMIO NO CUrHanaw;

- KOHTPONMPYET BCE MNOSIBNSOLMECH AaHHble B Gasax OaHHbIX M BbIMOMHSAET MexayHapogHoe oOHapykeHue
CUrHanoB; OBHapyXeHWe CWUrHamoB AOIMKHO BKM4YaTb MX Banvpauuio C y4eTOM KOMMOHEHTOB MPEeLCTaBMsieMOMN
nHpopmaumm, nsnoxeHHom B 9.1.3.3;

- BbINOSIHAET Banugauumio BCeX OOHApPYXKEHHbIX CUrHamoB M COOOLWAeT O HUX B COOTBETCTBYHOLLNE
YNONHOMOY€EHHbIE OpraHbl;

- yBEOOMMAET YNOMHOMOYEHHbIE OpraHbl B Criyvae BbISIBIIEHMS SKCTPEHHON nNpobnembl No 6e3onacHoCTU B
pesyrnbTaTte OCYLLECTBMNEHNS OEATENbHOCTU N0 OOHAPY>KEHUIO CUrHANOB;

- COTPYAHMYaET C YMOMHOMOYEHHbIM OpPraHOM B BbINOMHEHWM MpPOLEAYP OLEHKA CUrHanoB nytem
npeacTaBneHns no 3anpocy AONONHUTENBHON MHopMaLnK;

- obecneynBaeT Hanuune ayauTopcKkoro cnefa no Bcem npoLenypam BbISIBNEHUsI curHana.

9.2.3 lNpouecchbl nocrenyoLero perynmpoBaHus

B cnyyae npuHATUA YNOMTHOMOYEHHBIM OpraHOM peLleHust 0 HeOBXOAMMOCTU AOMOMHUTENbHBIX AENCTBUN,
curHan oLeHMBaloT U COrnacoBbIBaOT NOCreayoLmne 4ENCTBUA B OTHOLLEHUN PETNCTPALMOHHOIO YAOCTOBEPEHUSA
B Mnpefenax BpPeMEeHHbIX CPOKOB, COpa3MepHbIX CTENEHM U cepbe3HOCTM npobnembl no 6GesonacHocTw. [lo
pesynbTaTtam npoueayp MoryT ObiTb NPUHATHI CReayoLWmMe peLleHns:

- OONOSNTHUTENbHAsA OLEHKa U AeNCTBMSA He TpebytoTcs;
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- Aepxatenb perncTpauMoHHOro yAOCTOBEPEHUSI OOMKEH NPOBECTU AOMOMHUTENbHYH OLEHKY AaHHbIX U
npeacTaBnUTb pe3ynbTaTbl TAkON OLIEHKN COrNacHO YCTAHOBIEHHbIM BPEMEHHBIM CPOKaM;

- JepxaTtenb perncTpaumMoHHOro YAOCTOBEPEHMS AorkeH npegoctaButb MNOB ¢ y4yeTom BbISIBINEHHOrO
HOBOro acnekra npoduns 6esonacHocTy;

- Jepxatenb PerncTpauMoHHOr0 yOOCTOBEPEHMSA LOIDKEH MNpPOgMHAHCMPOBaTh MOCTPErMCTpaLMOHHOE
nccnenoBaHne B COOTBETCTBMM C COrNAcOBaHHbIM MPOTOKONIOM M NPedoCTaBUTb 3aKNOYUTENbHbIE pe3yrnbTaThbl
TaKoro uccneaoBaHus;

- AepxaTtenb perncTpaumMoHHOro ya0CTOBEPEHUS JOIMKEH NPEACTAaBUTL MIaH yNpaBneHns puckaMu Unm ero
OBHOBMEHHBIN BapuaHT;

- Aepxatenb perncTpauMoHHOro YAOCTOBEPEHUS OOMMKEH MPUHSATb Mepbl, Tpebyemble Ans obecrneveHus
©e3onacHoro n apPeKTUBHOro NPUMEHEHNS NTEKapPCTBEHHOIO CPEACTBa;

- PErncTpaLMoOHHbIN CTaTyC MOANEXUT U3MEHEHUIO, AENCTBUE PErMCTPaLMOHHOIO YAOCTOBEPEHMS OOMKHO
ObITb NPMOCTAHOBIEHO, OTO3BAHO UMW HE NPOASEHO;

- OOMXHbI ObITh BBEAEHBI CPOYHBIE OrpaHUYEHNst MO Ge30MacHOCTY;

- HeOOXOAMMO BbINOMIHEHNE BHEMMAHOBOTO MWHCMEKTMPOBAHUSI CUCTEMbl (bapMakoHazs3opa C  LUenbio
NMOATBEPXAEHNS TOro, YTO AepXaTenb PerncTpauMoHHOr0 YAOCTOBEepeHus cobniogaeT 3akoHodaTenbHble
TpeboBaHus K cucteMe dhapMakoHaa30pa;

- He0BXOAMMO BKIOMEHME MOA03PEBAEMOrO fIeKaPCTBEHHOTO CpeacTBa B MepeyeHb Mpoaykuuu, kotopas
NOANEXUT OOMNONHUTENBHOMY MOHUTOPUHTY.

9.2.5 OTKpbITOCTL

YNOMHOMOYEHHBIA  OpraH  [OOIMKHbl  OCYLLECTBMNATb  KOHTPOSNb  CBOEBPEMEHHOCTM  [OBEAEHUs [0
OOLLECTBEHHOCTN  BaXHOW wuHGopMaumm o npobnemMax no 6e30nacHOCTM, BbISIBMEHHBIX  CUCTEMOM
dapmakoHag3opa, nytem nybnvkauum Ha Beb-nopTane v nNpv NOMOLLUM APYrUX AOCTYMHbIX CPeAcTB 4OBedEeHUs
nHdopmaunu.

10 MocTperucTpaunoHHbIe uccnegoBaHns 6e30MNacHOCTU

10.1 BBegeHue

MocTperncTpaumoHHoe uccriegoaHme 6GesonacHoctn  (MPWB) nekapcTBeHHOro cpeactea  MOXET
WHULMNPOBATLCS, KOHTPONMPOBAaTLCA UMM (DUHAHCMPOBATLCA AepXKaTenemM pPerncrpauuoHHOro ya4oCTOBEPEHUS
00BpOBOMBHO UM B COOTBETCTBUM C 00A3aTENbLCTBOM, HanaraemMbiM Ha HEro YMONHOMOYEHHbLIM OpraHoOM Kak
yCIoBMe Bbldayn PErncTpaumoHHOro yO4OCTOBEPEHMS UMW MOCIe Bblgayn PermcTpalyoHHOrO YAOCTOBEPEHMUS,
€Cnn CyLLecTBYeT NPEANOSIOKEHNE O HanMyYMM PUCKOB, CBSI3aHHbLIX C 3aperMcTpupoBaHHbIM NEeKapCTBEHHbLIM
cpencTBoM, TPebyOLMX LONOMHUTENBHOMO U3YYeHUs! MyTEM NPOBEAEHMS UCCNEAOBaHMS.

MPUB moxeT npeactaBnATe COBOM KIMHMYECKOEe uccrnenoBaHue/UCnbITaHue WM HEWHTEPBEHLIMOHHOE
nccnegoBaHue/ncnbiTaHme.

10.2 CTpyKTYypbI 1 NpoLecchbl

10.2.1 O6nacTb NpUMeHeHus

TpeboBaHMa pgaHHOro pasgena  nNPUMEHUMbI K HEMHTepBEHUMOHHbIM  [MPUB,  MHUUMMPOBaHHbLIM,
KOHTPOSIMPYEMBIM UNU  (PUHAHCUPYEMBIM AepXKaTeneM perucTpaLMoHHOro YO4OCTOBEPEHUS Ha Tepputopum
Pecnybnukn Benapycb [0OpPOBONLHO WM B COOTBETCTBUM C 00s3aTenbCTBaMW, HanaraembiMW Ha Hero
YyNonNHOMOYeHHbIM opraHoMm. MNMPUB BknoyaloT mMccnenoBaHusi, B NpoLecce KOTOPbIX cobupaloTcs AaHHble OT
NnauMeHTOB U pabOTHUKOB CUCTEMbI 34PaBOOXPAHEHUS], @ TaKkke UCCNeaoBaHNs, KOTOpble MOBTOPHO UCMOMb3Y0T
OaHHble, NonydeHHble paHee ANa ApYron Lenu n XxpaHswmecs B MegULMHCKUX KapTax nauueHToB nnn apyrux (B
TOM YMCre 3MEKTPOHHbIX) (bOpMax XpaHeHUs1 4aHHbIX.

Ecnun MPUB npeactaBnsieT cobor KNUHUYECKOE UCMbITaHWe, NpU ero NpoBeAEeHUN OOSKHbI BbINOSTHATHCS
COoOTBEeTCTBYOLME TpeboBaHUS OENCTBYIOLLEro 3aKkOHOAATENbCTBA K OpraHM3auum 1 NPoOBELEHUIO KIMHUYECKNX
nccnenoBaHU/MCTbITAHUA,

10.3 TepmuHonorus

Harta Hayana nccnegoBaHuA - AaTa Havana cbopa AaHHbIX.

Hayano c6Gopa paHHbIX - fgaTta perucTpaumvM AaHHbIX MO NEPBOMY MAUMEHTY, BKIKOYEHHOMY B
nccriegoBaHue/ncnolTaHne, B opMe (6ase) cbopa AaHHbIX UccrneqoBaHUS/UCNbITaHNS UNK; B Criyvyae NOBTOPHOMO
MCMONb30BaHWA AaHHbIX - AaTa Havana n3BrnevYeHus AaHHbIX.

KoHeu c6opa AaHHbIX - faTa, Korga BrnepBble NOMHOCTbI0 JOCTYNHA aHanuTudeckas 6asa AaHHbIX.

10.4 O6wme NpUHLUNDI

naBHOWM Uenblo HenHTepBeHUMoHHoro MPUB gomkHO ObiTb MOMy4YeHWe HayudHbIX OaHHbIX, MMEHLLMX
NOTEHUMAmNbHYH KMMHUYECKYHO 3HAYMMOCTb UIM BaXKHOCTb Af1s1 300pOBbSA HacerneHus. Takue uccnenoBaHust He
OOSIKHbI MPOBOAMTBLCA, €CNU X NPOBEAEHME CNOCOBCTBYET NPOABMKEHMIO NEKAPCTBEHHOIO CPEACTBA Ha PbIHKE.

3apaun NPUB moryT BkNtovaTh:

- KONUYeCTBEHHAs OLEeHKa NoTeHUManbHbIX UMW MOEHTUPULNPOBAHHbBIX PUCKOB, HANpPUMEp, OLEHKa YacToTbl
BO3HMKHOBEHUS, OTHOCUTENbHBIX PWUCKOB MO CPaBHEHWO C MNONynaAuuen, He nNpPUMEHsBLUEN [aHHOe
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NeKapCTBEHHOE CPeAcTBO MMM MONynsAunen, MpUMEHsBLUEN Opyroe IekapCTBEHHOEe CpeacTBO WM  Knacce
NeKapCTBEHHbIX CPEACTB; a Takke u3ydeHue akTopoB pucka M akTopoB, MOAUDMUMPYIOLWLMX OencTBue
NeKapCTBEHHOro CpeacTaa;

- OLlEHKa PWUCKOB NEKaApCTBEHHOIO CpeAcTBa, MNPUMEHSEMOro no OAOBpPEeHHbIM nokasaHuaM Yy rpynn
NnaumneHToB, KOTOpble HEe u3y4yanucb unuM ObINM HeQOoCTaTOYMHO W3yYeHbl Ha AOPErMcTpauvoHHOM 3aTane
(Hanpumep, GepeMeHHble XEHLLMHbI, 0COOble BO3pacTHble rpynnbl, NAUUEHTbl C MOYEYHOW MMU MEeYEHOYHOM
HeJOCTaTOYHOCTbIO);

- OLieHKa pu1cKa, CBA3AHHOro ¢ ANUTENbHbIM NPUMEHEHUEM NEKAaPCTBEHHOIO CPEACTB;

- NoATBEPXKAEHMNE OTCYTCTBUS PUCKOB NIEKAPCTBEHHbBIX CPEACTB;

- OLEHKa CTaHOApPTHOM KAMHWYECKOW MNPaKTUKW Ha3Ha4YeHUs NEeKapCTBEHHbIX CPEeACTB C  MOfyyYeHnem
OOMNONHUTENBHbIX CBeAEeHMA 0 6e30NacHOCTM MEOULMHCKON NPOAYKUMKU (Hanpumep, NokasaHUa K NpUMEHEHUto,
[03NPOBKN, CONYTCTBYHOLLAA Tepannd, MeauUUHCKNE OLINGKN);

- OLeHKa 9PPEKTUBHOCTU Mep NO MUHUMU3ALUN pUcKa (HanpuMmep, MU3yYeHWe acnekToB UCMONb30BaHUs
NeKapCTBEHHOro CpeacTBsa, onpoc NaLMeHToB UM MeAULMHCKUX paboTHUKOB).

Mpu paspaboTke NPOTOKONOB WCCRELOBaHMIA, NPOBEAEHWM WUCCNEeaoBaHWA W COCTaBMEHUS OTYETOB 00
nccnepoBaHUaX AepXaTensaMmu pPerncTpaumoHHbIX YOOCTOBEPEHUN AOSMKHbI YYUTbIBATbCS COOTBETCTBYHOLLNE
Hay4Hble pyKoBOACTBa. HaumoHanbHbIMU YNONHOMOYEHHBIMW OpraHamMmmn nsi OLEHKM NPOTOKOSIOB UCCREnOoBaHN
N OT4eTOB OO MCCnegoBaHUAX Takke criegyeT NpUHMMaTb BO BHMMaHWE OENCTBYIOLLME HAyYHble PYKOBOACTBA,
MeToauyeckne ctaHaapThbl No hapMakoanmMaeMmMonoruu.

Ona TIPUB, cnoHcupyembix OepxaTeneM perucTpauuoHHOro yOoCTOBEPEHUS, U paspabaTtbiBaeMbix,
NPOBOAMMbBIX U aHanM3npyemblX MOSTHOCTbID WS YAaCTUYHO MCCredoBaTensMu, He SABMSOWMMUCS HaeMHbIMU
paboTHMKamMK OepxaTens perncTpaumMoHHOro yOOCTOBEPEHUS, AepXaTeflb PEerncTpauuoHHOro yaoCToBEpPEeHUs
OOJIMKEH rapaHTUpOBaTb, YTO NccnegoBaTeny obnagatoT Heobxoanmon kBandukaumnern B o6nactm obpasoBaHus,
NMOArOTOBKWU M OMbITa ANS BbIMOMHEHUS CBOMX 00sA3aHHOCTEN.

10.5 MNpoTokon uccnepoBaHusA

Bce TPWB [omxHbl BbINOMHATLCA COMMACHO Hay4yHO OBOOCHOBaHHOMY MNPOTOKOMY WUCCrefoBaHus,
pa3paboTaHHOMY NULLAMW C COOTBETCTBYIOLLIEN HAYYHOW NOATOTOBKOW U OMNbITOM.

[na no6poBonbHO MHULMKUPOBaHHbLIX NPUB gepxxaTtento permcTpaumoHHOro YAoCTOBEPEHNS pEKOMEHAYETCA
nepegatb NPOTOKON UCCRefoBaHWsA A0 Hadana cbopa AaHHbIX B HaUMOHambHbIA YNOMHOMOYEHHbIA OpraH, Ha
TEPPUTOPUMN KOTOPOro MiaHUpPyeTCa NpoBeAeHUEe MOCTPErncTpaLMOHHONO HEMHTEPBEHLMOHHOIO UccnenoBaHus
©e30nacHOCTU NiekapCTBEHHOMO CcpeacTBaa.

Ona [PUB, WHALUMMPOBaHHLIX OepXaTenem pPerncTpaumMoHHOro YAOCTOBEPEHUS B COOTBETCTBUM C
0653aTENLCTBOM, HANOXEHHBIM YNOMHOMOYEHHbBIM OpPraHoOM, AepXaTenb PEerucTpaLMoHHOrO yOOCTOBEPEHMS
porkeH obecneunTb nNpeacTaBneHne nHdopMmaumm o6 uccnenoBaHuM, BKMOYas NPOTOKON UccrnenoBaHusd, B
HaLMOHarbHbIA YNONMHOMOYEHHbIV OpraH, KOTopbiM ObinK HanoxeHbl obsizaTenscTea no nposegenunto NMPUB, o
Hayana cbopa AdaHHbIX. B cnyyae npoBegeHus MNPUB Takke Ha TeppuTopum Opyrux rocyaapcTts, crnegyer
obecneunTb WMHMOOPMUPOBAHNE COOTBETCTBYIOLUMX YMOMHOMOYEHHbIX OpraHoB C NpeacTaBfieHUMEM KpaTKoro
onucaHusa NpoToKona uccrnenoBaHms.

B uenax BbINONHEHWs [epxaTeneM pPerncTpaumoHHOro yAOCTOBEPEHMS CBOUX 06SA3aTenbcTB Mo
OCYLLECTBNEHNIO OeATENbHOCTM NO hapMakoHaa3opy, YNOSIHOMOYEHHOE NULO Mo dhapMakoHaa3opy OOMMKHO
ObITb 3a4€eMCTBOBAHO B NPOLeAype pacCMOTPEHMS U YTBEPXKAEHNSI MPOTOKOMOB UccrneoBaHuii. KOHTakTHoOe nnuo
Mo OCYLLECTBMNEHMIO hapMakoHaz3opa Ha HauMoHaNbLHOM YPOBHE AOMMKHO OblTb NPOMH(OPMUPOBAHO O NOOGOM
MPUB, a Takke AOMKHO Nony4vaTh KOMUI0 NPOTOKOSa UccneaoBaHmus.

10.5.1 ®dopmaT n cogepkaHne NPoToKoa UCMbITaHUN

MpoTokon uccnepoBaHWa OOMKEH COOTBETCTBOBATh crieaytoLemMy oopmary:

10.5.1.1 Haseanne TIPUB: uvHdopMaTMBHOE Has3BaHWe, BKYawwee obweynoTpebutenbHyo
TEPMUHOMOrMI0, OnpeensoLllee oM3anH NCCNeaoBaHNa U UCCNeayeMoe feKapCcTBEHHOE CPEeACTB WUnn rpynny
nccnegyemMbiX NEKapCTBEHHbLIX CPEACTB, a Takke MNOA3arofIoBOK C YKa3aHWEM pefakumMm u gaTbl nocnegHemn
pegakumu.

10.5.1.2 [epxaTenb perucTpaLmMOHHOIO YAOCTOBEPEHUS: HauMEeHOBaHMe W agpec Aepxartens
pPEerncTpaumMoHHOro Y40CTOBEPEHNS.

10.5.1.3 OTBETCTBEHHbIE CTOPOHbI: MMEHA, LOMKHOCTM, KBanudukauum, agpeca U CBeAEeHUS MO BCEM
OTBETCTBEHHbIM CTOPOHAaM, BKIOMasa NepBOro aBTopa NpoTOKoNa, rMaBHbIX UccnegoBaTenen, nccnegosaTtenenm —
KOOPAMHATOPOB KaXOoW CTpaHbl W UCCREeAoBaTESNbCKUX LEHTPOB, B KOTOPbIX MPOBOAMTCS WUCCreaoBaHUe.
MepeyeHb Bcex BOBMEYEHHbIX B UCCRELOBaHME YYPEXOEHUA U uccrieqoBaTtenen JommkeH ObiTb JOCTYMNEH Mo
3anpocy YnorHOMOYEHHbIX OpraHoB.

10.5.1.4 KpaTkoe onucaHue: oTAenbHOe pestoMe MNPOTOKoSa MCCReAoBaHUdA, BKIOYalollee criegywolime
nogpasgens:

- Ha3BaHWe MCCrnedoBaHNa ¢ noasarorioBkamu, BKNOYAs BEPCUIO pedakunm n aaTty NpoToKomna, a Takke UM
n cBegeHna o6 OCHOBHOM MecTe paboThbl NePBOro aBTopa NPOTOKOMa;

- obocHOBaHWE 1 NPeaNOChINKN NPOBEAEHNS;

- Lernb 1 3agayun uccrnenoBaHmus;

- AN3aiH nccnenoBaHus;
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- uccnegyemasi nonynauus;

- MOHUTOPUpPYEMbIE NOKa3aTenu;

- UICTOYHUKN OaHHBbIX;

- pas3mMep uccriegoeaHus (06bem BbIGOPKN);

- aHanu3 gaHHbIX;

- OCHOBHbI€ 3Tanbl.

10.5.1.5 W3meHeHMs1 N OGHOBMEHUS: BHECEHME IOOro CyLleCTBEHHOro WM3MEHEeHUst U OOHOBMEHMS B
NPOTOKON WCMbITaHMN Mocne Hayana cbopa [AaHHbIX, BKNo4as OOOCHOBaHME KaXKOAOr0 W3MEHEHWUs unm
0BOHOBNEHUSA, AaThl KAXKO0ro N3MEHEHUS M CCbINKY Ha pa3gen NpoTokona, B KOTOPbIN BHECEHO U3MEHEHME.

10.5.1.6 OcHOBHble 3Tanbl: AaHHble B TabnuM4HOW hopme C 3annaHMpoBaHHbIMU AaTaMu MO BbIMOSTHEHUIO
cnepyoLwmx OCHOBHbIX 3TarnoB UCCNeaoBaHus:

- Havano cbopa AaHHbIX;

- OKOHYaHue cbopa AaHHbIX;

- OTYeT(-bl) O X0A€e BbINOSIHEHNS UCCNEAOBaHMS;

- NPOMEXYTOUHbIN(-ble) oTYeT(-bl) O pesynbTaTax UCCNefoBaHus, ecnn 3T0 NPUMEHUMO;

- UTOrOBbIN OTYET O pesynbTaTax UCCneaoBaHus.

[omkHbl 6bITb NpeacTaBneHbl JaHHbIe MO NObLIM APYIMM BaXKHbIM 3Tanam NpoBEAEHMS UCCNEenOoBaHNS.

10.5.1.7 OGocHoBaHME M Mpennocbifikiu NpoBeaeHns: onucaHve npobnembl No GesonacHocTW, npoduns
©e30nacHOCTU MM Mep NO YNPaBIiEHUIO PUCKaMW, KOTOPblE MPUBENU K UHULMALMW UCCNELOBaHWs, a Takke
KPUTUYECKUIA aHanu3 BCEX OOCTYMHbIX OnybrnMKoBaHHbLIX M HEOMYONUKOBAHHLIX AaHHbLIX, COAEpXaliMX OLEHKY
cooTBeTCTBYOLWEeNn MHpopMauum no 6e3onacHOCTM UNKU ykasaHWe HedoCTalWmux 3HaHWiA no 6esonacHocTu, Ha
nonyyeHne KOTopbIX HanpasneHo nccriegosaHue. O630p MOXET BKIoYaTh B cebs pe3ynbTaTbl COOTBETCTBYHOLLMX
3KCMEPUMEHTOB Ha XXMBOTHbIX, KNIMHNYECKMUX UCCEAOBaHUA, CTaTUCTUYECKME NONYNSLUMOHHbIE AaHHbIE N JaHHbIE
npeabiayLwunx anugemmonorndeckux mnceregosannn. O63op OOMKEH coaepXaTb CCbINIKM Ha pe3yrnbTaTbl CXOXKMX
nccnepoBaHU U OXMOaeMbl BKNag AaHHOro MccneoBaHms.

10.5.1.8 3agaya n uUenn wuccnepoBaHuA: 3afjaya  MccnegoBaHus, 0ObACHSOWadA, KakuMm  obpasom
uccneposaHve Gyaet cnocobcTBoBaTb PELUEHM0 BOMpPOCa, KOTOPbIA NPUBEN K €ro MHULUMaLMK, a Takke Lenu
nccnepoBaHus, BKMoYas Niobble NpeaBapuTenbHble MMNOTE3bl U OCHOBHbIE TE3UChI, OMUChIBAKOLNE CBEAEHUSA
NN NHOpMaLIMIo, KOTopble AOMKHbI ObITb NONy4YeHbl B pe3ynbTaTe NpOoBEAEHMS UCCIEeA0BaHNUS.

10.5.1.9 MeToabl uccnegoBaHus: OnMcaHne MeToAoB UCCNeaoBaHus, BKIHOYas:

10.5.1.9.1 [lnsaiiH uccnegoBaHus: onucaHue gusanHa nccrieqoeaHusa n o6ocHoBaHWe ero Bolbopa.

10.5.1.9.2 Ycnosuda: nonynauus WCCredoBaHUd, onpedensemas B KaTeropusix nuy, MecTta, nepuoga
BpeMeHu 1 KpuTepues Bbibopku. Heobxoammo Hannyme o6 LEKTMBHONO 0OOCHOBAHUS BCEX KPUTEPUEB BKITHOYEHMS
N HEBKMIOYEHUS W ONUCaAHUA WX BIAUAHWS Ha KOMWYECTBO CYOBEKTOB WuccnegoBaHus, LOCTYMHbIX AN
nocneaytwouiero aHanusa. Ecnu npoBogutcsa niobasi Bbibopka M3 LieneBon nonynsauun, HeobxogmMmMo Hanuyue
onucaHusa Leneson nonynauun n nogpobHocTn MeToaoB BbIGOpkU. Ecnn gm3anH uccnepoBaHusa npeacrasnaeT
coboli cuctemaTuyeckmin 063op Unn meta-aHanms, HeobxoanMo 06bACHEHUE KpUTEPMEB BbIGOpa 1 MPUrOQHOCTM
nccnenoBaHuUi.

10.5.1.9.3 lNepemeHHble: Ucxoabl, BO3OENCTBUA U Apyrve NepeMeHHble, B TOM YUCre u3mepsieMble hakTopbl
pucka, noTeHumanbHble akTopbl, UCKaXxatoLme pesynbTathl, U hakTopbl, Moguduumnpyowmne addekT, Bkoyas
onepaunoHHble onpeaeneHuns.

10.5.1.9.4 VICTOUHMKMN JaHHbIX: CTpaTerns U UCTOMHUKN AaHHbIX ONs onpeaeneHus BO34ENCTBUN, UCXOO0B U
BCEX APYrMX MNEepPEMEHHbIX, 3HAYMMbIX ANA Uenen wuccnegoBaHusi, TakmMx Kak MOTeHunanbHble akTopsbl,
nckaxarowine pesynbtatbl, U dakTopbl, Moauduumpylowmne addekt. Ecnv mcnonb3yloTcs BanuauMpoBaHHble
WUCTOYHUKN AaHHbIX, MHCTPYMEHTbI M M3MEpeHus, HeobxoaumMo onucaHve meTtoga Banuauun. Ecnu metogpl
NonyyYeHns AaHHbIX WU WUHCTPYMEHTOB WUCNbITbIBAOT B  MWOTHOM WUCCNeaoBaHuUW, TO Heobxoammo
npegcraBneHve nrnaHa npoBeAeHMsT MUNOTHOIO uccnegoBaHusl. HeobxoguMmo npencTtaBuTb OMUCAHWE BCEX
3a0eCTBOBaHHbIX KOMUTETOB 3KCMEPTOB W MpoLeAyp OLEHKWU, KoTopble OyayT Mcnonb3oBaHbl AN Banugauuu
awarHo3oB. B cnyyae uvcnonb3oBaHMS B WUCCNEAOBaHUM CYLLECTBYHOLLErO0 MCTOYMHWKA [OaHHbIX, TaKoro Kak
3NEKTPOHHbIE MEAUUMHCKNE KapTbl, HEOOXOAMMO YkasaHue nbon MHOpMauMM B OTHOLLEHWM BanugHOCTU
3anucen U KoguMpoBaHua AaHHbIX. B crniyyae cuctemaTtuyeckoro ob63opa nnn meta-aHanmsa Heobxoanumo Hanuume
onucaHusa CcTpaTterMm W npoueccoB MOUCKa, a Takke mMobbix MeTodoB ANns NOATBEPXKOEHUSA AaHHbIX
nccnegosartenen.

10.5.1.9.5 OO6bem BbIOOpPKN: MNAHUPYEMBIN OObEM BbIOOPKW, NNaHUMpyemasl TOYHOCTb pe3yrbTaToB
uccneposaHuss M pacyet obbema BbIOOPKM, KOTOpblE MOFYT MWHUMANbHO OMNpedenuTb NpeaBapUTENbHO
3a[jlaHHbIN PUCK C NpeaBapuUTENbHO 3a4aHHON MOLLHOCTLIO.

10.5.1.9.6 YnpaBneHne OaHHbIMWU: ynpaBreHne OaHHbIMW U CTaTUCTMYECKOEe MporpamMHOE M annapaTHoe
obecneyeHne, Kotopoe GyaeT UCnonb3oBaHO B xope mccrnenoBaHus. pouenypbl cbopa, BOCCTAHOBEHUA U
NnoAroToBKN AaHHbIX.

10.5.1.9.7 AHann3 gaHHbIX: BCE BaXHble 3Tarnbl OT HeobpaboTaHHbIX AaHHbIX 4O MOMYYEeHWUs UTOrOBOrO
pesynbTata, BKMYass MeToAbl, WUCMofb3yemble [ KOPPEKTUPOBKM HECOOTBETCTBUA UMM OLUMOOK,
HEOCTOBEPHbIX  3HAYEeHUW, MoguduKaumm HeoOpaboTaHHbIX  AaHHbIX, KaTeropu3auuui, aHanmMsa W
npeacTaBneHns pesynbTaToB, a Takke Npoueaypbl ANsi KOHTPONS UCTOYHUKOB MOMPELLUHOCTEN U UX BIIUSHUSA Ha
pe3ynbTaThl; Nobble cCTaTUCTUYECKME NpoLeaypbl, MPUMEHMMbIE K OaHHLIM Afs NONYyYEeHUS TOYEYHOW OLEHKU U
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OOBEepUTENbHLIX WHTEPBANoB M3MEPEHUN 4YacTOTbl BO3HUMKHOBEHUS WM B3aMMOCBA3W M Noboro aHanusa
YYBCTBUTENBHOCTMW.

