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I[MTOCTAHOBJIEHME MUHUCTEPCTBA 3/IPABOOXPAHEHU A
PECITYBJIMKU BEJIAPYCh
18 Hos16pst 2020 1. Ne 102

00 uHcnekTHpOBaHNMH ((papManeBTHYECKNUX HHCIIEKIIUAX)
HA COOTBETCTBHE Ha/JIe:KalUM (papManeBTHYECKUM
NMPaKTHKAM

M3MeHeHUs 1 AOMOJIHEHUS:
[TocranoBnenne MunucrepcTBa 31paBooxpaneHust Pecrybnuku benmapych ot
15 centsaOps 2022r1. Ne97 (HamumonanpHbli mpaBoBod MHTEpHET-IOpTan
Pecny6nuku benapycs, 12.10.2022, 8/38804);
[TocTanoBnenne MuHuUCTEpCcTBa 37apaBooxpaneHust Pecryommku benapych ot
14 mapra 2024 r. Ne 50 (Haumonanbublii mpaBoBoit HTepHEeT-IOpTan Pecrybmuku
benapycs, 04.04.2024, 8/41327)

Ha ocHoBanmm wactu miectoil crarbu 12, yacTu TpeTbeil crathu 13, YacTu TpeTben
cratbu 17, yactu nepsoii crathu 21 3akona Pecybnuku benapyce ot 20 uronst 2006 r. Ne 161-3
«O0 oOparlleHuu JEKapCTBEHHBIX CPEACTB», a03alleB YETBEPTOro, AECSITOr0 WM OAMHHAIIATOrO
noanyHkra 8.17 nyHkra 8 wunoanyHkra 9.1 nynkra9 IlomoxxeHus o MuHucrtepcTse
3npaBooxpaHeHus PecnyOnukm  bemapych, yTBepkaeHHoro rmocrtaHoBieHueM —(CoBera
MunuctpoB PecnyOnuku  benmapych ot 28 oktsiopss 2011 1. Ne 1446, MunmcTepcTBO
3npaBooxpanenus Pecny6nuku benmapycs [IOCTAHOBJIAET:

1. YTBepauTh:

[TonoxxeHue o MOpsiAKE U YCIOBUSAX MHCIEKTHPOBaHUS ((papManeBTUYECKON HMHCIIEKIIMH)
MPOMBIIIJICHHOTO TPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB HA COOTBETCTBHE TPEOOBAHMIM
Hannexxamei mpon3BoICTBEHHON MTPaKTUKH (TIpUJIaraeTcs);

[Tonoxenue o MopsAKE MHCHEKTHPOBaHUA ((papMalleBTUUECKON HHCIEKIUH) Ha MpeIMeT
COOTBETCTBHUSl OpraHu3aluu U QyHKIMOHHUPOBAHMS CHUCTEMBbI (hapMakoHaa30pa JepKaTesen
PETUCTpPAIIMOHHBIX ~ yJnocTOBepeHHMil  TpeOboBanusM  [lpaBunm  Hajuiexamed  MpakTHKH
(dhapmakoHaazopa EBpa3uiickoro 3KOHOMHYECKOTO COt03a (TIpriaracTcs);

[TonoxeHue o MOpSAAKE M yCIOBUAX MHCIEKTHUPOBaHUA ((papMalieBTUYECKONH HHCIIEKLIUH)
KIMHUYECKUX  HCCIeNOBaHUM  (MCNBITAaHWI) JIEKapCTBEHHBIX  IPENapaToB  Ha MpeAMET
COOTBETCTBHUS TpeOoBaHusM IIpaBui Hagiexameil KIMHHUYECKOW NpakTuku EBpasuiickoro
SKOHOMHUYECKOTO COI03a (MpujIaraercs).

2. Ilpu3HaTh yTpaTUBIIUMHU CUILY:

nmocTaHOBJIeHME MuHucTepcTBa 3/apaBooxpaHeHus Pecnyonmuku benmapychk ot 17 anpens
2015r. Ned46 «OO yrBepkaeHun WHCTPYKIMH O MOPSJIKE | YCIOBHSIX HMHCIEKTUPOBAHUS
KJIMHUYECKUX MCTIBITAaHUM JIEKAPCTBEHHBIX CPEJICTB HA MPEIMET COOTBETCTBUS TPEOOBAHUAM
Hannexaiei KITMHAYECKON TPAKTUKIY,;

nmocTaHOBJIeHHE MuHucTepcTBa 3/apaBooxpaHeHus Pecnyonmuku benmapychk ot 23 anpens
2015r. Ne54 «OO yrBepkaeHun WHCTPYKIMH O MOPSJIKE | YCIOBHSIX HHCIEKTUPOBAHUS
MPOMBIIIJIEHHOTO TPOU3BOACTBA JIEKAPCTBEHHBIX CPEJCTB HA COOTBETCTBUE TPEOOBAHUAM
Hannexaiein npon3BOICTBEHHON TPAKTUKIY;

MoCTaHOBJICHHE MuHucTepcTBa 3ApaBooxpaHeHus PecnyOmuku benapych ot 14 mas
2015r. Ne72 «OGO ytBepkaeHun WHCTPYKIMH O ClydyasiX U IMOPAJIKE HHCIEKTUPOBAHUS
MIPOMBIIIJIEHHOTO MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB (MPU3HAHHBIX HEKAYECTBEHHBIMU
JICKApCTBEHHBIX ~ CPEACTB)  Ha MpEeIMEeT  COOTBETCTBHA  TpeboBaHusM  Hamnexameit
IIPOU3BOJCTBEHHON IPAKTUKIY;

nocTaHoBJIeHne MuHuCTepcTBa 31apaBooxpaHeHus: PecnyOnmku benmapycs ot 20 mas
2015r. Ne75 «OO yrBepkaeHun  WMHCTPYKIIMM O MOpSAKE  OpraHU3alMH  CHUCTEMBI
dapMakoHaa30pa M MOPSAIKE KOHTPOJSI MPOU3BOAUTENICH JIEKAPCTBEHHBIX CPEJICTB HA MPEAMET

— Oduyuanvras npasosas uHpopmayus
a» JTA/IOH Hnghopmayuonno-noucrosas cucmema "ITAJIOH"
— Hayuonanvnuiii yenmp npasosoii ungpopmayuu Pecnyonruxu bBenapyco



COOTBETCTBHUSl OpPraHM3aLUU U QYHKIMOHMPOBAHUS CUCTEMbI (hapMaKoHaI30pa TpeOOBaHUIM
Hannexaieit npakTuku papMakoHaa30pay.

3. Hacrosimiee  MOCTaHOBJIEHHWE  BCTYNMAeT B CHIY IOCI€  €ro  O(GHUIMAIbHOIO
OITyOJINKOBaHUSI.

Hcnoansromuii o0s13anHocTu MuHucTpa A.JIL.ITuneBu4

COT'JIACOBAHO
MUHHCTEPCTBO MHOCTPAHHBIX JIE]
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YTBEPXJIEHO

ITocranoBnenue

MuHucTepcTBa 3ApaBOOXPaHCHUS
Pecry6nmuku bemapychb
18.11.2020 Ne 102

MHOJIO’KEHUE

0 MOPAIKE U YCJIOBHUSAX HHCIIeKTUPOBaHU (papManeBTHYeCKO HHCIIEKIINH)
NMPOMBIILIIEHHOT0 MIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB HA COOTBETCTBHE TPEOOBAHUAM
Hangexkane npon3BoACTBEHHOM MPAKTUKHU

I'JIABA 1
OBIIUE ITOJIOKEHUA

1. Hactosmee IlonoxkeHue omnpenenser MNOPSAOK U yCIOBUS — MHCIIEKTUPOBAHUS
(papmarneBTHUYECKON HHCIEKIMN) NPOMBIIIJIEHHOTO MPOMU3BOJCTBA JIEKAPCTBEHHBIX CPE/ICTB
Ha coOTBeTCTBHE TpeOoBaHusAM Hajiexameil Npou3BOACTBEHHON NpPAaKTUKK (Ianee, eciu
HE YCTAHOBJIEHO NHOE, — MHCIIEKTUPOBAHHUE).

2. na uened HactoAwmwero IlonoxkeHUs HCIONB3YIOTCSI OCHOBHBIE TEPMHHBI M UX
ompe/ielicHUs] B 3HAUCHUSX, YCTaHOBIEHHBIX 3akoHOM Pecnybnmuku bemapycs «O06 obpamieHun
JIEKapCTBEHHBIX CPECTBY, a TAKXKE CIECAYIOIINE TEPMUHBI U UX ONPENEICHMUS:

JO0CbE€ TPOU3BOJCTBCHHOM IUIOIIAJKH — JOKYMEHT, COCTABJICHHBI B COOTBETCTBUU
c TpeboBanussMu Haexaeil mpon3BoACTBEHHON MPAKTHKY;

3asBUTEIIb — JCpPKATENb PErHCTPAllMOHHOTO YAOCTOBEPEHUS, MPEACTABUTENb ICpXKaTeIs
PEruCTpanOHHOIO YAOCTOBEPEHH, COMCKaTelb JIMLEH3UHU Ha OCYILECTBIICHUE
(bapMareBTUUECKON JEATEIbHOCTH B YaCTH PadOT M YCIYT 1O MPOMBIIUIEHHOMY HPOU3BOJICTBY
JIEKapCTBEHHBIX CPEICTB M MX OINTOBOW peanu3auuu (Jajnee, €clii HE yCTAaHOBJIEHO HHOE, —
JMIIEH3Us  Ha IPOM3BOJACTBO  JIEKAPCTBEHHBIX CPEACTB), JIMIO, HMEIOIIEe JIMLEH3UIO
Ha IPOU3BOCTBO JIEKAPCTBEHHBIX CPENICTB;

WHCIEKTUPOBAHWE  IPOM3BOJACTBEHHOM  IUIOMIAJKM —  4acThb  HMHCHEKTUPOBAHMI,
BKJIIOYAIOIIAsl ~ MOCEIHIeHne  (apMaleBTHUECKUMHU  MHCIIEKTOpPAaMH  MeCTa  HaXOXKICHHS
IIPOU3BOJCTBEHHON IUIONIAJKM M BBIIIOJHEHUE MEPOIPHUATHI B COOTBETCTBHH C IPOrpaMMOMU
MHCIEKTUPOBAHUSA IPOM3BOACTBEHHON IUIOIIAJKH, B KOTOPOM MPHUBOJUTCS IPUMEPHOE
COJZIep’KaHUE HTalloB €ro IpOBEACHUs (jajnee, €ClIM HE yCTaHOBJIEHO HWHOE, — IporpamMma
MHCIEKTUPOBAHHUA);

HECOOTBETCTBUE — KPUTEPUH, UCIIOJIB3YEMBIN Ul OLICHKH COOTBETCTBHS ITPOMBIIIICHHOIO
MIPOM3BOJICTBA JIEKAPCTBEHHOIO CpeAcTBa TpeOoBaHusM Hajmexameir mpou3BOJICTBEHHOM
IPAKTUKU B CIy4yassX BBIABICHHUS YaCTUYHOIO WJIM TIOJHOTO HEBBIOJHEHUS TpeOOBaHUM
Hannexaieit npon3BOICTBEHHON MTPAKTUKH;

IIPOU3BOJUTENb  JIEKAPCTBEHHBIX CPEACTB  (Jajee, €CId He YCTAHOBJIEHO HHOE, —
IIPOU3BOJUTENB) — OpraHM3alMsl, OCYIIECTBIAIOAS JEATENbHOCTh I10 IPOMBILIUIEHHOMY
MIPOM3BOICTBY JICKAPCTBEHHBIX MpenapaToB U (WiK) GpapMarieBTHIECKUX CyOCTaHIINIA,



cepTu(UKAT COOTBETCTBHSI IPOMBILIUICHHOTO IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB
TpeboBanusaM Hannexamielr mpousBoacTBeHHo# npaktuku (GMP) (nanee, eciin He yCTaHOBJIEHO
WHOE, — cepTuduKar) — TOKyMeHT (cepTudukar), TMOATBEPKIAOIINNH  COOTBETCTBHE
IPOMBIIIJICHHOTO  MPOM3BOJCTBA JIGKAPCTBEHHBIX CpeACTB TpeOoBaHusM  Hamexameit
npon3BoAcTBeHHON nipakTuku (GMP);

TEXHUYECKHH SKCIEPT — MPUBICUYECHHBIA CIHELHUANINCT, KOTOPBIA 00JamaeT 3HaHUAMU
1 ONBITOM B cdepe oOpamieHus: JIeKapCTBEHHBIX CPEACTB U B COOTBETCTBYIOMICH 001acTH
Hapnmexameldk  TpOW3BOACTBEHHOW  MPAKTHKM  (XMMHYECKUW  CHHTE3, OHOTEXHOJOTHS,
MUKpPOOUOJIOTHSI, TEXHUYECKUE CUCTEMBI U 000pYyJA0BaHUE, KOMITbIOTEPU3UPOBAHHBIE CHCTEMBI,
KOHTPOJIb KayeCcTBa JIEKAPCTBEHHBIX CPEACTB), MOJATBEPKJACHHBIMU B YCTAHOBJIEHHOM IOPSJIKE
JTUTIJIOMOM, aTTeCTaTOM, CBHICTEIILCTBOM, MHBIM JOKYMEHTOM 00 oOpa3oBaHuu (00 0OydeHHH)
U IOKyMEHTaMH, YAOCTOBEPSIOIIUMH CTaXK pabOThI MO ONPEIEICHHON CIIEUAIbHOCTH, KOTOPbIE
MPEIOCTABIIAIOTCS B (papMalieBTUUYECKHI HHCTIEKTOpaT MUHUCTEPCTBA 3IpaBOOXpaHeHus (J1aiee,
€CITM HE YCTAaHOBJICHO MHOE, — (DapMUHCIIEKTOPAT);

(dapmaneBTUUECKUH MHCIEKTOpaT MMHHCTEpPCTBA 3PaBOOXPAHEHUSI — CTPYKTYpPHBIE
nojapasfesneHns  MuHHCTEpPCTBa  34paBOOXPAHEHMS U YIIOJIHOMOYEHHOW  OpraHu3aluu
(yupexnmeHus), 00BbeTMHEHHBIC Ha (QYHKIIMOHAILHON OCHOBE JUTsl OpTaHU3aluN
M OCYIIECTBJICHUS WHCHEKTHPOBaHUS ((apMalleBTUUECKONW HWHCIEKIMK) 3TanoB (IIPOIECCOB)
oOpallleHusi JIEKapCTBEHHBIX CPEJCTB U OIICHKHM WX COOTBETCTBUSI TPEOOBAHUSM HaJJIEKaIINX
(dapMarieBTHUECKMX MNpPAaKTUK B chepe oOpamieHuss JIeKapCTBEHHBIX CPEICTB, a TaKXke
paccMOTpEeHHs] Ppe3yIbTaTOB HMHCHEKTHUPOBAHUS, TMOJATOTOBKM COOTBETCTBYIOIIUX IPOEKTOB
pelIeHu B COOTBETCTBUU C TPEOOBAaHUSAMH HOPMATHBHBIX MPABOBBIX aKTOB PecmyOmmku
benapych u akTOB, COCTaBISAIOMMX MpaBO EBpasuiicKOro 3KOHOMHYECKOTO COI03a, B cdepe
oOpalleHus JIEKAPCTBEHHBIX CPEJICTB.

3. Jlng MOATBEPKJIEHUST COOTBETCTBUSI IMPOMBILIUIEHHOIO MPOU3BOJCTBA JIEKAPCTBEHHBIX
cpeactB TpeboBanusiM Hajexameii MpOU3BOACTBEHHON MPAaKTHKH (apMUHCIIEKTOPATOM
MPOBOAMUTCS WHCHEKTUPOBAHHWE B COOTBETCTBUHU C IJJAHOM HMHCHEKTHUPOBAHUS, €KEroHO
yTBEp)KAaeMbIM MUHUCTEPCTBOM 3/1paBOOXPAHEHUs, B CPOK HE MO3/HEE YeM depe3 12 Mecsles
Mocjie TPHUHSATHUS PEIICHUs O BbIJaue JUIEH3UU Ha MPOM3BOJACTBO JIEKAPCTBEHHBIX CPENICTB
U B JanpHelIeM He pexxe | pasza B3 ronma, aTakke INpPU BHECEHMM M3MEHEHMH B Ipoliece
MPOMBIIIJIEHHOTO  MPOM3BOJCTBA  JIEKAPCTBEHHOTO  CpEICTBa IIyTeM BBEJIEHUS HOBOU
TEXHOJOTUYECKOH CTaJuu, HENOCPEACTBEHHO BIMSIONIEH HA KA4eCTBO JIEKAPCTBEHHOTO
CpencTBa, U (WJIK) BBEJCHUS HOBOTO 000pyAOBaHUs AJIs TAaKOI CTa Uy Mpoliecca IpOU3BOICTBA.

[Inan WHCHEKTHPOBaHMS pa3MellaeTcss Ha opUIMaTbHOM  caiite  MHHHCTEpCTBa
3IpaBOOXpPAHEHHUS B TJIOOAIIBHOW KOMIBIOTEpHOW cetn MHTepHeT. B mumaH wHCIEKTHpOBaHMS
MOTYT BHOCUTBCS U3MEHEHUS.

4. Buennanosoe MHCIIEKTUPOBAHUE MIPOBOAUTCS (bapMHHCIIEKTOPaTOM
JUIS IOATBEPKIECHNUS COOTBETCTBUS IPOMBIIIJIEHHOTO IPOU3BOJICTBA JIEKAPCTBEHHBIX CPENCTB
TpeboBaHusM Hasexxarel mpon3BoCTBEHHON MTPAKTUKH B CITy4asx:

4.1. mpu NUIEH3UPOBAaHUU (DapMaLEBTUUECKON JEATEIBHOCTH B YacTH pPadOT U ycIayr
10 MPOMBIIJIEHHOMY MPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB U UX ONTOBOI peann3aluu, B TOM
quclie MPEeAHAa3HAUYEHHBIX TOJIBKO Ha 3KCTOPT, JIGKAPCTBEHHBIX IMPEMApaTOB IS KIMHUYECKUX
ucciaenoBaHU  (MCIIBITAHWIN)  HA COOTBETCTBHE  TPEOOBAHUSIM  CICAYIONIUX  Pa3JeioB
(nonpaznenos) Hannexaniei mpou3BOICTBEHHON MPAKTUKU:

yIpaBJeHHE KauyecTBOM (apmarieBTUIECKas CHCTEMa KaueCTBa);

IIEpPCOHAII;

MoMenIeHus1 1 000pyI0BaHUE;

JOKYMEHTAIHS;

4.2. mpyu BHECEHUU HW3MEHEHWH B JIUIIEH3UIO HA MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB
B YaCTU H3MEHEHMs CIEAYIOIIMX YCIOBUM OCYLIECTBICHUS IPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB:

(aKTHUECKOro MECTa OCYIIECTBICHUS IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;



JIOTIONIHEHUS JIMIEH3UM Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB HOBBIM MECTOM
HAaXO0X/IEHUS TPOU3BOICTBEHHON MJIOLIAAKY;

JOTIOJTHEHUSI HOMEHKJIATYPhI JICKaPCTBEHHBIX (JOPM HOBOH JIEKAPCTBEHHOH (POPMOI;

JOTIOJTHEHHU S JIMLIEH3UPYEMOH 1eSTeTbHOCTH HOBBIM BHIOM paboT U yCIyT;

4.3. npu OCYIIIECTBICHUH roCy/1apCTBEHHOM perucTpaunuu (moaTBepKACHUS
rOCy/IJapCTBEHHON  PETUCTPAllMM)  JIEKApCTBEHHBIX  CPEACTB B LENSAX  MOATBEPKACHUS
COOTBETCTBUSl ~ NPOM3BOJACTBA  JICKAPCTBEHHBIX  CpeACTB  TpeboBaHusM  Hamexameit
IIPOU3BOJICTBEHHON MTPAKTUKHU B CIIyqasiX:

OTCYTCTBHsI KONHMH JCHCTBYIOmEro ceprudukara imub0 goKymMeHTa (cepTudukara),
MIOATBEPKIAOLIETO COOTBETCTBUE IPOMBIIIEHHOTO MPOM3BOACTBA JIEKAPCTBEHHBIX CPENICTB
TpeOoBanusiM  [lpaBun  Hammexamieil  MPOW3BOACTBEHHOW  MpakTHKW  EBpa3niickoro
SKOHOMHMUYECKOTO CO03a, BBIJAHHOTO YIIOJIHOMOYEHHBIM OpPraHOM TIOCYyAAapCTBa — WJIEHA
EBpazniickoro 5KOHOMHUYECKOT0O COK032;

W3MEHEHHS TPOU3BOIMTEINS, CTPaHbl MPOU3ZBOAMTENS (3aMEHA WM J0OaBJIEHHUE HOBOM
MPOM3BOJICTBEHHOM  IUIOMIAAKM  JUIsl YaCTM  WMJIM  BCEX  IPOLECCOB  IPOU3BOJICTBA —
JUIS JIEKAPCTBEHHBIX MPETapaToB, 3aMeHa MU 100aBJIeHre HOBOM MMPOM3BOACTBEHHOHN TUIOMIAIKH
JUIS YaCTU TPOIIECCOB MPOU3BOACTBA — ISl (papMaleBTUUECKUX CYOCTaHIIMI) JIEKapCTBEHHOIO
CpEICTBaA.

WNudopmaniys B COOTBETCTBUM C a03alleM BTOPBIM YacTH MEPBON HACTOSIIErO MOAIMYHKTa
OTpa)KaeTcss OSKCIEPTOM B AKCHEPTHOM  3aKIIOYEHHHM C yKa3aHHeM Ha HeoOXOAMMOCTb
MPOBEICHUS] MHCIIEKTUPOBAHUS JUIS MTOJIyYeHUsI cepTU(UKaTa B TEUEHUE CPOKA, YCTAHOBJICHHOTO
JUIS IPOBEICHUST  KOMIUIEKCA  NPEABAPUTEIBHBIX  TEXHUYECKUX  paboT B COOTBETCTBHH
C TIOCTaHOBJIeHHeM MuHucTepcTBa 3ApaBooxpanenus PecmyOnuku benapycek ot 2 HOSOps
2020r. Ne 93 «O KoMIUIEKCE MpPEIBAPUTENBHBIX TEXHUYECKHX pPadOT, MpennIecTBYIOMUX
roCy/1apCTBEHHON PETUCTPALIMU JIEKAPCTBEHHBIX CPEICTBY.

Ha ocHOBaHMM SKCIEPTHOIO 3aKIIOYEHMs, YKa3aHHOIO B YacTH BTOPOMl HACTOSIIETO
MOJAMYHKTa, (apMHUHCIIEKTOPAT OPraHU3yeT C YYETOM OLIEHKH BO3MOKHBIX PHCKOB IPOBEACHUE
BHEIJIAHOBOI'O MHCIEKTUPOBAHUS Ha cobmroeHne TpeGoBaHUI Hagnexamen
MPOU3BOJICTBEHHOW  MPAaKTUKKM  WJIM  BKIIOYAeT  HHCIEKTUPOBAHHE  COOTBETCTBYIOIIEH
IIPOU3BOJICTBEHHOMN IIJIOUIA/IKH B IJIAH MHCIIEKTUPOBAHUS;

4.4. nns MOATBEPKACHUSI COOTBETCTBUSI MPOMBIIUIEHHOTO MPOU3BOACTBA JIEKAPCTBEHHBIX
cpeactB  TpeOoBanuaM  Haznexamieii NpOM3BOJACTBEHHOW  MPaKTHUKHM TNpPU  HAIUYHH
y MuHucrepctBa  3apaBoOXpaHeHHMs MH(GOpMalMK, MOJYYEHHOH  OT peciyOIMKaHCKOTro
YHHUTApHOTO mpeanpusitus «LleHTp sKcnepTu3 M UCIBITaHUH B 31paBooxpaHeHms» (nanee — YII
«lleHTp OKCHEepTH3 U UCIBITAHUNA B 3PaBOOXPAHEHHUM»), TOCYAAPCTBEHHOTO YUPEXKIECHUS
«["ocynapcTBeHHbIH (hapmaneBTHUECKU HAa30p B chepe oOpalieHus JIeKapcTBEHHBIX CPEICTB»
(manee, ecnu He ycTaHOBJIeHO uHoe, — ['Y «l"ocdapmMHaa30p») ¥ MHBIX OPraHU3ANMA U OPTaHOB
roCy/1apCTBEHHOIO yIPaBIEHUS:

O BBISBICHWHW HEKAYECTBEHHOTO W (Win) (QanbCUPUIMPOBAHHOTO JIEKAPCTBEHHOTO
CpEICTBa;

O JIEKQpCTBEHHOM CpPEJCTBE, CBHJIETENbCTBYIONIEH 00 yrpo3e >KM3HHU U 370POBbIO
HACEJICHNUS;

4.5.mpu peructpauuud (MOATBEPXKIEHUU PETUCTPALMU) JIEKAPCTBEHHBIX CPENCTB,
CBA3aHHBIX C PETUCTpaLel B paMKaxX EBpa3uiickoro 5KOHOMHUYECKOIO COI03a;

4.6.c uenbi0 TOATBEPXKACHUS YCTPAHEHHUS BBISBICHHBIX 10 pe3yjibTaTaM paHee
IIPOBEIEHHOTO MHCIEKTUPOBAaHUS IPOU3BOACTBEHHON IUIOLIAJKM KPUTUYECKUX U (WJIH)
CYILIECTBEHHBIX HECOOTBETCTBMM HAa OCHOBE aHajM3a PHCKOB M PE3yJibTaTOB OLIEHKH IUIaHa
KOPPEKTUPYIOIIUX U NPENyNpEeKIA0IUX ASHCTBUN (Jajlee, €ClIM HE YCTAHOBJIEHO HWHOE, —
MMOBTOPHOE (KOHTPOJBHOE) MHCTICKTUPOBAHUE).

5. HCcniekTUpOoBaHME IUIAaHOBOE M (MJIM) BHEIUIAHOBOE MOXKET MPOBOIUTHCA B opme
JUCTAHIIMOHHOTO WHCIEKTHUPOBAHUS MyTeM aHAIM3a U OLIEHKH JIOKYMEHTOB, 3aIlpallliBaeMbIX
y 3asBUTENS, KACAIOIIUXCSl JEATEIBHOCTH HHCIEKTHPYEMOH IPOM3BOACTBEHHOM IIJIOLIAAKH,



a Takke JMCTAHIMOHHOM BHU3yalM3allMM OTIENIbHBIX MPOIECCOB (CTaauil) MPOMBIIIIICHHOTO
MIPOU3BOJICTBA, KOHTPOJISI KAYECTBA M COOTBETCTBYIOIIEH JOKyMEHTAMH (IPH HEOOXOJAUMOCTH )
B CITyYasx:

anueMuu (TaHIEMUH);

BOOPYKEHHBIX KOH(JIMKTOB (BOCHHBIX JICUCTBHUI);

WHBIX OTPAaHUYCHHI TEPEMEIICHHsI B CBS3U C 0OCTOSITENLCTBAMHU HEMPEOIOIMMON CHIIBI
(mpupoAHBIC KATaKIU3MBI U IPYTOE).

Jist  ocyIIeCTBICHUS AUCTAHIMOHHOTO HWHCHEKTUPOBAHUS 3asBUTENb MPEACTABISIET
JOKYMEHTBI, yKa3aHHble B IyHKTe 8§ Hacrosiero [lonokeHus, a Takke KOMHUU CIEIYIOLINX
JIOKYMEHTOB:

JaHHBbIE TeoJIOKalUWu (IIUpOTa, JOJIr0Ta) MECTa HaXOXKIEHUS IPOU3BOJCTBEHHON
momanku. Ilepen HavyalioM WHCIEKTHUPOBAHMS, MPOBOAMMOrO C MCHOJIB30BAHUEM CPEJNICTB
JOUCTAaHIIMOHHOW BU3YalH3aliH, IPOU3BOIUTEND MTOATBEPIKIAET JaHHbIE F€OOKAIUH;

JNCUCTBYIOMNN JTOKYMEHT (cepTu(]HKAT), BBIIAHHBI HAMOHAIBHBIM YIOJTHOMOYCHHBIM
OpPraHOM CTpaHbl, B KOTOPOH pAacIoyioKeHa MPOU3BOJICTBEHHAs IUIONIA/IKA, MOATBEPIKIAIOIINI
COOTBETCTBHE MPOMBINIJICHHOTO TPOW3BOJACTBA JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUSAM
HaJiJIeXKalen Mporu3BOJACTBEHHON TPaKTUKH;

oTYeT 00 MHCIEKTUPOBAHUHU, MPOBEICHHOM YIIOJHOMOYEHHBIM OPraHOM TOCYJIapcTBa —
ysieHa EBpa3uiickoro 3KOHOMHUYECKOro CO03a, YIIOJIHOMOYEHHBIM OpPraHOM CTpPaHbl — Y4aCTHHUKA
[Tporpammsbl coTpyaHudecTBa mo (apMareBTHUecKuM uHcnekuusM «Pharmaceutical Inspection
Co-operation Scheme — Association de Droit Suisse (PIC/S)», wunm HarmoHAIBHBIM
YIIOJIHOMOYEHHBIM OpPraHOM CTpaHbl, B KOTOPOM pacmojiokeHa MPOU3BOACTBEHHAs IIONIAIKA,
B Iepuoj; JeiictBus He Oosiee 3 JieT ¢ JaThl BbIAAYM JIOKYMEHTa, IOATBEPKAAIOIIETO
COOTBETCTBHE MPOMBINIJICHHOTO TPOW3BOJACTBA JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUSAM
HaJiJIeXKalen Mporu3BOJACTBEHHON TPaKTUKH;

uHpopMaUs O BBISIBJICHHH HEKa4YeCTBEHHBIX JIEKApCTBEHHBIX npenaparos,
MIPOM3BEICHHBIX U BBINMYIICHHBIX B PeaM3allMIO 3a MOCIEIHUMN T/,

uHpopManus 00 YCTAaHOBJICHUU HEOJIArONPUATHOTO COOTHOILEHUS «IOJb3a — PUCK» IPH
MEAUIIMHCKOM TPUMEHEHHUH JIEKAPCTBEHHBIX MPENaparoB, MPOU3BEIECHHBIX M pEalM30BAHHBIX
3a MOCJICIHUM T'OJI;

JOKYMEHTHI (papMalieBTUYECKON CUCTEMBbI KauecTBa:

PYKOBOJCTBO 10 KaU€CTBY MPOU3BOJCTBEHHOM TUIONIAAKN UM SKBUBAJICHTHBIN JOKYMEHT;

CTaHJIapTHasl OMNEpallOHHAas Mpoleaypa IO BBIOOPY U KOHTPOJIIO  TOCTaBUIMKOB
(dapMareBTUYECKIX CyOCTaHIIHIA;

CTaHJapTHAasl OIEepalloOHHasl MpoLEeaypa IO BBIIYCKY CEpPUH JIEKAPCTBEHHOTO CpPEICTBA
Y TIOJITBEPIKJICHUE YITOJITHOMOUYEHHBIM JIUIIOM ITPOU3BOIUTEINS COOTBETCTBUS CEPUH TPEOOBAHUSIM
Hannexaieit npon3BoICTBEHHOM MPAKTUKU U PETUCTPALTMOHHOMY JOCHE;

TEXHOJIOTUYECKUE MHCTPYKLIHUHU IO MPOU3BOJCTBY, HWHCTPYKUUU [0 YHAKOBBIBAHUIO
JIEKApCTBEHHOTO CPEJICTBA B KAXKJION 3asiBJICHHOM JIEKAPCTBEHHOU (DOopMe Ha TEKYIIHI TEPHO/;

3alMUCU MO MPOU3BOJICTBY, YMAaKOBKE, KOHTPOJIO KadecTBa M BBIMYCKY OJHON U3 Tpex
MOCJICIHUX CEPUM JICKAPCTBEHHOTO CPEJCTBAa B KAKIOM 3asBIECHHON JIEKapCTBEHHOU Ghopme
Ha TEKyUIUH NIEPUOL;

IUIaH BajJMJaluy Tpoliecca IPOU3BOJCTBA JIEKAPCTBEHHOTO CpPEJACTBA B  Kaxaou
3asBJICHHOH JIEKapCTBEHHOH (OopMe Ha TEKYIIUH MepHo;

OTYET IO BAIMJAIMU TIpoliecca MPOM3BOACTBA JIEKAPCTBEHHOT'O CPEJCTBA B KaXI0M
3asiBJICHHON JIEKapCTBEHHOW (opMe, BKIIOYAs MOJESIMPOBAHKUE TMpollecca IMPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJCTB B ACENTUYECKUX YCIOBHSIX C HCIOJIB30BAaHHUEM IMUTATEIBbHON Cpebl,
Ha TEKyUIUU NIEPUOL;

0030p KauyecTBa HE MEHEEe OJIHOTO HaWMEHOBAaHHS JIEKAPCTBEHHOI'O CpEACTBa BO BCEX
3asIBJICHHBIX JICKApPCTBEHHBIX (hOpMax 3a Tof;

U ApyTre JOKYMEHThI IPU HEOOXOIUMOCTH.



Konun nOKyMEHTOB, yKa3aHHBIX B YaCTH BTOPOW HACTOSILErO IIyHKTA, NPEACTaBISAIOTCS
Ha OyMa)XHOM HOCHTEJE M B AJIGKTPOHHOM BHJIE€ HAa PyCCKOM WJIH O€JIOPYCCKOM SI3BIKE,
3aBEPEHHBIEC B YCTAHOBJICHHOM MOPSAIKE.

B ciydasix BOSHMKHOBEHHsI BOIPOCOB O HEOOXOIUMOCTH MOATBEP)KICHHS JJOCTOBEPHOCTH
uHbOpMalUY, COJEpIKaIlEHCsl B IMPEJCTABICHHBIX JOKYMEHTaX, 3asBUTEIb OOECHeuynuBaeT
opunmanbHpie Oe30macHble KaHANbl CBSA3M s oOOMeHa HH(OpMaluell npu BU3yaTU3alUH
B pexxume «online» 1ub0 MpeaocTaBIsieT ayauo-, (hOTo- U BHAEOMATEePHAITHI.

JIMCTaHIMOHHOE MHCIIEKTUPOBAHKME OCYILECTBIISIETCSI HA OCHOBE aHAJIN3a PUCKOB C YYETOM
CJIOKHOCTH NPOU3BOJCTBEHHOM IIIOIIAAKH, KPUTUYHOCTH BUJIOB IPOM3BOACTBA JIEKAPCTBEHHBIX
CpeAcTB U cobmoaeHus TpeboBanuii Haanexarel mpon3BOICTBEHHOM MPAKTHKH.

