Hayuonanvnoii npasosoii Mnmeprnem-nopman Pecnyonuku benapycs, 12.01.2022, 8/37519

ITOCTAHOBJIEHUME MUHUCTEPCTBA 3JIPABOOXPAHEHI I
PECITYBJIMKU BEJTAPYChb
21 nexabpst 2021 r. Ne 126

O nepeuHe cTpaTern4ecku BaKHbIX JIEKAPCTBEHHBIX
NpenapaToB U KOMILIEKCe MpeABaAPUTeIbHBIX
TeXHUYECKHX padoT, mpeamecTBYHOIHNX X
rocyJ1apCcTBEHHOM PerucTpaunu

W3meHeHus u JONOJHEHUS:

[Tocranosnenne MunucTepcTBa 3apaBooxpaneHus Pecrry6inku benapycs ot 22
ampeins 2022 r. Ne 37 (3apeructpupoBano B HarmonansHoM peectpe - Ne 8/38138 ot
25.05.2022 1.);

[TocTranoBnenne MunucrepcTBa 3apaBooxpanenus Pecryonuku benapych ot 6
okTs10pst 2023 r. Ne 163 (3apeructpupoBano B Haumonansaom peectpe - Ne 8/40832
ot 19.12.2023 r.);

[Tocranosnenne MunmncrepcTBa 3apaBooxpaneHus Pecriyonmku benapycs ot 24
HOs10pst 2025 1. Ne 198 (3apeructpupoBano B HarmonansaoM peectpe - Ne 11-2/44360
ot 23.12.20251.)

Ha ocHoBanum myHkTa 3!, yacreil BTOpoif u TpeTbeil mynkTa 4 IlonmokeHus o HOpsIKe
U YCIOBUSIX  OCYLIECTBJIEHUS TOCYJAapCTBEHHOM PErUCTPAllMM  CTPAaTETMYECKH  BaKHBIX
JIEKapCTBEHHBIX MPETapaToB, YTBEPKACHHOTo mocTtaHoBieHneM CoBeta MunuctpoB PecyOmnmku
benapych ot 8 okTs16ps 2021 r. Ne 570, MunuctepctBo 3apaBooxpanenus Pecyonuku benapych
[NOCTAHOBJIAET:

1. YcranoButs:

IIEpEUEHb TOKYMEHTOB, COCTABIISIOUINX PETUCTPALMOHHOE JOChE CTPATETNYECKH BaKHOTO
JIEKapCTBEHHOI'0 Tpernapara, M JOKYMEHTOB, IOATBEPKAAIOIUX HEO0OXOJUMOCTh BHECEHHS
W3MEHEHUN B PErUCTPALIMOHHOE JOChE CTPATETMYECKHU BAKHOTO JIEKAPCTBEHHOI'O Ipernapara,
COTJIACHO MPUJIOKEHUIO 1;

MepeUYeHb CTPATETHYECKU BAXKHBIX JIEKAPCTBEHHBIX MIPENapaToB COTJIACHO MPUIIOKEHUIO 2.

2. YtBepaute MHCTPYKIMIO O MOPSAAKE TPOBEIEHHS KOMIUIEKCA IPEABAPUTEIBHBIX
TEXHUYECKHX PaboT, CBA3aHHBIX C MPOBEICHUEM JKCIEPTU3 IS MOATBEPIKIACHHSI COOTBETCTBHS
CTpaTerMyeckd  BaXHOIO  JIGKQPCTBEHHOTO  Ipemapata TpeOOBaHUAM  OE30MACHOCTH,
3G (}HEeKTHBHOCTH U KAa4eCTBa, OMPEICIICHUS BO3MOXHOCTH  OKCTPEHHOTO  MPUMEHCHHUS
CTpaTernyecky BaXHOTO JIEKAPCTBEHHOI'O IpernapaTa (mpujiaraercs).

3.Yactp BrOpyro nyHkta | MHCTpyKIMM O MOpsIKE MPOBEICHUS  KOMILIEKCA
MPEeIBAPUTENIbHBIX TEXHUYECKHX padoT, MPEeAIIECTBYIOMIMX TOCYAapCTBEHHON perucTpanuu
JIEKAPCTBEHHBIX CPEJICTB, YTBEPXKIACHHOW MOCTaHOBIEHMEM MUHHCTEPCTBA 3APABOOXPAHECHUS
Pecniy6muku benapych ot 2 HostOpst 2020 1. Ne 93, U3/10KUTh B CIASAYIOMIEH peIaKIIiN:

«/lericTBue Hactosdwend MHCTpyKIIMKM HE pacIIpOCTpaHsIETCs Ha:

KOMIUIEKC 9KCIEPTHU3, OCYIIECTBISIEMBIX IIPH perucTpanuu (oATBEPKICHUN PETUCTPALINH )
Y UHBIX TIpolleypaxX, CBS3aHHBIX C pPETUCTpaluedl JIEKapCTBEHHBIX CPEACTB, B paMKax
EBpazniickoro 5KOHOMHUYECKOTO COK032;

KOMIUIEKC TMPEIBAPUTEIbHBIX TEXHHYECKUX PabOT, MPEAIISCTBYIOMINX TOCyIapCTBEHHOU
pPErucTpanyy JEKapCTBEHHBIX CPEACTB B YIPOILIEHHOM MOPSAJKE B COOTBETCTBUU C [lonoxxeHnem
00 YIpOIIEHHOM TOPSJIKE OCYLIECTBICHHUS TOCYAAPCTBEHHOM pErHCTpaluy JIEKapCTBEHHBIX
CPEICTB, YTBEpXKIEHHBIM TmocTaHoBiIeHHeM CoBeta MunuctpoB PecnyOnuku benapyce
ot 1 anpens 2020 r. Ne 191;

KOMIUIEKC MpPeIBapUTENbHBIX TEXHHUYECKUX PaldoT, MPEeAIIECTBYIOMIMX IOCYIapCTBEHHON
pPErucCTpallii  CTPATETUYECKH  BAXKHBIX  JIEKAPCTBEHHBIX  MPENaparoB B COOTBETCTBUU

— O¢uyuanvnasn npasosas unpopmayus
a» JTAJIOH Unghopmayuonno-nouckosasn cucmema "ITAJIOH"
— Hayuonanvnoiii yenmp npasosoii ungpopmayuu Pecnyonruxu bBerapyco



c [TommocxxeHMeM O MOPSZKE W YCIOBHAX OCYIIECTBICHUS TOCYIApCTBEHHOH pETHUCTpAINH
CTpaTErMYeCKU Ba)KHBIX JIEKAPCTBEHHBIX MPENapaToB, YTBEPKIACHHBIM NocTaHoBIeHHEM CoBera
MunuctpoB PecriyOoimmku benapych ot 8 oktsiopst 2021 r. Ne 570.».

4. Hacrosiiee mocTaHOBJICHHE BCTYIAET B CHITY TIOCJIE €r0 O(pUIIUAIBHOTO Oy OJIMKOBAHUSI.

Munucr JLIInneBnu
P

COT'JIACOBAHO
MuHHCTEPCTBO HHOCTPAHHBIX 1€
PecniyOnuku Benapych



MNEPEYEHDb
JTOKYMEHTOB, COCTABJIAIOIIUX PErUCTPAIMOHHOE 10Che CTPATErHYeCKH BayKHOTO JIeKAPCTBEHHOI 0 Mpenaparta, M JOKyMeHTOB, OATBEP KIAKIINX
He0OXOIMMOCTh BHECEHHUSI H3MEHEHHi B PerHCTPallMOHHOE 10Che CTPATernyeckKu BasKHOT0 JIEKAPCTBEHHOT0 Mpenapara

IIpunoxenue 1

K ITOCTaHOBJICHHUIO
MuHuCTEpCTBA 3APaBOOXPAHCHUS
Pecrryonmuku benapychb
21.12.2021 Ne 126

(B penaxium mocTaHOBICHUS
MuHucTepcTBa 3ApaBOOXPaHCHUS
Pecrryonmuku benapychb
24.11.2025 No 198)

Ne ®dopma npecTaBICHUs
HaumeHnoBanue 1OKyMeHTa TpeboBaHust K JOKYMECHTY
n/n JIOKyMEHTa
1 2 3 4

1

[MpenBapuTenbHBIE TEXHHYECKHE PAOOTHI, CBSI3aHHBIE C TIPOBEICHUEM IKCIIEPTH3 [T OATBEPKICHISI COOTBETCTBHUS CTPATETMYECKOT0 IpenapaTa TpeOoBaHIsIM 0e301acHOCTH,

PG (GEKTUBHOCTH U KA4ECTBA, a TAKIKE ONPEACICHUS BO3MOXKHOCTH YKCTPEHHOTO MPUMEHCHHSI CTPATETHIECKOTr0 Ipenapara (anee — npeIBapuTeIbHbIC TEXHUUCCKUE PabOThI),
[PEIICCTBYIOIINE TOCYIaPCTBCHHOM PErUCTPAUH (ITOITBEPKICHUIO TOCY TAPCTBEHHON PErUCTPAIMK) CTPATETMYCCKHI BAKHOTO JICKAPCTBEHHOTO Mperapara (Jlajiee — CTpaTerudecKuii
[pernapart) 10 CTaHJAPTHOM Npolenype, YCIOBHON rOCyIapCTBEHHON peructpaiuu (oATBEPKISHUIO YCJIOBHOM rOCyIapCTBEHHON PErMCTPallii) CTPATErnyecKoro npenapara

1.1

3asBJICHHUC

BasiBIICHHE JOJDKHO COICPIKATH CICIYIOIIYE0 HH(POPMAIIHIO:

HAMMEHOBAHUE M MECTO HAXOXICHUS JICPKATENS PETUCTPALIMOHHOTO YIOCTOBEPEHISI, 3asIBUTEIIA,
MPOU3BOIUTENS (IPOU3BOIUTENICH) CTPATErMYSCKOTO TIpenapaTa, B TOM YUCIIE MPOU3BOAUTEIS,
OCYIIECTBIIIONIETO IPOU3BOACTBO HepacdacoBanHoM npoxykiuu (bulk product), ocymiecTBisromero

Ha BBIITYCK CTPATETHYECKOTO MpemnapaTa, a TakyKe HHBIX YYaCTHHKOB MIPOM3BOJICTBA CTPATETHIECKOTO
mpernapaTa ¢ yKa3aHneM BHa padoT;

HAMMEHOBAHNE M MECTO HAX0XICHHS ITPOU3BOANTEINS (hapMaIleBTHIECKOi cyOcTaHINy;

TOPrOBOE HAMMEHOBaHHUE;

MEKTYHAPOJHOE HETIATCHTOBAHHOC HAMMCHOBAHME (B CIIy4ae ero OTCYTCTBHS — OOIICTIPHHSATOE
(TpyIIMPOBOYHOE) HAMMEHOBAHUE, HAYYHOE (XMMUYECKOC) HAMECHOBAHUE ),

COCTaB CTPATErMUECKOro Mnpenapara (¢ ykazaHneM HaMEHOBaHUS U KOJIMYECTBA EHCTBYIOIINX

1 BCIOMOTaTeJIbHBIX BEILECTB);

nekapcTBeHHAs (popMa C YKa3aHUEM JI03bI ICHCTBYIOMIETO BEIIECTBa (17151 OJHOKOMITIOHEHTHOTO,
ITBYXKOMITOHEHTHOT'O HJTH TPEXKOMIIOHCHTHOTO CTPATETUUCCKOTO IIpernapara);

MHQOPMALUS O CTAHAAPTHOHN yIaKoBKe (IIEpBUYHAS, BTOPHYHAS, POMEKYTOUHAS — IIPY HATTIMIUH)

C YKa3aHHEeM KOJIMYECTBa 103 B yIaKoBKe ((hacoBKe). YKa3bIBACTCS MaTepHal MEPBUYHON YIIaKOBKH, B
MEPBUYHON YITAKOBKH, KOJMYECTBO AWHUII TPOAYKIIUH B IEPBUYHON YIIaKOBKE, BTOPHYHAS U, IPH HATWIHH,
MPOMEKYTOUHAs YIIAKOBKA, KOJIMIECTBO MEPBUYHBIX YIIAKOBOK BO BTOPUYHOH (IIPOMEKYTOUYHON) YIIAKOBKE
(BKJTFOUAs! KOJTMUECTBO KOHTYPHBIX SYCHKOBBIX YIIAKOBOK BO BTOPUYHOH yIaKOBKE) HHMOPMAITHS O HATHINH
MOTJIOTUTEIIS BJIArd, UHCTPYKIMH 110 MEIUIIMHCKOMY IIPUMCHCHUIO (JIMCTKA-BKJIA/IBIIIA), KOMIUICKTHOCTH,

mH(OpMaLus 0 BUIE M KOJIMUECTBE B YIIAKOBKE Hepac(hacoBaHHOW NPOAYKIMH (IIPU HATUYHH);

(hbacoBKy 1 (MJIN) YIIAKOBKY, OCYIIECTBIISIONIETO KOHTPOIh KA9eCTBa, OCYIIECTBISIONIETO BEIIaYy pa3peuIcHNs

B IMCbMCHHOM BUJIC
NI B 3JICKTPOHHOM
1 IIMCbMCHHOM BUC
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croco0 MPUMEHEHUS CTPATErHIECKOro Mpenapara (BHyTpEHHEe, HapYKHOE, IS TAPCHTEPAILHOTO BBEICHUS
W Ipyroi croco0 MpUMEeHEHHs);

(hapmakoTepaneBTHUecKas rpyImna (Ko aHaTOMO-TEPAIEBTUUCCKO-XMMUYECKOH Kitaccuukanuu (nanee — Koz
ATX);

KaTeropusi (OpUTHHAIBHBINA, BOCIIPOU3BEICHHBIN (TCHEPHK), THOPUIHBINA, OMOAHAIOTUYHBIN) U BHT
(pamuodapMareBTHIeCKHil, OMOJOTHIECKUH, IMMYHOJIOTHIECKUH, BAKITMHA, TOMEOTIaTHYECKAN
IMeKapCTBEHHBIN Mperapar, paCTUTENIbHbBIN, JIEKAPCTBEHHBIN MTpenapar TPaaguliMOHHON KUTaliCKOW MEeIUIHBI,
MHOM BHJI) CTPATETUIECKOTO Mperapara;

CPOK TO/THOCTH;

[YCIIOBHSL XpaHCHHS;

BalUIICHHOCTh MaTeHTamu B PecyOmke benapych (Bnazgenen naTeHra, HOMep, Jata BbIIaud, CPOK
IneiicTBuUs);

CBe/IeHUs 00 YIIOJIHOMOYEHHOM JnIle 1o papmakoHaa3opy B PecriyOnuke benapycs;

MECTO OCYIICCTBICHUS OCHOBHOM JCATEIBHOCTHU TI0 (hapMaKOHAI30PY;

MECTOHAXOXKICHUE MacTep-(aiiia cucTeMsl (hapMaKoHaI30pa;

MH(QOPMALIUIO O TOM, YTO JACPKATEIb PETUCTPAIIMIOHHOTO YIOCTOBEPEHUS OepeT Ha ceOsi OTBETCTBEHHOCTh
Ba 9 PeKTUBHOCTD, 6€30MACHOCTh M KAYECTBO CTPATETUIECKOTO Mperapara;

MHQOPMALIMIO O TOM, YTO AEPKaTeNb PETUCTPAIIIOHHOTO YIOCTOBEPECHHUS (3aIBUTEINb) TapaHTHPYET
IMOCTOBEPHOCTH WH(POPMAIINH, COAEPIKAIIEHCS B PETUCTPAIIMOHHOM JOChE, YTO BCE KOIMH JOKYMEHTOB,
MPEICTAaBICHHBIC B COCTABE PETUCTPALIMOHHOTO JOCKHE, TOTHOCTHIO COOTBETCTBYIOT OPUTHHAILHBIM
ITOKyMEHTaM, a UX IepEBOBI (€CIIH IPUMEHNMO) SBIISIOTCS BEPHBIMH, M YTO IIpaBa TPEThbel CTOPOHEI,
BaIUIICHHON MaTeHTOM, HE HapyIIAIOTCs B CBSA3H C TOCYAapPCTBEHHON perucTparuei (IoATBEpKICHIEM
rOCYJapCTBEHHOM PErUCTPALMK) CTPATErMYECKOTO Mpernapara o CTaHAapTHON MPOoLEAype, YCIOBHOM
rOCYApCTBECHHOM peructparmeii (moATBEpKACHHUEM YCIOBHOM rOCyTapCTBCHHOM PETUCTPAIINN)
CTpaTEeruuecKoro npernapara;

000CHOBaHKE: O BO3SMOXXHOCTH IPUMEHEHHUS TOCYAaPCTBEHHOW PErHCTPALUHU CTPATETMICCKOro Ipernapara
[0 CTaHJAPTHOM MpOoLEaype — MPHU FOCYAAPCTBEHHONW PErUCTPALIMU CTPATErMueCKOro npemnapara

MO CTaHJAPTHOM MPOLEIYPE; O COOTBETCTBUU CTPATErMYECKOTO Mpernapara yCIOBUsIM JIJIsl IPUMEHEHUS
[pOIeAYPhl YCIOBHOM rOCYIapCTBEHHON PETHCTPALIMK — IIPU YCIOBHOM TOCYAapCTBEHHOM pEerucTpaluu
CTpaTETHYECKOTO IIperapara;

CBEJICHHS 0 KOHTAKTHOM JIHIIE (ITPH €r0 HATMYUH), €r0 MECTE HaX0XKJACHHSI, TeIC(OH.

3asBIeHNE TpeACTaBIIeTCS Ha (GPUPMEHHOM OJaHKe 3asBUTEIIS MIIN IePKaTellsl pETUCTPAI[IOHHOTO
YIOCTOBEPEHHSI, TOAIICHIBACTCS YIIOTHOMOYCHHBIM JIHIIOM 3asIBUTEIS WIIH ACPKATEIs pErHCTPAIlHOHHOTO
YIOCTOBEPEHHUSI C YKa3aHUEM €T0 JODKHOCTH CIyXKallero, (haMITHK, COOCTBEHHOTO UMECHH, OTYCCTBA (SCITU
[TAKOBOE MIMEETCS)

1.2

ITOKYMEHT, IOATBEPKJAIOIUI, YTO 3asIBUTEIb
(ropuarueckoe uno Pecriyonuku benapycs,
MHAVBUIYaNbHBIA IpeANPUHUMATEb,
3aperucTpupoBaHHbIii B Pecniyonmke benapycs,
MHOCTPAaHHOE IPUIUYECKOE JINI0, THOCTPaHHAS
OpraHU3aIysl, CO3aHHbBIE B COOTBETCTBUU

C 3aKOHOAATENLCTBOM HHOCTPAHHBIX TOCYapPCTB)
SIBIISIETCST O(PUIIANBHBIM NIPECTaBUTENIEM
Imep>KaTelst PErHCTPAMOHHOTO YA0CTOBEPEHHS
Ha cTpaTeruyecKui rnpemnapar

ITOKYMEHT IpeACTaBISIEeTCS B BUJIE 3aBEPECHHON AepxKaTeIeM PErHCTPALlUOHHOTO yIOCTOBEPEHHUS (3asIBUTEIIEM,
npousBoauTeneM) konuu. Konus nokyMeHTa 10/pKHa OBITh NPOMU3BEACHA C OPUTHHAJIA WIIM HOTapUalIbHO
BaCBUJICTEIbCTBOBAHHOW KOIIMH JOKYMEHTA C IEPEBOIOM Ha OEIOPYCCKUH MM PYCCKHH SI3BIK (BEPHOCTD
repeBo/ia MM NOAJIMHHOCTD MOJIUCH IIEPEBOTYHKA J0JDKHA OBITh 3aCBH/IETEILCTBOBAHA HOTAPHUAILHO)

B IMCbMCHHOM BUJIC
NI B 3JICKTPOHHOM
1 IIMCbMCHHOM BUC
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1.3

00ocHOBaHKE (IIPH YCIOBHOM rocy1apCTBEHHOM
[pETUCTpALMK CTPATETHUECKOTO Mpenapara,

SIBIISIFOLLIETOCS] BOCTIPOM3BEICHHBIM, THOPHIHBIM,
O10aHaIOrMYHBIM JICKAPCTBEHHBIM NPEapaToM )

Eonm{o COJIEPXKATh CICAYIONIYIO HH(POPMAIUIO:

BJISICTCS JIM 3asIBJISIEMBIN CTPATETHUCCKUI MPEnapaT OTCYECTBCHHOTO MIPOU3BOJICTBA BOCIIPOU3BEICHHEIM,
THOPHTHBIM, OMOAHAIOTUYHBIM JICKAPCTBEHHBIM PENapaToM, MPOU3BEICHHBIM C BHIIOJHCHUEM BCEX CTaIUN
TEXHOJIOTHYECKOTO MPOIIECcCa, B TOM YHCIIE MPOIIeCca YIAKOBKH, KOHTPOJISI KAYSCTBA, BHIAYN PAa3PCIICHUS
Ha BBIIYCK B PEaIM3alHIO;

KaKHM TI0 CUeTY (TIepBBIM, BTOPHIM, TPETHUM) SIBIISICTCS 3asBIISIEMBIH CTpaTeTHIECKUAN IIpenapaT
0TEYECTBEHHOTO ITPON3BOICTBA: BOCIIPON3BEACHHBIM, THOPHIHBIM, OMOAaHAIOTHIHBIM JIEKAPCTBEHHBIM
MpenapaToM, MPOU3BECHHBIM C BHIITOJHEHUEM BCEX CTAANN TEXHOJIOTHIECKOTO IPOIIEcca, B TOM YUCIIE
mpoliecca YIakoBKH, KOHTPOJIS KauecTBa, BRIAAYN pa3penIeHns Ha BEIITYCK B peaTu3alliio;

COIEPIKUT JIN 3asBJISIEMBIN CTpaTerHYeCKU MpernapaT ASHCTBYIOIIEE BEIIECTBO, paHee

He 3aperucTpupoBanHoe B Pecnyonuke benapycs;

IUISE TOCYIApCTBEHHOM PETUCTPAIIMH 3asBIISICTCS. CTPATEIrMUYCCKIIA TIpenapaT B HOBOM JIO3UPOBKE,
nekapCTBEHHOM (hopMe, paHee He 3aperucTpupoBaHHbIX B PecryOnuke benapycs;

OIICHKA COOTHOIIICHHUS TIOJIb3bI U PUCKA B CBS3H C MPEICTABICHUEM HETIOJIHOTO 00beMa JaHHBIX

0 TOKIMHUYCCKHUX (HCKJIMHUYCCKHX ) UCCIICTOBAHMAX, KIMHHYCCKUX MCCIICIOBAHUAX (MCIIBITAHUSIX)

1 Ono(apManeBTHUCCKUX UCCIICAOBAHHUIX BOCIPOU3BEICHHOTO, THOPHIHOTO, OHOaHAIIOTUYHOTO
CTpaTETHYECKOTO IIperapara;

MEepevYeHb YCTAHOBICHHBIX JOMTOJHUTEIBHBIX Mep MUHUMHU3AIMH PHUCKa IS oOecIiedeHus 0€301macHoro

1 2P (GEKTUBHOTO MPUMEHEHUS CTPATETMUECKOTO Tpernapara, mojHas HHPOopMaIsI 0 KOTOPBIX J0JDKHA OBITh
MpeCcTaBICHA B MPIUIOKEHNH Ne 6 K IUIaHy YHpaBICHUS pUCKAaMH, IPEIOCTABIIEMOMY COTIIACHO
MOAMyHKTY 1.37 HacTOSIIEro MyHKTA,;

MIaH-rpaduK UCIIOTHEHUS TApaHTHIHHBIX 00513aTeIbCTB, YKa3aHHBIX B moamyHkTax 1.28 u 1.34 Hacrostiero
YHKTa

B IMCbMCHHOM BUJIC
NI B 3JICKTPOHHOM
1 IIMCbMCHHOM BUC

1.4

ITOKYMEHT, TIOATBEP)KJAIOIINH PErUCTPALIUIO
lTeKapcTBEHHOTO IIperapaTa B CTpaHe JepikaTes
[PETUCTPALIMOHHOTO YAOCTOBEPEHUS (CTpaHe
[POM3BOANTENS) (PETHCTPALIMOHHOE YAOCTOBEPEHHE
6o cepTuduKat GapMareBTHIECKOT0 MPOIyKTa
corsacHo (hopMaTy, peKOMEHIOBAaHHOMY
BcemupHo#l opranuzanueit 3apaBooXpaHeHus
(manee — BO3), BEIIAaHHOTO YITOJTHOMOYEHHBIM
OpTaHOM CTpPaHBI AEPKATEIS PETUCTPAIIIOHHOTO
[YZIOCTOBEpEHUs (CTpaHBI MPOU3BOIUTEIIS)

Ha CTpaTermuecKUil pernapar, 1100 HHPopMaIus
C 0MIMaTBHOTO calfiTa PEeryJISTOPHOrO OpraHa

B T7100aJIbHOM KOMIIBIOTEpHOIT cetn MHTepHer,
[OJTBEPIKIAIOIIAs PETHCTPALMIO CTPATETHYECKOTO
npenapara (171l CTPaTern4ecKoro mpenapara
3apy0eXHOTO IPOU3BOCTBA)

[PY TOCYAAPCTBEHHOM PETHCTPALMHU CTPATETMICCKOT0 Mperapara JOKyMEHTHI IPEICTABISIOTCS B BHIIE
OpUTHHAJIOB TOKYMCHTOB HJIM UX HOTAPHAJIbHO 3aCBHUICTCIHCTBOBAHHBIX KOMHI C MIEPEBOIOM

Ha OCITIOPYCCKUN WITH PYCCKUH S3bIK (BEPHOCTH MEPEBO/IA WM MO UIMHHOCTH IMOAITUCH MIEPEBOTYHNKA TOJKHA
OBITh 3aCBHJICTEIBCTBOBAHA HOTAPHAIBHO). Ha JoKkyMeHTaX 00s3aTeIbHO HATMYHE JICTaIH3aliy UITH
MPOCTABJICHUS allOCTHJIS, €CJIA MHOE HE IPEAYCMOTPEHO MEXKIYHAPOIHBIMU JTOTOBOpaMu PecyOmuku
Ibenapychb.

[Ipw OTCYTCTBUH PETUCTPAIIMH CTPATETHUECKOTO TIpenapaTa B CTpaHe JepKaTeis pEeTUCTPAIIHOHHOTO
YIOCTOBEpEHHS (CTpaHe MPON3BOUTENS) IPEACTABISICTCS OPUTHHAI FIIH HOTapHaJIbHO
BacBHICTEIHCTBOBAHHAS KOMHSA cepTH(HKaTa (papMaIleBTHIECKOTO POIYKTa C YKa3aHUEM MTPHIIH
OTCYTCTBUS PETUCTPAIMH JTHOO HOTAPHUAIBHO 3aCBUACTEIbCTBOBAHHAS KON HHOTO TOKYMEHTA, BBIAAHHOTO
[YIIOJTHOMOYEHHBIM OPTaHOM CTPaHbI IEPKATEISI PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (CTPAHBI
MPOU3BOIUTES ), OOBSCHSIOIIETO OTCYTCTBUE PETUCTPALIMH C IEPEBOJIOM Ha OCIOPYCCKHIA MITH PYCCKHIA S3BIK
(BEepHOCTH MEPEBOa WK TOJIMHHOCTD MOJIIUCH IEPEBOTYHMKA JODKHA OBITh 3aCBHUICTCILCTBOBAHA
HOTapuanbHO). Ha nokyMeHTax 00s3aTeNIbHO HAMYKE JICTATH3aUU ITU MPOCTABJICHUS allOCTUIIS, €CIIH UHOE
HE MPEyCMOTPEHO MEXIyHAPOIHBIMU JoroBopamu PecryOnuku benapyce.