10.5.16.9.8 KoHTponb kayecTBa: oOnuMcaHMe MEeXaHU3MOB W npoueayp ANna obecrneyeHunss Kadvectsa M
LeNIOCTHOCTU [aHHbIX, BKMYas TOYHOCTb M YMTAEMOCTb MOMYYEHHbIX AaHHbIX U MEPBUYHOM [OKYMEHTaL MM,
XpaHeHWe 3annucen n apxmBMpoBaHWE CTAaTUCTUYECKMX MPOrpamMm; onmcaHme AOCTYMHbIX AaHHbIX MO Banuaaumm
npoweayp BepudukaLmm 3anmcen n Banmaaumm KOHeYHbIX ToYek. BknrovatoTes gaHHble no cepTudpmkaumn n/vnm
kBanudmrkaumm nobon BcnomoraTenbHON nabopaTopun nnm UccrenoBaTenbCKUX rpynmn, ecriv 3To NPMMEHUMO.

10.5.1.9.9 OrpaHnyeHns MeTOOOB McCCnenoBaHus: nobble NoTeHUManbHble OrpaHMYeHus AusanHa
nccnepoBaHus, UCTOMHUKOB [aHHbIX U aHanUTUYECKUX METOLOB, BKMYasa Npobnembl UCKaXKeHUss pe3ynbTaTos,
OWKnBOK, reHepanmsaumMm M crnyvamHon norpeliHocTn. Heobxogmmo obceyxaeHne BepOoATHOCTU ycrexa Mep,
HanpaBfiE€HHbIX HA YMEHbLLEHNE KONMYecTBa OLLMOOK.

10.5.1.10 3awmTta CyGBLEKTOB MCCrEeLoBaHMS: Mepbl 6e30nacHOCTM C Lenblo obecneyeHusi CoOTBETCTBUS
HaunoHanbHbIM TpeboBaHMAM Mo obecrnevyeHuto 6narocoCTosiHMA U NpaB Y4aCTHUKOB HEWMHTEPBEHLMOHHbIX
MOCTPEerncTpaunoHHbIX UccrenoBaHuin 6e3onacHoOCT.

10.5.1.11 YnpaeneHne  gaHHbIMU n npegcrasneHve nHdopmauum o] HeXxenaTenbHbIX
SABNEHUsAX/HexXenaTenbHbIX peakuusax: npouenypbl cbopa, ynpasneHus aHHbIMU U NpeacTaBneHnsa coobLleHni
00 oTaenbHbIX cryvasix HexenaTenbHbIX peakuuMn U nobor HOBOW MHOpMauuK, KoTopasi MOXET oOka3aTb
BNUSAHME HA OLEHKY COOTHOLLIEHUSA NOMNb3a-pPUCK NEKAapPCTBEHHOMO CpeacTaa npu NpoBeaeHUN NCCIeAoBaHNA.

10.5.1.12 lNnaHbl N0 pacnpoCTpaHEeHU0 MOMYYEHHbIX AaHHbBIX U COODLLEHNIO pe3ynbTaToB MCCneaoBaHus,
BKIOYas nnaHbl Nogayvm TEKYLLUX OTYETOB, UTOrOBbLIX OTYETOB M NyGnukaumu.

10.5.1.13 Ccbinkn.

Pasgen moxeT BkntoYaThb NOOY0 AONOMHUTENBHYO UM BCNIOMOraTenbHy MHopMaumio o cneumdunyeckmx
acnekTax, KoTopble paHee He paccmaTpuBanucb (HanpuMep, aHKeTbl, POPMbl PENOPTUPOBAHUS).

VccnenoBaHua no OLeHKe BbIMOMHMMOCTW, MPOBEAEHHbIE ANA MNoATBEPXKOEHMS pa3paboTkum npoToKona,
HanpuMmep, TECTUPOBAHME aHKET/OMPOCHUKOB UMM NPOCTble NOACHETbl MEAULNHCKUX ABMEHWUIA UMW HA3HAYEHUI No
0ase [aHHbIX C Lenbk onpegeneHns CTaTtMCTUYEeCKONn TOYHOCTM MCCNEenoBaHus, AOMMKHbI pa3MelaTbCs B
COOTBETCTBYIOLLLEM pa3gene npoToKomna WCCneaoBaHUs C KpaTKMM  OnuMcaHMeM METOAOB W pesyrnbTaToB.
ViccnenoBaHua nNo oLeHKe BbINOMHUMOCTU, SIBIISIIOLLMECS YaCTbl0 UCCNeaoBaTenbCKoro npouecca, AOMKHbI OblTb
MONMHOCTLIO ONUCaHbl B NPOTOKONE (HanpuMmep, NUIOTHasA OLeHKa UCNOoSb3yeMOro ONpoCHMKa A51S1 NauueHTOB).

10.5.2 KoHTponb 3a BHECEHNEM U3MEHEHMWI B NPOTOKOI MCCreaoBaHus

BHeceHne wun3aMeHeHMn M OBHOBMEHMI B MNPOTOKON WCCNeaoBaHWUS AOMMKHO OCYLLECTBNATbCS MO Mepe
HeobxoaMMOCTU B Xofe nccnenoaHunsa. BHeceHne nobbiX CyLeCTBEHHbIX M3MEHEHMI B MPOTOKOM Nocre Hadana
nccrnefoBaHus LOMKHO ObiTh 3aMKCMPOBaHO B NMPOTOKONE TaknuMm obpasom, YTobbl ero MOXHO Obino oTCcneanTb
N NpoBEepUThb, BKNtoYast AaTbl BHECEHWSI UIBMEHEHUN. ECnn BHECEHUA N3MEHEHMIA B NPOTOKOS MPUBENN K TOMY, YTO
nccnegosaHve ObINO NPU3HAHO MHTEPBEHUNOHHBIM KMMHUYECKMM UccrnegoBaHMeM/vcnbiTaHneM, B AanbHenwem
uccnegosaHve MpoBOAUTCA B COOTBETCTBUM C  AEUCTBYIOWMM  3aKOHOOATENbCTBOM MO TpeboBaHUsIM
OEeNCTBYIOLLEro 3aKkoHoAAaTENbCTBA K OpraHu3aumm 1 NpoBeAEHNO0 KIMMHUYECKNX UCCeaoBaHUN/UCNbITaHWN.

Ona pobposonbHO  mHUMUMMpoBaHHLIX  [IPUB, pgepxatenio  permcTpauuoHHOrO  yOOCTOBEPEHUS
pekoMeHayeTcs nepedatb MNPOTOKON MCCReoBaHWst € U3MEHEHUSIMW/OOHOBREHMAMUM B HaLMOHanbHbIN
YNONMHOMOYEHHbIN OpraH, Ha TEeppPUTOPMM KOTOPOro MPOBOOMTCS MOCTPErMcCTPauUOHHOE HEWHTEPBEHLMOHHOE
nccneposaHue 6e30nNacHOCTU NEeKapCTBEHHOrO cpeacTaa.

Ona [PUB, WHAUMMPOBaHHLIX OepXaTenem pPerncTpaumMoHHOrO YAOCTOBEPEHUA B COOTBETCTBUM C
00653aTENLCTBOM, HANOXEHHBIM YNOMHOMOYEHHbBIM OpPraHoOM, AepXaTenb PEerucTpaLMoHHOrO YyAOCTOBEPEHMS
OormKkeH obecneynTb nNpeacraBneHMe MHoopmaumm 0 BHECEHUN MOObLIX CYLLECTBEHHbIX N3MEHEHUIA B MPOTOKON
nuccnepoBaHus B HaUMOHAambHbIA  YNONMHOMOYEHHBIN OpraH, KOTOpbiIM ObiniM HanoxeHbl 00s3aTenbCcTBa Mo
nposeneHuio NPUB, oo MmomeHTa nx BBeAEHUS.

10.6 MpeacTaBneHue AaHHbIX N0 hapMaKOHaA30PY B YNOMHOMOYEHHbIE OpraHbl

10.6.1 [JaHHble, 3Ha4YMMble A1151 OLEHKM COOTHOLLEHMS NOSb3a-PUCK NEKapCTBEHHONO CpeacTea

[epxatenb perucTpaumMoHHOrO YA4OCTOBEPEHUS BbINOSMHAET KOHTPOSb  AaHHbIX, MNOMyYyaembiX Mpu
NpoBeLEeHMN UCCNeaoBaHWs, U OLEHMBAET MX BNUSAHME Ha COOTHOLUEHME MOMb3a-pUCK COOTBETCTBYIOLLENO
nekapcTBeHHoro cpefctea. Jliobaa HoBas MHOpMaLMs, KOTopas MOXET MOBMWATb Ha OLIEHKY COOTHOLUEHUsI
nonb3a-puck IeKkapCTBEHHOINO CpPeAcTBa, He3amennuTenbHO coobliaeTcsa perynaTopHbIM/YNONHOMOYEHHbBIM
opraHam, Ha TeppuTtopun KoTopbix nposoautca [lMPUB ©n Ha TeppuTopum KOTOPbLIX 3aperncTpupoBaHo
nuccnegyemoe nekapctBeHHoe cpefctBo. [laHHble, KOTOpble MOryT OKasaTb BAWSHWE HA OLEHKY COOTHOLUEHUS
nonb3a-puck NekapCTBEHHOrO CpeacTBa, MOryT BKMYaTh AaHHble, Mofnydaemble B pesynbTaTe aHanuaa
WHpopMaLmMM O NOOO3PEBAEMbIX HEXernaTerbHbIX peakuuax unv pesynbTaTbl NMPOMEXYTOYHOrO aHanusa
0600LLIEeHHbIX JaHHbIX MO 6&€30MacHOCTW.

[aHHOe MHMOopMMpOoBaHME He LOMMKHO BAMATbH Ha WHopMauuo o pesynbTaTtax UCCrneaoBaHURn, KoTopas
npeacTaBnaAeTca B paMkax Nepuoamyeckoro otyeta no 6e3onacHOCTU M B OBHOBMEHUSIX NniaHa ynpaereHus
puckamu, ecrnv 3To NPUMEHUMO.

84



TKIN 564-2015

10.6.2 Mopo3peBaeMble HeXenaTenbHble peakuMn U MHas MHgopMaums no GesonacHoCcTW, nognexaiias
CPOYHOMY MpeacTaBfeHnto

WHdopMaumst no Ccepbe3HbIM HenpeaBUOEHHbIM HexXenaTenbHbiM peakunsam u uHaa wuHdopMaums no
6esonacHOCTU OOMMKHA NpeacTaBnsTbCsa B CPOYHOM Mopsigke B YMNOSTHOMOYEHHLIW OpraH B COOTBETCTBUM C
TpeboBaHuaMN «[MpaBun Hagnexawlenh KnMHU4Yeckon npakTtukmy». [pouenypbl cbopa wuHdpopMaummM no
HexenaTenbHbIM peakunsM, ynpasreHus AaHHbIMU (BKNtoYas oB30p WM OLEHKY, BbIMOSMHAEMY AepXaTtenem
PerncTpaumMoHHOro yAoOCTOBEPEHUS, €Cnin 3TO MPUMEHMMO) U NpeacTaBreHns coobLleHnn O Noago3peBaeMblX
HexenaTenbHbIX peakuusax AOMMKHbI BbIMNOMHATLCA B LIEHTPax MNpoBeAEHUs KIMUHUYECKUX WUCCREeOOBaHUA U B
KpaTkon bopme OOSMKHbI ObITb U3MOXEHbI B MPOTOKOMNE UCCNefoBaHus.

10.6.3 OT4eTbl 006 MccnenoBaHUNAX

10.6.3.1 NpomexyToyHast OTYETHOCTb

HaumnoHarnbHbIN YNOMTHOMOYEHHBIN OpraH MOXET 3anpocuUTb MNpeAcTaBneHue NPOMEXYTOYHOro oTyeTa no
BbinoniHsemomy [NPUB Ha nekapCTBeHHble CpeacTBa, 3aperncTpuMpoBaHHble Ha TeppuTopumn Pecnybnukm
Benapycb. 3anpocbl Ha npeAacTaBneHWe MNPOMEXYTOYHbIX OTY4EeTOB MoOryT ObiTb caenaHbl Ao Hayana
uccriegoBaHua unu B noboe BpeMs B xode npoBedeHus mccnegoBaHus. puvumnHOM 3anpoca MoxeT 6biTb
nHdopmauma B OTHoweHun npodunsa 3dekTMBHOCTM w/unn  6Ge3onacHOCTH, BO3HUKaKOLWAa B Xode
nccriegoBaHus, NM6o HeobXoAMMOCTb MOMyYeHUs MHopMaLMM O Xo4e BbINOMIHEHUS UCCNeNOBaHUS B KOHTEKCTe
perynsatopHbIX npouenyp, a Takke BaxHas nHdopmaumnsa no 6e3onacHoCTy fiekapCcTBEHHOro cpeacTsa.

Bpemsi npegcTtaBneHns NPOMEXYTOYHbIX OTYETOB [OIMKHO OblTb COrnacoBaHO C COOTBETCTBYHOLUMMMU
perynaTopHeIMU/YNONMHOMOYEHHBIMW OpraHamMm U ykasaHo B NPOTOKOMe nccrnenoBaHuin. Xon BeinonHeHusa MNPUB
OOMKEH COOTBETCTBYOLWUM 006pa3oM OTpaxaTbCsi B MEPUOONYECKMX OTHETax No 6e30nacHOCT U B OGHOBNEHUSAX
nnaHa ynpasneHns puckamu, ecriv 3To NpUMeHNMO.

CoaepxaHne NPOMEXYTOYHOrO OoTYeTa AOIKHO crnefosaTtb fOrMYeckon nocrefoBaTenbHOCTU U OOIMKHO
BKMOYaTb BCE AOCTYMHbIE AaHHble, NMPU3HAHHbIE MMELMMM OTHOLLIEHME K XO4Y BbIMNOMHEHUS UCCneaoBaHus,
Hanpumep, YYMCMo BKIMIOYEHHbIX WCCNeaoBaHWe MauueHToB, YMCMO MauueHTOB, MOABEPrLUMXCA BO3OENCTBUIO
NeKapcTBEHHOro cpeacTBa, WM YUCNO MNAUMEHTOB, Y KOTOPbIX 3adMKCMPOBaH MOHUTOPUPYEMbIN MCXOA,
CMOXHOCTU B BbIMOMHEHUN UCCNEAOBaHUA U OTKIOHEHUS OT oxugaemoro nnaHa. Nocne paccMoTpeHusa otyeTa
YNONHOMOYEHHbLIM OpPraHOM MOXET ObITb 3anpoLleHa AoNoNHUTENbHas MHoPMaLMA.

10.6.3.2 IToroBbIn OTHET NCCNenoBaHUs

WUtoroebii otyeT MNPUB gomkeH ObiTb NogaH B YMNONMHOMOYEHHLI OpraH Kak MOXHO CKOpee nocre ero
3aBepLUEHUs, HO He nosaHee 12 MecsaLeB OT AaTbl OKOHYaHUsA cOopa AaHHbIX.

Ona TPWB, [oGpoBOMNLHO WHULMUMPOBAHHLIX AepXaTenemM perucTpaumoHHOro YAOCTOBEPEHUs, Takke
pekomMeHayeTcs nepefaTtb MTOroBLIN OTYET 00 MCCneaoBaHMN HALMOHAaNbHbIM PErynsaToOpPHbLIM/YNONTHOMOYEHHbIM
opraHam rocyfapcTe, Ha TEPPUTOPUN KOTOPbLIX 3aperncTpMpoBaHo fekapCTBEHHOE CPEACTBO.

Ona [PUB, WHAUMMPOBaHHLIX OepXaTenem pPerncTpaumMoHHOrO YAOCTOBEPEHUS B COOTBETCTBUM C
006a3aTenLCTBOM, HanaraeMblM CO CTOPOHbI  YMOSTHOMOYEHHOro oOpraHa, ecnu He O6bino npegocTaBneHo
paspelleHne Ha oTCTynneHue oT TpeboBaHui, AepXKaTenb PerncTpaLMoHHOro yaOCTOBEPEHUSI AOIMKEH B TEYEHME
12 mMecsiLueB MO OKOHYaHMKM cOopa AaHHbIX NPeacTaBUTb UTOrOBbLIA OTYET 06 uccnegoBaHUW, BKIOYas pestome
nuccriegoBaHua Ans nyonukauun.

B cnyyae oOCTaHOBKM WccnegoBaHUs MOAAETCSl WMTOrOBLIA OTYET M OOBSACHEHUS MNPUYMHBLI OCTaAHOBKM
nuccriegoBaHus.

UTtorosbii ot4eT NPUB gorkeH BkovaThb criegyowme pasgens! n nHdpopmMaumio:

10.6.3.2.1 HasBaHue: HasBaHue, BKIovatoee o6LeynoTpebuTeNnbHY0 TEPMUHOMOMMIO, YKa3blBaOLLYO
Au3aiH nccrnefoBaHNs; NoA3aronoBKN C 4AaTON MTOrOBOrO OT4eTa, UMEHEM M cBeAeHMSMU 00 OCHOBHOM aBTOpe
oTyeTa.

10.6.3.2.2 KpaTtkoe cogepxxaHue: oTaenbHoe pe3tomMe B NpeacTaBleHHOM Hke dhopmarTe.

10.6.3.2.3 [epxaTtenb perncTpauuoHHOro YAOCTOBEPEHWUs: HauMMeHoBaHWe W agpec AepxaTens
perncTpaumMoHHOro yaoCTOBEPEHNS.

10.6.3.2.4 ViccnepoBatenu: WMeHa, TUTYNbl, Y4YeHble CTENeHn, agpeca W cBedeHuss o060 Bcex
nuccrieqoBatensx, a Takke nepeyeHb BCEX BOBMEYEHHbIX B MUCCnedoBaHWe opraHusauuMin U MecT BbINOMHEHUS
nuccriegoBaHus.

10.6.3.2.5 KoHTponbHbIE TOYKM: 3anfaHWpPOBaHHble W hakTU4eckne Aatbl MO CNeaylowmnM KOHTPOMbHbIM
TOYKaM BbINOSTHEHWNS UCCIEeOBaHNS:

- Havano cbopa AaHHbIX;

- KoHeL, cbopa AaHHbIX;

- OTYETHOCTb O X0A4e UccrnegoBaHus, 3anpoLUeHHas YNomHOMOYEHHbIM OpraHoM;

- NMPOMEXYTOYHasA OTYETHOCTb O pesynbTaTax uccnegoBaHns, ecriv 3To NPUMEHNMO;

- UTOrOBLIN OTHET O pe3yrnbTaTax UCCrefoBaHus.

- NMobble MHble BaXkHble KOHTPOMbHbIE TOYKW, NPUMEHMMbIE K UCCIELOBaHMIO, BKMOYas AaTty yTBepXaeHus
npoToKosnia KOMWUTETOM MO 3TWKe, ecriv 3TO NPUMEHMMO, U AaTy perncrTpauum UccnegoBaHus B 3NEKTPOHHOM
peecTpe nccnegoBaHum.

10.6.3.2.6 O6GocHOBaHMEe UK MpPegnocbIkKU MPOBEOEeHUS WUCCreqoBaHUSA: onucaHve npobnemsl Mo
BGesonacHoCcTW, KoTopas npueena K MHUUMaLuMn UccnefoBaHus, a Takke KPUTUYECKUA aHanma Bcex OOCTYMHbIX
onybnuKoBaHHbIX M HEONyOnMKOBAHHBLIX AaHHbIX, COAEPXaliMX OLEeHKYy COOTBETCTBYIOLLUEN MHdOpMaLMU Mo
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6e30nacHOCTU UK yKkazaHne HegocTaloWwmMx 3HaHUI Mo 6e30nacHOCTH, Ha NonydeHne KOTopbIX Oblfo HanpaBneHo
nccnegosaHue.

10.6.3.2.7 Llenb v 3agayn uccnegoBaHus: Lenb UCCNeAOBaHNA U 3a4ayn UCCnenoBaHus, BKNoYas nobble
npeaBapuTesibHbIE TMNOTE3bl, KaK YKa3aHO B NPOTOKOSE UCMbITaHWNA.

10.6.3.2.8 VI3mMeHeHUss n OGHOBNEHUS: nepeyeHb NHOObIX CYLIECTBEHHbIX WU3MEHEHWA U OBHOBMEHUN
nepBoHa4vanbHOro MNPOTOKONa WUCMbITaHU nocrne Havana cbopa AaHHbIX, BKMAYas OOOCHOBAHME KaXaoro
N3MEHEHNs1 NN OOHOBMEHUS.

10.6.3.2.9 MeToabl uccnegoBaHus:

- [In3anH uccrnegoBaHWs: KIOYeBble 3MEMEHTbl Au3ailiHa uccnegoBaHuss U 0O6OCHOBaHWE BblOGpaHHOIo
aunsanHa.

- YcnoBus: ycrnoBusi, Mecta M COOTBETCTBYIOLIME AaTbl MPOBEAEHUS UCCRELOBaHWs, BKMOYas nepuogpbl
Habopa nauueHToB, nocneaywLero HabnoageHns n cbopa gaHHbIX. B cnyyae cuctemartmdeckoro ob3opa unu
MeTa-aHanm3a - XapakTepuCTUKN UccrnenoBaHWi, UCMOMb3yEMble B Ka4yecTBe KpUTEPUEB NPUEMIIEMOCTU, C KX
obocHoBaHNeEM.

- MauneHTbl: Nobas uenesas NONYNAUMA N KPUTEPUU BKITHOYEHUSA NALMEHTOB B uccnegoBaHue. [OmkHbI
ObITb YyKasaHbl WCTOMHMKM M MeTodbl nogbopa Yy4yacTHMKOB, BKMAOYasd, rOe 370 MPUMEHMMO, MeTOoAbl
WHOVBMAYANM3aummn criyvyaes, a Takke KONMYEeCTBO U NPUYUHBI UCKITIOYEHUS N3 UCCNeaoBaHus.

- [epemeHHble: Bce pesynbTaTthl, BO3AENCTBME, NPOrHOCTUYECKUE (PAKTOPbI, MOTEHLUMANbHbIE UCKaXatoLme
akTopbl U akTopbl, Moauduumpytowmne addekT, BKMOYas onepaunoHHble onpeaeneHna. Ecnn aTo
NPUMEHNMO, NPEACTaBNSATCS ANArHOCTUYECKNE KPUTEPUN.

- VICTOYHMKN OaHHbIX U M3MepeHMe: AN KaXaon paccmaTpuBaeMon NEPeMEHHON YKa3bIBaOTCSA UCTOYHUKU
OaHHbIX 1 nogpobHoe onucaHne MeToAo0B OLIEHKN U M3MEPEHUS (€CNK 3TO NPUMEHUMO), a Takke CONOCTaBMMOCTb
METOO0B OLEHKM, ecnn nx bonee ogHoro. Ecnn nccnegosaHmne MCNonb30Barno CyLLECTBYOLWMN UCTOUYHUK OaHHbIX,
TaKOW KaK 3NEeKTPOHHblE MeaULMHCKNE KapTbl, AOMKHa cooblaTbes nobas nHdopmaums o BannaHOCTU 3anmcen
N KOAMpOBaHUM OaHHbIX. B crniyyae cuctematmdeckoro ob63opa unu mMeTa-aHanmsa OOMmkKHbl ObITb OnMcaHbl BCe
WCTOYHMKN MHAOPMaLMK, CTpaTerMs nomcka, MmeToabl Ansa Bbibopa nccnenoBaHnii, METoAbl N3BMEYEHNsT OaHHbIX
1 nodble NpoLecchl Ana Nony4YeHns U NOATBEMKAEHUSA OaHHbIX UccrnegoBaTenen.

- OWwnbKM: onucaHve npeanpuHATBLIX OEeACTBU/Mep No obpalleHuio C MOoTeHUuanbHbIMU UCTOYHUKaMU
OLLNBOK.

- O6bem BblGOpKM: 06beM BbIOOPKM, OOOCHOBaAHWE MCMONb3OBAHHOIO BbLIYUCIIEHMS pa3mepa BblGOPKM U
MeToAa LOCTMKEHMS Npegnoraraemoro pasamepa BblOOpKU.

- MpeobpasoBaHne AaHHbIX: Npeobpa3oBaHnsi, BLIYMCIEHUS UMW ONepauun ¢ AaHHbIMKU, BKMAOYas MeToabl
06paboTKM KONMMYECTBEHHbIX [aHHbIX MpW  BbINOMHEHUW aHanu3a, o6oCHOBaHME BbliOpaHHbIX METO40B
rpynnupoBaHns AaHHbIX.

- Ctatuctmnyeckne MeToabl: onmcaHme no CrieayLwmm acrnektam:

- OCHOBHbl€ MeTOAbl 0600LEeHNS;

- BCE CTaTUCTUYECKMEe MeTOAbl, KOTOpble MNPUMEHANUCbL B WCCREAOBaHWW, BKMOYas MeToabl Ans
KOHTPOMSA MWCKaXXEHUM W, 4YTO KacaeTcsl MeTa-aHanu3oB, MeToAbl KOMOMHMPOBaHMSA pesynbTaToB
nccnenoBaHuiA;

- ntobble MeToAbl, UCNONb3yeMble AN U3y4YeHUs NOArpynn U B3aMMoOencTBUI;

- NOAXOA K peLueHunto Npobnembl N0 HeQOCTYMHBIM AaHHbIM;

- OLieHKa YyBCTBUTENBHOCTU UCCNeOBaHNS;

- BCE M3MEHEHUs nraHa aHanmMsa [AdaHHbIX, NPegyCMOTPEHHONO MPOTOKONOM UWCCNEeLoBaHus, C
060CHOBaHNEM U3MEHEHUIA.

- KoHTponb kadecTBa: MexaHu3Mbl U NpoLieaypbl obecneyeHns kadecTsa 1 LLENOCTHOCTU AaHHbIX.

- Pe3ynbTathl: npegcTtaBneHne tabnuu, rpadmKoB M UNMOCTPaLUMA NSt OTOOPaXKeHUs1 NOMy4YeHHbIX SaHHbIX
N npoBedeHHOro aHanusa. [omkHbl ObiTb MpeacTaBreHbl Kak aganTUpOBaHHble, Tak M HeaganTUpOBaHHLbIE
pesynbTatbl. OUueHKa TOYHOCTM AaHHbIX OOMKHa ObITh BbINOMHEHA KOMMMYECTBEHHO C YKa3aHWEM LOBEPUTENbHbIX
WHTEepBanoB. ATOT pasfesn LOMKEH BKoYaTb cneayowme nogpasgenol:

- YYACTHUKM: KONMYECTBO MaLMEHTOB Ha KaXKAOM 3dTane uccnenoBaHust (Hanpuymep, YMcno noteHuManbHO
COOTBETCTBYIOLNX, MNPOLIEALNX Mpouenypy CKPUHMPOBaAHWS, MOATBEPXKOEHHbIX KaK COOTBETCTBYHOLLME,
BKIMIOYEHHbIX B MCCrefoBaHWe, 3aBeplualoLllmx nocnegyrowee HabnogeHne u npoaHanmM3mMpoBaHHbIX, a Takke
NpUYMHbI BbIOBLITUS U3 NccneaoBaHnst Ha ntobom atane). B cnyyae cuctemaTnyeckoro ob63opa unu meTa-aHanmsa
- KOJNIMYECTBO CKPUHMPOBAHHBLIX, OLEHEHHbIX Ha COOTBETCTBME W BKITHOYEHHbIX B 0030p wuccregoBaHWui c
yKasaHWem Npu4mMH UCKITIOYEHNST Ha KaxaoM aTare.

- onucaTenbHble OaHHbIE: XapaKTEPUCTUKN YYaCTHUKOB MCCREeAOBaHUSA, MHAOpMauusa no BO3LEWCTBUIO U
NnoTeHUManbHbIX UCKaXKaloLWMX akTtopax, a Takke KONMYECTBO YYaCTHMKOB C OTCYTCTBYHOLUMMM OaHHbIMU ANS
Kaxgon paccmaTpvBaemMon nepemMeHHon. B cnyvae cuctematudeckoro ob63opa wnn  MeTa-aHanmsa -
XapaKkTepucTuka KaXkgoro UccrefgoBaHusl, AaHHble KOTOPOro Gbiny Mcnonb3oBaHbl (Hanpumep, o6bemM BbIGOPKHY,
nocriegytoilee HabnoaeHue);

- [JaHHble O pe3yrbTaTax: KONMYEeCTBO Y4aCTHUKOB MO KAaTErOPUAM OCHOBHbIX Pe3yribTaToB,;

- OCHOBHble pe3ynbTaThl: pe3ynbTaTtbl HeaganTUPOBaHHOW OUEHKM W, €eCcnu  3TO0  NPUMEHUMO,
afanTUPOBaHHOW OLEHKU C YyYEeTOM UCKaxarowmx hakTopoB U MX TOYHOCTb (Hanpumep, 95% poBepuTenbHbIN
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nHTepsan). Ecnu sTo NpMMeHMMO, OLeHKa OTHOCMTENBHOIO puUcka AOMKHa ObiTb NepeBedeHa B abCOMHOTHLIN
pUCK 45t 3HAYMMOTO Neproaa BpeMeHu;

- opyrue Buabl aHanusa: gpyrve npoBefeHHble aHanu3bl, HanpUMep, aHanuabl NOArpyNMn 1 B3aMMOLENCTBUS,
a Takke aHanuabl YyBCTBUTENbHOCTY;

- HeXXenaTenbHble  SIBNeHusi/HeXxxenaTenbHble  peakuun:  yrnpaBfieHWe [aHHbIMM U NpeAacTaBneHue
MHdoOpMaLMM O HexXenaTenbHbIX SBNeHUsiX/HexenaTenbHbIX peakuusix B YMNOIHOMOYEHHble opraHbl. [Ons
onpeAeneHHbiX AW3alHOB WCCNenoBaHUM, TaKMX KaK Clyyal-KOHTPOSb WM PeTpPOCMEeKTUBHbIE KOFOPTHbIE
nccrnefoBaHusl, ocobeHHO BKMHOYAOLWNX aHanm3 AaHHbIX SMEKTPOHHbIX MEOMLUMHCKUX KapT, cucTemaTuyeckue
nepecMoTpbl M MeTa-aHanuabl, LOMMKHO ObiTb yKa3aHO, eCN HEBO3MOXHO ObINIO MPOBECTM OLIEHKY CTEMeHu
OOCTOBEPHOCTU NPUYUHHO-CIEACTBEHHOW CBA3WN HA YPOBHE MHAMBUAYATbHbLIX Cly4aes.

- O6eyxaeHwe:

- KnioueBble pesynbTathl: KNOYeBble pe3yrbTaTthbl, MMELNE OTHOLLEHME K 3a4avaM UcCnenoBaHus; paHee
NpoBEeAEHHOE UCCreAoBaHWe, pesynbTaTbl KOTOPOro COrfacylTCs MU MPOTMBOPEYaT MOMyYeHHbIM TEKYLLUUM
pesynbTataM; BIusiHAE pe3ynbTaTOB Ha COOTHOLLUEHWE MONb3a-pUCK NEKApCTBEHHOTO CPEeACTBa, €cnu 3TO
NPUMEHUMO.