Opranuzanus ¥ OCYIIECTBICHUE IUCTAHIMOHHOIO HWHCIEKTUPOBAHUSA OCYILECTBISACTCS
B IIOPAJIKE, YCTAaHOBJIEHHOM IJ1aBoi 2 Hacrosero [lonoxenus.

Odopmienre pe3yabTaToB AMCTAHIIMOHHOIO HMHCIEKTUPOBAHMS, WX PacCMOTPEHHE
U OLIEHKA OCYILECTBIISIFOTCS B MOPSIIKE, YCTAHOBIEHHOM IU1aBoM 3 HacTodwero Ilonoxenus.

6.Ilpy Hamuuuum y NPOM3BOAMTEN JBYX M 0ojee TEpPPUTOPHUATIBHO  YyJAJICHHBIX
IIPOU3BOJICTBEHHBIX IUIOIMIAJOK MHCIEKTUPOBAHHUE IMPOU3BOJCTBEHHBIX IUIOIIAJOK IMPOBOAUTCA
Ha BCEX IPOU3BOJACTBCHHBIX IUIOHIANKAX M B OPraHU3alUsAX, OCYIIECTBISIOIUX KOHTPOJIb
KauecTBa M OTHOCAILIUXCS K LIEJIU 3TOI0 MHCIIEKTUPOBAHUSI.

7. ®apManeBTUYECKUE MHCIEKTOPbl MPHU MPOBEIECHUH HHCIIEKTUPOBAHMS O0ECIEYMBAIOT
JOCTOBEPHOCTh €r0  pe3yJIbTaTOB, COXPAaHHOCTb U KOH(UICHLIUAIBHOCTh HWH(POpPMALIUH,
IIOJIyYE€HHOM IIPU €70 MPOBEICHNUH, B TOM YHCIIE:

HUMEIOT JOCTYIl Ha TEPPUTOPUIO WJIM B IIOMEIIEHUS MHCIEKTUPYEMOW IPOU3BOJACTBEHHON
IUIOINAZKU TpPU NPEIAbABICHUM CIIy’)KEOHOTO YJOCTOBEPEHMsI U JIOKYMEHTa, SBIISIOLIETOCs
OCHOBaHHUEM Ha IIPOBEICHNE NHCIIEKTUPOBAHUS;

IPOBEPAIOT  JTOKYMEHTBl (CTaHIAPTHBIE OINEPALMOHHBIE TMPOLENYPbl, WHCTPYKIHH,
JIOTOBOPBI, 3alMCH, OTYETHI, MPOTOKOJBl UCHBITAHUNA U APYyrue OyMaskHbIE WM DJICKTPOHHBIC
HOCUTENIN MH(OPMALIUH, HAa KOTOPBIX PETUCTPUPYIOTCS JaHHBIE);

CHMMAIOT KONHUHM C JOKYMEHTOB, TIOJY4alOT THChMEHHBIC U YCTHbIE OOBSICHCHHS
OT IIPEICTAaBUTENEH TPOU3BOIUTENS;

MOJNHUCHIBAIOT ~ JIOKYMEHT O KOH()PUICHIMATBHOCTH U COXPAaHHOCTH  WH(pOpMaINH,
coJieprKalleics B JOKyMEHTAaX MHCIIEKTUPOBaHUS.

KoHcynbTallmoHHbIE  yCIyI'M  NPEACTABUTEISIM  HMHCIEKTHUPYEMOI'O  IIPOM3BOIUTENS
(bapMarieBTHUECKMMH HHCIIEKTOPaMU HE IPEJOCTaBIISIOTCS.

I'JIABA 2
HHOPAAOK OPTAHU3ALINU U OCYIIECTBJIEHUA NTHCIIEKTUPOBAHUSA

8. Jlms  opraHW3alMd ~ WHCIEKTUPOBAHMS, 3a UCKIIOYCHHEM CIy4aeB, YKa3aHHBIX
B noanyHkTe 4.4 nynkra 4 nHactosiniero [loyoxenus, 3asBUTENb HanpasisieT B MUHHUCTEPCTBO
3/IPaBOOXPAHCHHUS:

3asBJICHUE  HA MPOBEICHHE  MHCICKTUpPOBaHUSA  (dapMaleBTUUECKOW  HMHCIICKITUHN)
MIPOMBIIIJICHHOTO ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPENICTB (Hajiee, ecu He YCTaHOBIECHO HHOE, —
3asBJIeHUE) 1O (hOpME COTIaCHO MPHUIIOKECHHIO 1;

KOIIHIO JI0OChE TPOU3BOICTBEHHOM TUIOIIAIIKY;

KOIUIO JEHCTBYIONIErO JUIIEH3UH Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, BBIAAHHOTO
HAI[MOHATILHBIM YTIOJTHOMOUYEHHBIM OPTaHOM CTpaHbl (IIPU HAJIUYUHK), B KOTOPOU PACIIONOKEHA
MIPOU3BOJICTBEHHAS TIOIIAJIKA;

MepeueHb JIEKAPCTBEHHBIX CPENCTB, MPOU3BOJUMBIX (IUIAHUPYEMBIX K IIPOU3BOJICTBY)
Ha TIPOU3BOACTBEHHON IUIOIIAJIKE IPOU3BOAUTENS, B OTHOUIEHHMH KOTOPOrO MPOBOAUTCA
MHCIIEKTUPOBaHUE (fajiee, eclii He YCTaHOBJIECHO MHOE, — MepeueHb JIEKAPCTBEHHBIX CPENCTB),
1o opme corsiacHO MPHIIOKEHUIO 2.

B cnyuasx, ykazaHHbIX B noanyHkre 4.3 myHkTa 4 Hactosumiero llonokeHus, 3asBUTENb
HanpapiIsieT B MUHHCTEPCTBO 3ApaBOOXPAHEHHMS 3asiBIiCHUE B TeueHHe 30 KaJeHAapHBIX IHEH



MocJie TOMY4YeHHs] SKCIEPTHOrO 3aKIIOYEHHs] C YKa3aHHEM Ha HEOOXOJUMOCTh MPOBEACHUS
MHCIIEKTUPOBAHUS, a TAKXKE MPEOCTABIISIET BO3MOKHBIE BAPUAHTHI AAT MOCEUICHUSI.

B caywasx, ykazaHHbix B noanyHkre 4.4 nyHkra4 Hactosimiero Ilosoxenus,
MuHUCTEPCTBO 3APAaBOOXPAHEHNUS 3alPAIIMBAET y IPOU3BOAUTEIS:

KOITUIO JI0ChE MTPOM3BOJICTBEHHON TUIOIIA IKH;

KOIUIO JEHCTBYIOIIETrO JIMIIEH3UN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, BBIAAHHOIO
HAI[MOHAJILHBIM YTIOJTHOMOUYEHHBIM OPIaHOM CTpaHbl (IIPU HaJIM4YMHK), B KOTOPOHM pacroyiokeHa
MIPOU3BOICTBEHHAS IJIONIA/IKA;

nepeyeHb JIEKapCTBEHHBIX CPECTB.

JIOKyMEHTBI, yKa3aHHBIE B 4aCTAX IEPBOM — TPETbEH HACTOSILETO IIYHKTa M 3aBEPEHHBIC
B YCTAHOBJIEHHOM IMOPSIJIKE, MPEACTaBIAIOTCA HA OyMa)XHOM HOCHUTENE U B AJIEKTPOHHOM BHJIE
Ha PyCCKOM HJIM OeNopycCKOM si3blke M MUHHCTEPCTBOM 3APAaBOOXPAHEHHUS HAIPABISIOTCS
B (hapMHUHCIIEKTOpAT C LEIbI0 OPraHU3allK U TPOBEACHHS] MHCTIEKTUPOBAHMSL.

9. PykoBonmuTrens  ¢apMHHCIIEKTOpAaTa, KOTOPHIM  SIBISETCS  HAdaldbHUK  OTAeNa
(dapmalieBTHUECKO MHCTIEKIMH MUHUCTEPCTBA 3/IpaBOOXPAaHEHUS, PACCMATPUBAET MOJTyYEHHbBIE
B COOTBETCTBHUH C MyHKTOM § HacTosmero [1onoxeHus: JOKyMEeHThI U 0(hOpMIIIET pacopsiKEHUE
O Ha3HAYEHUU WHCIEKTUPOBAaHUS (Jajee, €clM He YCTAaHOBJIEHO WHOE, — paclopsHKeHUE)
1o (hopMe COTaacHo MPHIIOKEHUIO 3.

10. Pemienue 0 MpOBEICHWMM  WHCIEKTUPOBAHUSA  MNpPUHUMAETCS  MHUHHUCTEPCTBOM
3paBOOXPAHEHUSI HA OCHOBAaHUU PACTIOPSIKEHUS, a TaKXKE JIOKYMEHTOB, IIPE/ICTaBICHHbBIX
3asBUTENEM, W ODOPMIISIETCSl TPUKA30M, KOTOPBIM B CpOK He mo3aHee 10 KaJleHIapHBIX JHEH
MOCIIE €T0 MPUHSATHUS HANPaBIseTCs GapMUHCIIEKTOPATOM 3asSBUTEIIO.

[Ipuka3 o mpoBeAeHHMM  HHCIEKTUPOBAHMS  COACPKHUT  IeJib  HWHCIEKTHPOBAHUSA,
HAaUMEHOBAHME U MECTO HAaXOXKJEHUS MPOU3BOAUTENS, COOTBETCTBYIOLIEH IPOU3BOJICTBEHHOU
IUIOLIA/IKH, YKA3aHHOM B 3asBJIEHUU, HAUMEHOBAHHE JIEKApPCTBEHHOTO CPE/ICTBA, JIEKAPCTBEHHOM
(GopMBI, COCTaB MHCHEKIIMOHHOW TPYIIIbI, NEPUOJ HHCIEKTUpOBaHMA. Yucio nHei (mepuon
MPOBEJCHUSI) MHCIEKTHUPOBAHUS TMPOU3BOACTBEHHON IUIOMIAJKA MOXXET BapbUPOBAThHCS
B 3aBHCHMOCTH OT BUJA U CII0KHOCTU IIPOU3BOJACTBEHHOM IUIOIIAIKH.

11. Pemenue o0 oTKaze B MPOBEACHUU HHCIICKTUPOBAHUS MPUHUMAETCS MHUHHCTEPCTBOM
3/IpAaBOOXPAHEHHs, O 4eM (apMHUHCIIEKTOPAT YBEAOMIISICT 3asBHTENSl IHCHBMEHHO B CPOK
HE T03/1Hee 5 KaJleHJAapHbIX AHEH CO THS MPUHSITHUSA TAaKOTO PELICHUS.

NHcnexkTrpoBaHue HE MPOBOJIUTCS B ClIydae:

HEMOJIHOTHl U (MJIM) HEAOCTOBEPHOCTH CBEACHHM, COJEp)KAIIMXCSd B JOKyMEHTax,
YKa3aHHBIX B MyHKTe 8 HacTosmiero [lonoxenus;

0TKa3a 3asBUTENS OT 00ecrieueHus yCIOBUI MPOBEACHNS HHCIIEKTHPOBAHMS,

HEYIUIaThl B YCTAHOBJICHHBIA CPOK PACXOMIOB Ha MPOBEJACHHUE WHCIEKTUPOBAaHUS (eciu
MIPUMEHUMO ).

TpeGoBanusi, yka3aHHbIE B YacCTH BTOPOH HACTOSALIETO MYHKTA, HE PACHPOCTPAHSIOTCS
Ha MHCTIIEKTUPOBAHUE, MPOBOJUMOE B COOTBETCTBUHU C MOANYHKTOM 4.4 MyHKTa 4 HACTOSILIErO
[Tonoxenus.

12. Pemienue o NpoBEICHUM WHCIEKTUPOBAHUS B CIy4dasiX, YKa3aHHBIX B MOAMYHKTE 4.4
nyHkta 4 Hactosmero IlonoxkeHusi, npuHuMaercs MUHHUCTEPCTBOM 3/IpaBOOXpaHEHUs MpPHU
YCTaHOBJICHUU (HapMUHCIIEKTOpAaTOM (HaKTOB, YKa3bIBAIOIIUX Ha HapyIlIeHWe TpeOOBaHMI
Hagnexameld  npou3BOACTBEHHOM — NPAKTUKM  IPU  IPOMBIIUIEHHOM  IPOU3BOJCTBE
JIEKapCTBEHHBIX  CPEJCTB, IO pe3ysibTaTaM  OLEHKH  JIOKyMEHTOB,  IPE/ICTaBICHHbBIX
IIPOU3BOJUTENIEM IOCIE HPOBEJEHHOTO MM pacci€lOBaHUS, C BBIABICHUEM U yCTPaHEHHEM
MPUYMH HECOOTBETCTBUS KauecTBa, 0€30MacHOCTH, 3()PPEeKTUBHOCTH JIEKAPCTBEHHOTO CPEICTBA
Y TIPUHATBHIX Mepax Mo UX YCTPaHEHHUIO.

ITo o6ocHOBaHHO# MUCHMEHHOM MPOCKOE 3asBUTENSI CPOK MHCIIEKTUPOBAHUS MOXKET OBITh
IIEPEHECEH 110 pelIeHUI0 MUHHCTEpPCTBA 3paBOOXPAHEHUSI IPU YCIIOBUH, YTO B TEUEHUE ATOIO
CpOKa MpU3HAHHOE HEKAYECTBEHHBIM W (WiK) (anbCU(UIMPOBAHHBIM WM TMPEIACTaBISIOMINM



yrpo3y OKM3HH ¥ 3JOPOBBI0  HACEJIICHHIO JIEKAPCTBEHHOE CPEACTBO  HE PEAIM3yETCs
Ha Tepputopuu Pecy6nuku benapycs.

13. UacnekTupoBaHue MPOBOJUTCSA Ha OCHOBAHUU JIOrOBOpa 0 TIPOBEJAECHUM
MHCIEKTUPOBAHHUS, 3aKIOYEHHOIO MEXAY OpraHu3auueil (y4pekIeHUEM), YIOJIHOMOUYEHHOU
Ha [IPOBEICHUE MHCIIEKTUPOBAHUS, U 3asBUTEIEM. 3asIBUTEb B PAMKAX 3aKIOYEHHOTO JOTOBOPA
o0ecrieyrBaeT BO3MOXHOCTh OECHPEMSITCTBEHHOIO ¥ CBOCBPEMEHHOTO BBIMIOJHEHHUS BCEX
necTBUil  papManeBTUUYECKUX HWHCIEKTOPOB, MPEAYCMOTPEHHBIX B IIYHKTE 7 HACTOSILEro
ITonoxeHNs 1 B COOTBETCTBUY C IPOTrPaMMOI MHCIIEKTUPOBAHUS.

14. Ilpouenypa MHCIIEKTUPOBAHUS BKIIIOYACT:

IpPUEM U PACCMOTPEHHE PYKOBOJIUTENEM (apMHHCIEKTOpaTa JOKYMEHTOB, YKa3aHHBIX
B MyHKTax 5, 8 Hactosmiero [lonoxenus;

dopmupoBaHHE  PYKOBOAUTENEM  (apMHHCIEKTOpaTa  MHCHEKIMOHHOW  TPYIIIbL.
WucnekunonHas rpynmna (GopMHUpyeTCsl M3 JIMI, BKJIIOYEHHBIX B peecTp (apmarieBTHUEeCKHX
uMHCTIeKTOpoB Pecnybnuku bemapych B COOTBETCTBHM € IOCTAaHOBJICHHEM MMHHUCTEPCTBA
3npaBooxpanenus Pecryonuku benapychb ot 18 Hos6pst 2020 r. Ne 103 «O mopsiike arTecTanvy,
(dbopMHpOBaHUS U BEJICHHUS] PEECTPOB YMOJHOMOUYEHHBIX JIMII MPOM3BOIUTENCH JEKapCTBEHHBIX
CpencTB, (apMaleBTHUYECKHX HMHCIEKTOPOB». PyKOBOAWTENh HMHCIEKIMOHHOW TpYyMIIbI
HaJIeJsIeTCsl CTaTyCOM BEAYIIEro MHCHEKTopa. Beaymuit uHCHEKTOp pacmpenenser (QyHKIUH
B MHCIIEKIIMOHHOM TpyIIle U KOOPAVUHUPYET MEPONPUATHS, CBSI3aHHBIE C MHCIIEKTUPOBAHHUEM.
[Ipu HeoOXomuMoOCTH (AJIS MOMYYEHUS KOHCYJNbTAlMHA B CIIELUAIBHBIX 00JacTAX 3HAHUN)
B MHCIIEKLIMOHHYIO I'PYIIy MOTYT BKJIIOYaThCS TEXHUUECKUE IKCIIEPTHI;

MOJITOTOBKY PYKOBOJMTENEM (PapMUHCIIEKTOPATA PACTIOPSKEHHS,

npUHATHE MUHHCTEPCTBOM 3paBOOXpAHEHUsS peuieHus (Ipukasa) o MPOBEIECHUU
MHCIIEKTUPOBAaHUS MO0 pemieHust 00 0TKa3e B MPOBEACHUU HHCIEKTUPOBAHMS U HAIpaBIICHHUE
€ro 3asBUTENI0 (apMUHCIIEKTOPATOM;

3aKJIIOYEHHE  JOroBOpa,  yKazaHHoOro B IyHkTe 13 Hacrosmiero  IlomokeHus,
3a UCKJIFOYEHUEM CIIYy4YaeB, YKa3aHHbIX B NOANYHKTE 4.4. myHkTa 4 Hactodiero [lonoxenus;

IIPUEM U U3yYEHUE BEIYIIUM HHCIIEKTOPOM JOKYMEHTOB, PEAYCMOTPEHHBIX ITyHKTAMH 3,
8 mnacrosmero [lomoxeHus, MONyYEHHBIX OT PyKOBOAUTENS (PapMUHCIEKTOpATa, HHBIX
JOKYMEHTOB M JJOCTYITHOW MH(POPMALINHU, OTHOCSIIUXCS K LEJISIM JJaHHOTO UHCTIEKTHPOBAHUS;

COCTABJIICHME BEAYIIMM HHCIEKTOPOM U HAIllPpaBJICHUE  3asBUTEII0  MPOTPaMMBbI
MHCTIEKTUPOBAHUS MPOU3BOACTBEHHON IUIOMIAAKH IO (popMe COTJIacHO NMPHIIOKEHHUIO 4 B CPOK
He no3aHee 10 kaleHmapHBIX JHEW [0 IHS Hayajda WHCIEKTHUPOBAHUS IPOU3BOJCTBEHHON
TJTOILAJIKY;

MHCIIEKTUPOBAHUE MPOU3BOJACTBEHHOM IUIONIAJAKHA HEMOCPEACTBEHHO Ha MECTE €€
(aKTHYECKOTO PacIoyIOKEHUS;

COCTaBJICHHE  oOT4YeTa OO0 MHCIEKTUPOBaHWHM  ((papMameBTUYCCKONW  WHCIIEKITHH)
MPOMBIIIJICHHOTO TPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB HA COOTBETCTBHE TPEOOBAHMIM
Hannexamield mpou3BOJCTBEHHOW MPAaKTHUKU (7ajiee, €CIW He YCTAaHOBJIEHO WHOE, — OTYET
00 MHCIIEKTUPOBAHHUU) 1O (POpME COTTIACHO MPHUIIOKEHHIO S5 MO0 3aKITIOUEHHS 10 pe3ysbTaTaM
MHCIEKTUPOBaHUA  ((papManeBTUYECKOW  HMHCHEKIMH)  MPOMBIIIJICHHOTO  MPOM3BOACTBA
JICKapCTBEHHBIX CPEJICTB Ha COOTBETCTBUE TpeboBaHusM Haexameir mpou3BOICTBEHHOM
MPAKTUKW, 3asBIEHHOTO IS JIMIICH3UPOBAaHUS (najee, €ciad He YCTAaHOBIEHO HWHOE, —
3aKIII0YEeHHE), 0 (hOpMe COTIACHO MPHIIOKEHUIO 6;

OLICHKY IUIAHa KOPPEKTUPYIOIIUX U NMPEAyNpexAaloluX JEeUCTBUIM, OTYeTa O €ro
BBIMIOJIHEHUH W JJAHHBIX  (KOMUH  JOKYMEHTOB), CBHJIETEIBCTBYIOIIMX 00 yCTpaHEeHHH
BBISIBJICHHBIX ~ HECOOTBETCTBUM, U (WJIM) JaHHBIX O OPUHATBIX MEpax, HaIlpaBJIEHHBIX
Ha YCTpaHEHHE TaKUX HECOOTBETCTBUH (Jajiee, €CIM HE yCTaHOBJIEHO HMHOE, — CBHUJETENbCTBA
YCTpaHEHUs BBIBJICHHBIX HECOOTBETCTBUM), TPEICTABICHHBIX MPOU3BOAUTENEM (IIpH
HEOOXOIUMOCTH);



NPUHATHE BEAYIIMM HHCIEKTOPOM pELIEHUS O COOTBETCTBUU  (HECOOTBETCTBUM)
MPOMBIIIJICHHOTO  TPOM3BOJACTBA  JICKAPCTBEHHBIX CpPeACTB TpeOoBaHusM  Haiexarei
MTPOU3BOJCTBEHHON NIPAKTUKH;

HaIpaBlIeHUE 3asBUTEIIO OTYETa 00 MHCIIEKTUPOBAHUH;

HallpaBJI€HUE BEIyIIMM HHCIEKTOPOM B MMHHMCTEPCTBO 3paBOOXPAHEHUs YBEIOMIICHMS
O pe3ylbTaTaX  MPOBEICHHOIO  HWHCIEKTUpOBaHUS  ((hapmMarneBTUUECKOW  HHCIIEKITUH)
MPOMBIIIJIEHHOTO TPOU3BOACTBA JIEKAPCTBEHHBIX CPEJCTB HA COOTBETCTBUE TPEOOBAHUAM
Hannexamieldk mpou3BOACTBEHHOM NpakTUKU  (Jajiee, €CIM  HE YCTAaHOBJIEHO HHOE, —
yBeIIOMJICHHE) 110 (hOpPME COTIIaCHO MPHUIIOKECHUIO 7

HalpaBJIEHUE 3asIBUTENI0 MUHUCTEPCTBOM 3[IpaBOOXPAHEHUs YBEIOMIICHUS,

BbI1ayy MUHHUCTEPCTBOM 3paBOOXpaHEeHUsI cepTU(dUKaTa COOTBETCTBHUS MPOMBIIIIIEHHOTO
NIPOM3BOJICTBA JICKAPCTBEHHBIX CpeICTB TpeOoBaHusM Hamnmexamieii mNpoW3BOJICTBEHHOM
npaktuku (GMP) o gopme corimacHo MpUIOKEHHIO 8.

15. MHCcnieKTUpOBaHUE TMPOU3BOJICTBEHHONW IUIOLIAJAKA MPOBOJAUTCS B COOTBETCTBUU
C MPOrpaMMoOl HMHCIEKTHPOBAHMUS, BBIIOJHEHUE KOTOPOW oOecredyrBaeT BeIyIIUid HHCIEKTOD,
Y BKJIIOYAET:

MIOCEIICHUE MECTa OCYLIECTBICHUS IEATEIBHOCTH IO MPOMBIIUIEHHOMY IPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEJICTB;

MIPOBEACHUE TEpe] HAdaJOM HMHCHEKTHUPOBAaHUSA  IPOU3BOJCTBEHHOW  IUIOIIAJKH
BCTYIUTEIBLHOTO COBELIAHUS C OTBETCTBEHHBIMH JIMIIAMH MTPOU3BOAUTEIISI, HA KOTOPOM BEIYyIIUMA
MHCIIEKTOP MPEJICTaBIsAET YJICHOB WMHCHEKIWOHHOM TIpPYIIbI, 3HAKOMUTCSA C PyKOBOACTBOM
Y OTBETCTBEHHBIMH JIMIIAMU TPOU3BOJIUTENS, OrJAmIaeT IeNd U 00JacTh HMHCIEKTHPOBAHWS,
YTOYHSIET MpPOTpaMMy HWHCIEKTHPOBaHMUS U TrpaduK ee TMpOBEJIEHUs, JeNaeT 3asBJICHHE
0 KOH(DUIEHITMAILHOCTH U OTBEYAET HAa BOIPOCHI MIPEICTABUTENCH TPOU3BOIUTENS,

OCMOTp TMOMEIIEHUH (30H) CKJIagUPOBaHUS U MPOU3BOJCTBA, WHXKEHEPHBIX CHCTEM,
000pyI0OBaHUsl MPOU3BOJICTBEHHON IUIOMIAIKA, HAOIIOJACHHUE 3a MPOIECCOM MPOMBIIIIICHHOTO
MPOM3BOJICTBA  JICKAPCTBEHHBIX  CPEACTB M KOHTPOJS  MX  KadyecTBa, HaONo/eHue
3a JeSTeNIbHOCThIO PAOOTHUKOB Ha pab0YMX MECTax, OMPOC OTBETCTBEHHBIX JIHI IIPOU3BOAUTEIS,
MIPOBEPKY TOKYMEHTALIMH U 3alIMCEH B COOTBETCTBUU C IPOrPaMMON MHCIIEKTUPOBAHUS;

03HAKOMJICHUE OTBETCTBEHHBIX JIMLl MPOU3BOJAUTENS C MPEABAPUTEIbLHBIMU PE3YyJIbTaTaAMU
MHCIEKTUPOBAHUSA  MPOU3BOJCTBEHHOMW IUIOMIAAKM B KOHIE KaXIOro pabodero  JHs
MHCIIEKTUPOBAHUSI TPOU3BOJACTBEHHOM IUIOMIA/IKK, A TaKK€ HA 3aKJIIOUUTEIBHOM COBEIIAHUH
IO €r0 3aBEPILECHUU U 00CYKIEHUE MPEIBAPUTENbHBIX HAOIIOACHUN C OTBETCTBEHHBIMU JIHIIAMU
MIPOU3BOIUTENS.

NHcnekTupoBaHue NpOU3BOICTBEHHOM IUIOIIAIKH B CIIyYasiX, YKa3aHHBIX:

B myHKTe 3 Hacrosiuiero [lonoxeHus, MpoOBOAUTCS B OTHOLIEHUH BHUJIOB MPOMBILIIEHHOTO
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB IS KAXKIOH JIEKapCTBEHHONW (OPMBI, MPOU3BOAMMBIX
Ha TaHHOW MPOU3BOJICTBEHHOM ILIOIIAIKE;

B noanyHktax 4.1, 4.2 nynkra 4 nHactosiuiero IlomokeHus, MpOBOAUTCA B OTHOUIEHUH
JIEKapCTBEHHBIX CPEJICTB B JICKAPCTBEHHBIX (DOpPMaX, 3asBICHHBIX JIJIS IMIIEH3UPOBAHHUS,

B noanyHkTtax 4.3, 4.5, 4.6 nynkra 4, nyHkre 5 Hacrosmero IlonoxeHus, mpoBOIUTCS
B OTHOIIICHUM 3asIBICHHBIX JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBYIOIIUX JIEKAPCTBEHHBIX
dhopmax.

[Ipy  BO3HMKHOBEHHMHM  pPaA3HOIVIACMM  HA 3aKJIIOUUTEIILHOM  COBEIIAHWUU  YJICHBI
MHCIIEKIMOHHOM TI'PYNIIbI JOJKHBI OTBETUTh HA BONPOCHI OTBETCTBEHHBIX JHL MPOU3BOIUTEINS.
[IpencraBieHHass OTBETCTBEHHBIMH JIMIIAMH MPOU3BOIUTENS HHPOpMAIHS 00 yCTpaHSHHH
BBISIBIICHHBIX ~ HECOOTBETCTBMM  NPHUHHUMAETCS  MHCHEKIMOHHOM  TIpyNIoOil K CBEJICHUIO
Y OTPakaeTcsl B OTYETE 00 MHCIIEKTHPOBAHUH.

[Ipy HEOOXOAMMOCTM WHCIEKIMOHHAS TpyMIa MPUMEHSET B X0Jleé HHCIEKTUPOBAHUS
MPOU3BOJICTBEHHONW IUIOMIAAKK ayAH03aluch, (OTO- U BUACOCHEMKY (IO COTJIACOBAHUIO
C TIPOU3BOAUTEIIEM).
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16. B xome wHCHEKTHpOBaHUA (apMalleBTUUECCKUMH HWHCIEKTOPAaMU MOTYT OBIThH
BBISIBJICHBI:

16.1. kpuTHYECKHE HECOOTBETCTBUS — HECOOTBETCTBUS, KOTOPBIE BBI3bIBAIOT W IPUBOAST
K CyIIECTBEHHOMY pPHCKY BO3MOXHOCTM IIPOM3BOJACTBA HEKAUECTBEHHOI'O JIEKAPCTBEHHOIO
CPEICTBA M CBUJAETEIBCTBYIOT O HAJIMYMHU YIpO3bl INPUUMHEHUS Bpeda >XKU3HU U 310POBBIO
HaCEJICHNUS;

16.2. cyniecTBeHHBIE HECOOTBETCTBUSI —  HECOOTBETCTBHS, KOTOpPbIE  HE MOTYT
KJ1accu(UIMPOBATHCA KaK KPUTHUECKHUE, HO:

MPUBEIN K NPOU3BOJACTBY WJIHM MOTYT HPHUBECTH K MPOU3BOJCTBY JIEKAPCTBEHHOTO
IpernapaTa, HE COOTBETCTBYIOILEIO  JOKYMEHTaM  PETHCTPAllMOHHOIO  JOChe  JaHHOIO
JIEKApCTBEHHOTO MpETapara;

YKa3bIBarOT Ha CYLECTBEHHOE OTKJIOHEHHE oT TpeOOoBaHUI Hannexamei
ITPOU3BOJCTBEHHON NIPAKTUKH;

YKa3bIBaIOT Ha CYIIECTBEHHOE OTKIOHEHHE OT TPEOOBAHUI MHBIX aKTOB 3aKOHO/IATEIIbCTBA
B c(hepe oOpareHns JeKapCTBEHHBIX CPEJICTB;

YKa3bIBalOT Ha HECIIOCOOHOCTh IMPOU3BOAMUTENS OCYIIECTBIATH CEPUUHBIA  BBITYCK
JIEKAPCTBEHHBIX IpPENapaToB OJHOPOJHOIO KayecTBAa WJIM Ha HEHAJICXKAIIEE BBIITOJIHEHUE
YIOJIHOMOYEHHBIM JIMLIOM ITPOU3BOAUTEINS CBOUX JTOJHKHOCTHBIX 0053aHHOCTEH;

KOMOMHAIMsI HECOOTBETCTBUH, HU OJHO U3 KOTOPHIX caMoO 10 cebe He sSBiseTcs
CYLLECTBEHHBIM, HO KOTOPBIE B COBOKYIHOCTH IPEJCTABIISIIOT CYLIECTBEHHOE HECOOTBETCTBUE
U JOJKHBI OOBSICHATHCS U (PUKCHPOBATHCS B KAUECTBE TAKOBOTO;

16.3. mpouune HECOOTBETCTBUS — HECOOTBETCTBHUS, KOTOpBIE HE MOTYT
KJIacCU(UIUPOBAThCA KaK KPUTUYECKHE WM CYIIECTBEHHBIC, HO YKa3bIBAIOT HA OTKJIOHEHHE
oT TpeboBanmit Haanexarel mpon3BOICTBEHHOM MPaKTHKH.

17. Ilpu BBIABICHUHU B X0JI€ MHCIIEKTUPOBAHUS TPOU3BOICTBEHHOMN TUIOIIAIKN HAPYLIECHUI
TpeboBanuii Haanexarueld nMpou3BOACTBEHHOW MPAKTUKH, CTaBSIIMX O] COMHEHHE KayeCTBO
JIEKapCTBEHHOT'O CPEJCTBA, M (WJIM) YCTAaHOBJICHUM KPUTUYECKUX HECOOTBETCTBUN HYIICHBI
MHCIIEKIIMOHHON rpynnbl | (WIKM) YHOJHOMOYEHHBIE Ha MPOBEACHHE OTOopa 00pa3ioB
MPEICTaBUTENN MPOU3BOAUTENS MO PELICHUIO BEAYIIEr0 MHCIEKTOpa MOTYT MPOBECTH OTOOp
0o0pa3lloB  MaTepHajioB  WMJIM  CBIPbA,  YIAKOBOYHBIX  MaTe€pHUajoB, MPOMEKYTOUHOM
1 Hepac(hacoBaHHOW MPOAYKIUU MJIM TOTOBBIX JIGKAPCTBEHHBIX IIpernapaTroB (fanee, eciu
HE YCTaHOBJIEHO WHOE, — MPOJYKIIKS) B COOTBETCTBUU C 3aKOHOJATEIHCTBOM U TPEeOOBAHUIMHU
dbapmakorieiiaplx  ctatet  ['ocymapcTtBenHonr — (apmakomen — PecnyOnmuku  bemapychk
U1 IPOBEJIEHUSI KOHTPOJIS KaueCTBa JIEKAPCTBEHHBIX CPEJCTB.

[IpouzBoaurens obecrnieurBaer M30JIMPOBaHHOE XpaHeHue MPOYKIIMHI
JUIA IPEIOTBPALLEHUST €€  HCIIOJIb30BaHMSI M peaiu3allud 10 OKOHYAHUS  Pacciel0BaHUs
C YCTAaHOBJICHHEM T[PUYUH U INPUHATUS  COOTBETCTBYIOLIEro pemieHuss MuHHCTEepcTBa
3/IpaBOOXPAHEHUS.

B ciywae ycTaHOBIEHHMS KPUTUYECKMX HECOOTBETCTBUH  BEAYIIMWA  HHCIEKTOP
HE3aMeUITMTENbHO HHPOPMUPYET pyKOBOAMUTENS (hapMHUHCIEKTOpaTa Ui HIPUHATHS —Mep,
HaIlpaBJICHHBIX Ha 3alpelIeHUE pealu3aluy JIEKapCTBEHHBIX NPENaparoB, IPEICTABIISIONINX
yrpo3y IpUYMHEHHUs Bpena >KU3HU WIM 3J0pOBbI0 HACEJEHUS, a TaKKe Ha 3alpelicHHe
OCYLIECTBJIEHUSI JEATEIbHOCTH, CBS3aHHOW C IPOU3BOACTBOM JIEKAPCTBEHHBIX CPEJNCTB,
B COOTBETCTBUU C 3aKOHOJATEIBCTBOM O JIMIIEH3UPOBAHUHU.