Mudopmaius ¢ 0UIHATHHOTO caliTa pEryIaTOPHOTO OpraHa B III00albHON KOMITBIOTEpHOU ceTn HTEepHET
IMoyDKHA OBITH U3TOTOBJICHA B BHJIC pAcIeyaTKH rpa)uuecKoro n300pakeHusl SKpaHa (CKPUHILIOT) HHTCPHET-
CTpaHHUIIBI O(UIIMATBHOTO CaiiTa PETYIITOPHOTO OpraHa B TJI00ATBLHOW KOMITBIOTEPHOM ceTH MHTEepHET

1 COIPOBOXKIATHCS MIEPEBOIOM Ha OEIOPYCCKHIA MIIN PyCCKHN S3BIK (BEPHOCTD IIEPEBO/Ia HITH MOTMHHOCTh
MOJIIICH TICPEBOJYNKA JOJDKHA OBITh 32aCBHICTEIHLCTBOBAHA HOTApHAIBHO). CPOK M3TOTOBJICHHUS pacedaTKH
He JI0JDKEH OBITh OoJiee 3 MecsIeB CO THS MPEICTaBICHHS TOKyMEHTOB.

[Ipu rocyIapCTBEHHON peTrUCTpaIiy CTPATErHIecKoro npenapara, AepykaTesieM perucTpariioHHOTO

JTIOCTOBEPEHHS MITH MPOU3BOANTEIIEM KOTOPOTO SIBIISIETCS] TOCYAAPCTBO-WwiIeH EBpa3uiickoro 3KOHOMHYIECKOTO

B IMCbMCHHOM BHU/JIC UJIN
B 3JICKTPOHHOM
1 IIMCbMCHHOM BUC




6

coro3a (manee — EADC), u mpu MOATBEPKICHUU TOCYIaPCTBEHHON PErUCTPAIlH CTPATECTUIECKOT0 Mpenapara
ITOKYMEHTBI MPEACTABIISIOTCS B BUJIE 3aBEPEHHBIX JIEPIKATEIEM PErUCTPALIMOHHOTO YAOCTOBEPEHUS
(3asBUTENICM, IPOM3BOUTEIICM) KOTIMI TOKYMEHTOB C MEPEBOIOM Ha OCIOPYCCKHIA WK PYCCKHUIA A3bIK
(BEepHOCTH MEPEeBOa WIIH TOJIMHHOCTD MOJIITUCH NIEPEBOTYHMKA JOKHA OBITH 3aBEpeHA JiepiKaTeIeM
[PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (3asBUTEIIEM, TPOU3BOIUTENIEM) (YIIOJTHOMOYCHHBIM JTHIIoM). Ha
ITOKyMEHTaX 00s3aTeNbHO HAIWYHE JICTATN3AIMH W POCTABICHUS allOCTHIIA, €CITH HHOE HE MPEIyCMOTPEHO
MEXTyHApOIHBIMU ToroBopaMu Pecrybmmku benapych.

[Ipw OTCYTCTBUH PETUCTPAIIMH CTPATETHUECKOTO TperapaTa B CTpaHe JepKaTeisl pETUCTPAIIHOHHOTO
YIOCTOBEpEeHUS (CTpaHe MPOM3BOIUTENS) IPEACTABIICTCS OPUTHHAI MIIH 3aBEPEHHAS IepiKaTelIeM
[PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (3asBUTENIEM, IPONU3BOIUTENIEM) KOTIHS CepTH(HKaTa
(hapMaleBTHYECKOTO POIYKTA C YKa3aHUEM MMPUYUH OTCYTCTBUS PETUCTPAIMH JIHO0 3aBEPCHHAS IepiKaTeIIeM
[PETUCTPAIIMOHHOTO YAOCTOBEPCHUS (3asBUTEIIEM, TPOU3BOIUTENICM ) KOIIHS HHOTO JJOKYMEHTA, BBITAHHOTO
[YIIOJTHOMOYEHHBIM OPT'aHOM CTpaHbI JepkKaTellsl PErUCTPaLMOHHOTO yI0CTOBEPEHUS (CTpaHbl
MPOU3BOIUTEIIS ), OOBSICHSIOIIETO OTCYTCTBUE PETUCTPALIHMH, C ICPEBOJIOM Ha OCIIOPYCCKUMN HITH PYCCKUH SI3BIK
(BEpHOCTH MEPEBOa WK TOJIMHHOCTD MOJIITUCH NIEPEBOTYHMKA JODKHA OBITh 3aBEpEHA JIepKATEICM
[PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (3asBUTEIIEM, TPOU3BOIUTENIEM) (YIIOJTHOMOYCHHBIM JTHIIoM). Ha
ITOKyMEHTaX 00s3aTeNbHO HAWYHE JICTATU3AIMH WIIN TPOCTABICHUS allOCTHIA, €CITH HHOE HE MPEIyCMOTPEHO
MEXTyHApOIHBIMU ToroBopaMu Pecrybmmku benapych.

MuadopManms ¢ 0PHUITHAIEHOTO CaiiTa PeryJIATOPHOTO OpTaHa B TII00adbHONW KOMITBIOTEpHOU ceTH HTEepHEeT
IMOJKHA OBITH M3TOTOBJIEHA B BUJIE PaclieyaTKH Tpaduaeckoro n300pakeHus 3KpaHa (CKPUHIIOT) HHTSPHET-
CTpaHHUIIBI O(UIIMATBHOTO CaiiTa PETYIATOPHOTO OpraHa B TJI00ATBLHOW KOMITBIOTEPHOM ceTH MHTEepHET

1 COIPOBOXKIATHCS MIEPEBOIOM Ha OEIOPYCCKHHA MIIN PyCCKHI S3BIK (BEPHOCTD IIEPEBO/ 1A HITH MOTMHHOCTh
MOJIITMCH TICPEBOIYMKA JOJDKHA OBITH 3aBEpEHA JICPKATEIIEM PErHCTPALMOHHOTO yIOCTOBEPCHHUS (3asIBUTEIICM,
MpOU3BOIUTENEM) (YHOITHOMOYCHHBIM JIHIIOM). CpOK M3rOTOBJICHUS paclieyaTku He OJDKEH ObITh Ooutee 3
MecsILEB CO JHS NPEJCTaBJICHUs JOKYMEHTOB

1.5

ITHUIIEH3Us WK UHOM JOKYMEHT, BbIJaHHBIH
YTIOJIHOMOYEHHBIM OpPraHOM CTPaHbI IPOU3BOJICTBA
M TIPEIOCTaBIISIOINI TPaBO IPOU3BOCTBA, TMO0
nHpopmanus ¢ opunHaNsEHOrO caiira
PETYIATOPHOTO OpraHa B II00aIbHOM
KOMIIbIOTEpHOM ceTu MHTepHeT, moaTBepx)aaroas
HamM4Yue ACHCTBYIOUIEH JTUIICH3UH UII HHOTO
IMeCTBYIOIIET0 TOKYMEHTA, BEIJAHHOTO
[YIIOJTHOMOYECHHBIM OPTaHOM CTpaHBI POHU3BOICTBA
1 IPEIOCTABIISIOIIET0 IPaBO MPOU3BOACTBA

(U1 CTpaTernyecKoro npenapara 3apy0oexHoro
[IPOMU3BO/ICTBA)

[PY TOCYAaPCTBEHHOM PETHCTPALMHU CTPATETMICCKOT0 Mpernapara JOKyMEHTHI IPEICTABISIOTCS B BHIIE HX
HOTAPUATBHO 3aCBUJICTEIBCTBOBAHHBIX KOMHUH C MEPEBOIOM Ha OCIOPYCCKHIA WK PYCCKHIA S3bIK (BEPHOCTD
MEepEeBOJIa WITH MO TMHHOCTH TOIKCH ITEPEBOAYUKA TOJDKHA OBITh 3aCBUCTEILCTBOBaHA HOTapuaibHO). Ha
ITOKYyMEHTaX 0053aTeIEHO HAIMYHE JICTaTU3al[MK WK IPOCTABICHUS allOCTUIIS, €CITH HHOE HE MPEIyCMOTPCHO
MEXTyHApOIHBIMU ToroBopaMu Pecrybmmku benapych.

MuadopManms ¢ OPHUITHATIEHOTO CaiiTa PeryJIATOPHOTO OpTaHa B TI00adbHONW KOMIIBIOTEpHON ceTH HTepHET
IMOJKHA OBITH M3TOTOBJIEHA B BUJIE PaclieyaTKH Tpaduaeckoro n300pakeHus 3KpaHa (CKPUHIIOT) HHTSPHET-
CTpaHHUIIBI O(UIIMATBHOTO CaiiTa PETYISITOPHOTO OpraHa B TJI00ATBLHOW KOMITLIOTEPHOM ceTH MHTEepHET

1 COIPOBOXKIATHCS MIEPEBOIOM Ha OEIOPYCCKHHA M PyCCKHUN S3BIK (BEPHOCTD IIEPEBO/Ia HITH MOTMHHOCTh
MOJIITICH TICPEBOYMKA JOJDKHA OBITh 3aCBHICTEIHCTBOBAHA HOTAPHATIBHO). CPOK U3TOTOBJICHUS PACIICUYaTKH
HE JTOJDKEH OBITh OoJiee 3 MecsIeB CO JHS NPEACTaBICHUS TOKYMEHTOB.

[Ipu rocyIapCTBEHHOM perucTpaliy CTPaTeriuecKoro mpenapara, AepyKaTesieM pEerucTPallHOHHOTO
YIOCTOBEPEHHUSI WJIH IPOU3BOIUTEIIEM KOTOPOTO SIBIIsieTCs TocynapctBo-wicH EADC, u mpu NOATBEPKICHUN
rOCYTapPCTBEHHOM PErUCTPAIMK CTPATErHUECKOr0 MpenapaTa JOKYMEHTHI IPECTABISIOTCS B BUJIC
BaBEPCHHBIX JICPIKATEIICM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (3asIBUTEIIEM, POU3BOIUTEIIEM ) KOTIHIA
ITOKYMEHTOB C TIEpPEBOIOM Ha 0eIOpYCCKHN M PyCCKHUH SA3BIK (BEPHOCTD IIEPEBOIA HITH MO UTHHHOCTh
MOIICH TICPEBOIYNKA JODKHA OBITH 3aBepeHa JepKaTeIeM PErHCTPAlHOHHOTO yIOCTOBEPEHHUS (3asIBUTETICM,
MPOU3BOIUTENEM) (YIOTHOMOYSHHBIM JIUIIOM). Ha mokyMeHTax 00s3aTebHO HAJTMYKe JICTATU3AIH UITH
MPOCTABJICHHUS aIllOCTHIISA, €CIIA MHOE HE TPELyCMOTPEHO MEXIYHAPOIHBIMHU TOTOBOpaMHy PectryOmmku
benapycs.

MuadopManys ¢ OPHUITHATIEHOTO CaiiTa PeryJIATOPHOTO OpraHa B IJ100aJhbHONM KOMIBIOTEPHOU ceTh HTepHET

B IMCbMCHHOM BUJIC
NI B 3JICKTPOHHOM
1 IIMICbMCHHOM BUIC
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IMoJDKHA OBITH M3TOTOBJICHA B BHJIE pacneyaTky rpaduueckoro n300paxxeHus sKkpaHa (CKpHHILOT) HHTEPHET-
CTpaHUIIbl OPUIMATIBEHOTO CaliTa PEryJIITOPHOTO OpraHa B IJI00albHON KOMIIBbIOTEpHOH cetr MHTEepHET

M CONTPOBOXATHCS MEPEBOAOM Ha OEJIOPYCCKUI MM PYCCKHH S3bIK (BEPHOCTH MEPEBOJIA WIIN MTOJUIMHHOCTh
MOAINMCH NIEPEBOTUHKA TOJDKHA OBITh 3aBEpeHa JIepKaTelieM PErHCTPAllMOHHOTO YA0CTOBEPEHHS (3asBUTEIIEM,
npousBoauTeNneM) (YHOIHOMOYEHHBIM JULOM). CPOK M3rOTOBJIEHHS PaclieyaTKy He OJDKeH ObITh Oosee 3
MECAIIEB CO JHS MPECTaBICHNS JOKYMEHTOB

1.6  |meHCTBYIOMMIA JOKYMEHT, YI0CTOBEPSIFOIIHMA B CITydae OTCYTCTBHUS B JOKYMEHTE WIIM B pacriedaTke rpaduaeckoro n3o0paxxeHus dkpaHa (CKpHHIIIOT) B TUCHMEHHOM BHIE
MIPOU3BOJICTBO CTPATETHUECKOTO TpenapaTa MHTEPHET-CTPAHUIIBI OPHUIINAIBHOTO CaifTa PEeryIaTOPHOTO OpTaHa CTPAaHBI IPOM3BOACTBA CTPATETHUECKOTO [T B 3JICKTPOHHOM
B ycnoBusix Haanexaien mpou3BoCTBEHHON MperapaTa B ri100aJIbHOM KOMITBIOTEpHOU ceT MHTepHET HHPOPMAITH O CPOKE TIOITBEPIKISHUS 1 TMCbMEHHOM BUJIE
MPAaKTUKH, BBIAAHHBIA YITIOTHOMOYEHHBIM OPTaHOM  [COOTBETCTBUS MPOU3BOACTBEHHOH IIIOMIAa kK TpeboBanmaM Hammexaeil mpon3BoACTBEHHOHN IPaKTHKH,

CTpaHBI IPOU3BOCTBA CTPATETHUECKOTO MpenapaTa [He00X0UMO JOTIOTHATEIFHO MOATBEPANTE ACHCTBYIOIINN CTaTyC COOTBETCTBHS HHBIM JOKYMEHTOM

(U KaXK/IOTO YYACTHHUKA MPOU3BOJICTBA [YIOJTHOMOYEHHOI'O OpPraHa CTPAHbI IPOU3BOJICTBA.

CTpaTeru4eckoro mnpemnapara), Moo pacrneyaTka [Ipu rocyIapCTBEHHOM PErUCTPAIMU CTPATETMYECKOr0 penapaTa JOKYMEHTBI PECTABISIOTCS B BUJIC UX

rpadudeckoro n300paKeHusl SKpaHa (CKPUHILIOT)  [HOTAPHATIBHO 3aCBHUJICTEIbCTBOBAHHBIX KOMUM C MIEPEBOJIOM Ha OCIOPYCCKHIA WK PYCCKHIA S3bIK (BEPHOCTD

MHTEPHET-CTPAHUIIBI OPHUIUATBHOTO caiiTa [epEeBOJIa WITH MOITMHHOCTD TOJIKCH IEPEBOAYMKA JIOJKHA OBITh 3aCBUJICTEIHCTBOBAHA HOTAPUAIBHO).

[PETYJIATOPHOTO OpraHa CTPaHbl POU3BOACTBA Ha moxymeHTax 00s3aTeIbHO HATMYUE JICTATU3AINY WM IPOCTABICHHUS AalIOCTHIIS, €CIIH HHOE

CTpaTeru4ecKoro mnpemnapara B riiodaibHOM HE MPEIyCMOTPEHO MEXIyHAPOIHBIMU JoroBopamu PecryOnuku benapyce.

KOMIbIOTEpHOU ceTu MHTepHeT, coneprxaras MuadopManms ¢ OPHUITHATIEHOTO CaiiTa PeryJIATOPHOTO OpTaHa B TI00adbHONW KOMITBIOTEPHOU ceTh HTepHeT

MH(OPMAIIHIO O ISUCTBYIOIIEM TIOKyMEHTE, IMOJKHA OBITH M3TOTOBJIEHA B BUJIE PaclieyaTKH TpaduIeckoro H300pakeHus 3KpaHa (CKPUHIIOT) HHTSPHET-

[YIOCTOBEPSAIONIEM ITPOU3BOJICTBO CTPATETHUECKOTO |[CTPAHHUIIBI O(QUITHATFHOTO CaliTa PeryIATOPHOTO OpraHa B TI00aTbHON KOMITBIOTepHOM cetn MHTEpHeT

mpemnapara B yciuoBmax Hamrexamei 1 COIPOBOXKIATHCS MIEPEBOIOM Ha OEIOPYCCKHHA MIIN PyCCKHUI S3BIK (BEPHOCTD IIEPEBO 1A HITH MOTMHHOCTh

MIPOU3BOJICTBEHHON MPAKTUKH, BEIIAHHOM MOJIIICH TICPEBOJYNKA JOJDKHA OBITh 3aCBHACTEIILCTBOBAHA HOTApHAIBHO). CPOK M3TOTOBJICHHUS paciedyaTKH

[YIIOJTHOMOYECHHBIM OPTaHOM CTpaHBI IIPOU3BOACTBA [HE JIOJDKECH OBITH OoJiee 3 MECSIeB CO THS MPEACTaBICHUS JOKYMEHTOB.

CTpaTeru4eckoro mnpenapara (Uit KaxIoro [Ipu rocyIapCTBEHHOM perucTpaliy CTPATeriuecKoro mpenapara, AepyKaTesieM pEerucTPaliOHHOTO

[Y9aCTHUKA POHM3BOJICTBA CTPATETUUCCKOTO VIOCTOBEPCHHUSI WJIH IPOU3BOIUTEIIEM KOTOPOTO SIBIIsieTCs rocynapctBo-wicH EADC, u mpu NOATBEPIKICHUN

mpenapara) (s CTpaTernIecKoro npemnapara rOCYIapPCTBEHHOM PErUCTPAIMK CTPATErHUECKOr0 MpenapaTa JOKYMEHTHI IPECTABISIOTCS B BUJIC

3apyOeKHOT'O IPOM3BOJICTBA) BaBEPCHHBIX JICPKATEIICM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (3asIBUTEIIEM, MPOU3BOIUTEIIEM ) KOTIHIA
ITOKYMEHTOB C TICPEBOJIOM Ha OEIOPYCCKHIA MM PYyCCKHUU S3bIK (BEPHOCTh IEPEBOJIA HITH MOUTUHHOCTh
MOJIITMCH TICPEBOYMKA JOJDKHA OBITH 3aBEpEHA JICPKATEIIEM PErHCTPALMOHHOTO yIOCTOBEPCHHUS (3asIBUTEIICM,
MPOM3BOIUTENEM) (YIOTHOMOYSHHBIM JIUIIOM). Ha mokyMeHTax 00s3aTebHO HAJTMYNe JICTATU3AIAH UITH
MPOCTABJICHUS aIllOCTHIIS, €CIIM MHOE HE TPEIyCMOTPEHO MEXIYHAPOIHBIMHU TOTOBOpaMHy PectryOmmku
benapycs.
MuaopManms ¢ OPHUITHATIEHOTO CaiiTa PeryJIATOPHOTO OpTaHa B TI00adbHONW KOMITBIOTEpHOU ceTH HTepHEeT
IMOJKHA OBITH M3TOTOBJIEHA B BUJIE PaclieyaTKH Tpaduaeckoro n300pakeHus 3KpaHa (CKPUHIIOT) HHTSPHET-
CTpaHUIIBI OPUIMATHHOTO CaliTa PETyIATOPHOTO OPraHa B rI00aJbHOI KOMIBIOTEPHOU ceTu HTepHET
1 COMPOBOXKIATHCS MIEPEBOIOM Ha OCIOPYCCKHIA W PYyCCKHUU S3bIK (BEPHOCTh NIEPEBOJIA HITH MOUTMHHOCTh
MOJIITMCH TIEPEBOIYMKA JOJDKHA OBITH 3aBEpEHA JICPKATEIIEM PErHCTPALMOHHOTO yIOCTOBEPCHHUS (3asIBUTEIICM,
Mpou3BOIUTENEM) (YHOITHOMOYCHHBIM JIHIIOM). CpPOK M3rOTOBJICHUS pacleyaTku He OJDKEH ObITh Oouiee 3
MECSIIICB CO JHSI IPECTABICHUS JOKYMCHTOB

1.7  wmHOpMAIUS O PErUCTPAIMH CTPATCTUICCKOTO MHQOPMALUS MPEICTABISCTCS B IBYX IK3EMIUIIPaX B BUJIC CPEYHS CTPAH, B KOTOPHIX CTPATEIHYCCKHIMA B ICEMCHHOM BUJIC

penapara B JPYyTUX CTpaHax (U CTPATETUIECKOTO
Mpemapara 3apy0eKHOTO TIPOU3BOACTBA) — IIPH
rOCYJIapCTBEHHOW PETHCTPALIMU 110 CTAaHAAPTHOU
poreaype, yCIOBHON ToCyJapCTBEHHOM
perucTpanun

MpernapaT 3aperucTpUpOBaH (C ykazaHHMEM HauMEHOBaHUS JIEKAPCTBEHHOTO MIpernapaTa, HoMepa U JaThbl
[PETUCTPAIIMOHHOTO YAOCTOBEPEHHS, CPOKA €TO AEUCTBUS), FITH CBEICHUH, YTO JOKYMEHTHI TIOJaHBI

Ha PETUCTPAINIO, 00 OTKAa3e B PETHCTPAINH WIH IPUOCTAHOBICHNAHN IEHCTBHSA PETUCTPALIIOHHOTO
yIOCTOBEepeHHS (C YKa3aHUEM JaThl IPHHATHUS pEIIeHNH 00 0TKa3e B pErHCTPAIliH, TPHOCTAHOBICHUN
IMeHCTBUS PErUCTPAIIIOHHOTO YIOCTOBEPECHUS).

MubopMarys Ha HHOCTPAHHOM SI3bIKE JOJDKHA COMPOBOXKIATHCS MEPEBOIOM Ha OSIOPYCCKHUNA MIIH PyCCKHA

NI B 3JICKTPOHHOM BUAC
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IS[SI)IK (BepHOCTL nepeBoJia niu NoJJIMHHOCTD MOANNCH NEPEBOAYUKA JOJIPKHA OBITH 3aBCPCHA ACpKATCIEM
CTUCTPAIMOHHOT'O YIOCTOBECPCHUS (3aHBI/IT€HeM, HpOI/ISBOZlI/ITeJ'IeM) (yHOJ’IHOMO"ICHHLIM HI/IHOM)

1.8

MPOEKT 00LIeH XapaKTePUCTHKH JIEKaPCTBEHHOTO
Ipemnapara (fajee, €clid He yCTaHOBJIEHO UHOE, —
OXJIIT)

ITOKYMEHT IPEJICTABISIETCSI Ha OEJI0PYCCKOM HITH PYCCKOM SI3bIKE U JJOJDKEH COOTBETCTBOBATH TPEOOBAHHMAM
K MTHCTPYKLMH [0 MEJULIMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOT'0 ITpenapara 1 o0Iei XapakTeprCTHKE
IIeKapCTBEHHOTO TpernapaTa sl MeIUIIMHCKOTO TpUMEHEHHs, yTBepkaeHHbIM Pemmennem CoBera
[EBpazuiickoii sxoHOMIYECKOi1 Komuccuu oT 3 Hos0pst 2016 r. Ne 88.
[MpoexT OXJIIT momkeH coepkaTh yKazaHue O TMOPSIKEe POSHHYHOW pealIn3aliy CTPATErHIeCKOTo
MpernapaTa: «I0 perenTy Bpaday WK «0e3 perenra Bpaday.
[MpoexT OXJIIT npencrasnsiercs Gopmara A4 ¢ moJyieM JIcTa 1o IEPUMETPY He MeHee 1,5 ¢cM U pazmepom
mpudTa HE MeHee 12 TT.
Muadopmanms, conepkamascs B npoekte OXJII, nomkHa coorBeTcTBOBaTh HHDOpMarmu B OXJIII,
YTBEPKICHHOH YIIOJTHOMOUYCHHBIM OPI'aHOM CTPaHBbI IepyKaTelsl pErUCTPALMOHHOTO YA0CTOBEPEHUS
(TIpoM3BOAMTENS ), — I CTPATETNYECKHX MPErapaToB 3apyOeHOro IPOU3BO/ICTBA.
[Mpoext OXJIIT Bocpon3BeIEHHOTO CTPATETUUECKOT0 IIpenapara JI0JbKeH ObITh pa3paboTaH Ha OCHOBAHUH
0011eH XapaKTepUCTUKH OPUTHHAIBLHOTO (pe)epeHTHOr0) JIEKapCTBEHHOTO Ipernapara, 3aperucTpupoBaHHOTO
B PecriyOimmike benapycs. Eciu B Pecniy6nnke Benapych opuruHansHbli (pedepeHTHbIH) JIeKapCTBEHHBIN
npenapar He 3apeructpuposat, npoekt OXJIII Bocpon3BeA€HHOTO CTPATErniecKoro rnpenapara
[pa3pabaThIBacTCsI HA OCHOBAHWH OOIIEH XapaKTePUCTHKH OPUTHHAIHLHOTO (pe)epeHTHOTO) JEKapCTBEHHOTO
mpernapaTa, yTBepKICHHOW yIIOITHOMOYEHHBIM OPTraHOM CTPaHBI JepiKaTeNs PErUCTPAlliOHHOTO
JIOCTOBEpEeHUS (TIPOU3BOIUTEIS)

B IMCbMCHHOM BUJIC
NI B 3JICKTPOHHOM
1 IIMCbMCHHOM BUC

1.9

MPOEKT MHCTPYKLUH [0 MEAUIIHHCKOMY
MPUMEHEHHIO (JIMCTKA-BKIIAIBIINIA) (J1anee, ecim
HE YCTAaHOBIICHO WHOE, — JINCTOK-BKJIA/IBILII)

IMOKyMEHT IPEICTABISIETCS Ha OETIOPYCCKOM MM PYCCKOM SI3bIKE U JOIKEH COOTBETCTBOBATH TPEOOBAHMAM
K MHCTPYKIUH [0 MEAULIMHCKOMY NPUMEHEHHIO JIEKapPCTBEHHOTO ITpenapara 1 o0mei XapakTepHCTHKE
ITEeKapCTBEHHOTO TpenapaTa Al MEIUIMHCKOTO IPUMEHEHHS (T10JIb30BaTEIbCKOE TECTUPOBAHNE
MPEACTABISIETCS IPU HAINYHN).

[IpoexT IuCcTKa-BKIAABINIA JOJKEH COAEPKaTh YKa3aHUE O TOPSIKE PO3HUYHON peanu3anun
CTPaTEernuecKoro mnpernapara: «Io pelenTy Bpada» WiH «0e3 peLenra Bpayay.

[TpoekT McTKa-BKIIAABINIA IpecTaBiIseTcs opmaTa A4 ¢ moseM JiicTa 1o epuMeTpy He MeHee 1,5 cm

1 pa3mMepoM nipudra He MeHee 12 nr.

[TpoekT JMCTKa-BKJIABIIIA JIEKAPCTBEHHOT'O ITpenapara pa3padaTbiBaeTCsl Ha OCHOBaHMH MH(OPMALIH,
conepkameiics B OXJIII.

Mudopmanns, cogeprkamasics B IPOSKTE JINCTKA-BKJIAIBIIIA, JOJDKHA U3JIaraThCsl JOCTYITHBIM [UIS TAIIMEHTOB
(motpeduTeneit) A3pIKOM

B IMCbMCHHOM BHJC
MJIA B DJICKTPOHHOM
1 MNCbMCHHOM BHIC

1.10

IMaKeThl IEPBUYHON W BTOPUUHON YITAKOBOK
(TIpOMEXKyTOYHOM YITAKOBKY — IPH €€ HAJTHMIUH)

ITOKYMEHTBHI IIPEACTABISIOTCS HA OEIOPYCCKOM HITH PYyCCKOM SI3BIKE JIN00 Ha HWHOCTPAHHOM SI3BIKE

CO CTHKEPOM Ha OEeJI0OPyCCKOM HIIM PYCCKOM SI3BIKE B IIBETHOM BHIE JUISI Pa3HBIX (haCOBOK M JO3HPOBOK
CTpaTETHUECKOTO IIperapaTa ¢ yKa3aHHEM IIBETOBBIX TAHTOHOB M MacIITa00B (pa3MepoB) MEPBUIHOM,
BTOPUYHON YITAKOBOK (ITPOMEKYTOTHOH YIIaKOBKH — IpH e¢ Hamnduu). THpopMaIus Ha IepBUIHON

M BTOPUYIHOM yHaKOBKax (IMIPOMEKYTOYHOM YIAKOBKE — IIPU €€ HAIMYHMK) MOXKET OBITh YKa3aHa

HA HECKOJIBKUX SI3BIKAX MPU YCIOBUH, YTO HAJIKCH COACPIKAT UICHTHIHBIC CBEJCHHUS, YTO MOJTBEPIKIACTCS
BaBEpPCHHBIM 3asBUTEIIEM IIEPEBOJIOM Ha OEIOPYCCKUI UM PYCCKUI SI3BIK.