- OrpaHu4eHunsi: orpaHuMYeHUst UccrnenoBaHusl, NpUHMMaloWMe BO BHUMaHWE OBCTOSATENbLCTBA, KOTOPble
MO MOBMNUSATL Ha KayeCTBO W LENOCTHOCTb [AaHHbIX, OrpaHMYeHus nogxoda W MeTOAOB, KOTopble Obinu
MCMNomnb30BaHbl O MUHUMM3AUMU WX BIRVSIHAS  (Hanpumep, OTCYTCTBYHOLLME WM  HEMOSHble AaHHble,
NMPUMEHEHHbIE OLIEHOYHbIE 3HAYEHWs1), UCTOYMHWKN MOTEeHUManbHbIX OWWOOK M HEeTOYHOCTEM W BanMgHOCTU
saBneHun. Heobxoanmo obecyxaeHne kak HanpasneHns, Tak 1 MmacTaba noTeHunanbHbIX OLUNBOK.

- UHTepnpeTauus: wuHTepnpeTauus pesynbTaToB MWCCMEedoBaHWA C  Y4eTOM 3aday, OrpaHuyYeHui,
MHOXXECTBEHHOCTW aHanm3a, pe3ynbTaToB CXOXMUX MCCMeLoBaHWN U OPYrMX COOTBETCTBYIOLMNX NOATBEPKAEHWNNA.

- 0606 aeMocTb: 0606LLaEMOCTb (BHELLHAS BanNMgHOCTb) pesynbTaToB UccnegoBaHms.

- Ccbinkn.

- Opyras vHpopMauus: niobas AONONHUTENbHAA UMK BCNoOMoraTenbHas MHgopMauus o cneumnduiecknx
acnekTax UCcrnenoBaHusl, He paccMaTpMBaBLLMXCS paHee.

Pes3lome MTOroBoro oT4yeTa MCCNenoBaHWsi OOIMKHO BKNOYaTb 060OLEeHHY0 MHdopMaumio o MeTodax wu
pesyrnbTaTtax UccreaoBaHus, NpeacTaBreHHyo B creaytowem dopmarTe:

1) HasBaHwue ¢ nogsaronoBkamu, BKIoYas AaTy COCTaBMEHMS pe3tomMe, UMsi U CBEAEHUS NO NepPBOMY aBTOpY;

2) KntoyeBble crioBa (He 6onee nATU KIIOYEBBLIX CIOB, OTOOpaXaloLUX OCHOBHbIE XapaKTEPUCTUKU
nccnenoBaHus);

3) O6ocHoBaHMe 1 NPeanoCLINKK;

4) Llenb 1 3agayn uccnegoBaHus;

5) MNMnaH nccnenoBaHus;

6) Ycnosus;

7) MauuneHTbl n 06bem BbIOOPKY;

8) MNepeMeHHbIe N NCTOYHUKM AAHHbIX;

9) PesynbTathl;

10) ObeyxaeHne (BkMoYas, ecnu 37O NPUMEHUMO, OLEHKY BIIMSHWA pe3ynbTaToB WUCCNegoBaHUs Ha
COOTHOLLEHME MOb3a-pPUCK NIEKapCTBEHHOIO CpeacTBa);

11) Oepxatenb pernctTpaunuoHHOro yaoCcToBEPEHUS;

12) Uma n ceegeHns no rmaBHOMY UccrnegoBaTento.

10.7 My6nukauma pe3ynbTaToB UCCNeAOBaHUA aBTopamMu

[depxaTtenio perucTpaumoHHOro YAOCTOBEPEHMS pPEeKOMEeHAYyeTCA 3apaHee cornacosaTtb CTpaTteruio
nyénvkaumin ¢ rnaeHbIM KccnegoBaTeneMm B Criyyae, ecnu UCCrNefoBaHve MnpoBOAUTCS M aHanusmpyeTcs
MOMHOCTBLIO UMM YacTUYHO UccregoBaTensaMu, He SBNSIOWNMUCA COTPYAHMKaMU aepxaTens pernctpauuoHHOro
yaoctoBepeHus. PekomeHaoyeTca onpedenatb cTpatermto nyonukaumn Takum o6pas3om, 4ToObl rraBHbIf
nccnegosarenb UMen BO3MOXHOCTb CaMOCTOSTENbHO rOTOBMTL NyGnukauuMu no pesynbTaTam UcCrnenoBaHus,
BHE 3aBMCMMOCTW OT aBTOPCTBa AaHHbIX. B aTOM criyyae gepxaTenb perncTpaumoHHOro yaoCcTOBEPEHUS AOIMKEH
ObITb YMOMHOMOYEH npocMaTpuBaTb pesynbTaTbl U WX UHTEpnpeTauuto, BKOYEHHbIE B PYKOMUCb, W
NpeacTaBnsaATb KOMMEHTapum [0 nepedayn pykonucu B neyatb, wusberas HeoBOCHOBaHHbLIX 3adepxek
nybnukaumn. 3anpocbl Ha BHECEHWE W3MEHEHWIA B PYKOMWUCb OOMXKHbI ObiTb Hay4yHO 0BOCHOBaHbI. [lepkaTenb
PerncTpaumMoHHOro  yooCTOBEPEeHMs [OMKEeH WMeTb NpaBo  3anpoCcuUTb  yAaneHwe  KoHuaeHumansHown
nHdopmaunu.

10.7.1 MNpegcTaBneHne onybrnmMKoBaHHbIX Pe3ynbTaToB UCCIeA0BaHUS B YNONTHOMOYEHHbIE OpraHbl

OepxaTento perucTpaumoHHOro yooCTOBEPEHUS pekoMeHAyeTcs nepefaTb WTOrOBYHO PYKOMUCb CTaTbu B
YMOMHOMOY€EHHbIE OpraHbl roCyAapcTB, Ha TEPPUTOPUN KOTOPLIX 3aperMcTpUpoBaHO NekapcTBEHHOE CPeacTBo, B
TevyeHue ABYyX Hegenb nocne npuema nyénvkaumm B nsgaTtenscrse.

10.8 3awmTa AaHHbIX

JepxaTenu perucTpaumoHHbIX YAOCTOBEPEHWA U UcCrefoBaTenu OOMkHbl cobMofaTh HauuoHanbHoe
3aKoHOAaTeNbCTBO rocyAapcTs, Ha TEPPUTOPUM KOTOPbIX NPOBOANUTCS UCCNEAoBaHME MO 3aLMTe NMYHBIX AaHHBIX
naumeHToB. [lepxxatenb perncTpauMoHHOro Y40CTOBEPEHUs AOMmKeH obecneynTs obpalleHe U XpaHeHne Bcen
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NHdOopMaLMM Mo UCCNEefOoBaHUI0 TakuM 06pasoM, YTobbl ee MOXHO BbINo TOYHO coobLaTh, MHTEPNPETUPOBaTL U
BepudmLmpoBaTb, B TO BpeMs Kak KOH(PMAEHUNanbHOCTb AaHHbIX MEeOUMUUHCKMX KapT MauueHToB He OOIhKHa
ObITb HapyLUeHa.

10.9 Cucrtembl KayecTBa, ayaAUTbI U NPOBEPKU

JepxaTenb perucTpaLMoHHOro YAOCTOBEPEHUS OOIMKEH 0GECNEeYnTb BbINOMHEHWE CBOWX 06S3aTensCcTB Mo
¢hapmakoHa30py B OTHOLUEHUM BLINOSIHEHUA WCCedoBaHUA, a Takke oGecrnedynTb BO3MOXHOCTL ayauTa,
NpPOBEepKM 1 BepuduKaLnm AaHHON aeaTenbHocTU. JTioboe usMeHeHve B AaHHbIX OOMKHO (OMKCMPOBaTLCS, YTODbI
obecneuntb npocrnexvBaeMocTb. [epxaTenb pPerncTpauyMoHHOTO  YAOCTOBEPEHUS| [OMKEeH obecneynTb
noadepkaHve B SMNEeKTPOHHOM dopMaTte aHanuTUYeckux HabopoB AaHHbIX WM CTAaTUCTUYECKUX Nporpamm,
Ucnonb3yemblX ONA reHepauuu OaHHbIX, BKIOYEHHbIX B WTOrOBLIM OTYET MO WUCCNEQoBaHWio, a Takke WX
AOCTYMNHOCTb AN ayAuTa U NpOBEPKM.

10.10 BnnsiHne Ha cuctemMy ynpaBrieHUsi puckamm

HeunHTtepBeHunoHHble TMMPUB (1, B uUenom, nwboe WHTEPBEHLUUOHHOE WU  HEUHTEPBEHLMOHHOE
nocTperncTpaunoHHoe nccnegoBaHne 6e3onacHoOCT), NPOBOAMMBIE AN U3y4YeHns npobrnem no 6e3onacHoCTy,
Kak onucaHo B nnaHe ynpaeneHuss puckamu (MMYP), pomkHbl Bkntodateca B [MYP. lNMpoTokon mnccnenoBaHus
AorkeH npunaratbes K [MYP.

B cnyyae ecnu TYP otcytcTByeT, OormkeH ObiTb paspabotaH Hoebid [YP, BkAo4awwWwmin LaHHble
MoCTpPerncTpaunoHHoro uccrnegoBaHus 6Ge3onacHocTM. Bo Bce cooTtBeTcTBylowmMe pasgensi/mogynu MYP
BHOCATCA COOTBETCTBYHOLLUME W3MEHEHMS C Y4EeTOM MPOBEAEHUS MWCCNEeaoBaHWs, BKMYas cneuundukauuto
6e3onacHocTn, NnaH apmakoHaa3opa M niaH MUHMMU3aLUMK PUCKOB, a Takke 0630p Mep MUHMMMU3aLMK pUcka.

10.11 Mpouenypa o6sa3aTenbHbIX NOCTPErNCTPaLMOHHBLIX UCCNeaoBaHUN 6e30nacHOCTU

B Pecny6nuke benapycb npoBeaeHne NocTperncTpaunoHHoro ncenegoanns 6esonacHoctu (MPUB) moxeT
ABNATbCA 00s3aTenbHbIM MPU OLIEHKE NepBOHAYarnbHOW 3asiBKM Ha TrOCYAApCTBEHHYHO perucTpaumio UnmM Ha
NMoCcTperncTpaunMoHHoOM 3Tane, ecnun ecTb 00EecrnoKOeHHOCTb B OTHOWeHuM npoduns  6esonacHocTU
3aperMcTpMpoBaHHOrO NeKapCcTBEHHOro cpeacTea. [laHHoe TpeboBaHWe YNONHOMOYEHHOIO OpraHa gOJIKHO ObiTh
Hagnexawum obpaszom 060CHOBaAHO AaHHBbIMU OLIEHKM Npoduns 6e3onacHoCTU U 3EKTUBHOCTH, AOMKHO ObITb
3apMKCMpPOBaHO B NMMCbMEHHOM BMAE W OOIMKHO BKoYaTh 3adayn M BPEMEHHbIE paMKU Mogadn U NpoBeneHus
nccriegoBaHusl. TpebGoBaHME MOXET TakKKe BKIOYATb pPeKoOMeHZauun Mo  KIH4YeBbIM  XapakTepucTuMKaM
nccrnegoBaHus (HanpvuMep, Au3aiH UCCnedoBaHusl, YCroBUs, BO3OENCTBUE, Ucxodbl, Lenesasi nonynsiuus). B
4YMCINO PEKOMEHOYEMbIX METOOOB MOTyT BXOAUTb METOAbl aKTMBHOIO MOHUTOPMHra (Hanpumep, MOHUTOPUHT Ha
onpeaeneHHblX KnnHUYecknx 6asax, peuenTypHbIA MOHUTOPUHE, PErncTpbl), CpaBHUTENbHbIE HabnogaTenbHble
HEMHTEPBEHLMOHHbIE MUCCIeAoBaHMs (Hanpumep, KOropTHOE MccrieqoBaHue (MOHUTOPWHT), UCCcnedoBaHue Tuna
Crny4an-koHTPONb, WCCNedoBaHWE CepuM CINyyYaeB W WHbIE), KIMHWYECKME WCCIEeAoBaHUs, WUCCIeaoBaHMs
notpebneHns, hapmMmakoanngeMmonornyeckme nccnegoBaHms.

Mpn HasHayeHun npoeepeHus NMPUB Ha nocTperncTpaumoHHoM atane B TedeHne 30 gHen no nonydeHun
NMMCbMEHHOIO YBEAOMIEHUS1 O LaHHOM obsizaTenbCTBe AepaTerlb PerncTpauuoHHOrO yOoCTOBEPEHUS MOXET
3anpocuUTb BO3MOXHOCTb NMpPEeAcTaBIeHNsi MUCbMEHHbIX HabM4eHUn B OTBET Ha HaroXeHue obsisaTenbcTsa.
HauMoHanbHbIA  YNOMHOMOYEHHLI OpraH onpefensieT BPeEMEHHble paMKuM  ONs  NpeacTaBreHus  Takux
HabntogeHun. Ha ocCHOBaHUM NMUCbMEHHbIX HabntoaeHun, NpeacTaBreHHbIX AepXXaTenem perncTpauumoHHOro
YOOCTOBEPEHUS], HALMOHAIbHbIN YNONTHOMOYEHHbIN OpraH A0MKeH 0TO3BaTb UMW NOATBEPANTL 0083aTENbCTBO.

10.12 KoHTponb 3a  HeWHTepBEHLMOHHbLIMU NOCTPerncTpaumMoHHbIMKU nccrnenoBaHUAMU
6e3onacHocTHn

10.12.1 Ponu n 0653aHHOCTN gepXaTtensa perncTpaLoHHOro yaoCcToBepeHns

[JepxaTtenb perncTpauyMoHHOro yAOCTOBEPEHUS HeceT OTBETCTBEHHOCTb 3a obecrneyeHWe COOTBETCTBUSA
nccrefoBaHns KPUTEPUSM HEMHTEPBEHLMOHHOTO UCCEeAO0BaHuS.

OepxaTenb perncrpaunoHHoro ygoctoBepeHus B oTHoweHun MPUB gormkeH obecneynTb BbINOMHEHWE
cBoux 0bs3aTenbCcTB No hapmMakoHaa30py, a Takke BO3MOXHOCTb ero ayauta, NpoBepkn 1 Bepudnkaumnm.

10.12.2 YnonHOMOYeHHbIe OpraHbl

Mocne HanoxeHus obsizaTenbcTBa MPOBECTM HeuHTepBeHuumoHHoe MNMPUB gepxatenb perncrpauyoHHOro
yAOCTOBEPEHNA pa3pabaTtbiBaeT NPOTOKON MCCreaoBaHus U NpeacTaBnseT ero B YrNOMHOMOYEHHbIN OpraH Ha
paccmoTpeHue. B TeveHne 60 gHen OT gaTbl NPeAcTaBneHWs NpoekTa NPOTOKOMa YMNOSTHOMOYEHHbIN OopraH
COCTaBNSAET OTBET, YTBEPXAAKOLWMIA NPOEKT NPOTOKONA, PEKOMEHOYHLLMIA BHeceHWe TpebyeMbiX W3MEHEHWH,
OTKasblBalLMn B COrfacoBaHMM WNW YBEeOOMIMSIOWMN OepXaTens perucTpaumMoHHOro YAOCTOBEPEHUS, YTO
nuccrieqoBaHne  SABMSETCd  KIMHUYECKMM  uccriefoBaHueM, nognajalowumm  nog  obnacte  gencrsus
COOTBETCTBYIOLLEro 3akoHogaTensCTBa B 00nacTn KNMHMYeckux wccrnedoBaHuin. OTka3 [OMKeH BKNoYaTb
nogpobHoe 06oCcHOBaHWE NPUYUH HECOOTBETCTBUSA B NIOOOM M3 CrieaytoLnMx cnyyaes:

- CYMTaeTCs, YTO NPOBEAEHMe NccnefoBaHe crnocobeTByeT NPOABKEHUIO NEKapCTBEHHOrO CPEACTBa; U

- cYMUTaeTCs, YTO NNaH UCCrnefoBaHUS He BbINOMHAET 3a4a4un nccnegoBaHums.

WccnegoBaHne MOXeT ObiTb HayaTO TOMbKO MNOCMe BbigayuM MUCbMEHHOrO YTBEPXKAEHUS MpoToKona
HaUMOHaNbHbLIM YNOTHOMOYEHHbLIM OPraHoM.
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Mocne Havana wuccnegoBaHus nobble  CYLWECTBEHHbIE W3MEHEHMS B NPOTOKON nojakwTca B
YNOMHOMOYEHHbIN OpraH A0 UX BBeAEHMS. YNONMHOMOYEHHbIM opraH B TedeHne 30 gHen nocrne nogayn JOSmKeH
BbIMOSHWUTb OLIEHKY U3MEHEHUIA N COOOLLMTL AepaTernto PerMcTpaumMoHHOro YA0CTOBEPEHNSI 00 UX YTBEPXKAEHUN
WU OTKIOHEHUMN.

Mo 3aBeplleHUM uUccnefoBaHUs gepXaTenb PerncTpaumoHHOro yAOCTOBEPEHUSA MpPenCTaBnsieT UTOroBbln
otyeT 06 mMccrnegoBaHMK, BKIOYasd pesioMe WUCCredoBaHua Ansa nyonukaumu, B YNOSTHOMOYEHHBIA OpraH Kak
MOXHO CKOpee, HO He no3gHee 12 mMecsaueB nocne OkoH4YaHMs cbopa OaHHbIX, eCiM YNOSTHOMOYEHHbBIM OpraHoM
He OblfIO NpenocTaBreHO MUCbMEHHOE paspelleHne Ha OTCTynreHne oT TpeboBaHui MO  BPEeMEHU
npeactaBneHns otyeTa. YMNOMHOMOYEHHbIM OpPraHoM BbINOMHAETCA pPacCMOTPEHME WTOrOBOro oTyeTa C
nocriegyowmm npeacraBneHnem aepxatento permcTpaunoHHOro yaoCTOBEPEHUS pe3yrbTaToB OLIEHKU OTYeTa,
KOTOpble MOryT BKNOYaTb OOMNOMHUTENbHbIE BOMPOCHI K AepXKaTent pernctpaunoHHoro yaocrtoBepeHus. 1o
pe3ynbTaTty pPacCMOTPEHUs OT4eTa M OLEHKM BO3MOXHOIMO BAUSIHUSA MOMYYEHHbIX AaHHbIX Ha COOTHOLLEHWE
Nnonb3a-puck NeKapCTBEHHOr0 CpeAcTBa YMNOMHOMOYEHHbI OpraH [dOSDKeH onpeaenuTs HeobXoanMMOoCTb
pekoMeHAaLUnn No BHECEHNIO U3BMEHEHUI B PEryNATOPHbIN CTaTyC NeKapCTBEHHOrO CpeaCcTBa, pekoMeHaaumm no
ero NpUMeHeHnto NGO NPUHATUE MHbIX HaAMeXalmx Mep C Lenbio obecnevyeHnss NPUMEHEHNs NeKapCTBEHHbIX
CPEACTB MpuW NPEBbLILLIEHWN NOMNb3bl Ha4 PUCKOM.

11 UHchopmupoBaHue no 6esonacHocTU

11.1 CTpyKTYpbI 1 NpoLecchl

11.1.1 3agaym nHdopmmnpoBaHusa no GesonacHocTn

WHdopmmpoBaHue no 6e3onacHOCTV HanpaBneHo Ha:

- NpefcTaBrneHne CBOEBPEMEHHON, HAy4YHO 060CHOBaHHOM MHOopMaLmn No 6e3onacHoMy U 3EKTUBHOMY
NCMNOMNb30BaHMIO NIEKapCTBEHHbIX CPEACTB;

- cogencTeme onTUMmU3aLMnm MeguLMHCKOW NMPakKTUKK (B TOM YMCre NPakTUKM camoredyeHus) B criyyqasx, rge
3TO Heo0bXoAUMO;

- U3MEHEeHMe NoaxoA0B, CIIOKMUBLUENCS NPAKTUKN N XapaKTepa UCNoNb30BaHUSA NeKapCTBEHHbLIX CPeacTs;

- NoAAEePKKY AeATENbHOCTU MO MUHUMMU3aLUN PUCKOB;

- COOEeNCTBUE MPUHATUIO OBOCHOBAHHBIX PELLUEHWUIA MO paunoHanbHOMY WCMOMb30BaHUKO JEKaPCTBEHHbIX
cpencTs.

Momumo BbILEyKa3aHHOro, Haanexaiwas uHdopmauuss no 6e3onacHoCTM CrnocobCTBYET YKPENeHuo
A0Bepust HaceneHus K perynsaTopHon cucteme.

11.1.2 MNpuHUMNBI NHOPMUPOBaHNA MO 6E30MacHOCTK

CnegyeT npuUMeHATb criegyoLwmne npuHLUMnbLl MHPOPMUPOBaHUA No 6GesonacHoOCTy:

- He06X0AMMOCTb MHPOPMUPOBaHUS MO 6e30NacHOCTU paccMaTpMBaETCsl MPU BbIMONIHEHUN OEATENbHOCTU
no dapmakoHaa3opy 1 ynpasneHus puckamu. [JaHHbIA KOMIOHEHT AOMKEH SBNATLCA YacTbio npoLecca OLeHKN
pucka;

- HeobxoamMMo obecneunTb Hagnexallylo KoopAMHAUMI0 [OeATEeNbHOCTM W B3aUMOAENCTBUE  Mexay
pasfuyHbIMKU CTOPOHaMK1, YYaCTBYHOLWUMW B CO34aHUN U obMeHe nHdopmaumen no 6e3onacHoCTV (TakUMKU Kak
YMOMHOMOY€EHHbIE OpraHbl, UHble FOCyAapCTBEHHbIE OpraHbl U AepXKaTenu perMcTpaumoHHbIX yO0CTOBEPEHUN);

- nHdopmaums no H6e3onacHOCTU JOSMKHA codepXaTb akTyanbHble, YeTkMe, AOCTOBEPHbIE U KOPPEKTHbIe
cBedeHus U nepepaBaTbCsd LenesBoW ayautopum B Heobxogumble cpoku Ana obecrnedeHus BO3MOXHOCTU
NPUHATUS COOTBETCTBYHIOLLNX MEP;

- nHbopmaums no GesonacHOCTM AofmkHa OblTb aganTvpoBaHa AMs pasnuyHbIX LUeneBbiX ayauTopun
(HanpuMep, nauneHToB N PabOTHWKOB CAepbl 30pPaBOOXPAHEHUS), NMYTEM MCMOMb30BaHNS COOTBETCTBYOLLErO
A3blKa U C Y4ETOM PasfnnyHbIX YPOBHEWN 3HAHWUI U NOTPEOHOCTN B MHGOPMaLNUM, COXPaHsis NpyM 3TOM TOYHOCTb U
COOTBETCTBME NepeaaBaeMomn nHopmaLmu;

- MHdopmauns o0 puckax AorkHa BblTb nNpeacTtaBneHa ¢ y4eTom obuiein OLeHKU MOorib3bl NeKapCTBEHHOMO
cpencTtea M BKNOYaTb B cebs OOCTYNHbIE M aKTyarnbHble CBEAEHUS O CePbe3HOCTU, CTEeMNeHU TAXKEeCTU, YyacToTe
HexxenaTenbHbIX peakLuin, hakTopax pucka ux pasBuTUs, BPEMEHU Hadarna, obpaTMMoCcTu U, ecnv BO3MOXHO, O
npegnonaraeMom neprvoae BOCCTaHOBIEHNS;

- MHpopMUpoBaHMEe NO 6e30MacHOCTM LOIMKHO CrnocobCTBOBaTbL pa3pelleHnto HeomnpeaeneHHocTen B
AaHHbIX No 6e30nacHOCTU, YTO OCOBEHHO akTyanbHO B Criyyae nosiBieHUs HOBOW MHAOpMaLMn Npu BbIMNOMHEHUN
YMOMHOMOY€EHHBIMU OpraHaMy npoueayp OueHKM AaHHblX no 6e3onacHocTu; nofnb3a MHAPOPMUPOBaHUS Ha
AaHHOM 3Tane [ofkHa OblTb COOTHECEHA C PUCKOM BO3HUKHOBEHUS OLUMOKWU, KOTOpasi MOXET BO3HWKHYTb B
crnydae, ecnu WUMeBLUMECS HeonpedeneHHble acnekTbl npodwuns He cMormu 6biTb Hagnexawwmm obpasom
pa3bSACHEHDI;

- B OfpefderieHHblX criyyasx npu npegcrasneHnn uHdgopmauum no 6esonacHOCTU cnefyeT y4vuTbiBaTb
KOHKYpUPYIOLLME PUCKW, HanNpuMep Takue, Kak pUCK OTkasa OT fledeHus;

- MpU OMWUCaHWM U CPaBHEHWN PUCKOB cCriegyeT UCMonb3oBaTbh Hambonee oOOCHOBAHHbIE KOMUYECTBEHHbIE
rnokasaTtenu, Hanpumep, nokasaTefb He TOMbKO OTHOCUTESbHBLIX PUCKOB, HO W abCOMOTHBLIX PUCKOB; ANA
CpaBHEHWSI PUCKOB rPynnbl AOMKHbI ObITb CXOAHBLI MO CBOMM XapakTepucTukam. Takke MoryT BbiTb UCMOMb30BaHbI
n gpyrue cnocobbl NpeacTaBneHns MHopMaLmm, Takue Kak rpadoudeckoe npeacraBrneHne OLEHKN pUCKOB n/nnm
COOTHOLLUEHMS MONb3a-pucCk;
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- cnegyeT No BO3MOXHOCTM MPU MOArOTOBKE MHGOpMaumuM no 6e30nacHoCTVM NpoBOauTb NpeaBapuTernbHoe
KOHCYNbTUPOBaHWE WNN TECTMPOBaHWE MEAULMHCKUX PabOTHMKOB UMW NaLMEHTOB, B OCOBEHHOCTWU B cry4ae
NOAroTOBKM MHGOPMaLMM No CroXHbIM Npobriemam no 6e3onacHocTy;

- B Cny4asix, Korga 3To YMECTHO, MHpopmmpoBaHme no 6e30MacHOCTM AOMKHO BKMtoYaTb npeacTaBneHve
nocneayoLen nHpopMauum, Hanpumep, NOCneaylLMX U3MEHEHU B pEKOMEHAALMSAX, paspeLleHms npobnemMsl
no 6esonacHocTy;

- cnegyeT  BbIMOMHATE  OUEHKY  3dEKTUBHOCTM  MHOpMMpOBaHMA no Oe3onacHocTw, raoe  3To
npeacTaBnsieTcsi LenecoobpasHbiM U BO3MOXHbIM;

- MHpopmaumsa no 6e3onacHOCTN LOMKHA COOTBETCTBOBATb TPEOOBAHMAM O 3aLLMTE NEPCOHANbHbIX AAHHbIX.

11.1.3 Lenesble ayguTtopuu

OcHOBHOM LleNeBON ayauTopuen, Ha KOTOPYH HanpaereHo MWHdopMuMpoBaHMe Mo ©e3onacHocTy,
OCYLLECTBMNSIEMOE YMNONTHOMOYEHHBIM OpPraHoOM W AepXaTensiMu perMcTpaumoHHbIX YAOCTOBEPEHWUN, SIBNSHOTCH
pabOTHUKN CUCTEMBI 30PaBOOXPAHEHMS N NALUMEHTbI, KOTOPbIE UCMOSb3YIOT JIEKAPCTBEHHbIE CpeACTBa.

KnioueByto porb B OCHOBHOW LIENEBOW ayauTopum urpaloT paboTHUKM CUCTEMbI 3[4paBOOXPAHEHMUS.
OdpekTnBHOE MHOPMMPOBaHME MO acrnektam ©e30MacHOCTM FeKapCTBEHHbIX CpeacTB MO3BOMSET UM
npoBoAuTb hapMakoTepanuilo ¢ y4eToM Haubonee akTyanbHbIX CBe4eHW no 6e30nacHoCTM U BblpaboTaHHbIX
pekoMeHaaLmin, a Takke NpeaoCTaBnAaTb NOHATHbIE U MONE3HbIE CBEAEHUS NauueHTaM, TeM cambiM Croco6CTBYS
obecrneyveHntio 6e30nacHOCTM MaUMEHTOB W MOBBILEHUIO WX [OBEpPUSt K PErynsaTopHOM cCUCTEME U cUCTeEMe
30paBOOXPAHEHNS.

Cpencrtea MaccoBoW MHGOpMaUMM Takke SABMAOTCA LUenesBon ayautopuen Ans  uHgopmauum no
6e3onacHocTn. CnocobHOCTb CpeacTB MaccoBOM MHAOpMaLUuM OXBaTbiBaTb NaUMEHTOB, pabOTHUKOB CUCTEMbI
30paBOOXPAHEHNS N LUMPOKNE CMON HaceneHus ABNAeTCA BaXHbIM hakTOpOM pacrnpoCTpaHEeHNUs HOBOW U BaXKHOM
WHpopmaLmMm O nekapCTBeHHbIX cpeacTBax. PacnpocTpaHeHne uHgopmauum no GesonacHoctn yvepes CMU
OKasblBaeT BNuUsiHME Ha 0bLLeCcTBEHHOE BOCNPUATME, U MOSTOMY BaxHO, 4ToO6bl CMW nonyyanu nHdopmaumio o
6€e30NacHOCTW HEMNOCPEACTBEHHO OT YMONTHOMOYEHHBIX OPraHOB B AOMOITHEHUE K TOW MHPOPMAaLIMK, KOTOPYIO OHK
nonyyaroT U3 Apyrux UCTOHYHUKOB, Hanpumep, oT AepXaTernen perMcTpaLnuoHHbIX YOO0CTOBEPEHWA.