18. B cimydae oTka3za 3asBUTENS OT OOCCIICUCHHS YCIOBUN MPOBEACHUS WHCIIEKTHPOBAHMS
B IIOPAJIKE U CPOKH, IpPEAYyCMOTpeHHble  HacToAmuM  llojokeHueMm, MPOMBIIIIEHHOE
MIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB MPHU3HAETCS HE COOTBETCTBYIOIIMM TpPEeOOBAHUAM
Hannexameldk NpOUM3BOACTBEHHOM IIPAaKTUKM, O 4YeM MMHHUCTEPCTBO  31paBOOXPAHEHUs
MMACbMEHHO YBEIOMIISIET 3aBUTEIIS ITOCIIE MPUHSITHS COOTBETCTBYIOIETO PEIICHUS.
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I'JTABA 3
OPOPMJIEHHE PE3YJIIBTATOB HHCIIEKTUPOBAHUS, UX PACCMOTPEHHUE
N OHEHKA

19. Pe3ynbTaTel MHCHEKTUPOBAHUS, MPOBEIEHHOIO B COOTBETCTBUM C MOANYHKTamHu 4.1,
4.2 mynkta 4 nHactosmero Ilomoxenus, B Teuenue 10 pabouymx JHEH TOCIE €ro 3aBEPIICHHS
oOpPMIISIFOTCS B BUJIE 3aKJIFOUCHUS.

20. Pe3ynbrathl MHCIEKTHPOBAHUSA, MPOBEAECHHOIO B COOTBETCTBHM  C IIYHKTOM 3,
noanyHkTamu 4.3—4.6 myHkTa 4, myHKToM 5 Hacrtosero [lomoxxeHus, ohopMISIIOTCS OTYETOM
00 MHCTIEKTUPOBAHUH.

21. Ecnu B X0[l¢ MHCHEKTUPOBAHUS TPOM3BOACTBCHHON IUIOMIAJAKH HE OBUIO BBISBICHO
HECOOTBETCTBUH, B rpadax 1-4 pazgena 7 wactu Il oruera 00 MHCIIEKTHPOBAHUM YKa3bIBACTCS
«HE TpUMEeHHMO». Eciu OBLIM BBIABIEHBI TOJILKO MPOYME HECOOTBETCTBHUA, B Tpadax 3 u 4
pasmena 7 w4actu Il oruera 00 MHCHIEKTUPOBAaHWUHU YKAa3bIBACTCS «IPU  CICAYIOIIEM
uHcniekTupoBanum». Ilpu sToM B rpade «Pe3ynbTaThl MHCIEKTUPOBAHUS» pasznena 6 vact |
oTyeTa 00 MHCIEKTHUPOBAHMM  BEIyIIMM  HWHCHEKTOPOM  yKas3blBaeTcsi  MHopManus
0 COOTBETCTBUHU TPOMBIIINIEHHOTO TPOU3BOJCTBA JICKAPCTBEHHBIX CPEIACTB TPeOOBaHUSM
Hannexaieit npou3BoICTBEHHOM MTPAKTUKH.

Benyumit uncnexkrop B cpok He no3aHee 30 KaJdeHAApHBIX THEW CO JIHS 3aBEpILICHUS
WHCIIEKTUPOBAHUS MPOW3BOJICTBEHHOM IUIOIIAJKM HAMNPAaBIAET OAWH W3 ABYX HK3EMIUISPOB
oTyeTa 00 MHCTIIEKTHPOBAHUH, COCTABJICHHBIN B COOTBETCTBHM C YaCThIO TMEPBOW HACTOSIIETO
MyHKTa, 3asBUTENI0 HE Mo3aHee S5 padouumx JHEH COAHS €ero TMOJIUCAaHHUS BeIyIIUM
MHCIIEKTOPOM M YJ€HAMU HWHCHEKIMOHHOW TPYNIbl U NPOU3BOAUT JalbHEHIIHNE EHCTBUS
B COOTBETCTBUHM C MyHKTOM 27 HacTtosero [lonoxenus.

Ecnu B X0J1e MHCTIEKTHUPOBAHUS MPOU3BOACTBEHHON TUIOMIAIKA OBLIN BBISBICHBI TOJIBKO
MIPOYNE HECOOTBETCTBUS, WIEHBI MHCIEKIMOHHOW I'PYIIIIBI OCYHIECTBISIOT OLEHKY BBIIIOJHEHUS
IJaHA KOPPEKTUPYIOIIMX U NPEAYNPexKAAIOMUX JACUCTBUN, OTYETa O €ro BHIOJIHEHUHU
U CBUJICTEIILCTB YCTPAHEHHMs BBIABICHHBIX HECOOTBETCTBUM MpPU MNPOBEICHUU CIENYIOIIErO
MHCIIEKTUPOBAHUS IPOU3BOICTBEHHOM IJIOMIAIKH.

22.Ecnm B Xo/le WHCHEKTHPOBAHUS TPOW3BOJCTBEHHOW TIJIOMIAKA OBUTH BBISBICHBI
KpUTHYeCKHe U (WIH) CYIIECTBEHHBIE HECOOTBETCTBHSI, COCTaBIseTCSs dacTh | oTdera
00 MHCIEKTUPOBAHUU  C yKa3aHHMeM HH(OpMAalUM O HECOOTBETCTBUM  IPOMBINIIEHHOTO
MIPOU3BOJICTBA JICKAPCTBEHHBIX CpeICTB TpeOoBaHusM Hamnmexamieii MpoW3BOJICTBEHHOM
MpakTUKW, YacTh Il oTueta 00 MHCIIEKTHMPOBAHMM COCTABIIAETCS TMOCHE TMPEICTaBICHUS
3asIBUTEJIEM CBUJETEIBCTB YCTPAHEHUS BBISBICHHBIX HECOOTBETCTBUM (BKIIIOYASl TPOUHE)
B COOTBETCTBUH C YaCThIO YETBEPTOM HACTOALLEIO MyHKTA.

Yacte [ ordera 00 MHCIIEKTHPOBAHWH B CIIy4ae BBISIBICHUS KPUTUYCCKUX | (WIIH)
CYILIECTBEHHBIX HECOOTBETCTBUI COCTABJISETCS B JBYX 3K3EMIULIPAX, NOANUCHIBACTCA BEAYLIUM
MHCIIEKTOPOM U WJIEHAMHU HMHCIEKIIMOHHOW Tpymnmbl B Cpok He mo3gHee 30 KaleHJapHBIX JHEH
CO IHS 3aBEpIICHUS MHCIEKTHPOBAHMUS TMPOM3BOACTBEHHON Iulomanku. B cmyuae or6opa
00pa3IoB MPOAYKIIMH CPOK COCTABJICHHUS OTYETa OO MHCTICKTUPOBAHUU HCUHCISETCS CO JTHS
Oo(pUIHMATBEHOTO MOTYYEHHS BETYIIUM HHCIIEKTOPOM PE3yJIbTaTOB UX UCIIBITAHUH.

OnuH 3K3eMIUIsIp yacTH | oT4eTa 00 MHCIIEKTHPOBAHKUHY B CITy4ae BBISBICHUS KPUTHUICCKHX
U (WM) CYIIECTBEHHBIX HECOOTBETCTBHI HaIpaBIISIETCS BEAYLIUM HHCIIEKTOPOM 3asBUTEIIO
He mo3/iHee 5 paboumx JHEW CO HS €ro MOJANMUCAHUS BEAYIIMM HHCIEKTOPOM U YJICHAMH
MHCIEKIMOHHONW TPYMIbI, BTOPOH 3K3EMIULSIp XPAaHUTCS B COOTBETCTBUU C TPEOOBAHUSIMHU
3aKOHOJATENHCTBA B chepe apXUBHOTO JIea U JAeIONPON3BOCTBA B (PapMUHCIIEKTOpATE.

Ecnu B Xxome WHCHNEKTUPOBAHMSI MPOU3BOJCTBEHHOW IUIOMIAJIKM OBLIM yCTaHOBJICHBI
KpUTUYECKHE U (UJTM) CYLIECTBEHHbIE HECOOTBETCTBUS, 3asiBUTENb HE mo3aHee 60 KajaeHAapHbBIX
oHel co aHs moiydeHuss 4vacth | oTueta 00 MHCHEKTHUPOBAHUU HAMpaBIsSeT BeAyLIEMY
MHCIIEKTOPY IUIaH KOPPEKTUPYIOIIUX U MPEIyIPEKIAIOMNUX AEHCTBUNA, OTUYET O €r0 BHIIIOJIHEHUH
Y CBHUJIETEILCTBA YCTPAHEHUS BBISIBICHHBIX HECOOTBETCTBU.
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23. B Teuenne 30 KaleHAApHBIX [HEM CO AHS TOJYYEHHS JOKYMEHTOB, YKa3aHHBIX
B ITyHKTE 22 Hacrosero IlonoxeHns, 4wieHbl HHCIEKIIMOHHON I'PyNIbl OCYIIECTBISAIOT OLIEHKY
comepxkarieiicss B HUX HWH(opMmanuu. PesynpTaThl oneHKM oTpakatotcsi Buactu Il oruera
00 MHCIIEKTUPOBAHHUHU, KOTOPAsi COCTABIISAETCS B JBYX 3K3EMIUIAPAX M MOJIUCHIBACTCS BEAYIIUM
MHCIIEKTOPOM M YJ€HAaMU WHCHEKIIMOHHOM TPYMIbl, MPUHUMABIIMMU y4yacTue B oueHke. OnuH
sk3eMIrip yactd Il ordera BeaymuM HMHCIEKTOPOM HAIPABIISICTCS 3asBUTEII0 HE MO3AHEE S
pabounx IHEW co JAHS ero MOJNHCAHMs BEIYIIUM HMHCIEKTOPOM M YiIEHaMH HHCIEKIIMOHHOM
IPYMNIIbI, BTOPOM SK3EMIUISIP XPAaHUTCS B COOTBETCTBUU C TPEOOBAHMSIMU 3aKOHOJATEIBCTBA
B c(epe apXUBHOTIO JieJia U IeTIONPOU3BOICTBA B (hapMHUHCIIEKTOpaTe.

24. TIpou3BOACTBO JEKAPCTBEHHBIX CPEICTB MPU3HAETCSI COOTBETCTBYIOLIUM TPEOOBAHUAM
Hannexaieit npou3BoICTBEHHON MPAKTUKKU B OJJHOM M3 CIEIYIOMINX CITy4YaeB:

OTCYTCTBHE HECOOTBETCTBUI;

OTCYTCTBHE KPUTUYECKUX U (MJIN) CYLIECTBEHHBIX HECOOTBETCTBUI;

YCTpaHEHUE BCEX KPUTUUECKUX U (UJIN) CYILIECTBEHHBIX HECOOTBETCTBUIA.

25. B ciydae HeTOCTaTOYHOCTH WIJIM COMHEHHUSI B IOCTOBEPHOCTH MH(POPMAIIUH, YKa3aHHOMN
B YacTH 4eTBEepPTOM MyHKTa 22 Hactosmero IlonoxeHus, BeAyUIMil HHCIEKTOP MOXET
WHUILMUPOBATh TPOBEACHHE MOBTOPHOrO (KOHTPOJIBHOTO) HWHCHEKTHpoBaHus. O0beM
IIOBTOPHOTO (KOHTPOJIBHOTO) HWHCIEKTUPOBAHUS JIOJDKEH COOTBETCTBOBATH BBISBJIECHHBIM
HECOOTBETCTBUSAM, A TAK)KE€ KOPPEKTUPYIOLIUM U IMPEAYyNPEXKIAOMMNM IeUCTBUAM. Pe3ynbrarhl
0(hopMIISIOTCS B COOTBETCTBUH € YacThIo Il oTyeTa 00 MHCIIEKTUPOBAHUH.

Pacxonpl Ha IIPOBE/ICHUE MTOBTOPHOIO (KOHTPOJILHOTO) WHCIIEKTUPOBAHUS
OCYILIECTBIISIOTCS 32 CUET CPEJICTB 3asABUTEIIS.

26. IIpu oTcyTcTBHM 1O McTeueHUU 60 KaJeHIApHBIX JHEW CO JHS MOJYyYeHUs 3asIBUTEIIEM
yacT | oTueTa 00 MHCTIEKTUPOBAHUH CBUJIETEIILCTB YCTPAHEHUS BBISBJICHHBIX HECOOTBETCTBUH,
aTakKe BCIy4a€ IpPU3HAHUSA MUX HEJOCTOBEPHBIMU  MPOMBIIUIEHHOE MPOU3BOJCTBO
JICKApCTBEHHBIX CPEACTB IPH3HACTCA HE COOTBETCTBYIOIIMM TpeboBaHMsAM Hamexamieit
MTPOU3BOJCTBEHHOMN MPAKTUKH.

27. Benymuit UHCIIEKTOP 10 pe3yabTaram IIPOBEIEHHOTO MHCIEKTUPOBAHUs
OCYLIECTBJISIET IOATOTOBKY YBEJOMIICHMS, aB CiIy4a€ COOTBETCTBHS HPOMBIILIEHHOIO
MIPOM3BOJICTBA JIEKAPCTBEHHOTO CpeAcTBa TpeOoBaHusM Hajmexameir npou3BOJICTBEHHOM
MpaKTUKA  TakKe TMpoekTta cepTuduKara, KOTOpble  HampaBiseT B MHHHCTEPCTBO
3/lpaBOOXPAHEHUS] B CPOK HE MO3AHEE S5 KaJICHIApPHBIX IHEM OT JaThl MOANMCAHMUS OTYETa
00 MHCIIEKTUPOBAHUH.

28. PykoBomuTenb  (hapMHUHCIEKTOpaTa OCYIIECTBISIET PAaCCMOTPEHHE JOKYMEHTOB
M0 pe3yJbTaTaM MHCIEKTUPOBAHUS, YKa3aHHBIX B MyHKTaX 21-23 u 26 Hacrosero [lonoxenus,
Y HalpaBJIsIeT 3asABUTENIO YBEJOMJICHHE B CpPOK HE Io3[HEe 5 pabouyux [aHEH mocie ero
MTOJIyYEHUS OT BEAYIIEr0 NHCIIEKTOpA.

29. 3agBUTENEM TIOCIE TIOJNYUYEHUS YBEIAOMIIEHMSI MPEACTABIAIOTCS B MHMHHCTEPCTBO
3/IpaBOOXpaHEHUS JOKYMEHTBI, HEOOXOUMBIE JIJIsl POBEICHUS aJMUHUCTPATUBHON MPOIIETypHI,
npeaycMoTpeHHo B moanyHkre 9.12.1 nynkrta 9.12 enuHOro mnepeyHsi aaIMUHHUCTPATUBHBIX
MPOLEYp, OCYHIECTBISIEMbIX B OTHOIIEHUU CYOBEKTOB XO34WCTBOBAaHUS, YTBEP>KICHHOIO
nocraHoBineHneM Cosera MunuctpoB PecryOnuku bemapycs ot 24 centsaOps 2021 r. Ne 548
(manee — eMHBIN MepevyeHb AMUHUCTPATUBHBIX MPOLIERYD).

CooTBeTCTBHE TMPOMBIIUIEHHOTO TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB TPEOOBaAHHIM
Hannexameid mnpou3BOACTBEHHOW NPAKTHUKU MOATBEPKIAACTCA Bblgadyed MUHHUCTEPCTBOM
3/IpaBOOXpAaHEHHs cepTU(UKaTa B CPOK, YCTAHOBJICHHBIM B moamyHkTe 9.12.1 myHkTa 9.12
€AMHOIr0 MepeYHs aIMUHUCTPATUBHBIX IPOLEYP.

30. B ciydae npu3sHaHMsS IPOMBIIUIEHHOTO IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB
COOTBETCTBYIOIIMM TpeboBaHusaM Hannexxaieil mpou3BOACTBEHHON MPAKTHKHU IO pe3yibTaTaM
MHCIEKTUPOBAHUS, TPOBEACHHOIO B COOTBETCTBUM C IIyHKTOM 3, moanyHkramu 4.3, 4.5, 4.6
nyHkTa 4, myHkToM 5 Hacrtosiero [lonoxkenus, MuHUCTEpCTBOM 3ApaBOOXPAHECHUS BBIIAETCS
cepTudHKaT Ha CPOK, NperycMOTpeHHbIH B myHkTe 100! mpunoxkenus 1 K MOCTaHOBIEHHIO
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CoBera MunuctpoB Pecnyonmuku benapycek ot 25 mapra 20221, Ne 175 «O06 uzmeneHun
nocraHoBineHnnid CoBera MunuctpoB PecnyOmuku benapyck 1o Bompocam OCYyIIECTBICHHS
aJIMUHUCTPAaTUBHBIX TPOLEAYpP B OTHOIIEHHMH CYyOBEKTOB  XO3AHCTBOBAaHUS», OT JaThl
IIOCJIEAHET0 [JHS TIOCIENHEro WHCHeKTupoBaHusa. llpu ompeneneHunm cpoka, Ha KOTOpBIH
BBIJIACTCA CEPTU(UKAT, YUUTHIBAIOTCS MPUHIMIBI YIPaBIECHUS PUCKAMH B COOTBETCTBHUU
C TOKYMEHTaMHU CHCTEMbI KadecTBa (papMUHCIIEKTOpaTa.

31. [IpoBeneHne HMHCIEKTUPOBAHMUS B COOTBETCTBUM C moiamyHkTtamu 4.1, 4.2 mnyHkTa 4
HacToswmero IlomokeHuss OCyIIECTBISETCS B CPOKM, YCTaHOBJIEHHBIE 3aKOHOAATEIbCTBOM
O JMILICH3UPOBAHNU MU B IIOPSAIKE IPOBEIEHUS JKCIEPTU3BI, C LEIBI0 OLCHKU IOCTOBEPHOCTHU
uHpOpMAlMY, YKa3aHHOW B MPEACTABICHHBIX COHMCKATEJIEeM JIMLEH3UU  (JIMIEH3UATOM)
JNOKYMEHTaX, M OLEHKM €ro TOTOBHOCTH K OCYILECTBICHHIO IPOM3BOACTBA JICKAPCTBEHHBIX
CpPEZCTB B COOTBETCTBHUH ¢ TpeboBaHMsIMH Haanexariel npor3BOICTBEHHOM MPAKTHKH.

Pe3zynbraThl MHCHEKTHPOBAHUS IEPENAIOTCS  PYKOBOAUTENIEM  (DapMaleBTUYECKOTO
MHCIEKTOpaTa  yNpaBICHUIO IO JUIEH3UPOBaHHI0O  MMHHCTEpPCTBA  31paBOOXPAHEHUS
U MCIIOJIB3YIOTCSl TPHU JIMLEH3UPOBAaHUM (DapMaleBTUUECKON MAEATENIbHOCTH B YCTaHOBJIEHHOM
MOPSJIKE.

I''TABA 4
MOPSJOK O®OPMJIEHUS, BbIJIAUA, BHECEHUA U3SMEHEHUHA U OT3bIBA
CEPTHD®UKATA

32. Ceprudukar oTpaxkaeT CTaTyC COOTBETCTBUS TMPOM3BOACTBCHHON  ILUIOMIAIKH
TpeboBaHusiM Hajmexareii NpoW3BOJACTBEHHONW MPAKTHUKA Ha CPOK JCUCTBUS, YKa3aHHBIN
B cepTudukaTe, TMOCIE WCTEUEHUS KOTOPOrO OH HE JIOJDKEH TMPUHUMATHCS B Ka4eCTBE
JOKYMEHTA, IMOATBEPKAAIOIIET0 COOTBETCTBUE MPOMBIIIIIEHHOTO MPOU3BOJICTBA JIEKAPCTBEHHBIX
cpenctB TpeboBaHusAM Hasexarieil mpon3BoACTBEHHON MPAKTHKH.

B ceptudukare ykazpBaloTCs HAMUMEHOBAHUS BUIOB IPOU3BOJICTBA, JIEKAPCTBEHHBIX (GOpM
B COOTBETCTBHUU C €r0  pa3feliaMd, KOTOpbIe SIBJISUTUCH OOBEKTOM  WHCIEKTHPOBAHUS
1 COOTBETCTBYIOT TpeOoBaHusiM Hammexarieit mpon3BoACTBEHHOM MPAKTHKH.

33.B cayuae mnpu3HaHHS ~OAHOM M TOM K€  MPOU3BOACTBEHHOM  IJIOIIAJIKHK
COOTBETCTBYIOIICH TpeOoBanusM Hanmexarieil mpou3BOACTBEHHON MPAKTHKWA M TPEOOBAHUSIM
IIpaBun Hannexaiied IPOU3BOJACTBEHHOM INPAKTUKUA EBpa3sniiCKOro SKOHOMHUYECKOIO COHO3a
10 3aBJICHUI0  3asBUTENS  OJHOBPEMEHHOIO  MOTYT  BBIJABaTbCs  COOTBETCTBYIOIIME
CepTH(HKATHI.

34. B ciyyae BHECCHHMS] M3MCHCHHMU 3asBUTEJIEM B JIEHCTBYIOMUNA CEPTH(PHUKAT 3aIBUTEINb
B COOTBETCTBUHU C MOANYHKTOM 9.12.1 mnyHkTa 9.12 enuHOoro mnepedHss aJMUHUCTPATUBHBIX
IpoLeayp HamnpasisieT B MUHHCTEPCTBO 3/1paBOOXPAHEHUs 3asBJICHUE O BHECEHUM M3MEHEHMIl
B CEpTU(HUKAT ¥ COOTBETCTBYIOIIME  JAaHHOW  Mpolexype  JOKyMEHTh..  VM3MeHeHHs
B JICUCTBYIOIUMA CcepTU(GUKAT BHOCIATCS C COXpPAaHEHHEM €ro HoMepa, Jarhl (mepuoja)
MHCIIEKTUPOBAHUS U CPOKOB JICUCTBHUS.

[IpoBenenne MHCTIEKTUPOBAHUS HE TpeOyeTCsl MPU U3MEHEHUH:

HAaUMEHOBAHHUS  IOPUJMYECKOTO  JIMLA  MPOU3BOJAUTENS  WIM  HAMMEHOBAHMS
MIPOU3BOJCTBEHHOM IUIOLIAIKH;

OpraHU3aIMOHHO-TIPABOBOW (DOPMBI FOPHINIECKOTO JTUIIA MPOU3BOIUTEIS;

MecCTa HAaxOXXICHHUS TMPOM3BOACTBEHHON IUIOMAAKU ©0e3 CMeHbl ee (PaKTHYEeCKOro
HaXO0XJICHUS;

TEKCTa B CepTU(UKATE NMPHU BBISIBIICHUN ONeYaTOK U (1in) opdorpaduieckux onmooxk.

35. brank ceprudukara sBIsSETCS OJTaHKOM C ONPEIeICHHON CTETEeHbI0 3aluThl. Benenue
NENIONPOU3BOJICTBA U XpaHEHHE OJaHKOB CepPTU(PHUKATOB B COOTBETCTBUH C TPEOOBAHUIMHU
3aKOHOJATENbCTBA B cepe  apXUBHOTO  Jiela U ACJONpPOM3BOACTBA  OOecreyuBaeT
yHnoJHOMO4YeHHasi MUHUCTEPCTBOM 3paBOOXPAHEHUsSI OpraHu3aus (YupexaeHue).

36. CBeneHust O BBIJAHHBIX CepTH(HKATaX U cepTUPHUKATAX, B KOTOPbIE BHECEHBI
W3MEHEHUs, Pa3MemaloTcs Ha OQUIHUATBHBIX calTax MwuHHCTEpCTBa 3ApaBooxpaHeHus, YII
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«lleHTp 2KCIIepTU3 M UCHBITaHUK B 3apaBooxpaneHumn» u I'Y «['ochapmHanzop» B riiodabHON
KOMIIBIOTEPHOU ceTu MHTEepHeT.
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[Tpunoxenue 1

K ITosoxeHuto o nopsjike

Y YCTIOBHSIX MHCIIEKTHPOBAHUS
(papmaneBTHUECKON MHCIIEKIINN)
MIPOMBIIUICHHOT'O TPOU3BOICTBA
JIEKapCTBEHHBIX CPEJICTB

Ha COOTBETCTBHE TPESOOBAHUAM
Hannexameit mpor3BoICTBEHHON MPAKTUKU
(B pemaxmuu moCTaHOBIICHUS
MunncTEepCcTBa 31PaBOOXPAHEHHUS
PecrryOnuku Benapych
15.09.2022 Ne 97)

®dopma

3ASIBJIEHUE
HA NpPOBe/leHNe HHCIEKTHPOBaHus ((papManeBTHYECKO HHCIEKINHN)
NPOMBIILJICHHOT0 NPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB

(HaMMEHOBaHHE 3asiBUTEIIS)
MPOCHUT MPOBECTH MHCTIICKTUPOBAHUE MPOMBIIIJIEHHOTO MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB
Ha COOTBCTCTBUC TpeGOBaHH}IM:

O TpHU JULEH3UPOBAaHUM (DapMaleBTHUECKON NEATETbHOCTH B YacTU PabOT M YCIYT, CBSI3aHHBIX
C IPOMBILIUIEHHBIM [IPOU3BOACTBOM JIEKAPCTBEHHBIX CPEICTB U (MIM) (papMaleBTUYECKUX
CyOCTaHIIMI U X ONTOBOM peanu3aluei;

O JJI MOATBEPXKIEHUS COOTBETCTBUS ITPOMBIIIJICHHOTO NPOU3BOJACTBA JIEKAPCTBEHHBIX CPENICTB
TpeboBanusM Haanexameld NpoW3BOACTBEHHOW IMPAKTHKH B COOTBETCTBUM  C IUIAHOM
MHCIIEKTUPOBAHHS,

O NpU OCYHIECTBICHWU TOCYAAPCTBEHHOM perucTpanuu (TMOATBEPKIACHUS TOCYIapCTBEHHOM
pEerucTpanyy) JIEKapCTBEHHBIX CPEJICTB MM PErucTpauu (MOATBEPHKICHUS PErUCTpPaIiM)
JIEKAPCTBEHHBIX CPEICTB B paMKaxX EBpa3suiiCcKOro 5KOHOMUYECKOIO COI03a;

0O uHOe (yKa3ath).

HavMenoBaHue NPOU3BOIUTEINS:

MecTo HaxOXIeHHS, TeleoH, Gakc, aipec AIEKTPOHHOMN MMOYTHI:
MecTto(a) HaX0XICHHS TPOU3BOICTBCHHOM(BIX) IUTOINAIKH(OK),
renedoH, dhakc, aapec ACKTPOHHON MOYTHI:

HanmeHoBaHuME JICKapCTBEHHON (OPMBI

(KOJ1 IeKapCTBECHHOM (DOPMBI B COOTBETCTBUH C KOJIOM, YKa3aHHBIM

B CCpTU(PUKATE COOTBETCTBHSI MPOMBIIIICHHOTO MPOU3BOJICTBA
ImeKapCTBEHHBIX cpeAcTB TpeboBanusaM Hamnexamei
MMPOM3BOJICTBEHHON NMpakTuKu uinu [IpaBun Hagexamen
MTPOU3BOJICTBEHHOM MPaKTUKU EBpa3uiickoro 5KOHOMHUYECKOTO CO1033):
Buas! IPOMBIIIIEHHOTO MPOW3BOJICTBA JIEKAPCTBEHHBIX CPEICTB (IIPOU3BOICTBEHHBIX OMIEPAIIif) IS KaKIOH
nekapcTBeHHON (hOpMBI (OTMETHTH B COOTBETCTBYIOIIEM OKHE):

IIpon3BOACTBO HECTEPUIIBHBIX JIEKAPCTBEHHBIX 0 [Hanu4ue KOHTPAKTHBIX HCIBITATCIBHBIX o
cpeacTs imaboparopuid

[Tpom3BOACTBO CTEPHIIBHBIX JICKAPCTBECHHBIX [Tpon3BOACTBO JIEKAPCTBEHHBIX MTPETIapaTOB o
CpEICTB: U KITMHWYECKIX MCCIIe0BaHUH (MCTIBITAHUT)
(puaniIHAs cTepum3zaLys 0 |[KoMIbIOTEpU3UPOBAHHBIE CUCTEMBI ]

ACCITUYCCKOC IMTPOU3BOACTBO

[Tpou3BOICTBO OMOIIOTUYCCKUX O [[Ipou3BOICTBO JICKAPCTBEHHBIX CPEIICTB, o
(MIMMYHOOHOJIOTHYECKHUX ) JIEKAPCTBEHHBIX CPEJICTB [OJTy4aeMBbIX U3 JIOHOPCKOM KPOBH WIIY TNIA3MBI
[Tpou3BoaCTBO paarodapManeBTHICCKIX 0 |KoHTpomnb kadecTBa ((PU3HKO-XUMHIECKHE ]
ITeKapCTBEHHBIX CPEACTB imaboparopun)

[Tpou3BOACTBO T'a30B JJIsi METUIIMHCKOTO o [KoHTpoip kauecTBa (MUKPOOUOIOTHICCKHE o
[IPUMCHCHHUS 1 OuoJIoTHYeCKUE J1abopaTopuu)

[Tpon3BOICTBO TOMEONIATHYESCKHX JICKAPCTBEHHBIX | O [[Tpom3BoACTBO (hapMaIieBTHISCKUX CyOCTaHIMN o
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CpE/ICTB, JICKAPCTBEHHBIX CPEJICTB PACTUTEILHOTO (axTHBHBIC (hapMaleBTHYCCKUE CyOCTaHIUY,

[IPOUCXOKACHHUS [IeHCTBYIOINE BEIICCTBA)

Hanuyue KOHTpaKTHBIX MPOU3BOAUTEINEH o [Muoe ]
(YKa3aTh HEOOXOAUMOE)

[Ipennaraemplii mepuoI MPOBEICHUS HHCTIEKTUPOBAHUS:
C

(mata, mecsii, TOx)
110

(mara, mecsit, Tox)

Oco0ble orpaHryueHus: B OTHOIICHUH (hapMalleBTHUECKUX HHCIIEKTOPOB:

(Hammpumep, HepTHIILHBIN BO3PACT, ITOJI, HIMMYHHBIH CTaTyC | IpoYee)

IOpunnueckoe nuIO, YMOJTHOMOUYEHHOE Ha MOJIMKACAHUE JOTOBOPA, OCYIIECTBISIONIECE OIUIATY
3a MPOBEJICHUE UHCIIEKTUPOBAHUS:

HanmeHnoBanwue:

MecTo HaxOXIeHHS, TeleOoH, Gakc, aipec AIEKTPOHHOMN MMOYTHI:
baHKOBCKHE PEKBU3UTHI:

Damunns, COOCTBEHHOE UMsI, OTYECTBO (€CIIM TAKOBOE NMEETCH),
JIOKYMEHT, OATBEPKIAIOLINI MTOJTHOMOYKS:

(1OIKHOCTB CITy Kallero) (moxnuce) (vHULIKANB! (MHULIHAT COOCTBEHHOTO
UMEHH), paMuis)

.HI/II_[O, OTBCTCTBCHHOC 3a OpraHu3alri0 HHCICKTUPOBAHHA, YIIOJHOMOYCHHOC Ha ,Z[GI>'ICTBI/IG
OT JIna 3asaBUTCIIA:

HanmeHnoBanwue:

MecTo HaxOXIeHHS, TeleoH, Gakc, aipec AIEKTPOHHOMN MMOYTHI:
J{oKyMeHT, MOITBEP>KAAIOLINI TOJTHOMOYHS:

Damunns, COOCTBEHHOE MMsI, OTYECTBO (€CIIH TAKOBOE NMEETCs):

(1OIKHOCTB CITy Kallero) (moxnuce) (vHULIMANB! (MHULIHAT COOCTBEHHOTO
UMEHH), paMuis)

[Ipunoxxenue 2

K [lonoxkeHuro o mopsiake

Y YCJIOBHSAX MHCIIEKTUPOBAHUS
(bapmareBTHIECKON HHCTICKITHH )
MPOMBIIIUICHHOTO MPOU3BOICTBA
JICKapPCTBEHHBIX CPEJICTB

Ha COOTBETCTBHE TPEOOBAHUAM
Hannexatelt mpou3BOACTBEHHON MPAKTUKU

®dopma

INEPEYEHb

JIEKapPCTBEHHBIX CPeICTB, MPON3BOANMBIX (IJIAHUPYEMBIX K POU3BOJACTBY)

HA MPOM3BOACTBEHHOI IJIONIAIKe NPOU3BOAUTEIS, B OTHOIIEHUH KOTOPOIr0 MPOBOANTCS
HHCIEeKTHPOBaHUe

Toprosoe MexyHapoaHoe JlekapcTBeHHas Perucrpaunonnoe
HaNMEHOBAaHHE HeIlaTeHTOBaHHOEe  |(dopMa, JO3UPOBKa YAOCTOBEpEHHE, AaTa [Tpumeganne
JICKAPCTBEHHOTO HAaVMCHOBAHHE FITH (pm HATTHY M) BBIJIAYH, CPOK
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npenapara/ TpyNIHPOBOYHOE elicTBHS/peecTpoBas 3aIch,
HaMMEHOBaHUE (xXuMu4eckoe) JlaTa BKIIIOUCHHS B PEECTP
(apmaneBTHYECKOH HalMEHOBaHHE JuIst papMaleBTHYEeCKON
cyOcraHuu JIEKapCTBEHHOTO cyOcTaHnnu
npenapara/ (Ipy HaIMYMN)
(dapmMareBTHIECKON
cyOcTaHIuu

[Ipunoxenue 3

K ITosoxeHuto o nopsjike

Y YCTIOBHSIX MHCIIEKTHPOBAHUS
(papmaneBTHUECKON MHCIIEKIINN)
MIPOMBILUICHHOT'O IPOU3BOICTBA
JIEKapCTBEHHBIX CPEJICTB

Ha COOTBETCTBHE TPESOOBAHUAM
Hannexameit mpor3BoICTBEHHON PAKTUKU
(B pemaxmyu moCTaHOBIICHUS
MunncTEepCTBa 3IPaBOOXPAHEHHUS
PecrryOnuku Benapych
15.09.2022 Ne 97)

®dopma

MunucrepcTBo 31paBooxpaneHus Pecnyonuku benapyce
®apMaleBTUUECKU HHCIIEKTOPAT

PACHHOPA KEHHUE Ne
0 HA3HAYEHHMHU MHCIIEKTUPOBaHu (papManeBTHYECKON HHCIIEKIINH)

IInanosoe O

Buemnanosoe O

JlrcTaHmOHHOE O

[ToBTOpHOE (KOHTPOJIBHOE) O

I{enp MHCTIEKTUPOBAHUS:

O IpH JTUIEH3UPOBAHNH (PapMareBTUIECKOH AeSITEHHOCTH B YaCTH PadOT M YCIYT, CBA3AHHBIX C MPOMBIIIJICHHBIM
[TPOU3BOJICTBOM JICKAPCTBEHHBIX CPEICTB U (MiH) (hapMaleBTHICCKUX CYOCTaHIIMN M UX ONTOBOW pean3alucii;
O JJIs TIOATBEPKACHUS COOTBETCTBHSI MPOMBIIIIICHHOTO MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB TPEOOBAHUIM
Hannesxariei mpou3BOACTBEHHOW PAKTUKU B COOTBETCTBUH C TUIAHOM MHCIICKTUPOBAHHS,

O IpHU OCYIIECTBICHUU TOCYAaPCTBEHHON PErHCTPaluy (TIOTBEPIKICHHS TOCYJAPCTBCHHOMN PErUCTPAIIHN)
IeKapCTBECHHBIX CPEACTB MIIM PErUCTpaliy (TIOATBEPIKICHUS PETHCTPAIIUH) JICKAPCTBEHHBIX CPEJICTB B PaMKax
EBpa3uiickoro 3k0OHOMHU4ECKOI0 COH03a;

0O nHoe (YyKa3aTh)

HanMeHoBaHNE IPOU3BOIUTEIIS:

MecTo(a) HaX0XKISHHS MPOU3BOJICTBEHHOM(BIX) TUTOIAIKH(OK):

KonudecTBo JHEH WHCICKTUPOBAHYSL:

HanmeHoBaHuME JICKapCTBEHHON (OPMBI (KO JIEKAPCTBEHHOM ()OPMBI B COOTBETCTBHU C KOJIOM, YKa3aHHBIM

B CCpTU(PHKATE COOTBETCTBHSI MPOMBIIIICHHOTO MPOU3BOICTBA JICKAPCTBEHHBIX CPEACTB TpeOoBaHusM Hamnexarnien
MPOM3BOICTBEHHON NMpaKkTUKU Uiy [TpaBun Haaexamen mpou3BOJCTBEHHON MTpakTUKK EBpasuiickoro
PKOHOMHYECKOTO COI03a):

Hanmmane 1oKyMeHTOB, YKa3aHHBIX B IyHKTax 5 u (1nu) 8 [1oyokeHus o MopsAKe U YCIOBUSAX HHCIIEKTHPOBAHUS
((papmarnieBTHIECKOI WHCTIIEKIINN) TPOMBIIUICHHOTO IPON3BOICTBA JIEKAPCTBEHHBIX CPEJCTB HA COOTBETCTBHE
TpeboBanusaM Hamrexarielt mpon3BOJCTBEHHON MPAKTHKH, YTBEPIKISHHOTO MOCTAHOBICHHEM MUHUCTEPCTBA
3npaBooxpanenus: Pecny6imku benapych ot 18 Host6pst 2020 r. Ne 102:

Buas! IpOMBIIIIEHHOTO POW3BOJICTBA JIEKAPCTBEHHBIX CPEICTB (IIPOU3BOICTBEHHBIX OMEPAIIif) IS KaKIOH
nekapcTBeHHON (hOpMBI (OTMETHTH B COOTBETCTBYIOIIEM OKHE)

IIpon3BOACTBO HECTEPUIIBHBIX JIEKAPCTBEHHBIX 0 |Hanuuue KOHTPAKTHBIX UCIBITATENbHBIX ]
cpencTB imaboparopuid

IIpon3BOACTBO CTEPHIIBHBIX JEKAPCTBEHHBIX [Ipon3BOACTBO I€KAPCTBEHHBIX NPENAPATOB o
CpEICTB: IUTsT KIIMHUYECKHUX MCCIIC0BaHUH (MCIIBITAHUI)
(puHuuIHAs cTepuM3anUs 0  |[KoMIBIOTEpU3UPOBAHHBIE CUCTEMBI ]
ACENTUYECKOE MPOU3BOACTBO




18

[Tpou3BOACTBO GHOJIOTHYECKUX
(MMMYHOOHMOJIOTHYECKUX ) JIEKAPCTBEHHBIX
cpencts

[Tpon3BOACTBO JIEKAPCTBEHHBIX CPENCTB, o
MOJTy9aeMbIX U3 TOHOPCKOW KPOBH WIIH TIIA3MBI

MMPUMCHCHUA

[TpousBoACTBO panrodhapMaleBTHIECKUX Kontposbs kayecTBa ((U3HMKO-XMMUUECKHE o
IIeKapCTBEHHBIX CPEACTB irabopaTopun)
[Tpon3BOACTBO Ta30B IS METUIIMHCKOTO KoHTpoh KauecTBa (MHUKPOOHOTIOTHIECKIE o

1 Onosormueckue JabopaTopun)

[Ipou3BOICTBO TOMEONATHUECKHX JIEKAPCTBEHHBIX
CPEICTB, JIGKAPCTBEHHBIX CPEJICTB PACTUTEIHLHOTO
MIPOUCXOXKACHUS

[Ipou3BoacTBO (hapMalCBTHYSCKUX CYOCTaHIIHIA o
(axTUBHBIC (DapMaIleBTHUECKHE CyOCTaHITUH,
IEeHCTBYIOIINE BENIECTBA)

Hanuuue KOHTPAKTHBIX HpOHSBO,HHTeHeﬁ

MHoe (yka3aTh HEOOXOMMOE) ]

CocTaB HHCIEKIIMOHHOM TPk

Benymuii nHCIIEKTOP:

UsieHbl MHCTIEKIIMOHHOM IPYIIIbL:

JlaTa Ha3HAYEHMS] MHCTIEKIIMOHHOW TPYTIIbI:

IMoxmucs pykoBoguTens (papMUHCHIEKTOpATA!

(MOJKHOCTB CITY’KaIlero)

(moamuce) (MHAIMATBI (MHUATYAT COOCTBEHHOTO
uMeHH), haMums)

[Ipunoxenue 4

K [lonoxkeHuro o mopsiake

Y YCJIOBHSAX MHCIIEKTUPOBAHUS
(bapmareBTHIECKON HHCTICKITHH )
MPOMBIIIUICHHOTO MPOU3BOICTBA
JIEKapCTBEHHBIX CPEICTB

Ha COOTBETCTBHE TPEOOBAHUSIM
Hannexamelt mpou3BOACTBEHHON MPAKTUKU

®dopma

MuHuctepcTBO 3apaBooxpaneHus Pecryonmku benapych
®apMaleBTUUECKU HHCIIEKTOPAT

ITPOI'PAMMA
HHCIEKTHPOBAHUSA NPOU3BOICTBEHHOM IIOIIAAKH

(HamMeHOBaHUE 3asIBUTEIIS )

(HauMeHOBaHUE MIPOU3BOICTBEHHOM IIOIAIKH, BUIBI IPOMBIIUIEHHOTO TIPOU3BOCTBA JIEKAPCTBEHHBIX CPEJCTB
(IPOM3BOACTBEHHBIX OIEpPALMii), JIeKapCTBEHHBIE (hOPMBI)

Ha cootBeTcTBHE:

1. OcHOBaHME 7151 TPOBEACHUS MHCIIEKTUPOBAHUS POU3BOICTBEHHON (BIX ) TUIOIAAKU(OK):

2. llenu WHCTIEKTUPOBAHUS TIPOU3BOACTBEHHOM(BIX ) TIOMIAIKH(OK):

3. OGnacTh MHCIIEKTHPOBAHUS MPOU3BOICTBEHHON(BIX ) TUTOMIAIKU(OK):

4. JlaTa 1 MECTO HaXOXKJICHHUS MHCTIEKTUPOBAHUS IMPOU3BOICTBEHHON (BIX ) TUIOMIAAKH(OK):

5. CocTaB MHCIIEKIIMOHHOW TPYIIIIBI:

6. O0BEKTHl MHCTICKTUPOBAHUS MPOU3BOACTBEHHOM(BIX) TuTOMaaku(oK) (pa3aensl Hammexamiei

IIPOU3BOJICTBEHHON ITPAKTHKN):
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Yacts 1. OcHOBHEIC TpeOOBaHUSA

1. apManeBTHYECKAsl CUCTeMA KayecTBa:

[PYKOBOJICTBO IO Ka4eCTBY

OTBETCTBCHHOCTh M 00S3aHHOCTH PYKOBOJICTBA

AHAJIM3 CO CTOPOHBI PYKOBOJICTBA

CHuCTEMa pa60T1>1 C IMOCTAaBIMUKaAMH1 U MOAPATINKAMU

CUCTEMA YIIPABJICHUA N3MCHCHUAIMUN

[paboTa ¢ HeCOOTBETCTBUSIMH

CUCTCMaA KOPPCKTUPYIOMINUX U TPEAYTPCIKAAIOMIUX ,HeﬁCTBI/Iﬁ

CUCTCMa BBIITYCKa CCPUM JICKAPCTBCHHOI'O IpCriapaTa B 06paHICHI/I€

0630pI>I Ka4yC€CTBa JICKAPCTBCHHLIX MPCHapaToB

CUCTCMaA YHIPABJICHUA PUCKAMU JJIs Ka4CCTBa

OO0 |0 |(0O|o|0o|(o|o|o(o

2. Ilepconan:

OpraHn3alMoOHHas CTPYKTypa

KJIIOYCBOI TIEpCOHAJ

cucrema 00ydeHHs

rMTrMcHa nNepcoHalia

[KOHCYJIbTAHTBI

O(o|o|(o|o

3. [TomemeHust 1 000pyI0BaHue:

MPOEKT W KBaJTM(PUKALNS TTOMEIIECHIH, 000PYIOBaHIS U HH)KEHEPHBIX CUCTEM

MOHUTOPUHTI', OUMCTKA 1 06CJ'Iy)KI/IBaHI/I€

CKJIAICKHNE, NPONU3BOJACTBCHHBIC U BCIIOMOTaTCIIbHLIC 30HbI

3OHbI KOHTPOJIA KaueCTBa

O(o|o|o

4. lokymMeHTalUs:

YOPaBJICHUC I[OKyMeHTaHPIeﬁ " 3alIMCAMH

[m}

XpaHCHUEC TOKYMCHTOB

[m}

MIpoLelyphl U 3alHCU

O

5. IlpousBoacTBO:

MIPEJOTBPALICHAE TEPEKPECTHONH KOHTAMHHAIIH

BaJIUaanys IMPOUECCOB U MPOUEAYP OUYHUCTKH

MCXOJHBIC U YITAKOBOYHBIC MAaTCPHAJIbI

(TEXHOJIOTMYECKH MPOLECC U KOHTPOJIb B MPOLIECCE IPOU3BOJICTBA

YIIaKOBKa

MPOU3BOACTBCHHAA JOKYMCHTAIIU U 3alTUCU

roToBas NpOAYKIUA: XpaHCHNUC U pealn3alus

oOpalieHne ¢ HeCOOTBETCTBYOLIECH MPOAYKIUEH

[ s o i I

6. Koutpoab kavecTBa:

CCTEMA KOHTPOJIA Ka4CCTBa

WOKYMCHTAllMA 10 KOHTPOJIIO Ka4yeCTBa

oTOOp Mpod

rnocyza, pCakTuBbl, CTAHAAPTHLIC 06pa3u1,1

MMPOBCACHUC HCIBbITAaHUH

rmpoueaypa paccjaca0oBaHug PE3yJIbTaTOB, UMCIOIIUX HECOOTBETCTBUA OT CHGIII/I(i)I/IKaIII/Iﬁ
1 BBIXOJAIIHUX 34 YCTAHOBJICHHBIC ITPEACJIbL

OO0 |o|(0O|o|O

KOHTPOJIbHBIC U apXUBHBIC 06pa3u},1

porpamMma TCKyHero UCIbITaHU CTa0UIBLHOCTH

BaJInganusa 1 Tpchq)ep MCTOOUK HCIBbITAaHUN

7. JleATeJbHOCTD, NlepeJaBaeMasi V1l BBINOJIHEHHMs APYroMy JMuy (ayTCOPCHHI):

8. HpeTeﬂann, I[e(l)eKTLI KavyeCTBa U O0T3bIBbI JICKAPCTBCHHLIX NMpEMmapaToB:

9. CaMOMHCIIEKIIUA:

Yactb II. OcHOBHBIE TPeGOBAHMS K AKTUBHBIM (hapManeBTHYECKUM CyOCTaAHIUSM,
HCNOJIb3yeMbIM B KayecTBe HCXOAHBIX MaTepPHAJIOB:

O|0|0O|(0O|o|(0o|o

Yactse 1II. JlokyMeHThI, cBsi3aHHbIe ¢ Haqule:kalueil Npou3BOACTBEHHOM NIPAKTHKOI:

[m}

IMpuao:xxenne Ne 1 TpeGoBaHNS K TPONU3BOJICTBY CTCPIIIBHBIX JICKAPCTBEHHBIX CPEACTB

[m}

Ipuao:xxenne Ne 2 TpeGoBaHUS K IPOU3BOICTBY OMOIOTHIECKUX (B TOM YHCIIE

MMMYHOOHOJIOTHYECKIX ) aKTUBHBIX (PapManeBTHUECKUX CyOCTaHIMH 1 JIEKapCTBEHHBIX MPENapaToB

1A MCOMOUHCKOI'O IMIPUMEHCHUA

Ipuao:xxenne Ne 3 TpeGoBaHMS K TPON3BOACTBY paarohapMaIeBTHISCKUX JIEKapCTBEHHBIX

cpencts

Ipuao:xenne Ne 4 TpeOoBaHUS K MPON3BOJICTBY BETEPHHAPHBIX JICKAPCTBEHHBIX IPENapaToB

(KpoMe MMMYHOOHOJIOTHYECKUX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIPENapaToB)

Ipuioxenne Ne 5 TpebGoBaHust K IPOU3BOJICTBY UMMYHOOHOJIOTHYECKUX BETEPUHAPHBIX
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leKapCTBECHHBIX MPENapaToB

Ipunoxenne Ne 6 TpebGoBaHus K NPOU3BOJCTBY MEANIIMHCKUX Ta30B ]
IMpuao:xxenne Ne 7 TpeGoBaHUS K IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB U3 PACTUTEIHHOTO CHIPhS ]
Ipuao:xenne Ne 8 TpeboBauust k 0T00pY MPOO UCXOTHBIX U YITAKOBOYHBIX MaTEPHAJIOB m]
Ipuao:xenne Ne 9 TpeGoBaHMS K MPONU3BOJICTBY KHUIKHAX U MATKHX JICKAPCTBEHHBIX (GOPM m]
IMpuno:xenue Ne 10 TpeGoBaHUS K MPOU3BOJICTBY TO3UPOBAHHBIX adPO30JIbHBIX JIEKAPCTBEHHBIX ]
CPEJICTB IOJT TaBJICHHUEM JUISI HHTAJLIIAN

IMpuno:xenue Ne 11 TpeGoBaHUS K KOMITBIOTEPU3UPOBAHHBIM CHCTEMaM m]
Ipuao:xxenne Ne 12 TpeOoBaHMS K HCIIONB30BAHUIO HOHU3UPYIOIIETO U3TYICHHUS B IPOU3BOICTBE ]
ITeKapCTBEHHBIX CPEACTB

IMpuno:xenue Ne 13 TpeOGoBaHUS K JEKaPCTBEHHBIM CPEICTBAM JIJISl KIIMHHYECKUX MCCIIETOBaHNI m]
Ipuao:xenne Ne 14 TpeOoBaHUS K TPOU3BOICTBY JICKAPCTBEHHBIX MPENapaTOB, IIOIyIaeMbIX ]
13 JOHOPCKOW KPOBH HJIH IIa3MBI

IMpuno:xenue Ne 15 TpeOGoBaHus K KBATH(DHUKAIIIN W BATUIAINH m]
IMpuao:xxenne Ne 16 TpeOoBaHMS K MOATBEPKIACHUIO YITOJTHOMOYEHHBIM JIMIIOM COOTBETCTBHUS ]
CepHH MPOAYKIIMH C [IENBI0 e BBIMyCcKa

Ipuao:xxkenne Ne 17 TpeOoBaHuMS K BBITYCKY 10 TApaMeTpaM m]
IMpuno:xenue Ne 19 TpeGoBaHUS K KOHTPOJIHHBIM U apXUBHBIM 00pasiaM m]

7. I'padpuk mpoBeicHUST MHCTIEKTUPOBAHUSI IIPOU3BOICTBEHHON (BIX ) TUIOMIAIKU(OK):

Jara, . damunnst, COOCTBEHHOE UM,
Oran npoBeACHUS MHCIICKTUPOBAHUS TIPOU3BOICTBECHHOW(BIX )
BpeMS OTYECTBO (ECJIM TAKOBOE UMEETCH)
IO IKU(OK)

Hayvaja MHCIIEKTOPa(0B)
. BerynutenpHOe coBerianue

. O3HAKOMJICHHE C CHCTEMOIl KauecTBa

. OCMOTp CKJIaJICKUX ¥ MPOU3BOACTBEHHBIX 30H

. OCMOTp MHXKEHEPHBIX CUCTEM U BCIIOMOTATEILHBIX 30H

. OCMOTp 30H KOHTPOJIST Ka4eCTBA

. [IpoBepka JOKyMEHTAIMH CUCTEMBI Ka4eCTBa

. [IpoBepka nokymMeHTarmu o 00y4eHHIO U TUTHEHE MTEPCOHANA)
. IIpoBepka npon3BOICTBEHHON IOKYMEHTALIUH

. [IpoBepka JOKyMeHTAIMK IO KOHTPOJIIO Ka4ecTBa

10. CoBenianne WHCIIEKITMOHHON TPYIIITHI

11. 3axnmounTenbHOE COBELIaHHE

O[] |[—

Benymmit uacnekrop

(TOIKHOCTP CITYIKAIIIero) (moamuce) (mHUIMATE (MHUITIAT COOCTBEHHOTO
WMEHH), PaMIITIs)

Hara mognucanus

IIpunoxenue 5

K [TonoxeHuro o nopsjake

U YCIIOBUSAX MHCIICKTUPOBAHUS
(bapmareBTHIECKON HHCTICKITHH )
MIPOMBIIIUIEHHOTO TTPOU3BOCTBA
JIEKApCTBEHHBIX CPEACTB

HAa COOTBETCTBUE TPEOOBAHUSIM
Hannexaiieit mpon3BoACTBEHHON MTPAKTUKU

®dopma

MunucrepceTBo 31paBooxpaneHus Pecnyonuku benapyce
®apMaleBTUUECKUI HHCIIEKTOPAT

OTYET
00 nHCneKTUPOBaHNH (papManeBTHYECKON MHCIIEKIUN) MPOMBIIIJIEHHOT0 MPOU3BOACTBA
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JIEKapPCTBEHHBIX CPEJCTB HA COOTBeTCTBUE TPpeboBaHusaM Hanuiexameil npou3BoACTBEHHOM
NPaKTHKHU

(HanMeHOBaHHE CTPYKTYPHOTO MMOApa3ieieHus (papMHHCIICKTOPaTa, OCYIIECTBISIONIETO HHCIICKTHPOBAHNE,

MCCTO HAXOXICHMU, Teﬂe(i)OH, aJpec 3HeKTp0HH017[ HO‘ITLI)

IIpoBeneHO HHCIIEKTUPOBAHUE TIPOMBILIEHHOIO IPOU3BO/ICTBA JICKAPCTBEHHBIX CPEICTB

(HamMeHOBaHWE TIPOU3BOIUTENS, HAUMEHOBAHUE TIPOU3BOICTBEHHOM(BIX) TUIOMIAAKH(OK),

MecT(a) HaXOXACHUs, TeJIe(hOH, aapec AIMEKTPOHHON TIOUYTHI)

OcHoBaHue:

(,uaTa 1 HOMEp IprKasa MI/IHI/ICTepCTBa 3ApaBOOXpPAaHCHUA O HA3HAYCHUU I/IHCHCKTI/IpOBaHI/Iﬂ)

Yacte |

1. Pe3rome:

HaumenoBanue, MecTo(a) HAXOXKICHUS
[IPOU3BOJICTBEHHOM(BIX) MIIOMIAIKH(OK)

.HI/IIICH?)I/IH Ha MPOU3BOACTBO JICKAPCTBCHHLIX CPCACTB

Pestome ACATCIbHOCTU MMPOU3BOAUTEIIA

[Ipou3BoacTBO (hapMalCBTHYSCKUX CYOCTaAHIIHIA

HpOI/ISBOLlCTBO JICKapCTBCHHBIX ITpEapaToB

IIpon3BOACTBO MPOMEKYTOUHBIX UIH
HepachacoBaHHBIX («0alK») JIEKapCTBEHHBIX CPE/ICTB

O

[MepBruHast 1 BTOPUYHAS yIIaKOBKa

IBBO3 (MMITOpT)

[Ipon3BOACTBO MO KOHTPAKTY

[IpoBeneHre UCTIBITAHUN Ka4eCTBA JICKAPCTBEHHBIX
CpEICTB

oo (oo

BeImy cKaronIiii KOHTPOJh (CePTHUPHUKAIUSI CEPUH)

O

NHoe

JlaTa(pl) npoBeeHNS] HHCIIEKTUPOBAHHUS

MHCIEKTOPBI/TEXHIYECKHIE IKCIIEPTHI (JJOKHOCTh
CITy>Kaliero, (paMuirsi, COOCTBEHHOE UMsI, OTYECTBO
(ecnu TAaKOBOE MIMEETCsI)

Howmep nHCIEeKTHpOBaHUs (MM HOMEP PaclopsKEHNUs])

2. BBognast nngopmanms:

KpaTkoe onvcanue npou3BOAUTENS
1 IPOU3BOACTBEHHOM(BIX) MJIOMAAKHU(OK)

JlaTa(pl) npeAbI Ay IEr0 HHCTIEKTUPOBAHUS
[IPOU3BOJICTBEHHOM(BIX) MIIOMAKH(OK)

UsieHBI HHCTICKITMOHHOM TPYIIIIBI, POBOIUBIIIHC
MpeIBbIAYIICe HHCTICKTUPOBAHKE
MTPOU3BOJICTBEHHOM(BIX) TUTOIIAIKH(OK)

OCHOBHBIE U3MEHEHU S, TPOU3OIIEAIINE CO BPEMEHU
[pEeAbIIYIEro HHCIIEKTHPOBAHHSI
MTPOU3BOJICTBEHHOM(BIX) TUTOIIAIKH(OK)

[{en» HHCTIEKTUPOBAHUS TIPOU3BOICTBEHHOM(BIX )
MIonaaKu(oK)

MHCcnieKTUpYyeMBbIe TIOMEIICHUS (30HBI)

OTBETCTBEHHBIC [IPEICTABUTEIH POU3BOIUTES, B TOM
YHCIIE YIOJIHOMOYCHHOE JIMIIO TPOU3BOAUTEIIS,
y4aCTBYIOIIHME B IPOBEICHUN WHCTIEKTHPOBAHHUS
MTPOU3BOJICTBEHHOM(BIX) TUTOIAIKH(OK)

JIOKyMEHTEHI, IpeIcTaBICHHBIC TIPOU3BOIUTEIEM
10 MPOBEACHUS MHCIIEKTUPOBAHUS
[IPOU3BOJICTBEHHOM(BIX) MIIOMAIKH(OK)

3. Hadironenus ¥ pe3yJbTaTbl HHCIIEKTHPOBAHMSA NPON3BOACTBEHHOM(BIX) IVIOIIAAKH(0K):
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anaBneHI/Ie Ka4y€CTBOM

Ilepconan

[Tomenienus 1 000pyaOBaHUE

J{okymeHTamus

ITpousBocTBO

Kontposp kauecTBa

JlesiTennbHOCT, MepeiaBaeMast Uisl BHIIOJTHEHUS
Ipyromy Jmiry (ayTCOPCHHT)

[Iperensun, neeKTh KauecTBa U OT3BIBBI MPOAYKINH

CaMOMHCIIEKIIHS

Peanmzarus u TpaHCTIOPTHPOBAHKE POy KITIH

O1eHKa TOChEe MPOU3BOACTBEHHOM(BIX) TUIONaKK(OK)

Pasnoe

4. Hepeqem, HeCOOTBeTCTBHﬁ, BBISABJICHHBIX B MPOIECCE HHCIICKTUPOBAHUA:

Kputuueckue

CyliecTBeHHbIE

ITpoune

5. 3ak/a0uuTeIbHOE COBENIaHNE M OIIEHKA 0TBETAa NPOU3BOANTEJIS:

KommeHnTapuu npencTaBuTesneit mpou3BOIUTENS,
CIeTaHHBIC B X0/I¢ 3aKIIOUNTEIIFHOTO COBEIIAHMUS

OHeHKa OTBETA IPOU3BOJIUTEIIA 110 BBIABIICHHBIM
HCCOOTBCTCTBHUAM

JTokyMeHTHI U (ur) 00pasibl, 0TOOpPaHHBIC B XOJIE
MHCTICKTUPOBAHUSI TPOU3BOICTBCHHOM(BIX)
ruIonIaIKu( oK)

6. Pe3y.]II>TaTbI HHCIICKTUPOBAHUSA HpOI/I3B0I[CTBeHHOI7[ NJIOIIATKHA H PCKOMCHIALIUM:

Pe3ynbpTaThl HHCIIEKTHPOBAHHUS IIPOU3BOJICTBEHHON(BIX) IIIOIAKH(OK)

PexoMeHnmanumn

OTt4eT 00 MHCIIEKTHPOBAHUH MTPOU3BOICTBEHHOM (BIX ) TUTONIAAKH(OK) COCTABJICH U MOITUCAH:

Benymmit uncnexkrop

(TOIKHOCTP CITYIKAIIIero) (moamuce)

UseHbl THCIEKIIMOHHOM TPYTIIbL:

(vHUIAATBT (MHUTAT
CcOOCTBEHHOTO NMEHH), (PaMHUIINS)

(TOJKHOCTB CITY’KaIlIero) (moamuce) (MHUIMATBI (MHUATAT
COOCTBEHHOI'0 MMEHH), (haMHIIHs)

(TOIKHOCTP CITYIKAIIIero) (moamuce) (vHUIAATBT (MHUTAT
COOCTBEHHOI'0 MMEHH), (haMHIIHs)

(TOIKHOCTP CITYIKAIIIero) (moamuce) (vHUIAATBT (MHUTAT

Hara mognucanus

COOCTBEHHOTO NMEHH), (PaMUIIHS)

MuHucTepcTBO 3apaBooxpaneHus Pecryommku benapych
®apMaleBTUUECKU HHCIIEKTOPAT

OTYET

00 uHcnekTUpOoBaHNHU (papMalneBTHYECKO HHCIIEKIINHN) MPOMBIIIJIEHHOT0 NPOU3BOACTBA
JIEKapPCTBEHHBIX CPEJICTB HA COOTBeTCTBUE TPpeboBaHuaM Hanuiexameii npou3BoaCTBEHHOM

NPaKTHKHU
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(HaI/IMGHOBaHI/Ie CTPYKTYPHOT'O IMoApa3ACJICHUA Q)apMMcheKTopaTa, OCYIIECTBJIAIOIICTO NMHCIICKTUPOBAHUE,

MECTO HaXOXAeHHS, Tee(oH, aapec dIEKTPOHHOM MOYTHI)

[IpoBeneHO MHCHEKTUPOBAHUE MPOMBIIIJICHHOIO IPOM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB

(HaI/IMeHOBaHI/Ie MMPOU3BOAUTCIIA,

MECTO HaXOXACeHHS, Tee(oH, apec dIEKTPOHHOM MOYTHI)
OcHoBaHue:

(mata m HOMEp MpuKa3a MUHUCTEPCTBA 3PaBOOXPAHEHHSI O HA3HAYCHUN WHCTICKTUPOBAHWS)
Jara(s) mpoBeIcHUST HHCTIEKTUPOBAHUS TIPONU3BOACTBEHHOM (BIX) MIOMIAAKHU(OK)

Howmep WHCIIEKTUPOBAHUS MTPOU3BOICTBEHHOM (BIX) TJIOIIATKH(OK) (HOMED
pacropsiKEHMs])
Yacts 11
7. BLIBOABI:
Ceenenus 00 yCTpaHCHHH
Ksamuduxkarms a yerp
HECOOTBETCTBUA
- HECOOTBETCTBUA OHCHKa YCTpaHCHUA
HepequL HECOOTBETCTBHUU (KpaTKOG COJZCPIKaHUEe
(KpI/ITI/I‘-IeCKOC, o HECOOTBETCTBUSA
MEPOIIPUATHS, TIOATBEPKAAIOIINU
CYILIECTBEHHOE, [TPOYEE)
JIOKYMEHT)
1 2 3 4
UieHbl MTHCIIEKIMOHHOW TPYIIbL:
(TOIKHOCTB CITYIKAIIero) (moamuce) (vHUIAATBT (MHUTAT

CcOOCTBEHHOTO NMEHH), (PaMUIIHS)

(TOIKHOCTB CITYIKAIIero) (moamuce) (vHUIAATBT (MHUTAT
CcOOCTBEHHOTO NMEHH), (PaMUIIHS)

(TOJKHOCTB CITY’KaIero) (moamuce) (MHUIMATBI (MHULTAT
COOCTBEHHOI'0 MMEHH), (haMHIIHs)

8. 3akarouenue:

HpOMBIH_UIGHHOG MMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB

(HanMeHoBaHUe

MPOU3BOJCTBEHHON(BIX) IIOMAIKU(OK))
TpeboBanusmM Hamiexaieil mpon3BoACTBEHHON MPAKTUKU.

(COOTBETCTBYET/HE COOTBETCTBYET)

Benymmit uncnexkrop

(MOJKHOCTB CITY’KaIlero) (moamuce) (MHUIMATBI (MHUATAT
COOCTBEHHOI'0 MMEHH), (haMHIIHs)

Jara mognucanus

[Ipunoxxenue 6

K [lonoxkeHuto o mopsiake

Y YCJIOBHSAX MHCIIEKTUPOBAHUS
(bapmareBTHIECKON HHCIICKITHH )
MPOMBIIIUICHHOTO MPOU3BOICTBA
JICKapPCTBEHHBIX CPEJICTB
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Ha COOTBETCTBHE TPEOOBAHUIM
Hannexaiieil mpon3BOACTBEHHON MTPAKTUKU

MunucTepcTBO 3apaBooxpaneHus Pecryonmku benapych
®apMaleBTUUECKU HHCIIEKTOPAT

3AK/IFOYEHUE
N0 pe3yJibTATaM HHCNEKTHPOBaHMS ((papMaleBTHYECKOH HHCIEKIMHI) NPOMbILILIEHHOT 0
NMPOU3BOACTBA JEKAPCTBEHHbIX CPEICTB HA COOTBeTCTBHE TpeboBaHussM Hannexamei
NMPOM3BOJACTBEHHOI NMPAKTHKH, 3aIBJEHHOTI0 /1JIl TMLEH3MPOBAHUS

(HanMeHOBaHHE CTPYKTYPHOTO MMOApa3ieieHus (papMIHCIICKTOPaTa, OCYIIECTBISIONIETO HHCIICKTHPOBAHNE,

MECTO HaxOXJCHUS, TeJae(OoH, apec IIEKTPOHHOM MOYTHI)
[lenn MHCTIEKTUPOBAHUS:

[IpoBeaeHO HHCTIEKTUPOBAHUE TIPOM3BOACTBEHHOM(BIX ) TIIOMIAIKH(OK):

(comckarenb nuieH3un (JIMIIEH3HUAT), HANMEHOBaHNE HHCIIEKTHPYEMOM TIPON3BOACTBEHHOM(BIX) TIIOMIAKK(0K),

MecTo(a) HaXoKIeHHsI, Tene(OoH, apec AIEKTPOHHOM NOYTHI)
OcHoBaHue:

(mara u HOMeEp MpuKkaza MUHUCTEPCTBA 3[PABOOXPAHEHHS O HAa3HAYCHUH WHCTICKTHPOBAHMUS)
Jlata mpoBeieHUsI MHCTICKTUPOBAHUS TIPOU3BOICTBEHHOMN (BIX) MIIOMIAAKU(OK):

Howmep nncniektupoBanus (HOMEp pacOpsIKEHUS):

CocTaB MHCIIEKIIMOHHOM IPyIIIbL:

OO6nacTp U pe3ynbTaThl HHCIEKTUPOBAHUS IPOU3BOICTBEHHOM(BIX) MIOMIAIKU(OK):

O06acTh HHCTIEKTHPOBAHUS Pe3ynbTaThl HHCIEKTHPOBAHHUS

M3y4yeHre TOKYMEHTOB (KOTIHA, IPEI0CTaBICHHBIX
B JTUIICH3UPYIONINI OpraH)

'Yrpasiienue kadecTBoM ((papmareBTHIecKas CucTeMa
KadecTBa)

ITepconan

[Tomenienus 1 000pyaOBaHUE

J{okymeHTamus

UsieHbl THCIEKIIMOHHOM TPYMIIbL:

(TOJKHOCTB CITY’KaIlIero) (moamuce) (MHUIMATBI (MHUATAT
COOCTBEHHOI'0 MMEHH), (haMHIIHs)

(TOIKHOCTP CITYIKAIIIero) (moamuce) (vHUIAATBT (MHUTAT
CcOOCTBEHHOTO NMEHH), (PaMHUIINS)

(MOJKHOCTB CITY’KaIlero) (moamuce) (MHUIMATBI (MHUTTAT
COOCTBEHHOTO NMEHH), (PaMUIIHS)

3akiroueHue:
HpOMBIH.UIGHHO@ HpOI/IBBO,Z[CTBO .HGKapCTBeHHBIX Cpe,Z[CTB, 3asBJICHHOC IJIA JII/II_IGH3I/IpOBaHI/I$I

(comckarenb nuieH3un (JINIIEH3UAT), HANMEHOBAaHNE HHCIIEKTUPYEMOH TIPON3BOICTBEHHOM(BIX )

TI0MIaAKU(0K))
TpeboBanusM Haexamel mpon3BOACTBEHHON TPAKTHUKH.