MubopMalys MAKETOB IIEPBUYHON U BTOPHYHON YIAKOBOK (MIPOMEKYTOYHOM YIIAKOBKH — IIPH €€ HATHYIHIH)
ITOJDKHA COOTBETCTBOBATh TpeOOBaHUSIM K MAPKHPOBKE JICKAPCTBEHHBIX CPEACTB JJIS MEUIIMHCKOTO
MPUMEHCHHUS M BETCPUHAPHBIX JICKAPCTBECHHBIX CPECTB, yTBepKAeHHbIM Pemennem Cosera EBpasuiickoit
PKOHOMHYECKON KoMHUCcCHH OT 3 HOIOpst 2016 1. Ne 76, a Takke CIeAYIOIMNUM TPeOOBAHUM:

yKa3aHHe HaNMEHOBAHMH JIEKapCTBEHHBIX (HOPM, BHIOB MIEPBUIHON YIIAKOBKH W KOMIUIEKTYIOIINX CPEJICTB
ITOJDKHO OCYIIECTBIIATHCS B COOTBETCTBUU ¢ HOMEHKIaTypoii TIeKapCTBEHHBIX (pOpM, YTBEpKACHHON
IPemennem Kosnernu EBpazuiickoii 9KOHOMHYECKOHW KoMuccHu oT 22 nekadps 2015 . Ne 172;

B IIMCbMCHHOM BHJC
MJIA B DJICKTPOHHOM
1 MMCbMCHHOM BHIC
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’YKa3aHI/I€ JTIO3UPOBKHU HA MAKETaX YIAKOBKH JOJKHO OCYIIECTBIATHCS B COOTBETCTBUH C MpHIIOkeHHEM Ne 9

K TpeOOBaHUSIM K HHCTPYKIIMHU 110 MEITUIIMHCKOMY IPUMECHEHUIO JICKAPCTBEHHOTO TpernapaTa u oomeit

XapaKTEePUCTHKE JCKAPCTBCHHOTO IIpenapaTa JUisi MEIUIUHCKOTO TIPUMCHCHHUS;

YKa3aHHE JO3UPOBKH, HANMCHOBAHUH JICKAPCTBCHHBIX ()OPM, BUIOB IIEPBUYHON YITAKOBKH

M KOMIUICKTYFOIIUX CPEJCTB JOJDKHO COOTBETCTBOBATH IPYTHM JOKYMEHTAM, COCTABIISIONIIM

[PETHCTPAIIMOHHOE JIOChE.

Ha rnepBUYHYIO MK BTOPUYHYIO YIIAKOBKY CTPATErHYeCcKOro npernapara, peani3yemMoro 6e3 pelenra Bpaya,
IMonycKkaeTcsl HAHeCeHHUe MOJHOTO TeKCTa JMCTKa-BKIapia. He qomyckaercst HAHOCHTD Ha YIIAKOBKY

mH(OpMaLIKIO, HOCSIIYIO PEKITaMHBIH XapakTep, Win HHPOPMALHIO, HE COOTBETCTBYIOIYIO JIUCTKY-

BKJTAJIBILITY.

IMakeThl YIIaKOBKH, COJICPKAIIUE CBEICHUS O MAPKUPOBKE TOBAPHBIM HOMEPOM B BUJIC IITPUXOBOTO

MICHTU(QHUKAIIMOHHOTO KO3, HH(OpMAIHI0, HAHECEHHYO ¢ moMoIIbio mpudTa bpaitnsa, QR-kox win

MHPOPMALIUIO, 3aITU(PPOBAHHYIO HHBIM CIIOCOOOM, JOJIKHBI COIPOBOMXKIATHCS COOTBETCTBYOIICH
acinbpoBKO# (TIOSCHCHUEM )

ITOKYMEHTBI MPOU3BOIUTENS, BKIFOYAIOIINC CXEMY
IIPOU3BOJCTBA (PapMaleBTUUCCKOM CYOCTaHIUH,
METO/IbI TIOATBEPKACHUS CTPYKTYPhI, 000CHOBaHUE
IpUMecei U, MPU HAIWYHUHA, CePTHHUKAT
cooTBeTcTBUS MOHOTpadun EBpornetickoit
(dhapmakomnen (manee — CEP-cepruduxar)
(TOKyMEHTBI TPEOYIOTCS ISl TPEACTABICHUS

B CIIydae OTCYTCTBHS PETHUCTPALNN
(bapmareBTHUECKON CyOCTaHIINH, 3asIBIICHHOM
0TEYECTBEHHBIM MMPOU3BOIUTEIICM (3asIBUTCIICM )
TS IPOM3BOJICTBA CTPATETHIECKOTO Mpernapara
0TEYECTBEHHOTO MMPOU3BOCTBA) — IIPU
rOCYTApCTBCHHOM PETUCTPAIMY TI0 CTAHAAPTHOM
[poLeaype, YCIOBHOM rocyJapCTBEHHOM
[PETUCTPAIMH CTPATETHUCCKOTO Mpenapara B ciayvae
OTCYTCTBUS pETUCTpaIiy (hapMareBTHIECKON
cyOcTaHIuN

ITOKYMEHTHI IIPECTABIISIOTCS B BUJC 3aBEPCHHBIX JICPIKATEICM PETUCTPALIMOHHOTO yIOCTOBEPEHHS
(3asBUTENICM, IPOU3BOIUTEIICM) KOMMI TOKYMEHTOB U, B CIIy4ae UX COCTABJICHUS HA HHOCTPAHHOM SI3BIKE,
ITOJDKHBI COTIPOBOKAATHCS MIEPEBOJIOM Ha OEIOPYCCKUI MM PYCCKUIT S3bIK (BEpPHOCTH MEPEBOA WU
MOUTMHHOCTH TTOAITUCH TIEPEeBOIYNKA JOJDKHA OBITH 3aBepeHa IeprKaTeeM PEerHCTPAlOHHOTO
YIOCTOBEpEHUS (3asBUTEIEM, TPOU3BOUTENIEM) (YIIOITHOMOYCHHBIM JIUIIOM).

B cydae npenoctaBieHus aktyanbHou Bepcuu CEP-cepTudrkara nmpencraBieHne JOKYMEHTa, COJEpIKaIIero
METOBI IIOATBEPKACHUS CTPYKTYPHI, TOKYMEHTa, CoepKaliero 000CHOBaHNE TIPUMeEceil He TpeOyeTcs.
CxeMa pou3BOACTBA (CHHTE3a) NOJDKHA MPEACTABIATE COO0H cXeMaTHYHOE U3JI0KEHNE OTIMCAHUS Tpoliecca
MPOM3BOJCTBA (papMaleBTHIECKOM CyOCTaHIINM; BKIIIOYaTh HHPOPMAITHIO 00 UCXOJTHOM CHIPhE M MaTepHaliax,
MCIIOJIB3YEMBIX JUIS IPOU3BOICTBA (hapMaleBTHYCCKOW CYOCTaHIINH, C YKa3aHUEM CTaUi IPOU3BOJICTRA,

HA KOTOPBIX OHH UCTIONB3YIOTCS. I HICXOTHOTO CBIPhS U MaTEPUAIIOB, KDUTHYHBIX B OTHOIICHUY Ka4eCTBa
(hapMarieBTHYECKON CYyOCTaHIIMH, CXeMa MIPOU3BOJICTBA IOKHA COIPOBOXKIATHCS MPEICTABICHUEM CBEICHUN
00 uX KadecTBe. B oTHOMICHUH CTEPIIIBHON (hapMaIleBTUYECKON CyOCTaHIIMU TOTIOHUTEIHHO JT0JKHA
MpPeJCTaBIATECS UHPOPMAIUs 00 YCIICIIHOM MPOBEACHUYU BATUAAIUHN aCCNTHYCCKUX CTAINNA U CTaJIUN
CTePUIIN3AIUH [TPOIIECcCa IMPOU3BOICTBA;

ITOKYMEHT, COAEPKaIINi METOIbI MTOTBEPKIACHUS CTPYKTYPHI, TOJDKEH BKIIOUATh JAHHBIE IT0 YCTaHOBICHHUIO
CTPYKTYPBI H APYTUX XapaKTEPUCTUK (hapMaIleBTHICCKON CYOCTaHIINN C YI€TOM BO3MOXHOCTEH
COBPEMEHHBIX (PH3UKO-XUMHUYECKUX, MIMMYHOXHMHUYECKHUX, OMOIOTHIECKUX METOOB (B 3aBUCHMOCTH OT TOTO,
dTO MTPUMEHHMO);

ITOKYMEHT, coaeprKaruii 000CHOBaHUE MPUMeceii, JOIDKEH 0XBAaTHIBATh BCE IPUMECH, COICPKAHNE KOTOPBIX
BO3MOXHO B (papMaIleBTHYECKO# CyOCTaHIIUI

B IMCbMCHHOM BUJIC
NI B 3JICKTPOHHOM BUIC

ITOKYMEHT 0 KOHTPOJIIO KayecTBa
(hapMaleBTHICCKON CyOCTaHIIMU — IPU
rOCyAapCTBEHHOW PErUCTPalMU MO CTaHAAPTHOU
[IpoLeaype, YCIOBHOM rocyJapCTBEHHOM
[PETHCTpalK CTPATETHUECKOro Mpenapara B ciiydae
OTCYTCTBUS perucTpanuu hapManeBTHICCKON
cyOcTaHIuu

ITOKYMEHT TIPEACTABIISICTCS B BHJIC 3aBEPCHHON JIepKaTEIeM PErHCTPALMOHHOTO yIOCTOBEPCHHUS (3asIBUTEIICM,
[POU3BOTUTEIICM) KOTIMU JTIOKYMEHTA U, B CIy4ae €ro COCTABJICHUS HA MHOCTPAHHOM S3BIKE, JIOJDKCH
COMPOBOXKIATHCS MIEPEBOJOM Ha OEIOPYCCKUI MM PYCCKUH SI3bIK (BEpPHOCTH IMEPEBOIA WU TTOAJTUHHOCTD
MOJIITMCH TICPEBOIYMKA JOJDKHA OBITH 3aBEpEHA JICPKATEIIEM PETHCTPALMOHHOTO yIOCTOBEPCHHUS (3asIBUTEIICM,
MPOU3BOIUTENICM) (YHOITHOMOYCHHBIM JIUIIOM).

JToxyMeHT JOJKEH CollepKaTh CBEACHMUsI, IpeaycMoTpeHHble pa3aenamu 3.2.S5.4.1 u 3.2.S5.4.2 monyns 3
fepeyHst JOKYMEHTOB B MOJIYJISIX PETMCTPALMOHHOTO J0ChE JISKAPCTBEHHOTO Npernapara npuioxkenuns Ne 4

Kk [IpaBusaM perucTpaluy U SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB AJISl MEAUIIMHCKOTO IPUMEHEHHS,
yTBepkaeHHBIM Permernnem CoBeta EBpasuiickoit skoHOMHUECKOH KOMHUCCHH OT 3 HOOpst 2016 1. Ne 78
(manee — [IpaBwiia perucTpaIuy 1 SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB), WK pazaenamu 3.2.S.4.1 n 3.2.5.4.2

MOJTyJIs 3 TIepedHs TOKYMEHTOB B MOIYJISIX PETUCTPAIIOHHOTO JI0ChE JIEKAPCTBEHHOTO IpenapaTa B oopmate

B IMCbMCHHOM BUJIC
I B 3JICKTPOHHOM BUIC
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o011ero TexHr4YecKoro gokyMeHTa (nanee — OT/I), pa3mMenieHHOro B ri100aIbHON KOMITBIOTEPHO ceTn
MuTepueT Ha odunmanbHOM calite MexyHapoaHoi koHpepeHuuy no rapmonusannu (ICH) (nanee — nocse
B popmare OT/).

B ciryuyae ucrionp3oBanus HeapMaKONeHHBIX METOJMK KOHTPOJISI KauecTBa JOKYMEHT IO KOHTPOJIIO KauecTBa
(hapmaneBTHYECKOW CYOCTAaHIIMH JIOJDKEH COITPOBOXKIATHCS OTYETAMH 110 BAJIMIALNH TAKMX METOIUK

1.13

ITOKYMEHTBI TPOU3BOIUTEIIS TI0 UCCIICIOBAHUIO
cTabMIIEHOCTH (hapMaIleBTHUECKON CyOCTaHIINH
(TOKyMEHTBI TPEOYIOTCS ISl TPEACTABICHUS

B CIIydae OTCYTCTBHS PETHCTPALNN
(bapmareBTHUECKON CyOCTaHIINH, 3asIBIICHHOM
OTEUeCTBEHHBIM ITPOU3BOIUTENEM (3asIBUTEIIEM )
TS IPOM3BOJICTBA CTPATETHYECKOTO Ipernapara
0TEYECTBEHHOT'O MMPOU3BOJCTBA) — IIPU
rOCYTApCTBCHHOM PETUCTPAIMY TI0 CTAHAAPTHOM
[IpoLeaype, YCIOBHOM rocyJapCTBEHHOM
[PETUCTPAIMH CTPATETHUCCKOTO Mpenapara B ciayvae
OTCYTCTBUS perucTpanuu hapManeBTHIECKON
cyOcTaHIu

ITOKYMEHTHI IIPECTABIISIOTCS B BUJC 3aBEPCHHBIX JICPIKATEICM PETUCTPALIMOHHOTO yIOCTOBEPEHHS
(3asBUTEICM, IPOM3BOIUTEIIEM) KOTIHI TOKYMEHTOB H, B CITydae X COCTABJICHUS Ha HMHOCTPAHHOM S3BIKE,
ITOJKHBI COITPOBOKAATHCS IIEPEBOJIOM Ha OETOPYCCKUH MITH PYCCKHUI A3BIK (BEpHOCTH ITEPEBOIA HIIN
MOUTMHHOCTH TTOAITUCH TIEPEeBOIYNKA JOJDKHA OBITH 3aBepeHa IeprKaTeeM PEerHCTPAlOHHOTO
YIOCTOBEpEHUS (3asBUTENIEM, TPOU3BOUTENIEM) (YIIOTTHOMOYCHHBIM JIUIIOM).

VTOKyMEHTBHI 110 UCCIIEIOBAHUIO CTA0MIILHOCTH (DapMarieBTHIeCKoi cyOcTaHIuy (TJ1aH, OTYET, TAOIHIIBI
C pe3yJIbTaTaMu MCCIICIOBAHUIT) JOJKHBI COOTBETCTBOBATh:

TpeOoBaHMSIM K UCCIICOBAHHUIO CTAOMIIBHOCTH JICKAPCTBEHHBIX MPETIAPATOB U (hapMaIleBTUICCKUX
cyOcTaHmii, yreep:xkacHHbM Pemennem Komteruun EBpasuiickoit skoHOMIYeCKOU Komuccuu oT 10 mast
2018 r. Ne 69;

rnaBe 8 [IpaBu mpoOBEICHUS HCCIIC0BAHUI OHOIOTMICCKHX JICKAPCTBEHHBIX CpeacTB EBpasuiickoro
PKOHOMHUYECKOT'O COI03a, YTBepkAeHHbIX Pemennem CoBeta EBpa3zuiickoil 9KOHOMHUYECKON KOMUCCUU
oT 3 HOs0pst 2016 1. Ne 89, min pykoBoacTBaM MexmyHapoaHo# koH(epeHinu o rapmorm3anuu (ICH)

B IMCbMCHHOM BUJIC
I B DJICKTPOHHOM BHUIC

1.14

WMOKYMCHT ITIPOU3BOAUTECIIA, BKJTFOYAIOMIHNI CBEICHUS
(O COCTABE CTPATETUICCKOIO Imperapara

ITOKYMEHT J0JKeH ObITh 0hopMIleH Ha OETIOPYCCKOM HITH PYCCKOM sI3bIKE, 3aBEPEH JiepKaTelieM
[PETHCTPAIIMOHHOTO YAOCTOBEPEHHS (3asiBUTEIIEM, IPOU3BOAMUTENIEM) U COACPIKATh CIACIYIOUINE CBEICHHS:
TOPrOBOE HAMMEHOBAHUE CTPATEINUECKOr0 IpenapaTa;

Ha3BaHUE MPOMU3BOANTEIISI, OCYLIECTBISIIOIIETO BBIITYCK CTPATErHYECKOro Mperapara;

BH]T JICKAPCTBEHHOU (HOPMBI;

ITO3UPOBKY CTPATErHUECKOro Mpernapara (€Ciu CTpaTern4ecKuil npernapar CoIepKUT OJIHY, IBE WIH TPH
(bapmaneBTHUYECKHE CyOCTAaHIINM);

HAMMCHOBAHUS HHIPCAUCHTOB;

KOJIMYECTBO KAXKJIOTO HHIPEANCHTA;

MH(OpMAaLHUIO O TPeAHA3HAYCHUU HHIPEAUEHTOB;

CCBUIKY Ha JOKYMEHT I10 KOHTPOJIIO Ka4eCTBa KaXkK/I0r0 HHIPEANCHTA.

B moxyMeHTe yKa3bIBaeTCsl KOJIMYECTBO BCEX MHIPEIUCHTOB, B TOM YHCJIE BCEX BCIIOMOIAaTEIIbHBIX BELIECTB
Ha OJTHY JIO3MPOBAHHYIO CIUHUILY (U151 JO3UPOBAHHBIX CTPATETMUECKHUX MPENapaToB) MM SAUHHILY MAcCh
60 oObemMa (I HeJO3UPOBAHHBIX CTPATETHUECKUX MPENApaToB).

CBejieHHsI O HAMMEHOBAHUSIX HHIPEMEHTOB, O KOJMYECTBE KAXKI0T0 HHIPETUCHTA, O NPeIHa3HAYCHUN
MHIPEIMEHTOB, CChIJIKA HA JOKYMEHT 10 KOHTPOJIIO Ka4eCTBa KaXKAO0T0 UHIPEJANCHTA [IPEACTABISIOTCS B BUIC
TaOIUIIBI.

Ecnn hapmaneBTHYECKast CyOCTaHIMS SIBJISICTCS COJIBIO MIIM THAPATOM, €€ KOJINYECTBO BBIPAXKACTCS

B €IMHUIAX MAcChl (€IMHUIAX OMOJIOrMYECKO aKTUBHOCTH) aKTUBHOM YaCTH MOJIEKYJIBI ICHCTBYIOIIETO
BelecTBa (OCHOBAHMSI, KMCIIOTHI WiIM OE3BOHOM CON).

B OTHOIIEHHHM YacTO UCIIOIB3YEMBbIX (hapMaleBTHYECKUX CyOCTaHIMH B COCTaBE CTPATETMUECKOro Mpernapara,
IMO3NPOBKA KOTOPBIX TPAAWIIMOHHO BBIPAXKAETCS B COJIEBOM MIIN THIPATHOM (hOopMe, KOINYECTBO JOMYCKAETCs
YKa3bIBaTh B BUJIC COJIM WK TuapaTa. J{ns gapmaneBTudeckoi cyOCTaHIuM, KOTOpast sSBIIeTCS 3QUPOM HITH
[POJICKAPCTBOM, €€ KOJIMYECTBO IOJDKHO YKa3bIBaThCsl B BUE KOJIMYECTBA d(HPa WUITK MTPOJIEKAPCTBA.

B ciryyae MOpOIIKOB JJIsl IPUTOTOBIICHUS] PACTBOPA WITK CYCIICH3HH IS TIPHEeMa BHYTPb KOJIMYECTBO
(hapmarieBTHIECKO CYyOCTaHIUH YKa3bIBaCTCs Ha JO3UPOBAHHYIO SAMHHILY — JUISl OTHOJ030BOT0
CTpATEernuecKkoro mnpenapara Wi Ha eAMHHILy 00beMa MOCIie BOCCTAHOBICHHUS — JUISi MHOTOJ030BOT'0

CTpaTeruuecKoro mpemnapara. [l 103UpOoBaHHBIX HHIAJIIIHOHHBIX TPENapaToB KOJIWIECTBO

B IMCbMCHHOM BHJC
MJIA B DJICKTPOHHOM
1 MNCbMCHHOM BHIC
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(bapmaneBTHYECKOI CYyOCTaHIIMM YKa3bIBaeTCs Ha JOCTaBIISIEMYIO 103y M (WJIM) OTMEPEHHYIO 103y. Jis
MapeHTepalbHbIX CTPATErHYECKUX MIPENapaToB, 3a UCKIIOYEHUEM BOCCTAHABIMBAEMBIX MIOPOILKOB, B CIydae
ITOJTHOT'O MCTIONIb30BAHMSI CO/ICPXKMMOTO TIEPBUYHON YITAKOBKM» — KOJIMYECTBO (hapMalleBTHYECKON
cyOcTaHIIMM yKa3bIBaeTCs Ha Maccy (00beM) epBUYHON YIAaKOBKM MJIM OOLIMH 3asiBIICHHBIA 00BEM, B CiTydae
(4aCTMYHOT'O MCIOJIB30BAHUS COAEPKUMOr0 NEPBUYHON YIAKOBKI» — YKa3bIBAETCA KOJIMYECTBO
(hapmareBTHUECKON CyOCTaHIINK Ha MIIITWIIATP B OOIUH 3asBICHHBIA 00BEM.

MHudopmanys o 3aKk1aabIBaEMbIX H30BITKaX KOINYECTBA HHIPEIUECHTOB, BXOIAIINX B COCTAB CTPATETHUECKOTO
Mpernapara, yKa3blBaeTcs, €CIIM MPUMEHHUMO.

B cocTaBe cTpaTernyeckoro npemnapara He yKa3bIBalOTCS! HHIPEIUEHTHI, KOTOPBIC yAAISIOTCS BO BPEMsI
mporecca MPOU3BOACTBA, HO YKa3bIBAacTCsl HH(GOPMaIHs 00 HHIPEANEHTaX, KOTOPbIE UCIOIb3YIOTCS IO MEpe
HEO0OXOAUMOCTH.

Mcnonp3yemble B COCTaBE CTPATETHYECKHUX NPENapaToB apoOMaTH3aTOPhI JOJKHBI OTBEYATh TPEOOBAHUSIM
TEXHUYECKOTo periaMenTa TaMoxkeHHOro coto3a « TpeboBaHus 6€30MacHOCTH MUIIEBHIX 100aBOK,
ApPOMaTH3aTOPOB M TEXHOJOIMYECKUX BeroMorarenbHbix cpeacts» (TP TC 029/2012), npunsitoro perieHueM
Cosera EBpasuiickoii skoHOMH4eckoit komucenu ot 20 ntosst 2012 1. Ne 58. [Tpu aTom undopmarms

0 COCTaBE apOMaTH3aTOPOB JOJDKHA OBITH KaK MOXKHO Oosiee noHOM. Jlonyckaercst He yKa3bIBaTh
KOH(HICHINAIBHBIE CBEICHNS 00 apOMaTHIECKOH KOMIIO3UIIHH.

B ciryuae HaHEceHUs Ha TaOJIETKH, KalCyJIbl ¥ APYTUE JIEKAPCTBEHHBIE ()OPMBI CTPATETHUECKHX IIPENAPATOB
HaIHCCH C MOMOIIBIO eYaTu I0JDKHA OBITh IPHBEAEHA HH(GOPMAIHS O COCTABE UCIIOJIb3yEMBIX YEPHIUIL.
/17151 cTpaTerndeckux npenapaToB B (hopme TabIETOK, MOKPBITHIX 000IOUKOHN, OTAETBHO yKa3bIBAETCS COCTAB
iimpa 1 cocTaB 000T0YKH, a AT CTPATETHIECKUX IIPENapaToB B (hopMe Karcyl — cOCTaB 000JI0UKH KarCyJIbl

M €€ COZIEePKUMOTO.

BcriomorarenbHbIEe BEIECTBA YKa3bIBAIOTCSI TAKUM CIIOCOOOM, 4TOOBI OIIMOOYHO HE MPUHSTH UX

3a BCIIOMOTATEJIbHBIC BELIECTBA OJIM3KOT0 XUMUYECKOTO CTPOCHHUSL.

/st papmanieBTHUECKUX CyOCTaHIMIT M BCIIOMOTATEJIbHBIX BEIECTB JIOKHBI OBITH IPUBEIEHBI CCHUIKH

Ha JOKYMEHTBI 110 KOHTPOJIIO Ka4eCTBa, JUIsl BCIIOMOTATEIbHBIX BEIIECTB IOMIOIHUTEIHHO JOIDKHO OBITH
yKa3aHo MX (yHKIMOHAIbHOE Ha3HaueHue. J{ist TableToK, MOKPHITHIX INICHOYHOH 000JI04KOH, Kalcysl 1 UM
MOAOOHBIX JIEKAPCTBEHHBIX ()OPM HPUBOAUTCS CChUIKA HA JOKYMEHT IO KOHTPOJIIO Ka4ecTBa KakK JyIs TOTOBOH
CMECH [UIsl HAHECEHHMSI INICHOYHOTO MOKPBITHS, 000JI0OUYKH KaICyJIbl, TaK U AJSI HHTPEAUSHTOB, U3 KOTOPBIX OHU
COCTOSIT

IMOKYMEHT O (papMaIeBTUIECKON pa3paboTKe — MpH
rOCYJIapCTBEHHOW PETHCTPALIUU 110 CTAaHAAPTHOU
poreaype, yCIOBHON ToCcyJapCTBEHHOM
[PETUCTPAIINN CTPATETHYECKOT0 IpenapaTa

ITOKYMEHT TIPE/ICTABIISICTCS B BH/IC 3aBEPEHHOM JIepiKaTeIieM PErHCTPALIMOHHOTO YA0CTOBEPEHH S (3asBUTEIIEM,
[POU3BOIUTENEM) KOTIMU JOKYMEHTA U, B CIy4ae €ro COCTABICHHUS HA HHOCTPAHHOM SI3BIKE, JIOJKESH
COMPOBOXKIATHCS IEPEBOIOM Ha OEJIOPYCCKHUI MIIN PYCCKHA 53K (BEPHOCTH MEPEBO/IA UITH MOUIMHHOCTh
MOANKCH EPEBOIYHKA OJDKHA ObITh 3aBEpeHa JIepKaTelieM PErHCTPAIlMOHHOTO YA0CTOBEPEHHS (3asBUTEIICM,
MPOU3BOIUTENICM) (YHOITHOMOYCHHBIM JIUIIOM).

/TOKYMEHT JOJDKCH COJICPKATh CBEACHUS 00 UCCIICAOBAHUSIX TI0 pa3paboTKe, IPOBEICHHBIX C IIETBIO
IMOKa3aTeNnbCTBaA TOTO, YTO JICKapCTBEHHAs (hopMa, COCTaB, MPOLIECC MPOU3BOJICTBA, BEIOpaHHAsI CUCTEMA
YIaKOBKH (YKYHOPKH), MUKPOOHOJOTMYCCKUE XapAKTCPUCTHKH, YKAa3aHUS 110 TOATOTOBKE CTPATErHYCCKOTO
mpernapaTta K IPUMEHCHHIO COOTBETCTBYIOT IUIAHUPYEMOMY IIPUMCHEHUIO, YKa3aHHOMY B PETHCTPAIMOHHOM
Imocee.

CBejieHMsI, CO/IEpKAIIMECs B IOKYMeHTe 0 (hapMalleBTHIECKO# pa3paboTKe CTpaTern4ecKoro npenapara,
IMOJDKHBI MOATBEPKAATh, YTO pa3paboTKa MPOBOIMIACHE B COOTBETCTBUU C PYKOBOJCTBAMH MexX1yHapOHOM
koH(pepermuu 1o rapmonuzanud (ICH) nim MexayHapoIHO-TIPaBOBBIMU aKTaMH, COCTABIISIFOIIMMH MTPABO
[EBpa3uiickoro 3KOHOMHUYECKOTO CO03a B chepe oOpallieH s JIeKapCTBEHHbBIX CPE/ICTB

B IIMCbMCHHOM BHJC
I B DJICKTPOHHOM BHUIC

1.16

OTYETHI O PUINKO-XUMUICCKUX U OMOTOTHIESCKIX
MCCIICAOBAHMSIX 110 TIOATBEPIKIACHUIO

ITOKYMEHTBHI IIPEICTABISIOTCS B BUAE 3aBEPCHHBIX JIepKaTeJIeM PETUCTPAIMOHHOTO yIOCTOBEPEHHS

B IIMCbMCHHOM BHJC

(3asBUTENICM, IPOM3BOIUTEIIEM) KOTIHMI TOKYMEHTOB H, B CIIy4ae X COCTABJICHUS HA HHOCTPAHHOM SI3BIKE,

NI B DJICKTPOHHOM BHOC
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COIOCTaBUMOCTH C OPUTHHAIBHBIM (pe(hepeHTHBIM)
ITeKapCTBEHHBIM TPENapaToM

(U1t OMOAHATIOTUYHOI'O CTPATErMYECKOTO
npenapara) — Ipy roCyAapCTBEHHON pPEerucTpaluu
O10aHaIOrMYHOrO CTPATETHUECKOro Mpernapara,
[YCIIOBHOM rOCYIapCTBEHHOM pErUCTpaIiiu
OM0aHAJIOTHYHOTO CTPATETHYECKOT0 Ipernapara

IMOJDKHBI COITPOBOXKIATHCS IEPEBOAOM Ha OEJIOPYCCKUIl MIIN PYCCKUH SI3BIK (BEPHOCTH NEPEBO/a WU
MOJIMHHOCTD MOIUCH NEPEBOAYHKA I0JDKHA OBITh 3aBEpEHA JAepiKaTelieM PErHCTPAllMOHHOTO
ylocTOBepeHHs (3asBUTEIIEM, TPOU3BOANTENIEM) (YIIOJTHOMOUYCHHBIM JIULIOM).