11.1.4 CopepxaHue nHdopmaumm no 6e3onacHoOCTU

MpvHMMasi BO BHMMaHWe MpPUHLMNbI, M3NOXeHHble B 11.1.2, mHdopmauua o 6e30nacHoOCTW, OO0SHKHa
cogepxarb:

- NOSIBNAOLLMECHA BaXHble cBeaeHus O NoboM 3aperncTpypoBaHHOM feKapCTBEHHOM CPeACTBE, KOTOpble
0Ka3blBalOT BIIMSHME Ha COOTHOLUEHWE MOMb3a-pUCK FEeKapCTBEHHOrO CpeacTBa Npu MObIX  YCNOBUSIX
NPUMEHEHWS;

- MPUYUHBI MHULMUPOBAHNA npoLeaypbl MHAOPMUPOBaHMA No 6e3onacHOCTU B MOHATHOM ONS LeneBoW
ayauTopum dopme;

- BCe HeobxoauMble pekoMeHAaumMmn Ans paboTHMKOB CUCTEMbI 30paBOOXPaHEHUS U NALUMEHTOB, CBA3aHHbIE
¢ npobnemon no 6e30MacHOCTU, B OTHOLLEHUW KOTOPOW BbINOMHAETCA MHPOPMUPOBAHUE;

- yKa3aHWe Ha cornalleHve mexay gepXatenem pernctpauMoHHOro yoOCTOBEPEHMS U YMONHOMOYEHHbIM
OpraHoM no nNpeacTaBeHno nHpopmaummn no 6e3onacHoCTX B criyyasix, koraa npuMeHUMOo;

- cBegeHus 060 Bcex NpearnioXeHHbIX M3MEHEHUSAX B MHGOPMaLnM O NeKapCTBEHHOM CPeACTBe (Hanpumep,
B MHCTPYKLMW MO MEANLMHCKOMY NPUMEHEHUIO UMW B NUCTKE-BKNapllle);

- BubnmorpaduyecKknin CNNCOK MUK, B COOTBETCTBYHIOLUMX CIyYasiX, CCbIIKN HA UCTOYHMKW, FOE MOXHO HaWTu
bonee nogpobHyo MHopMaLM0 MO MHAOPMUPYEMOMY acnekTy 6esonacHoCcTy;

-B COOTBETCTBYWOLUMX CIy4asix, HafnoMuHaHWe O HeobxooumocTu cooblwaTte O noJo3peBaeMblxX
HexxenaTenbHbIX peakuusiXx B HaUMOHamnbHbIA  YNOMHOMOYEHHBIN OpraH 4Yepe3 HauMOHANbHYH CUCTEMY
CMNOHTAHHOro PenopTUPOBaHUS.

MHdopmauma no 6e3onacHOCTU He [OIkHa BBOAMTbL B 3abnyxaeHne u gomkHa OblTb npeacTaBrieHa
00bekTuBHO. MHdopmauuma no 6e3onacHOCTM He [OofKHa codepXaTb Kakux-nmbo mMaTepuanoB M COOOLLEHUN,
KOTOpble MOryT MpeacTaBnAaTb COOOM peknamy W WHYK WHGOPMALMIO, HampaBfieHHYI Ha MPOABWKEHWE
nekapCcTBEHHOrO CPeACTBa.

11.1.5 Cnocobbl nHpopmmpoBaHua no 6e3onacHoOCTU

Mpn BbLINONHEHUM WHOPMUMPOBaHMA MO Ge3onacHoCTM HeobXOo4MMO WCMOMb30BaTb BEChb  CNEKTP
pa3Hoobpa3sHbIX CPeACcTB nepegayn MHopMaLum Ans AOCTUXKEHUS LeneBbiX ayauToOpuin U YOOBNETBOPEHNUS UX
pacTylwmx noTpebHocTen. Pa3nunyHble cpegctBa KOMMYHMKaUMM M kaHanbl nepefavm MHOpMauun, KoTopble
MoryT 6bITb MCNONb30BaHbl, NOAPOBGHO paccmaTtpusatoTea Hwxke B 11.1.5.1 - 11.1.5.5.

11.1.5.1 HenocpeacteeHHoe obpalleHne k paboTHUKAM CUCTEMbI 30pPaBOOXPaHEHNS

Mon HenocpeacTBeHHbIM oObpalleHnemM K paboTHMKaM CUCTEMbl 30paBOOXPaHEHUS B HaCTOsILLEM
pykoBOACTBE MoApa3yMeBaeTCs MpedoCTaBneHe AepXaTensiMu pPerMcTpauvoHHbIX  YAOCTOBEPEHWU  WIK
YMNONMHOMOYEHHbIM OpraHoOM BaXHOW WHgopMauMnm no 6e3onacHoCTM HamnpsMyl paboTHMKaM CUCTEMBbI
30paBOOXPAHEHNS C LEeNbl COOOLEHMS MM O HeOoOGXOOAMMOCTU COBEPLUEHWUS OnpederneHHbIX OeWCTBUN unn
agjanTaumMnm UX MpakTUKM B OTHOLLUEHWMW FeKapCTBEHHOrNO cpeacTBa B COOTBETCTBUM C HOBbIMM AaHHbIMU MO
6e3onacHocTM. HenocpeactBeHHoe obpalleHne K paboTHMKaM CUCTEMbl 34paBOOXPaHEHUsI He SBMsieTcs
OoTBETaMU Ha BOMpPOChbl PabOTHWMKOB CUCTEMbI 34paBoOXpaHeHusi, Nubo yvyebHbIMM MaTepuanamum B pamkax
PYTWMHHOW AeATENbHOCTU N0 MUHMMMU3ALUN PUCKOB.
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PaspaboTtka WHGOPMaLMOHHOrO MaTepuana [Ans  HenocpeacTBeHHOro obpalleHuns npegnonaraet
COTPYOHUYECTBO Mexay [AepxaTenem perucTpauMoHHOro YAOCTOBEPEHUS U YNONTHOMOYEHHbIM  OpPraHoM.
OepxaTenb  perucTpauMoHHOro  yOOCTOBEPEHUS  OOIMKEeH  nonyyuTb  ogobpeHue  COOTBETCTBYIOLLErO
YMOMHOMOYEHHOrO OpraHa B 4acTu cogepXaHus WHPOPMaUMOHHOrO MaTtepuana Ans HernocpencTBEeHHOro
obpalleHns Kk paboTHMKaM CUCTEMbl 30paBOOXPaHeHWs U nnaHa uHgopmuposaHus. CornacosaHve mexay
YMOMHOMOY€EHHbIM OpraHoOM W AepXaTeneM PerMcTpaumoHHOro yAoCTOBEPEHUS OOIMKHO ObiTb 3aBeplueHo Ao
Hayana pacnpocTpaHeHus gepXxartenem perncTpauuoHHOro YAOCTOBEPEHUS MH(OPMAaLMOHHBLIX MaTepuaros.
OpobpeHne ynonHOMOYEHHOro opraHa JOMKHO OblTb NOMYy4YeHO B OTHOLUEHUN CoaepKaHna UHopMauum 1 nnaHa
MHOPMUPOBAHUA, BKNIOYasA Lenesylo ayauTopuio M rpaduk pacnpocTpaHeHns uHdopmauun. [Hdepxatento
pPerncTpaumMoHHOro YAoCTOBEPEHUS HEOBXOAUMO BbIAENUTL HE MeHee ABYX pabouux AHen Ans npeacrtaBneHus
KOMMEHTapMeB Ha 3ameyaHus YNorHOMOYEHHOrO opraHa B 4acTu coaepaHus UHOpMaLUMOHHOro mMatepuana
Unun nnaHa nHpopmuposaHus. B criyyae HeobxoguMMOCTU 1 MO Mepe BO3MOXHOCTU Ha AaHHyo npoueaypy MoxeT
ObITb BblgeneHo 6onblle BpeMeHU No YCMOTPEHMIO YNONTHOMOYEHHOMO opraHa, Cpoku MoryT BbiTb aganTUpoBaHbI
C YY4E€TOM CPOYHOCTU CUTyaLnn.

Mpn HanNW4YUM HeCKoNbKUX AepxaTenen perncTpaumoHHbIX YAOCTOBEPEHUA HA OOHO M TO Xe AencTBylolee
BELLEeCTBO, AfNs KOTOpPOro HeobxoaMmo BbINYCTUTb WHGOPMaUM ONS HenocpeacTBEHHOro obpalleHus K
paboTHUKaM CUCTEMbI 30paBOOXpPaHEHUs!, 0ObIYHO COOBLLIEHNE HOCUT €AMHBIN COrNacoBaHHbIN XapakTep.

Mpn noaroToBke MHOpMaUMM ANS HENOCPeOCTBEHHOro obpalleHusl, Mo BO3MOXHOCTW, pPEKOMeHOyeTcH
npuBrekaTe B COOTBETCTBYIOLLMX CIy4vasix OpraHusauuu 3gpaBoOXpaHEeHWUst UM HayudHble obliectBa, 4TOObI
rapaHTMpoBaTb, 4YTO npegocTaensemMas UM uHdopmaums bygeT nonesHonm M aganTUPOBAHHOW ANS Lenesow
ayautopun.

HenocpencrteeHHoe obpalleHne K paboTHMKaM CUCTEMbI 30paBOOXPAHEHNST MOXET BbICTyNaTb B KayecTBe
OOMOMHUTENbHBIX MEP MUHUMM3aLUN PUCKOB MNNaHa ynpaBneHus pyuckamu.

WHdopmauma ona HenocpedcTBEHHOro obpalleHust K paboTHMKaM CUCTEMbl 34PaBOOXPaHEHUs LOJKHA
pacnpoCTPaHATLCH B CeaylLwmnx CUTyaumsx, Korga BO3HUKAeT HEOOXOAMMOCTb NMPUHATUS HEOTIIOXKHBIX MEP MIu
N3MEHEHNs CYyLLeCTBYIOLLEN NPaKTUKM B OTHOLLEHUW NeKapCTBEHHOro cpeacTsa:

- MPUOCTaHOBKA WNW aHHyNMpoBaHWE YOOCTOBEPEHMSA O rOCYAapCTBEHHOW peructpauum, obycrnoBreHHble
n3MmeHeHnsMu npodunsa 6e3onacHOCTU NekapCTBEHHOro CPeacTBa;

- BXXHOE W3MEHeHVWe B pekoMeHJaumsx Mo MPUMEHEHUI0 JeKapCTBEHHOro CpeacTBa Mo MpU4MHe
OorpaHn4yeHns nokasaHWnh K NPUMEHEHWIO, HOBOrO MPOTUBOMOKAa3aHUA UMM U3MEHEHUS B PEKOMEHAYEMbIX A03aX,
0BycnoBreHHble nsMeHeHeM npodunsa 6e3onacHOCTU NekapCTBEHHOIo CPeacTBa;

- OfpaHMYeHUst B OOCTYNHOCTU UMW NpekpalleHne npousBoACTBa NEKapCTBEHHOrO CPeAcTBa, YTO MOXET
HebnaronpuaTHO ckasaTbCH Ha CUCTEMe OKa3aHUs MeOULIMHCKOW NOMOLLIN.

CuTyaumm, npyM KOTOPbIX OOSMPKHA paccMaTpuMBaTbCs HEOOXOAMMOCTb HEMnocpeacTBEHHOro obpalleHus K
pabOoTHWKaM CUCTEMbI 34paBOOXPaHEHUS:

- nosiBNeHMe B  pekoMeHAauusax Mo  MNPUMEHEHNIO  NEeKapCTBEHHOIO  CPeACcTBa  HOBbIX  BaXHbIX
NpefoCcTePEXEHUN UM OCODbLIX yKasaHuiA;

- HOBble [aHHble O BbISIBIEHUN paHee HEW3BECTHOro pUCKa, a Takke U3MEHEHUS 4acTOTbl WUNKN CTeneHu
TSPKECTU U3BECTHOTO PUCKA;

- nosiBNeHne OBOCHOBaHHbLIX [aHHbIX O TOM, YTO JleKapCTBEHHOEe CpeacTBO SBMSETCA He CTOfMb
3PP EKTUBHBIM, KaK CHYMTaNoch paHee;

- HOBblEe pekoMeHAaLuM No NPeaoTBpaLLEHMIO Pa3BUTUS UMM KYNMUPOBAHUIO HeXenaTemnbHbIX peakuui, nmbo
pekoMeHaaL MmN No NpeaoTBpaLLEHMO 3N0yNOTPEONEHMIA MU CHKEHUIO PUCKa MEAULMHCKUX OLUMGOK;

- MHdopmauns No pesynbTaTtam NMOCTOSHHON OLEHKN BadKHbIX MOTEHUManbHbIX PUCKOB, AOCTYMHbIE AaHHbIE
Mo KOTOPbIM Ha onpeAeneHHbIi MOMEHT SBASITCA He4OCTATOMHLIMU ANS NPUHATUS PErynaTopHbIX Mep (B 9TOM
criyyae HenocpencTBeHHoe obpalleHne [OMKHO COAEeNCTBOBaTb TLUATENIbHOMY MOHWUTOPUHIY Mnpobnembl no
6e30MacHOCTM B KIMHWYECKOW NPaKTMKe, NPEACTaBMEHUI0 COOOLLEHMI O HexenaTemnbHbIX peakuusix, a Takke
NMHOPMUPOBATL O Mepax MUHUMU3ALIMN NOTEHLMAIbLHOIO pucka).

YNONHOMOYEHHbIA  OpraH BrpaBe  HenocpeAcTBEHHO  pacnpocTpaHuTb  MHdopMauuio  Ans
HenocpeacTBEHHOrO obpalleHuss k paboTHMKaM CUCTEMbl 34paBOOXPaHEHMS WKW 3anpocuTb AepxaTens
pPerncTpaumMoHHOro YAOCTOBEPEHUs MOArOTOBWUTL, CcoOrflacoBaTb M PacnpocTpaHuTb  UHdoOpmauuio  Ans
HenocpeacTBEHHOro obOpalleHnss Kk paboTHMKaM CUCTEMbl 34paBOOXPaHEHMS B TOM Cchny4vae, Korga
YMNONMHOMOYEHHbIA OpraH cyuMTaeT 3TO HeobxoaumbiM Ans ganbHevwero 6e3onacHoro M 3deKTUBHOMO
NCMNonb30BaHNS NleKapCTBEHHOro cpeacTsa.

YNONHOMOYEHHbIM OpraH BripaBe onybrnvkoBaTb OKOHYaTeNbHbLIN BapuaHT UMHGOPMAaLMOHHOrO MaTtepuana
ONsl HenocpeacTBEeHHOro obpalleHns Kk paboTHMKAM CUCTEMbl 30paBOOXpaHeHMs. YMONHOMOYEHHbIA opraH
MOXeT Takke, N0 HeobxoAUMOCTW, BbINyckaTb OOMOMHUTENbHOE cooblweHne no 6GesonacHocTW, W
pacnpocTpaHATb UH(OPMALMOHHBIA MaTepuarn cpean COOTBETCTBYIOLLMX OpraHu3aumMin u paboTHMKOB CUCTEMBI
3[paBOOXpPaHeHUS.

11.1.5.2 NHpopmauua ana HecneumanmncTos

MHMhOpMaUMOHHBIN MaTepuar, HanucaHHbIn NpocTbiM  (HenpodeccMoHarnbHbIM) A3bIKOM  (Hanpuvep, B
dopmaTte BONpoCOB M OTBETOB), MOMOraeT NauMeHTamM U HACENEeHWIo B LIeNoM pa3obpaTbCs B Hay4YHbIX OAHHbIX U
perynsatopHbIX Mepax, kacawwmxcs npobnem no 6esonacHOCTU. [JOKYMEHTbl Ha HenpogecCMoHanbHOM S3blke
OOMMKHbI codepxaTb pekoMeHZauuMm W COBETbl YMOMHOMOYEHHbIX OpraHoB MO MWHUMMU3aUWMUM PUCKOB ANs
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NnauMeHToB M paboTHMKOB CUCTEMbI 34paBOOXPaHEHMSI B OTHOLWEHUM npobnem no 6e3onacHOCTU, U AOIMKHbI
COMpoBOXOaTbCA COOTBETCTBYIOLLLEN CNPABOYHON MHGDOPMALMEN.

YNONHOMOYEHHbIE  OpraHbl  pasMellaT  UHGOopMauMilo AN HecneumarnucToB Ha  HauMoHanbHbIX
MEOUUMHCKUX WHTEepHeT-noptanax W MOryT AONOMHUTENbHO pPacnpoCTPaHATb WX CPpean COOTBETCTBYHOLLMX
CTOPOH, Hanpumep, NauneHToB 1 OpraHn3aLuin 34paBoOXpaHeHNs

Mo BO3MOXHOCTW, pekoMeHAyeTCs npuBnekaTb naumeHToB M pabOTHUKOB CUCTEMbl 30PaBOOXPaHEHUs K
yyacTuio B npouecce MOAroTOBKM OOKYMEHTOB Ha HenpodeccUoHarbHOM fA3blke, YTODObl rapaHTMpoBaTb, YTO
npegocTtaensemMas M1 MHpopmauus yaeT nornesHon n aganTUpoOBaHHOW AN LieneBon ayguTopumn.

11.1.5.3 NHpopmauus B npecce

K nHpopmauun, pasmellaeMon B npecce, OTHOCATCH: MPecc-penuabl U npecc-KoHgepeHuun, KoTopble B
nepByto oyepenb NpegHasHavyeHbl A5 )KyPHanucToB.

YNONHOMOYEHHbIM OpraH MOXeT HanpasrsaTb NPecc-pennsbl HanpsaMyo XypHanuctaMm B OOMONHEHWE K KX
pasMeLleHUio Ha caWlTe YMNOMHOMOYEHHOro oOpraHa, 4YTO MO3BOMMUT XypHanMucTam Hanpsmyilo Mony4uTb
nMHdOPMaLMIO, KOTOpas COOTBETCTBYET Hay4yHOW OueHKe YNONMHOMOYEHHOro opraHa. Bsaumopgenctesme co
cpencTBaMm MaccoBOW MHADOPMaLMKN ABNSAETCA BaXHbIM CMOCOOOM oxBaTa bonee LWMPOoKon ayamuTopuu, a Takke
CnocobCTBYET YKPenneHno 4OBepus K perynsTopHoOn cucteme.

OepxaTenn perucTpaumoHHbIX YAOCTOBEPEHUI Takke MOryT MOAroToBUTbL UM ONybnukoBaTb Npecc-penus c
OTpaXXeHMeM CBOel no3uuum no npobrneme no 6e3onacHOCTW, HO OHW OOMKHbI COOEpXaTb CCbINKM Ha BCe
perynsatopHble Mepbl, NPUHUMaemble YNOSTHOMOYEHHbLIM opraHoM. COOTBETCTBYIOLLME BbINOMHAEMble 0630pbl
OOMXKHbl  OblTb  ykasaHbl B nboi  MHopmauun, npeacTaBnNsgemMon AepxaTtenem  perucTpaumoHHOro
YOOCTOBEPEHUS.

Mockonbky npecc-penusbl, NOMUMO XXYPHANUCTOB, MOTYT BbITb NPOYUTaHbI APYTUMU YMTaTENAMU, TaKUMK Kak
pabOTHUKN CUCTEMBbI 34pPaBOOXPaHEHUs, MauMeHTbl W HacerneHwe, B HUX HeobxoauMMo AenaTb CCbifiky Ha
NMHAOPMaLMOHHbIE MaTepuarbl, UMELLNE OTHOLIEHNE K AaHHOW npobneme no 6e3onacHocTu. B cnyyasx, korga
rOTOBUTCA TakkKe HernocpeacTBeHHoe obpalleHne K paboTHMKaM CUCTEeMbl 34paBOOXpaHeHus, cnegyet
obecneunTb MHGOPMMpOBaHME pPabOTHMKOB CUCTEMbI 34paBOOXpPaHeHWs nubo pfo nybnukauwmu, nubo
OQHOBPEMEHHO C nybnukaumen unu pacnpocTpaHeHUeM npecc-penusa, 4Tobbl NPeaoCcTaBUTb BO3MOXHOCTb
MeOULMHCKUM paboTHUKaM ObITb MOArOTOBNEHHBIMU K OTBETAM Ha BOMPOCH! NALMEHTOB.

B cnyyae ecnu npobrniema no 6e3onacHOCTU npeAcTasnsieT NOBbILEHHbIN UHTepeC ANns CpeacTB MacCoBOW
nHdopmaumm, nubo B criydae HeoOXOAMMOCTM [AOBeAeHUs OO HaceneHUs MHOrONMaHoBOW W CHIOXHOW
MHdoOpMaLMM NO BadkKHOMY [Afs 300pOBbS HAceneHus BOMPOCY, YMNOMHOMOYEHHbIM OpraHoM B Ka4vecTBe
apeKkTMBHOrO MeToda MHMOPMMPOBaHMSA OOLLECTBEHHOCTU MOXET ObITb PacCMOTPEH BOMPOC MPOBEAEHUS
npecc-KoHMEPEHLUN C XKypHanucTamu.

11.1.5.4 Beb-cant

Beb-cant npencraBnsieT coOOM BaXKHbIA MHCTPYMEHT MHAOPMMPOBAHWSA HaceneHus (BKMoYas NaumeHToB U
paboTHMKOB CUCTEMbI 34paBOOXpPaHEHUs). YMOMHOMOYEHHbIM OpraH, a Takke gepKaTenu PerucTpaumoHHbIX
YOOCTOBEPEHWI, [OMKHbI rapaHTMpoBaTb, YTO BaxHas WHdopmauusi no ©e3onacHoCTW, pasMelleHHast Ha
KOHTpPONMpYeMbIX UMK Beb-cantax, OyaeT merko AOCTYNMHOM M MOHATHOW nonb3oBatensaM. WHdopmaums Ha cantax
OOIMKHa MOCTOSIHHO OBHOBMATBECS, a nMobas ycrapeslas WHGOpPMauMst OormkHa ObiTb MOMeYeHa Kak TakoBas Mnv
yAaneHa.

11.1.5.5 [pyrve cpeactea MHTEPHET-KOMMYHMKaLIMI

UHdopmaumsa no 6e3onacHOCTM MOXET Takke pacrnpocTpaHATbCA B ceTn VIHTepHeT nmocpeaCcTBOM ApYrux
BeO-npunoxerHun. Mpu ncnonb3oBaHuM Boriee HOBbIX, BbICOKOCKOPOCTHLIX KaHamoB CBA3W, crieQyeT MPUHSATb
HeobxoaMMble Mepbl, 4YTOObl He [OMNyCTUTb HapyleHWs TOYHOCTM nepedaBaemon uHdopmauun. B
KOMMYHWKALUMOHHOW MpakTuKe crnegyeT y4duTbiBaTb MOSABMASIOWIMECS HOBble CpeacTBa  KOMMYHMKaLuW,
ncnonb3yemble pasnuyHbIMU LeneBbIMU ayanTopusiMu.

11.1.5.6 NHpopmaumnoHHbIe nucbMa 1 GronneTexu

WHdopmaumoHHble nnucbma u GlonneTeHn npeaHasHavyeHbl ANS PerynsipHoro npegocTaBreHns HOBOW
nMHdoOpMaLMM O nekapCTBeHHbIX cpeacTBax M ux 6esonacHoctM u adpdektmBHocTM. C MOMOLWBIO  3TUX
MEXaHU3MOB MH(OPMUPOBAHNS YMNONHOMOYEHHbIE OpraHbl MOTYT OXBaTWUTb OOMbLUYIO ayAUTOPUIO, UCMOMb3Ys
BEO-NPUNOXeHUsa 1 apyrue OOCTyMNHble CPeacTBa.

11.1.5.7 BaaumogencTaume mexay ynoriHOMOYEHHbIMU opraHamu

Mpn NPUHATAM OOHWM W3 YMNOSTHOMOYEHHbLIX OpPraHoB Mep PerynsaTopHOro xapakrepa B OTHOLUEHWUU
onpegeneHHon npobnembl nNo 6e3onacHOCTW, Yy APYrMX YAOMHOMOYEHHbIX OpPraHoB MOXET BO3HUKHYTb
HeobX0aAMMOCTb OTBEYaTb Ha 3anpochkl UM 06MeHMBaTLCA MHOPMaLMEN No 3TOMY e Bonpocy. PekomeHayeTcs
ncnonb3oBaTb MeEXPerynaTopHble UWHMOPMaUMOHHbIE MaTepuansl B ¢opMe [OOKYMEHTOB, creuunanbHO
NOArOTOBMEHHbLIX YNOSTHOMOYEHHbLIM OpraHOM B NMOMOLL CBOUM KOrferam Anis OTBETOB Ha BHELUHME 3anpochl Unu
obMeHa nHdopmaumeln No KOHKPeTHoW Npobrneme no 6esonacHoOCTU.

11.1.5.8 OTBeTHI Ha 3anpockl HaceneHns

YNONMHOMOYEHHbIE OpraHbl U AepXaTenu perucTpauuoHHbIX  YOOCTOBEPEHMW [OOMMKHbI  pacrnonaraTb
OEVCTBYIOWMMN CUCTEMaMW pearpoBaHUS Ha 3anpocbl OTAENbHbIX paxaaH O fekapCTBEHHbIX cpeacTBax.
OTBeTbl [OMKHbI codepxaTb WHGOPMaUMIO, HaxodsAWwylcs B OTKPbITOM AOCTyne, W BKYaTb B cebs
COOTBETCTBYIOLUME  pEeKoMeHZauuuM Ans nauMeHToB U pabOTHMKOB  CUCTEMbl  34paBOOXPaHEHMS,
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npeaocTaBneHHble YNOTHOMOYEHHbIMU opraHamu. Koga BonpocChkl KacaloTCa KOHCYNbTauui No MHAMBUAYansHOMY
neyeHno, NaUMeHTy crnegyeT nopekomeHaoBaTb 0bpaTUTLCS K cneunanncTaM CUCTEMbI 34paBOOXPaHEHUS.
11.1.5.9 [pyrue cpeacrtea nepegavv nHdopmaumum

Kpome paccMOTpeHHbIX Bbllle CNocoboB MHPOPMUPOBAHUSA, CYLLECTBYHOT ApYrMe WMHCTPYMEHTbI U KaHarnbl
nepegaym wuHdopmaumm no 6e30nNacHOCTM, TakMe Kak nybnukauMm B HaydHbIX JXypHanax u >KypHanax
npodeccuoHanbHbIX OpraHn3aLmn.

HekoTopble MHCTPYMEHTblI M Cnocobbl MHPOPMMUPOBAHUSA MOMYyT MCMONb30BaTbCsl B 06nactu ynpaeneHust
puckamu; MeponpusaTMa No MMHMMM3aLMM PUCKOB 4YacTo BKMYalT B cebs cneuvanbHble nporpaMmmbl
WHpopMmnpoBaHns o puckax. MHCTpyMEeHTbl, UCMonb3yemble B 3TUX Mporpammax, Takue, Kak namsTku ans
nauMeHTOoB UNun pykosoacTBa no 6esonacHocTv Ans paboTHMKOB CUCTEMbI 30pPaBOOXPaHEHNs], paccMaTpuBatoTes
B pasgene 12.

11.1.6 3dhdekTnBHOCTL MHGOPMaLMM No BesonacHoOCTH

WHdpopmaumsa no 6e3onacHocTy cuntaetcs acpdeKTMBHON, Koraa nepegasaeMoe coobLleHne NpMHUMaeTcs
N MOHMMaeTCsl LIeNeBoN ayauTopuen Tak, kKak 3To ObiNo 3agymMaHo, M LeneBas ayouTopusi pearvMpyeT Ha
WHpopMaLMIo NPUHATMEM COOTBETCTBYHOLUMX Mep. [Ona oueHkn 3pdeKkTMBHOCTU MHGOPMaUMM  AOSMKHbI
NPUMEHATBLCS COOTBETCTBYIOLLME MEXaHU3Mbl, OCHOBaHHbIX Ha 4YeTKMX napameTpax (nokasatensax). Ha
OCHOBaHWUM BbIMOMTHEHHON OLIEHKN 3p(PEKTUBHOCTM OOMKHbI ObiTb caenaHbl BbiBOAbI, onpeaeneHbl NpuopuTeThl
no AdanbHenwen OeATenbHOCTM N0 UH(OPMUPOBAHUIO, a Takke Mpyv HeobXOOMMOCTU BbINOMHEHA aganTtauus
WHCTPYMEHTOB W MNpPaKkTUKU B HanpaBreHMM COOTBETCTBMS MOTPeOHOCTAM LeneBon ayautopun. [Ons
YCTaHOBIEHUS COOTBETCTBUS MHopMauum no GesonacHoctu TpeboBaHusim 11.1.2 crnegyeT ucnonb3oBaTb
noaxon, OCHOBaHHbIM Ha uccregoBaHun. [lpu nNpUMeHeHWM AaHHOro nogxoda MOryT OblTb COMOCTaBMEHbI
pasnuyHble pe3ynbTaTtbl, B TOM YUCIE NOBEAEHMNE, OTHOLLIEHMWS, U 3HAHWUS.

[epxatenun perncTpaumoHHbIX YOOCTOBEPEHUIN HECYT OTBETCTBEHHOCTL 3a OLEHKY 3 EKTUBHOCTU NPAMOrO
WHOPMUPOBaHNSA MeAULIMHCKMX paboTHUKOB No npobriemam no 6e3onacHocTu. [epxaTenu pernctpalMoHHbIX
yOOCTOBEPEHMI [OOMKHbI UHOPMMpOBaTb YMNOMHOMOYEHHBIA OpraH O MOMYYEHHbIX pe3ynbTaTax OLUEHKU
3P EKTMBHOCTU NPSIMOro MHPOPMUPOBAHUS, a TakkKe JoObIX BbIIBMEHHLIX TPYAHOCTNAX, (Hanpumep, npobnemax
CO CMUCKOM nonyyatene wnMm Cco CcpokamMu U MexaHusmamu pacnpoctpaHeHusi). CooTBeTCTBYOLME
KOPPEKTUPOBOYHLIE U Npeaynpexparwme AeUCTBUA OOSMKHbl OblTb NPUHATBI BO BCEX Chyvyasdx BbISBMEHUSA
HegocTaTo4YHOM 3¢hPEKTMBHOCTU HENOCPEACTBEHHOIO O0paLLeHust K paboTHUKAM CUCTEMbI 34 paBOOXPaAHEHUS.

11.1.7 TpeboBaHua K cMCcTEME kavyecTBa UHPOPMUPOBaAHNA NO 6e3onacHOCTH

B cooTBeTcTBUM C TPEOOBAHUSMU K CUCTEME KayecTBa MHGOPMUPOBAHUSA No 6e30MacHOCTU, N3NOXKEHHLIMU
B pasgene 2, TpebyeTca HanuuMe COOTBETCTBYIOWMX npoueayp, obecnevmBalolnx COOTBETCTBUE
nHdopMUpoBaHMa no GesonacHocTW npuHUunam, onpegensemoiM B 11.1.2. HomkHo 6bITb obecneveHo
BbINOSTHEHNE W AOKYMEHTMPOBAHME KOHTPOIMbHbIX Mpoueayp B OTHOWEHWWM nepedaBaemMon mHdopmMaumm no
6e3onacHocTn, npeacTaenstowen cobo 06bEKT KOHTPONS KavecTBa.