(COOTBETCTBYET/HE COOTBETCTBYET)
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Benymmit uacnekrop

(TOIKHOCTP CITYIKAIIIero) (moamuce) (MHUIAATBT (MHUTAT
CcOOCTBEHHOTO NMEHH), (PaMHIINS)

Jara mognucanus

IIpunoxenue 7

K [TonoxeHuro o nmopsjake

1 YCJIOBHAX MHCIIEKTUPOBAHUS
(papmaneBTHUECKON HHCIIEKIINN)
MIPOMBIIIUIEHHOTO MTPOU3BOCTBA
JIEKapCTBEHHBIX CPEICTB

Ha COOTBETCTBUE TPEOOBAHHUAM
Hannexaiieit mpon3BoACTBEHHON MPAKTUKU

®opma

MunucrepceTBo 31paBooxpaneHus Pecnyonuku benapyce
®apMaleBTUUECKU HHCIIEKTOPAT

YBenomienue
0 pe3yJibTaTax NMpPoBeeHHOr0 HHCNeKTUPOBaHus (papManeBTHYECKON MHCIIEKIIUM)
NMPOMBIILIIEHHOT0 MPOU3BO/CTBA JIEKAPCTBEHHBIX CPEICTB HA COOTBETCTBHE TPEOOBAHUAM
Hangexkanel npou3BoACTBEHHOM MPAKTUKHU

Ne 000XX-20XX/BY
oT

BbigaHo 1mo uToram mpoBeNEHHUS WHCIEKTUPOBaHUS B cOOTBETCTBUM ¢ [lonoxkeHuem o nopsaxe
1 YCIIOBUAX HHCIIEKTUPOBaHUSA (papmaneBTHUECKOI MHCIEKLIN) IIPOMBIIUIEHHOT'O
MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB Ha COOTBETCTBUE TpeboBaHusM Haanexamei
[IPOU3BOJCTBEHHOMN HPAKTHUKY, YTBEPKIACHHBIM IIOCTAHOBJIEHUEM MuHucTepcTBal
3npaBooxpaneHuss Pecnyonmuku benmapych ot 18 HostOpst 2020 1. Ne 102, w moaTBepkaaeT
CIIeyIOIIEE:

(HamMeHOBaHUE TIPON3BOAUTEIIS, POU3BOICTBEHHOM(BIX) TUIOIIAIKH(OK),

MecTo(a) HaXoKIeHHs!, Tene(OoH, apec AIEKTPOHHOM NOYTHI)
Ha ocHOBaHMM CBENEHMI, OJIYYEHHBIX MPU IPOBEIECHUH MHCIIEKTUPOBAHUS TPOU3BOCTBEHHOMH|
[IOIIA/IKH, TTOCIIETHEE U3 KOTOPBIX OBLIO MPOBEICHO:

(maTa, mepno HHCIIEKTHPOBAHMUS, HOMEP PAaCTIOPSDKEHHS HIIA HOMEP Iprukaza MUHHCTEPCTBA 3paBOOXPAaHEHNS)
YCTaHOBJICHO, YTO INPOMBIIIIJIICHHOC IMTPONU3BOACTBO JICKAPCTBCHHBIX CPCACTB

(HaMMeHOBaHKE BH/A PabOT U YCIYT MO IMPOMBIIIIIEHHOMY IIPOU3BO/ICTBY)
Ha MPOW3BOJCTBEHHOM TUIOIIAJIKE:

(HaMMEHOBaHME NMPOU3BOACTBECHHON(BIX) IIIOMIAIKU(OK))

(cooTBeTCTBYET (HE COOTBETCTBYET))
TpeboBanusaM Haexareit npou3BOACTBEHHON PAKTUKH.
Benymmii uacnexkTop

(MOJKHOCTB CITY’KaIlero) (moamuce) (MHAIMAITBT (MHATAAT
COOCTBCHHOTO UMCHH), (paMuItws)
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(TOKHOCTH YIIOJHOMOYEHHOTO (moamuce) (mHUIIATB (MHUIHAT
JIOJDKHOCTHOTO JIUTIA) COOCTBEHHOTO UMEHH), haMUIIHS)

IIpunoxenue 8

K [TonoxeHuro o nopsjake

Y YCJIOBHSAX MHCIIEKTUPOBAHUS
(papmaneBTHUECKON HHCIIEKIINN)
MPOMBIIIICHHOT'O ITPOU3BOICTBA
JIEKapCTBEHHBIX CPEZCTB

HAa COOTBETCTBUE TPEOOBAHUSIM
Hannexamelt mpou3BOACTBEHHON MPAKTUKU
(B penaxium mocTaHOBJICHUS
MuHuCTEepCTBa 3APAaBOOXPAHEHUS
Pecrry6nmuku benapychb
14.03.2024 Ne 50)

®dopma

(HaMMeHOBaHWE YIIOJTHOMOYEHHOTO OpraHa)

CEPTUDUKAT
COOTBETCTBHSA MPOMBIIJIEHHOT O TPOU3BOJICTBA
JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHUSM
HAJUIEJKAIIE TIPOW3BOJCTBEHHOM MPAKTUKH
Ne XXXX/XXXX/GMP

(yuerHbIil HOMep cepTHduKaTa)

Cpok aeicTBus ¢ o

Boigan 1o utoram mpoBeneHHs HWHCIEKTHpOoBaHUS ((apMaleBTHUECKONW WHCIEKIIUH)
B COOTBETCTBUH C [loyokeHHEM O MOpSAIKE U YCIOBUSIX WHCIEKTHPOBaHUS ((papMalieBTUYECKOH]
WHCIEKIMN) TPOMBIIUIEHHOTO TPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBUE]
TpeboBanusM Haexamieli Mpou3BOACTBEHHOW MPAKTUKH, YTBEP)KICHHBIM IOCTAHOBJICHHEM
MuHnuctepcTBa 31paBooxpanenust Pecnyonuku bemapyce ot 18 Hoss6pst 2020 . Ne 102.

(TI0THOE M COKpAIIeHHOE HAMMEHOBAHUS YIIOJTHOMOYEHHOTO OpTaHa)
[MOATBEPKIAET CIEAYIOLIEE:
npoBeacHa GapMarieBTHIECKast HHCTICKITHS

(moTHOE HAaMMEHOBaHNE TIPOU3BOTUTEIIS )

(ampec MpOU3BOACTBEHHOW TLIOIIAIKH)
Ha OCHOBaHUU (yKa3aTh OJHO U3 CIEIYIOIIETO):
3asiBiieHUsT No Ha TMOJyYeHUE JIMIICH3UN Ha OCYIIEeCTBICHHE (apMalleBTHUECKOH]
NEesTeNbHOCTH B YacTH  paboT W (WIM)  yCIyT 10 IPOMBIIUIEHHOMY  IPOHU3BOJICTRY)|
TIEKapCTBEHHBIX CPEJICTB U UX ONTOBOM peaTn3aluy;
[1aHa  TNpoBeleHUs  (apMaleBTUUYECKMX ~ MHCIEKIMA  Kak  Jepxarens  JIUIECH3UY]
Ha OCyIIEeCTBICHHE (DapMaIleBTUYECKONH JEATEeIHbHOCTH BYacTH paboT w (Wim) yCuyT
10 IPOMBIIJIEHHOMY IIPOU3BOICTBY JI€KapPCTBEHHBIX CPEJICTB M X ONTOBOM pealin3aiuu
No ;
3asiBiieHus Ne Ha PErucTpaIuio JEKapCTBEHHBIX CPE/CTB;

(MHOE OCHOBAHUE)

Ha ocHOBaHuM CBeneHMI, MOJYYEHHBIX IMPU MPOBEICHUM WHCHEKTHPOBAHUS, MOCIEIHEE

13 KOTOPBIX OBLIO TIPOBEICHO ,
(mara, mepuon)

YCTaHOBJICHO, YTO JaHHOE (hapMaleBTHUECKOE MPOU3BOJICTBO COOTBETCTBYET TpPeOOBaHUSIM
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Hannexaieid mpou3BOACTBEHHOW NPAKTHKU, SKBUBaJeHTHOW [IpuHumnam wu PykoBOICTBY
EBporieiickoro coro3a mo HayuieKalleil MpOU3BOJACTBEHHON NMPAKTHKE JIEKAPCTBEHHBIX CPEICTB
JUISI MEUIIMHCKOTO M BETEPUHAPHOIO MNPUMEHEHMS | npuHOUnaM CUCTEMBI COTPYIHUYECTBY
dapmanepruueckux uacnekimii (PIC/S).

Hacrosmmuii  cepTudukar oTpakaeT CTaTyC NPOWU3BOACTBEHHOHM IUIOMAAKA HA MOMEHT
mpoBeeHUsT (apMalleBTUUECKON MHCIIEKIIMH U M0 UCTEYCHUH OoJiee 3 JIeT OT JaThl MOCIETHETO)
NTHSI TOCJIEHEr0 WHCIIEKTUPOBAHMS HE MOXKET CUHUTATHCS JTOKYMEHTOM, CBUIETEIIbCTBYIOLIUM|
o ctaryce coorBeTcTBHs. Cpok JeiicTBus cepTu(uUKaTa MOXKET OBITh COKpalleH IpHy|
WCIIOJIb30BAHUM  COOTBETCTBYIOIIMX IPUHUMUIIOB YIPABICHUS PUCKAMH [pU  HAJIWYUY
COOTBETCTBYIONIECH 3anmucu B nojie «OrpaHUYEHUs] WIH MOSICHUTEIbHBIE 3aMETKHU, Kacaroluecs
00J1aCTH TPUMEHEHUST HACTOSIIETO CEpTUPUKATAY.

CepTtudukar sBisercs IeHCTBUTEIHHBIM B CIydae MPEICTaBICHUS BCEX €ro JIMCTOB (Kak|
OCHOBHBIX JINCTOB, TaK U JOTIOJTHUTEIbHBIX JIUCTOB).

AyTeHTHYHOCTh (TOUIMHHOCTH) HACTOSIIET0 cepTU(dUKaTa MOXKHO TPOBEPHUTH B 0ase
TaHHBIX

(HaMMEHOBaHHUE YIIOJITHOMOUYEHHOTO OpraHa)
Ecnu ceprudukar He mpeAcTaBieH B YKa3aHHOM O0a3e MaHHBIX, CIEOyeT OOpaTHThCH
B YIIOJJHOMOYEHHBIN OpPTaH, €ro BbIJABIIHM.

(yueTHBI HOMep OJIaHKa)

(IOTOTHUTENBHBIH JTHCT)

O JlekapcTBEHHBIE CpEACTBA ISl MEAUIIMHCKOTO IPUMEHECHHUS
0 JlekapCTBEHHBIE MPENapaThl sl KIIMHHYECKUX MCCIIETOBaHUH (MCIIBITAHHIA)
Kon | HanmMeHoBanue
1. TPOU3BOACTBEHHBIE OITEPALIVN — JIEKAPCTBEHHAS ITPOJIYKIMA

1.1 |CrepunbHas DpoAyKIUsS

1.1.1. TITpousBoguMast B aCENITHIECCKUX YCIOBUAX (OTepaui 00pabOTKH sl CIEAYIONUX JIEKaPCTBEHHBIX
hopm):
1.1.1.1. JKunkue ekapcTBeHHBIE (HOPMBI OOIBIIOTO 00BEMA

1.1.1.2. )Kunkue nekapcTBeHHBIE (GOPMBI MaIOTO 00BEMA

1.1.1.3. JInopunmuzater

1.1.1.4. TBepable gekapcTBEHHbIE HOPMBI U IMIUIAHTATHI

1.1.1.5. Msirkue nekapcTBEHHbIE (POPMEI

1.1.1.6. ITpoyas mpoAyKIXs, TPOU3BOIUMAS B ACEITHIECKUX YCIOBUIX (Yyxa3zaTh)

1.1.2. TTonBepraemas GUHUTITHON CTEPUITH3AIUH (OTIepaliii 0OpabOTKH IS CIIEAYIOMINX JIEKAPCTBEHHBIX
hopm):
1.1.2.1. JKunkue ekapcTBeHHBIE (HOPMBI OOIBIIOTO 00BEMA

1.1.2.2. )Kunkue nekapcTBeHHBIE (GOPMBI MaIOTO 00BEMA

1.1.2.3. TBepable JiekapcTBEHHBIE (POPMBI M UIMITIIAHTATHI

1.1.2.4. Msirkue nieKkapcTBEHHbIE (POPMEI

1.1.2.5. Ilpoyast mpoayKIms, moaBepraeMast (PMHUIITHOMN CTEPHIIH3aLuK (yxa3zatp)

1.1.3. Brimyckarouuii KOHTPOJIb Ka4ecTBa (BBIITYCK CEPHH)

1.2 |HectepuibHasi npogyKuus

1.2.1. HectepuibHast mpoayKuus (TEXHOJIOTMYECKUE OTNIEPALIUH JJIsI TOJTyUEHHs CIISIYIONIMX JIeKapCTBEHHBIX
hopm):
1.2.1.1. Karcynel B TBep0ii 0007109Ke

1.2.1.2. Karcynbl B MSITKOM 000JI09KE

1.2.1.3. JKeBarenpHble JeKapcTBEHHBIE (POPMBI

1.2.1.4. IMnperHupoBaHHbIE JIEKapCTBEHHbIE (POPMEI

1.2.1.5. XKunkne nexkapcTBEHHBIE ()OPMBI JJIsl HAPYKHOTO IPUMEHEHUS

1.2.1.6. XKunkue nekapcTBeHHbIE (GOPMBI JJI1 BHYTPEHHETO TIPUMEHEHUS

1.2.1.7. MenuuuHCcKuE ra3sl

1.2.1.8. I[Tpoune TBepbIe JeKapCTBEHHbIE (HOPMBI

1.2.1.9. IIpenapatel, HaXOASIIKECS O AABJICHUEM

1.2.1.10. PaguonyxnuaHble reHEpaToOpsI
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1.2.1.11. Msrkue nexapcTBeHHBIE (OPMBI

1.2.1.12. CBeuu (cynmo3uTopun)

1.2.1.13. Tabnerkn

1.2.1.14. TpancaepManbHble IIIACTHIPU

1.2.1.15. Tlpovast HECTEpUIBHAS TPOTYKIIHS (Yyxazatn)

1.2.2. Beimyckatomuii KOHTPOJIb KauecTBa (CepTU(HUKAII CEPUN)

1.3

Ibronorudeckas JICKApCTBCHHAsA NMPOAYKI U

1.3.1. buonoruydeckas JiekapcTBEHHAsl IPOAYKIUS:

1.3.1.1. IIpoaykTel kpoBU

1.3.1.2. UIMMyHOOHOIOTHYECKas! TPOLYKIIHS

1.3.1.3. [Tpomykiust Ha OCHOBE COMATHUECKUX KJIETOK (TIPOAYKIHS JUTS TEPATHA COMATHIECKUMH KIIETKaMH)

1.3.1.4. T'enoTepaneBTHYECKAS TIPOTYKIIHS

1.3.1.5. buorexHonorudeckas mpoyKIus

1.3.1.6. IIpomyK1usi, BEIJIe/ICHHAs U3 )KUBOTHBIX HCTOYHHUKOB WIIM OPTaHOB (TKaHel) YeJoBeKa

1.3.1.7. TkaHenH>xeHepHas MPOAYKIHs (IPOLYKIHUS TKAHEBOH HHXKCHEPUH)

1.3.1.8. Ilpouast Ononoruueckas JeKapCTBEHHAast MPOJYKIIUS (yxazaTp)

1.3.2. Beimyckatomuii KOHTpoIIb (cepTudukanus cepun) (epedeHb BUI0B POIYKIIHNN):

1.3.2.1. ITpoxyKTHI KPOBH

1.3.2.2. IMmMyHOOMONIOTIYECKAS IPOYKIINS

1.3.2.3. HpO,HYKHI/IH Ha OCHOBC COMAaTHYCCKHUX KJICTOK (HpO,HyKIII/Iﬂ JJIg Teparnnu COMaTU4CCKUMU KJ'IGTKaMI/I)

1.3.2.4. T'enoTepaneBTUUECKask IPOLYKIUS

1.3.2.5. buotexHonorudeckas mpoayKIus

1.3.2.6. I[Tpoxyxius, BeIJeIEHHAS U3 KUBOTHBIX UCTOYHUKOB WIIM OPTaHOB (TKaHEH) demoBeka

1.3.2.7. TkanenHXeHepHAS MPOAYKIH (IPOIYKITHS TKAHEBOW MHXKCHEPHH)

1.3.2.8. [Ipouas Guosormueckas JeKapCTBEHHAS MTPOTYKITUS (ykazats)

1.4

Hpoqaﬂ JICKApCTBCHHAA MPOAYKIUA WIN IMTPOU3BOACTBCHHAS ACATCIIBHOCTD

1.4.1. IIpousBoacTBoO:

1.4.1.1. PactuTenbHas mpoIyKIHs

1.4.1.2. TomeonaTuueckast NpogyKLIus

1.4.1.3. IIpoyas npoayKus (yka3ats)

1.4.2. Crepunmsanus papMareBTHIECKIX CyOCTaHIMN, BCIIOMOTaTEIbHBIX BEIIECTB, TOTOBOM MPOTyKITHH:

1.4.2.1. ®unbtparnms

1.4.2.2. CyxoxapoBasi CTepUIH3alus

1.4.2.3. Crepunusanus napom

1.4.2.4. XuMudeckasi CTepUIM3aLHs

1.4.2.5. Crepunmsanys raMMa-m3IrydeHIEM

1.4.2.6. Crepmnm3anys JIeKTPOHHBIM H3ITydCHIEM

1.4.3. TIpouee (yxa3zaTh)

1.5

'YT1akoBka

1.5.1. IlepBuunas ynakoBKa:

1.5.1.1. Kancyssl B TBepoii obosouke

1.5.1.2. Karcynbl B MsITKOH 000J109Ke

1.5.1.3. JKeBarenbHble JIeKapCTBEHHBIC (HOPMBI

1.5.1.4. IMnperHupOBaHHBIE JIEKAPCTBEHHBIE (hOPMBI

1.5.1.5. XKupkne nexapcTBeHHBIE (POPMBI JJIsl HAPYKHOTO IIPUMEHEHUS

1.5.1.6. XKunkne nexapcTBeHHbIE ()OPMBI JJIsi BHYTPEHHETO PUMEHEHUS

1.5.1.7. MeaunuHCKHE Ta3bl

1.5.1.8. I[Tpoune TBepbIe IeKapCTBEHHBIE (HOPMBI

1.5.1.9. IIpenapatsl, HaXOAAIINUECS IO AaBJICHUEM

1.5.1.10. PaguioHyKJIMTHBIE TEHEPATOPHI

1.5.1.11. Msirkue nexapcTBeHHbIe (HOPMBI

1.5.1.12. CBeuu (cynmo3uTopun)

1.5.1.13. Tabnerkn

1.5.1.14. TpaHncaepMabHbIe TUIACTBIPH

1.5.1.15. Ilpouast HecTEpUIbHAs JIEKAPCTBEHHAS IPOAYKLIHS (yxa3zaTh)
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1.5.2. Bropu4Has ynmakoBKa

1.6 [KonTposb KadecTBa

1.6.1. MukpoOHOIOTHYCCKUE UCIIBITAHHS: CTCPUILHOCTh

1.6.2. MI/IKpO6I/IOJIOFI/I‘I€CKI/Ie HUCIIbITAHUA: MI/IKp06I/IOJIOFI/I‘-IeCKa${ YUCTOTAa

1.6.3. Xumuueckue ((pu3nveckue) UCIBITAHUS

1.6.4. Buonorndeckre UCIIbLITAHAS

B oTHOIIEHNN JIOOBIX OrpaHUYCHUI WK TTOSICHEHNUH, OTHOCSIIIMXCS K JaHHBIM POU3BOJICTBEHHBIM OIEPaLUsIM

(32 MCKIIIOUEHHEM CIIy4aeB, KOT/ia MOSICHEHUE SBIsIeTCsl 00IMM KOMMEHTapueM K IpoleccaM Ha IPOU3BOICTBEHHOM
00bekTe), rae Obl HM NPUMEHSUTUCH 3TH OTPAaHUUYCHHUS MIIM TIOSICHEHHS, HEOOXOIMMO BKJIFOUATh OTCBHUIKY

K COOTBETCTBYIOIIEMY HOMeEpY IyHKTa cepridukata GMP.

2. UMITIOPT JIEKAPCTBEHHOW ITPOJIY KM

2.1 |[KoHTposb KauecTBa UMIIOPTHPYEMOH JEKAPCTBEHHON NPOAYKIUH

2.1.1. MUKpOOHOIOTHIECKUE HCITBITAHHS: CTEPHIILHOCTD

2.1.2. MuUKpoOHOJIOTHIECKHE HCITBITAHNS: MAKPOOHOIOTHYECKAss YUCTOTA

2.1.3. Xumundeckue (pu3nIecKre) UCIIbITAHMS

2.1.4. buosornueckue UCIBITAaHUS

2.2 |Cepruduxanus cepur IMOOPTHPYEMOH JIEKapCTBEHHON MPOTYKIINN
2.2.1. CrepuiibHas MPOIYKIUS:

2.2.1.1. TIpou3BomuMasi B aCENTHYECKHUX YCIOBHSIX

2.2.1.2. TTogBepraemasi GUHHUIITHON CTEPIITU3ALAN

2.2.2. HectepumbHast MpOAyKINS

2.2.3. buonorudeckas 1eKapcTBEHHAs IPOLYKLIUS:

2.2.3.1. IIpoxyKThl KpOBU

2.2.3.2. UMMyHOOHOJIOTHYECKAs TIPOAYKIIMS

2.2.3.3. [IpomyKIus Ha OCHOBE COMATHUECKHUX KJIETOK (TIPOAYKIHS TSl TEPATMHA COMATHIECKUMHU KIIETKaMH)

2.2.3.4. T'eHoTepaneBTHYECKasT IPOIYKIIHS

2.2.3.5. buorexHoioruueckas mpoIyKIus

2.2.3.6. [Ipoaykiws, BbIACIECHHAS U3 )KMBOTHBIX HICTOYHHKOB MIJIM OpPraHoB (TKaHei) yenoBeka

2.2.3.7. TkanenHXeHepHask NPOAYKIHS (IIPOAYKIMS TKAHEBOH HH)KCHEPHN)

2.2.3.8. [Ipoyas OGuosnornueckas jJeKapCTBEHHAs! MPOLYKIUS (Yxa3zatp)

2.3 [[Ipouas nesATEAHLHOCTH [0 UMIOPTY (BBO3Y)

2.3.1. [Tnomanka pusugeckoro uMmopTa (BBo3a)

2.3.2. IMIopT IIpoMeKy TOTHOM TPOTYKITHH, TIOABEPTatoIIeiics JadbHeNe 00paboTke

2.3.3. [Ipouee (yxa3zaTb)
3. TIPOU3BOJCTBEHHBIE OITEPAIIN — ®PAPMAILIEBTUYECKUE CYBCTAHIINN
DapmaneBTuyeckas cyocTaHIus (CyOCTaHINN):
3.1 [[Ipom3BoacTBO (hapManeBTHUECKUX CYyOCTAHITIA METOAOM XUMHUYECKOTO CHHTE3a

3.1.1. IIpon3BOACTBO NPOMEXKYTOUYHBIX MPOAYKTOB (papMarieBTHUECKOit cyOcTaHIMU

3.1.2. IIpon3BOACTBO HEOUHMILICHHOW (hapMaleBTHUECKON cyOCTaHIMN

3.1.3. ConeoOpa3zoBanue (0UHCTKA)

3.1.4. ITpouee (yka3ats)

3.2 HpOI/ISBOLlCTBO (bapMaIleBTI/I‘IGCKI/IX Cy6CTaHIIPIﬁ MCTOJIaMU BbIACJICHUSA U3 NPUPOJAHBIX HCTOYHUKOB

3.2.1. Beigenenne papmManeBTHIECKHX CyOCTaHINI U3 HCTOYHUKOB PACTHTEIBHOTO MTPOUCXOKICHUS

3.2.2. BLI[[CJ'ICHI/IC q)apMaIIeBTI/I‘ICCKI/IX Cy6CTaHIII/II71 N3 UCTOYHUKOB JKUBOTHOI'O MPOUCXOKIACHUSA

3.2.3. Brlenenue GpapMaleBTHYECKUX CYyOCTaHIMH U3 OPTaHOB (TKaHEH) YeloBeKa

3.2.4. BLI[[CJ'ICHI/IC q)apMaIIeBTI/I‘ICCKI/IX Cy6CTaHIIPII7[ 13 UCTOYHUKOB MUHCPAJIbHOTO HNPOUCXOKACHU S

3.2.5. Monudukanus BeIIeNIeHHON (hapMarieBTHIeCKOH cyOcTanuu (YKa3bIBaeTCs] HCTOYHUK
13 myHKTOB 3.2.1-3.2.4)

3.2.6. OuncTka BBIICICHHOHN (papManeBTHUECKOH CyOCcTaHITNH (YKa3bIBaeTCS NCTOYHMK U3 IMyHKTOB 3.2.1—
3.2.4)

3.2.7. IIpouee (yxa3zaTh)

3.3 [[Ipou3BoacTBO (hapMaLEBTHUCCKUX CYOCTAHIUIA C MCIIOJIL30BAHHEM OMOJIOTHYECKUX MPOIIECCOB
3.3.1. ®epmeHTaIus

3.3.2. IIpou3BOACTBO € UCHOIB30BAHUEM KJIETOYHBIX KYJIBTYP (ykasars THI
MCIIOJIB3YEMBIX KIETOK; II0Jl YKa3aHHEM THIIA KIETOK IOHMMAeTCs UX THIIOBAst CIICU(UIHOCTD, JIMHHU,
MTaMM | IIpoYee)

3.3.3. Beirenenue (o4ncTKa)

3.3.4. Momudukanus
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3.3.5. [Ipouee (yxa3zaTh)

34

[Tpon3BOACTBO CTEPUIIBHBIX (papMarieBTHUEeCKHUX cyOcTanIwmii (pa3aenst 3.1, 3.2, 3.3 A0KHEI OBITH
BaroJIHCHEI, IJI¢ IPUMECHHUMO)

3.4.1. ®apmareBTHYICCKHIE CYOCTAHINH, TIPOU3BOJMMEIC B ACEITHIECKHUX YCIIOBHAX

3.4.2. dapmaneBTHYecKre CyOCTaHIIMK, IOABEpPracMble (GUHHUIIHON CTEPHIN3ALUH

3.5

3aBepIaroye CTaaiuy IPOU3BOJICTBA (hapMaIleBTHUECKIX CyOCTaHIHHA

3.5.1. Craguu usnueckoit 06pabOTKH

3.5.2. [lepBuuHas ymakoBKa

3.5.3. Bropuanas ymakoBka

3.5.4. IIpouee (YxazaTh U1 oriepanuii, He OMUCAHHBIX BEIIIIE)

3.6

IKonTpons kauecTa

3.6.1. ®duznueckue (XUMHUYECKHUE) UCTIBITAHUS

3.6.2. MukpoOHoIornueckie NCbITaHus (BKIIIOYAsk HCIIBITAHUE HA CTEPHIILHOCTD)

3.6.3. MukpoOHonornueckie UCbITaHus (MCKIII0Yasi UCTIBITAaHUE Ha CTEPUIIBHOCTB)

3.6.4. buonorndeckure UCIIBITAHNUS

4. [TIPOYUE OIIEPAIINN — DAPMAIEBTUYECKHUE CYBCTAHIIN

(yxa3zatp)

(bamunus, coOCTBEHHOE UMSI, OTYECTBO (ECIH (moamuce)

TaKOBOE UMEETCS), IOJDKHOCTD CITY’KaIlero)

(nmaTa moanucanusi)

M.IL

(yueTHbIH HOMep OJIaHKa)
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YTBEPXKXIEHO

ITocTanoBnenue

MuHuCTEepCTBa 3APAaBOOXPAHEHUS
Pecrryonmuku benapychb
18.11.2020 Ne 102

HHOJIO’)KEHHUE

0 NMOpsiAKe HHCIIEKTHUPOBAaHUA ((papManeBTHUECKON HHCIIEKIIUM) HA IpeaMeT
COOTBETCTBHSA OPraHU3alMu U (YHKIMOHMPOBAHUSA CHCTeMbl (papMaKoHaa30pa
AeprkaTesieil perucTPAMOHHBIX YA0CTOBepeHuii TpedboBanusiM IlpaBui Haaexamen
npakTuku ¢papmakonaazopa EBpa3uiickoro 3K0HOMHYECKOr0 c0K03a

I'JIABA 1
OBIIUE ITOJIOKEHUA

1. Hacrosiee [lonmokenue omnpenenser MOPSIOK WHCHEKTHPOBaHUSA ((hapMaleBTHUECKOM
WHCIEKLIMN) Ha [peIMET COOTBETCTBHS OpraHu3alud U QYHKIIMOHUPOBAHUS  CHUCTEMBI
(dapmakoHaa30pa aepKaTenael perucTpaMoHHbIX YJOCTOBEPEHUH (fajiee, el He yCTaHOBICHO
WHOE, — UHCIIEKTUPOBaHKE 10 (hapMakoHa130py) TpedoBanusM [IpaBun Haaexamen mpakTHKA
¢dapmakonagzopa EBpasuiickoro sKOHOMHYECKOTO CO03a, yTBepxaAeHHbIX Pemenuem CoBera
EBpaswmiickoii skoHOMHYECKOW Komuccuu OT 3 HOsOps  2016r. Ne 87 (manee, eciu
HE YCTaHOBJIEHO MHOE, — [IpaBuia).

2. Jlng ueneit Hacrosmero IloyiokeHHsT HUCHONB3YIOTCS TEPMHUHBI M UX OINpPEICICHUS
B 3HAQUEHUSAX,  YCTAHOBIEHHBIX  3akoHOM  PecnyOmuku  bemapycs  «OO6 oOpameHuu
JIEKapCTBEHHBIX CPE/ICTBY, a TAKXKE CIIEAYIOIINE TEPMUHBI U UX OINpPENeICHHUS:

mactep-aiin  cuctembl  (apMakoHaI30pa—  MOAPOOHOE  ONUCAaHHE  CUCTEMBI
(bapmakoHaa30pa, MPUMEHSIEMON JIepKaTeIeM PEeruCTPAlMOHHOTO yI0CTOBEPEHHS B OTHOIICHUN
JaHHBIX 00 OTHOM MJIM HECKOJBKUX 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpernapaTax;

HECOOTBETCTBUE — KPUTEPHUM, HCIONb3yEeMbIil JJIsi OLIEHKHM COOTBETCTBHUSl CHCTEMBbI
(dapMakoHag30pa Jep)KaTens PEruCTPAlMOHHOrO yIocToBepeHHst TpeboBanusiM IIpaBui
B CJTy4ae BbISIBJICHUS YaCTUYHOIO WJIM MTOJIHOTO HEBBIMOIIHEHUs TpeOoBanwuii [Ipasu;

TEXHUYECKHE HKCIEPTHl — IMPHUBJICUCHHBIA CHEIHMAINCT, KOTOPBIA 00JanaeT 3HAHUAMHU
1 OMBITOM B cdepe oOpamieHus JIEKapCTBEHHBIX CPEACTB W B COOTBETCTBYIONIEH o001acTH
[IpaBun (MeIWUIMHCKUE HayKH, (papMaleBTHUYECKHWE HAYKH, SMUAEMHUOJIOTHs, OMOCTaTHUCTHKA,
KOMITbIOTEPU3UPOBAHHBIE CUCTEMBI), TOJITBEPKICHHBIMH B YCTAHOBJIEHHOM IMOPSJIKE TUILIIOMOM,
aTTeCTaToM, CBHUJICTEIbCTBOM, HMHBIM  JOKyMEHTOM 00 oOpa3oBanuu (00 oOydeHUM)
U JOKYMEHTaMH, yJIOCTOBEPSIIONIMMH CTaK pabOThI MO ONMPEIEICHHON CIIENUaIbHOCTH, KOTOPhIE
MPEJOCTABIIAIOTCS B (hapMaIleBTUYECKH HHCIIEKTOPAaT MUHUCTEPCTBA 3IpaBOOXpaHEeHHs (aajee,
€CJIM HEe YCTaHOBJICHO UHOE, — (PapMHUHCIIEKTOPAT).

3. ®apMHUHCIIEKTOPATOM OCYILECTBIISIETCS:

3.1. mnaHoBO€  MHCHEKTHpPOBaHME 1O (AapMAKOHAA30pY B LENSAX  MOATBEPKICHUS
COOTBETCTBHUSI CHUCTEMbI (papMaKoOHaa30pa JepXKareieil perucTpalMoOHHBIX YI0CTOBEPEHHUN
TpeOoBanusiM [IpaBui B COOTBETCTBHM C IUJIAHOM HMHCIEKTHUPOBAHUS MO papMaKkoHAA30pYy,
©KEroJHO yTBEP)KIaeMbIM MMHHUCTEPCTBOM 3JpaBooXpaHeHHs. [lmaH HMHCIEKTUPOBaHUS
o apMakoHaA30py pa3Mmelnaercs Ha opuLUaIbHOM caiite MHUHHCTEpCTBa 3paBOOXpaHEHUS
U Ha caiite pecnyOIMKaHCKOTO YHUTapHOro mupeanpustus «LleHTp sKcmepTu3 W MCIBITaHUM
B 31paBooxpaneHun» (nanee — YII «lleHTp SKcmepTH3 | UCTIBITAHUW B 3PABOOXPAHCHHUM)
B TNI00aTBbHOW KOMIIBIOTEpHOU cetn MHTepHET. B 1iaH uHCneKTupoBaHus 1o (hapMaKoHAI30py
MOTYT BHOCUTBCSI U3MEHEHUS;

3.2. BHEIJIAaHOBOE MHCIEKTHPOBAHUE 110 (hapMaKOHAI30py B CIIydasX:

IpU  BBIABICHUH OKCIEPTOM B XOJ€ MPOBEACHUS KOMIUIEKCA MPEIBAPUTEIbHBIX
TEXHUYECKHX paboOT, MPOBOAMMBIX B COOTBETCTBHHM C IOCTAHOBJICHHEM MMHHUCTEPCTBA
3npaBooxpaneHus PecnyOnmukm  bemapyce ot 2 HosiOps  2020T. Ne 93 «O xomruiekce
NPEIBAPUTEIILHBIX TEXHUYECKUX pPa0OT, MPEIIECTBYIOUIMX T'OCYNAapPCTBEHHOW pETUCTpaIUH
JIEKapCTBEHHBIX CPENCTBY» ([ajiee, €cilu HE YCTAHOBJICHO MHOE, — KOMIUIEKC MpeABapUTENbHbBIX
TEXHUYECKUX pPaboT), uH(OpMaIuM, CTaBsAIEed 0] COMHEHHE JOCTOBEPHOCTh CBEICHHI
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B [IPEJ/ICTABJICHHBIX 3asBUTENIEM JTOKYMEHTAaX B OTHOIIEHWH OpPraHu3alud ¥ QYHKIIMOHUPOBAHUS
CUCTEeMBI (papMaKOHAI30pa JAepKaTelsl PETUCTPALUOHHOTO YIOCTOBEPEHHUS;

IpU HaIUYUU HMH(OPMALMM O BBISIBICHMH HECOOTBETCTBHM CHUCTEMBbl (apMakoHaaA30pa
JepKaTelss PETUCTPALMOHHOTO  YAOCTOBEepeHUs TpeOoBanusMm [IpaBwi, BTOM 4YHCIe
HEBBIMOJHEHUH MEPOTNpPUATUI 10 oOecriedeHnio 0e30MacHOCTH MPUMEHEHUs JIEKapCTBEHHOIO
mpermapaTa co CTOPOHBI JIepKaTelsl PETUCTPALMOHHOTO YAOCTOBEPEHUS;

IpU  CO3JIaHUU JepKaTeleM PEruCTPAllMOHHOTO YJAOCTOBEPEHUS HOBOW CHUCTEMBI
(dapmakoHag30pa WIHM B Cly4ae, KOTJa JepKaTellb PEerUCTPAIMOHHOTO YIOCTOBEPEHHUS paHee
He paboTai ¢ UMeroIeiics cucteMolt hapmakoHaa3opa Ha Tepputopun Pecry6nuku benapychs;

Opy  HAIWYUHA  JTOTIONHUTENBHBIX  O0S3aTENbCTB Y IEpPIKATeNsl  PErUCTPAMOHHOTO
YIOCTOBEPEHUS o ¢apMaKoHaA30Py B 00eCTICUCHUHT 0e30MacHOCTH MIPUMEHEHUS
JIEKapCTBEHHOTO TIperapara W IpU OTCYTCTBHH CBEIEHUH, MOATBEPKMAIOIINX BO3MOXKHOCTH
BBITIOJTHEHUS TaHHBIX 0053aTEIbCTB C €0 CTOPOHBI;

IIpH TIOJIyYCHUU MHQPOPMAINH, KOTOpasi CBUACTEIHCTBYET O HEBBIMIOTHCHHUH JepKaTelleM
PETUCTPALIMOHHOTO  YJOCTOBEPEHUsI  0053aTenbCTB 1O (hapMakoHaA30py, OMpeeNseMbIX
[TpaBmiiaMu Ha OCHOBE aHAIM3a PHUCKOB CHUCTEMBI (papMaKkoHaA30pa;

Ipu HEOOXOTUMOCTH TOATBEPKIACHUS YCTPAHEHUS JIep)KaTeleM PEerucTpaluoOHHOIO
YAOCTOBEPEHUSI  BBISIBJICHHBIX  KPUTHYECKHX U (MJM) CYIIECTBEHHBIX HECOOTBETCTBHIA
0 pe3ysbTaTaM paHee MPOBEJCHHOI0 HHCIIEKTUPOBAHUSA 10 (papMaKOHAA30pYy.