OT4eTh! 0 HPU3UKO-XMMHUUECKUX M OMOJIOTHYECKUX MCCIIEIOBAHUSX 110 MOATBEPKICHNIO COIIOCTAaBUMOCTH
OMOaHATIOTMYHOTO CTPATETHYCCKOTO IpenapaTa ¢ OPUTHHAIBHBIM (pedepeHTHBIM) JICKapCTBCHHBIM
MpenapaToM JOJDKHBI BKITIOYATh JAHHBIE IO YCTAaHOBJICHUIO U CPABHEHUIO (PU3UKO-XUMHUIECKUX

1 OMOJIOTHYECKUX XapaKTEPHCTHK, a TaK)Ke WHTEPIPETANNIO JTIOOBIX Pa3InIiid MEX Ty OMOaHaIOTHIHBIM

1 OPUTHHAIBHBIM (peepeHTHBIM) JICKapCTBCHHBIMHU TIpeNapaTaMy M TTOATBEPIKAATh:

YTO MICCIEIOBAaHMUS IMPOBOAMIICE B COOTBETCTBHH C [IpaBuiamMu mpoBeAEeHNS HCCIeI0BaHN OMOIOTHYECKIX
IeKapCTBEHHBIX CpeACTB EBpazniickoro ’KOHOMHYECKOTO COI03a;

CIIOCOOHOCTh MPUMEHSAEMBIX METOJIOB OOHAPYKUBATH HE3HAUUTCIBHBIC PA3IHYM MEXKIy apaMeTpaMH,
BIIUSFOIIUMHE HA OI[CHKY Ka4eCTBa OMOAHAIIOTUYHOTO CTPATETUIECKOro mpenapara. [Ipu 3ToM B messix
KBaIN(UKALUK U CTAaHJaPTU3ALMH METOJIOB HCCIICIOBAHMSI COITOCTABUMOCTH HEOOXOIMMO HCIIOJIb30BATh
CTaHJapTHBIC 00pa3Ibl U MaTepualtkl ((hapMakoNelHbIC CTaHIAPTHBIC 00Pa3Ilbl K MAaTePHAIbI W
(bapmaxoneliHble cTaHAapTHBIE 00pa3Lbl M MaTtepuassl BO3).

CpaBHeHnE (PU3NKO-XUMHUYECKUX CBOMCTB JI0OJDKHO BKJIIOYATh HE TOJBLKO OLIEHKY COOTBETCTBYIOIMX
MapaMeTPOB, HO M YCTaHOBIICHHE CTPYKTYPHI POJICTBEHHBIX COSIMHCHNUN M POJACTBEHHBIX ITpuMecei. JJommkHo
OBITH IIPEYCMOTPEHO ONPEAETICHHE COCTaBa, (PM3UIECKUX CBOMCTB, IEPBHYHON CTPYKTYPHI U CTPYKTYyp Ooiee
BBICOKOTO MOPS/IKA, AaMHHOKHCIOTHON TIOCIIEIOBATEIFHOCTH. B COOTBETCTBYIONINX CITydasiX JOJDKHEI OBITH
coroctaBieHsl N- 1 C-KOHIIEBbIE aMIHOKHCIIOTHBIE TIOCJIEI0BATENIEHOCTH, CBOOOIHBIE SH-TpymIITe!

W TUCYTb(UIHBIE MOCTUKH. JIOJDKHBI OBITH OIIEHEHBI BCE MOAM(UKAIINY U (MIJIH) YKOPOUCHUS, a TAKIKE
oTIFicaHa BHyTpeHHE Mpucyinas (COOCTBEHHAs ) MU 00yCIOBIEHHAS SKCIIPECCUPYIOMIEH CUCTEMOM
BapuabesbHOCTh. HeoOX0auMO CpaBHUTH MOCTTPAHCIISIIMOHHBIC MOIU(DHKALINH, YTIICBOIHBIC CTPYKTYPHI.

B nensix onpenesieHust OM0JI0THYeCKONH aKTUBHOCTH HEOOXOIMMO HCIIONIBb30BaTh COOTBETCTBYIOLINE
OMOJIOrMYEeCKNE METO bl KOJTMYECTBEHHOT'O ONPE/ICIICHHSI, OCHOBAHHBIE Ha PA3JIMYHBIX B3aHMMOIOTIOTHSIOIINX
NpUHOUNAX. JJOIDKHO OBITH MOATBEPKACHO, YTO KOJIMYECTBEHHbIE OMOJIOIMYECKHUE METO/Ibl 1yBCTBUTEIIBHBI,
crierr4HbI 1 00J1a1aI0T OCTATOYHOH AUCKPUMHHALIMOHHON (OTIMYHUTENBLHOI) CIOCOOHOCTEIO.

[To BO3MOKHOCTH pe3yJIbTaThl COOTBETCTBYIOIIEIO OMOJIOTHYECKOTO METO/1a MPECTaBIISIOTCS

B KQTHOPOBAHHBIX (TPaIyHpPOBAHHBIX) IT0 MEXITyHAPOIHBIM M HAIIMOHAIHHBIM CTaHAAPTHEIM 00pa3naM
(py HATMYWH) SIMHUIAX AaKTUBHOCTH

ITOKYMEHTBI IPON3BOANUTEIIS, BKITIOYAIOIIHE
omHcaHIe TMpoIiecca MPOU3BOICTBA
CTpaTernaeckoro mpenapara, KOHTPOJIS KadecTBa
MPOMEKYTOTHBIX IPOIYKTOB, COCTAB Ha CEPHUIO
(IIPOM3BOACTBEHHYIO PELEIITYPY ), OTUET

[0 BaJMJAIMK TPOIIEcca MPOU3BOICTRA.

(VTS CTpATETUYECKUX MPENapaToB OTEYCCTBEHHOTO
[IPOU3BOJICTBA, HE OTHOCSIIUMCS K HECTaHIAPTHBIM
[IPOAYKTaM WJIH MPOIeccaM, JOIyCKaeTCsl BMECTO
0TYEeTa MO BAMIAIIMY TIPOIIECCa IPOU3BOICTBA
MPECTaBIATH [UTaH BAIMAALINH TIpoIiecca
MIPOU3BOJICTBA U TAPAHTHITHOE 00S3aTEIHCTBO

0 TIpeIOCTaBICHUH OTYETA M0 BATMAINY TPOIIecca
MIPOU3BOJICTBA) — IIPH TOCYAAPCTBEHHON
[PETUCTpaNNy 10 CTaHAAPTHOI Mporeaype,

IMOKYMEHTBI PE/ICTABISIFOTCS B BU/IC 3aBEPCHHBIX JIEPIKATEIEM PErHCTPALIMOHHOTO YA0CTOBEPEHHSI
(3asiBUTENIEM, IPOU3BOMTEINIEM) KOITHIA JOKYMEHTOB U, B CJIy4ae UX COCTABJICHUS HA HHOCTPAHHOM SI3bIKE,
ITOJDKHBI COMTPOBOXKIATHCS IEPEBOAOM Ha OEJIOPYCCKUIl NI PYCCKHA SI3bIK (BEPHOCTH MEPEBOA UITH
MOJIMHHOCTD MONUCH NePEBOAYHKA IO0JDKHA OBITh 3aBepeHa JAepIiKaTesieM PErHCTPALlMOHHOTO
yIOCTOBEpEHHUSI (3asBUTEIICM, IPOU3BOAUTENICM) (YIIOJTHOMOYCHHBIM JIHIIOM).

/TOKYMEHTBI IIPOU3BOIUTEIS TOJKHBI COOTBETCTBOBATH CJICAYIOIIMM TPESOOBAHMSIM:

OMHCaHKe TPOIIecca MPOU3BOACTBA (METOOB MOIYYCHHUS) CTPATETMICCKOTO Mpenapara JOJKHO H3JIaraThCs
TaKAM 00pa3oM, YTOOBI MO3BOJSIIO CHOPMUPOBATH NPEACTABICHUE O XapaKTEPe BBITOIHICMBIX OlEepanui,
OBITH BCECTOPOHHHM, TOCJICIOBATEIFHBIM U [TO3BOJISIIO CIICNIATh BEIBOJ] O TOM, KAKHE TAPAMETPHI SBISTFOTCS
KPUTHICCKUMU JIJIS IPOLIECCca MPOU3BOJICTBA, @ KAKME UMCIOT BCIIOMOTATENbHBIN XapakTep. B ciyuae
HEOOXO0ANMOCTHU OMKMCAHKE TIPOLEcca MPOU3BOACTBA (METOAOB MOMYUCHHsI) CTPATErHYECKOT0 Mperapara
ITOJDKHO BKITIOUATh XapaKTEePUCTUKY OTACIBHBIX JeTallell npolecca, nHdpopmanuio o tune (pasmepe)
MCTIONB3yeMoro obopynoBanus. OnrcaHue mporiecca MPOrU3BOJICTBA TOJDKHO OBITh 000CHOBAHO JAHHBIMHU
o pa3paboTke (B YaCTHOCTH, B OTHOILICHWH BCEX YCIIOBUH U IMANA30HOB 3HAUCHHUI apaMeTpOB 3TOrO
npotecca Mpou3BocTBa). MubopMalys 0 MPOM3BOCTBEHHBIX IUIOIIAIKAX, YYACTBYIOIIMX B MIPOLIECCEe

[POM3BOJICTBA CTPATETHUECKOr0 Mpernapara (HaMMEHOBAHHUE U aJjpec MPOU3BOJICTBA), IOJKHA

B IIMCbMCHHOM BHJC
I B DJICKTPOHHOM BHUIC
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[YCIIOBHOM rOCYAapCTBEHHOM PETUCTpaLUU
CTpaTeruueckoro mnpemnapara

COOTBETCTBOBAThH YKAa3aHHBIM B PETHCTPAIHOHHOM J0Che. J[J1s1 OMOIOTHYECKUX CTPATErHYSCKUX MpenapaToB
OMKCaHKE polecca MPOU3BOICTBA CTPATErMUECKOr0 penapaTa JOJKHO COMPOBOXKAATHCS OMTUCAHHEM
mpoliecca MPOU3BOACTBA (hapMaIleBTUICCKOI CyOCTaHIINY;

KOHTPOJIb KA4ECTBA MPOMEKYTOUHBIX MMPOAYKTOB JIOJKEH COTJIACOBBIBATHCS C YCTAHOBICHHBIMU
KPUTHICCKUMU CTaIMsIMH TIPOIIecca MPOU3BOICTBA, BKIIIOYATh BCE BUIIBI BHYTPUIIPOU3BOJICTBEHHOTO
KOHTPOJISI X COITPOBOKAATHCS MPEICTABICHIEM CIeNN(UKAIINA Ha POMEKYTOYHBIE TPOAYKTH M CBEICHUAMHU
0 METOJMKAaX KOHTPOJISI Ka4eCTBa;

cocTaB Ha CepHIo (IPOM3BOICTBEHHAS PEIENTYpa) T0JDKEH OTPaXkaTh CBEICHHUS O COCTaBE CTAHAAPTHOM
MPOMBIIIIICHHON cepun. [Ipn Hamumauum cepuii pa3HOTO pazMepa yKa3biBaeTcs cocTaB kKaxaoi. CocTa

Ha ceprio (IPOM3BOACTBEHHAS PEIETITYPa) JOIDKCH COMepKAaTh yKa3aHNe HANMEHOBAaHUI U KOJTMYECTB BCEX
MHIPEIUCHTOB, UCTIOIB3YEMBIX B IIPOIECCE TPOU3BOCTBA, BKIIFOUYAs HH(MOPMAIIHIO O 3aJI0KCHHBIX U30BITKAX.
IMHrpeIueHThI, KOTOPBIC YAAISIOTCS BO BpEMsl ITPoIecca MPOU3BOICTBA CTPATETHUSCKOTO MperapaTa, TaKKe
ITOJDKHBI OBITh YKa3aHBI, HO X COJACPIKAHHE MOXKET OBITh YKA3aHO B BUJC AHANIA30HA 3HAUCHUI, TAKKE
[YKa3bIBAKOTCSL MHTPEUCHTHI, KOTOPBIC UCIIONIB3YIOTCS MO0 Mepe HEOOX0uMOCTH. Eciu ucrnonb3yemoe
KOJIMYECTBO (hapMalleBTHYCCKOW CYOCTAHIIMH PACCUUTHIBACTCS U3 JCHCTBUTEIHHOTO KOJMYECTBEHHOTO
collepKaHus TaHHOU (papMaIleBTUIECKO# cyOcTaHmu ((hakTopu3saius), TO TAKUE TAHHBIC TOJDKHBI OBITH
lyKa3aHbl 1 000cHOBaHBI. COCTaB Ha CepHIO (MMPOU3BOJICTBEHHAS PEIENTYpa) TOJDKEH BKIIOYATh CBEICHUS

00 00beMe MPOMBIIUICHHON CEpHH B KOJIMIECTBE TO3HPOBAHHBIX €IMHHIL;

0TYET M0 BAIMAAIINH TIPOIIECCa MTPOU3BOJICTBA CTPATETHIECKOTO MpeTapara J0JDKeH IPeACTaBISThCS

IS CTpaTeTHYeCKUX MpenapaToB 3apy0eKHOTO IIPOU3BOACTBA U B CIIydae pa3MeIIeHHs 3aKa3a
OTEYECTBEHHBIM JIepXKATEIeM PETHCTPALIMOHHOTO yIOCTOBEpEHHS (TIPOU3BOANTENIEM) HA BHIIIOIHEHNE OHOM
WITH HECKOJIBKHX CTAANHA TEXHOJIOTHYECKOTO IPOIIEcca MMPOU3BOICTBA CTPATETHIECKOTO Tperapara

3a npenenamu Pecniyoimku benmapyce. JIOKyMEHT HOJDKECH BKITIOYATh OMUCAHUE, PE3YIbTAThI BATH AN

M COOTBETCTBOBATh PyKOBOJICTBY 1O BaTHIAIMH MIPOIECcCa MPOU3BOICTBA JICKAPCTBEHHBIX MPEIIapaTOB

U METUITMHCKOTO pUMeHeHus (mpuiiokenue k Pexkomennanuu Komnerun EBpa3uiickoil 3KOHOMUYECKOM
Komuccuu ot 26 ceHtsiopst 2017 r. Ne 19) unu pykoBojcTBaM MexayHapoaHOH KOH(EpeHIN

o rapmonu3aryu (ICH). [y OHOIOrH4ecKrux CTpaTerniecKuX MpernapaToB BaTuIAIMs mporecca
[POM3BOJICTBA CTPATETUYECKOTO Mperapara JOJIXKHA COMPOBOKIAATHCS MPEACTABICHUEM CBEACHUI

0 BaJMJAIMHX IIpoIiecca MPOU3BOACTBA (papMaeBTHIECKOH cyOcTaHINy;

TUTaH BaJMAAIINH IIPOIiecca IPOM3BOACTBA CTPATETHUECKOTO MpernapaTa JOIDKEH OMpeesaTh 00beM

1 TIOPSOK IIPOBEACHUS BATUIAIMOHHBIX HCCIICAOBAHIHA M COOTBETCTBOBATH TPEOOBAHMUAM K IDIAHY

M0 BAIMIAIIAHN TIPOIIEcca MIPOU3BOJICTBA, N3JI0KEHHBIM B IpritoskeHUH Ne 1 k PykoBoacTBY o Banmmmaiuu
mpoIiecca MPON3BOACTBA JIEKAPCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO MPUMEHEHHS (TIPUIIOKEHUE

Kk Pexomennanuu Komnernu EBpasuiickoil 3koHOMHYECKON KoMuccuu oT 26 ceHTs0ps 2017 . Ne 19).

B ciy4ae eciiu BMECTE € IUIAHOM IO BAIMAALUU OTCUYCCTBCHHBIM IIPOU3BOIUTEICM HE MPEIICTABISCTCS OTYCT
[0 BAMAIIMH TIPOIIECCa MPOU3BOICTBA, HEOOXOIUMO MPECTABICHHUE TAPAHTUITHOTO 0053aTEIbCTBA

0 MIPOBEACHUY BT IAIIMOHHBIX UCCIICIOBAHUN U MPEIOCTABICHUH OTYCTA MO BATHIAIIMYI TIpoIiecca
MPOM3BOJICTBA JUISl IEPBBIX TPEX MPOMBIILICHHBIX CEPHUI CTPATETHUYSCKOrO IpenapaTa 10 BhIITyCKa ero

B peanu3anuio. [Ipu 3ToM rapaHTHIHBIC 0053aTEIECTBA HE MOTYT OBITh TIPEACTABJICHBI IJI1 HECTAHIAPTHBIX
MPOTYKTOB WIIN TIPOIIECCOB, M3I0KEHHBIX B IPMIokeHHH Ne 2 Kk PyKOBOACTBY 10 BasMaaIiuy mmporecca
MPOM3BOJICTBA JICKAPCTBCHHBIX IPETAPATOB ISl MEAUIIMHCKOTO IPUMEHEHHUS (TIpIIoKeHne K PexoMenmannm
Komterun EBpasuiickoii 9KOHOMHYECKOW KoMucchU OT 26 ceHTsiops 2017 1. Ne 19). B Takux ciaydasx

B PETHCTPALIMOHHOM JOCHE TOJDKHBI OBITh MPUBEICHBI TaHHBIE O BAMAAIUHN CEPUH TIPOMBIIIIEHHOTO
MactTada.

/IOKyMEHTHI TPOU3BOIUTENS TOJDKHBI COOTBETCTBOBATH MEXKIYHAPOIHO-IIPABOBEIM aKTaM, COCTABIISIOIINM

paBo EBpaSHﬁCKOFO OKOHOMMNYCCKOI'O COKO3a B cq)epe 06pameHI/m JICKaPCTBCHHLIX CPCACTB
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1.18

POSKT HOPMATHBHOTO JOKYMEHTA TI0 KA4ECTBY
M TOKYMEHT MPOU3BOIUTEIIS IO KOHTPOJIFO Ka4eCTBa
CTpaTeru4ecKoro npemnapara (JJOKyMeHT
IPOU3BOIUTEIIS 0 KOHTPOJTIO Ka4eCcTBa
CTpaTeru4eckoro mnpemnapara Tpedyercs

T TIpECTABIICHUS B CIIydae, eCJIN OZHH

M3 yYaCTHUKOB IIPOM3BOCTBA (TOTOBOIA,
HepacacoBaHHOH WU TIPOMEKYTOUHOM
MIPOYKITUH) SIBIISIETCS 3apyOCHKHBIM )

IMOKYMEHT Ipe/ICTaBIIETCS Ha OEJI0PYCCKOM MM PYCCKOM SI3bIKE U JJOJDKEH COJEPIKATh CIEAYIOIINE Pa3aesbl:
TUTYJIBHBIH JINCT; cIeN(UKAIMS; ONHCAHHE METOMK UCIIBITAHHUH; YIIaKOBKA; MapKUPOBKa.

TUTYIBHBIN JHCT IOJDKEH COAEPIKaTh CIESAYIONIYI0 HHPOPMALHIO:

rpud coriacoBaHus;

HalMEHOBAHUE JICKAPCTBEHHOTO Npenapara;

mexapcTBeHHas popma;

IMO3UPOBKa;

MEKIyHapOJIHOE HETIATEHTOBAaHHOE HANMEHOBaHHE (TIPH €r0 OTCYTCTBHH — OOLICTIPHHATOE
(TpynIImupoBOYHOE);

HAaMMEHOBAHNE M CTPaHA JepKaTelsl PETUCTPAIIMOHHOTO yIOCTOBEPEHHS (3aSBUTENS ), IPOM3BOIUTEISL
(pou3BOAMTENEH) CTPATErMYECKOTO Mperapara, B TOM YHCIIE IIPOU3BOAMTENS, OCYIECTBIISIOIIETO
MPOU3BOJICTBO FTOTOBOM JIEKAPCTBEHHO (POPMBI, OCYLIECTBIISIONIET0 (PacoBKY H (HIIH) YIaKOBKY,
OCYILIECTBIISIOLIETO0 KOHTPOJIb KaUeCTBa, OCYLIECTBISIONIET0 BbIAAYY PAa3peIICHHs] Ha BBITYCK
CTpaTEerHuecKoro mpemnapara.

Crneundukanus JOIKHA COOTBETCTBOBATh OPUIMHAIIBHOM crielU(UKaIK TPON3BOUTENS (KaK NPaBHIIO,
COOTBETCTBOBATH pazaeny 3.2.P.5.1 monyns 3 nepeynst JOKyMEHTOB B MOJYJISIX PETHCTPALIMOHHOTO JOChE
NeKapCTBEHHOTO Ipemnapara npuioxkeHus Ne 4 k [Ipasuam peructpanun 1 SKCIEPTU3BI JIEKaPCTBEHHBIX
cpencts). CreruduKaIys IpecTaBisieTcs B BUE TaOIUIBI, cocTosmmel u3 3 rpad: mokasarenu kauecTsa,
HOPMEI (JIOITyCTUMBIE TIPEIENbI), CCBUIKA Ha METOBI MCcTIbITaHui. Paznensr «YmakoBka» u « MapkupoBKay
HE SBIISIOTCS 0043aTENBHBIMHA ISl BKIIOUEHHS B CTICTH()UKALIHIO.

HanmeHOBaHHS TTOKa3aTeIel KadecTBa YKa3bIBAIOTCA B COOTBETCTBHH C (hapMaKOTICHHBIMI CTAaThSIMU
locynapcTBenHoi (hapmakonen Pecryonuku benapycs.

[Moka3aTeny KauecTBa M HOPMBI (JIOITyCTHMBIE TIPE/IEIIbl) YCTAaHABINBAIOTCSI B COOTBETCTBUH C TPEOOBaHUSIMHU
001X GapmakoneitHbix crareit ['ocynapcTBenHoit hapmakornen Pecrryonmku benapyce, a npu nx
OTCYTCTBUH — B COOTBETCTBHHU C TPeOOBaHMsIMHU 00IIKX (hapMakonelHbIX cTaTel (MoHOrpaduil) @apmakonen
[EBpa3uiicKoro 3KOHOMUYECKOTo coro3a u (win) EBporerickoii (hapMakornen ¢ y4eToM 0cOOCHHOCTEH
KOHKPETHOH JIEKapCTBEHHOM (POPMBI JIEKapPCTBEHHOT'O MperiapaTa B 3aBUCHMOCTH OT (PM3UKO-XMMUYECKUX
(Omonornueckux) cBOMCTB GpapMaleBTUUECKON CyOCTaHIIMY.

B mpoekT HOpMaTHBHOTO TOKYMEHTA MO Ka9eCTBY JOJDKHBI OBITh BKIIFOYCHBI OTIFICAaHUS YHHUBEPCATBHBIX
WCTIBITAHNH, IPUMEHNMBIX KO BCEM JIEKaPCTBEHHBIM IIperapaTaM, a TakkKe ONMMUCAHUS CHEIN(PUISCKIX
WCTIBITAHNH, XapaKTepHBIX [UIS OTIPEIEICHHBIX JIEKapCTBCHHBIX (OPM.

K yHHBEpCaIbHBIM HCIIBITAHUSIM OTHOCSATCS: OMMCAaHNE, MTOTHHHOCTh (MACHTU(DHUKAINA); KOJTMIECCTBCHHOE
OTIpesieNieHue; COMyTCTBYIOIINE IPUMeEcH. B ciiydae HeBKIIIOUEHHS B IPOSKT HOPMATHBHOTO TIOKYMEHTa

10 KaueCTBY KAKOT0-JIMOO UCIIBITaHMUS JIOJPKHO OBITh MPEACTaBICHO 000CHOBAHHE.

BxiitoueHue B MPOEKT HOPMATHBHOTO JOKYMEHTA 110 Ka4eCTBY TE€X WJIM MHBIX CIEIU(PUIECKUX HCIIBITAHUH
OIIpeIessIeTCsl XapaKTepPUCTUKAMHU IAHHOW KOHKPETHOH JIEKapCTBEHHON (hPOPMBI.

B cnienudukany Npon3BoIUTEIEM MOXKET OBITh IPEAYCMOTPEHO YCTaHOBIICHUE O0JIee CTPOTUX KPUTEPUEB
MPUEMIIEMOCTH MPH BBIMYCKE CTPATErMYeCcKOro MpenapaTa no CPaBHEHHUIO ¢ KPUTEPUAMU MPUEMIIEMOCTH,
MPUMEHSIEMbIMU B TEUCHUE CPOKA TOJHOCTH.

B oTHOIIEHNH OTJENBHBIX TECTOB HCIBITAHUH B cCIeNN(UKAIIN MOXKET OBITh YKa3aHa IEPUOIUIHOCTD
MCIIBITAHUH.

B crierukaniio MOTYT HE BKIIFOYATHCSI BHY TPHIIPOU3BOJICTBEHHBIE HCIIBITAHHUS, KOTOPHIE HCIOIB3YIOTCS
ST KOPPEKIMY TTapaMeTPOB TEXHOJIOTMIECKOT0 TPoLecca B peesiax AHana3oHa dKCIUIyaTalny,
[YCTaHOBJICHHOTO I JAHHOTO TEXHOJIOTHYECKOTO MpoIiecca.

[Ipr 000CHOBaHWN MCKITIOYCHUS UCTIBITAHUS U3 CIICI(PHUKAINNA HEOOXOIMMO PyKOBOACTBOBATHCS TaHHBIMHU

] pa3pa60TKe 1 BaJInJalvu Mmpouecca npomn3BoACTBa JICKAPCTBCHHOIO MperiapaTa (CCJ'II/I HpI/IMeHI/IMO).

POEKT HOPMATHBHOTO
ITOKyMEHTAa 110 Ka4eCTBY —
B MUCHbMEHHOM BHUJIE

WITH B DJICKTPOHHOM

M MUCHMEHHOM BUJIE;
IMOKYMEHT IIPOU3BOIUTEIS
[0 KOHTPOJIIO Ka4ecTBa
CTpPATEruuecKoro
npenapara —

B IIUCHbMEHHOM BHJIE

WITH B DJICKTPOHHOM BHJIE
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OrnrcaHue METOUK MCIBITAHUHA CTPATETUYECKOTO Mpernapara Mo BCeM MOKa3aTeisiM KaueCcTBa, YKa3aHHBIM
B crienu(uKaIum, co cchuikamu Ha ['ocyaapcTBennyo papmakorneto PecryOnuku benapyck npuBonutcs

B COOTBETCTBHY C OPUTHHAIBHBIM OMMCAHUEM METOMK UCIIBITAHHI JIGKAPCTBEHHOTO IpenapaTa
MPOU3BOIUTENS (KaK MPABUJIIO, OMMUCAHUE METOIUK MCIIBITAHUS TOJDKHO COOTBETCTBOBATH paszueny 3.2.P.5.2
MOJTyJIsl 3 TIEpeUHs TOKYMEHTOB B MOJYJISIX PETHCTPAIIMOHHOTO JOChE JICKAPCTBCHHOTO Mpenapara
nprtoxenns Ne 4 x [IpaBuinaM perucTpaii v SKCIIePTH3HI JIEKAPCTBEHHBIX CPEICTB).