11.2 Bzaumopencreune no uHopMmmupoBaHuio No 6e3onacHoCcTU

11.2.1 B3anmopenctene ynornHOMOYEHHbIX OpraHoB rocygapcte-yneHoB EASC no mHdopmupoBaHuio no
BesonacHOCTU NekapCTBEHHbIX CPeacTs

B pamkax WHGOPMAaLMOHHOIO B3aMMOAEWUCTBUS YMOMHOMOYEHHbIX OpPraHoB rocyaapcTs-yneHoB EAJC,
YMOMHOMOY€EHHbIMU OpraHaMu BbINOMHAETCH perynsapHeil o6MeH uHdopmaumen B OTHOLIEHUN NNaHUPyeMOn K
pasMeLleHuto MHdopmauum no 6e3onacHoCTy.

11.2.1.1 HenocpeactBeHHoe obpaleHMe Kk paboTHMKAM CUCTEMbl 34pPaBOOXPaHEHMS MO  Bonpocam
6esonacHOCTU NekapCTBEHHbIX CPeACTB, 3aperMcTpMpoBaHHbIX Ha TepputTopun rocygapcte-uneHos EASC

B cnyyae, ecnun nekapcTBeHHOE CPEACTBO 3aperncTpMpoBaHO Ha TeppuTopum Bornee ogHOro rocygapcrsa-
uyneHa EASC, HaumoHamnbHble YNONMHOMOYEHHbIE OpraHbl 0OMeHMBaKTCA MHOpMaLMeE B YacTU coaepkaHus
nHdopMauMM AN HEenocpeacTBEeHHOro obpalleHns K paboTHMKaM cucTeMbl 34paBOOXPaHEHUs W nnaHa
MHOPMUPOBAHUA, MNpolwedwmnx npouegypy cornacosaHusi. HauuoHanbHble  YNOMHOMOYEHHbIE  OpraHbl
0BMEeHNBaIOTCA OKOHYaTEmNMbHBIM BapMaHTOM MHOPMaLMOHHOTO MaTepuana 1 nnaHa nepegayn nHdopmaumu c
NCMNonb30BaHNEM CUCTEMbI MH(POPMALIMOHHOIO B3anMoOeNCTBUS.

11.2.2 TpeboBaHus K gepxaTensMm perncTpauuoHHbIX yOoCTOBEPEHUIA

OepxaTenb perncTpaunoHHOro yaoctoBepeHus obs3aH MHOpMUpoBaTb YNOMHOMOYEHHbIA OpraH CTpaHsbl,
roe  3apermcTpypoBaHO  fleKapCTBEHHOE  CpedcTBO, O  CBOEM  HamepeHun cgenatb  nybrnvdHoe
coobuieHne/nybnmyHoe uMHOpMMpoBaHMe/pasmMeLeHne UHgopmaumm, OTHOcsLWeecss K MHdopMauuum no
hapmakoHagsopy unu npobnemam no 6e30nMacHOCTU, CBSA3AHHLIM C MPUMEHEHWEM COOTBETCTBYIOLLENO
nekapcTBeHHoro cpefctea. [peacrasneHve MHOpMaLUM perynsaTopHbIM opraHaMm ¢ Lenbio MHPOopMUpoBaHNs U
nony4yeHnss cornacoBaHWs OOIMKHO ObiTb CAenaHo 3apaHee M Ha YCNoBusAX 3anpeta Ha ee nybnvkaumio do
NUCTEYEHUs1 CpoKa, Kak MUHUMYM, 24 4yacoB A0 ee nybnukauun. YBegomrneHue YNONMHOMOYEHHbLIX OpraHoB
O[HOBPEMEHHO C npegcTaBneHnemM MHGOPMaLUM HaceneHUo BO3MOXHO TOMbKO B UCKMIOYUTENBHBIX Crydasx v
Mo BECKMM MpUYnHaM.

OepxaTtenb perucTpaumMoHHOrO yOOCTOBEPEHUS HECET OTBETCTBEHHOCTb 3@ OOBLEKTMBHOCTb M TOYHOCTb
npeacTaBnsgeMon HaceneHuo nHpopmMaLmn.

B cnyyae ecnu gepxaTenb perMcTpaumMoHHOro yaocToBEpPeHUs nonyvaeT MHAPOPMaUMIo O TOM, YTO TpeTbs
CTOPOHa HamepeBaeTCs pacnpoCcTpaHUTb MHAPOPMALMIO, KOTOpas MOXeT MOBMUATb Ha COOTHOLIEeHWE Morb3a-
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PUCK NekapCTBEHHOro cpencTBa, 3aperncTpupoBaHHOro Ha Tepputopuu Pecnybnuku Benapycbh, gepxartens
PErMcTpaLmMoHHOro Y40CTOBEPEHMS OMKEH COOOLNTL 00 3TOM B COOTBETCTBYHOLLMIA YNONTHOMOYEHHbIA OpraH.

11.2.3 B3anmogencTteme ¢ TpeTbUMU CTOPOHAMMU

TpeTbMM CTOpOHaM (HanpuMep, Hay4HbIM >XypHanam, HaydHbiM OOLlecTBam, opraHv3auusM nauueHToB)
pekoMeHayeTcs UHGOPMUPOBaTb YMOMHOMOYEHHBIM OpraH o Nbor NoABnslLWENCAa HOBOW MHOpMaumMn Mo
0©e30nacHOCTU NeKapCTBEHHbIX CPEACTB, 3apermcTpupoBaHHbIX Ha Tepputopun Pecnybnukmn benapycb 1 B
cnyyae, ecnu nnaHupyeTcs nybnukaums gaHHon MHgopMaumm, 03HaKOMUTb C HEW PErynsaTopHOe areHTCTBO [0
nyénukawumu.

12 Mepbl MUHUMU3ALUN PUCKa

12.1 BBegeHue

Mepbl MMHMMM3aLMN pUCKa NPEeACTaBnAT coOoM AeNCTBUSA, HanpaBreHHble Ha NpeoTBPaLLEHNE pa3BUTUS
HexenaTenbHbIX peakUWi, CHWKEHWE 4YacTOoTbl PasBUTUS UMW CTEMNEeHU TSKECTU HexXenaTenbHbIX peakuun, a
TaKke MUHUMU3ALUMIO HEONAronpuATHLIX NOCNeACTBUA BO3OEUCTBMSA Ha NauMeHTa Npu pasBuUTUM HexenaTenbHon
peakuum Ha nekapcTBEHHOe cpecTBo.

Mepbl MUHMUMM3ALMKX pUCKa, BKNIOYEHHbIE B AaHHbIA MOAYNb, OOMKHbI paccMaTpuBaTbCsd B KOHTEKCTE
OCHOBHOW YacTu TpeboBaHuin K cucTeMe MMHUMMU3aUMK pucka (pasgen 6).

Mepbl MUHUMM3ALMN pUCKA MOTYT BKIOYaTb PYTUHHbIE MEPbl MUHUMW3AUUWA pyUCKa WK AOMNOMHUTENbHbIE
Mepbl MUHUMU3aUUU pUCKa. PYTUHHbIE Mepbl MUHUMM3aLUN pUCKa pacnpoCTPaHATCSA Ha BCE NeKapCTBEHHbIe
cpeactBa WM onucaHbl AdeTanbHO B pasgene 6. bonbwwnHCTBO npobnem no 6esonacHocTM MoryT ObITb
Hagnexawum obpasom ynpaBnATbCA PYTUHHLIMU MePaMy MMHUMU3aLMKN PUCKa, OOQHAKO B OTHOLLEHUN HEKOTOPbIX
PUCKOB PYTUHHbIE MEPbl MUHUMU3ALMN pUCKa MOTYT ObITb HEQOCTATOUHLIMK M Anst obecneyeHuss Hagnexallero
yrnpaBneHusa puckamu W/vnu ynyyweHus COOTHOLLEHUSI MOMb3a-puUCK NeKapCTBEHHOro cpeactsa noHagobsTcs
OOMOrHUTEmNbHbIE Mepbl ynpasneHus puckamu. [aHHbIA pasgen CoaepXuT PyKoOBOACTBO MO NPUMEHEHUIO
OOMNOMHUTENbHbIX MEP MUHUMM3ALIMN pUCKa U BbIOOPY MHCTPYMEHTOB MUHMMM3ALMN pUCKa.

Mepbl MUHMMU3aLUM pUCKa OMpeaenstoTCa Ha OCHOBaHUM Npobnem no 6e3onacHOCTU, NPEACTaBMNEHHbIX B
cneumdumkaummn no 6GesonacHocTn. Kaxgyiwo npobrnemy no 6GesonacHocTM crnedyeT paccmatpuBatbh B
nHOMBMAOYanNbHOM nopsiake, npu Bbibope Hambonee uenecoobpasHon Mepbl MUHUMU3ALMKU pUCKa HEOOXOAMMO
YUUTbIBaTb CEPbE3HOCTb MOTEHLUMANbHbIX HeXenaTernbHbIX peakuui, WX CTeneHb TAXKeCcTWu, NpegoTBpaTUMOCTb
WUNWN KMUHUYECKNe OEenNCTBUS, HeOBXOAMMbIE ANS CHWKEHUSI PUCKa, NoKasaHUs K NMPUMEHEHUIo, NyTb M Cnocob
BBEJEHUS NEeKapCTBEHHOro CpeAcTBa, LUeneBble MnonynsauMn M TUM YYpEexXOeHWd 30paBoOXpaHeHus, rae
npuMeHseTcs nekapcTBeHHoe cpeacTso. [pobnema no 6esonacHocTM MoxXeT BblTb agpecoBaHa bonee 4yem B
OQHOW Mepe MO MUHMMM3aLMW puUcka, a onpedeneHHas Mepa MUHMMU3aUUM pucka MOXET pacnpoCTpaHATbCA
bonee Yyem Ha ogHy npobnemy no 6esonacHoCTw.

OepxaTenb perucTpaumoHHOro YAOCTOBEPEHUs HeceT OTBETCTBEHHOCTb 3a obecneyeHue Haanexawero
KOHTPOMS BbIMNOMHEHNS Mep MUHUMMU3AUWUUM pUCKa, KOTOPbIE BKMIOYEHbl B COrMAacOBaHHbLIN YNONHOMOYEHHbIMA
opraHamu MnaH YynpaeneHWs puckamu WM KoTopble CEOPMYNMPOBaHbl Kak YCNOBUSA rOCyAapCTBEHHON
permcTpaumm.

HaumnoHarnbHble YNONTHOMOYEHHbIE OpraHbl HECYT OTBETCTBEHHOCTb 3a KOHTPOMb pe3yrnbTaToB BBEAEHUS U
peanu3aumM Mep MUHUMWU3aLUW PUCKa, KOTOPble BKIKOYEHbl B MNfaH YnpaBneHus puckamyn Wunm KoTopble
chopmynmpoBaHbl Kak yCroBWUs rocygapCTBEHHON permctpaumm.

12.2 CTpyKTYypbI 1 NpoLecchl

12.2.1 OGwWne NpmHLMNbI

Mepbl MWHMMM3aLMM puUCKa WMEKT CBOEW LENbi onTMMM3auMio 6Ges3onacHoro M 3dEKTUBHOMO
NCMNOMb30BaHNS NEKapCTBEHHOIO CpeacTBa Ha MPOTSKEHWM BCEro >KM3HEHHOro Lukna. CoOoTHOLEeHWe nonb3a-
PUCK IEeKapCTBEHHOrO CPeAcTBa MOXET ObiTb YNy4ylleHO MyTEM CHMKEHUSI pUCKA UM CTEMEHU TSKECTU
NMOCNEeACTBUI HeXenaTenbHbIX peakuuid, a Takke ONTUMM3auMu Mnofb3bl MyTEM LeneBoro nogbopa wunu
NCKIMIOYEeHNs1 NaLMeHToB NMbo nyTem TLlaTeNbHOro MOHUTOPUHIra nevenust (Hanpumep, crneuundmyeckas cxema
npvema, COOTBETCTBYHOLLMIA NTabopaTopHLIA MOHUTOPUHI, MOcregylee HabnogeHve 3a nauueHtTamu M T.4.).
Mepbl MUHMMM3ALUM pUCKa [OOIDKHbI  SIBMSATbLCA  PYKOBOACTBOM ANt ONTMMArnbHOIO  UCMONb30BaHUS
NeKapCcTBEHHOro cpeacTtBa B MEOMULMHCKOM MpakTMKe B LEensx rapaHTMM NpeaocTaBneHust OnTUMarbHoro
NeKapcTBEHHOro CpefcTBa Ans OfNpefeneHHoro nauueHTa, B ONTUMarnbHOM [03e, B HYXHOE BpeEMs,
cneunanncToM, UMEKLUM Hagnexallylo MOAroTOBKY MO Ha3HaYeHW0 JeKapCTBEHHOrO CPeAcTBa U BedeHuto
naumneHTa, a Takke C JOCTOBEPHOM MHpOpMaLMEN N NPU HaaexallemM KOHTpOre.

CywiectByeT psin pa3HoObpasHbiX METOAOB, MWCMOMb3yeMblX B KadecTBe [OMOMHUTENbHbIX Mep
MUHUMM3aLUN pucka. [laHHbIn pasgen perynmpoBaHus obpalleHns ekapCTBEHHbIX CPEACTB HaXO4UTCs B cTagum
HenpepbIBHOIO pasBUTUS U MMEKLLMECST MeToAbl OyayT AOMOMHATLCA HOBbIMWU, B TOM YMCIie OPUEHTUPOBAHHbLIMU
Gonee LUMPOKOE UCMONb30BaHNE MHTEPHET-TEXHOSOTMIA.

YcnelwHoe OCyLLecTBreHMe [OOMOMHUTENbHBIX Mep M0 MWHMMM3auMuM pucka TpebyeT Bknaga Bcex
3aMHTEepPEeCOBaHHbIX CTOPOH, B TOM 4uUcNe AepxaTenend perMcTpauMOHHbIX YyOOCTOBEPEHUI, MaLVEHTOB WU
pabOTHNKOB CUCTEMbI 34PaBOOXPaHEHNSI.
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[ononHutenbHble  Mepbl  MUHUMM3AUUW  pUCKa  OOSMKHbI  UMETb  YeTKO  ONpedenieHHyl  Lenb,
COOTBETCTBYIOLLYIO OOLier Uennm MUHUMU3ALMU CNeundUYEecKUX PUCKOB W/WM ONTUMU3ALUM COOTHOLLEHMUS
nonb3a-puck. KoHkpeTHble Lienn 1 3apaHee onpeaeneHHble napaMeTpbl OLEHKU AOCTUXKEHWUSI NOCTaBNEHHOW Lienun
C KNHOYEBBLIMM dTanamMu AOSMKHbI CTaTb PYKOBOACTBOM MNpu pa3paboTke OONOSHUTENbHBIX Mep MUHUMMU3aLUK
pucka. [JomkeH ObiTb obecneveH Hagnexawmn MOHUTOPUHT NO 3apaHee onpedensembiM napameTpam, Kak Ha
aTane BHeapeHus, Tak U 3P HEKTUBHOCTU B NMPOLIECCE M NO OKOHYAHUIO BbINOTHEHNS. XapakTepucTuka npobnemsol
no ©6e30MacHOCTU B KOHTEKCTE XapaKTEPUCTUKM COOTHOLLUEHMSI MOMb3a-pUCK FEeKapCTBEHHOro CpeacTsa,
TepaneBTUYECKON 3HAYMMOCTU NEKApPCTBEHHOro cpeacTBa, LeneBon nonynsuum M HeoOXOAMMBIX KIUHUYECKNX
OEVCTBUA ONs MUHUMMU3ALMK pucka sBnstoTcs daktopamu, KoTopble HeobxoAumo yuuTbiBaTb Mpu Bblbope
WHCTPYMEHTOB/METOA0B MWHUMU3ALMM PUCKA W CTpaTermm BHEOPEHUS Mep MUHUMMU3ALUUK pucKa C LEeNbio
obecneyeHns [OCTMKEHMS XeMnaemblX pe3ynbTaToB MO OxpaHe OOLWEeCTBEHHOro 340poBbs. BbinonHeHue
PErynsipHo MPOMEXYTOYHOW OLIEHKM 3(PEKTMBHOCTM peannsyeMblX Mep MUHMMMU3ALMM pUcka OOJMKHO ObiTb
HanpaBfeHO Ha CBOEBPEMEHHOE BbISBMEHWE WX HeAoCTaTOMHOW  3dYEKTMBHOCTU U BHeOpeHue
COOTBETCTBYIOLLNX KOPPEKTUPYIOLLNX MEPOMNPUSTUN.

MnaH MUHUMM3aALMK puUcKa HABMNSETCS COCTaBMSOLWEN YacTblo nnaHa ynpaeneHus puckamu. [nad
MUHUMMU3ALMKN pUCKa OOSMKEH BKMOYaTb cnegyowme pasgaensl:

- O6bocHoBaHMe HeOOXOOMMOCTU BBEOEHWUst OOMOSNTHUTENbHLIX Mep MO MUHMMM3aUUM pucka (B CBSI3UM C
onpegeneHHbiMM  npobnemamn 6e3onacHOCTM): B AaHHOM pasgene [[OMKHO OblTb  chopmynmpoBaHO
00OCHOBaHME NPeanioKEHHbIX AOMOMHUTENBHBIX MEP MUHUMMU3ALUW pUCcKa, KOTOPOE [OSKHO BKMYaTb
KOHKPETHblE Lenn no Kaxaon u3 npeanoXeHHolx Mep. [omkHo ObiTb 4aHO YeTKoe onucaHuMe TOro, Kak
npegnaraemasi gOMNOMHUTENbHAsA Mepa MUHUMKU3aLMK pucka OydeT HanpaBrieHa Ha KOHKpeTHyk npobrnemy no
©e3onacHocTy;

- OnucaHne [ONOMHUTENbHBIX MEP MUHUMU3ALMM pUCKa: B OaHHOM pasfgene OOMKHO ObiTb npeactaBneHo
onucaHue BblOpaHHbIX OOMOMHUTENBHBLIX MEP MUHMMMU3ALMM PUCKa, BKMOYasa onMcaHue UHCTPYMEHTOB/METOO0B,
KoTopble ByayT MCNOMb30BaHbl, M KIMHOYEBLIX 3NIEMEHTOB COAEPXKaHNS;

- MnaH BbINONHEHWs: B 4aHHOM pasgene AOMKHO OblTe nNpeacTaBneHo nogpobHoe onucaHue npeasnoXeHun
Mo BbIMNOSTHEHUIO LOMOSMHUTENBHBIX MEep MWHMMMU3ALUMW puUcka (HanpuUMep, XapaKTepucTuMka BMeLLaTenbCTB,
aetanbHas uWHGOpMaunMst O LEneBoW ayauTopuu, NinaH NpoBefAeHUss obpasoBaTenibHbIX MNporpamMmm  u/vnu
pacnpocTpaHeHnsi obpasoBaTefbHbIX WHCTPYMEHTOB, MEXaHW3M KOOpAWHAUUW [OaHHbIX Mep C  ApYyruMmu
aepxaTensamu permcTpaumoHHbIX YAOCTOBEPEHUI, €CIIM NPUMEHUMO);

- MnaH oueHkK: B 4aHHOM pa3saerne AOMKeH ObiTb NpeacTaBneH NOAPOGHbIN MiaH C KNoYeBbIMK 3Tanamm no
oueHke 9PEEKTUBHOCTU OOMNOMHUTENBHBIX MEp MUHUMMU3ALMU pUCKa C  TOYKU 3PEHUS]  BbINOMHEHMUS
3annaHMpoBaHHOIO MpoLecca U C TOYKM 3peHUst 0OLLMX NokasaTenen BrUsIHUS Ha UcXxoabl (HanpuMep, CHKeHWe
pucka).

12.2.2 Mepbl MUHMMM3ALMN pUCKa

[ononHutenbHble Mepbl MUHUMKU3ALUM pUcKa nNpegnaratTca B TeX cryvasx, Korga OHW OLEeHUBATCS Kak
ycnosusa  6esonacHoro u  3OEKTUBHONO WUCMONb30OBaHWS lekapCTBEHHOro cpeactea. [lpegnaraemble
OOMNONHUTEMNbHbIE  MEpPbl  MUHUMM3AUMW  pUCKa  AOSMKHbI  ObITb  Hay4yHO  OBOCHOBAHHBIMW,  OOSMKHbI
pa3pabaTtbiBaTbCsl M NPEACTABMNATLCA CreunanncTtaMmm ¢ COOTBETCTBYIOLLEN KBannguKaLmen.

[ononHuteneHble MEpPbl MUHUMKU3ALMK pUCKa MOTYT UMETb pasfnuyHble Lienn, Au3aiH, LieneByo ayautoputo
N CMOXHOCTb. OTU Mepbl MOrYT MCMOMb30BaThCA C LieNnblo obecrneyvyeHnsa Hagnexawlen npouenypbl Bbibopa
COOTBETCTBYIOLLNX NALUEHTOB, A5l KOTOPbIX NOMb3a NPUMEHEHUS NEKAPCTBEHHOIO CPeACTBa NpeBbilaeT pUck, u
UCKIIOYEHNST MALMEHTOB, KOTOPbIM MNPUMEHEHWE FEeKapCTBEHHOrO CpeAacTBa MNPOTUBOMOKA3aHO, C  Lenbko
obecneyeHns Hagnexallero MOHUTOPUHra Tepanuu, UMeELLEro OTHOLIEHME K KOHTPOMIO BaXKHbIX PUCKOB W/Unu
Hagnexawlero ynpaereHus HexenaTenbHOW peakuuen B cnyyae ee pas3sutus. [ONOMHUTENbHO MOryT ObiTb
pa3paboTaHbl cneuMdpuyeckne mepbl MMHMMU3aUMM PUCKa B OTHOLUEHMU puUcka MeLMLMHCKON OLMOKN u/unn B
uenax obecneyeHns Hagnexawlero HasHa4YeHUs NEeKapCcTBEHHOro CpeAcTBa, B Chnydasx, Korga sBnsietcd
NPaKTU4YECKN HEOCYLLECTBUMbIM OOCTMKEHUE 3TOM Lenn TOMbKO NOocpeacTBOM MNpeacTaBrneHms nHdopmMmaumm o
NeKapCTBEHHOM CPeACTBE B UHCTPYKLUUN MO MEAULIMHCKOMY NPUMEHEHMIO NN NHOPMAaLMKN Ha STUKETKE.

Ecnun cgenaH 3anpoc Ha AOMNOMHUTENbHbIE MEPbI MUHUMMU3AaLUMK puUcka, 0OOCHOBaHWE ANs 3anpoca [OMMKHO
ObITb AOKYMEHTUPOBAHO, a TakkKe OOJMKHO ObITb CAENaHO yka3aHWe KOHKPETHbIX npobrnem no 6e3onacHocTy U
npeacTaBneHo aetanbHoe nnaHNMpoBaHWE 3TanoB BbINOMTHEHUS N OLIEHKMU.

[ononHuteneHble MePbl MUHUMU3ALIMA PUCKOB MOTYT BKMOYaTb cnegyowme:

- obpasoBaTenbHasi nporpamma;

- NporpaMmma KOHTPOSIMpyeMoro A4ocTyna;

- opyrne mMepbl N0 MUHUMU3ALMA pUCKa.

12.2.2.1 ObpasoBaTernbHasi nporpamMmma

MHorne [ononHUTENBbHbIE NHCTPYMEHTLI/MEeTOAbI MUHUMKN3ALIMN pUCKa, KOTOpble MOTYT ObITb MCMOMb30BaHbI
B obpasoBaTternbHON nporpamme, OCHOBaHbl Ha LeneBoM WMHGOPMUPOBaHUM C NpefcTaBneHMeM MHdopmauum,
coaepXallencs B MHCTPYKUMM MO MEOULUHCKOMY MPUMEHEHUIO U NUCTKe-BKnaabiwe. Jllobon obpasoBaTenbHbIN
MaTepuan AormKeH OblTb OPUEHTUPOBAH Ha AOCTUXKEHNE ONPeAeSeHHbIX Lienen MUHUMU3aLUnum pucka u BKnovaTb
YETKYI0 U KOHKPETHY0 MHopMaLumio.

Llenbio oGpasoBaTtenbHOM MporpaMMbl SIBSIETCA ONTUMM3ALMS NPUMEHEHWUs] NEeKapCTBEHHOro cpencTtea
NMOCPEeACTBOM MO3UTUBHOIO BIMSIHUS Ha OEeNCTBMS pPabOTHUKOB CUCTEMbl 3[4paBOOXPAHEHUS U MALMEHTOB B
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HanpaBneHun MuHMMKn3aumm pucka. O6pasoBaTenbHble MaTepuanbl OOMKHbl ObITb CO34aHbl UCXOAs U3
NpeanonoXeHnsl, YTO CYLLECTBYET MNPaKTUYECKN BbINOMHUMAs U OEWCTBEHHast pekomeHgauus Onsi LeneBoro
06pa3oBaHusl, N YTO NMPUMEHEHNE AAHHOW Mepbl CYMTAETCS BaXKHOW M 3HAYUMMOW AN MUHUMU3ALMU BaXKHOrO
pucka Wwunu OonTMMM3auMM COOTHOLUEHMS1 nonb3a-puck. KMcnonb3lyemble B KOHTEKCTe obpasoBaTernbHown
nporpamMmmbl obpasoBaTenbHble MHCTPYMEHTbI MOTYT UMETb HECKOSbKO pasfMYHbIX LeneBblX ayauTopui, MoryT
ObITb HanpaeneHbl Ha Gonee Yem oaHy npobnemy nNo Ge3onacHOCTM U MOryT NepenaBaTbCa C UCMNONb30BaHNEM
KOMOVHaUMM MHCTPYMEHTOB U CPEACTB MacCOBOM MHGOpMauMm (Ha ByMaxkHOM HocuTene, ayauo, BMOEO, ceTu
WHTepHeT, nepcoHanbHoe oby4veHune). PekomeHayeTca npeacraBneHne matepmanos B AnanasoHe hopMaTtoB B
uenax obecneyeHwss gocTyna, B TOM 4ucrie, B Crydae BbIXxO4a M3 CTpOs cpeactsa MHOPMUPOBAHUS WU
HEBO3MOXXHOCTU BbIXx04a B CETb VIHTEpPHET.

CopepxaHne nobbix obpasoBaTernbHbIX MaTepuanoB [OOMKHO OblTb MOMHOCTLIO  COrMacoBaHO C
Jencreywollen onobpeHHOW WHopMaunen Ha NeKkapCTBEHHbIN CPEACTBO, TaKOM KakK MHCTPYKUMS MO
MEeOMWLUUHCKOMY MPUMEHEHUIO U FNUCTOK-BKNaAbIl. JnemMeHTbl peknambl, MpsMble Unu 3aByarniMpoBaHHble, He
OOSKHbI BKNIOYATLCA B cogepkaHue. AKLEHT obpasoBaTeribHbIX MaTepuanoB AOSMKeH OblTb CAenaH Ha PUCKM,
UMeLmMe OTHOLWEHNE K JIeKapCTBEHHOMY CpeacTBY M yNpaBneHWe TaknuMmu puckamn, Tpedyowmmm
OOMOMHUTENbHBIX MEP MUHUMM3ALUN pUckKa.

Jllobaa obpasoBaTenbHaa nporpaMmma AofmkHa ObITb MOMHOCTBIO OTAENeHa OT peknaMHbiX AeUCTBUK, a
KOHTaKTHYI0 MHGOPMaLMIO Bpayel M NauMeHTOB, MONyYeHHYK MOCPeACTBOM obpasoBaTerbHbIX MporpaMm, He
cnegyeT Ucnonb3oBaTb B PEKNaMHbIX Lensx.

OOGpa3soBaTerbHble MHCTPYMEHTLI, ONUCaHHbIE HWXKE, MOXHO paccMaTpvBaTb B MHOWBMAYaNbHOM NOpsigke
unn B kOMGMHaUMKM nNpu paspaboTke obpasoBaTenbHOW NpPorpaMmbl B LENSX AOMOMHUTENbHON MUHUMU3aALUK
pucka.

12.2.2.1.1 ObpasoBaTerbHble UHCTPYMEHTbI

O6pasoBaTtenbHble UHCTPYMEHTbl [OMKHbl MMETb 4YEeTKO OMpedeneHHyl HanpaBrneHHOCTb W BKYaTb
OAHO3Ha4YHOE onpefeneHve pucka Mo paccMmatpuBaemon npobrneme, XapakTepuUCTUKY AaHHOro pucka(-oB) u
KOHKPEeTHbIX OeNCTBUIN, KOTOpble AOMKHbI ObliTb NpeanpuHATLI paboTHUKaMM CUCTEMbI 34PaBOOXPaHEHUsT U/Unu
naumMeHTaMm B Liensx MUHUMN3auunM Taknx puckoB. [laHHast MHcpopmMauus gomkHa ObiTb akueHTMpoBaHa Ha YeTko
onpefeneHHbIX AEUCTBUAX, UMEILWNX OTHOLIEHME K cneuuduyeckum npobnemam no 6e3onacHoOCTVM B nnaHe
MUHUMMU3ALMN PUCKA, U HE OOMKHA BKIOYaTb MHOPMaLMIO, KOTopasd He UMeEeT HENOCPELCTBEHHOMO OTHOLLEHUSA
K npobneme no 6e3onacHOCTM 1 KOTopas Hagnexalwmm obpa3omM npeacTaBneHa B UHCTPYKLUN MO MeSULMHCKOMY
NPUMEHEHUIO UMK NUCTKe-BKNagbllle. JrnemeHTbl uHdopMaummM [Afs BKAYEHUA B obpasoBaTenbHble
WHCTPYMEHTbI/MeToAbl MOTyT NpeaycMaTpuBaTh:

- PYKOBOACTBO MO Ha3HaYeHWU0 IeKkapCTBEHHOrO0 CpPeACTBa, BKMYaa BbIOOp MauMeHTa, KOHTPOnb U
MOHUTOPWHI, HanpaBeHHbIe Ha MUHUMU3ALMIO BaXKHbIX BbIGOPOYHbIX PUCKOB;

- PYKOBOACTBO MO YNpaBfeHno TakuMu puckamu (ans paboTHUMKOB CUCTEMbI 34pPaBOOXPaHEHNs!, NaLMEHTOB
UNKM N1, OCYLLECTBASIOLWMX YXona);

- PYKOBOACTBO MO MNPEACTaBNeHuio  MHOPMauUMM O  BbISIBIIEHHbIX — HEXenaTemnbHbIX — peakuusix,
npeacTaBnAlLLmMX 0CobbI MHTEPEC OIS XapaKTEPUCTUKN ONpeaeneHHoro p1cka.