4. NUncniektupoBanre 10 (hapMaKkoOHAA30py  MPOBOAUTCS IO MECTY  BBIMIOJIHEHUS
NesTeNIbHOCTH 10 (papMaKoHaA30py JAepiKaTessl PEerucTPAllMOHHOTO YJIOCTOBEPEHHS, KOTOPOe
MOJJICKUT WHCIIEKTUPOBAHUIO TT0 (papMakoHaA30py Ha cooTBeTCTBHUE [IpaBumam.

5. MucnextupoBanue o (papmMakoHaA30py MOXKET MPOBOAUTHCS B POpMeE TUCTAaHIITMOHHOTO
WHCIEKTUPOBAHUS 1O (hapMaKOHAA30py ITyTEM aHAIN3a U OLICHKH IOKYMEHTOB, 3allpalliBaeMbIX
y Iepkarens PEruCTPaIiOHHOTO YAOCTOBEpEHUS, Kacaroluxcst OpraHu3aluu
1 QyHKIIMOHUPOBAHMSI ~ CHUCTEMBI  (papmakoHaa3opa  JAepxkarenss  PEerUCTPAMOHHOTO
YAOCTOBEPEHUS, KOMITBIOTEPU3UPOBAHHBIX CHCTEM, a TaK)K€ TUCTAHIIMOHHOM BU3yalH3allu
MPOLIECCOB CHUCTEMBI (hapMakoHaA30pa C MPUMEHEHUEM O(PHUIIMAIBLHBIX O€30MacHBIX KaHAIOB
CBs3U Il oOMeHa mHGopManueil B pexxume «online» nubO MpeaocTaBIeHHEM aynuo-, GhoTo-
Y BUJICOMATEPHUATIOB JIEPKATEIeM PETUCTPAIIMOHHOTO YIOCTOBEPEHUSI.

JIMCTaHLIMOHHOE MHCIIEKTHPOBaHHE 0 (papMaKkoOHAA30py OCYILECTBISETCS Ha OCHOBE
aHaJlM3a PUCKOB CHCTEMBI (JapMaKOHaA30pa B CIIyJasiX:

anuaeMun (TaHAEMUN );

BOOPYKEHHBIX KOH(IMKTOB (BOCHHBIX J€HCTBUI);

MHBIX OrpaHWYEHHI NEepeMEelIeHHs B CBSI3U C 00CTOSTENHCTBAMU HEMPEOIOIMMOM CHUIIbI
(TIpUpOHBIE KAaTAKIU3MBI H IPYTOE).

Opranu3zanys 1 OCyIIeCTBIEHUE TUCTAHIIMOHHOTO MHCIIEKTUPOBAHUS 10 hapMaKOHAI30py
OCYIIECTBISIETCS B MOPSAKE, YCTAHOBICHHOM TJ1aBo# 2 HacTosmero [lomoxeHust.

Odopmienue pe3ylbTaTOB TUCTAHIIMOHHOTO MHCIEKTUPOBAHUS IO (papMaKOHAI30py, UX
PacCMOTPEHHE U OIICHKA OCYIIECTBISIOTCS B MOPSIKE, YCTAHOBICHHOM TJIaBOM 3 HACTOSIIETO
[TonoxeHnus.

6. ®apMaleBTUIECKUE HWHCIIEKTOPBI npu POBEICHUH WHCIICKTUPOBAHUS
o gpapMakoHaa30py  o0ecrnedyuBarOT  JOCTOBEPHOCTh €ro  pe3yjbTaToB, COXPaHHOCTh
1 KOHQUACHIIMATHFHOCTh WH(OPMAIIUU, TIOTYYEeHHON TIPH €r0 MIPOBECHUH, B TOM YHUCIIE:

MMEIOT JOCTYH B MECTO OpraHu3alud U QYHKIMOHUPOBAHUS CUCTEMBI (papMakoHaa30pa
JepKaTels PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS TIPU NIPEIBSIBICHUH CITY>KEOHOTO YIOCTOBEPEHUS
U JTOKyMEHTa, SBIISAIOILETOCS OCHOBaHUEM Ha MPOBECHHE MHCIIEKTUPOBAHUS
1o (hapMakoHa130py;

MPOBEPSIOT  JIOKYMEHTBl (CTaHAApTHBIE OMNEpallMOHHBIE TMPOLEAYPbl, WHCTPYKIHH,
JIOTOBOPBI, 3aMHCH, OTYETHI, IPOTOKOIBI HCIBITAHUA U JApyrue OyMaKHbIC WU SJICKTPOHHBIC
HOCHUTENU UHPOPMAIIH, Ha KOTOPBIX PErUCTPUPYIOTCS JaHHBIE);

CHUMAIOT KOIMU C JOKYMEHTOB, TIOJNy4alOT THCHbMEHHBIE U YCTHBIE OOBSCHEHUS
OT JiepKaTelisi PETUCTPALlMOHHOTO yI0CTOBEPEHHUS;

MOJAMUCKHIBAIOT ~ JOKYMEHT O KOH(DHIEHIIMAIBHOCTH ¥ COXpaHHOCTH WH(pOpmanuu,
coJieprKalieiicss B JOKyMEHTaxX HHCIIEKTUPOBaHUS 110 hapMaKOHaI30py.
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I'/TABA 2
MNOPAJOK OPTAHU3ALIMU U OCYIIECTBJIEHUSI THCIIEKTUPOBAHUS
IO ®PAPMAKOHA/I30PY
7. das OpraHu3aLu MHCIIEKTUPOBaHUS 1o (hapMakoHa30py JiepKaTellb

PETUCTPALIMOHHOTO YOCTOBEPEHHUs HampaBisgeT B MUHUCTEPCTBO 3paBOOXPAHEHHUsI 3asBJICHHE
Ha TIPOBEJICHUE WHCIICKTHPOBAHUS TI0 (papMaKOHA30py H KOMHUIO0 MacTep-(aiiia CcucTemsl
(dhapmakoHa30pa B COOTBETCTBHUH C raBoit 3 [IpaBui.

8. MUHHCTEPCTBO 3APAaBOOXPAHEHHUsS HAMpPaBISAEeT IOKYMEHTHI, yKa3aHHbIC B ITYHKTE 7
HACTOSAIIETO [Tonoxenus, B (hapMHHCHIEKTOpaT JUTSL OpraHu3aluu Y IPOBEJICHUS
WHCIIEKTUPOBAHUSA IO (papMaKkoOHAA30DYy.

PykoBonutens  ¢dapMHHCIIEKTOpaTa  OCYIIECTBISIET  PAacCMOTPEHUE  IMOJIyYEHHBIX
JOKYMEHTOB, (JOPMUPYET HMHCICKIIMOHHYIO TPYIITY ¥ 0hOPMIISIET pacCHOpsSKEHHE O Ha3HAYCHUU
MHCIEKTUPOBaHUA ((hapMalleBTUUECKON HHCIEKIMH) Ha IPeaIMET COOTBETCTBHSI OpraHU3alluu
U QYHKIIMOHUPOBAHUS  CHCTEMBI dbapmakoHam30pa  IepKarensl — PErucTPAIMOHHOTO
yI0CTOBEepeHUs (Hajiee, €ClIM HE YCTAaHOBJICHO WHOE, — paclopspkeHue) 1o opMe CorjacHo
MIPWIOKEHHUIO 1.

9. Pemenne o mpoBeneHWH  HMHCIEKTHPOBAaHUS 10 (GapMaKOHAA30py  MPUHUMAETCS
MUHUCTEpCTBOM 3PAaBOOXPAHCHUS HA OCHOBAHUU PACMIOPSHKEHUS, a TAaKKe JIOKYMEHTOB,
MIPE/ICTaBISIEMbIX JIEP’KATEIEeM PETUCTPALMOHHOIO YJIOCTOBEPEHUSI, U ODOPMIISETCS MPUKA3OM,
KOTOpBI B CpoK He mo3nHee 10 kaneHmapHBIX THEH IMoclie ero MPHUHSTHS HampaBlsIeTCs
(bapMHHCIIEKTOPATOM AEpKATEII0 PETUCTPALUOHHOTO YA0CTOBEPEHUSI.

10. Pemenne 00 OTka3e B POBENECHWH  HMHCICKTHPOBAHHUS IO papMaKoHAA30py
npuHUMaeTcs MUHUCTEPCTBOM 3/paBOOXpPAaHEHHUs, O 4eM (PapMUHCIEKTOpaT YBEIOMIISET
Jiep KaTeNs perucTpaloHHOrO YJOCTOBEPEHUS B CPOK HE MO3/IHEE 5 KaJleHIapHBIX THEH mocie
MPUHSTHSI pEIICHUS.

WNucnextupoBanue o papmMakoHaa30py HE TPOBOAUTCS B CITyJasiX:

OTKa3a WM HeoOecredyeHHs AepiKaTeleM PEeruCTPALlMOHHOTO YJIOCTOBEPEHMS YCIOBHI
MPOBEJICHUS] MHCIIEKTUPOBAHUS TI0 (hapMaKOHAI30DY;

HEyIJIaThl B YCTAHOBJIEHHBIM CPOK pacxXxoJ0B Ha MPOBEJEHUE HWHCIEKTUPOBAHUS
1o (hapMakoHaA30py (eCIu IPUMEHHMO).

11.Tlo obGocHOBaHHOW MPOCKOE IEpXKATENsd PETHCTPAMOHHOTO YIOCTOBEPEHHS CPOK
MHCIIEKTUPOBAaHUS 110 (JapMaKOHAA30py MOXKET OBITh MpOJUIeH (TmepeHeceH) MHHHCTEPCTBOM
3/IpaBOOXPAHEHUS JIO IIECTH MECSIEB MPHU YCIOBHH, YTO B TEUEHHUE ATOTO CPOKa JeprKaTesieM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHs OYIyT BBIMOJHEHBI MEPHI 10 00ECIEUEHUI0 OE30M1aCHOCTH
MIPUMEHEHHUS JIEKapCTBEHHOT'O TIperapara.

12. UacniektupoBanue 1o (papMakoHAA30py TPOBOAMUTCS HA OCHOBAHHUU  JIOTOBOpA
O MIPOBEJICHUU HWHCIEKTUPOBaHUS MO (papMaKoOHAA30py, 3aKIIOUEHHOTO MEXIy OpraHu3anuen
(yupexaeHueM), YIOJTHOMOUYEHHOW Ha MPOBEJACHUE WHCIEKTUPOBAHMS TI0 (hapMaKoOHAI30pYy,
U JiepKaTesIeM perucTpalioOHHOTO YIOCTOBEPEHHUS.

Jlep>kaTellb  pPEerucTPallMOHHOTO YAOCTOBEPEHHUS B paMKax 3aKIIOUEHHOrO JIOTOBOpa
o0ecrieunBaeT BO3MOXKHOCTh OECTpPEnsTCTBEHHOIO U CBOEBPEMEHHOTO BBIMOJIHEHHS] BCEX
NeHCcTBHUM (hapMaIleBTHUECKUX MHCIIEKTOPOB B COOTBETCTBHH C IMPOTPAMMOM WHCIEKTUPOBAHUS
o ¢apmMakoHaa30py 1Mo GopMe COTIIACHO MTPUITOKEHHUTO 2.

13. B cnyuae oTka3a win HeoOeCTIeUeHUs JIepKATEIEM PETUCTPALIMOHHOTO YIOCTOBEPEHHS
YCIIOBUH TMpPOBENEHUS HMHCIEKTUPOBaHUS MO (papmMakoHaA30py cucreMa (apMakoHaI30pa
Jiep KaTeis perucTpaMOHHOTO YAOCTOBEPEHUS MIPU3HAETCS HE COOTBETCTBYIOLIECH TpeOOBaHUIM
[IpaBui, oyeM MHHHCTEPCTBO 3/1paBOOXpPAHEHUS MUCHBMEHHO YBEAOMIISIET 3asiBUTENS IOCIIE
MPUHATHUS COOTBETCTBYIOIIETO PELICHHUS.

14. UucniekimonHass  rpymma  GopMUpyeTcsl W3 JIUIl,  BKJIIOYEHHBIX B PEECTp
(dapmaleBTHUECKUX WHCIEKTOpoB PecmyOnuku bemapych, B COOTBETCTBHH C MOCTAHOBIICHHUEM
MunucrepctBa 3npaBooxpaneHus PecmyOmuku bemapych ot 18 Hosiops 2020T. Ne 103
«O mopsiike  arrecTanuu, (OPMUPOBAHUS U BEACHHS PEECTPOB YIMOJHOMOYCHHBIX JIHIL
MIPOU3BOIUTENEN JIEKAPCTBEHHBIX CPEICTB, PapMalleBTUYECKUX UHCIIEKTOPOBY.

PykoBonuTenh WHCIEKIIMOHHOW TPYIIBI HANENSETCS CTaTycOM BEIYIIEro WHCIEKTOpA.
Benymuii uHcnekTop pacnpezenseT (YHKIUU B UHCIEKIMOHHOW Tpynne U KOOPAHUHUPYET
MEPOTPUSATHS, CBSI3aHHBIC C HHCTIEKTHPOBAHUEM I10 (hapMaKOHAI30py .
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[Tpn HEOOXOMMMOCTH (7151 IOJTYYCHHSI KOHCYJbTAIlUA B CIICUATBHBIX O0JACTSAX 3HAHUHN)
B MHCIEKIMOHHYIO TPYIITY MOTYT BKJIIOYAThCS TEXHHUECKUE IKCIIEPTHI.

15. CocTaBiieHHE W HANpaBJICHHE JIEPXKATEII0  PETUCTPALMOHHOTO  yAOCTOBEPEHUS
porpaMMbl MHCIIEKTUPOBAHUS MO (hapMaKoOHAI30py OCYILECTBIISIETCS B CpOK He mosgHee 10
pabouux JHEH 10 ero Havasa.

I'paduk  wHCnEKkTHpOBaHUA 1O (PapMaKOHAN30PYy,  BKIIOYCHHBIH B MPOTpaMMy
MHCIEKTUPOBAaHUSA 1O (papMaKOHAI30py, MOMKET YTOYHSTHCS B XOJ€ HHCIEKTUPOBAHUS
1o (hapMakoHa/30py B pabodyeM MOpsIKE IO COTIACOBAHMIO C JAEPIKATENIEeM PEruCTPaliOHHOTO
YAOCTOBEPEHUSI.

16. Ilpu BBISIBICHUHM B XOJ€ WHCIEKTUPOBAHHUS 1O (apMAKOHAI30PY KPUTHUECKHX
HECOOTBETCTBUM,  CBUICTENbCTBYIOIIMX O HETAaTUBHOM  BIUSHUUM  Ha BCIO  CHUCTEMY
¢dapmakoHag3opa | (WIM) HapaBa, OE30MACHOCTh U OJIArONOJy4YHe MAIMEHTOB U (MJIH)
MPECTAaBISIONINX MOTEHLUUAIbHYI0 YIpo3y 3J0pPOBbIO HACEJECHHs, BEIyIIUA HHCIEKTOP
He3aMeUIUTEIHLHO HH()OPMUPYET PYKOBOAUTENS (apMUHCIIEKTOPATA C HENbI0 IPUHITHS MEp.

17. B xone WHCIIEKTUpOBaHMs 1O (papMaKoHaI30py (hapMareBTHIECKUMHU WHCIIEKTOPaMU
MOTYT OBITh BBISIBIICHBI:

17.1. KpUTHYECKHE HECOOTBETCTBUS — HECOOTBETCTBUS CUCTEMBI (hapMaKOHAa30pa B BHJIC
MPUHIMITHUATFHOTO HEAOCTaTKa (HECOOTBETCTBHUS) OMHOTO WIJIM HECKOJIBKHX TPOIECCOB HIIU
BBITIOJTHSIEMBIX MPOLEAYpP CUCTEMBI (hapMaKOHaA30pa, KOTOPHIiL:

HEraTUBHO BJIMSET HA BCIO CUCTEMY (hapMaKOHA30Da;

1 (W) HETaTUBHO BJIUSET Ha MpaBa, 0€30MacHOCTh U 0J1aronoyrydre mariueHTOB;

1 (WIIK) MPEeACTaBIseT MOTEHIIUAIBHYIO YTPO3Y 3I0POBBIO HACEIICHUS;

1 (WIH) IpeACcTaBiIsieT CO00M cephe3HOe HapylIeHHEe TPeOOBaHUM 3aKOHOIATEILCTBA,

17.2. cymecTBeHHbIE HECOOTBETCTBUS — HECOOTBETCTBHS CHCTEMBI (papmakoHaa3opa
B BUJI€ 3HAYUTEJILHOTO HEIOCTaTKa (HECOOTBETCTBUS) OJHOTO MJIM HECKOJIbKUX IMPOLIECCOB HIIN
BBITIOJTHSIEMBIX TIPOIEAYP CUCTEMBI (hapMaKOHAI30pa WM MPUHIUIHAIBHBIA HETOCTATOK KaKOM-
aub0 YacTW OJHOTO WM HECKOJBKUX [MPOLIECCOB WM  BBIMOJHSIEMBIX  MPOLERYP
(dhapmakoHaa30pa, KOTOPBIA:

OTPHUIIATENILHO CKa3bIBA€TCS Ha BCEM MPOIIECCE;

1 (WIM) TOTEHIMAIBHO MOXET CKa3aThCs Ha MpaBax, 0e30MacHOCTH U OJIaromoiyduu
MaIUEHTOB;

1 (MJIM) MOXKET MPEACTaBIATh OTEHIIMAIBHYIO OMTACHOCTH IS 3JI0POBbsI HACEICHHUS,

1 (WK) mpeACcTaBiIseT co00i HapyleHue TpeOOBaHUM JEHCTBYIONIETO 3aKOHOIaTENIbCTBA,

17.3. HeCyIieCTBEHHBIE HECOOTBETCTBHSI — HECOOTBETCTBHSI KAaKOTO-TMOO KOMIIOHEHTA
OJIHOTO WJIM HECKOJIbKUX IMPOLIECCOB WM BBIMOJHSAEMBIX MPOLEAYP CHUCTEMbI (papMaKOHAA30pa,
KOTOpHBIE, KaK 0XKHUIAaeTCs, HE MOTYT OTPHUIIATENFHO CKa3aThCs Ha BCEH cucTeMe (papMaKoHaI30pa
WJIU TIporiecce U (WK ) rpaBax, 0€30MacHOCTH 1 0J1aronoryqru MarueHTOoB.

I'JIABA 3
OPOPMJIEHHE PE3YJIBTATOB HHCIIEKTHPOBAHMUA
IO ®PAPMAKOHA/I30PY, UX PACCMOTPEHHUE U OIIEHKA

18. Pe3ynbTrarel  MHCHEKTHPOBAaHUSA IO (hapMaKoHaI30py  OQOPMIISIOTCS ~ OTYETOM
00 MHCIIEKTUPOBaHUU ((hapMaleBTHUECKOW MHCIIEKIMU) CHCTEMBbI (papMakoHaa3o0pa AeprKaTelis
PETUCTPALIMOHHOTO yIOCTOBEPEHMs] Ha COOTBETCTBHE TpeOoBaHusiM I[lpaBun Hagiexaniei
OpakTUKH  ¢papMakoHag3opa EBpasmiickoro HSKOHOMHYECKOTO coro3a  (namee, eciu
HE YCTaHOBJICHO HHOE, — OTUYET MO (hapMaKoHaA30py) Mo popMe COrIacHO MPUITOKESHHTO 3.

Otuer 1o (papMaKOHA30py COCTABISIETCS B JABYX OSK3EMIUISIPAX M MOIMUCHIBACTCS
BEIYIIMM WHCIEKTOPOM U YJeHaMHM HHCIEKIIMOHHOM TpymIbl B CpoK He nmo3aHee 30 paboumx
JHEW cO JAHS 3aBepILEHUS HHCICKTUPOBAHUS 0 (hapMaKOHAI30pYy.

19. Ecnm B XO0Ie  MHCHEKTUPOBaHUSA 1O (papMaKOHAI30py  HE OBLJIO  BBISBJICHO
HECOOTBETCTBHM, BIyHKTe 2 pa3gena [ ordera mo ¢apMakoHaI30py YKa3bIBaeTCs «HE
npuMeHuMo». Ecnu ObUIM BBISABIEHBI TOJIBKO HECYIIECTBEHHbIE HECOOTBETCTBHUSI, B ITyHKTE 3
pasnena I' Brpade «OueHka OTBETa JIepKaTelsl PETUCTPAIIMOHHOTO YAOCTOBEPEHUS» OTdYeTa
o papMaKkoHaA30py YKa3bIBACTCS «IIPH CIEAYIOIIEM WHCIEKTUPOBAHUHU MO (PapMaKOHAI30pYy».
IIpu osrom BuyHkre3 pasgena [ Brpadax  «Pe3ymbraTl  MHCIIEKTUPOBAHHS
o gapmakoHaa3opy» U «PexoMmeHnanuu» BeIyIIMM HHCIEKTOPOM YyKa3bIBaeTcsi MHGpopMaius
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0 COOTBETCTBUU CHCTEMbl (hapMaKOHaA30pa JepKaTesid PEerucTPallMOHHOTO YAOCTOBEPEHUs
TpedoBanusM [IpaBur.

OpuH »HK3eMIUIAp OTYeTa 10 (hapMaKkoOHAI30py B COOTBETCTBUU C YACThIO TEPBOM
HACTOAILIEr0 IMyHKTAa BEAYLUIMM HHCIIEKTOPOM HaIIpaBIISIETCA AEPXKATENI0 PETUCTPALMOHHOIO
YAOCTOBEpEHUsI HE Mo3aHee 5 padouux JHEH cO IHSA ero MOANUCAHUS BEAYIIMM HWHCIEKTOPOM
U WI€HAaMH MHCIEKIUOHHOM TpYIIbI, BTOPOM DJK3EMIUIIP XpaHUTCA B COOTBETCTBUU
c TpeOOBaHMAMU  3aKOHOJATENbCTBA B cdepe  apXMBHOIO  JieJda U JIEJIONPOU3BOJCTBA
B (hapMUHCIIEKTOpaTe.

Ecin B Xome uWHCHEKTHpOBaHMS MO papMakoHAA30py OBLIM  BBISBICHBI  TOJBKO
HECYIIIECTBEHHBIE HECOOTBETCTBUS, MHCIIEKIIMOHHAS IPYIIa OCYLIECTBIISET OLICHKY BBIIIOJIHEHUS
IJIaHa KOPPEKTUPYIOMIMX U MPEayNPEeXIAI0OUNX IEHCTBUI, OTYETa O €0 BBIIOJIHEHUHU U TaHHBIX
(komuit JTOKYMEHTOB), CBHUJETENbCTBYIOIIMX 00 YCTPaHEHHH BBISBICHHBIX HECOOTBETCTBHIA,
U (WM) JaHHBIX O MPHUHATHIX MEpax, HANpaBJIEHHBIX Ha yCTpaHEHHE HECOOTBETCTBHM (laiee,
€CJIN HE YCTaHOBJIEHO MHOE, — CBUETEIbCTBA YCTPAHEHMS BBISIBICHHBIX HECOOTBETCTBUN), MpHU
MIPOBEJICHUH CIIEAYIONIEro HHCIEKTUPOBAaHUS 10 (hapMaKoOHa130py.

20. Ecnu B X0/1€ MHCTIEKTUPOBAHUS 1O (hapMaKOHA30py OBLIM YCTaHOBIIEHBI KDUTHUECKHUE
U (UJIK) CyIeCTBEHHbIE HECOOTBETCTBUS, AepKATeNb PErUCTPAIMIOHHOTO YAOCTOBEPEHUS B CPOK
He no3aHee 30 pabouux AHEH CO JHS MOITYyYEHHUs OTYeTa Mo (papMakoHaA30py C 3arOJIHEHHBIMU
pazaenamu A, b umnynkramu 1, 3 pasnena ' HampaBisieT BeAylIeMy HMHCIEKTOPY OTBET
C IUNIAHOM KOPPEKTUPYIOUIMX U NPEIyNpPEekNA0MUX ACHCTBUNH, OTYETOM O €r0 BBIIOJIHEHUU
U CBUJETEIHCTBA YCTPAHEHUS BBISIBICHHBIX HECOOTBETCTBU.

B teuenne 10 pabounx aHeW co IHS MOMYyYSHHS JOKYMEHTOB, YKa3aHHBIX B YaCTH HEPBOM
HACTOAIIEr0 MYHKTA, WIEHbl MHCIEKIIMOHHOW T'PyNIbl OCYLIECTBIISIOT OLEHKY Ccojepraliencs
B HUX UH(OPMAIUH.

Pemenne o cooTBeTCTBUM (HECOOTBETCTBHHM) CHCTEMBI (DapMaKoHaI30pa JeprKaTest
PETUCTPAIIMOHHOTO YIOCTOBEpeHUs: TpeboBanusM [IpaBuin mpuHUMAEeTCs COBMECTHO BEIyIIUM
MHCIEKTOPOM U YWICHaMU UHCIEKIIMOHHOMN TPYIIIHI.

Pe3ynbraThl MHCHEKTHPOBAHUS IO (papMaKOHAI30py O COOTBETCTBUHM (HECOOTBETCTBUN)
cucteMbl (apMaKoHaa30pa JepKaTesis PErucTPallMOHHOTO YIOCTOBEpEHHs TpeOOBaHUSM
[TpaBun oTpaxarorcs B myHKTe 3 pasaena I otdera nmo ¢papmaxoHaa3opy.

3aKiIo4eHHue [0 pe3ysibTaTaM HWHCIEKTUPOBaHUA 10 (papMaKOHAI30py O COOTBETCTBUU
(HECOOTBETCTBUHU) CUCTEMbI (DapMaKOHAA30pa JepiKarels PEeruCTPalMOHHOTO YOCTOBEPEHUS
TpeboBanusaM [IpaBui npuHUMaeTcs BEAYLIUM WHCIIEKTOPOM M OTpa)kaeTcsl B MyHKTE 4 pazjena
I' oruera mo ¢apmakoHam3opy. OaMH SK3eMIUIp OTYeTa HAINpPABISETCS JAEPIKaTeIio
PETUCTPALIMOHHOTO yJIOCTOBEPEHMsI HeE Mo3aHee 5 pabouumx [HEH co JHS €ero MOJIMHCAHUS
BEIYIIMM HHCIEKTOPOM U WIEHAMH WHCHEKLHWOHHOW TIPYIIBl, BTOPOW S3K3EMIULIp XPaHUTCS
B COOTBETCTBUU  C TpeOOBaHUSMU  3aKOHOJATEIbCTBA B cdepe apXuMBHOTO  Jefa
U JEJI0NPOU3BO/ICTBA.

21. IIpu orcyrcrtBum mo ucredeHuu 30 pabouymx IHEW CO AHS TIOMYYCHHS JeprKaTeaeM
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUSI OTueTa MO (hapMaKoOHAI30py CBUICTEIBCTB YCTPAHCHHS
BBISIBJICHHBIX HECOOTBETCTBHI, a TakkKe B Clydyae IMPU3HAHUS MX HEJOCTAaTOYHBIMU HIIU
HE/IOCTOBEPHBIMU cHCTeMa (hapMaKoHAI30pa JepiKaTelisi PEerucTPalMOHHOTO YJIOCTOBEPEHHS
MIPU3HAETCSI HE COOTBETCTBYIOMIEH TpeboBanusaM [Ipasut.

22. Cucrema ¢apmMakoHaa30pa AepkaTelss peruCTPallMOHHOTO YAOCTOBEPEHUS PU3HACTCS
COOTBETCTBYIOIIEH TpeboBaHusM [IpaBui B OHOM U3 CIEAYIOUINX CIIyYaeB:

OTCYTCTBHE HECOOTBETCTBUI;

OTCYTCTBHE KPUTUYECKUX U (MJIN) CYLIECTBEHHBIX HECOOTBETCTBUI;

YCTpaHEHUE BCEX KPUTUUECKUX U (UJIN) CYILIECTBEHHBIX HECOOTBETCTBHIA.

23. Benyumuii  MHCHEKTOP  OCYIIECTBISAET  MOATOTOBKY  IPOEKTAa  YBEAOMIICHUSA
MuHHCTEpCTBA  3/IpaBOOXPAaHEHHUS O NMPU3HAHMU CHUCTEMBbl (papmakoHaa30pa JAeprkaTelis
PErUCTPAIIMOHHOTO YJIOCTOBEPEHHSI COOTBETCTBYIOMIECH (HECOOTBETCTBYIONICH) TpeOOBaHUSIM
[IpaBun (anee — yBeIOMIIEHUE) U HAPABJISIET €r0 U OTYET MO (PapMaKOHAA30PY PYKOBOJUTEIIO
dbapMHHCIIEKTOpaTa B CPOK HE Mo3Hee S5 pabouyux [AHEW OT AaThl MOJANKCAHUS OTYeTa
1o (hapMakoHaA30py.

PykoBonutens (apMHHCIIEKTOpaTa OCYIIECTBISET PAcCMOTPEHHUE TPEeACTaBICHHBIX
JOKYMEHTOB U HalpaBiseT YBEAOMIIEHHE JEP)KATENI0 PETUCTPALMOHHOIO YAOCTOBEPEHUs



36

B CPOK HE mo3jaHee 5 pabouux JHEH mociie ero Mojdy4yeHHs OT BEeIyIIEero MHCIEKTOpa, a TaKkxke
IIPUHUMAET UHBIE MEPHI B COOTBETCTBUM C 3aKOHOAATEIBCTBOM.

24. Pe3ynbTaThl WHCIIEKTUPOBAHUS o papMaKoHaA30Py YUYUTBIBAIOTCA
JUISL IOATBEPIKIICHUSI COOTBETCTBHSI CHCTEMBI (hapMaKOHaI30pa JepKaTeisl perucTpalioOHHOTO
yaocToBepeHusi TpeboBanusiM [IpaBui, a Takke mpu oQOPMIIEHUHN 3aKIIOYEHHS] O COOTBETCTBUHU
(HECOOTBETCTBUH) JIEKAPCTBEHHOTO CpEACTBA TpeOoBaHUSAM Oe30macHOCTH, 3(deKkTuBHOCTH
U KadyecTBa, BblAaBaemMoro YII «lleHTp skcnepTH3 W MCOBITAaHUK B 3PABOOXPAHEHUM» TIPHU
MIPOBEICHUHU KOMIUIEKCA IPEBAPUTEIILHBIX TEXHUYECKUX padoT.
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[Ipunoxenue 1

K [lonoxxeHunto o mopsaKe NHCTIEKTUPOBAHUS
(dapMarieBTHYECKOH MHCIIEKIINH)

Ha TPEJIMET COOTBETCTBUSI OpraHU3aI|H

1 QYHKITMOHUPOBAHUS CUCTEMBI
(hapmakoHaa3opa nepkartenei
PETHCTPALMOHHBIX YIOCTOBEPCHUN
TpeOoBanuaM [IpaBuit HaexKamie
MIPaKTUKHU papMaKoHaI30pa

EBpa3uiickoro 5KOHOMHYECKOTO COI03a

®dopma

MuHucTepcTBO 3paBooxpanenus Pecnyonuku benapych
®PapManeBTUYeCKU HHCIIEKTOpaT
PACIIOPSKEHUE Ne
0 Ha3HAYEeHUH MHCIEKTUPOBaHUS ((apManeBTHYECKOW MHCIIEKIIMH) Ha TIPeIMET COOTBETCTBHSI OPraHNU3alun
1 QyHKUMOHUPOBaHMS CHUCTEMBI (hapMaKOHa130pa AeprKaTelis PeruCTPalMOHHOTO YI0CTOBEPEHUS

I1nanoBoe O

BuemanoBoe O

VCTaHIIMOHHOE O
Llenb MHCTIEKTUPOBaHMS 110 (papMaKoHa30py:

HaumMeHoBaHue ACPIKaTeIId peruCTPaAllMOHHOTO YIOCTOBCPCHUSA:

Mecto HaXOXACHUA ACPKATCIsI pErUCTpalluOHHOTI0 YAOCTOBEPCHU !