[Ipu onrcaHNH METOAMK KOHTPOJIS KauecTBa IOCTIe 3arojI0BKa pas/iena 1esiecoo0pa3Ho YKa3bIBaTh: CCHUIKY
Ha paszaen, papMakoneiHylo cTaThIo WK cTpaHuIly ['ocyaapcTBeHHo# Gapmakonen Pecryonmku bemapych
B COOTBETCTBUH C MPUMEHIEMBIM METOIOM; HOPMY (IOITyCTHMBIE TIpEeITbl), 000pyaoBaHue (TIpH
HE0OX0IMMOCTH), IEPEUCHb CTAaHAAPTHBIX 00Pa3IoB U UX KBATH()HUKAIINIO, METOJIUKY MTPUTOTOBICHHS
[PCaKTHBOB ¥ (MJIH) PacTBOPOB, €CJIM OHU HE OucaHbl B ['ocynapcTBeHHOM (hapmakonee Pecryomuku
Ibenapych, 1 METOJIUKY UCTIBITAHUS.

[Tpu mpoBEICHUM UCTIBITAHUN METOAaMU, MIPEIYCMATPUBAIOIINMHE ITOJTyYCHUE CIICKTPOB, XPOMATOTPaMM,
hiekTpodoperpamm u Apyroi rpadudeckoit nHbpopMaIHK, HX 00pa3Lbl JODKHEI OBITh BKIIOYEHBI B IIPOCKT
HOPMATHUBHOTO JOKYMCHTA [0 KaYeCTBY.

[Mpu nanuumu B ['ocynapcrBenHoi Gapmakornee Pecriybnuku benapychk onucanus XxapakTepUCTHK
MPUMEHIEMBIX TIPH HCITBITAaHMAX PEaKTUBOB, CTAHAAPTHBIX PACTBOPOB, Oy(EepHBIX pacTBOPOB U MaTEPHAJIOB
X HanMEHOBaHUS 0003HauatoTcs cuMBOJIOM «Py» mocne na3Banus. [Ipu orcyrerBum B ['ocypapcTBeHHOM
(bapmakoniee PecrryOmiku benapych onmcanms XxapakTepUCTHK TPUMEHSIEMBIX PEaKTHBOB, CTAHAAPTHBIX
[PacTBOPOB, Oy(PEPHBIX PACTBOPOB U MaTepHaIoB HEOOXOIUMO yKa3aTh HX 0003HAYCHUS, KBATU(PUKAIIHIO

1 (MIH) perJaMeHTHPYIONINe HX KadeCTBO TOKYMEHTHI IPOU3BOANTEINS C YKa3aHHeM ero HanMeHoBaHus. [Ipn
MCIIOJIb30BAaHUH B UCTIBITAHUSAX CTAHAAPTHBIX 00pa3IoB yKa3bIBAaeTCA UX KBaTH(PHUKANNS 1 HANMCHOBAHHE
MPOM3BOUTENS MIIH CChIJIKA Ha COOTBETCTBYIOIIYIO (hapMaKOIIEHO.

DopmyItbl pacueTa JOKHBI OBITh IPEACTABICHBI B PA3BEPHYTOM U COKPAICHHOW (hopMax U COMPOBOKIATHCS
MOSICHCHHEM YKa3aHHBIX B HUX (pr3mdeckux BenudnH. O003HaYCHUS (PU3UUCCKUX BETHYUH JJOJKHBI OBITH
MPUBEICHBI B COOTBETCTBUH ¢ TpeboBanusaMu ['ocynapcrBeHHoM Gapmakornen Pecriybonuku benapycs.
[Mepenoc yactu GpopMyibl pacyeTa Ha APYTYIO CTPOKY HE OMYCKAETCS.

/Tyt m3mMepeHust PU3MICCKUX BEUYNH, YKA3aHHBIX B IIPOCKTE HOPMATUBHOIO JOKYMEHTA [0 Ka4eCTRY,
MPUMEHSIFOTCS €IMHUIIBI H3MEPEHUS, IPeayCMOTpeHHBIe MexmyHapoaHoi cucteMoit enuaui (CH),

W eIUHHULBI N3MEPEHNUS, HCIIOIh3yeMbIe HapaBHE C HIMHU.

TpeboBaHMs, IpeabABIAEMbIC U OTACIBHBIX Pa3AeiIoB HOPMATUBHOTO JOKYMEHTA IO Ka4eCTRY:

B paznene «Omucanney BET XapaKTepu3yeTcss Ha3BaHUAMH IIBETOB B IIpeesiaX OTTCHKOB. J{OmyCTHMBIiA
ITramma3oH IBETHOCTH JOJDKEH OBITH B IIpeeiax OTTeHKOB. [Ipi OTTeHOYHBIX I[BETaX HA TICPBOM MECTE
[YKa3bIBACTCs IIBET, COACPKAIIUICS B MEHBIIICH Mepe, Ipeo0IIaIaronuil BET YKa3bIBACTCS Yepe3 neduc.

B 4acTHOCTH, «TaOJICTKHU 3€JICHOTO ¢ KOPHYHEBATHIM OTTEHKOM I[BETA WJIM KOPUYHEBATO-3EJICHOTO I[BETAY.
1151 cnaGooKpaIieHHbIX 00pa3I0B Ha3BAHKE I[BETA XaPAKTEPU3YETCs CYPPUKCOM «-0BaT» WK YKA3BIBACTCS
CBETJIO-». 3amax XapaKTepU3yeTcs TePMUHAMU: «0e3 3amaxay, «C XapaKTePHBIM 3aIIaX0M», «CO CIIa0bIM
Bamaxomy;

pa3aen «OcTaTOYHBIC KOTMYECTBA OPTaHMUYCCKUX PACTBOPHUTEIICH BKIIFOYACTCS B HOPMATHUBHBIN JOKYMEHT
M0 Ka9eCTBY B COOTBETCTBHUH C TIOJXO0IaMH, IPUBEACHHBIMHU B 001IIeH (hapMaKONeHHOM cTaThe
lCocynapcTeenHoi hapmakonen Pecryonnku benapych «5.4. OcTaTodHble KOJIMYECTBA OPTaHUIECKUX
[pacTBOPUTEINIEH;

B paznene « MUKpoOHOIoTHIecKasi YUCTOTa» YKa3bIBaeTCs HATMUNE WM OTCYTCTBHE aHTUMHUKPOOHOTO
IMeHCTBUS, onrucaHue MpoOOIOArOTOBKY 00pa3Iia ¢ yka3aHHueM KOJMIecTBa oOpasiia u pa3daBuTeIIs

(715 KaXkmoro pasBeAcHus ). B ciydae eciu HCIOIb3yeTcss METOT MEMOpaHHOM (DUITBTPAIINU, TO YKA3bIBAETCS
KOJIMYECTBO MPOMBIBOYHOMU JKHUIKOCTH; MPUBOIUTCS KPATKOE ONMHMCAHUE METOIAMKH U YCIOBUH IMOCEeBa
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Ha MMATATEIBHBIC CPEIIBL;
B pasnenax « AHOMallbHasi TOKCHYHOCTBY, «[[uporeHHOCThY», «ColiepxkaHue BEIECTB THCTAMUHOIIO00HOTO
IMeWCTBHSD yKa3bIBAIOTCS TECT-I103bI, CIIOCOO BBEJICHMUS, CPOK HAOIIOICHNS;

B pasnene «bakrepraabHbIC YHIOTOKCUHBD YKa3bIBACTCS HANMYKE (OTCYTCTBHE) MEIIAKINNX (AaKTOPOB,
KOHIICHTPAIUS B KCXOJTHOM pacTBope (yCIOBHS PUTOTOBJICHHUS, €CITH HEOOXOIUMO);

B paznene «CTepuIbHOCTE» IIPUBOJUTCSA KPAaTKOE ONMIICAaHUE METOOB (TIPSMOM TIOCEB MII MEMOpaHHas
bumbTparms).

[Ecnu meTon M (M) METOIMKA MCIIBITAHNS, YKa3aHHBIE B HOPMATHBHOM JIOKYMEHTE 110 Ka4eCTBY, OITMCAHBI
B 00mIeH Gapmakoneiinoii ctaTthe ['ocynapcrBenno papmakonen PecyOnmku benapych, yka3biBaeTcst
CCBUIKA Ha MCTOYHHK O3 ONMMCaHusg MeToa M (MJIM) METOJUKH HCIIBITAaHUS C YKa3aHWEM IPH HE0OXOAUMOCTH
mpoOonoAroToBKy. [Ipy BKIIOYCHUN METOIUK, ONMMCAHHBIX B (DapMaKOMesX APYTHX rOCYAapCTB, B MPOCKT
HOPMATHUBHOTO JOKYMCHTA [0 KAYECTBY BKJIFOUACTCS MOJIHOEC OMUCAHUE HCIIOIb3yEMbIX METOIOB U (HIIH)
METOMK UCIIBITAHHS.

TepMuHbl, 0003HAUCHUS U OMIPEICIICHHS JOKHBI COOTBETCTBOBAThH [ 0cymapcTBEHHOM (papmakoriee
Pecriyonuku benapycs. [Ipu ncnonbp30BaHUM TSPMUHOB U 0003HAYCHU, KOTOPBIC HE OMPEICIICHBI
[ocymapcTBenHO# hapmakoneei PecyOnmuku benapych v He SBISIFOTCS OOIICTIPU3HAHHBIMU, B TCKCTE
MPUBOIATCS UX ONPEACTICHNUS.

TexcT mpoeKTa HOPMATHBHOTO JOKYMEHTA 110 KaU4eCTBY JOJDKECH OBITh KPATKUM, 0€3 MOBTOPOB M HCKITIOYATh
BO3MOKHOCTH JJBOSKOTO TONKOBaHM:. COKpaIIeHNe CIIOB B TEKCTE, HANMEHOBAHUSIX PUCYHKOB M CXEM

HE JTOITyCKAeTCs, 38 NCKITI0UEHUEM COKPAIICHUH, CONepKANTNXCS B CIICIM(PUKAINN B yCTaHOBICHHBIX
locynapcTBeHHoOM (hapmakomneert Pecrryonuku benapycs.

TpeOoBaHMS K KaUeCTBY CTPATEIHIECKOTO Mperapara U3IararoTcs B IOBEIUTENbHON (opMe, a METOAUKH
MCIBITAHUN — B JOpPME TPETHETO JIMIA MHOKECTBCHHOTO YHCIIA.

B TekcTe He AoMmycKaeTcs:

MpUMeHeHne 000pPOTOB Pa3rOBOPHON peyn;

MPUMEHECHHUE JIJISl OTHOTO U TOTO JKE MOHSITUS PA3IIUYHBIX TCPMHHOB, OJU3KUX IO CMBICITY (CHHOHUMOB),

4 TAK)KC MHOCTPAHHBIX CJIOB U TCPMHHOB MPH HAJIMYNH PABHO3HAYHBIX CJIOB M TCPMUHOB B PYCCKOM SI3BIKE;
COKpalleHne 0003HaueHNH eMHULL U3MEPEHUS, €CIIM OHU ynoTpeOusitoTes 6e3 1udp;

BamMeHa 0B OyKBEHHBIMH 0003HAYEHUAMHU (32 HCKITIOUEeHUEM TaOIuI u Gopmyn);

MPUMEHEHNE MaTeMaTHIECKUX 3HAKOB 0e3 mudp.

TexcT mpoeKTa HOPMATHBHOTO JOKYMEHTA II0 KaU4eCTBY JOJDKECH OBITh 0(OPMIIEH CIEIYIOUIMM 00pa3oM:
pasMepsl moJiei: ieBoe — 30 MM, paBoe — 15 MM, BepxHee u HIKHEe — 20 MM;

a03aIHbIid oTCTYI — 12,5 MM;

mpudt Times New Roman, pasmep 14 (1711 HoMepa HOpMAaTHBHOTO JJOKYMEHTA 110 KauecTBy — 16);
3aroJIOBKH M HANMEHOBAHHUE JICKAPCTBCHHOTO MPeTapara HAYMHAIOTCS C IPOIUCHOW OYKBBI M BBIICIISIOTCS
MOy XKUPHBIM MIPADTOM;

OCHOBHOH TEKCT mevaraeTcs yepe3 1,5 MexIIyCTpOYHBIi HHTEPBAJI, TEKCT B CIICIM(HUKAIINN 1 IPUMCYAHUIK —
uepe3 1 MeXITyCTPpOYHBIA MHTEPBAJ, TSKCT B 3ar0J0BKaxX — uepe3 | MexIyCTpOYHBIH HHTEPBAT;

CTpaHUIIBI MPOSKTAa HOPMATHBHOTO IOKYMCHTA T10 KQ4eCTBY JIOJDKHBI OBITH IPOHYMepoBaHbl. [Ipu 3ToM

Ha TIEPBOI CTPaHUIIE HOMEP HE IPOCTaBISIETCS;

[PUCYHKH, CXEMBI, IHarpaMMBbI, TpaduKH, CIIEKTPEI X XPOMATOTPaMMBI MOTYT OBITh IIPEICTABIICHBI

Ha OTIENBHBIX CTPAHMIAX WM IPUBEIEHBI B TEKCTE MPOEKTa HOPMATUBHOTO JTOKYMEHTA IT0 Ka4eCTRY.
IPazmen «YmakoBKa» JOJDKEH COMEPIKaTh CCHIIKY Ha COOTBETCTBYIONINM pa3en (IIyHKT) 3asiBJIICHUS. Y Ka3aHHe
ITOTTOTHUTEIBHBIX CBEICHIH HE TpeOyeTcs.

Pazmen «MapKupoBKa» MPOEKTa HOPMATUBHOTO JOKYMEHTA IT0 Ka4eCTBY IOJKEH COACPIKATh Ppazy

«B cOOTBETCTBHU C MPEICTABICHHBIMA MAaKETAMHU YIIAKOBKWY. YKa3aHHE JOTOIHUTEIBHBIX CBEJICHUN
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B JJAHHOM pasJiesie He TpeOyeTCsl.

/TOKYMEHT POHM3BOUTEIISI IT0 KOHTPOJIKO KAYeCTBA CTPATESTHYECKOTO Mpernapara MpeICTaBIsSICTCs B BUIC
BaBEpPCHHOM JiepKaTeIeM PEerHCTPAMOHHOIO YIOCTOBEPCHHUS (3asBUTEIICM, TIPOU3BOIUTEICM) KOTTUU
ITOKYMEHTA |, B CJIy4ac €ro COCTABJICHUS HA HHOCTPAHHOM SI3BIKE, TOJDKEH COMPOBOXKIATHCS MIEPEBOIOM

Ha OCIIOPYCCKUIN WITH PYCCKUN S3bIK (BEPHOCTH IEPEBO/IA WM MOUIMHHOCTH IMOAITUCH MIEPEBOTYHKA TOJKHA
OBITH 3aBEpeHa JiepIKaTeNIeM PErUCTPALIMOHHOTO yIOCTOBEPEHHUS (3asBUTENEM, IPOU3BOIUTEIIEM )
(YTIOJTHOMOYEHHBIM JIMIIOM )

1.19

ITOKYMEHTBI, TOATBEPIKIAIOIIHE Ka9eCTBO
CTaHOAPTHBIX 00PAa3I0B, HCIIOIB3YyEMBIX TIPH
KOHTpOJIe KadecTBa (hapMarieBTHICCKON
cyOCTaHIINM 1 JIEKapCTBEHHOT'O IIpenapaTa

ITOKYMEHTBHI IIPEICTABISIIOTCS B BUAE 3aBEPCHHBIX JIepKaTeJIeM PETUCTPAIIMOHHOTO yIOCTOBEPEHHS
(3asBUTENICM, IPOM3BOJUTEIIEM) KOTIHI TOKYMEHTOB H, B CIIydae X COCTABJICHUS Ha HMHOCTPAHHOM S3BIKE,
ITOJDKHBI COTTPOBOKAATHCS IIEPEBOJOM Ha OETOPYCCKUI HITH PYCCKUI S3BIK, (BEPHOCTH MEPEBOA MITH
MOUTMHHOCTH TTOAITUCH MIEPEeBOIYNKA OJDKHA OBITH 3aBepeHa IepKaTeIeM PEerHCTPAlOHHOTO
yIOCTOBEpEHUsI (3asBUTEIICM, IPOU3BOIUTEINICM) (YIIOJTHOMOUYCHHBIM JIHIIOM).

/TOKYMEHTBI JOJDKHBI COJICPKATh HAUMEHOBAHUE CTAHIAPTHOTO 00pa3ila, HANMEHOBAHHUE MTPOU3BOIUTEIS
CTaHIapTHOTO 00paslia, HOMEp CepHH, O0IIee OMHUCAHKEe, 00IACTh IPUMEHCHHS, CEPTHU(PUIIUPOBAHHEIC
(aTTecTOBaHHBIC) 3HAUYCHUS CBOHCTB, KAXKI0€ U3 KOTOPHIX COMPOBOXKIACTCS YKa3aHHEM HEOMPEICICHHOCTH,
METO/I, UCTIOJIb3yEMBbIH JIJIsl IOJyYEHUs] 3HAUCHU CBOMCTBA, CPOK TOAHOCTH, YCIOBUSI XPAaHEHHUSI.

B mOKyMeHTe, MOATBEPKAAIONIEM Ka4eCTBO BTOPUYHOTO CTAaHIAPTHOTO 00pasiia, T0JKHA OBITh OTPaXKeHa UX
MPOCIICKUBAEMOCTH 10 IEPBUYHOTO CTAaHAAPTHOTO 00pasia.

[Tpu ncrmonp30BaHUM (HhapMaKOMEHHBIX CTAHAAPTHBIX 00pa3oB IS IENH, OTIMYHONW OT IPEATNCAHHOTO
MPUMEHEHHS, TOJDKEH OBITh MPECTaBICH JOKYMEHT, TOKAa3bIBAIOIINNA €T0 MPUTOTHOCTD IS MHOHN IIeTTH

B IIMCbMCHHOM BHJC
I B DJICKTPOHHOM BHUIC

1.20

OTYETHI 110 BaJMIAIIHA METOAUK KOHTPOJIS KauecTBa
CTpaTernaeckoro mpemnapara (Janee — OTIeTHI

[0 BaTMJAIIMHA METONK) — IIPU TOCYAapCTBEHHON
[PETHUCTpaNNy 10 CTaHAAPTHOI Mpoleaype,
[YCIIOBHO TOCYTApCTBCHHOH PErUCTpaIiK
CTpaTeru4eckoro mnpemnapara

ITOKYMEHTBHI IIPEICTABISIOTCS B BUAE 3aBEPCHHBIX JIepKATeJIeM PETUCTPAIIMOHHOTO yIOCTOBEPEHHS
(3asBUTENICM, IPOM3BOJUTEIIEM) KOTIHI TOKYMEHTOB H, B CIIydae X COCTABJICHUS Ha MHOCTPAHHOM S3BIKE,
ITOJKHBI COITPOBOKAATHCS IIEPEBOJIOM Ha OETIOPYCCKUH WITH PYCCKHUIT A3BIK (BEpHOCTH ITEPEBOA TN
MOUTMHHOCTH TTOAITUCH MIEPEBOIYNKA OJDKHA OBITH 3aBepeHa IeprKaTeIeM PEerHCTPAliOHHOTO
yIOCTOBEpEHUSI (3asBUTEIICM, IIPOU3BOIUTEINICM) (YIIOTHOMOUYCHHBIM JIHIIOM).

OTYeTHI 10 BAIMAALUU METOIUK JIOJKHEI OBITh pa3paboTaHbl B COOTBETCTBHH C TPEOOBaHUAMU paszena 5.3.2
«Banmumanus aHATUTHYECKUX METOMK U UCTIBITaHUi ["ocynapcTBeHHOM Qapmakoren Pecryonuku benapych
1 (WIKM) B COOTBETCTBHHU ¢ PyKOBOACTBOM IO BaTHIAIMK AaHATUTUYCCKUX METOUK IPOBEICHHUS UCTIBITAHUIN
leKapCTBEHHBIX CPEACTB, yTBepxkAeHHBIM Pemennem Komnernu EBpasuiickoil s5kKoHOMUUECKONH KOMUCCHH

ot 17 mronst 2018 r. Ne 113, u (mun) pykoBoacTBoM MexryHapogHoi koHpepenunu o rapmonnzanuu (ICH).
OTYeTHI IO BAIMAAIINN METOUK TOJDKHBI BKJIIOYATH ONMCaHIE BATUIANPYEMBIX METOIMK MITH OAHO3HAYHBIC
CCBUTKH Ha HUX, a TAK)KE BKIIFOUATh (MU K OTYETaM MPUJIATatoTCs) 00pasibl rpadudaeckoi HHpopMaIuu

(B TOM 9HCIIe CTIEKTPBI, pUCYHKH, XpOMaTOrpaMMmbl, potorpadun). B ciaydae 6osree mmpokoro crekrpa
PKCIIEPUMEHTOB U UCIIBITAHUH, YEM MPETyCMOTPEHO METOAMKOM, BKIIFOUEHHOW B HOPMATUBHBIN JOKYMEHT

MO Ka4eCTBY, JOJDKHO OBITH MPHUBEICHO ITOJIHOE ONMCAaHUE COOTBETCTBYIOIINX SKCIIEPHUMEHTOB, HCITBITAHUH

M TTOJTyYCHHBIX I HUX pe3yNbTaToB. He momyckaercs npeacTaBiIeHue OTIeTa [0 BaJuIAI[i METOAMK B BUIC
KpPaTKOTO pPe3OMe IPOBEICHHBIX UCMIBITAHUH. 3HAYCHHUS TAPAMETPOB MPUTOJIHOCTH (B TOM YHCIIC YHCIIO
TEOPETHIYCCKUX TAPEJIOK, Pa3pEICHHIE), MOIyUYCHHBIC B XO/IC BaJIHIAIIMA METOUK, JOJDKHBI ObITh
COM3MEPHUMEI C KPUTEPUSMHU MPUTOTHOCTH, IPUBEICHHBIMU B IIPOCKTE HOPMATUBHOTO TIOKYMEHTA

M0 KauecTBY.

OTYeTHI 10 BAIUAAIUY METOIUK JTOJIKHBI OBIThH IOTIOJIHEHBI CBEICHUSIMHU O TpaHCcdepe (mepeaaye) MEeTOIUK
WCTIBITAHNH, BKITIOYAIOIUMI CPAaBHUTENBHBIN aHAIHN3 Pe3yIbTaTOB, MOIYYCHHBIX B ITepeaaromeit

W TIPIHUMAIOIIEH TabopaTopusIX B CIIydae, eClIi BATMAAINSI METOIUK M KOHTPOIb Ka4eCTBa OCYIIECTRIIOTCS

B pa3HBIX JIAOOPATOPHUSIX

B IMCbMCHHOM BHJC
I B DJICKTPOHHOM BHUIC
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1.21

ITOKYMEHTBI, MOATBEPKAAIOIINE KAYECTBO OAHON
cepuu (apMarieBTU4ECKO# cyOCcTaHIIUY,
BCTIOMOTATEJIbHBIX BELIECTB

ITOKYMEHTHI IIPECTABIISIOTCS B BUJC 3aBEPCHHBIX JICPIKATEICM PETUCTPALIMOHHOTO yIOCTOBEPEHHS
(3asBUTENICM, IPOU3BOIUTEIICM) KOMMI TOKYMEHTOB U, B CIIy4ae X COCTABJICHUS HA HHOCTPAHHOM SI3BIKE,
ITOJDKHBI COTIPOBOXKAATHCS MIEPEBOJIOM Ha OEIOPYCCKUI MM PYCCKUIT S3bIK (BEPHOCTH MEPEBOA WU
[OJUTMHHOCTbH MOJAIMUCH MEPEBOIYMKA JJOJDKHA OBITH 3aBEPEHA JICPIKATEICM PETHCTPALIMOHHOTO
yIOCTOBEpEHUSI (3asBUTEIICM, IIPOU3BOIUTEINICM) (YIIOTHOMOUYCHHBIM JIHIIOM).

JTOKyMEHT, IOATBEP KON KaueCTBO OJHON cepur (hapMarleBTHIECKON CyOCTaHIIMH, KaK MPaBUJIo,
IMTOJDKEH BKITIOYATh HA3BaHUE MTPOU3BOAUTENS (hapMaIleBTHIECKO CyOCTaHIINM, CTPAHBI IPONU3BOIUTEII,
TOBapHBIN 3HAK (TIPU HATMYWH ), HAUMEHOBaHHE (hapMaIrleBTHIECKON CyOCTaHIIH, HHPOPMAITUIO

0 IPOM3BOICTBEHHOH IIOMIAKE, HOMEP CEpHH, IaTy IPOU3BOJCTBA U IaTy OKOHYAHHS CPOKa TOAHOCTH (JaTa
MOBTOPHBIX MCIIBITAHHUIN), TOKA3aTeIHN KauecTBA M YCTAHOBIICHHBIE [T HUX HOPMBI, CCBUTKH

HA AHAJUTHYCCKUEC METOJIBI, PE3YJIbTAThI UCIIBITAHUN, ATy MOAIMUCAHUS U TOIKUCH YIIOTHOMOYCHHOTO JTUIIA,
BBIIABIIICTO Pa3pPEIICHIE Ha BBIMYCK CEPUH, JOKHOCTb.

/TOKYMEHTBI, IOJTBEPKIAFOIINE KAaYeCTBO OJJHOM cepur (apMaleBTHYCCKON CyOCcTaHIMK, 0()OpMIISIOTCS
mpou3BoIUTENEM (hapMaleBTHUCCKOW CYOCTAHIIMH U MPOU3BOIUTEIIEM CTPATErHYCCKOT0O TIpenapaTa
(pe3yNbTaThl BXOJHOTO KOHTpOJIs). B ciyuae npeacraBieHus ceptudukara kauecTpa hapManeBTHISCKON
cyOcTaHIuK, 0(pOPMIICHHOTO MOCTABIIUKOM, YKa3bIBAIOTCS CBEIICHHS O IIPOU3BOIUTEINE (PapMaIleBTUIECKOM
cyOCTaHITHH.

/IOKyMEHT, TOATBEP>KAAIONIII Ka4eCTBO OAHOHN CEPHUU BCIIOMOTATEIFHOTO BEIIECTBA, KAK MPABHIIO, JOJDKCH
BKITIOYATh HA3BAaHWUE IIPOU3BOJUTEIS BCIIOMOTATEIFHOTO BEIIECTBA, CTPAHBI IIPOU3BOAUTEIS, TOBAPHBIA 3HAK
(TIpy HaTMYMH), HANMEHOBaHIE BCIIOMOTATEIIFHOTO BEIIECTBA, MH(POPMAIIUIO O IIPOU3BOIACTBEHHON
TUTOIA/IKE, HOMEp CEpUH, JaTy MPOU3BOACTBA U JaTy OKOHYAHHS CPOKA TOJHOCTH WM MMOBTOPHOTO
MCTIBITAHNS, TOKA3aTeIN Ka4eCTBA M YCTAHOBIICHHBIE TSI HUX HOPMBI, CCBIIKM HA aHAJTATHIECKUE METO/IBI,
[pPe3yJIbTAaThI UCTIBITAHUH. JlOmycKaeTcs yKa3aHUe JOMOJHUTEIBHBIX CBEICHHH.

/TOKyMEHT, IIOATBEP>KAAIOIINI KAY4eCTBO OHOM CEPUU BCIIOMOTAaTEIBHOTO BENIECTBA, 0(OPMIIICTCS
MPOU3BOIUTEIICM BCIIOMOTATEIILHOIO BEIIECTBA U IPOU3BOIUTEIEM CTPATETHUECKOTO IpenapaTa (pe3yibTaThl
BXOJIHOTO KOHTPOJIs). B cilydae HOBOTO BCIOMOTaTEeIbHOTO BEIIECTBA JOKYMCHT, ITOITBEPIKIAFOLIIIA
KayeCcTBO OJIHOW CEpUU, JOJDKEH COMPOBOXKIATHCS OMUCAHIEM METOAMK KOHTPOJIS KA4eCTBa JAHHOTO
BCIIOMOTATEILHOTO BEIICCTBA.