1) obpasoBaTenbHble MHCTPYMEHTLI/METOAbI AS1S1 CNeuuaniucToB CUCTEMbI 30paBOOXPaHEHUS

Llensto ntoboro oGpasoBaTenbHOro MHCTpyMeHTa/MeToda Ans paboTHUMKOB CUCTEMbl 3[4paBOOXpPaHEHUs
SABNAETCA NpefocTaBrneHne cneumuyecknx acnekToB pekoMeHZauun no NpuMMeHeHuo (4TOo cnepyeTt aenatb)
n/unu NpoTMBONOKa3aHui (YTO He cnefyeTt Aenatb) UWunu npegoctepexeHnin (Kak ynpaBnaTbh HexenatenbHbIMU
peakumnsiMm), CBSI3aHHbIMW C JIEeKapCTBEHHbLIM CPEACTBOM W CNELMPUYECKMMM PUCKaMU, HYXOALWUMAUCS B
OOMOSMHUTENBHBIX Mepax Mo MUHUMU3aLMKN pUCKa, BKIOYas:

- BbIOOp NauNEHTOB;

- METOANKY NEYEHUs], PEXNM A03MPOBAHMUS, KOHTPOSb Y MOHUTOPWHT,;

- crneymanbHble agMUHUCTPaTUBHbIE NPoLeaypbl UMW OTMYCK NIEKapCTBEHHOrO CPEACTBa;

- feTanbHasi MHopmaLuus, KOTOPYH HeobXo4MMO NpeaoCTaBUTb NaLMeHTaMm.

Bbibop dpopmaTta obpasoBaTenbHOro MHCTPYMEeHTa/MeToda 3aBUCUT OT NpeaocTaBnsemMon MHGOopMaLMK.
Hanpumep, ecnu HeobxoaMmo COBEpLUMTb OMpefeneHHoe KONMMYecTBO OEeNCTBU neped BbINMUCKOW pelenTta
MHAMBUOYanbHOMY NMauMeHTY, TO NOAXOAALNM dopMaTOM MOXET OblTb KOHTPOSbHbIA NUcT. Popmat GpoLutopbl
MOXeT ObiTb 6onee NoaxoAasawMM Anst OCO3HaAHUA crneunanucTaMm KOHKPETHBIX PUCKOB C akLEHTOM Ha paHHEM
BbISIBIIEHUN U YNPaBMeHUN HeXenatenbHbIMUA peakuusiMn, B TO BpeMS Kak nrakaTbl MOTyT BKIHOYaTb MOresHble
TepaneBTMYECKME PYKOBOACTBA MMM CXEeMbl MpuMemMa JekapCTBEHHOro cpeacteBa. MoxeT ObITb OTAAHO
npegnoyteHne apyrmm dopmartam, B 3aBMCUMOCTM OT HarnpasrieHHOCTM, obbeMa WHgopmMauun, Lenesomn
ayanTopun 1 UHbIX DaKTOPOB.

2) obpasoBaTenbHble MHCTPYMEHTLI/METOAbI A8 NALMEHTOB U NUL, OCYLLECTBSIOLWNX YXOA.

OOGpa3soBaTtenbHble WHCTPYMEHTbI/MeToabl AN NauueHTa [OOMMKHbl ObiTb HaueneHbl Ha  ynydlleHue
NMOHMMaHNS NauMeHTaMm UK NULamMK, OCYLLIECTBNSAOWUMN yXoh, NPU3HAKOB U CUMMTOMOB, CYLLECTBEHHbIX OIS
paHHEro BbISIBNEHUS cneunduyecknx HexxenaTtenbHbIX peakuni, TPebYIoWNX NPUHSATUS OOMNONHUTENbHLIX Mep No
MUHUMM3ALUN pUCKa, a TakKe ONTUMU3aUMN AarnbHenWwero BeaeHns naumeHTa. Ecnv aTo siBNsieTcs yMECTHbIM,
obpasoBaTtenbHbIl  MHCTPYMEHT/METO4, MOXeT OblTb WCNoNb3oBaH Ans NpeaocTaBneHus uHdopMaumm U
HanoOMWHAHMSA MNaUMEHTY O BaXHbIX [OEWCTBUSIX, HanpuMep, MO BEeOEeHW0 3anncern Mo [03UPOBaHUIO
NeKapCTBEHHbIX CPedcTB MIM AMarHOCTUYECKMM Mpouedypam, KOTopble LOIMKHbI ObiTb 3aperMcTpupoBaHbl Unu
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BbIMOSIHEHbI MALWEHTOM C MOCMenylLwum obcyxaeHneM ¢ paboTHMKaMWM CUCTEMbI 30pPaBOOXPAHEHUS B LIENsX
obecneyeHns cobniogeHus nobbix 3TanoB, HeobXxoAuMMbIX ANs 3PAMEKTUBHOIO NPUMEHEHUS NEKapPCTBEHHOIo
cpencTsa.

- MamaTka gns naymeHTa

Llenbio AaHHOro MHCTPYMEHTa SIBMSIETCA rapaHTuMsl TOro, 4YTo cneuuanbHast MHopMauusa B OTHOLLUEHUMU
TEKyLLEero nevyeHnsa nauueHTa u CBA3aHHbIX C IEYEHNEM PUCKOB (Hanpumep, NoTeHumarnbHble B3aMMOAENCTBUS C
OpYrMMKM  NeKapCTBEHHbIMW CpeAcTBaMW) BCErga WMeeTcs B PachnopsbkeHUM nauueHta W AOCTynHa
COOTBETCTBYIOLWEMY pPabOTHUKY cdepbl 3gpaBooxpaHeHus. MHdopMauuss gormkHa coaepkatb HeobXoavmbli
MUHUMYM ANA  nepefayn K4YeBbIX WMHCTPYKUMA MO MWHMMM3aUMM pucka W HEeobXOAUMbIX LENCTBUNA,
obneryarowmnx cocTosiHMe npu nobbix ob6CTOATENBCTBAX, B TOM YMCME SKCTPEHHbIX Aencteuin. OgHom un3
KIMoYEBbIX XapaKTEPUCTUK 4aHHOMO MHCTPYMEHTA A0SKHA ObITb MOPTAaTUBHOCTb.

12.2.2.1.2 Nporpamma KOHTPONMpPYyeEMOro 4ocTyna

[MporpaMmma KOHTPONMPYyeMOro AoCTyna COCTOMT U3 onepaTUBHbLIX Mep, HaLeneHHbIX Ha KOHTPOrb AOoCTyna K
nekapcTBEHHOMY CpeACTBY 3a npedernamMu ypoBHS KOHTPOSS, rapaHTUPOBaHHOMO CTaHOapTHbIMU Mepamu Mo
MUHUMMU3ALMN pUCKa, T.€. PErynsaTopHbIM CTaTyCoOM IliekapCTBEHHOro cpenctea. KoHTponupyembii AoCTyn
cnegyeT paccmaTpuBaTb B Ka4ecTBe MeToAa MUHUMU3aLUUM Cepbe3HOro pucka Ans NekapcTBEHHOro cpeacTsa C
[OKa3aHHOW MONb30M, HO KOTOPYK HEenb3s AOCTUTHYTb 0€3 AOMOMHUTENbHbIX MEpP N0 MUHUMM3AUMU pucka
BCNeACTBME puCKa BO3OENCTBUSA Ha 300pOBbe MaLUeHTOB.

Mpumepbl TpebGoBaHUI, KOTOpble AOMXKHbl OblTb BLINOMHEHbI 4O Ha3HAYeHWsi NeKapCTBEHHOro cpeacTea
n/unu oTnycka wW/unn UCnonb3oBaHWUs B NporpaMme KOHTPONUPYyemMoro 4OCTyna, nepevncneHbl Hke (OHU MoryT
ObITb BKNIOYEHBbI MHANBMAYANBHO UM B KOMBUHaLMK ¢ opyrumum TpeboBaHUaMN):

- cneundunyeckne MeTodbl KOHTpons wu/vnn obcrnegoBaHWs naumMeHTa gns obecneyeHus COOTBETCTBUSA
CTPOro onpeaeneHHbIM KIMHUYECKAM KPUTEPUAM;

- Bpay, BbINMUCbIBAKOWMIN JeKapCTBEHHOE CpPeacTBo, (hapmaueBTUYECKUA  PaBOTHUK,  OTMYCKaKLLUA
nekapcTBEHHOE CpPeACTBO, W/MNWU NaumeHT, OOKYMEeHTarnbHO MOATBEPXOAT CO CBOEW CTOPOHbLI NOfyyYeHue U
OCO3HaHMe WMHOPMaUMM B OTHOLLUEHWUM CEPLE3HONO pUCKa, COMPSXKEHHOro C MPUMEHEHUEM NeKapCTBEHHOro
cpencTsa;

- TOYHblE Mpoueaypbl MO cUcTeMatTM4ecKkoMmy nocneayowemy HabnogeHno 3a nauMeHToM nocpeacTBOM
perncTpaumu B cneumanbHon cucteme cbopa AaHHbIX, HanpuMep, B perucTpe NaumneHTos.;

- NlekapCTBEHHbIE CcpeacTBa MOryT ObiTb MNOMYYEHbI TOMBKO B anTekax, UMEIOLLNX NIULIEH3UI0 Ha OTMYCK Takoro
nekapcTBEHHOro cpeacTaa.

B onpeaeneHHbIx criyqasix B Ka4eCTBe MHCTPYMEHTa KOHTPONIMPYEMOro 4OCTyrna MOryT ObiTb MCMOMNb30BaHbI
TpeboBaHMA O MpoBeAEHUM creumanbHOro obcneaoBaHUs WM KOHTPONSA COCTOSHMS naumeHTa. Hanpumep,
KOHTPOSb COCTOSIHMS MauueHTa, nabopaTopHble NokasaTenu UNu UHble XapakTepucTukn (Hanpumep, K go
neveHns u/unu B npouecce fnevyeHus, KOHTPONb NapamMeTpoB PYHKLMM NEYEHUN, PEryNapHbIE aHanm3bl KPOBU, TECT
Ha GepeMeHHOCTb (KOTOPbIA MOXET SBNATLCA KOMMOHEHTOM MpOrpaMmbl MpegoTBpalleHnss 6epeMeHHOCTH).
Mepbl OOMmKHbI ObITb BBEAEHbI B AENCTBUE B LieNsiXx ob6ecneveHnss KOHTPONs B COOTBETCTBUM C MHCTPYKLUMEN NO
MEANLMHCKOMY MPUMEHEHUIO, KOrga 3TO SABNSAETCA KPUTUYECKMM (PaKTOPOM C TOYKM 3PEHUSI COOTHOLLIEHUS
nonb3a-puck fiekapcTBEeHHOro cpeacTsa.

12.2.2.1.3 [pyrue mepbl MUHUMU3ALNUM pUCKa

1) MNporpamma npegoTepaLLeHns 6epeMeHHOCTH

Mporpamma npegoTepalleHns 6epeMeHHOCTN NpeacTaBnseT cobol COBOKYMHOCTb Mep, HanpaBreHHbIX Ha
MWHUMMU3ALMIO PUCKa BO3OENCTBUS NEKAPCTBEHHOMO CpeacTBa C U3BECTHLIM UMK NOTEHLMANbHBIM TePaTOreHHbIM
aenctemeMm Ha nnog B nepuog GepemeHHocTW. [aHHas nporpamma gorkHa obecnevnTb BHeApeHWe Takoro
MeXaHu3Ma KOHTPOIsl, YTOObl MauueHTbl XEHCKOro nora He Obinn GepeMeHHbIMM B Hadane Tepanuui Unu He
3abepeMeHenyn Ha MpOTSHXKEHUM Kypca JeyvyeHus W/unu onpedeneHHoro npoMexyTka BpeMeHW nocrne
npekpalieHus Tepanuu. Nporpamma npegoTBpalleHnsi 6epeMeHHOCTU Takke MOXET OblTb OpUMEHTUpOBaHa Ha
MauMEeHTOB MYXXCKOrO nona B cry4vae, ecnu MpUMEHeHWe nekapCTBEeHHOro cpeAacTsa GUOMNOrM4eckum OTLOM
MOXET MMETb HeraTMBHble NOCNEACTBUS AN Mcxoga 6epeMeHHOCTH.

Mporpamma npepoTBpalleHusi 6epeMeHHOCTM coyeTaeT npuMeHeHne obpasoBaTenbHbIX MHCTPYMEHTOB U
COOTBETCTBYIOLMX WHCTPYMEHTOB KOHTPOMsS [AOCTyna K fekapcTBeHHOMYy cpefcTsy, [loaTomy cnegyiowime
3NEeMEeHTbI cneayeT paccMmaTpuBaTh Kak UHOMBUAYaANbHO, Tak M B COBOKYMHOCTM NPWU NiaHMpoOBaHMK NporpamMmmebl
npegoTepalleHns 6epeMeHHOCTH:

- obpasoBaTernbHble WMHCTPYMEHTbI, HanpaBfieHHble Ha pabOTHUMKOB CUCTEMbI 34pPaBOOXPAHEHMST U
NauMeHToB, B LieNsX MH(OPMUMPOBAHMS B OTHOLLUEHUW TEPaTOreHHOro pucka M HeobXxoOouMMbIX OEWCTBUA ANs
MUHUMM3aALUN [aHHOrO puUCKa, Hanpumep, PYyKOBOACTBO MO WUCMOMb3oBaHWIO Gonee 4Yem OAHOrMO MeToda
KOHTpauenuumn 1 pykoBOACTBO MO pasfnnyHbIM BUAAM KOHTPaALENTUBHLIX CPEACTB; MHpopMaLua Ang nauveHTa B
OTHOLLIEHWUN ANUTENBHOCTM NEpPUOAa, B TEYEHUE KOTOPOro criegyeT nsberatb 6epeMeHHOCTU Nocrne npekpaLleHns
neveHus;

- KOHTpONUpPYEMbIA AOCTYM Ha YPOBHE Ha3Ha4YeHUs UNKn oTnycka fiekapcTBEHHOro cpeacTea ¢ obecneveHnem
BbINOSTHEHUA TecTa Ha OEepeMEeHHOCTb W  KOHTPONeM OoTpuuaTtenbHbIX pe3ynbTaToB  MEAUUMHCKAM 1’
hapmaueBTUYeCcKMM paboTHUKOM nepes HasHayeHMeM Unm OTNyCKOM feKkapCTBEHHOMO cpeacTaa (u);

- orpaHMYeHre MakcuManbHoro cpoka genctems peuenta 30 gHAMY;
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- KOHCYNbTUPOBaHUE B criyyae HenpegHaMepeHHoW GepeMeHHOCTU M OueHKa ucxoga nobon cnyyvyanHom
bepeMeHHoCTH.

CnegyeT Takke paccMOTPETb LenecoobpasHOCTb BHeAPeHUs U Ou3aiH peructpa OepemMeHHbIX Ans
peructpaumMmM [OaHHbIX MO BCEM MauMEHTKaM, KoTopble 3abepemMeHenu B MpoLEecce JiedeHuss unm B
COOTBETCTBYHOLLMIA NEPUOS BPEMEHM C MOMEHTa OKOHYaHUS fleveHunsl, Hanpuvep, 3 mecsaua.

2) HenocpepcteeHHoe obpalleHne k paboTHUKaM CUCTEMbI 34 paBOOXPaHEHUS

HenocpeacTteeHHoe obpalleHne K paboTHWKaM CUCTEeMbl 34paBOOXPaHEHUs1 SIBMSIeTCS aKTMBHOW hOpMOM
MHOPMUPOBaHMS, TMOCPEACTBOM KOTOpPOM BaxHas WHdopmaumsa no 6e3onacHOCTM NpefocTaBnseTcs
HenocpeAcTBEHHO onpeAeneHHbIM crneumnanicTam CUCTEMbI 34PaBOOXPaHEHUs aepXKaTenemM perncTpaumoHHOro
YOOCTOBEPEHUS UMK YNONTHOMOYEHHBIM OpPraHoOM B LENsiX MHOpMMPOBaHMS O HeoBXOAUMOCTU MNPeanpUHATL
Cepbe3Hble [OEeWCTBUS UNM  adanTUpoBaTb MPUHATYID MEOULMHCKYID MNPaKTUKY C  Uenbld  MUHUMU3ALMK
OnpeaeneHHbIX PUCKOB W/MIMN CHWXKEHUS TSKECTU HeXenaTenbHbIX peakuui NekapcTBEHHOro cpeacTtsa (CM.
pasgen 11).

12.2.3 BbInonHeHne mep MMHUMM3aLMN PUCKOB

JononHutenbHble Mepbl MUHUMMU3ALUU pucka MOryT BKMoYaTb OOHY unn 6onee akTUBHbIX Mep, KoTopas
OOIMKHa ObITb BHEAPEHA M BhINOMHATLCA B ONPeAEeneHHoN Leneson ayantopun. Hagnexaiee BHUMaHme 4OMKHO
yOensTbCs Kak BPEMEHHBIM pamKkaM peanusaumm Mepbl MMHMMU3aUMW puUcka, Tak 1 npoueaypam, HanpaeneHHbIM
Ha [OCTMXKeHMe uenei B Uenesol rpynne. Hanpumep, ogHOKpaTHOe BbINOMHEHNE 0OpasoBaTeNbHbIX
WHCTPYMEHTOB/METOA0B «Mepepq 3anyckoM» NporpaMmmbl Mo peanusauum Mep MOXeT OblTb He4oCTaTOYHbIM 4SSt
obecneyeHnss TOro, 4TOObI OXBaTUTb WHGOPMaUMEN BCEX MNOTEHUMAnNbHbIX MEAULMHCKUX pPabOoTHMKOB,
BbIMNMCLIBAKOLLMX FIEKAPCTBEHHOE CPEACTBO, W/UNKN notTpebutenen, B TOM YMCre HOBbIX MEAULMHCKUX pabOTHUKOB
n notpebutenenn. MoxxeT BO3HUKHYTb HEOOXOAUMOCTL B 4OMOMHUTENBHOM NEPUOLMYECKOM MepepacnpeseneHnm
WHCTPYMEHTOB/METOAOB MOCne 3anycka nporpaMMbl MO peanusaumMnm Mep. Hagnexallee BHUMaHWE [LOIMKHO
yaensatbcs obwemy cdopmaTy ob6pasoBaTeribHbIX MHCTPYMEHTOB/METOAOB Ansi obecneyvyeHnst YeTKoro pasnmyms
oT noboro poaa peknamHeix MatepuanoB. MNMpegcTaBneHne o6pa3oBaTenbHbLIX MaTepuarnos Ansi COrfacoBaHus B
YMOMHOMOY€EHHbIA OpraH JOJMPKHO OCYLLECTBATLCS OTAENbHO OT nepedayn peknamHoro martepuana, npy aTom B
COMNPOBOAUTENBHOM MUCbME [OOIMKHO ObiTb O0003HAYeHO, SBMASATCA W MaTepuanbl  pPeKknaMHbIMU - UK
obpaszoBatenbHbiMi. ObpasoBaTernbHble MaTepuarnbl CrnegyeT pacnpoCTpaHsaTb OTAENbHO OT  pPeKnaMHbIX
MaTepuanoB, OHM [OOJDKHbI codepXaTb YyKkasaHue, YTO MaTepuan He SBRsieTcs peknamHbiM.  MexaHuambl
obecneyeHnsi KadecTBa AOSMKHbI rapaHTMpOBaTb, YTO MMEKLLMECS CUCTEMbI PacrnpOCTPaHEHUS COOTBETCTBYIOT
NoCcTaBNeHHON Lenn Mepbl MMHUMU3aLMK pUCKa U SBNSAOTCS KOHTPONMPYEMbIMMU.

12.2.4 3hPeKTBHOCTL MEP MUHUMU3ALIMKN PUCKa

OueHka 3(dEKTUBHOCTM Mep MUHUMMU3ALMU pUCKa SIBNSETCA HeobXoaumown Ansi  yCTaHOBMEHWS
3P HEKTMBHOCTN aKTUBHbIX MEP MWHUMWU3ALMU pUCKa, NMPUYMH He3a(EEKTUBHOCTN, a Takke HeobGXOAMMOCTU
KOppeKTUpyoLwmx aenctenin. OueHka 3eKTUBHOCTM BbIMOITHAETCS MO KaXaom Mepe MUHUMU3auun pucka u ans
nporpaMmebl B LLEMNOM.

OueHka addEKTUBHOCTM Mep [AOfKHa paccMaTpuBaTb pPasfUYHble acrekTbl BbIMOMHAEMON Mepbl
MUHUMM3ALUN pUCKa: cam npoLecc (T.e. CTENEHb BLINOSIHEHUS 3anfaHUPOBaHHOWM NporpaMmbl), ee Bo3OencTBue
Ha OCBELOMIIEHHOCTb M U3MEHEHWsI B MOBEAEHUWN LENEeBON rpynnbl, a Takke pesyrnbTaT (T.e. B KAKOW CTeneHu
ObINN OOCTUrHYTbLI NPeABapUTENbHO OnpeaerieHHble LUenu MUHUMU3aUUM pyUcka, 3a KOPOTKUIA UK ONMTENbHbIN
CpoOK). Bpemsi oLeHKI Kakaoro acnekta akTMBHOW Mepbl LOMMKHO ObiTb TLWATENbHO CrnaHnpoBaHo B pamkax MYyP
00 VHULUMPOBAHUSA Mep.

[ns oueHkn adhpeKTUBHOCTM MepP MO MUHUMK3ALMIN pUCKa criedyeT UCMOoNb30oBaTh ABe rpynnbl NokasaTenen:

- nokasaTenu npouecca;

- nokasaTtenwu pesynbTaTa.

MokasaTenu npouecca HeobxoauMbl Ans cOopa Aoka3aTenbCTB YCMNELHOCTU OCYLLECTBEHNST BCEX 3TarnoB
Mep MUHMMM3aUUM pucka. [aHHasi rpynna nokasaTenew npouecca AOoMmkHa obecneyntb OUEHKY CTEneHu
BbINOSIHEHUS 3anflaHMPOBAHHOM MNporpaMMbl M OOCTUXKEHME Tpebyemoro BNUSHUS Ha noBeneHune/nencTeus
uenesol rpynnel. MokasaTenu BbINONHEHMS MPOrpaMMbl AOMKHbI ObITb ONpeaeneHbl 3apaHee U OTCNEeXMBaTbLCS
Ha MPOTSKEHUM BbLINOMHEHUS MporpamMMbl. MonydeHHble OaHHble M OMbIT MOryT OblTb MCMOMb30BaHbl ANs
ONTUMM3aLNN KOPPEKTUPYIOLLNX OENCTBUIA B criyvae ux HeobxogmmocTu. OueHka BbINOMHEeHNUsT NpoLiecca Takke
MOXET YMyYLWUTb NOHUMaHWE MPOLLECCOB U MPUYMHHBIX MEXAHU3MOB, B CWUIYy KOTOPbLIX OOMOMHUTENbHbIE MepbI
MUHUMM3ALUN pUcKa NO3BOSUIM UMK HET J0BUTLCS XKenaemoro KOHTPOons cneunduyeckmx pUCKoB.

MokasaTenn pesynbTata obecrneynmBaloT OOLLYD OLEHKY CTENeHW KOHTPOMNs pucka, [LOCTUTHYTOro
NMOCPEeLCTBOM BHEAPEHHbIX MepP MUHMMMU3aUMM pucka. Hanpumep, korga Lenbio onepaTMBHOW Mepbl SIBRSieTCs
CHWKEHME 4acTOTbl W/UNKN TSHKECTU HexenaTerlbHOW peaKkLuKn, KOHEYHbIA KpuTepuii ycnexa Oyaet npuessaH K
OaHHOM uenu.

Mo pesynbTatam npouegypbl OUeHKU 3GEKTUBHOCTM Mep MUHUMMU3ALMU pUCKa AenaeTcs BbiBOA4 O
BO3MOXHOCTW AaribHENLLEro BbIMONTHEHUSI OLEHMBAEMON Mepbl MUHMMU3aUUM pucka 6e3 u3MeHeHun, nubo o
HeOOGXOAMMOCTM BHECEHWUs M3MEHEHU B BbINOMHAEMY0 aesTenbHocTb. OueHka 3ddeKTMBHOCTUM Mep
MUHMM3ALUN pUCKa MOXET CBUOETENbCTBOBATb, YTO AEATENbHOCTb MO MUHUMU3AUUS puUcka sIBRsieTcs
HEeAOCTaTOYHOM M LOMKHA ObITb ycuneHa (Hanpumep, NocpeacTBOM BHECEHUSI U3BMEHEHUIA B NPeaoCTepeeHns
WNN peKkoMeHZauun B MHCTPYKUMIO MO MELULMHCKOMY MPUMEHEHUIO WU FNCTOK-BKMabIw, MocpencTBOM
YNy4dlWEeHUs1 YEeTKOCTU PeKoMeHZauuMih Mo MWHUMM3AUMKM pucka Wunmu nogkrnoyYeHuemM  AOMOSTHUTENbHbIX
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WHCTPYMEHTOB MO MWHUMU3ALMN pUCKa UMW yryylweHueMm cyliectByrowmnx). VIHbiIM pesynbTaTtom npouenypbl
OLIEHKN MOXET SBMATbCA OnpeferneHne HeCOOTBETCTBUSA MEP MUHUMU3AUUW pucka, NGO OTCYTCTBUS B HEW
Tpebyemon HanpaBrneHHOCTU, B CBSI3M C YeM MOXeT OblTb yMeHblleH ob6beM paboT Mo nporpaMmme unu ee
paccMOTpPEHO ee ynpoLeHue (HanpumMmep, YMEHbLUMB YNCNO MHCTPYMEHTOB/METOL0B NO MUHUMM3ALIMM PUCKA UMN
YacTOTY BbIMOMHEHWS AIEMEHTOB MEP).

B pononHeHue K oueHke 3PEEKTUBHOCTU MEp MUHMMU3AUMM pUCKa B yhpaBneHun npobnemamu no
0€e30NacHOCTU TakKe OYEeHb BaXKHO OLEHWUTb, MOXET NU AOMNOMHUTENbHas Mepa MWHMMU3aUMM pucka UMETb
HenpegHaMepeHHble (HeraTMBHbIE) NOCNeACTBUSt AN paccMaTpuBaemon npobriemMbl 300pOBbsi HAceneHust Ha
NPUBNMKEHHOM UNKW OTAANEHHOM BPEMEHHOM UHTEpBane.

12.2.4.1 MNokasatenu npouecca

MokasaTenn npouecca SBNAKTCA NapamMeTpamn OLeHKM OoObeMa BbINONIHEHUS M3HA4YanbHOW MpPOrpaMmel,
nunn M3MeHeHUn B ee BbINOMHeHMU. [lokasaTenu npouecca AOMKHbl OOMOMHATb, @ He 3aMellaTb OLEHKY
OOCTMDKEHUA HaMEYEHHbIX Lienen MOCPeacTBOM peanusaumm Mep MUHUMM3auuM pucka (T.e. nokasartenu
pe3ynbTata). B 3aBMcMMOCTM OT xapakTepa aKTMBHbIX Mep, pasfnnyHble MnokasaTenu npouecca MoryT ObiTb
onpeaeneHbl Ans oueHkM Ux adhpeKTUBHOCTMW.

12.2.4.1.1 JocTnxkeHne Lieneson nonynauum

Korga mepbl MUHUMKU3ALMN pUCKa BKNIOYAOT NpeaocTaBrieHme MHopmauun U pykoBoACTB Ans paboTHUKOB
CUCTEMBI 34paBOOXPaHEHUSA N/MNKU NaLMEHTOB NOCPeACTBOM obpa3oBaTeNbHbIX METOAOB, CriedyeT NCMOoNb30BaTh
Mepbl OLEHKM pacnpocTpaHeHuss MHopMauMn AN nonydeHus 6a3oBbiX AaHHbIX MO BbINOMAHEHMIO. [JaHHble
rnokasaTenu LOMKHbl ObiTb OPUEHTUPOBAHbI HA OLIEHKY COOTBETCTBUSI MCMONb3YyeMOro MHCTPYMEHTa LeneBoW
ayauTopum (HanpuMmep, COOTBETCTBYIOLLMIA A3bIK, PUCYHKW, AnarpaMmMbl U MHaa rpaduyeckas nogaepxka) unm
OLIEHKY (DaKTMYECKOro Nony4yeHns matepmarnos LIEeNeBon rpynnomn.

12.2.4.1.2 OugeHKa KITMHUYECKUX 3HaHWUN

B uensax oueHkn OCBeOOMIMEHHOCTM LIENEBON ayauTOpuUM U YPOBHSA 3HAHWIA, MOMYYEHHbIX NOCPEACTBOM
obpasoBaTtenbHbIX OMepaTUBHbIX Mep Wunu npefocTaBneHns  uHpopMauum (Hanpumep, MNOCPeacTBOM
WHCTPYKUUN MO MEAULMHCKOMY MPUMEHEHUIO), crieayeT NPUMEHATb CTPOrMe HayyHble MEeTOAbl aHaNUTUYECKUX
Onpocos.

AHanuMTU4ecknii onpoc obbI4HO BKITHOMAET OCHOBHLIE CTaHOAPTHbIE BOMPOCHI, 3aaBaemble No TenedoHy, B
NINYHOM WHTEPBbLIO WIIM CaAMOCTOATENBHO OTNPABMEHHbIE MO MNOYTE/3NEKTPOHHOW MNOYTE, KOTOpble Bpemsi OT
BPEMEHM MOBTOPSAOTCA. Takon noaxon MoXeT ObiTb aganTUpOBaH K OLEHKE OTHOLUEHUSI U OCBEAOMIIEHHOCTU B
penpeseHTaTMBHbIX rpynnax pabOTHUKOB CUCTEMbI 34paBOOXPaHEHUs W/MNM  NauMEHTOB MOCPEACTBOM
COOTBETCTBYIOLLNX MCUXOMETPUYECKUX BEMUYUH. [N BbLINONHEHUS OLIEHKM crnefyeT onpeaenutb aaekBaTHbIN
06BbeM BbIGOPKM, BKIMOYEHME B KOTOPYHO BhIMOMHATEL C UCMONb30BaHNEM pPaHOOMU3aLMN.