MecTo(a) HaX0XKIEHHS MECTa BBIITOJIHEHHS JCSITEIHHOCTH 1O (hapMaKOHAA30py AepiKaTes peruCTPaIHOHHOTO
YIOCTOBEPEHUS:

KommaecTBo qHEH MHCTIEKTHPOBAHUS 10 (hapMaKOHAI30py C yIETOM BpEMEHH Ipoe3/1a K MecTy U 00paTHO:

[lepron mpoBeIeHAUSI MHCIIEKTUPOBAHMS IO (PapMaKOHAI30PY:

MucnektrpoBanue 1o papMaKkoHaI30py:

B IIEJIOM O OTIENEHBIE KOMITOHEHTHI CHCTEMBI 10 JIEKAPCTBEHHOMY IIperapary O
(dhapmakonamzopa O
CocTaB WHCIIEKIIMOHHOM TPYTITIEL:
Benymuii nuacniekTop:

UJieHbl MHCTIEKLIMOHHOM TPYIIIIBL:

I[aTa Ha3Ha4YCHU I/IHCHCKLIPIOHHOﬁ IpynIbl:
HO,HHI/ICL PYKOBOOAUTEIIA (bapMI/IHCHGKTOPaTa

(TOIKHOCTP CITYIKAIIIero) (moamuce) (mHUIHATB (MHUIHAT
COOCTBEHHOTO UMEHH), (haMUIIHS)

[Ipunoxenue 2

K IlonoxeHuro o nopsiKe MHCIEKTUPOBAHUS
(papmaneBTHUECKON MHCIIEKIINN)

Ha MPeIMET COOTBETCTBHS OPraHU3aluu

U (QYHKIMOHUPOBAHUS CUCTEMBI
(apmakoHaa30pa AepikaTenei
PETUCTPALIMOHHBIX YIOCTOBEPEHUI
TpeboBanusaM IIpaBmn HaIeKamei
MIPaKTUKH (papMaKoHaI30pa

EBpasuiickoro 5K0HOMHYECKOI0 COr03a

®dopma

MunuctepcTBO 3apaBooxpaneHus Pecryommku benapych
®apMalleBTUUECKU HHCIIEKTOPAT
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ITPOI'PAMMA UHCIIEKTUPOBAHMUSA 110 ®PAPMAKOHA/30PY

1. Llenu MHCTIEKTUPOBaHUA IO (hapMaKOHA30pY:

2. OcHOBaHMS )11 MHCTICKTUPOBAHUS IO (hapMaKOHAA30pY:
3. [aTa(b1) u MecTo(a) MpOBEACHUS HHCIIEKTUPOBAHMS 0 (hapMaKOHaI30py:
4. Bun mHCIEKTUpOBaHUS 10 (hapMaKOHAI30Py:

5. MHcneknnonHas rpymnna:

6. I'paduk nHCTIEKTUPOBAHUS IO (PapMaKOHAA30PY:

OTBETCTBEHHEIH(€E)
Hata, Bpems Mepornpusitust N
OT UHCNEKLIMOHHOM IpyMNIIbl
1 2 3

BCTyHI/ITeHLHOG COBCIIAHHUC

O3HaKOMJICHHE C CUCTEMOH (apMaKoOHaaA30pa JAepKaTes
€TUCTPAIIMOHHOTO YIOCTOBEPEHUS

OcMoTp noMeleHuit 1 060py10BaHHs

[TpoBepka JOKyMEHTAIIMH CHUCTEMBI KaueCTBA CUCTEMBI
(apmMakoHaa30pa

[TpoBepka Macrtep-daiiia cucreMsl papMakoHai30pa

[TpoBepka JOKYMEHTAIMHU 110 KPUTUYECKHM IPOIEcCaM CHCTEMBI
(apmMakoHaa30pa

[TpoBepka KOMITBIOTEPU3UPOBAHHBIX CHCTEM M 0a3 JaHHBIX,
MCIIOJIb3YEMBIX CHCTEMOH (papMaKoHaa30pa

HpOBepKa JOKYMCHTAIIUN CUCTCMBI YIIPABJICHUA Ka4CCTBOM

CoBelianie HHCIEKIIMOHHOM rpyIb

3aKII0YHUTEIIBHOE COBCIIAaHUC

Mnoe

7. [Ipoune ycnoBusi HHCIEKTUPOBAHUS 11O (hapMaKOHA130pY:

Benymmit uacnexkrop

(TOIKHOCTP CITYIKAIIIero) (moamuce)

(vHUIAATBT (MHUTAT

COOCTBEHHOI'0 MMEHH), (haMHIIHs)

[punoxenue 3

k [ToyoxxeHuIo 0 MOPsIKE MHCTICKTUPOBAHUS
(apMarneBTHYECKOH HHCIICKIINN )

Ha OpeIMET COOTBETCTBUA OPraHu3allvin

1 GYHKIIMOHUPOBAHUS CHCTEMBI
(hapmakoHa30pa AepKaTenei
PETHCTPALMOHHBIX YIOCTOBEPEHUN
TpeboBanuaM IIpaBwmn HaIeKamei
MPAaKTUKHU PapMaKkoHaI30pa

EBpasuiickoro 5K0HOMHYECKOI0 COr03a

MunucrepcTBo 31paBooxpaneHus Pecnyonuku benapyce

®apMaleBTUUECKU HHCIIEKTOPAT

OTYET

®dopma

00 nHCeKTUPOBaHNH (papManeBTHYECKON MHCIIEKIUN) CUCTeMbI JapMaKoHaA30pa
Jep:KaTesisi PerucCTPALMOHHOIO YI0CTOBEPEeHHs HA COOTBeTCcTBUE TPpeOoBaHusiMm IlpaBuna
HajuIexameil npakTuku gapmakoHaaszopa EBpa3uiickoro 3k0HOMHYECKOro c03a

(HaI/IMeHOBaHI/Ie CTPYKTYPHOTO IOAPa3aCICHUA (bapMI/IHCHeKTOpaTa, OCYHIECTBJIAIOMICTO UHCIICKTUPOBAHUEC
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1o apMaKoHaA30py, MECTO HaXOXKACHHS, TeNe(OH, apec dICKTPOHHON MOYTHI)

[TpoBeneHo MHCTIEKTHPOBAHUE 110 hapMaKOHAI30PY

(HaI/IMeHOBaHI/Ie ACPIKaTeIIA peruCTPaAllMOHHOTO YIO0CTOBCPCHMS,

MECTO HaXxOXAeHHS, Tee(oH, apec dIEKTPOHHOM MOYTHI)

OcHoOBaHue:

(mara u HOMep MpHKa3a O Ha3HAYCHUU WHCIIEKTHPOBAHMUs 110 (papMaKkoHa30py,
HOMED PaCTOPSIKESHNS)

Paznen A. AxMuHuCcTPpaTUBHAS MH(OpPMAIUA

HauMmeHoBaHUE JepiKaTess PEruCTPalnoHHOTO

yZI0CTOBEPEHHSI, MECTO BBITIOJHEHUSI ACSTSILHOCTH

1o (hapMakoHaI30py JeprKaTes st PEruCTPALMOHHOTO
JIOCTOBEPEHUSI

KonTakTHOE JHII0 110 (PapMaKOHAA30PY AepKaTeIst
ETHCTPAIMOHHOTO YI0OCTOBEPESHHUS

B ciiyuae, eciu He COBIAAET C YIOJIHOMOYECHHBIM JIHLIOM
o gapMakoHaI30py

JlaTa(p1) mpoBeICHNS HHCTICKTUPOBAHUS
1o apMaKkoHaI30py

Benyiuit HHCIIEKTOP (IOKHOCTH CITYXKAIlero,
(bamirs, COOCTBEHHOE HMs, OTYECTBO (€CIIH TAKOBOE
nmeercst)

cDapMaIleBTI/I‘IeCKI/IG I/IHCHCKTOPLI/TCXHI/I‘ICCKI/IG
OKCIICPThI (LlOJ'I)KHOCTL CJIy’Katiero, (1)aMI/IJ'II/I${,
COOCTBEHHOE HUMs1, OTYECTBO (CCHI/I TAKOBOC I/IMCGTCH)

Homep nHCIEKTHPOBaHUS N0 (hapMaKOHAA30py

[Mpenpinyniee MHCIIEKTUPOBAHKE 110 (papMakoHaI30pY
1 YIOJIHOMOYEHHBII OpraH, BBIMOIHSBIINN
MHCIICKTHPOBAHHUE 110 (hapMaKOHaA30py

DapmareBTHIeCKHE MHCIIEKTOPHI, IIPOBOANBIIIHE
MpeapLayInee HHCIIEKTHPOBAHKE TI0 (hapMaKOHAI30PY

[{enp MHCTIEKTHPOBAHMSA 1O (hapMaKOHAI30py

HanMmeHoBaHMS TeKapCTBEHHBIX MIPETIAPaTOB, KOTOPEIC

OBLTH FICTIONTF30BAHbI B KAYECTBE IpUMepa sl OIICHKH

cucTeMBbl (hapMaKoHa130pa AepKaTels
ETHCTPAIMOHHOTO YI0CTOBEPECHHUS

'Y II0JIHOMOYEHHOE JIHIO 0 papMaKkoHAA30py
(TOJDKHOCTD CiTyaiiero, haMuius, COOCTBEHHOE MM,
0TYECTBO (€CIIM TAKOBOE MMEETCS) U €T0 MECTO
HAX0KJICHUS)

/laTa IepBUYHOTO MPEACTABICHHS OTYETA
o apMaKkoHAA30pY IEPIKATEIIO PErUCTPALIMOHHOTO
JOCTOBEPCHUS

CpOK npeACTaBJICHNUA OTBETA ACPKATCIIA
CTUCTPALIMOHHOT'O YAOCTOBCPCHUSA

/lata npeacTaBiIeHHs HTOIOBOTO OTYETa
o (apMaKkoHAA30pY IEPIKATEIIO PErUCTPALIMOHHOTO
JOCTOBEPCHUS

Ot4et no GapMakoHAA30Py MOATOTOBIICH
(TOJDKHOCTD CiTyaiiero, haMuius, COOCTBEHHOE MM,
0TYeCTBO (€CIM TAKOBOE MMEETCs))

Paznen b. O0mas nagopmanusi 1o NpoBeIeHNI0 HHCIIEKTUPOBAHUSA MO0 (papMaKOHA30Py

OCHOBaHUsI U BHJ| MHCIIEKTHPOBaHHUS
o ¢apMakoHaA30py

OO0beM MHCIIEKTUPOBAHUS 1O (hapMaKOHAI30pY:

Bceii crucTeMbl (hapMakoHa30pa JAepiKaress
[PETUCTPALIMOHHOTO YIOCTOBEPEHHUS,

[0 OT/ENbHBIM JICKAPCTBEHHBIM TIpenapaTam,
OT/ICNIEHBIX KOMIIOHCHTOB CHCTEMBI (JapMaKOHaA30pa
[TepaKaTessi PETUCTPAILIMOHHOTO YAOCTOBEPEHUS

HOpMaTI/IBHO-HpaBOBaH ba3a

CooTBeTCTBHE IporpaMMe MHCIICKTUPOBAHUA
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1o apMaKkoHaA30py

CoBelianue 1o 3aBEPIICHNI0 HHCIIEKTUPOBAHUS
1o apMaKkoHaA30py

(1aTa, MECTO HaXOXJICHUS)

Kparkoe onrcanue cucTeMs! (hapMakoHaa30pa
[iep KaTessi pErHCTPalMOHHOTO YI0CTOBEPEHHS
OCHOBHBIE U3MEHEHHS CUCTEMBI (hapMaKOHaA30pa
Inep>kaTesst pEruCTPalOHHOTO YI0CTOBEPEHHS,
[IPOM3O0ILE/IIINE CO BPEMEHH MPEIbLIYIIETO
MHCIEKTHPOBAHMA 110 (hapMaKOHaA30py

Paznen B. O030p KOMIOHEHTOB CcHCTEMbl (apMaKOHaA30pa, MOABEPTHYTHIX
HHCNIEKTHPOBAHUIO 10 (hapMaKOHAA30PY

CreneHp
HecooTBeTcTBUS
BBIINOJIHEHUS OLIEHKHU
* (ma/uer) KomMeHTapun
KOMIIOHEHTA
Ia HET KPUTHYCCKHUCCYIIICCTBCHHBIC

'V IIOJITHOMOYEHHOE JIUIIO

1o apMaKkoHaI30py

Mactep-aiin cucreMsl hapMakoHaa30pa

CraHmapTHBIC IPOIETYPH], PyKOBOJICTBA

KonTtpakTsl, cornameHus

[Teproauaeckuii OOHOBISIEMBIN OTYET

Mo Oe30MaCHOCTH

CucTema ynpaBlIeHUs] pUCKAMH

Opranuzanust padoThI ¢ COOOIIEHUIMHU

0 HeXEeTaTeIbHBIX PeaKIUIX

KoMIboTepH3MpOBAHHBIE CHCTEMBI

1 06236l TaHHBIX, HCIIOJB3yEMEbIC

cucteMoii (hapMakoHaa30pa

KimmHu4yecKke uccieI0BaHus

'YrpaBieHrne CUrHajJoMm

Opranuzanus paboThI ¢ JaHHBIMH

10 OTKJIOHEHHUIO KauecTBa

leKapCTBCHHBIX penapaToB

|IApXHUBUPOBaHKE JAHHBIX CUCTEMBI

(hapMakoHag30pa IepIKaTeIs
ETHCTPAIMOHHOTO YIOCTOBEPCHUS

CucTtema ynpaBlieHHs] KAYECTBOM

cucteMsbl (hapMaKoOHa130pa JIeprKaTels
ETHCTPAIMOHHOTO YIOCTOBEPCHUS

O0yueHue o GpapMaKoHAA30Py

PerynstopHbie BOIIPOCHI

1 B3aUMOJICHCTBUEC C YIIOJTHOMOUYCHHBIM

opranom

MenurHcKast ”HbOpManus

JlomoTHUTEIbHBIE KOMIIOHEHTHI OI[CHKH

* CTeneHb BBIOJIHCHUS OIICHKH KOMIIOHCHTA «J1a» O3HadacT BBINOJIHCHHUC OICHKHW ITAaHHOTO KOMIIOHCHTA
CHCTECMBbI q)apMaKOHaz[sopa JACPpKATCIId pETUCTPALIMOHHOTO YAOCTOBEPCHUA HA JOCTATOYHOM, IO MHCHUIO BEAYLIETO
HHCIICKTOPA, YPOBHE Il ONPECACIICHNUA €€ COOTBETCTBUSA U BLISABJIICHUS HECOOTBETCTBHUM.

CrelneHb BBHITOIHECHUS OLCHKH KOMIIOHCHTA <«HECT» O3Ha4acT, 4YTO Z[aHHI;Iﬁ KOMIIOHCHT HC NMOJABCprajicsa
OLICHKE IPH BBINOJHCHUN WHCICKTUPOBAHUA 10 q)apMaKOHamopy B CBA3U C OTCYTCTBUEM HeO6X0)II/IMOCTI/I UCxXoas
u3 ueﬂeﬁ, ero oorema 6o 3arpoca, CoriiaCHO KOTOpOMY OCYIIECTBJIIIOCH MHCIICKTUPOBAHUC T10 (bapMaKOHall?:Opy.

Pazgen I. HecooTBeTcTBHS, BBIfIBJICHHLIE B Mpolecce HHCIEKTUPOBAHUS
no (papmaxkoHaazopy

1. Knaccupurkanusi BbISIBJEHHBIX HeECOOTBETCTBHH cHcTeMbl (apMakoHaa3opa
JAep:KaTesisi PeruCTPAIIMOHHOIO YI0CTOBEPEHHU:
Kputuueckue
CyliecTBeHHbIE
HecyniecTBeHHbIe
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2. OTBeT Jep:KaTesii  PErHCTPALMOHHOIO  YIOCTOBEPEHHMS] IO BbISABJIEHHbIM
B pe3yJIbTaTe HHCIEKTUPOBAHUA 10 (APMAKOHAA30PY HECOOTBETCTBHAM:
OrnpeneneHue MpUUKHBI
HECOOTBETCTBHUSI
JlanpHeHIIAas OlieHKa CTEICHU
BBIPAKEHHOCTH HECOOTBETCTBUS U €T0
BIUSIHUS HA CUCTEMY (papMaKoHAA30pa
epiKaTesst perucTpalioHHOrO
[YZIOCTOBEPEHUS U JICKAPCTBEHHBIC
MpemnapaTsl
Koppekrupytomue neicTus
[Ipenynpexaatomue qeUCTBUs
[TpakTHUdecKue pe3yIbTaThl
J{aThl BEINOJTHEHUSI KOPPEKTUPYIOLIUX
1 IpeAyNPEeKTAIOUX ACHCTBUN

3. Pe3y1bTaThl HHCIIEKTHPOBAHUS N0 (papMAKOHAA30PY M PeKOMEHIALMH:

Pe3ynbTaThl HHCIICKTUPOBAHUS
o gapMakoHaA30py
Pexomenmanuu
OreHKa OTBETa IepIKATEIs

ETHCTPAIMOHHOTO YI0OCTOBEPECHHUS
3aKITIOYNTETIHHBIC BEIBOBI
1 peKOMEHIAINH

4. 3akaouenue:

Cucrema dapMakoHa30pa AepKaTelsi pErHCTPAMOHHOTO YIOCTOBEPEHUS

(HaI/IMeHOBaHI/Ie JACPIKATCIIA pCruCTpaliluOHHOTO yﬂOCTOBepeHI/Iﬂ)
TpeboBanusaM [IpaBui HaaexKame MpakTHKA

(COOTBETCTBYET/HE COOTBETCTBYET)
dapmakonanzopa EBpa3uiickoro s3KOHOMUYECKOTO COI03a.

Benymmit uacnexkrop

(TOIKHOCTP CITYIKAIIero) (moamuce) (vHUIAATBT (MHUTAT
CcOOCTBEHHOTO NMEHH), (PaMUIINS)

UsieHbl THCIIEKIIMOHHOW TPYMIIbL:

(TOIKHOCTP CITYIKAIIero) (moamuce) (vHUIAATBT (MHUTAT
CcOOCTBEHHOTO NMEHH), (PaMHUIIHS)

(MOJKHOCTB CITY’KaIlero) (moamuce) (MHUIMATBI (MHUATAT
COOCTBEHHOI'0 MMEHH), (haMHIIHs)

(TOIKHOCTP CITYIKAIIIero) (moamuce) (vHUIAATBT (MHUTAT
COOCTBEHHOTO NMEHH), (PaMUIIHS)

Hara mognucanus
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YTBEPXKXIEHO

ITocTanoBnenue

MuHuCTEepCTBa 3APAaBOOXPAHEHUS
Pecrryonmuku benapychb
18.11.2020 Ne 102

HHOJIO’)KEHHUE

0 MOpsiAKe H YCJIOBUAX HHCIIEKTUPOBaHUS (papManeBTHYECKOH HHCIIEKIIMHN) KIHHAYECKUX
HUCCJIe0BAHUN (MCNIBITAHUI) JIEKAPCTBEHHBIX NMPENapaToB HA MpeIMeT COOTBETCTBUS
TpedoBanusM IlpaBua Hajexkameld KINHN4YecKoH npakTuku EBpa3suiickoro
IKOHOMHYECKOI'0 COK3a

I'JIABA 1
OBIIUE ITOJIOKEHUA

1. Hacrosimee IlonoxkeHue ompeaenser MNOPSAOK U YCJIOBHUS ~ MHCHEKTHPOBAHUS
(bapmarneBTHUECKONW WHCIIEKIMU) KIMHUYSCKUX HMCCIIEIOBAaHUM (MCIIBITAHUMN) JIEKApCTBEHHBIX
mpemapaToB  (#anee — WHCICKTUPOBAHWE  KIMHUYECKOTO  HMCCIENIOBaHUS)  Ha MpeIMeT
COOTBETCTBUSl TpeOoBaHMsM [IpaBun Hamnexamer KIMHUYECKOW mpakTuku EBpasuiickoro
SKOHOMHUYECKOI'O COI03a, yTBepkJAeHHbIX Pemenuem CoBera EBpa3uiickoil 3KOHOMHYECKOM
Komuccuu oT 3 HostOpst 2016 . Ne 79.

2. lna uenei Hacrosuero IlomoxeHWs HCHONB3YIOTCS TEPMHUHBI U UX OINPEACICHUs
B 3HAUYCHHSIX,  YCTAHOBJICHHBIX  3akoHOM  Pecnybmukm  bemapyce  «O0 oGpamennn
JIEKAPCTBEHHBIX CPEJICTBY, @ TAKKE CJIEYIOLINE TEPMUHBI U UX ONPEIACICHUS:

HECOOTBETCTBUE — KPUTEPUM, HCIOJB3YEMBIH ISl ONEHKA COOTBETCTBUS KIMHUYECKHX
UCCIIeIOBaHMH (MCTIBITAaHUI) JIGKAPCTBEHHBIX MPENapaToB (Jajee, eciii He YCTaHOBIEHO UHOE, —
KJIIMHUYECKHe uccienoBanus) TpeboBanusM llpaBun Hajuiexameld KIMHUYECKON MpPaKTUKU
EBpasuiickoro 3KOHOMHMYECKOTO COI0O3a B CIy4ya€ BBISBICHHS YaCTUYHOTO WJIM IOJHOTO
HEBBITTOTHEHUST TpeOoBanuii [IpaBunm Hajexameld KIMHUYECKOW NpPakTUKH EBpasuiickoro
SKOHOMMUYECKOTO CO03a;

3asiBUTENIb — CIIOHCOP, KOHTpaKTHas MCCIeI0BaTeNbCcKasi OpraHu3anus, 3asBUTEIb,
MOAABIINE JOKYMEHTBI, COCTABJISIIOLIME PErUCTPALMOHHOE JOChE, Ha rocy/1apCTBEHHYIO
perucrpanuio (MOATBEPKACHNUE TOCYIapCTBEHHON PETUCTPaIliN), Iep>KaTeNlb PETUCTPALIMOHHOTO
YIOCTOBEpPEHHUS JIEKApCTBEHHOTO IIpenapara, MNpPEICTaBUTENb JepKaTeliss PErucTparuoOHHOTO
YAOCTOBEPEHUS Ha JIEKAPCTBEHHBIN Mpenapar;

TEXHUYECKHUI JKCIEPT — MPHUBJICUCHHBINA CIICIUAINCT, KOTOPBIA 00JIafaeT criennualIbHbIMU
3HAHUAMHU W (WIM) ONBITOM B OOJACTH MPOBENEHUS  KIMHUYECKOTO  HCCIIEAOBAHUA,
MOATBEPK/ICHHBIMU B YCTAHOBJICHHOM MOPSIKE TUIIJIOMOM, aTTECTaTOM, CBUETEIHCTBOM, HHBIM
JTOKyMEHTOM 00 oOpa3oBaHuu (00 00yueHWH) U JOKYMEHTaMH, YAOCTOBEPSIOMIMMH CTaX
paboThl TIO OMPEIEIEHHOW CHEIHATbHOCTH, KOTOPBIE MPEIOCTABISIOTCS B (hapMarieBTHUCCKUIA
uHCHeKTopaT MuHHCTEpCTBA 31paBOOXpaHEHUs (Jajiee, €cCld He YCTAaHOBJIEHO HHOE, —
(bapMuHCTIEKTOPAT).

3. MucnektupoBanue KIIMHUYECKOTO UCCJIEIOBAHMUS OCYIIECTBIISETCS
(bapMUHCIIEKTOPATOM TIPU:

BBISIBJICHHM SKCIIEPTOM B XOJI€¢ IIPOBEJCHHUS KOMIUIEKCA NMPEABAPUTEIbHBIX TEXHUYECKHX
paboT, MPOBOIMMBIX B COOTBETCTBUHU C IIOCTAHOBICHHEM MHUHHCTEPCTBA 3APaBOOXPAHCHUS
Peciy6mukn  bemapyce ot 2 HosiOpst  2020r.  Ne 93 «O xomIuiekce TpenBapUTEITbHBIX
TEXHUYECKHX pPa0OT, MPENIIeCTBYIOMUX TOCYJApCTBEHHOW pErucTpaiuy JeKapCTBEHHBIX
CPEICTB» (llajee, €ciud HE YCTaHOBJIEHO MHOE, — KOMIUIEKC MpeIBAPUTENbHBIX TEXHUYECKHX
pabot), uapopmammH, CTaBANICH MOJ COMHEHHE IOCTOBEPHOCTh CBEICHUU B MPEACTABICHHBIX
3asiBUTENIEM JIOKYMEHTaX B OTHOIIEHUU MTPOBEIEHHBIX KIMHUYECKUX HCCIEA0BaHUMT;

MPOBEACHUU KIMHUYECKOTO HCCIEAOBAHHUS OPUTHMHAIBHOTO JICKAPCTBEHHOTO Mpemnapara
C BBICOKMM PHCKOM Pa3BUTHUS CEPHE3HBIX HEKENATEIbHBIX PEakuil y CyObeKTOB MCCIEA0BAHNUS,
Y4acTBYIOIIUX B IAHHOM KJIIMHUYECKOM HUCCIIEOBaHUU;

HaIM4uK UHPOpMAIMK 00 U3MEHEHUU B XOJ€ MPOBEICHUS KIMHUYECKOTO HCCIeT0BaHUS
COOTHONIEHUS «IOJIb3a—PHUCK» JIEKAPCTBEHHOIO MIpenapara;
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MoJTy4eHUH MHPOPMAIIMK O HapyIIeHUsX TpeboBanuii [IpaBun Hapexamendn KIMHUISCKON
IpakTUKW EBpa3uiickoro HSKOHOMHMYECKOTO CO03a B XOJ€ IPOBEACHUS KIMHUYECKOIO
HCCIEA0BaHUS.

4. HcniekTHpOBaHWE KIMHUYECKOIO HMCCIIEJOBAHMSI MPOBOJUTCS IO MECTY BBIIIOJIHEHUS
COOTBETCTBYIOIIETO 3Tama KIMHUYECKOIO HCCIEAOBAHUSA, KOTOPOE MOMIJIEKHUT OLICHKE
Ha cooTBeTCTBHE TpeOoBaHMsM IlpaBmil HagIexamed KIMHUYECKON NpakTHKH EBpazuiickoro
SKOHOMHUYECKOIO COI03a.

dapMaleBTUYECKUE HMHCIEKTOPBl IPU NPOBEACHUHM WHCIEKTUPOBAHUSA KIMHUYECKOTO
HCCIEeA0BaHUs o0ecneurnBalOT  JIOCTOBEPHOCTH €ero pe3yabpTaToB, COXPaHHOCTh
U KOH(UICHINATBHOCTh UHPOPMALINH, TTOJTyY€HHOH NP €ro NPOBEIECHUH, B TOM YHUCIIE:

MMEIOT JOCTYIl B MECTO BBIIIOJIHEHHS COOTBETCTBYIOIIETO JTama KIMHHYECKOTO
WCCIICIOBAHMSI TIPH TPEIbSIBICHUH CIIY>KEOHOTO YIOCTOBEPEHHUS U JIOKYMEHTA, SBIISIOLIETOCS
OCHOBAaHHMEM Ha IPOBEICHUE NHCIIEKTUPOBAHUS KIIMHUYECKOTO UCCIIEOBAHNUS;

MPOBEPAIOT HH(PACTPYKTYPY, IJOKYMEHTHI (CTaHIApTHBIC OIEpalOHHBIE MPOLETYPHI,
WHCTPYKLIUH, JTOTOBOPBI, 3alKCH, OTYETHI, MPOTOKOJBI MCHBITAHUN W Apyrue OyMa)kHble HIIU
3JIEKTPOHHBIE HOCUTEIH WH(POPMAIIMU, HA KOTOPBIX PETHCTPUPYIOTCS JaHHBIE),

CHUMAIOT KOTHMH C JOKYMEHTOB, MOJIy4alOT MMCbMEHHBIEC U YCTHbBIE OObSICHEHUS;

MOJNHUCHIBAIOT ~ JIOKYMEHT O KOH(PUICHIMAIBHOCTH U COXPAaHHOCTH  HWH(OpMaluu,
coziepaKalleiicss B JOKyMEHTaX WHCIIEKTUPOBAHUS KIIMHUYECKOTO NCCIIEA0BAHMS.

I'JTABA 2
MMOPAAOK OPTAHU3ALINU U OCYIECTBJIEHUA NTHCIIEKTUPOBAHUA
KJIWHUYECKUX UCCJIEIOBAHUIA

5.Ang  opraHu3aluy MHCIEKTHUPOBAHUS KIMHUYECKOTO HUCCIENOBaHUS 3asBUTEIb
HarpasisieT B MUHUCTEPCTBO 37paBOOXPAHECHUS 3asiBJICHUE HA MPOBEICHHE WHCIEKTHPOBAHUS
KJIIMHUYECKOTO HCCIIEIOBaHMs, a TaKkXKe IMHUCbMEHHOE YBEAOMJICHHE 3asiBUTENsI O FOTOBHOCTHU
o0ecreYnTh MPOBEACHNE HHCIIEKTUPOBAHUS KIMHUYECKOTO UCCIIeIOBAHUS.

6. JIokyMeHTBI, YyKa3aHHble B IyHKTe 5 Hacrosmero Ilonoxkenusi, MUHHCTEPCTBOM
3IpaBOOXPAHEHUS HAMPABJISAIOTCS PYKOBOAUTETIO (hapMHUHCIIEKTOPATA.

PykoBonutenr  gapMuHCHEKTOpaTa  OCYIIECTBISIET  PACCMOTPEHHE  JIOKYMEHTOB
u ohopMIIsIeT  pacHopsDKEHHE O Ha3HAUYCHWM  MHCIEKTUpOBaHUS  ((hapMalleBTHUECKOM
WHCIICKITMN) KIMHUYECKOTO HMCCIEI0BaHUs (MCTBITAHUM) JICKAPCTBEHHBIX IPenaparoB (manee —
pacriopsbkeHue) 1o Gopme CorjiacHO MPUI0KEHUIo 1.

Pemenne o npoBeaeHUHM MHCHEKTUPOBAHUS KIMHMYECKOTO HCCIEAOBAaHUS MPUHUMAETCS
MUHUCTEPCTBOM 3ApAaBOOXPAHEHHUs HA OCHOBAHUH PACIOPSHKCHHUS W OPOPMIIIETCS TPUKA30M,
KOTOpBIA B CpoK He mo3aHee 10 KaleHIAapHBIX [HEH €O JHA €ro NPUHATHS HampaBJseTCs
(hapMHHCIIEKTOPATOM 3asIBUTEIIIO.

7. NHCHeKTUPOBaHNE KIMHUYECKOTO UCCIIEJOBaHMSI IPOBOAUTCS HAa OCHOBAaHUU JOTOBOpA
O MPOBEJICHUM HMHCHEKTUPOBAHUS KIMHUYECKOTO HCCIEAOBAHMS, 3aKIIOUEHHOTO MEXAY
opranuzanue  (yudpexJeHueM), yIOJHOMOYEHHON  Ha MPOBEIEHHWE  WHCIEKTUPOBAHUS
KIIMHUYECKOTO WCCIEAOBAHUS, U 3asBUTENIEM, 32 UCKIIIOYCHUEM CIIydaeB, YKa3aHHBIX B ab3arax
TpEeThbeM—IIATOM IMyHKTa 3 HacTosiero [lonoxenus.

3agBUTENb B paMKax  3aKIIOYEHHOTO  JOroBopa  oOecreyuMBaeT  BO3MOXHOCTb
OecrpensTCTBEHHOIO0 ¥ CBOEBPEMEHHOI'O BBINMOJIHEHHsS] BCeX JEHCTBUI (apmarieBTHUYECKHX
MHCIIEKTOPOB B COOTBETCTBUU C MPOTPAMMOM HMHCIEKTUPOBAHUS KIMHUYECKOTO HCCIIEOBAHUS
1o popme corsiacHO MPHIIOKEHUIO 2.

I'padvk WHCHEKTUPOBAHUS KIMHUYECKOTO WCCIICOBAHMS, BKIIOYCHHBIH B MPOTPaAMMY
MHCIEKTUPOBAHUS KIIMHUYECKOTO UCCIEI0OBAHUS, MOXKET YTOUHATHCSA B X0JI€¢ MHCIEKTUPOBAHUS
KIIMHUYECKOTO UCCIIEIOBAaHMS B paboUyeM MOPSIKE 110 COTIACOBAHHIO C 3asBUTEIIEM.

8.B cmyuae oTkaza wim HeoOeCleUeHUs 3asBUTEIEM  YCIOBHUH  MPOBEICHUS
WHCIIEKTUPOBAHUSI KIMHUYECKOTO HCCIEAOBAaHUS KIMHUYECKOE HCCIEIOBaHUE IPU3HAETCA
HE COOTBETCTBYIOIIUM  TpeOoBaHusiM  [lpaBun  Hammexamed  KIMHUYECKONM  MPAKTUKH
EBpa3uiickoro 3KOHOMHYECKOI'O COI03a, 0 YeM MUHUCTEPCTBO 3APAaBOOXPAHEHUS NUCHBMEHHO
YBEIOMJISIET 3asIBUTEIISI ITOCIIE€ IPUHSITHSI COOTBETCTBYIOLIETO PEIICHHUS.

9. MucnekuuonHass  rpynma  GOpMUPYeTCS W3 JIMI,  BKJIIOYEHHBIX B PEecTp
(dapmalieBTHUECKUX MHCIEKTOpoB PecnyOnuku benapych, B COOTBETCTBHH C MOCTAHOBJIEHHUEM
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MunucrepctBa 3apaBooxpaneHus PecmyOmuku bemapych ot 18 Hosiops 2020T. Ne 103
«O mopsiike  arrecTanuu, (GOPMUPOBAHUS U BEACHHS PEECTPOB YIMOJHOMOYCHHBIX JIHIL
MIPOU3BOIUTEINEN JIEKAPCTBEHHBIX CPEJCTB, PapMalleBTUYECKUX HHCIIEKTOPOBY.

PykoBonuTenh WHCIEKIIMOHHOW TPYIIBI HANENSETCS CTaTycOM BEIYIIEro WHCIEKTOpA.
Benymuii uHcnekTop pacnpezenseT (YHKIUU B UHCIEKIMOHHOW Tpymne U KOOPAUHUPYET
MEPOTPUATHS, CBSI3aHHBIC C HHCTIEKTUPOBAHUEM KIIMHUYECKUX HCCIICTOBAHUH.

[Ipn HEOOXOMUMOCTH (7151 IOJTYYCHHSI KOHCYJbTAllUA B CIIEUATBHBIX O0JACTSAX 3HAHUHN)
B MHCIEKIMOHHYIO TPYIITY MOTYT BKJIIOYAThCS TEXHHUECKUE YKCIIEPTHI.