B cirywae npeacraBineHus cepTudrkaTa KauecTBa BCIOMOTATEIFHOTO BEIIECTBA, 0(POPMIICHHOTO
MOCTABIIMKOM, YKa3bIBAIOTCS CBEJICHHS O MMPOM3BOIUTEIIC BCIIOMOTaTENEHOTO BEIIECTRA

B IMCbMCHHOM BUJIC
I B 3JICKTPOHHOM BUIC

1.22

ITOKYMEHTEHI 110 KOHTPOJTIO Ka4eCTBAa MATEPHATIOB
MEePBUYHOHN YIaKOBKY (KOMIIOHEHTOB TIEPBUYHON
[YIAKOBKH) ¥ JOKYMEHTBI, IOATBEP)KJAIOIINE, ITO
MaTepHabl HIEPBUIHON YITaKOBKU (KOMITOHEHTHI
[EPBUYHON YIIAKOBKH) CTPATETHYSCKOrO IpenapaTa
IPUTOJHBI K UCTIOIBb30BAHUIO AJISl YIIAKOBKU
CTpaTeruuecKoro mnpemnapara — npu
rOCyAapCTBEHHOW PErUCTpalvy MO CTaHAAPTHOU
[IpoLeaype, YCIOBHOM rocyJapCTBEHHOM
[pErHCTpalK CTPATeTHUeCKOro mnpemnapara

IMOKYMEHTBI PE/ICTABISIFOTCS B BU/IC 3aBEPCHHBIX JIEPIKATEIEM PErHCTPALIMOHHOTO YA0CTOBEPEHHSI
(3asiBUTENIEM, IPOU3BOAMTEINIEM) KOIHIA JOKYMEHTOB C [IEPEBOJIOM Ha OSIIOPYCCKUMN M PYCCKHUI S3bIK
(BepHOCTH MEpeBO/ia WIIK MO UIMHHOCTH MOJIIKICH MEPEBOIYUKA JI0DKHA ObITh 3aBEpeHa JepiKaTeieM
[PETHCTPAIIMIOHHOTO YIOCTOBEPEHNS (3aABUTEIIEM, TPOU3BOUTENIEM) (YITOJTHOMOYSHHBIM JIUIIOM).
/TOKYMEHTBI JJOJDKHBI BKITFOYATH:

OMKCAHKUE CHCTEMBI YIIAKOBKH N YKYIOPKH (KOMIIOHEHTOB MIEPBUYHON YITAKOBKH), B TOM YHCJIC OIUCAHHE
MaTEpPHUAJIOB, U3 KOTOPBIX H3TOTOBJICH KAXKIBIH KOMIIOHEHT IMEPBUYHON YIAKOBKH;

crienr()UKaIUK HA MaTEPUANIBI IEPBUYHON yrakoBKU. Crielu( KAy YIIaKOBOYHBIX MAaTEPHAJIOB JOJDKHBI
BKITIOYATh, €CIIM IPUMEHUMO, OTIHCaHKEe, TPEOOBaHHS K pa3Mepam, YePTEIKH, JAHHBIC U XapaKTCPUCTHKH,
orpeneNseMbIe JIeKapcTBeHHOU opmoi. [Ipu ykazanuu B cienupukaiiu HeapMaKoeHHBIX METOI0B
(MeTOIMK) TPpUBOANTCS HH(POPMAIHS 00 UX UCIIOJIb30BAHHH;

KOMWU JJOKYMEHTOB, HOATBEPKIAMOIIHX, YTO MAaTEPUaIIbl IEPBUYHON YIAaKOBKH (KOMIIOHEHThI HEPBHYHOI
[YITAKOBKH) CTPaTErHYECKOTo Mperapara IIPUroIHbl K UCIOJIb30BAHUIO ISl YIIAKOBKH CTPATErHIECKUX
npernaparos. [l cTpaTernyeckux NpenaparoB AJsl MpueMa BHYTPb U HAPYKHOT'O MPUMEHEHHS A0y CKaeTCs
[pe/ICTaBICHUE JOKYMEHTOB, MOATBEPIKAAIONIMX BO3MOXKHOCTh UCIIOJIb30BAHHS MATEPHATIOB IEPBUYHOM

TIAKOBKH B TUIIEBOW NPOMBIIIIICHHOCTH. /IS CTpaTerndecKuX npenapaToB JIsl HAPYKHOTO MPIMEHEHHS

B IIMCbMCHHOM BHJC
I B DJICKTPOHHOM BHUIC
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HOITYCKACTCA MPCAOCTABJICHUC NOKYMEHTOB, NOATBECPIKAAOIIUX BO3MOKHOCTD UCIIOJIB30BaAHNA MAaTCPUAIIOB
HepBH‘-IHOﬁ YHAKOBKH B MPOMU3BOJACTBC KOCMETHUYCCKUX CPEACTB

1.23  |1OKyMEHTBI IPOU3BOMUTEIIS 110 UCCIICJOBAHHIO IMOKYMEHTBI PE/ICTABISIFOTCS B BUJIC 3aBEPEHHBIX JIEPKATENIEM PErHCTPALIMOHHOTO YA0CTOBEPEHHS B ICEMCHHOM BUJIC
CTaOMIIBHOCTH CTPATErHYCCKOr0 IpenapaTa — mpu  [(3asBUTEIICM, IPOU3BOUTEIICM ) KOTIHI JJOKYMEHTOB C MIEPEBOJOM Ha OETIOPYCCKUI WM PYCCKUI S3BIK WITA B 3JICKTPOHHOM BHJIC
FOCYTApCTBCHHOM PETUCTPAIIMY TI0 CTAHAAPTHON  [(BEPHOCTH MEPEBOIa WIIH O UIMHHOCTD MOITUCH MIEPEBOTYHKA JOJDKHA OBITH 3aBEpeHa JiepiKaTeIeM
poueaype, yCciIoBHOM rocy1apcTBeHHON [PETHCTPAIIMOHHOTO YAOCTOBEpEHHS (3asBUTEIIEM, TPOM3BOANTENEM) (YIIOTHOMOYEHHBIM JIULIOM).

[PETHUCTPAINN CTPATETHYECKOT0 IpenapaTa /IOKyMEHTBI TTPOU3BOIUTENS 110 MCCIEIOBAHNIO CTa0MIFHOCTH CTPAaTETHIECKOTo Ipenapara (1iaH, OTIeT,
TaOIIUIIBI ¢ Pe3yIbTaTAMH UCCIIETOBAHUN) TOJDKHBI MTOITBEPKIATh, YTO MCCIECIOBAHUS TPOBOAIHACH
B COOTBETCTBHH ¢ TpeOOBaHNUAMH K HCCIIEOBAHUIO CTAOMIFHOCTH JICKAPCTBEHHBIX IIPEIapaToB
1 apMareBTHYECKUX CyOCTaHIINM, TaBoi 8 [IpaBui MpoBeACHHS NCCIIETOBAHUIN OMOIOTHYECKUX
IMeKapCTBEHHBIX CPeACTB EBpazuiicKOro SKOHOMHUYECKOTO COI03a WIIM PYKOBOJCTBAMH MeXIyHapOIHOM
koH(pepeHunu no rapmonunzanuu (ICH)

1.24  |oT4eThl O JOKIMHUYCCKHUX (HEKITMHUYCCKUX ) ITOKYMEHTBI IIPECTABISIOTCS HA JICKTPOHHOM HOCUTEIE Ha OEJIOPYCCKOM, PYCCKOM HIIH aHTIHIICKOM SI3BIKAX

MCCICOOBAHUAX (33 HUCKIIIOUCHUCM
IBOCIIPOM3BCACHHBIX CTPATCTUUCCKUX npenapaTOB)

B BUJIC 3aBCPCHHBIX JICPKATEICM PETHCTPALIMOHHOTO yIOCTOBEPCHHUS (3asIBUTEIICM, TIPOU3BOUTEICM) KO
ITOKYMEHTOB.

KpaTkoe onucanue MpOBECHHBIX JOKITHHUYCCKUX (HCKIMHUYCCKUX ) UCCIICIOBAHUH JICKAPCTBEHHOTO
CpeICTBa, MPUIIAracMoe K OTYCTY O JOKIMHUYCCKUX (HEKITMHIUYCCKUX ) HCCIICJOBAHUSX JICKAPCTBEHHOTO
CpeICTBa, COCTABICHHOEC HA HHOCTPAHHOM SI3BIKE, IOJDKHO CONPOBOXKIATHCS TIEPEBOIOM Ha OSIIOPYCCKUMN HITH
PYCCKHH S3BIK, 3aBEPEHHBIM JIepKaTeIeM PETUCTPAIMOHHOTO YI0CTOBEPEHHS (3asBUTEIIEM,
MPOU3BOTUTEIIEM ).

OTUYeT 0 TOKIMHINYECKUX (HEKIMHIYECKNX ) UCCIIEOBAHUIX BKITIOUALT CIEIYONINe Pa3aeibl:

1. dapmaxonorus

1.1. TlepBuuHas papMakoguHAMHIKA

1.2. Bropuunas hapmMakonHaMHUKa

1.3. ®apmakomnormyeckasi 6€30MacHOCTb

1.4. dapmakoaHAMUYECKHUE JIEKAPCTBEHHbIE B3aUMOICHCTBHS

2. ®apMaKOKUHETHKA

2.1. AHATUTUYECKUEC METOUKHU M OTYCTHI ITO BaJTHIAIHH

2.2. AbcopOums

2.3. Pacnpenenenue

2.4. MeTaboam3m

2.5. Okckpenus (BbIBEICHUE)

2.6. ®apMaKOKHHETHYECKUE JICKAPCTBECHHBIC B3aNMOICHCTBHSA

2.7. Ilpoune hapMaKOKUHETHUECKHUE UCCIICTOBAHMS

3. Tokcukoyorus

3.1. TOKCHYHOCTb TIPU OJJTHOKPATHOM BBEICHUU

3.2. TOKCHYHOCTB ITPU MHOTOKPATHOM BBEJICHUU

3.3. [eHOTOKCUYHOCTh

3.4. KaHIIepOT€HHOCTD

3.5. PenpoayKTHBHAS M OHTOT€HETHYCCKAsi TOKCHYHOCTh: (PePTHIHLHOCTD U paHHEE IMOPHOHALHOE Pa3BUTHE,
PMOpHO(deTaTbHOE pa3BUTHE, IPEHATAIBHOE M IOCTHATAIBHOE PAa3BUTHE, HCCIICOBAHUS HA HEMOJIIOBO3PEIIOM
MOTOMCTBE C MOCIEIYIOINM HaOII0ICHIEM

3.6. MecTHast IEPEHOCUMOCTh

3.7. [Ipourie TOKCUKOJIOTHYECKUE UCCIEAOBAHNS: aHTUTCHHOCTh, IMMYHOTOKCHIHOCTb, UCCIICTOBAHHUS
MeXaHU3Ma JeHCTBHUS, IEKapCTBCHHASI 3aBUCUMOCTD, METa0OJHTHL, IPUMECH U IPYTHE MCCICIOBAHUS

4. Konmm ncronb30BaHHBIX JIUTEPATYPHBIX HCTOYHHKOB

B IMCbMCHHOM BUJIC
NI B 3JICKTPOHHOM BUIC
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B ciy4ae OTCYTCTBHSI BO3MOXKHOCTH 3aIIOJIHCHHS B OTYETE O JOKIHMHAYCCKUX (HEKITMHUYECKUX )
MCCIICIOBAaHHUAX KaKOr0-JIM00 pasjena (moapasiena) MpeiCTaBIsIeTCsl 000CHOBAaHHUE CO CChUIKAMU

HAa HOPMATHBHBIC MIPABOBBIC aKTHI HIIU HA MTyOJUKAIMH B PELCH3UPYCMbIX HAYYHBIX MCIUIIMHCKUX U3aHUSX.
OTYEThI O JOKJIMHUYECKUX (HEKITMHUYECKUX) UCCIIEI0OBAHUSAX TOJIKHBI COJIEPKATh CBEACHHUS,
[MOTBEPKIIAIOIIUE COOTBETCTBHUE MPOBEAECHHBIX JOKIUHUUECKUX (HEKIIMHUYECKUX) UCCIICJOBAHUIA
rpeboBanusaM [IpaBwt Haaexkaiei JJabopaTopHOU MPaKTUKKU EBpa3suiickoro 3KOHOMUYECKOTO c0t03a B chepe
0OpaIIeHus JIeKapCTBEHHBIX CPENICTB, YTBep K IeHHBIX PemenneMm CoBeta EBpa3uiickoil SKOHOMHYECKOM
KoMUCCUH OT 3 HOsIOpst 2016 1. Ne 81.

/)11 OpUTHHATBHBIX CTPATETHYECKUX MIPEapaToOB OTYETHI O JOKINHIUYECKUX (HEKIMHIYECKUX)
MCCIICIOBAaHMAX MPENICTABIIIOTCS B COOTBETCTBUH C TPEOOBAHISIMHA K JOKYMEHTaM PETUCTPAIIMOHHOTO JI0CKE,
MpUBEACHHBIM B MoJyJie 4 mpunoxkeHust Ne 1 k [IpaBunam peructpanuu 1 SKCIEePTU3bI JICKaPCTBEHHBIX
CPEICTB.

OTYeTHI O JOKITHMHUYECKHUX (HEKIMHUYECKUX ) UCCICIOBAHUAX OC30MACHOCTH JOKHBI IOATBEPIKIATh, YTO
IMOKITMHIYeCKUE (HEKIIMHUYCCKUE) UCCIICIOBAHMS IPOBEICHBI B COOTBETCTBHH ¢ PyKoBOICTBOM

MO JOKJIMHUYICCKUM UCCIICIOBAHUAM OC30MACHOCTH B IIEJISX MPOBEICHUS KIIMHHYCCKUX MUCCICIOBAHUN

M perucTpaluy JIEKApCTBEHHBIX MpenaparoB, yreepkaeHHbIM Pemennem Kosneruu EBpasuiickoit
PKOHOMHYECKON KoMuccHH OT 26 HOsOpst 2019 1. Ne 202.

/1711 GHOTEXHOIOTHIECKUX CTPATETHIECKUX IPETapaToB OTIYETH O JOKIMHUYECKUX (HEKITHHUIESCKHX )
MCCIICTIOBAaHUAX 0€30ITaCHOCTH JOJDKHBI TOATBEPIKIATh, YTO TOKIMHIYECKUE (HEKIMHINYECKUE) UCCIICTOBAHNS
MPOBEJICHBI B COOTBETCTBUY C TpeOoBaHUAMU TJaB 5.3 u 5.4 [IpaBwit mpoBeneHus UCCIICOBAHHNA
OMOJIOTHYECKHX JICKAPCTBEHHBIX CpeAcTB EBpa3uiickoro 3KOHOMHYIECKOTO COI03a

1.25

OTYETHI O TIPOBEICHHBIX B COOTBETCTBUU
c Hanmnexaniei KIMHUYECKOM MPaKTUKOM
KJIMHUYECKUX MCCIICIOBAHUSX (MCIIBITAHUSX )

ITOKYMEHTBHI ITPEACTABISAIOTCS HA OEIOPYCCKOM, PyCCKOM WM aHTITMACKOM S3BIKaX B BUE 3aBEPCHHBIX

mep KaTeIeM PEerucTPalMOHHOTO yI0OCTOBEPEHHUS (3asIBUTEIEM, IPOU3BOJUTEIIEM ) KOMTHI JOKYMEHTOB.
OTUeTHI O IPOBEICHHBIX B COOTBETCTBHH ¢ Hajiexaniei KIMHIISCKON MPAKTHKON KITMHUYECKUX
mccienoBanusx (ucnbitanusx) I-11I ¢a3 (3TanoB) i OpUTHHATIBHBIX CTPATErHYECKUX IPErapaToB —
MPECTABIISIFOTCS IPU TOCYAAPCTBEHHOW PErHCTPALMHU CTPATEIMIYCCKHX MPEMapaToB 10 CTaHAaPTHOM
npotenype, I, I pa3 (3ranoB) ist OpUTHHANBHBIX CTPATETHYCCKHUX MPETAPATOB — MPEICTABIIIOTCS MPU
[YCIIOBHOM rocyAapCTBEHHOM PETUCTPALIUU.

IPasmen oTyera 0 MPOBEICHHBIX KIMHUYCCKUX MCCIICOBAHUAX (MCIBITAHUIX), CONEPIKAIIUA KPATKOES
OTIHCaHNe KIMHUIECKOTO HCCIIEOBAaHMUS (Iajiee — CHHOIICHC), COCTABICHHBIM HA HHOCTPAHHOM SI3BIKE, TOJDKEH
COTIPOBOKIATHCS MIEPEBOIOM Ha OETIOPYCCKUI MITH PYCCKHUIl SI3BIK (BEpHOCTH ITEPEBOIA MIIN TIOAJTMHHOCTD
MOIICH TICPEBOIYNKA JODKHA OBITH 3aBepeHa JepKaTeIeM PEerHCTPAalHOHHOTO yIOCTOBEPEHHUS (3asIBUTEIIEM,
MPOU3BOIUTENIEM) (YIOTHOMOYESHHBIM JIUIIOM).

OT4YeTHI O IPOBEICHHBIX B COOTBETCTBHH ¢ Haiexxariei KIMHNIeCKOi MPaKTHKON KITMHUIECKHAX
MCCIICIOBAaHUAX (MCIIBITAHUAK ) JOJDKHEI OBITH TIPEACTABJICHBI B COOTBETCTBUY C TPEOOBAHHUSIMH K JIOKYMEHTaM
[PETUCTPAIIMOHHOTO T0ChE, MPUBEICHHBIM B MoyJie 5 puioxkeHust Ne 1 k [IpaBunam peructpariiu

M DKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEICTB. [Ipy 3TOM BUABI M LIEU KIMHUYECKUX UCCIEAOBAHUN ONPEACIISIOTCS
B COOTBETCTBHH C PYKOBOJICTBOM 10 OOIIMM BOMPOCAM KJIMHUYCCKUX MCCIICIOBAHUN (IPUIIOKEHUE

k Pexomennanuu Komneruu EBpasuiickoii skoHOMu4eckoit komuccuu ot 17 uronst 2018 r. Ne 11).

CTpyKTypa 1 coiep >KaHue OTYeTa O MPOBEJICHHBIX B COOTBETCTBUU ¢ Hannexaiel KIMHUYeCKON NpakTUKON
KITMHAYECKUX MCCIEIOBAHUAX (MCIBITAHIX) TOJDKHBI COOTBETCTBOBATH TPEOOBAHMAM, H3JI0KEHHBIM

B riprutoskeHnr Ne 1 k [IpaBuiiam Haamexxamieil KIIMHIIECKOH MpakTHKu EBpazuiickoro 3KOHOMHUIECKOTO
coro3a, yrBepxkneHHbIM Pemennem Coeta EBpasniickoit 5KOHOMUYECKOH KOMUCCHH OT 3 HOsIOpst 2016 T.

Ne 79.

OT4YeTHI 0 IPOBEICHHBIX B COOTBETCTBHH ¢ Haiexxariei KIMHNIECKOi MPaKTHKON KITMHUIECKUAX

pccieIoBaHMIX (MCIBITAHUIX ) JTs1 OMOJIOTHYECKOT0 CTPATErHIeCKOT0 IperapaTa I0JKHBI ObITh

B IMCbMCHHOM BHJC
I B DJICKTPOHHOM BHUIC
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[PE/ICTaBJICHBI B COOTBETCTBUH C IIYHKTOM 12 crielaibHBIX TPeOOBaHUI K TOKYMEHTAM PErHCTPAIHOHHOTO
IMOChe OTACIBHBIX BUJIOB JICKAPCTBEHHBIX MpenapaToB mprmwioxkenus Ne 1 k [IpaBunam perucrpanuu

M DKCIIEPTHU3HI JIEKAPCTBEHHBIX CPEJCTB U COAEPKATH CBEICHUS, OATBEPKAAIOIINE COOTBETCTBUE
rpeboBanusM [IpaBu poBeIeHHS UCCIICTOBAHUI OMOIOTUYECKUX JICKAPCTBEHHBIX cpelcTB EBpasuiickoro
PKOHOMHYECKOI'O COI03a.

OT4eTHI 0 IPOBEJCHHBIX B COOTBETCTBHU ¢ Hammexamel KITMHNIECKOH MPaKTUKONW KITMHUIECKIX
MCCIIeTOBaHMAX (MCTIBITAHUAX ) TS PanioGapManeBTHIECKOTO CTPATETHIECKOTO Mpemnaparta J0KHbI ObITh
MpeICTaBICHBI B COOTBETCTBUH C IMMyHKTOM 13 CHieIMabHBIX TPeOOBAHUM K TIOKYMEHTaM PETUCTPAIIMOHHOTO
IMOChe OTAETHHBIX BUIOB JICKAPCTBEHHBIX MperapaToB npmioxkerus Ne 1 k [IpaBunam peructpanun

1 DKCTICPTH3HI JISKAPCTBEHHBIX CPEJICTB.

OTUeTHI O IPOBEIICHHBIX B COOTBETCTBHH ¢ Hajiexaniei KIMHIISCKON MPaKTHKON KITMHUYECKUX
MCCIICIOBAaHHAX (MCIIBITAHUAK ) IJISI OPUTHHATIBHOTO KOMOMHUPOBAHHOTO CTPATEIrMYECKOT0 TIpernapara
ITOJDKHBI COJICPKATH CBEICHHUSI, TOJTBEPIKIAIOIINE, YTO YKa3aHHBIC UCCIICIOBAHNUS TIPOBEICHBI

B COOTBETCTBHH C PYKOBOJICTBOM IO JOKIMHUYECKOHN U KIMHUYECKOM pa3padoTke KOMOMHHPOBAHHBIX
lnmeKapCTBEHHBIX MpenapaToB (npuioxenue k Pekomennanuu Komnerun EBpasuiickoil 5KOHOMUYECKOM
KOMECCUU OT 2 ceHTs0ps 2019 1. Ne 25).

OTYeTHI 0 IPOBEJCHHBIX B COOTBETCTBHU ¢ Hammexamel KITMHNIECKOH MPaKTUKONW KITMHUIECKIX
MCCITeTOBaHMAIX (MCTIBITAHUSAX ) JJTST JICKAPCTBEHHBIX PACTUTEIBHBIX CTPATETHIECKUX MPETApaTOB OJIKHBI
OBITH TIPEJICTABJICHBI B COOTBETCTBHH C ITYHKTOM 15 CHieIMabHBIX TPeOOBAHMM K TOKyMEHTaM
[PETHCTPAIIMOHHOTO TOChE OTACIHHBIX BUIOB JICKAPCTBEHHBIX MperapaToB npriokenns Ne 1 k [Tpasumam
ETHCTPAIH U DKCIIEPTH3HI JICKAPCTBEHHBIX CPEJICTB

1.26

oTdeT 00 Mccle0BaHUN (MCTIBITAHHH)
OMOAKBUBAJIEHTHOCTHU (OMOTOCTYITHOCTH)

B cooTBeTCTBUMU ¢ Hamexamieit KinmHu4eckoi
[PAKTUKOM U OTYET O OMO(papMaIICBTUICCKUX
MCCIICOBAHUSX JIJISI BOCIIPOU3BEICHHBIX
CTpaTerunueCcKuX MpenapaToB, THOPUIHBIX
CTpaTeru4ecKuX MpernaparoB — Mpu
FOCYIApCTBECHHOM PETUCTPAIMU CTPATETHYSCKOTO
Mpernapara 1Mo CTaHIapTHOW IMpoIeaype

(HE peACTaBISIeTCS ISl PACTUTEIBHBIX
CTpaTernuecKux MpernapaToB)

ITOKYMEHTBHI ITPEACTABISAIOTCS HA OEIOPYCCKOM, PyCCKOM WM aHTITMACKOM S3BIKaX B BUE 3aBEPCHHBIX

mep KaTeIeM PEerucTPalMOHHOTO yI0OCTOBEPEHHUS (3asIBUTEIEM, IPOU3BOJUTEIIEM ) KOMTHI JOKYMEHTOB.
IPa3mebl 0TYETa O MPOBEACHHOM KIMHAYECKOM HCCIICJOBAHUH (UCTIBITAHUH ), COJCPIKAIIE KPATKOE OMTUCAHUE
MCclieToOBaHus (MCIIBITAaHM ) OMO3KBUBAIICHTHOCTH (OMOJOCTYITHOCTH) (CHHOIICUC) U KPAaTKOE OIIMCAHHE

0o apMaIleBTHICCKOTO HCCIICIOBAHNUS, COCTABICHHBIC HA HHOCTPAHHOM SI3bIKE, JOJDKHBI COMTPOBOXKAATHCS
MEPEBOIOM Ha OEJIOPYCCKUI HITH PYCCKUH SI3BIK (BEPHOCTH IIEPEBOJIA WIH MOUIMHHOCTD ITOAMTUCH
MepeBOIYMKA JOIKHA OBITH 3aBEpEHA JICPKATEIEM PETHCTPALMOHHOTO YIOCTOBEPCHHUS (3asBUTEIICM,
MPOU3BOIUTENICM) (YHOITHOMOYCHHBIM JIUIIOM).

OT4eThl 00 HCcCleTOBaHUAX (MCIIBITAHUSX ) ONO3KBUBAJICHTHOCTH (OMOIOCTYITHOCTH)

1 OMoapMareBTHUECKUX UCCIEIOBAHUAX (MCCISIOBAHUAX in Vitro (BKJIIOYAst TECT CPAaBHUTEIBHON KHHETHUKH
[PACTBOPEHMSI), HICCIEIOBAHUAXK, YCTAHABIUBAIOIINX KOPPEISAIIIO PE3yIbTaTOB, MOIYUCHHBIX B YCIOBHX in
Vitro 1 in vivo) TOJDKHBI TTOITBEPIKIATh, YTO YKa3aHHbBIE UCCIEAOBAHUS MTPOBOIMINCH B COOTBETCTBUHU

c [IpaBumamu mpoBeACHNUS HCCIEI0BaHNI OMOIKBUBAICHTHOCTH JICKAPCTBEHHBIX MPENapaToB B paMKax
IEBpa3zuiicKOro sKOHOMHUYECKOTO COI03a, yTBepkAeHHbIMU Pemenuem CoBeta EBpazuiickoit 5KOHOMUYECKOM
KOMECCHU OT 3 HOsI0pst 2016 1. No 85.

OTueT 00 uccie0BaHUU (MCIBITAHNH) OMOIKBHBAJICHTHOCTH (OHOJIOCTYITHOCTH) TOJI’KEH COOTBETCTBOBATh
nprioxeHuto Ne 7 k [IpaBuiaM mpoBeIeHNs UCCICAOBAHII OMOIKBUBAIICHTHOCTH JICKAPCTBEHHBIX
mpenapaToB B paMkax EBpa3uiickoro 3KOHOMUYECKOTO COK03a.

OTueT 00 uccieaoBaHUU (MCIBITAHNH) OMOIKBUBAJICHTHOCTH ISl BOCTIPOM3BEICHHBIX HITH THOPUITHBIX
CTpaTETHUECKUX MPEapaToB ¢ MOAU(PHUIINPOBAHHBIM BEICBOOOXKIEHIEM JOJDKEH COIepKaTh CBEACHNUS,
MOATBEPIKIAIOIINE COOTBETCTBHE [IpaBriiaM mpoBeIeHIS NCCIIeI0BaHUH OMOIKBHBAJICHTHOCTH
leKapCTBEHHBIX MPENapaToB B paMkax EBpa3uiickoro 5KOHOMIYECKOTO CO03a.