Hapnexallee BHWMaHWe cnegyeT yaenuTb LEensaM aHanuTUYeckoro onpoca, Au3anHy MWCCnenoBaHus,
obbemMy BbIOOPKM U penpe3eHTaTMBHOCTU, OMNEepauUoHHbIM ONpeaeneHnsaM 3aBUCUMbIX U HE3aBUCUMMbIX
nepemMeHHbIX, a TaKkke CTaTUCTUYECKOMY aHanuay. TlartenbHoe BHMMaHWe SOMMKHO BbITh Takke yaerneHo Belbopy
Hanbonee COOTBETCTBYIOLUNX MHCTPYMEHTOB MO COOPY AaHHLIX (Hanpumep, aHKETbI, ONPOCHUKN).

12.2.4.1.3 OugeHKa KNUHUYECKMX AencTBuin

B uensax oueHkn 3ddeKTUBHOCTM obpasoBaTenbHbIX OMNepaTMBHBIX Mep W/unM  MHGOpMauVoHHOTo
obecneyeHns, criegyet onpeaenuTb He TOMbKO KIUHUYECKNE 3HAHUS, HO U BblTEKaOLWME U3 3HAHUIN KITMHUYECKMe
nencteust  (Hanpumep, HasHa4yeHWe IeKkapCTBEHHOro cpeacTtea). MiccnegoBaHMa MO UCNONb30BaHUEO
NeKapCTBEHHOro cpeacTBa NOCPEACTBOM BTOPUYHOIO UCMOMb30BAHUA AHHbLIX SMEKTPOHHBLIX MEOULMHCKUX KapT
cnepyeTt paccmaTpuBaTb Kak LEHHbIA MHCTPYMEHT s KONMYECTBEHHOW OLEHKUM KIMHUYECKUX OEUCTBUN
npeacraButTenen LENeBon rpynnbl. AHanM3 fUCTOB Ha3HAYeHUS JeKapCTBEHHbIX CPeAcTB, OCOOEHHO BO
B3aMMOCBSA3M C APYIMMW OaHHbIMU NAUWMEHTOB (Hanpumep, KNUHUYECKMe U aemorpadumyeckmne gaHHble), MOXeT
obecneunTb OUEHKY Ha3Ha4YeHWs IeKapCTBEHHbIX CPEACTB, BKMAOYaAs COBMECTHOE HasHadeHne [ByX
B3aMMOAENCTBYIOLNX  NEKAapCTBEHHbIX CPeacTB, COOTBETCTBME  pekoMeHdauusm no  nabopaTtopHomy
MOHUTOPUHIY, a Takke BbIOOp MAUMEHTOB W KOHTPOMb WX COCTOAHUA. [lpuMeHas COOTBETCTBYHOLLNE
cTaTUCTMYECKNEe MeToabl (Hanpumep, aHanm3 AUHAMWYECKUX PSAOB, aHanu3bl BbPKMBAEMOCTW, NOrMcTUdeckas
perpeccusi) Anst KoropTbl NoTpebuTenen nekapCcTBeHHbLIX CPEeACTB MOXHO caenaTtb OLEHKY PasfUYHbIX acreKkToB
HasHayYeHnss UNN MNPUMEHEHUSI NEKAPCTBEHHbLIX CPEACTB, UYTO MOXET obecneynTb MOHUMAaHWE 3a paMKkamu
NCKMIOYNTENBHO ONmncaTenbHbIX A0Ka3aTenbCTB.

12.2.4.2 [okasatenu pesynbTtaTa

KOHeYHbIMM MHAWKATOPaMKU  YCNELWHOCTU MporpaMmbl  MUHMMM3ALMU pUCKa ABRASKOTCA  pe3ynbTaThl
©e30nacHoOCTH, T.e. YacToTa U/NNN TSXKECTb HeXenaTenbHbIX peakuui B CBA3M C BO3OENCTBUEM NEKapCTBEHHbIX
CPEeACTB Ha MauuMeHTa BHE pPaMOK WHTEPBEHLMOHHOrO uccnegosaHus (T.e. B pamMkaxX HEWHTEPBEHLIMOHHOIO
nccrefoBaHusl), AaHHble pe3yrbTaThl N0 6e30NacHOCTM AOMMKHbI SABNATLCA MHOMKaTopaMu pesynbTata. OueHka,
OCHOBaHHasi Ha [aHHbIX NokasaTensx, AOfKHa BKMYaTb CpPaBHEHUE 3MUAEMUONOMMYECKUX MEp YacTOTHOCTMU
pesynbTaTta, Takue Kak nokasarterb YacToTbl UMK KYMYNATUBHON YacTOTbl HEXenaTernbHON peakumm, NonyyYeHHbIN
B KOHTEKCTE WuccregoBaHMini 6e30macHOCTM Ha MOCTperncTpauMoHHoOM aTane. B cooTtBeTcTBMM C NOGbLIM
Nnoaxo4oM CTPOrve HayudHble U NPU3HaHHbIE MPUHLMMBI ANUOEMMONIOrMYECKOro UccneoBaHus Bcerga OOSMKHbI
OblTb PYKOBOACTBOM ANSA OLEHKM KOHEYHOro paccMaTpvBaeMoro nokasatens pesynbTata. CnegyeTt yuntbiBaTb
CpaBHEHME 4YacToTbl A0 M NOCMe BbIMNOMHEHUS MEP MUHMMM3aLMK pucka. Korga BbINOMHEHWE OLEHKN U pacyeTa
00 1 nocrie BbINOSTHEHUSA Mep ABMNSETCS NPAKTUYECKM HEOCYLLLECTBMMbIM (Hanpumep, Mepbl MMHUMM3aLMK puUcka
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OblnM BBEAEHblI B AENCTBME B MOMEHT MOMyYEeHUS1 PEerMcTpauuoHHOrO YAOCTOBEPEHUs), NokasaTernb 4acToTbl
ncxoda, NoflyyeHHbIN Ha aTane nocne BbIMNOSTHEHUA Mep, COOTHOCUTCS C 3apaHee onpeaeneHHbIM pedepeHTHbIM
3Ha4YeHUEM, MOMyYEHHbIM W3 NUTEpPaTYpPHbIX WCTOYHUKOB, PETPOCMEKTUBHBLIX AaHHbIX MEOULUHCKUX KapT
NauMeHToB, OXMAAeMOW 4acTOoTbl B 06uWen nonynsumv (Hanpumep, Habnogaembli aHanu3 B CPaBHEHUU C
npegnonaraeMbiM) U OOMKEH YYUTbIBaTb BO3MOXHbIN 3EEKT CTUMYNMPOBaHUA penoptupoBaHus. Bbibop
rpynnbl CpaBHEHUS! AOMKEH ObITb Hagnexalm obpazom 060CHOBaH.

YpoBEHb CMOHTAHHOIO PENOPTUMPOBaHUA (T.€. YUCIO COOOLLEHUA O NOoJO3peBaeMbIX HeXenaTerbHbIX
peakumax 3a PUKCUPOBaAHHBIN NEPUOL BPEMEHWN) HE CneayeT paccMaTpuBaTh Kak NPUEMSIEMYIO OLIEHKY 4acTOTbl
HexenaTenbHbIX SBMEHMI B NONYNALMK, NONyYatoLen nevyeHme, 3a UCKMYeHnem ocobbix 06CToATENBCTB, Korga
DOasucHaa 4YacTtoTa HexenaTenbHOro SIBfEHUA B Tpynne He3HauutTenbHasi W CyLWeCTBYEeT BblpaXeHHas
B3aMMOCBSA3b MeXdy JfledeHMeM W HexenaTerbHoW peakuven. Mpu Takmx obcTosATenbCcTBax, korga npsiMoe
onpegeneHve CTEMEeHNW pucka B paccMaTpuMBaemon rpynne sBNAETCA MNpPakTUYECKM HEeoCyLLEeCTBMMbIM,
CMOHTaHHble COoObLLEHMS MOrMK Obl MO3BONMWTL cAenaTtb MNPeAnonioXeHMe OTHOCUTENbHO MNPUGNM3UTENBLHOIO
3HaYeHNs1 YacToThbl HEXenaTenbHOW peakuun B rpynne, Npu ycrioBUW, YTO HEKOTOpble pa3yMHO OOOCHOBaHHbIE
OaHHble MOryT ObITb MOMy4YeHbl AN OLEHKM NoKasaTensk ypoBHA PEMOPTUPOBAHUSA B KOHTEKCTE MPUMEHEHUSI
nekapcTBeHHoro cpeactea. OgHako, XxapakTepHble MOrpeLlHOCTH, KOTOPbIE BUSIIOT Ha YPOBEHb PENOPTUPOBAHUS
B OTHOLWEHWM MpefnonaraeMblX HeXenaTemnbHbIX peakuui, MOryT MNpMBECTU K pesynbTaTtam, BBOOALUM B
3abnyxaeHne. Hanpumep, BBedeHVME nNporpaMmbl MUHUMMM3ALMWM pUCKa KaK peakumMss Ha npobnemy no
©e30nacHOCTU, BbISBNEHHYIO Ha 3Tane NocTPerncTpaumoHHOro MOHUTOPUHIA NEKapCTBEHHOrO CpeacTBa, MOXET
crnocobcTBOBaTh MOBLILEHWIO OCBEAOMITIEHHOCTU B OTHOLUEHMM ONpeAeneHHbIX HexenaTenbHbIX peakuuin, 4YTo, B
KOHEYHOM CYeTEe, MOXET NMPUBECTU K MOBbLILLEHHOMY NoKasaTento penoptupoBaHus. MNpu Takux obcToaTeNbLCTBAX
aHanm3 CroHTaHHOro PenopTMPOBaHMSA M MOXET NPUBECTU K OLUMOOYHOMY 3aKMOYEHUI0, YTO BMELLATENbCTBO
okasanocb Head(EKTUBHBIM. CHWXKEHHbIE NOKasaTesnM OTYETHOCTU 3a OnpeaeNneHHbIi BPEMEHHON NPOMEXYTOK
MOTYT TaKke NPMBECTU K OLLMOOYHOMY 3aKMOYEHUIO, YTO BMELLATENbCTBO OKa3anock 3 EKTUBHbBIM.

12.2.5 KoopanHaums

Ecnn Heckonbko neKkapCTBEHHbIX CPeacTB, B TOM 4WUCIEe feKkapCTBEHHble CpeacTBa, C OOMHAKOBbIM
OEVCTBYIOLLMM BELLECTBOM, MMEITCH B HanuMyMM Ha pbliHKe, OOMMKeH OblTb BblpaboTaH LIENOCTHbIA noaxon B
NPUMEHEHUN OOMOMNHUTENBbHBLIX MEP MWHMMMU3ALMU pUCKA, NPEeayCMOTPEHHbIA YNONHOMOYEHHbIMW OpraHamu.
Koroa BO3HMKaeT HeEOOXOAMMOCTb B KOOPAMHAUMOHHBIX LEUCTBMSX ONS TPYnhbl NEeKapCTBEHHbIX CPeacTs,
COOTBETCTBYHOLWMM 00pa3oM [omkeH ObiTb BblpaboTaH cornacoBaHHbIN nogxod. Mpu Taknx obcTosiTenbcTBax
npeaBapuTesnibHOE MNNaHUPOBaHWE [OMKHO obecneunTb, YTOObl 3PPEKTMBHOCTE MEP MUHMMU3ALMM puUcKa
OoLUeHMBanachb AN Ka4oro OTAEeNbHOro fekapCTBEHHOMO CPeAcTBa, a Takke AN NeKapCTBEHHbIX CPeAcTB B
COBOKYMHOCTW.

12.2.6 CncteMbl kayecTBa MEP MUHMMMU3AL MU pUcKa

XoTs B pa3paboTky U ocyLlecTBieHMe MeEpP MUHMMMU3ALUM pUCKka MOTyT ObiTb BOBNEYEHbl MHOMME 3KCMepThl,
OKOHYaTeslbHasi OTBETCTBEHHOCTb 3a KA4eCTBO, TOYHOCTb M Hay4HYH LENOCTHOCTb Takmx Mep Bo3fnaraetcs Ha
aepxxaTens perncTpaumoHHOro yooCTOBEPEHUS U fMLa YNOSTHOMOYEHHOro No hapMakoHaa3opy Ha Tepputopum
Pecnybnukn Benapyce.

HepxaTenb perncTpaLoHHOro yY40CTOBEPEHMSI HECEeT OTBETCTBEHHOCTb 3a OOHOBIEHWE NlaHa yrnpaBreHus
puckamu B criydae nosiBrieHMs HoBo MHopMaLumm, a Takke JOSKEH MPUMEHATb NPUHLMMBLI Ka4ecTBa, AeTarnbHO
N3noxeHHble B pasgene 2. OTcnexvBaemble BEPCUMU NIlaHa yNpaBreHnst pUuckammn JOSMKHbI ObiTb NepefaHbl Ha
paccMOTpeHME U BbINOMHEHME OLIEHKN YNONMHOMOYEHHbIM OpraHoM. [laHHble OTYeTbl, NfiaH ynpaBneHust puckamm
N BKITIOYEHHbIE B MaH CUCTEMbI YNPaBiEHUS PUCKOM, Takke Kak M Nobble JOKYMEHTbl B OTHOLUEHMM Mep Mo
MUHUMM3ALUKN pUCKa, MOTYT NoaBepraTbCa ayauTy UM UHCNEKTUPOBAHMIO.

[epxatenb perncTpaumoHHOro y4OCTOBEPEHUs OOMMKEH obecneyntb, YTOObl MexaHU3Mbl OTYETHOCTWU MO
pesynbTataMm UCCNeaoBaHMW UMM aHanmM3oB MO  OUEHKe 3PMEKTMBHOCTU Mep MWHMMMU3aUMM  pucka
noaTBepXaanuncb AoKyMeHTanbHo. [JaHHble AOKYMEHTbI MOTYT NOABEpPraTbCa ayauTy U MHCNEKL MK,

12.3 OTBEeTCTBEHHOCTb YNOSIHOMOYEHHOro opraHa

YNONHOMOYEHHBbIN OopraH HeceT OTBeTCTBEHHOCTb Ha HauuMoHalbHOM YpPOBHE 3a OcCyllecTBlieHne
OONONMHUTENbHbIX Mep MWHMMU3auun pUCKa, HanaraemblX Kak ycrnosue no 683OI'IaCHOMy n SCth)eKTMBHOMy
MCMNoJ1b30BaHUIO NNeKapCTBEHHOIO cpeacTea.

B oTHoweHnn Mep MWHUMM3aUMn pPUCKa, KOTOpble Oblnn BBeAEHbl Mnocne Bblgayn perncTtpaunoHHOro
yAoCcToBepeHus, yI'IOJ'IHOMO‘-IeHHbII;I opraH AoOJiKeH obecneuntb onepaTtnBHoe pacCcMOTpeHune un cornacoBaHue
npeacTaBlieHHbIX Mep C AepxxaTtenem permcTpauMoHHOro yaoCctoBepeHus.

YNOMHOMOYEHHbIN opraH npu HeobX0AMMOCTU MOXET OKasaTb COAENCTBME COrnacoBaHuo BHegpsAeMbIX Mep
MUHUMU3aLUN pUCKa ONA reHepny4eckux nekapcrBeHHbIX cpenctB ¢ OgunHaKoBbIM p.eI;ICTByIOLIJ.MM BellecTsoM. B
cny4vae HeobxoOUMOCTM BBEAEHUs  AOMOMHUTENbHbIX Mep MWUHUMM3aUUMM pUCKa AOnd  reHepuveckux
NeKapCTBEeHHbIX CpencTs, 06yCJ'IOBJ'IeHHbIX |'|p06J'IeMaM|/1 no GesonacHocTU ﬂeﬁCTByIOU.leFO BellecTtea, Mepbl
MUHUMU3aALUN pPUCKa, NMPpUMEHAEMble K TreHepudeCkMmM JeKapCTBeHHbIM cpenctBam, cnengyet npueectn B
cooTBeTcTBne C Mepamm MUHUMU3AUUM pUCKa ONA  OPUTrMHaANbHOrNoO JekapCTtBeHHOro cpeacrtsa. an
onpepneneHHbIX obcToaTenbCcTBax, B OTHOLEHWUN FM6pMp.HbIX NeKapCTBEHHbIX CpeacTtB MOryTt noHagobutbcA
[ononHuTenbHble Mmepbl MUHUMKU3AUUK pUCka, NOMUMO Mep MMHMMU3aLNUN pUCKa, BBOAUMbIX ONA OpUrMHanbHOro
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nekapcTBeHHOro cpefcTtBa (Hanpumep, OOYCNOBMEHHbIE pasnNUuMsAMK B cocTaBe, cnocobe HasHayeHus unu
npobrneMamMm HeCOBMECTUMOCTH).

YNONMHOMOYEHHbIV OpraH JosmkeH obecneyntb NpUMeHeHne noboro NHCTpyMeHTa/MeToga No MUHUMU3ALIMK
pucka. HauuoHanbHble YNOMHOMOYEHHbIe OpraHbl [AOMMKHbI  corflacoBaTb C  3asiBATenem/gepxartenem
pPerMcTpaumMoHHOro yooctoBepeHust doopmat 1M CpeacTBa MHCTPYMEHTOB/METOAOB MUHMMM3ALMM pUCKa, BKIoYas
neyaTtHble MaTepuarbl, MHTEPHET-NNATOPMbI U NHblE ayaMo-BUANO CPEACTBA, a Takke NniaHnpoBaHue (rpaduk)
onepaTUBHbIX Mep nepes BbIXOLOM NEKapCTBEHHOIo cpeacTBa Ha UX PbIHOK UK B Ntoboe nHoe BpeMsi B crny4vae
HeobxoaMMocCTH.

YNONMHOMOYEHHbI OpraH NpUHMMaeT CaMOCTOATENBHOE peLLeHNEe B OTHOLLEHWUM Bbibopa COOTBETCTBYHOLLNX
HauMOHarbHbIX 0bpa3oBaTernbHbIX MaTepuanoB W/UMN UHLIX MHCTPYMEHTOB/METOA40B MO MUHMMM3ALMM puUckKa.
YNONMHOMOYEHHbIA OpraH Ha HaLMOHanbHOM YPOBHE OCYLLECTBMSieT KOHTPONb pe3ynbTaToB BBEAEHUSI Mep
MWUHUMM3aLUN puUcka.

12.4 OTBeTCTBEHHOCTb AepXaTerien perMcTpaumoHHbIX yA0CTOBEepPEeHUN

OepxaTenb perncTpaumMoHHOro YyAOCTOBEPEHUS [OOSDKEH YeTKo onpefenuTb  uenu npeanoXeHHbIX
OOMNOMHUTENbHbIX MEP MUHMMMU3aLUM PUCKa U NoKa3aTenun OLeHKN ux adpeKkTMBHOCTU. JTloOble 4ONONHUTENBHbIE
onepaTtuBHbIE Mepbl MUHMMU3aLUK pUCKa OOIMKHbI ObiTb pa3paboTaHbl B COOTBETCTBUM C OOLLUMMM MpUHLMNAMW,
chopmynupoBaHHbiMM B 12.2.1 1 12.2.2, n nMmeTb NONHOE AOKYMEHTarbHOe MNOATBEPXAEHUEe B nporpamme
MUHUMM3aLMKN pucka (cMm. pasgen 6).

Mepbl, ogobpeHHble YNONMHOMOYEHHBIM OpraHOM B MlaHe MUHUMU3AUUW pUcka, AOIMKHbLI OblTb BbINOMHEHbI HA
HaumoHanbHoOM YypoBHe. [epxaTernb perycTpauMoHHOro yAOCTOBEPEHWUS OOMKEH NpeacTaBnAaTb MHGOpMauvio B
OTHOLWLEHUM cTaTyca BbIMNOMHEHWS OOMOMHUTENbHBIX MeP MWHMMM3auMKM puUcKka COrfacHo npegBapuTenbHOM
[OOrOBOPEHHOCTU C HaLMOHAmMbHLIMU YNONTHOMOYEHHBIMW OpraHamn, a Takke MH(pOpMMpPoBaTb YMOMHOMOYEHHbIE
opraHbl B OTHOLUEHWW MOObIX W3MEHEHWI, CMOXHOCTEA WNKW  BOMPOCOB, BO3HWUKAKOLUMX MPU  BbINONTHEHWN
OOMNOMHUTEMNBHBIX ~ Mep  MUHUMM3auMM  pucka. Jliobble  COOTBETCTBYHOLLUME  U3MEHEHWS B OTHOLLEHUW
WNHCTPYMEHTOB/METOAOB BbIMOMHEHNS MEP MWHMMM3ALUM pucka OOMkHbI ObiTb COrnmacoBaHbl C HaLMOHANbHLIMM
YMNOMHOMOYEHHBIMW OpraHamu 4O BBEAEHUS U3MEHEHUIN B AENCTBIE.

Mpn BBegeHUn B [OEUCTBUE UHCTPYMEHTOB/METOOOB Ha OCHOBE WHTEPHET-TEXHOMOMMA  adepXaTterb
PErMcTPaLMOHHOTO YAOCTOBEPEHUS OOIMDKEH MPUMEHSTb TpeboBaHWs, AeNcTBylLwmne Ha TeppuTopumn Pecnybnmku
Benapycb, € y4yeToM nOTeHUMaArnbHbIX NPOONEM, CBsi3aHHbIX C  AOCTYMHOCTBIO,  Pacrno3HaBaeMOCTbHo,
OTBETCTBEHHOCTbLIO, KOH(PUAEHLUMANBLHOCTBIO U 3aLLMTON AaHHbIX.

B OTHOWeEHNN reHepuyeckUx IeKapCTBEHHbIX CPeAcTB AepxaTenb PermcTpauuoHHOro YAOCTOBEpPEeHUs
OOMkeH paspaboTaTtb MeEpPbl MMHUMM3ALMM pUCKa B COOTBETCTBMU C 06 bEMOM, HANpPaBNEHHOCTbIO, COAEPXXaHNEM
n ¢opmMatoM WHCTPYMEHTOB/METOOO0B, MNPUMEHAEMbIX [ANS  OpPUrMHaNbLHOrO feKkapCTBEHHOIO cpeacTsa.
CoctaBneHve rpaduka W nNnNaHWpoBaHME OnepaTUBHLIX Mep [AOMKHbl OblTb  Hagnexawum obpasom
CKOOPAMHUPOBAHbI B LEENsX MUHUMU3aLUN Harpysku Ha CUCTEMbI 30paBOOXPaHEHNS.

OueHka ahPEeKTUBHOCTU MEP MWHUMMU3ALUUA pUCKa B OTHOLLEHUU FEHEPUYECKUX NeKapCTBEHHbIX CPeacTB
JomkHa OblTb caenaHa [gepxartenem perucTpaumoHHOrO YAOCTOBEPEHUS B TECHOM COTpyOHWYecTBe C
YMOMHOMOY€EHHbIMU opraHamn. B cnyyae o60CHOBaHHOCTW MpPOBeAEHNs UCCnegoBaHui, B LENAX MUHUMU3aUuu
HarpyskM Ha CUCTEeMbl 30paBOOXPAHEHUS HaCTOATENbHO PEKOMeHAyeTCs MNpoBedeHWe  COBMECTHbIX
uccriegoBaHun.  Hanpumep, ecnv  HasHadeHO npoBedeHue MNPOCMEKTUBHOMO KOrOPTHOMO UCCredoBaHus,
BKIIOYEHME B UCCrNefoBaHMe [OMKHO OblTb HEe3aBMCMMbIM OT Ha3Ha4yeHWs JiekapCTBEHHOro cpeactsa C
onpeaeneHHbIM TOProBbiIM HAUMEHOBaHUEM UMK OT ONpeaeneHHOro NpPoM3BoaMTENS NeKkapCTBEHHOIO cpeacTsa.
B atux cniyyasix permcrpauusa gaHHbIX onpedeneHHoOro rekapCcTBEeHHOro cpeacTBa ABMAETCA BaXKHOW B LEensx
ObICTPOM MaeHTUUKaLMKN NOOOro HOBOIro p1cKa, NMPUCYLLEro KOHKPETHOMY NTEKapCTBEHHOMY CPeaCTBY.

OepxaTenb perucTpaumoHHOro YAOCTOBEPEHUS AOMKEH KOHTPONupoBaTb pesynbTaTbl Mep MUHUMKU3aLuu
pucka, koTopble BkMoYeHbl B [MYP. O6wwne npuHUMNBbl OUEHKM 3dEKTUBHOCTU MNpeaycMoTpeHbl B 12.2.4
HacTosLLero pasaena.

JepxaTenb perncTpauuoHHOro YAOCTOBEPEHUS [AOMMKEeH MpeacTaBuTb OTYET B OTHOLIEHUWN OLIEHKU
3(PHEKTUBHOCTU AOMONHUTENBHBIX MEp MUHUMWU3aLUUW pUCKa, UMEKLLMX OTHOLUEHUE K OLEHKE COOTHOLLEHUS
nonb3a-puck B nepuoanyeckomM ot4eTe no 6esonacHoCTu.

OepxaTenb perucTpauMoHHOro yOoCTOBepeHus JorkeH obecrneynTb CBOEBPEMEHHYID CBS3b C
YMNOMHOMOY€EHHbBIM OPraHoOM A1 BbINOSTHEHWUS COOTBETCTBYIOLLEN PErYNATOPHON OLEHKN U AENCTBUN.

12.5 PaGoTHUKM cucTeMbl 34paBOOXPaHEHUA U NaLUeHTbI

CoTpygHM4ecTBO PabOTHUKOB CUCTEMbI 34PaBOOXPAHEHUS W MNAUMEHTOB SBISIETCA KpalHe BaXXHbIM
dakTopoM, HeobxoOAUMbIM Ans  YCMEWHOro BbIMNONHEHMS obpasoBaTenbHbIX MNporpaMMm  W/unuM nporpamm
KOHTpONMMpyeMoro gocTtyna B Lensx ONTUMM3auuM COOTHOLLUEHUS nofb3a-puck. YKenaTenbHo, 4TOObl 3TUMK
CTOpoHaMK yaensinock Tpebyemoe BHMMaHWe Niobo Mepe MUHUMM3aLUN pyUcka, KoTopast MOXeT ObiTb BBeAeHa
ans obecneveHma 6esonacHoro 1 aEKTUBHOIO MCMOMNb30BaHWS NIEKapPCTBEHHbIX CPEACTB.

12.6 BnusaHue acpchekTMBHOCTU Mep MUHUMU3aLMK pucka Ha MYP/NMOB

O6HoBneHuA nepuoamnyeckoro or4eta no ©esonacHoCcTM 1 nnaHa ynpaeneHna puckamum LOOJSMKHbl BKMHOYaTb
CYMMapHyH OLEeHKY pesdynbTata AONONMHUTENbHbIX Mep MUHUMU3aAUUN pUCKa, BBEOEHHbIX ANA YMEHbLUeHUA BaXHbIX
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PUCKOB, CBSi3aHHbIX C MPUMEHEHMEM NekapcTBeHHOro cpeactea. B MYP akueHT gorpkeH ObiTb caenaH Ha ToM, Kak
BbINOMNHAEMaa OEeATENbHOCTb U ee pesynbTaTbl OTPaXaeTcs Ha MMaHMpOBaHUM Mep MUHMMM3aLMU pucka wuunm
dapmakoHaasopa. B MNMOB fgomkHa ObITb caenaHa oueHka BO3OencTBMS BBEAEHHLIX Mep Ha npodunb 6e3onacHocTu
W/ COOTHOLLIEHNE MOMNb3a-PUCK NTEKAPCTBEHHOIO cpeacTaa. B obLuem, akLeHT A4omkeH ObiTb caenaH Ha MHgopMaumto,
KOTOpasi norydeHa B MNpOLECCe OTYETHOrO nepuoda WM C MOMEHTA OCYLLECTBIIEHUS] CaMbIX HeOaBHMX Mep Mo
MWUHUMM3ALIMN pUCKa.

PesynbTaTtbl OLEHKM 3PPEKTUBHOCTM MEP MUHMMU3ALIMM pUCKa BO BCEX Criydasx noanexar BkrodeHuo B [YP.
Kak 4acTb Takol KpUTUHECKOW OLIEHKW AepaTenb PerMcTpaLMoHHOrO YO0CTOBEPEHNS! AOMKeH caenaTb HabnoaeHrs B
OTHOLLEHMN  (haKTOpPOB, CMOCOOCTBYHOLUMX  OOCTVPKEHWIO uenu unu, HanpoTuB, NPUBOASALMX K
He[oCTaTOMHOCTW/HE3MMEKTMBHOCTM MEP MUHUMM3ALMM pUcKa. TaKoM KPUTUHECKWI aHarnm3 MOXET BKIHOYaTb CCbINKy
Ha onbIT 3a Npegenamu Pecnybnukv Benapych, ecrnv TakoBo UMEeTCs.

OueHka 3pPeKTUBHOCTM Mep MUHMMMU3ALUW pUCKa OOIMKkHA ObiTb akLeHTUpoBaHa Ha TO, ObiNMM NN OHK
yCMNeWwHbIMM B OTHOLUEHWM MWHMMM3aUMM LeneBoro pucka. OueHKa BbIMOMHAETCA C  UCMOMb30BaHMEM
KOMOUHaLMM MnokasaTenen npouecca W pesynbTata, B COOTBETCTBUMM C onucaHuem B 12.2.4. PekomeHayeTtcsa
cAenatb pasrpaHuyeHre Mexay MepamMmu MUHUMU3auunM pucka, BBEAEHHBIMU B MOMEHT Bbl4avyu YAOCTOBEPEHUSI O
rocygapCTBEHHOW peructpaumMm u TeMM Mepamm, KOTopble ObiNn BBEAEHbI NO3AHEE HA MOCTPErMcTpaLiOHHOM
aTane.

OueHKy 3bdeKTUBHOCT Mep MUHMMMU3AUMM pUcKa OOSKkHA ObiTb MpedcTaBrieHa C YY4eTOM CregyroLux
pekoMeHaauuni:

- OueHka gomKkHa NPeacTaBnATb KOHTEKCT NyTeMm:

a) KpaTKoro onncaHus BBEAEHHbIX MeP MUHUMU3ALMN PUCKA;

0) onpepeneHne nx uenem;

C) onucaHusa BeIGPaAHHOro npoLecca v nokasartenen pesynbTaTa.