10. IIpouenypa MHCIEKTUPOBAHUS KIMHUYECKOTO UCCIEAOBAHUS BKIIOYAET:

WHCIEKTUPOBAHNUE KIMHUYECKOTO MCCIICOBAHMS HETIOCPEICTBEHHO HA MECTE MPOBEICHUS
KJIIMHUYECKOTO UCCIIEeIOBaHUS;

WH()OPMHUPOBAHKWE BEAYIIUM HMHCIIEKTOPOM 3asBUTENS O Hadajle WHCIEKTUPOBAHUS
KJIMHUYECKOTO HCCIIEIOBaHMs, LEIsIX U MOpsAKe ero mnpoBeneHus. Benymwmii uHCHEKTOp
COCTaBJISICT W HANPABISET 3asABUTEII0 OPOrpaMMy  HHCIEKTUPOBAHUS  KIMHHYECKOTO
ucciaenoBaHusl B Cpok He mosmHee 10 paboumx gHEH 10 IHA Hadajga WHCIEKTHPOBAHUS
KIIMHUYECKOTO UCCIICIOBAHMUS;

OCMOTp  MecTa  MpOBEACHMS]  KJIMHUYECKOTO  HCCIEAOBaHUsA,  J1abOpaTOPHOTrO
Y QaHAJIMTUYECKOTO0 O00OpYAOBaHHUS, ONPOC OTBETCTBEHHBIX JIMI[, HW3yYeHUE JOKyMEHTAIUU
1 3aIuceil B COOTBETCTBHH C TPOrPaMMOI MHCTIEKTUPOBAHUS KIIMHUYECKOTO HCCIIEI0BaHUS;

O3HAKOMJICHHWE 3asBUTENSI  C MPEIBAPUTEIBLHBIMH  PE3yJbTaTaMd  HHCIICKTHPOBAHUS
KJIIMHUYECKOTO UCCIIeI0OBAaHUSI.

[Ipy HEOOXOAMMOCTH WHCIEKIIMOHHAS TPYMIa MPUMEHSIET B XOJI€ HWHCIEKTUPOBAHUS
KJIIMHUYECKOTO  MCCIEAOBAaHUS ayAMO3amnuch, (OTO- U BUACOCHEMKY (TIO COTIACOBAHUIO
C 3asBUTEIIEM).

11. Ilpu BbISIBJIEHUH B X0J1€¢ MHCIIEKTUPOBAHUS KIIMHUYECKOTO UCCIIEIOBAaHUS KPUTHUECKUX
HECOOTBETCTBUH, CBHUJICTEIbCTBYIONINX O HATUMYUU YTPO3bl MPUYMHEHHS BpPEAa KU3HU U (WIIH)
3I0POBBI0 CYOBEKTOB HCCleNOBaHMUs | (Wiau) (HaKTOB, CTaBAIMIUX I10J COMHEHHE KadeCTBO
UCCIIEyeMOro  JIEKAapCTBEHHOTO  Tperapara, BeAyIIHd  HHCIEKTOpP  He3aMeUIUTEIhHO
nH(OPMUPYET PYKOBOAUTENS (papMUHCIIEKTOpATa I IPUHITHS COOTBETCTBYIOLIUX MEP.

12. Tlpu ocCyIIecTBIEHUU WHCTIEKTHUPOBAHUS KIMHHUYECKOTO HCCIICOBAHHS MOTYT OBITh
BBISIBJICHBl HECOOTBETCTBHSL:

12.1. KxpuTHYECKHE HECOOTBETCTBUS — HECOOTBETCTBHS, KOTOPHIC MOBIUSIN WIH MOTYT
MOBJUATH Ha 0€30MaCHOCTh WJIM OJIarornoydyue ManueHTOB, W (WIH) CBUACTEIBCTBYIOIIUE, YTO
JaHHBIE KIIMHUYECKOTO MCCIIEIOBAHUS SIBISIOTCS HEIOCTOBEPHBIMU, U (UJIM) MOATBEPKAAIOIINE
CHUCTEeMAaTUYECKOE HEBBINOJHEHHE TpeOoBaHUII 10 O0ecCreueHnI0 KadecTBa IPOBEIEHUS
KIIMHUYECKOTO  HWCCIICOBAHMS JIEKAPCTBEHHOT'O TIperapara, a Takke MaHUIyJIUpPOBaHUE
U IpeJHaMEPEHHOE UCKaKeHUE JAHHBIX, TOJyUYEHHBIX B X0/1€ KIIMHUYECKOTO UCCIIEeI0OBaHUS;

12.2. cymecTBEHHBIE HECOOTBETCTBUS — HECOOTBETCTBUS, CBUACTEIHCTBYIOIINE O HATUYUU
3HAYUTENIbHBIX U HEONPaBJaHHBIX HECOOTBETCTBUM, KOTOPHIE €IlIe HE MepellId B KpUTHUECKHE,
HO MOTYT MEPEUTH, eCIH HE MPEANPHHATh MEpPhl 1O UX YCTPAHEHHUIO, a TaKXkKe KOMOWHAIWs
HECYIIIECTBEHHBIX HECOOTBETCTBHI, HHM OJHO U3 KOTOPBIX caMO IO cebe He SBIAeTCs
CYIIIECTBEHHBIM, HO KOTOPBIE B COBOKYITHOCTH TPEICTABISIOT CYIIECTBEHHOE HECOOTBETCTBUE
U JOJKHBI OOBSICHATHCS U (PUKCUPOBATHCS B KAUECTBE TAKOBOTO;

12.3. HecyeCTBEHHBIE HECOOTBETCTBUS — HECOOTBETCTBHUS, KOTOPBIE HE MOTYT OBIThH
OTHECEHBbI K KPUTHUECKUM WJIM CYIIECTBEHHBIM (B TOM 4YHCIIE€ MPH OTCYTCTBHH JOCTATOYHOIO
o0bemMa MHPOpPMAIUU, HEOOXOAUMOMN IJII OTHECEHUS UX K KPUTHYECKOMY HIIM CYIIECTBEHHOMY
HECOOTBETCTBUIO).

I'JIABA 3
OPOPMJIEHHE PE3YJIBbTATOB HHCIIEKTHPOBAHMUA
KIIMHUYECKOI'O UCCJIEJOBAHUSA, UX PACCMOTPEHHUE U OLIEHKA

13. Pe3ynbTaThl MHCIIEKTUPOBAHKS KIIMHMYECKOTO WCCIEIOBAHMS OGOPMIIIOTCS OTYETOM
00 wuHcnekTupoBaHWH (PapManEeBTUYECKOW WHCIEKIUN) KIMHUYECKOTO HCCIIeIOBAHUS
(ucpITaHMs) JICKAPCTBEHHOTO IIpenapara Ha IpeIMeT COOTBeTCTBHsI TpeboBanmsMm [IpaBui
HaJyIeKalled KIMHUYECKOW NpakTUKH EBpasuilckoro 3KOHOMHYECKOTO coOro3a (nanee, eciu
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HE YCTAHOBJIEHO MHOE, — OTYET 00 MHCIEKTUPOBAHUU KIMHUYECKOTO HCCIEN0BaHUs) 1o hopme
COIJIACHO MPUIIOKEHUIO 3.

Otyer 00 MHCNEKTUPOBAHUM KJIMHUYECKOTO HCCIEIOBAHUS COCTaBIsIeTCS B JIBYX
AK3EMIUISIpaX M MOJANUCHIBACTCS BEAYIIMM HHCIEKTOPOM M WICHAMHM WHCIEKIMOHHOW TPYMIIBI
B CPOK He no3aHee 30 KaJeHIapHbIX JHEH CO JHS 3aBEpUICHUS MHCIEKTUPOBAHUS KIMHUYECKUX
UCCIIEI0OBaHUS.

14. Ecnmu B X07le HMHCIEKTHUPOBAHUS KIMHUYECKOIO HCCIIEIOBaHUS HeE ObUIO BBISIBICHO
HECOOTBETCTBUH, B IMyHKTE 22 oOT4YeTa OO0 MHCIEKTHPOBAHWH KIMHUYECKOTO HCCIEIOBAHUS
yKa3bIBaeTCsl «HE TpuMeHUMO». Ecnu ObuM  BBIBIEHBI TOJBKO  HECYIIECTBEHHBIC
HECOOTBETCTBUS, B IYHKTE 23 oT4eTra 00 MHCIEKTUPOBAHWU KIMHUYECKOTO HCCIIEIOBAHUS
YKa3bIBACTCS «IIPH CIECIYIOUIEM WHCIEKTUPOBAHUM KIMHUYECKOTO uccienoBanus». [Ipu stom
B MyHKTE 23  oT4eTa OO0 MHCIEKTHPOBAHUHM  KIMHUYECKOTO  HWCCICIOBAHHS  BEIYIIUM
MHCIEKTOPOM  YKa3bIBaeTcsi HMHGOpMaIusi O COOTBETCTBUU KJIMHUYECKOTO HCCIIEI0BaHUS
TpeboBanusaM [lpaBun Hajexameil KIMHUYECKONH MPakTUKU EBpasuilckoro 3KOHOMHYECKOTO
COrO3a.

OmuH  SK3eMIUIp  OTYeTa OO0 MHCIEKTHPOBAHUU  KIMHUYECKOTO  HCCIICIOBAHUS
HampaBlIAeTCs 3asfBUTENI0 HE Mo3aHee 5 pabouumx AHEH co AHS €ro MOANUCAHUS BeIyIIUM
WHCIIEKTOPOM M YJEHaMH  HWHCIEKIMOHHOW  TPYIIbI, BTOPOM  BK3EMIUIAP  XPaAHUTCA
B COOTBETCTBUHU ¢ TpeOOBAHUSIMHU 3aKOHOJATENIbCTBA B cepe apXHUBHOT'O nena
U JICTOMPON3BOICTBA B (DapMHUHCIIEKTOpATE.

Ecnu B Xo#e MHCHEKTUPOBAaHUS KIMHUYECKOIO MCCIEI0BaHUS ObUIM BBISIBIECHBI TOJBKO
HECYIIECTBEHHbIE HECOOTBETCTBUS, MHCIIEKIIMOHHAS TPYIINa OCYIIECTBIISIET OLIEHKY BBITIOJHEHUS
OTBETA 3asBHUTEJA C IUIAHOM KOPPEKTUPYIOIIMX U NPEAYINPEXIAIOMMNX ACUCTBUN, OTYETA O €ro
BHITIOTHEHUH ¥ JaHHBIX (KONMUH  JOKYMEHTOB), CBHJETEIbCTBYIONIUX OO0 YCTpaHEHUU
BBISIBJICHHBIX ~HECOOTBETCTBUM, U (WJIM) JaHHBIX O OPUHATBIX MeEpax, HampaBJIEHHBIX
Ha yCTpaHEHHE HECOOTBETCTBHI (/anee, €clIM He YCTAHOBJIEHO WHOE, — CBHJIETEIbCTBA
YCTpaHEHUs! BBIABIEHHBIX HECOOTBETCTBUM), MPHU MPOBEACHUH CIEAYIOUIEr0 WHCIEKTUPOBAHUS
KJIIMHUYECKOT'O MCCIIEIOBAHUSI.

15. Ecnmu B X0/€ HWHCIEKTUPOBAHUS KIWHUYECKUX MCCIICIOBAHUM OBLIH BBISBICHBI
KpUTUYECKHE U (MIM) CYIIECTBCHHBIE HECOOTBETCTBHUSA, 3asSBUTENHh B CpOK He mozgHee 30
KaJleHAApHBIX JHEH CO AHS TMOJIy4eHHs OTdyeTa 00 MHCIEKTUPOBAHMM  KIMHUYECKOIO
HCCIEAOBAaHUSl HANpaBISIET BEAYLIEMY HWHCIIEKTOPY OTBET C IJIAHOM KOPPEKTUPYIOLIUX
U NPEeAYNPEeXAAONUX JCHCTBUNA, OTYET O €ro BBINOJHEHWH U CBHUJIETENBCTBA YCTpPAHEHUs
BBISIBIICHHBIX HECOOTBETCTBHIA.

B Teuenue 10 pabouux gHEl cO AHS MOTyYEHUS JOKYMEHTOB, YKAa3aHHBIX B YaCTH TIEPBOM
HACTOSIIIETO IMYyHKTa, BEAYIIUM WMHCIEKTOP W WIEHbl WHCIEKIMOHHOW TPyNIbl OCYIIECTBISIOT
OLICHKY coJiepiKalieiicss B HUX HHGOpMaIuu.

NrtoroBbie BBIBOJBI U 3aKJIOUEHHUS BEIYIIMM HHCIEKTOPOM U YiI€HAMH HMHCHEKIMOHHOMN
IPYNIbI OTPAXXKarOTCs B MMyHKTE 23 oTyeTa 00 MHCIIEKTUPOBAHUU KIIMHUYECKOTO UCCIIEIOBaHUS.

OmuH  SK3eMIUBIp  OTYeTa OO0 MHCIEKTUPOBAHWUU  KIMHUYECKOTO  HCCIICTOBAHUS
C 3aKJIIOYCHHEM BEAYLIEr0 HWHCIEKTOpa O COOTBETCTBUM (HECOOTBETCTBUHU) KIMHHUYECKOIO
uccnenoBanus TpeboBaHusM [IpaBui Haanexamed KIMHUYECKOW mpakTHKU EBpasuiickoro
HSKOHOMMYECKOTO CO03a HAmpaBisieTCsl 3asBUTEII0 HeE Mo3aHee 5 paboumx AHEH co IHA €ero
MOAMMUCAHUsL BEAYIIMM HMHCIEKTOPOM U WICHAMH HWHCIEKIMOHHOUW TPYIIbI, BTOPOU IK3EMILISP
XpaHUTCS B COOTBETCTBUM C TPEOOBAHMSAMU 3aKOHOJATENbCTBA B cdepe apXUBHOTO Jela
Y JICTOMPON3BOICTBA B (DapMHUHCIIEKTOpATE.

16. B cimyudae otcyrcTBHs 10 McTedyeHUM 30 KaJl€eHIApHBIX OHEH C JAaThl MOJy4YeHUS
3asiBUTENIEM  OT4eTa 00 MHCIEKTUPOBAHMM  KIMHUYECKOTO  WCCIEIOBAaHHS  CBEICHUU
00 yCTpaHEHHH HECOOTBETCTBHUM JTMOO MPU3HAHUM TaHHBIX CBEJACHHI HEIOCTATOUYHBIMU U (WIIH)
HEJOCTOBEPHBIMH KJIMHHYECKOE UCCIICJOBAHNE MPU3HAETCS HE COOTBETCTBYIOIIUM TPEOOBAHUSIM
[IpaBun Hagyexaliel KIMHNYECKOW MPaKTUKU EBpasuiickoro 5KOHOMHUYECKOTO COr03a.

17. Knuanueckoe WUcclieoBaHUE NPU3HACTCS COOTBETCTBYIOIIUM TpeOoBanusM IlpaBui
HaJJIeXKalme KIMHUYECKOW TMpaKTUKUM EBpa3uiickoro 5»KOHOMHUYECKOTO CO3a B OJHOM
U3 CIEAYIOUIUX CIIy4acB:

OTCYTCTBHE HECOOTBETCTBU;

OTCYTCTBHE KPUTHIECKUX U (WIIN) CYIIIECTBEHHBIX HECOOTBETCTBUH.



46

18. Beqymmii  MHCIIEKTOp  OCYIIECTBISET  IMOATOTOBKY  MPOEKTAa  YBEAOMIICHUSA
MunucrepcTBa 3JIPaBOOXPAHEHUS 0 MIPU3HAHUU KJIMHUYECKOTO UCCIIEIOBaHUS
COOTBETCTBYIOIIMM (HECOOTBETCTBYIOIIMM) TpeOoBaHusM [IpaBun Haanexaiedl KIMHUYECKON
NpakTUKU EBpazuiickoro 3KOHOMHYECKOTO cOr03a (Jajnee — yBEJOMJICHHME) U HANpaBIIsIe€T €ro
1 OTYET 00 MHCTIEKTUPOBAHUH KIMHHUYECKOTO UCCIEIOBaHUS PyKOBOAUTENIO (hapMHUHCIIEKTOpaTa
B CPOK HE Io3/Hee 5 pabo4Mx THEH OT AaThl MOAMMCAHUS BEAYIIMM HHCIEKTOPOM H YICHAMH
MHCIEKIWOHHON TPYyMIbl 0OTYeTa 00 MHCIEKTUPOBAHUU KIIMHUYECKOTO UCCIIeIOBaHUSI.

PykoBoautens (QapMHHCIIEKTOpaTa OCYILIECTBISIET PAacCMOTPEHHE TIPEJCTaBICHHBIX
JOKYMEHTOB U HalpaBJI€T YBEIOMJICHHE 3asiBUTEIO B CPOK HE Mo3aHee 5 pabouux JHEH mocie
€ro MOJIyYeHHsI OT BEIYIIEr0 WHCIEKTOpa, a TaK)Ke NPUHUMAET MHBIE MEphl B COOTBETCTBUHU
C 3aKOHOJIaTEJIbCTBOM.

19. Pe3ynbTaThl MHCIIEKTUPOBAHMS KIMHUYECKOTO MCCIENOBAHUSA YUYUTHIBAIOTCS MPH
oOpMIIEHUH 3aKJIIOUYEHUS O COOTBETCTBHHM (HECOOTBETCTBHH) JIEKAPCTBEHHOTO TIperapara
TpeGoBaHUsAM Oe30MmacHOCTH, 3()(HEKTUBHOCTH U KauecTBa, BbiaBaeMoro YII «LlenTp skcneprus
U UCTIIBITAHUN B 3/[paBOOXpPAaHEHUM» TpPU  MPOBEAECHUM  KOMIUIEKCAa IPEIBApUTEIbHBIX
TEXHUYECKHUX PadoT.
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IIpunoxenue 1

K [TonoxeHuro o nmopsjake

Y YCJIOBHSAX MHCIIEKTUPOBAHUS
(papmaneBTHUECKON HHCIIEKIINN)
KIIMHUYECKUX UCCIICIOBAaHUN (MCTIBITAHUN)
JIEKapCTBEHHBIX MPENapaToB Ha MPEIMET
cooTBeTcTBUs TpeOoBauusIM [Ipasui
HaJUIeKaeH KITMHUYECKOU MPaKTUKHU
EBpazuiickoro 3KkOHOMHUYECKOTO CO03a

®dopma

MunucTepcTBo 3apaBooxpaHenus Pecyonuku benmapych
dapMalleBTHUECKUN HHCIIEKTOPAT
PACIIOPSKEHUE Ne
0 Ha3HAYCHUHW UHCTICKTUPOBaHUS ((papMaleBTUIECKOW HHCTIEKIINN) KIIMHTYECKOTO MCCIIe0BaHNUs (MCTIBITAHMH )
JICKQPCTBCHHBIX IpEnapaToB
[{enb MHCTIEKTUPOBAHMSA KIMHUYECKOTO MCCIICIOBAHNUS:

HanmenoBanue 3asButens (TesnedoH, Gakc, SMeKTpOHHAS TI0UYTa):

MecTo HaX0KACHUS 3asIBUTEIIS:

MecTto(a) HaXOXKIESHHS TPOBEACHUS KIMHUIECKOTO NCCIICAOBAHUS:

KonuuecTBo LlHeﬁ HUHCIICKTUPOBAHUSA KIIMHUYCCKOT'O UCCIICAOBAHUA C YUCTOM BpECMCHU IPOE3Jda K MeCTy(aM)
MPOBCACHUA KIIMHUYCCKOI0 UCCICAOBAHNA U 06paTHOZ

Hepnou MPOBEACHUSA NHCIICKTUPOBAHUS KIIMHUYCCKOTO UCCICAOBAHUSA:

CocTaB MHCIEKIIMOHHOM TPYIIIIBL:

Benymuii ”HCIEKTOP:

(Us1eHbl MHCTIEKIIMOHHOM TPYTIIIBL:

JlaTa Ha3HAYEHUS] MHCTIEKIIMOHHOW TPYTIIbI:
[Moxnwcs pykoBoguTest hapMUHCIIEKTOpAaTa

(TOIDKHOCTD CITyXKaIIero) (moxnuce) (MHULIMAB! (MHULHAT
COOCTBCHHOT0 UMCHH), (haMuiust)

[Ipunoxxenue 2

K [lonoxkeHuto o mopsiake

Y YCJIOBHSAX MHCIIEKTUPOBAHUS
(bapmareBTHIECKON HHCTICKITHH )
KIIMHUYECKUX UCCIICIOBAaHUN (MCTIBITAHUN)
JICKapPCTBEHHBIX TPENapaToB Ha MPEIMET
cooTBeTcTBHs TpeboBaumsM [Ipasun
Ha/UTIKAICH KIMHUYIECKON MPaKTUKA
EBpa3uiickoro 3K0HOMUYECKOI0 COI03a

®dopma

MuHucTepcTBO 3apaBooxpaneHus Pecryommku benapych
®apMaleBTUUECKU HHCIIEKTOPAT

ITPOI'PAMMA HHCIIEKTUPOBAHUSA KJIMHUYECKOI'O UCCJIEJOBAHUA

1. llenu MHCIEKTUPOBAHUS KIIMHUYECKOTO UCCIEAOBAHUS:

2. OcHOBaHUS JJIs1 UHCHIEKTUPOBAHUS KIMHUYECKOTO UCCIIEIOBAHMS:

3. ara(s1) 1 MecTo(a) IpOBECHNUS HHCTICKTHPOBAHUS KIMHHYECKOTO MCCIEIOBAHNUS:
4. Kputepun MTHCIIEKTUPOBAHUS KIIMHUYECKOTO HCCIIEI0BAHUS:

5. MHcniekunoHHas rpynmnmna:
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6. 'paduk HHCIIEKTHPOBAHUSI KIIMHUYECKOTO UCCIEeI0BAHUS:

OTBeTCTBEHHEII(E)
OT WHCIICKIIMOHHOW IPYIIIBI
1 2 3
BerynurensHoe coBelanue
OcMOTp oMeeHui 1 000pyJOBaHUS
[IpoBepka JOKYMEHTAIHH 0 MTPOBEACHUIO KITMHUIECKOTO
MccieI0BaHMs
[IpoBepka MepBUYHOMN TOKYMCHTAIIUN
ITpoBepka JOKYMEHTAIINH CHCTEMBI KadecTBa
Onpoc nepcoHana, BEITOTHIIOMEr0 KITHHUIECKOE HCCIICTOBAaHNE
CoBenianve HHCTIEKIIMOHHOW TPYTIITBI
3aKIFOYNTEILHOE COBEIAHIE

[Hara, Bpems Meponpusitus

7. Hpoqne YCII0BUSA UHCIICKTUPOBAHHNA KIIMHUYCCKOI'0 NCCIICAOBAHM:

Benymmit uacnexkrop

(MOJKHOCTB CITY’KaIlero) (moamuce) (MHUIUATBI (MHUAAT
COOCTBEHHOI'0 MMEHH), (haMHIIHs)

[Ipunoxxenue 3

K [lonoxkeHuro o mopsiake

Y YCJIOBHSAX MHCIIEKTUPOBAHUS
(apmareBTHIECKON HHCIICKITHH )
KIIMHUYECKUX UCCIICIOBAaHUN (MCTIBITAHUN)
JICKapPCTBEHHBIX TPENapaToB Ha MPEIMET
cooTBeTcTBHs TpeboBaumsM [Ipasun

Ha UTIeKAICH KIMHUYIECKON MPaKTUKA
EBpa3zuiickoro 3K0HOMUYECKOI0 COI03a

®dopma

MuHuctepcTBO 3apaBooxpaneHus Pecryommku benapych
dapMaleBTUUECKU HHCIIEKTOPAT

OTYET
00 nHcnekTHPOBaHuM (apManeBTHYECKONH HHCIIEKIIUH) KIHHUYECKOI0 HCCIeI0BaAHUA
(McnIbITAHMS) JIEKAPCTBEHHOT 0 Mpenapara Ha npeaMeT COOTBETCTBUS TPEOOBAHUAM
IIpaBua HaIeKaLNEH KIMHUYECKON NPAKTUKU EBpa3suiickoro 3JKOHOMHY€CKOIo cox3a

(HaI/IMGHOBaHI/Ie CTPYKTYPHOTO IMoApa3ACJICHUA Q)apMMcheKTopaTa, OCYIIECTBJIAIOIIECTO NHCIICKTUPOBAHUEC

KIIMHUYECKOTO UCCIICIOBAHUS, MECTO HAaXO0XKIEHUS, TeleOH, aapec MIEKTPOHHOH TTOUYTHI)
HanmenoBanue 3a9BUTENS:

Mecto HaxXO0XJACHUA 3aABUTCIIA:

HpOBelleHO HWHCIICKTUPOBAHUC KIIMHUYCCKOI'O UCCIICAOBAHUSA

(HamMeHoBaHue (KOIT) JIEKApCTBEHHOTO TMperapara,

JieKapcTBeHHas (popMma 1 103MpOBKa)
OcHoBaHue

(mata, HOMep ¥ Ha3BaHHWE MTpUKa3a MUHUCTEPCTBA 3PABOOXPAHCHUS)

|1. AnMuHHCTpaTHBHAS MH(OpMALHS




49

Vccrnenyemslil IekapCTBEHHBII Tpenapar

CrioHcop

HanMeHOBaHHME M MECTO HAXOXKICHUS CITIOHCOpa |

[Tporpamma (ITPOTOKOI) KIMHUIECKOTO HCCIIETOBAHUS

HazBanue mporpamMmsl (ITPOTOKOJIA) KITMHAYECKOTO UCCIICTOBAHNS

/laTa mporpamMmsl (IpOoTOKOJIa) KIIMHWYIECKOTO MCCIETOBAHMUS

KommaecTtBo MecT MPOBCIACHUA KIIMHUYCCKOTO NCCICTOBAHUA

O011ee KONMUYECTBO CyObEKTOB UCCIIEI0BAHNUS, yYaCTBYIOINX
B KIIMHUYECKOM HCCIIECI0BAHUT

Mecto IMPOBCACHUA KIIMHUYICCKOT0 NUCCIICAOBAHUA

Mecto HaXO0XICHUA

HccnenosaTeb

VccrnenoBaTenbckas rpymna

OCHOBHEIE JaHHBIC O MPOBCACHUUN KIIMHUYCCKOI'O UCCIICAOBAHUS

KonuuecTBo Cy6’LeKTOB HCCICA0BAHUS, YUACTBYIOIINUX
B KIIMHUYCCKOM HMCCJICJOBaHHUU

I[aTa TIICPBOT'0 BU3UTA IICPBOI'0 Cy6"beKTa HCCIICAOBAHUA

I[aTa TOCJICAHEr0 BU3UTA ITOCIICIHECTO Cy6’LeKTa HCCIICAOBAHUA

KomnmaecTBo Cy6’bCKTOB HCCICIAOBAHUSA, MTPOMICAINNX CKPUHUHT

KomaecTBo cyOBEKTOB MCCIECIOBAHNS, IPOLIEAIINAX MIPOIETYPY
aHJIOMH3AIN

KonmaecTBo Cy6’bCKTOB HCCIICAOBaHUA, HCKIIFOYCHHBIX HIIN
BBIOBIBIIIHX M3 KJIUHUYECKOIO HCCJICI0BAHUs

HHCHCKTHpOBaHHC KIIMHUYCCKOTO UCCICIOBAHMA

I[aTa WHCIICKTUPOBAHUA KIMHUYCCKOTO NCCICITOBAHUA

I[aTa HaMKCaHUs 0TYeTa 00 MHCTICKTUPOBAHNH KIIMHUYCCKOTO
MCCICTOBAHU

UneHbI HHCTIEKITNOHHOHN TPy HIBI (JODKHOCTE CIYKAIIeTo,
(hamuTusi, COOCTBEHHOE UMsi, OTYCCTBO (€CJIM TAKOBOEC UMEETCS)

2. O0wue cBeaeHus

Y cioBust MPOBCACHUA MHCIICKTUPOBAHUA KIIMHUYCCKOTO NCCICITOBAHUA

HQHB MHCTICKTUPOBAHWA KIMHUYCCKOTO UCCIICTOBAHUA

TpeGoBanus 3akoHOMaTeNbCTBa Pecyonuku bemapycs,
€rJIaMEHTUPYIOLIEr0 MPOBeIcHHE KIMHUYECKOT0 HCCIIEA0BAHMUS

[lepedeHp NI, MPUCYTCTBYIOIUX IPU IPOBEICHUN
MHCIIEKTHPOBAHISI KITMHHYECKOTO UCCIICIOBAHNUS

3. A,Z[MI/IHI/ICTpaTI/IBHBIC ACIICKTBI KIIMHUYCCKOI'O MCCJIICIOBAaHUA

I[OKyMeHTBI KIIMHUYIECKOT'O MCCICNOBAHNA, YTBEPKIACHHBIC MI/IHI/ICTCpCTBOM 3APaBOOXPAHCHUA

I[OKyMeHTBI KIIMHUYCCKOTO MCCIICAOBAHUA, OZ[O6pCHHBIe HC3aBUCHUMBIM 3THYCCKHM KOMHUTCTOM

DuHAHCHPOBAHKE M CTPAXOBaHHE CyOHEKTOB MCCIEIOBAHUS

4. I[OKyMeHTBI KIIMHNYCCKOI'0 UCCIICAOBaHUA

Bun noxymenra |OHI/ICaHI/Ie, OILIEHKA COOTBETCTBHS

5. HpOHG[[prI KOHTPOJISI Ka4€CTBA KIIMHUYCCKOT'0 UCCICIOBAHU S

Hpoueuypa 3alOJIHCHNA JOKYMCHTAlUN

CoOutoieHre npoueayp KOHTPOIIs KauecTBa

6. XpOHOJ’IOFI/I‘-IeCKI/Iﬁ NOPAAOK KIIMHUYCCKOT'O UCCICAOBAHUS

7. ObecneueHre KauecTBa YTHYECKUX aCIEKTOB KIIMHUYECKOTO HUCCIICAOBAHUA

8. Unentudukaius coctaBa UCCIEA0BATEIHLCKOM TPYIIIBI

®dammis, coOOCTBEHHOE UMS, OTYECTBO (€CIH JIOIKHOCTD DYHKIMU B X011€

OO0yuenne
TaKOBOE UMEETCsl) CITy’Kallero KIIMHHYECKOTO MICCJICIOBaHUS

0. KOHTpOHB COOJIIOICHUST METOAOJOTHH KIIMHUYECKOTO HUCCIICOOBaHUA

10. OGecnieyeHne 1 KOHTPOJIHb Ka4yecTBa 3aMCel B MHAUBUIYATBHBIX PETUCTPALMOHHBIX KapTaX CyObhEeKTOB
MCCcIIeI0BaHMsl M COOTBETCTBUE MEPBHUYHBIM MEIUIIMHCKUM JIOKYMEHTaM

11. OGecniedeHne 1 KOHTPOJIb KadyecTBa OOPAIICHHUS HCCIEyEeMBIX JICKAPCTBEHHBIX IPEnapaToB
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12. Obecneuyenre KauecTBa perucTpaliy 1 0000meHne HHPOPMAIMU O HEXKENIATEIbHBIX SBICHHUAX (PEaKIMsIX)
Ha HccielyeMblii JIeKapCTBEHHBIH Ipenapar

13. JJabopaTopHBIE CTPYKTYPHBIC MOJPA3NICIICHUS 1 HHCTPYMEHTAIBHOE 00CIeIOBAHUC

14. MOHUTOPUHT U ayJIUT

15. Ynpasnenne 6nooOpa3iamMu B paMKax KIMHHYECKOTO HCCIIETOBAHUS

O6paboTka 00pa3IoB B UCCIIENOBATEIILCKOM IIeHTpe (cOop
00pasIoB U yIpaBJICHHE)

Xpanenne 00pa3noB (MOHUTOPHHT TEMIIEPATYPHOTO PEXUMA)

O6paboTka 00pa3NoB B 1abopaTopun

16. buoanammtudeckue (hapMaKOKHHETHIECKHE) 1a00paToOprn

HCHOHBByCMHC MCTOAUKH

MeTO[[LI BaJlnganu U OTYCTHOCTHU

PesynbTaThl

17. ®apMaKOKMHETUYECKUI aHaIu3

Craructuieckoe/(hapMakOKHHETHUECKOE IPOTPAMMHOE
obecrieueHue

[ToBTOpHBIN aHAIN3 00pa31OB

[TapameTps! (hapMaKOKHHETHYECKOTO IpOoduIIst

O0pas3iel CYyObEKTOB HCCIICIOBAHUS

18. CratucTHyecKkuii aHanu3

19. OT4eT 0 MpoBeIEHHOM KIIMHUYECKOM HCCIIeIOBAaHUH JIEKAPCTBEHHOTO TIperapara

Kinnandeckuii oTaeT

broanamuTHyecKuii OT4ET

20. CucreMa MEHEIKMEHTA Ka4eCTBa

CrangapTHble onepannoHHbie poreaypsl (COIT)

KOHTpOJ'IL KadycCTBa

O0ecrieueHre Ka4ecTBa

21. HepequL HeCOOTBeTCTBHﬁ, BBISIBJICHHBIX B IPOLCCCC MHCICKTUPOBAHUS KIIMHUYCCKOI0 UCCJICAJ0OBAaHNS

Kputuueckue

CyliecTBeHHbIE

HecymiecTBeHHbIE

22. I[IncpMeHHBIE OSICHEHUS 3asBUTEIS

23. UToroBeie BEIBOABI M 3aKITFOYEHUS

3akarouyenue:

Knnanyeckoe ucciaenoBanme

TpeboBanusM [IpaBun Haamexamnei

(cooTBeTCTBYET/HE COOTBETCTBYET)
KJIMHUYECKOU NPAaKTUKU EBpa3niickOro 3KOHOMUYECKOTI0 COI03a.

Benymmit uacnexkrop

(TOIKHOCTP CITYIKAIIero) (moamuce) (vHUIAATBT (MHUTAT
COOCTBEHHOI'0 MMEHH), (haMHIIHs)

UseHbl THCIIEKIMOHHOW TPYIIbL:

(TOIKHOCTP CITYIKAIIIero) (moamuce) (vHUIAATBT (MHUAT
CcOOCTBEHHOTO NMEHH), (PaMUIIHS)

(MOJKHOCTB CITY’KaIlero) (moamuce) (MHUIMATBI (MHUTTAT
COOCTBEHHOI'0 MMEHH), (haMHIIHs)

(MOJKHOCTB CITY’KaIlero) (moamuce) (MHUIMATBI (MHUTTAT
COOCTBEHHOI'0 MMEHH), (haMHIIHs)



Jara moanucanus
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