Otuer 006 uccenoBaHNM (MCIIBITAHNN) OMO3KBUBAJICHTHOCTH JIJISl BOCTIPOM3BEACHHOTO KOMOMHHPOBAHHOTO
CTpaTETHYECKOTO IIpernapaTa TOJHKEH COAep KaTh CBEICHHS, TIOATBEP)KIAIOIINE COOTBETCTBHE PYKOBOICTBY

0 JOKJIMHUICCKOH M KIMHWYIECKOH pa3paboTke KOMOMHMPOBAHHBIX JICKAPCTBCHHBIX IPEnapaToB

B IMCbMCHHOM BHJC
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(npunoxxenue k Pekomennanun Kosernn EBpasuiickoli 5koHOMHYECKOH KOMUCCHH OT 2 ceHTsiops 2019 1.
Ne 25)

1.27  |oTuer 0 OModapMaleBTUUCCKUX UCCICAOBAHUAX  |TOKYMEHTBI JOJDKHBI COOTBETCTBOBATh TPEOOBAHMSM, YCTAHOBJICHHBIM B MOAMYHKTE 1.26 HACTOSAICTO MYHKTA |[B MUCHbMEHHOM BHUJIC
IJISE BOCIIPOU3BEICHHBIX CTPATETHUECKUX WITA B 3JICKTPOHHOM BHJIC
[penapaToB, THOPUIHBIX CTPATETHYCCKUX
[PErnapaToB U OTYET 00 MCCIICIOBAHUH
(VMcTIbITaHNM ) OMOAKBUBAJICHTHOCTH
(6MOMOCTYITHOCTH) B COOTBETCTBUH ¢ Hamexarniei
KITMHAYECKOM TTPAKTUKOH (TP HAJTMYHH )

(HE TpeACTaBISIeTCS ISl PACTUTEIBHBIX
CTpaTernIecKuX MpenapaToB) — MPH YCIOBHON
rOCYTapCTBCHHOM perucTpaiuu
BOCIIPOU3BEICHHBIX, THOPUIIHBIX CTPATCTUYCCKUX
pernapaToB

1.28  |MOKYMEHTHI, KACAIOIIMECs HEMOIHBIX KIMHHYCCKUX |TOKYMEHTHI TOJDKHBI COJIEPKATH CICAYIONIYI0 HH(POpMAIHUIO: B ICEMCHHOM BUJIC
IMAaHHBIX (OTCYTCTBUE OTYETA 00 UCCIICIOBAHUU MEPEYCHb OTCYTCTBYIOIIMX OTYETOB 00 MCCIICIOBAHNY (MCIIBITAHUN ) OMOIKBUBAICHTHOCTH (OMOJOCTYITHOCTH) [MJIA B 3JICKTPOHHOM BHJIC
(uctpiTaHNK) OMOIKBHBAJICHTHOCTH B COOTBETCTBHHU C [IpaBuiiaMu POBEACHUS HCCIICIOBAHNI OMOIKBUBAICHTHOCTH JICKAPCTBCHHBIX MPEHapaToB
(Omo0CTYMHOCTH) B COOTBETCTBHY ¢ Haiexameit B pamkax EBpasuiickoro 3KOHOMHUYECKOTO COK03a;

KITMHAYECKON TIPAKTHUKON JJIs1 BOCHIPOM3BEICHHBIX [FapaHTHIHBIC 00s3aTeIbCTBA O CPOKAX MPEAOCTABICHHS MOJIHBIX JAHHBIX B COOTBETCTBUH C TPEOOBAHISIMH
CTpaTerndecKrX MpenapaToB, THOPUIHBIX [IpaBwi mpoBeaeHNs MCCIeIOBAHNI OMOIKBUBAJICHTHOCTH JICKAPCTBEHHBIX MPENapaToB B paMKax
CTpaTEeruuecKux MpernaparoB, — MPU yCIOBHOU IEBpa3uiickoro 3KOHOMHYECKOTO COI03a.
TOCYapCTBEHHOM PETUCTPAINU CTpaTermdeckoro |[CpoK rapaHTHHHBIX 0053aTeIbCTB HE JOJDKEH MPEBHIIATh CPOK CHCTBUSA BBIIAHHOTO PETUCTPAIIMOHHOTO
mpemapara JTIOCTOBEPCHUS
1.29  |oT4eTHI O IPOBEIEHHBIX B COOTBETCTBHH ITOKYMEHTBHI ITPEACTABISAIOTCS HA OEIOPYCCKOM, PyCCKOM WM aHTITMACKOM S3BIKaX B BUE 3aBEPCHHBIX B IIIICEMEHHOM BHJIE

c Hanmnexaniei KIMHUYECKOM MPaKTUKOM
CpPaBHUTEIBHBIX (PAPMAKOKUHETHYCCKUX U (MIIH)
CPaBHUTEIBHBIX (PAPMAKOIMHAMUYCCKUX U (MIIH)
CPaBHUTEIBHBIX KIMHHYCCKUX HCCICIOBAHUSIX
(MCTIBITAaHUSX) M OTYETHI 0 OMo(apMaleBTHYECKUX
MCCIeJOBAaHMAX AJISl BOCIIPOM3BEICHHBIX
CTpaTerndecKuX MpenapaToB, THOPUIHBIX
CTpaTerndecKuX MpernapaToB — Mpu
TOCYIapCTBEHHOM PETUCTPAINU CTPATETMYECKOTO
Mpernapara 1o CTaHIapTHOU Iporeaype (eciu

HE IPUMEHUMO HCCIIeI0BaHne (MCITBITAHNE)
OMOAKBUBAJIEHTHOCTH (OMOTOCTYITHOCTH)

mepKaTeIeM PEerucTPalMOHHOTO yI0OCTOBEPEHHUS (3asIBUTEIEM, TIPOU3BOIUTEIIEM ) KOMTHI JOKYMEHTOB.
CHHOIICUC U KPaTKOE onucanue 0MohapMaleBTHYSCKOr0 UCCIeTIOBaHUS (pa3/Ieibl YKa3aHHBIX OTYETOB),
COCTaBJICHHBIC HA HOCTPAHHOM SI3BIKE, JIOJKHBI COTIPOBOXKIATHCS MIEPEBOIOM Ha OCIIOPYCCKHUU HITU PYCCKHN
ISI3BIK (BEPHOCTB MEPEBO/IA MIIH MOAIMHHOCTD NOMKCH MIEPEBOIUMKA JOJKHA OBITh 3aBEpPCHA JACpIKATEIIEM
[PETHCTPAIMOHHOTO YAOCTOBEpEHHS (3asBUTEIIEM, TPOM3BOANTENEM) (YITOTHOMOYEHHBIM JIULIOM).

OTYeTHI O POBEICHHBIX (hapMaKOINHAMHYCCKIX TN KIIMHNYECKUX UCCIICIOBAHUSAX TOJDKHBI COJICPKATh
CBE/ICHUS, TTOITBEPIKIAIOIIHE IPOBEICHIE NCCIIEOBAaHUI B COOTBETCTBHH C mprutokeHreM Ne 2 mmm Ne 3

k [TpaBraM npoBeneHNs NCCIEIOBAaHIH OMOAKBUBAICHTHOCTH JIGKAPCTBEHHBIX MIPETIAapaToOB B paMKax
[EBpa3uiickoro SKOHOMHUYIECKOTO COI03a. YKa3aHHbIE OTYETHI O()OPMIIIIOTCS B COOTBETCTBUHU

c mpwinoxenueM Ne 1 k [IpaBunam Hajuiexaiend KIMHHYECKON npakTuku EBpa3suiickoro 3KOHOMUYECKOTO
cor03a.

/111 THOPUAHBIX CTPATErMYECKUX IperapaToB IPEACTaBISIFOTCS OTYETH B COOTBETCTBUH C IIYHKTOM 7
CICIHUANTBHBIX TPEOOBAHUN K MOJYJISIM PETUCTPALIMOHHOTO JTOChE JICKAPCTBEHHOTO Mperapara

npuinoxxerust Ne 1 x [IpaBusiaM peructpauuu 1 9KCIEePTU3bI JIEKAPCTBEHHBIX CPECTB.

/7151 TUOCOMAaNIbHBIX CTPATErHYE€CKUX MPEnapaToB Ui BHYTPUBEHHOTO BBEJICHUS NPECTABISIOTCS OTUYEThI
B COOTBETCTBHH C PYKOBOJICTBOM 10 (hapMaKOKHHETUUCCKOMY M KIIMHHYCCKOMY U3yUCHHIO
OMO3KBUBAICHTHOCTH JIMIIOCOMAJILHBIX JICKAPCTBEHHBIX MPEMapaToB JIsi BHYTPUBEHHOTO BBEJICHUS,
yTBepxkaeHHbIM Pemennem Kosnerun EBpasuiickoii skoHOMHYECKOH KoMuccuH oT 15 centsiopst 2020 r.

Ne 111.

/17151 6II0K-COTIONTMMEPHBIX MUTEIUIIPHBIX CTPATETHUECKUX MIPETapaToB MPEICTABIISIOTCS OTIETHI

B COOTBETCTBUH C npuioxeHneM Ne 1 k Pekomennanmu Komrerun EBpasuiickoit 9KOHOMAYECKOW KOMUCCHU
o1 15 centsiops 2020 . Ne 15.

I B DJICKTPOHHOM BHUIC
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/1)1 cTpaTernuecKux npenapaToB s MAPCHTEPAIbHOTO BBEICHUS, TOKPBITHIX 000JI0YKOMN 13 HAHOYACTHII,

M CTpAaTErMYECKUX MPEnapaToB Ha OCHOBE KOJUIOMAHOTIO JKeJie3a /Uil BHyTPUBEHHOTO BBECHUS
MpeICTaBISIOTCS OTYETH B COOTBETCTBUHU ¢ MpuiioskeHueM Ne 2 k Pekomenpauuu Komneruu EBpazuiickoit
PKOHOMHUYECKOH Komuccuu oT 15 centsiops 2020 . Ne 15. [lnst cTparernyeckux npenapaToB JUlsl HHI SN
1 Ha3aJbHBIX CTPATETMUYECKUX MPEnapaToB MPEACTABISIOTCS OTUETHI B COOTBETCTBUU ¢ PykoBoacTBOM

MO MOATOTOBKE KIIMHUIECKOH TOKyMEHTAIUH (IIPOBEICHHUIO KIMHIYECKUX MCCIIeIOBAHNH, TOITBEPKICHUIO
TepareBTHYECKON YKBUBAIICHTHOCTH) B OTHOIIICHUH JICKAPCTBEHHBIX MPETapaToB I HHTAJAINH,
MPUMEHIEMBIX IS JICYeHUS] OPOHXUAIBHON aCTMBI y B3POCIIBIX, TOJPOCTKOB M JeTeH M XpOHHYECKON
0OCTPYKTHBHOM 0O0JIE3HU JIETKUX Y B3pOCIBIX (Mpriiokenne k Pekomennanun Kosnernu EBpazuiickoii
PKOHOMMUECKOH Komuccun oT 14 saBapst 2020 1. Ne 1).

/)11 cTpaTernuecKux npenapaToB ¢ MOAUMUIIMPOBAHHBIM BEICBOOOKICHHUEM, ICHCTBYIOIIEE BEIIECTBO
KOTOPBIX 3apETUCTPUPOBAHO B COCTABE MpPEMapara ¢ APYroi CKOPOCTHIO BBICBOOOKICHUS, MPEICTABIISIOTCS
OTYCTHI B COOTBETCTBUH C TpeOOBaHMIMU [IpaBrII POBEICHUS UCCIICAOBAHUI OMOIKBUBAICHTHOCTH
leKapCTBEHHBIX MPENapaToB B paMkax EBpa3uiickoro 5KOHOMUYECKOT0 COr03a.

/17151 KOPTUKOCTEPOUIHBIX CTPATErMYECKUX MPENapaToB A MECTHOI'O MPUMEHEHHUS MPEICTaBISIOTCS. OTYEThI
B COOTBETCTBHH C [IpaBuiiaMu NPOBEACHUS HCCIICIOBAHNI OMOIKBUBAICHTHOCTH JICKAPCTBCHHBIX MPEHapaToB
B paMkax EBpa3uiickoro 3KOHOMHYECKOT0 COr03a

1.30

OTYeTHI 0 OMOapMaIEeBTHIECKUX HCCIICTOBAHUIX
TSI BOCTIPOM3BEICHHBIX CTPATETHYECKUX
MpernapaToB, THOPHUAHBIX CTPATETHYECKIX
MperapaToB U OTYETHI O MPOBEICHHBIX

B COOTBETCTBUH ¢ Hajnexxamiel KINHAYECKON
MPAaKTUKOM CPAaBHUTENBHBIX (papMaKOKHHETHYECKUX
1 (WIM) CPABHUTEIBHBIX (hapMaKOIUMHAMHYICCKIX
M (MJIHM) CPAaBHUTEIBHBIX KIIMHUYECKUX
MCCIICAOBAHUSX (MCTIBITAHUSAX ) (TIPY HATTHYMH) —
[PH YCIOBHOW T'OCYJapCTBCHHOMW PETHCTPALIUU
BOCIIPOU3BEICHHBIX, THOPUIIHBIX CTPATCTUYCCKUX
pernapaToB

ITOKYMEHTHI JOJKHBI COOTBETCTBOBATH TPEOOBAHMAM, YCTAHOBICHHBIM B MOAITyHKTE 1.29 HacTOAIIero myHKTa

B IIMCbMCHHOM BHJC
MJIA B DJICKTPOHHOM BHUIEC

1.31

ITOKYMEHTBI, KACAIOIIMECS HEMTOIHBIX KITMHHYCCKIX
ITAaHHBIX (OTCYTCTBHE OTYETa O CPAaBHUTEIBHBIX
(hapMaKOKWHETHUECKUX ¥ (MJIH) CPABHUTEIHHBIX
(hapMakoaMHAMUYECKUX U (W) CPAaBHUTEIBHBIX
KIIMHAYECKUX UCCIIeTOBAHUIX (MCTIBITAHUIX),
MPOBEJEHHBIX B COOTBETCTBHM ¢ Haanmexarniei
KJITMHUYECKOH MPAaKTHUKOMN) UCCIeI0BaHNI

IUIST BOCTIPOM3BEICHHBIX, THOPHUTHBIX
leKapCTBECHHBIX MPENapaToB, — IPU YCIOBHON
FOCYTApCTBECHHOM PETUCTPAIMU CTPATETHYSCKOrO
mpemapara

HMOKYMCHTBI JOJI’KHBI COOTBETCTBOBATH Tpe60BaHI/I${M, YCTaHOBJICHHBIM B IMOAITYHKTEC 1.29 HaCTOALICTO ITYHKTa

B IMCbMCHHOM BUJIC
I B DJICKTPOHHOM BHUIC

1.32

OTYCTBI O CPABHUTCIIbHBIX JOKIIMHUYCCKUX
(HGKHI/IHI/I‘IGCKI/IX) HUCCICAOBAHUAX

1 O IPOBEIEHHBIX B COOTBETCTBUM ¢ Hamexaien
KJIMHUYECKOM MPAaKTUKOW CPAaBHUTEIbHBIX
KITMHAYECKIX MCCIICIOBAHNAX WM UCTIBITAHUSAX
(bapmakokuHEeTHIECKUX ((hapMaKOAMHAMHUISCKUX )

ITOKYMEHTHI IIPEICTABISIOTCS HA OCIOPYCCKOM, PYCCKOM HJIM aHTJITMACKOM SI3BIKAX B BUJC 3aBEPCHHBIX
ImepkaTeeM PeruCTPalMOHHOTO yIOCTOBEPCHHUS (3asIBUTEIICM, IPOU3BOIUTEIIEM ) KOIUIT JOKYMCHTOB.
OTYeThb O CPAaBHUTEIBHBIX JOKIMHUYECKHX (HEKIMHUYECKUX ) UCCIACIOBAHUSAX U O IIPOBEICHHBIX

B cooTBeTcTBHHU ¢ Hapexaieit KIMHUYeCKOi MPaKTHKON CPABHUTENbHBIX KIMHUYECKUX UCCIICOBAHUIX UITH
McTbITaHUAX ((papMaKOKMHETHIECKUX ((hapMaKoIMHAMHUYECKHX ) HCCIEAOBAHUAX WITA UCTIBITAHUSIX

MMMYHOTEHHOCTH) TIO ITOJITBEPIKACHUIO CONIOCTABIMOCTH C OPUTHHAIBGHBIM (peepeHTHBIM) JIEKapCTBEHHBIM

B IMCbMCHHOM BUJIC
I B 3JICKTPOHHOM BUAC
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MCCIIeJOBAaHMSAX WIIM MCTIBITAHHUAX
MMMYHOTE€HHOCTH) 110 ITOJTBEPKACHHIO
COIOCTaBUMOCTH C OPUTHHAIBHBIM (pe(hepeHTHBIM)
lTeKapCTBEHHBIM IPENapaToM — Ipu
rOCyAapCTBEHHON perucrpanuy OMoaHaJIOTHYHOTO
CTpaTErH4ecKoro npenapara 1o CTaHIapTHOH
npouenype

MpenapaToM JOJKHBI COACPIKATh CBEICHUS, MIOATBEPKAAOIIUC TPOBEACHUE HCCIICJOBAHUN B COOTBETCTBUHI

c myHKTOM 10 crienuaibHBIX TPEOOBAHHIA K MOIYJISIM PETUCTPAIIMOHHOTO JTOCHE JICKAPCTBEHHOTO Mpernapara
mprioxenus Ne 1 k [IpaBuiiaM perucTpanuu U SKCIIePTH3HI JICKAPCTBEHHBIX CpeAcTB U [IpaBunamu
MPOBEICHUS HCCIICOBAHUI OMOIOTUMYCCKHX JICKAPCTBECHHBIX CpeAcTB EBpa3uiickoro S3KOHOMHYECKOTO COI03a.
KpaTkoe onmucanue JOKIMHUYECKOTO (HCKIIMHUYECKOT0) UCCICIOBAHUS M CHHOIICUC (pa3Ielibl OTYECTOR),
COCTABJICHHBIC HA MHOCTPAHHOM SI3bIKE, IOJKHBI COPOBOXKAATHCS [IEPEBOIOM Ha OEIOPYCCKHUI UITH PYCCKHI
361K (BEPHOCTH MEPEBO/IA WK TOJIMHHOCTD TTOAIKICH IEPEeBOIYMKA I0JDKHA ObITh 3aBepeHa JepiKaTeeM
ETUCTPAIIMOHHOTO YJIOCTOBEPEHUS (3asBUTEIIEM, MPOU3BOIUTENEM) (YITOJTHOMOYEHHBIM JIMIIOM )

1.33  |oT4eTHI O CPaBHUTEIHHBIX JOKIMHAICCKIX ITOKYMEHTHI JOJKHBI COOTBETCTBOBATH TPEOOBAHMAM, YCTAHOBICHHBIM B MOATYHKTE 1.29 HacTOAIIETo MyHKTA |[B MHCHMEHHOM BHEC
(HEKITMHUYECKIX ) HCCIEIOBAHMUIX VI B 3JICKTPOHHOM BHJIE
1 O IPOBEJIEHHBIX B COOTBETCTBUM ¢ Hamexaien
KIIMHUYECKOM MPAKTUKON CpaBHUTEIbHBIX
KIIMHUYECKUX MUCCIIEIOBAHUSIX WM UCTIBITAHUAX
(papmakokuHeTHUeCKUX ((hapMaKoIMHAMUYECKHUX )

MCCIIeIOBAaHUSX WUJIM UCTIBITAHUAX
MMMYHOTE€HHOCTH) 110 MOATBEPKACHUIO
COIOCTaBUMOCTH C OPUTHHAIBHBIM (pe(hepeHTHBIM)
leKapCTBEHHBIM TperapaToM (TIpHU HATHYUH) — TIPH
[YCIIOBHOM rOCYIapCTBEHHOM pPErUCTpaIiiu
CTpaTerndeckoro mnpemnapara

1.34  |1OKyMEHTEHI, KacaloIInecs: HeMOIHBIX ITOTDKHBI COAEPIKATE CIEAYIONIYI0 HH()OPMAIIHIO: B IIIICEMEHHOM BHJIE
CPaBHUTENBHBIX JOKIMHAYECKUX (HEKIMHUIECKHX) [IEPEYCHb OTCYTCTBYIONINX CPAaBHUTEIBHBIX JOKIMHUYCCKAX (HEKINHUYECKNX ) TaHHBIX, KOTOPHIC JODKHBl  |[HJIH B DJICKTPOHHOM BHIE
MCCIICIOBAHHUH U HETIOJHBIX CPAaBHUTEIHHBIX COZIepKATh CBEIEHHS B COOTBETCTBUH ¢ MyHKTOM 10 criennanbHBIX TpeOOBaHMH K MOIYIISIM
KIIMHUYECKUX MCCJIEI0BAHUM WIIM UCTIBITAHUN [PETUCTPALIMOHHOTO JI0ChE JIEKapCTBEHHOTO npernapata npuioxeHus Ne 1 k [Ipasunam perucrpanuu
(papmakokuHeTHUeCKHUX ((hapMaKOAMHAMUYECKUX) [ SKCIIEPTU3BI JIEKAPCTBEHHBIX cpelcTB U [IpaBuiiaMu npoBeeHHs HCCIIEA0BaHNI OHOIOrMYECKUX
MCCcIeJOBaHUH MJIM MCIIBITAHNI HMMYHOTEHHOCTH) [IEKapCTBEHHBIX cpeAcTB EBpa3zniickoro s3KOHOMHUYECKOTO CO03a;

[0 MOATBEPAKIAECHHIO COIIOCTABUMOCTHU MEPEYCHb OTCYTCTBYIOIIMX CPABHUTEIBHBIX KIMHUYECKUX JAHHBIX ((hapMaKOKHHETHYCCKIX
c opurnHanIbHEIM (pedepeHTHBIM) JIEKaPCTBEHHBIM  |((hapMaKOAMHAMHYECKHX ) HCCIICAOBAHUI, UCIIBITAHUI MMMYHOTCHHOCTH) 110 TTOJTBEPKACHHIO
[penapaToM, — MpH YCIOBHOW TOCYIapCTBEHHO  [COMOCTABUMOCTH OMOAHAJIOTMYHOT'O CTPATErNUECKOro MpernapaTa ¢ OpUrHHAIBHBIM (pehepeHTHBIM)
[perucTpanyuy OM0aHaJIOTHYHOTO CTPATETHYECKOTO  [TeKapCTBEHHBIM IpPenapaToM, TpeOyeMbIX B COOTBETCTBHH € MyHKTOM 10 crienuanbHbIX TpeOoBaHMN
mpemnapara K MOJYJISIM PETUCTPAIIMOHHOTO TOChE JIEKapCTBEHHOTO IpenapaTa npmioxenus Ne 1 k IlpaBuram
[PETUCTPAINX M SKCIIEPTU3BI JICKAPCTBEHHBIX cpeacTB U [IpaBuiaMu mpoBeIeHs NCCIIeI0BAHUHA
OMOIIOTUYECKHX JICKAPCTBEHHBIX CPeACcTB EBpazniickoro ’KOHOMHYECKOTO COI03a;
OTYETHI O IPOBEJCHHBIX HECPABHUTEIBHBIX JOKIMHUYECKIX (HEKITMHUIECKHX) U KIIMHUYECKUX
MCCIICTOBAHISX;
MPOMEXXYTOYHBIE OTYETHI (JaHHBIEC) O TEKYIIUX JOKJIMHUYECKUX (HEKJIMHUYECKHX) U KIIMHUYECKUX
MCCIIeIOBaHUX, B TOM YHCJIE HECPABHUTENbHBIX, — PU HAJTUUHH;
rapaHTHHHBIC 0053aTEIbCTBA O CPOKAX MPEJOCTABICHHS HOIHBIX JOKIMHIYECKUX (HEKIMHUYECKHX )
M KIIMHUYECKUX JIaHHBIX B COOTBETCTBHH C TpeOoBanusimMu [IpaBui npoBeneHus nccie10BaHui
OMOJIOrMYECKUX JIEKapCTBEHHBIX CpelicTB EBpa3suiickoro 5KOHOMHYECKOI0 COI03a.
CpoK rapaHTHHHBIX 0053aTEIbCTB HE IOJDKEH NPEBBIILIATh CPOK JEHCTBHS BBIAHHOTO PETHCTPAlMOHHOTO
JTIOCTOBEPCHUS
1.35  |0030pHI JOKIMHUYECKUX U KIMHUIECKHAX JaHHBIX, [0030pHI JOKIMHUYECKNX W KIMHUYECKUX JAHHBIX MPEICTABIIIOTCS B BH/E 3aBEPCHHBIX AeprKaTeleM B IIIICEMEHHOM BHJIE

nH(pOpMaIUs 00 OTBITE TPUMEHEHUS
CTpaTernveckoro mnpenapara (Hay4qHble CTaTbhH,

[PETHCTPAIIMOHHOTO YAOCTOBEPEHUS (3aBUTEIIEM, TTPOU3BOIUTEIIEM) KOTIHIA JJOKYMEHTOB. O030pHI
IMOKITMHUYECKHUX U KIIMHUYECKUX JIAHHBIX, COCTABICHHbBIC HA HHOCTPAHHOM SI3bIKE, JIOJDKHBI COMPOBOKAATHCS
[epeBoIOM Ha OEIOPYCCKHUiT WIIH PYCCKHU SI3bIK (BEPHOCTH MEPEBOA MIIH MOJTHHHOCTD MOIIHUCH

I B DJICKTPOHHOM BHUIC
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MoHOTpaduu, myOJIMKanH, KINHIYECKHE
[IPOTOKOJIBI, METOANYECKHE PYKOBOJCTBA)

MepeBOIYMKA JOIKHA OBITH 3aBEpEHA JICPKATEIEM PErHCTPALMOHHOTO YIOCTOBEPCHHUS (3asBUTEIICM,
MPOU3BOIUTENICM) (YHOITHOMOYCHHBIM JIUIIOM).

/1)1 OpUTHHANBHBIX CTPATETUYECKUX MPETIApaTOB MPEICTABISIOTCS 0030PbI TOKIMHUYECKUX U KIMHUYECKUX
ITAHHBIX C MPHUJIOKCHUEM PE3IOME TI0 JOKIMHUYCCKUM (HEKJIMHUYECKHUM) UCCIICIOBAHUSIM H PE3FOME
KITMHIYCCKHUX TAHHBIX B COOTBETCTBUH C IMyHKTOM 2 TpeOoBaHMii K JOKYMEHTaAM PETUCTPAIIHOHHOTO JIOChE,
MpUBEICHHBIM B Moxyde 2 mpuioxenns Ne 1 k [IpaBumam peructpauil 1 S5KCIEPTH3HI JIEKapCTBEHHBIX
CPEICTB.