- OueHka gomkHa BKOYaTh COOTBETCTBYHOLLNA aHaNM3 Xapakrtepa HexenaTenbHbIX peakuuin, BKYas mx
CEPbE3HOCTb U MPeaoTBpaTUMOCTb. e 3TO YMEeCTHO, crnefyeT Takke BKIHOUYUTb forncTudeckue daktopbl,
KOTOpble MOryT MNOBMUATL Ha KMMHUYECKOE BbINOSIHEHNE MEP MUHUMU3ALIMKN pUCKa.

- OueHka [JorkHa BKMYaTb WCCNeAoBaHWE BbIMOSMHEHUS Mep MUWHUMM3aUMUM pucka B PYTUHHON
KNUHUYECKOWN NpakTUKe, BKIoYasi BCE OTKIMOHEHUSA OT NepBOHa4arnbHOro nnaHa. Takasi oueHKa MOXEeT BKMo4YaTb
pes3ynbTaTbl MCCNeoBaHWI UCMOMb30BaHUSA NEKapCTBEHHOrO CpeacTaa.

- Nokasatenn pesynbtata (T.e. YacToTa W/WNU CEPbE3HOCTb HeXenaTenbHbIX peakuun), Kak npasBumo,
OOIMKHbI SABMATHCS KMOYEBLIMU KOHEYHBIMM TOYKaMM NMPU OLIEHKE CTEMNEHU LOCTUKEHMS NMOCTaBMNEHHbIX 3ada4 npu
BbINOSTHEHUN MEP MUHUMW3ALMN pUCKa.

MpennoxeHns B OTHOLLEHNM N3MEHEHMWIA MO COBEPLLUEHCTBOBAHUIO Mep yrNpaBneHnst puckamm SOSMKHbI ObiTb
npegcraBneHbl B cooTBeTCTBYOWEM pasaene MNOB. MNMnaH MMHMMM3auumM pUCKoB crieayeT OOHOBMSITb C y4EeTOM
noctynatoLlen MHGpopmaLnm B OTHOLLEHNN 3(EKTUBHOCTM MEP MUHUMU3ALNN pUCKa.

YactoTta o6HoBneHus MYP gomkHa 6bITb NPONopLMoHansHOM puckam NekapcTBEHHOro cpeacTtea. B obuem,
o6HoBneHuss MYP [omkHbl ObiTb aKUEeHTMpPOBaHbl Ha MporpaMMy MWHMMM3aUMM puUcka W NpeacTaBneHue
OOHOBMEHU MO OCYLIECTBNEHUIO Mep MWHMMM3aUMU pucka, rge 3To npumeHumo. B cnyyae oGHoBReHus
OrpaHNYEHHOro KONMYecTBa pasfdenioB, pasfenbl, KOTopble MnoABepranucb WU3MEHEHUsIM, OOSMKHbl ObiTb
nepeynucrnieHbl B COMPOBOAWUTENBHOM MMWCbME Mpu MpencTaBneHMnM AOKymMeHTauuu. B cniyyae ecnu no
pesyrnbTataM BbINOMHEHUST MEpP MUHUMM3ALMU pucka TpebyeTcs BHECeHWEe MW3MEHEHWN B WHCTPYKLMIO MO
MEeOULNHCKOMY MNPUMEHEHNIO, OCHOBaHWS M [OaHHble M3MEeHeHUs1 OOMKHbl MopTBepxpaTtbesi nogaden OB,
OTpaXkalLLEero ykazaHHble acrnekTbl.

12.7 Mpo3payHocTb

YNOnHOMOYEHHbBIN opraH obecnevnBaeT NpPoO3pavyHOCTb M AOCTYMNHOCTb MHbOpMaLMM No BBEAEHHBIM MepaMm
MUHUMMU3ALMKN pUCKa NyTEM pasMeLLeHnss Ha COOTBETCTBYHOLLUNX MHTEPHET-NopTanax crnegyLwen nHopmarmu;
OENCTBYIOLEN NHCTPYKLUN MO MEOULMUHCKOMY NPUMEHEHUIO; pe3loMe MraHa ynpaBneHns puckamu ¢ ykasaHuem
BBEAEHHbIX Mep MUHMMM3ALIMM pUCKa.

13 [lononHuTenbHbIA MOHUTOPUHT

13.1 BBegeHue

dapmakoHaa30op SABNSAETCH XUBHEHHO BaXKHOW (DYHKLUMEN CUCTEMbI 34paBOOXPaHEHUs, MNOCKOIbKY uMmeeT
cBoel Lenblo BbiCTpoe BbISIBIIEHWE M pearMpoBaHue Ha noTeHumarnbHble Yyrposbl 6€30MacHOCTM, CBA3aHHble C
NCMNOMb30BaHNEM NeKapCTBEHHbIX CPEACTB.

locypapcTBeHHass  perucrtpaums  NeKapCcTBEHHOrO  CpefcTBa  OCYLIECTBMAETCA  Ha  OCHOBaHWU
MOMOXWUTENBHOTO Ha MOMEHT perMcTpaummM COOTHOLIEHMS MNONb3a-puUCcK fekapCTBEHHOro cpeacTsa  Ansd
onpeaeneHHbIn LeneBon rpynnsl nauneHToB, B npegenax oaodpeHHoro(-bix) nokasaHusi(-Mn) U pekomengauui no
npumeHeHutio. OgHako He BCe PUCKM MOTyT ObiTb BbISIBIIEHbI K MOMEHTY MNepBOHayanbHOW perucrpauuu,
HEKOTOpblE PUCKU BbISBASIOTCA Ha MOCTPErMCTPaUMOHHOM 3Tane npu LWMPOKOM MPUMEHEHUU NeKapCTBEHHOMO
cpencTBa Ha NPOTSHXKEHUM BCErO KM3HEHHOrO LMKNa fiekapcTBEHHOro cpeactaa. [na obecneyeHns BO3MOXHOCTU
BbINOMHEHUS  KOHTponsa 6e30nMacHOCTM  NEeKapCTBEHHbIX  CPEACTB  MPOMOPUMOHANbHO  YPOBHIO  puUCKa,
COMPSXEHHOMY C WX MpUMEHeHueM, uenecoobpasHbiM daBnseTcs OPMUPOBaHNE MNEepPeyHsl NeKapCTBEHHbIX
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cpencTB, TPeByoLWMX pacluMpeHHoro c6opa AaHHbIX Mo 6e30MacHOCTU Mocie WX PerucTpauun, YTo o3HadaeT
BBEeAeHMe KOHLENUUM AONONMHUTENBHOMO MOHUTOPUHIA B OTHOLLIEHU HEKOTOPbIX NEeKapCTBEHHbIX CPEaCTB.
YNonHOMO4YEHHbIM OpraHoM co3daeTcs, NoAaepXKUBaeTCA B akTyanbHOM COCTOSHAM U MyGNuKyeTcs eauHbIi
CMUCOK NeKapCTBEHHbIX CPeAcCTB, Moanexalluux AOMOMNHUTENbHOMY MOHMTOPUHrY (oanee — Cnucok). [daHHble
neKapcTBEHHble CPeACcTBa B WHCTPYKUMM MO MEAMLMHCKOMY MPUMEHEHUIO U NUCTKe-BKNaablle 06o3HavalnTcs
nepeBepHyTbIM YepHbIM paBHOOedpeHHbIM TPeyronbHUKOM T, KOTOpbIA COMPOBOXAAeTcs creayloLlen
NOSICHWUTENBbHOW HaaMUCklo: «[aHHOe NeKkapCTBEHHOE CPEACTBO MOAMNEXUT AOMONHUTENBHOMY MOHUTOPUHIY. JTO
NO3BOMUT BbLICTPO BLIABUTL HOBYIO MHApOopMauuio no 6eszonacHocTh. Mbl obpallaemMcsa kK paboTHMKaM CUCTEMBI
3[1paBOOXPaHEHNs ¢ NPOCcbGOI coobLLaTh O NGLIX NOA03PEBAEMbIX HEXENaTENbHbIX PEAKLMSX Y.

13.2 CTpyKTYypbI 1 NpoLecchl

13.2.1 MpuHUMNBLI NPUCBOEHUS cTaTyca OOMOMHUTENBHOIO MOHUTOPUHIA NEeKapCTBEHHOMY CPEeACTBY

Peructpaums Bcex neKapCTBEHHbIX CPeACcTB OCYLECTBNAETCS Ha OCHOBaHUW MPU3HAHUSA COOTHOLUEHMS
Nnonb3a-puUck NONOXUTENBHBLIM C Y4ETOM UMEIOLLUXCA HA MOMEHT pernctpauum ceefeHunin (4aHHbIX KIUMHNUYECKMX
nccrnefoBaHM/UCMbITAHUMIA, KOTOpble MNPOBOAWNUCE Npu  pa3paboTke nekapcTBeHHoro cpefctsa). OpgHako
HexxenaTtenbHble peakLn, KOTopble BO3HUKAIOT peako, MMbo pa3BMBalOTCS Npu ANUTENbHOM MPUMEHEHUN, MOTYT
cTaTb OYeBUOHBIMU TOMLKO MOCMe NPUMEHEHUS NeKapCTBEHHOro cpeactaa bonee WMPOKMM KPYroM MauueHToB
n/vnn nocne gnurtensHoro npuema. Kpome TOro, npeuMmyLlectBa M PUCKM, CBSA3aHHbIE C JeKapCTBEHHbLIM
CpeacTBOM, BO3MOXHO, OLEHMBANUCb B YCMOBUSX, OTMMYalOLWMXCHA OT YCMOBWUA MOBCEOHEBHON MeOWLUHCKON
NpakTukW, Hanpumep, KIMHUYECKUEe WUCCreqOBaHUSA/UCMbITaHUA MOTMYT  UCKYaTh  onpederieHHble  Turbl
NMauneHToOB C MHOXECTBEHHbIMU COMYTCTBYIOLWMMMN 3aboneBaHMSMU UMM COMYTCTBYIOLMMU FNEKapCTBEHHBIMM
cpegctBamn. Takum obpasom, nocne BbIXOA4a fEKApCTBEHHOIO CpedcTBa Ha PbIHOK, €ro UCMofb3oBaHue
pasnuyHbIMK MONYNAUNOHHBIMK rpynnamMm TpebyeT NOCTOSHHOrO MOHUTOpPUHra. [depxaTtenu perncrtpaunmoHHOro
YOOCTOBEPEHUS U YNOSTHOMOYEHHbIE OpraHbl OCYLLECTBASIT NOCTOSAHHBLIN MOHUTOPUHI NEKapCTBEHHbIX CPEACTB
Ana nonyveHus nosisnstoLencsa nHdopmaumm no 6e30nacHOCTU, a Takke BbINOMHAT OUEHKY ee BUSHUSA Ha
COOTHOLUEHME MOoMb3a-puUck nekapcTBeHHOro cpeacTtsa. OQHaKo HEKOTopble NeKapCTBEHHbIE cpeacTBa TpebytoT
BbIMOSNIHEHUs1 Gonee WMHTEHCUBHOro cbopa AaHHbIX Mo 6e30MacHOCTU MOoCne MPOXOXAEHUS rOCy4apCTBEHHON
peructpaumMm ¢ TeMm, 4TOBbl MakCMMarbHO ObICTPO BbIABAATL NtoOble HOBblE 3HaYMMble nNpobrnembl Mo
BGesonacHOCTM W HemedneHHO npeanpuHUMaTb Hagnexawme Mepbl. [Ona  nosblweHus addeKTMBHOCTU
MOHUTOpMHra ©e30nacHOCTN OnpefenieHHbIX JEeKapCTBEHHbIX CPEACTB WM Ans  CTMMYNupoBaHus Gonee
WHTEHCMBHOIO NPEACTABIEHNS CMOHTAHHbIX COOOLLUEHWA O BbISIBNIEHHBIX HEXenaTenbHbIX peakuusix, BBedeHa
KOHUenumMs JOMOMHUTENbHOrO MOHUTOPWHra.

CrtaTyCc [OOMOMHUTENBbHOrO MOHUTOPUHra MOXET npucBamBaTbCA NEeKapCTBEHHOMY CPeACcTBY BO BpeMs
Bbldayu YOOCTOBEPEHMS O roCyAapCTBEHHOW perucTpaumm unm Ha 6onee no3gHMX dTanax XM3HEHHOro LukKna
riekapCTBEHHOrO CpeacTBa Npu BbIIBNEHUM B NpoLEecce NOCTPErMCTPaLMoOHHOr0 MOHUTOPUHIA HOBOW Npobnembl,
cBsA3aHHOW c ©Ge3onacHocTblo. B 4acTHOCTW, cTaTyc AOMOMHUTENLHOMO MOHWUTOPWHra BaXkeH Mpu Bblaaye
perncTpaumMoHHbIX YOOCTOBEPEHUIN Ha NeKapCTBEHHbIE CPeACTBa, coaepKallme HOBOe AeNCTBYoLLEee BeLLeCTBO,
ONA BCEeX NeKapCTBEHHbIX CPEACcTB OMOMOrMYecKoro NMpPOUCXOXOAEHUS, KOTOpble SABMSOTCA npuopuTeTamu Ang
ocyulecTBneHus dapmakoHaasopa. YNornHOMOYEHHble opraHbl MOryT Takke notpeboBaTb BBedeHMe cTaTyca
OOMOSMHUTENbHOrO MOHUTOPUHIa ANS NeKapCTBEHHOro cpeacTBa Mpu  onpedeneHHblx obcToaTenbcTBax,
Hanpumep, No pesynbTaTtaMm NPOBEAEHWS MOCTPErncTpaLMoHHOro uccnegosaHus 6esonacHoctu (MPUB) mnu
OrpaHMYeHnii B OTHOLLIEHM B6e3onacHoro 1 aheKTUBHOIO NCNOb30BaHUS NIEKAPCTBEHHOIO cpeAcTBa.

13.2.2 O6MeH JaHHBbIMKU 1 NPO3PaYHOCTb

CratyCc [OOMNOMHUTENBHONO MOHWUTOPWMHIa [OMXEH [A0BOAUTLCA [0 CBeAeHuss pabOoTHWKOB CUCTEMBbI
30paBOOXPAHEHNS 1 NALMEHTOB Takum 06pa3om, YTobObl YNCMNO COOBLLEHNI O NpeanonaraeMbiX HeXenaTenbHbIX
peakumsx noBbIWanocb, HO MpUM 3TOM He co3faBarnacb 4Ype3mepHasi Tpesora. JTOro MOXHO OOCTUMHYTb,
Hanpumep, nogyepkmBas HeobXoAUMOCTb INydlWen XapakTepucTuku npoduna 6Ge3onacHoCTM  HOBOO
nekapcTBEHHOro cpeAcTBa NyTeM BbIiBNEHUSA AOMOMHUTENbHBLIX PUCKOB, HO COOTHOCS 3TU NOTEHUManbHbIe PUCKU
C [JOKazaHHbIMW MpeumyLlecTBaMM U TepaneBTUYECKOW MONb30M [aHHOro fekapCTBEHHOro CpeacTsa.
O6LwenoCTyMHbLIA CMUCOK NEKapCTBEHHbIX CpeacTB CO CTaTyCOM [AOMOMHUTENbHOTO MOHUTOPUHra [OSXKEH
NMOCTOSIHHO OBHOBMATLCA HAUMOHANbHBIM  YMOMHOMOYEHHbIM opraHoMm. Kpome Toro, paboTHUKM CcUCTEMBbI
3[4paBOOXpPaHEHNA W MauueHTbl OOMMKHbl MMETb BO3MOXHOCTb FIerko pacrnosdHaBaTb 3TWU MPOoAyKTbl MO WX
mMapkupoBke. MNybnukauma cnvcka BMecTe C COOTBETCTBYHOLLMM COOOLLIEHNEM AOMmkHa nobyxaatb paboTHMKOB
CMCTEMbI 3[paBOOXpPaHEHMS M MauMEHTOB cooblaTb 000 BCeX NOAO3pEBaEMbIX HeXenaTenbHbIX peakuusx Ha
nekapcTBeHHble cpeacTBa, Noanexalune OnonHUTENbHOMY MOHUTOPUHTY.

13.3 KpMTepMM BKITHOY4eHUA NNeKapcTBeHHOro cpeancTtB B CNUCOK AONOJTHUTENTIbHOIO MOHUTOPUHIa

13.3.1 OBA3aTenbHbIe KPUTEPUM BKITHOYEHUS

B cnucok nekapcTBEHHbIX CpedcTB, noanexawmx AONOMHUTENbHOMY MOHUTOPUHIY, BKMOYaloTCH
crieqytoLme Kateropum nekapcTBeHHbIX CPEACTB:

- NekapCTBEHHbIE CPeaCcTBa, perncTpupyemble Ha Tepputopun Pecnybnuku Benapych, cogepxalume HOBoe
AelnCTByloLLlee BELLEeCTBO, KOTOPOe A0 BCTYMMEHWA B CUNy AaHHbIX [1paBun He 6bINo 3aperncTpupoBaHO Ha
Tepputopumn Pecnybnvkm benapyck B coctase Kakoro-nmbo riekapcTBeHHOro CPeacTsa;
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- NleKkapcTBEHHbIE cpeacTBa BMONOrMYECKOro NPONCXOXOEHUS, perucTpmpyemMble Ha Tepputopun Pecnybnmnku
Benapycbk nocne BCTynneHus B cuny AaHHblx MNpasun;

- NleKapCTBEHHbIE CpeAcTBa, Ha KOTOPble YMNOMHOMOYEHHbIM opraHoMm Pecnybnukn Benapycb 6bino
3aTtpeboBaHo BbinonHeHne MPUB Ha MOMEHT Bbidayu yOOCTOBEPEHUS O rOCYAapCTBEHHOW perncrpauun unm
nocne Bbidayn yaocTOBEPEHUS O rocygapCTBEHHON permcTpaumm.

13.3.2 [JJononHuTenbHble (hakynbTaTUBHbIE) KPUTEPUUN BKITIOYEHUS

Mo 3anpocy YMOMHOMOYEHHOrO oOpraHa IekapCTBeHHble cpeactBa MOryT ObiTb BKMAKOYEHbI B CMUCOK
noanexawux AONOMHUTENbHOMY MOHUTOPUHIY Ha OCHOBaHWM Criegylowmx OOMNOMHUTENbHbIX  KpUTepues
BKITHOYEHUS:

- pekomMeHZauMm Mo MPUMEHEHUIO FEeKapCTBEHHOrO cpeAcTBa codepXaT CyLWeCTBEHHble OrpaHuyeHus,
Heobxoaumble ans obecnedeHns ero 6e3onacHoro N 3HEKTUBHOIO NPUMEHEHUS;

- YNOMHOMOYEHHbIM OpraHoM ornpegeneHo UCNonb3oBaHWe AONOMHUTENbHBIX Mep no obecneyeHuto
6esonacHoOCTW NekapCTBEHHOIO CPeACTBa B CUCTEME YMpaBNeHns pyuckamu;

- YNOMHOMOYEHHbIM  OpraHoM  yCTaHOBMNEHO 0643aTenbCcTBO  ONA  AepxaTens  perncTpauroHHOro
yOOCTOBEPEHUS MPOBECTU NOCTPErNCTPaLMOHHOE UccrneaoBaHne aMEKTUBHOCTN.

PelleHne no BKMOYEHWIO NEKApPCTBEHHONO CpeAcTBa B CAMCOK Mognexawmx AONOfHUTENbLHOMY
MOHUTOPWHIY OOJDKHO TakkKe Y4YUTbiBaTb BOMPOC O Lenecoobpa3HoOCTM AaHHOro craTyca C YYeTOM WHbIX
OOMOMHUTENbHBIX MEPONPUATUI papMakoHag3opa, NpeaioKeHHbIX B NaHe ynpasrieHns puckamu.

13.4 KpMTepMM onpegeneHnda Ha4danbHOro BpeMeHU KOPPEeKTUPOBKU CMNUCKa JeKapCTBEeHHbIX
cpencTB, nognexawux oonosTIHUTeNnbHOMY MOHUTOPUHTY

13.4.1 OBA3aTenbHbLIE KpUTEPUU

[ns nekapcTBEHHbIX CPEACTB, COAEpXallMX HOBble [AeWCTBYOLWME BellecTBa, a Takke Ans BCex
nekapcTBEHHbIX CPeAcTB BMONOrMYECKOro MPOUCXOXAEHNS HavarnbHbIN Neprog BKIOYEHNS COCTaBnseT NATb neT
OT gaTbl rocygapCTBEHHON pernctpaumm Ha Tepputopun Pecnybnuvkmn Benapyce.

13.4.2 [lononHuTenNbHbIE KpUTEPUU

[na nekapcTBEHHbIX CPEACTB, BKIHOYEHHbBIX CMUCOK HA OCHOBAHUWM YCTaHOBMEHWUS OnpeaeneHHbIX YCroBui
(npoBefeHVe NOCTPErncTPaLMoHHbIX uccneaoBaHuii 6esonacHocT, 3deKTMBHOCTM, TpeboBaHWN K cucTeme
yrpaBneHus puckamu) nepuoa BKMOYEHWS B CMUCOK CBHA3aH C BbIMOSIHEHWEM COOTBETCTBYIOLUX YCMOBUA U
0643aTenbCTB, BO3MNOXEHHLIX Ha JdepXatens permcTpauuMoHHOro  YAOCTOBEpPEHMs, U onpepensercs
YMOMHOMOY€EHHbBIM OPraHOM CO0BpPa3HO MX BbIMOMHEHMIO Y NONy4YaeMbIM pesyrbTaTam.

Ha npoTsXXeHUWN >KU3HEHHOro LMKNa BO3MOXHO HEOAHOKpaTHOE BKIIOYEHWEe NeKkapCTBEHHOro cpeactsa B
CMUCOK nognexawymx ONoMHUTENBHOMY MOHUTOPUHTY.

13.5 O6513aHHOCTUN YNOJTHOMOYEHHOr O opraHa

YNOMHOMOYEHHBI OpraH [oSKeH:

- MIHOPMUPOBATL YMOSIHOMOYEHHbIE OpraHbl ApPYrMx rocyaapcre-yneHoB EASC o NpuHATOM pelueHun no
BKIMIOYEHWMIO  PETUCTPUPYEMBIX  (38PEerMcTpUpOBaHHbIX) JIEKApCTBEHHLIX CPEACTE B CMUCOK  MOAMeXallmx
JOMOSTHUTENBHOMY MOHWUTOPUHTY; OGECrNeYnTb NpeAcTaBreHUe 3MEeKTPOHHOW CCbINKM Ha HauuoHarnbHyl BeG-
CTpaHuLy YNoNMHOMOYEHHOrO opraHa, rae OTKPbIT OBLWMIA JOCTYN K MHAOPMaLMU O NeKapCTBEHHOM CPefcTBe M
pestome nnaHa ynpaBneHus puckamu;

- ONyGnMKoBaTh Ha HaUMOoHambHbIX BEG-NopTanax CrvcoK NeKapCTBEHHbIX CPEACTB, 3aperMcTpMpoBaHHbIX Ha
CBOVIX TEPPUTOPUSIX, KOTOPbIE NOANEXaT AOMNOSNHUTENBHOMY MOHUTOPWHIY. B crincke ykasbiBaeTcs 3neKTpoHHas
ccbinka Ha BeG-CTpaHWuy YMNONIHOMOYEHHOrO oOpraHa, rAe OTKpbIT obWwWii  AocTyn K MHdopMauumM o
NeKkapcTBEHHOM CPefCcTBe M pes3loMe MnraHa ynpaBneHus puckamu;

- yYnTbIBaTb CMMCOK MNoAanexawiux [OOMOMHUTENbHOMY MOHWUTOPUHTY NEeKapCTBEHHbIX CPEeACcTB  npw
onpeaeneHnm 4acToTbl U 0COGEHHOCTEN BbINOSTHAEMbIX MPOLEAyp No 0GHaPY>KEHWIO CUrHAasOoB;

- MIH)OPMMPOBaTL COOTBETCTBYIOLLENO AepXKaTens PerMcTpaLnoHHOro yaoCTOBEPEHNUS O NMPUHSATAN PELLEHUS
Mo BKITIOYEHUIO B CNINCOK JIEKAPCTBEHHbLIX CPEACTB, NoAnexallux AoNoNHUTENBHOMY MOHUTOPUHTY;

- NPMHUMAaTb BCE Hagnexaiiue mepbl Afs Toro, YToGbl PpaGOTHUKU CUCTEMBI 3[PABOOXPAHEHNS U NALMEHTDI
coobLanu o noGbiX NoL03PEBAEMbIX HeXenaTeslbHbIX PeakUMsiX Ha NeKapCTBEHHbI CpedcTBO, BKIOYEHHOE B
CMMCOK Nnoanexalux AoNoNHUTENBHOMY MOHUTOPUHTY;

- BbIMONMHATb eXeMecsYHoe OGHOBIEHME CMUCKA JIEKAPCTBEHHbIX CPEACTB, NoAnexaliyx AoMNonHUTENbHOMY
MOHUTOPUHTY.

13.6 Ob6s3aHHOCTU AepxKaTenen perMcTpauMoHHbIX yA0CTOBEPEHUN

JepxaTenb perncTpaumMoHHOro ya0CToBepeHust 06si3aH:

- BKIOYUTb B MHCTPYKUMIO MO MeAWUMHCKOMY MPUMEHEHMIO W JIMCTOK-BKMaAbll CBOMX IEKapCTBEHHbIX
CPenCTB, BKMHOYEHHBIX B CMUCOK MOAMEXALLMX AOMOMHUTENIBHOMY MOHWUTOPWHIY, CUMBOI YEPHOTO TPEYroMbHMKa
T, a Takke cTaHgapTHOE MOSICHEHUE O AOMNONMHUTENBEHOM MOHUTOPWHTE;

- BKIOYUTb MHOPMaLMIO O CTaTyce AOMOMHUTENIbHOMO MOHUTOPUHTa B Mo6Goi Matepuarn, KoTopblid Gyaer
pacnpocTpaHATbLCA cpean paGoTHUKOB CUCTEMbI 34paBOOXPaHEHUs! U NaUMEHTOB, a Takke AOIMKEH MPUIOXUTb
BCE YCUNUSA, 4YTOObl CTUMYNMPOBaTb PEMOPTUPOBaHWE HeXenaTenbHbIX peakuuid, Kak 3TO COorflacoBaHo C
YNONMHOMOYEHHBIM OpraHoM;
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- NPeacTaBuTb YMONHOMOYEHHOMY OpraHy AaHHble M MOATBEPXKOEHWS cTaTyca BbINOSIHEHUA KaKUX-NGO
YCOBWI, HaknagblBaeMblX HaLMOHamNbHbIM YNONHOMOYEHHbLIM OPraHoM;

-B YCTaHOBIEHHOM 3aKOHOAATENMbCTBOM MOpSAKe MNPEeACTaBUTb COOTBETCTBYIOLME U3MEHEHUS B
WHCTPYKLUMIO MO MEAULIMHCKOMY NPUMEHEHWIO U NTUCTOK-BKNAAbILL MO BKMHOYEHMIO/yAaneHnio YepHoro cMmBeorna u
CTaHA4apTV3MPOBaHHOW NOSICHUTENBHOW (DOPMYTUPOBKY.

13.7 YepHbIi CMMBON U NOsICHUTENbHAas 3anucka

[na nekapcTBEHHbIX CPEACTB, BKMOYEHHbIX B CMUCOK nognexawmx LONOMHUTENbHOMY MOHUTOPUHTY,
WHCTPYKUMA NO  MEOULUHCKOMY MPUMEHEHMIO W NUCTOK-BKNagblll [OMKHbl  cogepxaTb 0bo3Ha4veHune
nepeBepHYTOro 4YepHOro paBHOOedpeHHOro TpeyronbHWka T, KOTOPOE COMPOBOXOAETCS CregyloLen
NOSICHUTENBHOW HaAMUCHIO:

«[JaHHOe nekapcTBEHHOe CpeaCcTBO MOANEXUT AOMOMHUTENBHOMY MOHUTOPUHIY. 3TO MO3BONUT ObICTPO
BbISIBUTb HOBYO MH(popmauuto no 6esonacHocTn. Mbl obpaltaemcsa kK paboTHMKaM CUCTEMbI 34paBOOXPaHEHUS C
npocbboi coobLlaTh O NMoObLIX NOA03PEBAEMbIX HEXEMNATENbHbLIX PEeaKLUsIX».

lMocne TOro kak rnekapCcTBEHHOE CPEACTBO BKMAOYEHO B CNUCOK WM yAaneHo W3 Hero, AepxaTtenb
pPErncTpaumMoHHOro YAOCTOBEpeHUss 00s3aH BHECTU COOTBETCTBYHOLUME WU3MEHEHUSs B  UHCTPYKUMIO NO
MEAULUMHCKOMY TMPUMEHEHWI0O W NUCTOK-BKNaAbIW, 4YToObl BKMAYUTL UMM ygoanuTb, B 3aBUCUMOCTM OT
0bCTOATENBCTB, YEPHbIN CMMBOS, 3asBNEHWE W CTaHOapTHY MNOSICHUTENbHYK 3anucky. Ecnu peweHne o
BKIMIOYEHUN NEKapCTBEHHOrO CpeAcTBa B CNUCOK UMM yAaneHunm w3 chnucka penaetca npu  BbINOMHEHUU
HOpMaTMBHOWN MpoLeaypbl (Hanpumep, npouenypbl rocyaAapCTBEHHON pernctpauum/nepeperncTpaumm, BHeCEHUS
NU3MEHEHNA B MHCTPYKLUMIO MO MEOULUHCKOMY MPUMEHEHUIO), TO COAEpPXKaHUE WHCTPYKUMM NO MeSULMHCKOMY
NPUMEHEHNIO W NUCTKa-BKNagblwa Tpebyetca OOHOBMTL [0 3aBepLueHMs npouenypbl, 4ToObl BKNHOYUTL B
WHpopMaLmMo O IeKkapCTBEHHOM CPeAcTBE WNU yOanuTb U3 Hee YEepHbI TPEYrofibHUK WM CTaHAapTHYHo
NOSACHUTENbHYIO 3anucky. Ecnn pelueHne O BKMOYEHUN NEKapCTBEHHOMO CPeAcTBa B CMMCOK UMK yaaneHud us
HEro nNpUHMMaeTCa BHE paMOK MPOBEAEHUS HOPMAaTMBHOW Mpouenypbl, TO AepXaTernb perucTpalyMoHHOro
yOoCcTOBEpeHMs 0653aH B YCTaHOBMEHHOM 3aKOHOA4ATENbCTBOM MOPSiAKE BHECTU COOTBETCTBYHOLLME U3MEHEHNS B
WHCTPYKLUMIO NO MESMULMHCKOMY MPUMEHEHUIO U NUCTOK-BKNaAbILL.
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