Mupopmanms 00 ONBITE MPUMEHEHHS CTPATETHIECKOTO MpeTaparta MpeICTaBIsIeTCs Ha 3JEKTPOHHOM
HOCHTEJIe Ha OETIOPYCCKOM, PYCCKOM HIIM aHTIIMICKOM SI3BIKAX

1.36  [macrep-daiin cuctemMsl papMaKoHAA30pa ITOKYMEHT IPEACTaBISIETCS Ha OETIOPYCCKOM, PYCCKOM FUTH aHTIIHIICKOM SI3BIKAaX B BHJE 3aBEPEHHOM B TIIICEMEHHOM BHJIE
ImepKaTes sl PETUCTPAIIMOHHOTO YIOCTOBEPEHUS ImepKaTeIeM PerucTPalMOHHOTO yIOCTOBEPEHHUS (3asIBUTEIEM, IPOM3BOJUTEIEM ) KOITUH JOKYMEHTA. VI B 3JICKTPOHHOM BHJIE
(vTH KpaTKas XapaKTePUCTHKA CHCTEMBI Mactep-daiin cucteMsl hapMakoHa[30pa ACPKATEIS PETUCTPAIIMOHHOTO YAOCTOBEPECHUS IPEICTABIICTCS
(hapMakoHa30pa MPH HATUIHH [PY OTCYTCTBHH y PECITyOIMKAHCKOTO YHUTAPHOTO NpennpusTs «LIeHTp SKCIepTH3 1 UCTIBITAHUI
y PECIyOIMKAHCKOTO YHUTAPHOTO MPEIIPUSATH B 3/JpaBOOXPAHCHUW» JACUCTBYIOIICH Bepcuu MacTep-daiiia cucteMsl papMakoHaa30pa.
«LleHTp PKCIePTH3 U UCTIBITAHU KpaTkasi XxapaKTEepUCTHKA CUCTEMBI (papMaKOHAI30pa, COCTABICHHAS HA HHOCTPAHHOM SI3bIKE, JOJDKHA
B 3/[paBOOXPAHCHUNY JICUCTBYIOIICH BepcHu COMPOBOXKIATHCS MEPEBOJOM Ha OETIOPYCCKUI HIIH PYCCKUI SI3bIK (BEpPHOCTH IEPEBOIA WU TOAJTUHHOCTD
MacTep-paiina cucteMsl hapMaKoHaI30pa) MOJIITICH TICPEBOIYMKA JOJDKHA OBITH 3aBEpEHA JICPKATEIIEM PETHCTPALMOHHOTO Y IOCTOBEPCHHUS (3asIBUTEIICM,
MPOU3BOIUTENIEM) (YIIOTHOMOYEHHBIM JIMIIOM )
|Yka3aHHBIE TOKYMEHTHI TOJDKHBI COOTBETCTBOBATH TpeboBaHmsM [IpaBmin Haaexamel IpakTHKA
(bapmakoHam3opa EBpazuiickoro 5KOHOMHYECKOTO cOt03a, yTBepkaAeHHbIX Pemennem Cosera EBpasutickoit
PKOHOMMYECKOH Komuccuu OT 3 HOOpst 2016 r. Ne 87
1.37 |mnaH ynpaBiieHUs pICKaMH ITOKYMEHT TIpeACTaBISIETCS Ha OEIOPYCCKOM, PYCCKOM HITH aHTITUHCKOM SI3BIKAX. B TIIICEMEHHOM BHJIE
[Tan yripaBieHuUsI pUCKaMH JOJDKEH COOTBETCTBOBATEH TpeOoBaHmAM [IpaBiir Haamekamme mpaKkTHKI VI B 3JICKTPOHHOM BHJIE
(hapmakoHam3opa EBpa3zuiickoro 3KOHOMHYECKOTO COI03a.
UacTh miaHa yrmpaBlcHHS PUCKaMU, COJICPIKAINAs pEe3lOMe, K MAaTePHUAIIbl IIPUIIOKEHUS 10 TOTIOJIHUTEIbHBIM
MepaM MHUHHAMU3AIMH PUCKa, COCTABICHHBIC HA HHOCTPAHHOM SI3BIKE, TOJDKHBI COMIPOBOKIATHCS TIEPEBOIOM
Ha OCIIOPYCCKUIN WITH PYCCKUN S3bIK (BEPHOCTH MEPEBOIA WM MO UIMHHOCTH IMOAITUCH MIEPEBOTYHKA TOTKHA
OBITH 3aBEpPCHA JACPIKATEIIEM PETUCTPAIIIOHHOTO YIOCTOBEPCHUS (3asIBUTEIIEM, IPOU3BOIUTEIICM )
(YTIOJTHOMOYEHHBIM JIULIOM)
1.38  |mexmapaiys mpoOM3BOJUTENS, COIEpIKAIIA JAHHBIC |TOKYMEHT MPEJCTABISCTCS B IPOU3BOIBHOM (hopMe Ha OETOPYCCKOM, PyCCKOM HITH aHTJIUICKOM SI3bIKAX. B IICEMCHHOM BUJIC
IO OIIEHKE PHCKA JIJIsI OKPYIKAIOMIEH Cpesl /IOKyMEHT, COCTaBIICHHBI Ha aHTIUICKOM SI3BIKE, JTOJDKCH COMPOBOKIATHCS MEPEBOIOM Ha OETOPYCCKUIT MIIH [T B DJICKTPOHHOM BHIE
B OTHOIIICHUH CTPATETMYECKUX MPENapaToB, PYCCKHUH S3BIK (BEpHOCTH MEPEBOA WIIH TIONTMHHOCTD MOIIHICH NIEPEBOTINKA JODKHA OBITH 3aBepeHa
KOTOPBIE CO/IePKaT FTeHETHIECKU ImepKaTeIeM perucTPaluoOHHOTO yI0OCTOBEPEHHUS (3asIBUTEIEM, TIPOU3BOIAUTENEM) (YIIOJIHOMOYEHHBIM JTUIIOM)
MOIM(HUIMPOBAHHBIE COCTABIISIOIINE
1.39  |mOKyMeHTHI, MOATBEP K IAIOIIHE BHITOTHEHNE ITOKYMEHTBHI TIPECTABISIOTCS UX KOIHA, 3aBEPEHHBIX JepKaTeIeM PEeruCTPAlHOHHOTO YIOCTOBEPECHHUS B IIIICEMEHHOM BHJIE
00513aTEITECTB, BO3JIOKECHHBIX Ha JAepKaTels (3asBUTEINIEM), M JOJDKHBI COIIPOBOKAATHCS IIEPEBOIOM Ha OETOPYCCKUI WA PYCCKHH S3BIK (BEPHOCTD VI B 3JICKTPOHHOM BHJIE
[PETUCTPAIMOHHOTO YAOCTOBEPEHHS IIPH YCIOBHOW  [IEpEBOIA FITH ITOIITHHHOCTE TOIHCH IIEPEBOAYNKA JTOJDKHA OBITh 3aBEPEHA JAePiKaTeNIeM PETUCTPAIlIOHHOTO
rOCYTapCTBCHHOM PETUCTPALINU, — IIPH yIOCTOBEpEHHUSI (3asBUTEIICM, IPOU3BOIUTEINICM) (YIIOTHOMOUYCHHBIM JIHIIOM)
[TOITBEPKICHUH YCIOBHOM rOCyIapCTBEHHOM
CTHCTPAIUH
1.40  |uHBIC JOKYMEHTHI, IPEICTABICHHBIC ITOKYMEHTBI IIPEICTABISIOTCS HA OCIOPYCCKOM, PYCCKOM HJIH aHTTMACKOM SI3BIKaX B BUJIE 3aBEPCHHOU B IICEMCHHOM BUJIC
[0 MHUIIMATHBE 3asIBUTEIS, KOTOPBIC COJEPKAT ImepaKkaTeeM PeruCTPAMOHHOTO YIOCTOBEPCHHUS (3asIBUTEIICM, IPOU3BOIUTENIEM ) KOITUH JOKYMCHTOB WITA B 3JICKTPOHHOM BHJIC
MH(POPMAIIUIO, TOATBEPIKIAIONIYI0 OE30MaCHOCTD,
n (wn) 3G PEeKTUBHOCTD, U (MIIN) Ka4ECTBO
cTpaTerudeckoro mpemnapara (Mpu HATUIHH)
2 [MpenBapuTenpHBIE TEXHHYECKHE PAOOTHI, IPEANIECTBYIOMINE YCIOBHON TOCYAapCTBEHHON PETHCTPALINH CTPATETHIECKOT0 Iperapara il SKCTPEHHOT0 IPUMEHEHHUS
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2.1

3asBJICHHUC

BasiBJIEHHE JOJDKHO COZIEPIKaTh CIEIYIOIYI0 HHPOPMAIHIO:

HAMMEHOBAHUE U MECTO HAaXO0XIEHHS AepaKaTeNsd PETUCTPALIMOHHOTO yAOCTOBEPEHHUs], 3asBUTEIS,
Mpou3BOIUTENS (IIPOM3BOAMTENCH) CTPATErMYECKOr0 Iperapara, B TOM YHCIIe TPOU3BOANTEIL,
OCYIIECTBIISIOIIETO MPOU3BOJICTBO HepacdacoBaHHoM npoaykuuu (bulk product), ocymecTsisiomero
(bacoBKy ¥ (MJIM) YIAaKOBKY, OCYIIECTBIISIOIETO KOHTPOJIb Ka4eCTBa, OCYIIECTBISIONIErO BbIIauy pa3pereHus
Ha BBIITYCK CTPATETHUECKOTO IIPEnapara, a TAk)Ke HHBIX y9aCTHHUKOB IIPOU3BOJCTBA CTPATETHIECKOTO
npernapara ¢ yka3aHHeM Buaa pador;

HAVMEHOBAHUE U MECTO HaXOKACHHS PON3BOIUTEINS (hapMalleBTHIECKON CyOCTaHIINY;

[TOPrOBOE HANMEHOBAHMUCE;

MEKTyHAapOIHOE HEMIATCHTOBAHHOE HANMEHOBAHUE (B CITydac €ro OTCYTCTBUS YKa3bIBAaCTCs OOLICTIPUHSTOE
(rpynImpoBOYHOE) HANMEHOBAHHUE, HAYYHOE (XUMUYECKOE) HAaUMEHOBAHUE);

COCTaB CTPATErnuecKoro npenapara (C ykazaHneM HauMEHOBAHUS U KOJIMYECTBA JACHCTBYIOLINX

M BCIOMOT'aTeJIbHbBIX BELIECTB);

lekapcTBeHHas (hopMa C yKa3aHUEM J03bl ICHCTBYIOIIETro BEIIECTBa (11 OJJHOKOMIIOHEHTHOTO,
ITBYXKOMITOHEHTHOT'O MJIM TPEXKOMITOHEHTHOTO CTPAaTErHYeCKOro Npernapara);

mH(OpMaLKs O CTAHAAPTHON YIaKOBKE (IIEpBUYHAsS, BTOPHYHAS, IPOMEXKYTOUHAsI — IPH HATUYUH)

C yKa3aHHEM KOJIMUYECTBA O3 B YHaKOBKE ((hacoBKe). YKa3pIBACTCsl MaTepHal IEPBUYHON yIIaKOBKH, BH]
MEPBUYHON yaKOBKH, KOMMYIECTBO CAMHUI MPOIYKINUH B IEPBUYHON yIIaKOBKE, BTOPHYHAS H, TIPH HATMIHUH,
MPOMEKyTOUHAsl YIIAKOBKA, KOJIMYECTBO MEPBUYHBIX YITAKOBOK BO BTOPHYHOM (IIPOMEKYTOTHON) yIIaKOBKE,
mMH(DOpPMALS O HATMYUH OTJIOTHTEIS BJIard, MHCTPYKINH 10 MEIUIMHCKOMY IPIMEHEHHIO (JINCTKA-
BKJIaJbIIIA), KOMIUIEKTHOCTH, MH(GOPMAIHS O BUJIE M KOJMYECTBE B YIIAaKOBKE Hepac(hacoBaHHON MPOLYyKINU
(Tpy HATMYI W)

CII0CO0 IPUMEHEHHS! CTPAaTErHYecKoro npenapara (B TOM 4uciie BHyTPEHHEE, Hapy»KHOE,

IS TapEeHTEPaIbHOTO BBECHUS);

(bapmaxoTepaneBTrueckas rpynna (kog ATX); kateropust (OpurMHaIbHBIN, BOCIIPOU3BEICHHBIH (T€HEPHK),
rHOpUIHBIN, OMOAHAIOTHYHEIH) 1 BUI (pagrodapManeBTHUECKHN, OMOJIOTHYECKUH, UMMYHOJIOTHYECKHUH,
BaKIMHA, TOMEONIaTHYECKN I JIEKapCTBEHHBIH Mpenapar, pacTUTEIbHBIHN, JIEKapCTBEHHBIH ITpenapar
TPaAUMOHHOW KUTaHCKOM MEANIIMHBI, HHOW BHJ) CTPATETMYECKOT0 Mperapara;

CPOK TOZTHOCTH;

YCIIOBUSI XpaHEHHUS;

BalMINEHHOCTh MaTeHTaMu B PecrryGnuke benapych (Brazmerner mareHTa, HOMep, aTa BbIAAYH, CPOK
ImerCcTBHN);

CBeZICHHS 00 YITOJIHOMOYEHHOM JHIle 1o GapMakoHaa3opy B Pecyonuke benapycs;

MECTO OCYLIECTBIICHUS! OCHOBHOM /IS TEIBHOCTH 1O (hapMaKOHAI30pY;

MeCTOHaXOXJICHHE MacTep-(aiina cucTeMsl hapMaKoHaI30pa;

MH(OpMALIMIO O TOM, YTO JIep>KaTellb PErHCTPAlMOHHOTO YI0CTOBEpEHH s OepeT Ha ceOsl OTBETCTBEHHOCTh
3a 3 peKkTHBHOCTH, 6E30IIaCHOCTh M KAYECTBO CTPATEIMYECKOro Npernapara;

MH(OpPMALIMIO O TOM, YTO JIep)KaTeb PErHCTPALMOHHOTO yI0CTOBEPEHHS (3asBUTENb) rapaHTUPYET
IMOCTOBEpHOCTH MH(POPMAILMH, COJIEpIKAIIIEHCS B pErUCTPAIIOHHOM J0ChE, YTO BCE KOIMHU JIOKYMEHTOB,
MpPEICTABICHHBIE B COCTABE PETHUCTPAILIIOHHOTO I0CHE, MOTHOCTHIO COOTBETCTBYIOT OPUTHHATIBHBIM
ITOKyMEHTaM, a X MepeBOABI (€CIM IPHMEHNMO) SIBIISIFOTCS. BEPHBIMH, U UTO 1IPaBa TPEThEH CTOPOHHI,
BAIMIIEHHOW MaTEeHTOM, HE HAPYIIAIOTCs B CBS3U C YCJIOBHOW IrOCYJapCTBEHHOMN perucTpanuen
CTPATErn4ecKoro mpernapara At SKCTPEHHOTO IPUMEHEHHS;

000CHOBaHNE O BO3MOXKHOCTH MPUMEHEHNUS MPOLEAYPbI yCIOBHOH rOCYAapCTBEHHON PETUCTPALINH
CTPATErn4ecKoro mpernapara At SKCTPEHHOTO IPUMEHEHHS;

CBCIACHHA O KOHTAKTHOM JIMIIC (HpI/I €ro HaJ'II/I‘II/II/I), €ro MCCTC HAXOXACHMU, Teﬂeq)OH.

B IMCbMCHHOM BUJIC
NI B 3JICKTPOHHOM
1 IIMCbMCHHOM BUC
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3asiBIiCHHE MPEACTABIICTCS Ha (PUPMEHHOM OJaHKE 3asBUTEIIS WU ICPIKATEIIS PETUCTPAI[IOHHOTO
YIOCTOBEPEHHUSI, TIOIIICHIBACTCS YIIOJTHOMOUYCHHBIM JIMIIOM 3asiBUTEIIS WK JACPIKATEIS PErHCTPAIUOHHOTO
YIOCTOBEPEHHUSI C YKa3aHUEM €T0 JODKHOCTH CIyXKaliero, (haMITUK, COOCTBEHHOTO UMECHH, OTYCCTBA (SCITU
[TAKOBOE MMEETCS)

2.2 |IOKyMEHT, MOATBEPKAAIOLIHIA, YTO 3asIBUTEIb ITOKYMEHT JOJDKEH COOTBETCTBOBATH TPEOOBAHMSIM, YCTAHOBJICHHBIM B MOANMYHKTE 1.2 MyHKTa | HACTOSINETO |B MUCHMEHHOM BHJIC
(ropuarueckoe auno Pecriyonuku benapycs, MPUIIOKEHUS WA B 3JICKTPOHHOM
MHAWBUAIYANbHBIA TIPEANPHHUMATEb, W INCEMEHHOM BHJIC
BaperucTpupoBaHHbIii B Pecrryonuke benapych,

MHOCTPaHHOE IOPUIMYECKOE JINI0, HHOCTPaHHAS
OpraHn3aIus, Co3/1aHHbIE B COOTBETCTBHU

C 3aKOHOaTEILCTBOM MHOCTPAHHBIX TOCYIAPCTB)
SIBIISICTCS OPUIIMATEHBIM NPEACTABUTEICM
Inep>kaTesst pEruCTPalOHHOTO YI0CTOBEPEHHS
Ha CTpaTermyYecKuii mpenapar

2.3 |IOKyMEHT, MOTBEPKAAIOUINIA PETUCTPALIUIO ITOKYMEHTBI MIPEICTABIISIOTCS B BUJC OPUTHHANIA TOKYMEHTA WM HOTAPUAIBEHO 3aCBUCTEIbCTBOBAHHOM B ICEMCHHOM BUJIC
M (WIK) pa3pelieHue s SKCTPSHHOTO MPUMEHECHHUS [KOIMH JOKYMEHTA C MIEPEBOIOM Ha OSIOPYCCKHIA WK PYCCKHU S3bIK (BEPHOCTH IIEPEBOJIA HIIH MOJUTMHHOCTD  |[HJIH B DJICKTPOHHOM
CTpaTern4eckoro mpenapara B CTpaHe IepKaTenas — [MOJIHCH NepEeBOIYMKA JODKHA OBITh 3aCBHICTEIHLCTBOBAHA HOTApHAaIbHO). Ha MoKyMeHTe 00s3aTeIbHO W MIUCHMCHHOM BHJIC
[PETUCTPALIMOHHOTO YAOCTOBEPEHUS HAJTMYHC JICTaTH3alMY UK IPOCTABJICHUS allOCTUIIS, €CIIH HHOE HE MPEyCMOTPEHO MEXTyHAPOTHBIMHU
(TIpOM3BOAMTEIIS) MITH B CTpaHE, sl KOTOPOH OH  [moroBopamu Pecmy6nuku benapycs.
OBLJT MPOU3BEACH (PETUCTPATMOHHOE IPacrieyaTka rpaduIeckoro n300pakeHus dKpaHa (CKPHHIIOT) HHTEPHET-CTPAHUIIBI O(PUIIMATLHOTO calTa
[YIOCTOBEpEHHE, WIIN pa3penieHue IS SKCTPEHHOTO [PETYIATOPHOTO OpraHa CTpaHbl IIPOU3BOACTBA CTPATETMYECKOT0 IpenapaTa B TII00alIbHONH KOMITBIOTEPHON
MPUMEHECHHUS, WU cepTr(UKAT papMaeBTHIeCKOro(ceTr HTepHeT JODKHA COMTPOBOXKIAATHCS IIEPEBOIOM Ha OETOPYCCKUI HITH PYCCKHUH SI3BIK (BEpPHOCTH
MPOIYKTA, UM CePTUPHUKAT CBOOOTHOM MPOAaXKH), [MEPEBOJIA MIIH MOTHHHOCTH TIOJIITUCH IMEPEBOTINKA JODKHA OBITh 3aCBUJICTEILCTBOBAHA HOTAPHAILHO). CpoK
6o pacreyaTka rpaduIecKoro H300paKeHUs M3rOTOBJICHUSI pacTiedyaTKy He JOJDKEH OBITh Oosiee 3 MeCSIeB cO JHS MPEACTaBICHUS TOKyMEHTOB.
bKpaHa (CKPUHIIOT) HHTEPHET-CTPAHHIIBI B ciryyae eciu aeprkaresieM peruCTpalroOHHOTO YA0CTOBEPEHHS MM ITPOU3BOIUTEIEM CTPATETHYECKOTO
O(HUIHATEHOTO caliTa PEeryJIsTOPHOrO OpraHa mpernapara sBisieTcs rocyaapcTBo-wieH EADC, TOKyMEHTBI MPECTABISIIOTCS B BUIC 3aBEPCHHBIX
B T7100aJIbHOM KOMIIBIOTEPHOIT cetn MHTepHer, InepkaTeseM perucTpalioHHOrO YJOCTOBEPEHUS (3asBUTEIIEM, IPOU3BOIUTENIEM) KON TOKYMEHTOB
coneprkaias ”HGOPMaLHUIO O PETUCTPALIN C IepeBO/IOM Ha OENIOPYCCKUN MIIM PYCCKHUH SA3bIK (BEPHOCTH IEPEBOJIa WIIN TIOUIMHHOCTD ITOIITHCH
CTpaTerun4eckoro npemnapara, Wik pa3pericHuu MepeBOIYMKa JI0JDKHA OBITh 3aBEPEHa JIepKaTeJIeM PErHCTPAlMOHHOTO YI0CTOBEPEHHS (3asBUTEIIEM,
TS 9KCTPEHHOTO MPUMEHEHHUS, WK cepTH(UKAT  [mpon3BoanTeNieM) (YIIOJTHOMOUYCHHBIM JTUIIOM). Ha TokyMeHTax 00s3aTelIbHO HAIUYHE JICTaTU3aliH WA
(bapMareBTHIECKOT0 MPOIYKTa, MIIH CepTU(PUKAT  [IPOCTABICHHUS allOCTIIIS, €CIIM HHOE HE MPEIyCMOTPEHO MEKAYHAPOTHBIMH TOTOBOpaMu PeciryOimkm
CBOOOTHOM TTPOJIAKH B CTPAHE JeprKaTeIs benapycs.
[PETUCTPALIMIOHHOTO YIOCTOBEPEHHS MuaopManms ¢ OPHUITHATIEHOTO CaiiTa PeryJIATOPHOTO OpTaHa B TI00adbHONW KOMITBIOTEpHOU ceTH HTepHEeT
(TIpOM3BOAMTEIS) MK B CTPaHE, ISl KOTOPOH OH  [MOJDKHA OBITH M3TOTOBJICHA B BHJIE paclieyaTK rpaguueckoro n300paxeHus dKpaHa (CKpUHIIIOT) HHTEPHET-
OBLT TIPOU3BEICH, MIIH HHPOPMALIHIO O BKIIOUEHUH (CTPAHHUIIBI OHUIMATBHOTO caiiTa PeryIsITOPHOTO OpraHa B TII00aTbHON KOMIBIOTEPHOH ceTH MHTepHeT
cTparerndeckoro npemnapara BO3 B Crincox M CONIPOBOXIATHCS MEPEBOAOM Ha OEJIOPYCCKUI MM PYCCKHUH S3bIK (BEPHOCTH MEPEBOJIA WIIK MOJUIMHHOCTh
[penapaToB i IKCTPSHHOTO MPUMEHCHHS MOAINMCH NIEPEBOTUHKA TOJDKHA OBITh 3aBEpeHa JIepKaTelieM PErHCTPAllMOHHOTO YA0CTOBEPEHHS (3asBUTEIIEM,
(Emergency use listing, EUL), ¢ yka3anuem caiita, [mpousBonureneM) (YHOJIHOMOYEHHBIM JHLOM). CpPOK M3rOTOBJIEHHS paclieyaTKy He JOJDKeH ObITh Oosee 3
HA KOTOPOM pa3MelIcHa Takass HHPpOpManus MECSIIIEB CO JHSI MPECTABICHUS JOKYMCHTOB
(U1 CTpaTernyecKoro npenapara 3apy0oexHoro
[IPOM3BOJICTBA)

2.4  |TMUEH3US WU UHOW JOKYMCHT, BRITAHHBIN ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATh TPCOOBAHMSM, YCTAHOBJICHHBIM B MOAMYHKTE 1.5 myHKTa 1 B IICEMCHHOM BUJIC

[YIIOJIHOMOYEHHBIM OPTaHOM CTpPaHbI IPOU3BOICTBA

M PEIOCTABIISIONINI TPABO MTPOU3BOICTBA, THOO

nH(pOpMans ¢ OPHUIIHATEHOTO calTa
eryJSITOPHOT'O OpraHa B I100aIbHON

HACTOAIIECTO IMMPUIIOKCHUA

MJIA B DJICKTPOHHOM
1 MMCbMCHHOM BHIC
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KOMIBIOTEPHO! ceTi HTepHET, TOATBEP K IAr0INAs
HAJIMYHEC ACHCTBYIOLICH JIMIICH3UH WIH UHOTO
IMEHCTBYIOIIETO TOKYMEHTA, BBIJAHHOTO
YIIOJITHOMOYEHHBIM OPraHOM CTPaHbI IPOU3BOJICTBA
M TIPETOCTABIISIOIICTO MPABO MPOU3BOJICTBA

(17151 cTpaTeTHYECKOTOo Mpemnapara 3apy0eKHOTO
TPOU3BOJICTBA)

2.5  |IOKyMEHT, yAOCTOBEPSIOIINI TPOU3BOACTBO IMOKYMEHTBHI JOJIXKHBI COOTBETCTBOBATh TPEOOBAHUSIM, YCTAHOBJICHHBIM B TMTOAMYHKTE 1.6 myHKTa 1 B IINCHbMEHHOM BHIE
CTPATErn4ecKoro Mpenapara B yCIOBUIX HACTOSIIETO MPUIIOKCHHUS. WU B DJICKTPOHHOM
Harexarmeii mpon3BOACTBEHHON IPAKTHKH, B ciryyae ecnu cTpaHa MPOM3BOJCTBA CTPATEIrMIECKOTO TpenapaTa He yKa3aHa B a03arie BTOPOM 9acTH BTOPOM [ MMCBMEHHOM BHUJIE
BBIJAHHBIN YIIOJTHOMOYEHHBIM OPTaHOM CTPaHBI myHKTa 10 [TonoxxeHus o mopsAAKe U yCIOBUSIX OCYIIECTBICHHUS TOCYAAPCTBCHHON PETUCTPALIUH
[IPOM3BOJICTBA CTPATETUUECKOT0 Ipernapara CTpaTernuecKy BaXKHBIX JIEKaPCTBEHHBIX NpernapaToB (naiee — [lonoskeHne) u He sIBISETCS CTPaHOU —

(JUIsl KaXKI0TO y4acTHHKA IIPOU3BO/ICTBA yaacTHHIEH CXeMBI COTPYJHUYECTBA 11O (papMalieBTUUECKUM HHCIIEKLIUSM, JOTIOJHHUTENLHO MPECTaBIIsSeTCs
CTpaTern4ecKkoro rnperapara), 1moo pacreyarka HOTapHaJbHO 3aCBHU/CTEILCTBOBAaHHAS KOIHS IOKYMEHTA, YAOCTOBEPSIOLIET0 IIPOU3BOCTBO CTPATErHIECKOT0
rpaduyeckoro n300paykeHus SKkpaHa (CKpUHIIOT)  [Ipenapara B ycioBusx Hajmexamield npou3BOICTBEHHON PAKTHKH, BEIJAHHOTO YIIOJIHOMOYEHHBIM OpPraHOM
MHTEPHET-CTPaHULBI OPUIHATIBHOTO CaliTa 0JTHOTO M3 3apyOeKHBIX rOCYJapCTB, YKa3aHHBIX B a03alie BTOpoM yacTu BTopoii nmyHkra 10 ITonoxenus,
[PEryJIATOPHOTO OpraHa CTpaHbl IIPOU3BOJICTBA MO0 YHOJTHOMOYEHHBIM OPraHOM CTpaHbl — wieHa CXeMbl COTPYAHNYECTBA 110 (hapMaleBTHYECKUM
CTpaTern4eckoro mpenapaTa B rIo0aIbHOM MHCIIEKIINAM, C IEPEBOJOM Ha OSIOPYCCKHI MM PYCCKUH A3BIK (BEPHOCTD IEPEBO/IA HITH TTOATHHHOCTD
KOMITBIOTEpPHOM ceTn MIHTepHeT, coaeprKamias MOATNNCH IIEPEBOIINKA TOJDKHA OBITh 3aCBHACTENECTBOBAHA HOTApUaJIbHO). Ha moKyMeHTe 00s13aTenbHO
mH(pOpMANHNIO O IEHCTBYIOMEM JOKYMEHTE, HaJIMYHE JIETAIN3AUN WM IPOCTABICHUS allOCTHIISL, €CIM HHOE HE MPELyCMOTPEHO MEXyHapOJHBIMU
[YZIOCTOBEPSIOIIEM ITPOM3BOACTBO CTPATETHUECKOTO |noroBopamu PecryOnmkn benapych

npemnapara B ycioBusix Hannexariei

[IPOU3BOICTBEHHOH MPAKTHKH, BBIAAHHOM

YTIOJTHOMOYEHHBIM OpPraHOM CTPaHbl IPOU3BOJICTBA

CTpaTernveckoro mnpenapara (Juisi CTpaTeruieckoro

npenapara 3apy0eKHOr0 IPOU3BOJICTBA)

2.6  |MakeThl NEPBUYHOI U BTOPUYHOH yIIaKOBOK MaKeThbl TIEPBUYHON U BTOPUYHOH YIIaKOBOK (IIPOMEXYTOYHOH yIIaKOBKH — IIPH €€ HAJIMYUH) 1OJDKHBI B IIMCHbMEHHOM BHJIE

(IIPOMEXKYTOYHOH YIaKOBKH — IIPH €€ HAJIMYHH) COOTBETCTBOBATH TPEOOBAHUSIM, YCTAHOBJIEHHBIM B ToAnyHKTe 1.10 myHKkTa 1 HacTOSAIIEro NPHUI0KEHHS WU B DJIEKTPOHHOM

W TMCbMEHHOM BUJIE

2.7  jmpoext OXJIII npoekt OXJIIT nomkeH cOOTBETCTBOBATh TpEOOBAaHHSM, YCTAaHOBJICHHBIM B MoIMyHKTe 1.8 myHkTa 1 B [IMCbMEHHOM BHJIE
HACTOSIIETO MPUIOKCHUS WU B DJICKTPOHHOM

W TNCbMEHHOM BHUJIE

2.8 |[IPOEKT MHCTPYKLIUH MO MEJUINHCKOMY MPOEKT MHCTPYKIMH IO MEAUIIMHCKOMY MPUMEHECHHIO (JMCTKA-BKIIABIIIA) JOJDKEH COOTBETCTBOBATh B IINCHbMEHHOM BHIE
MIPUMEHEHHUIO (JIMCTKA-BKIIAbIIIA) TpeOOBaHUSIM, YCTAHOBJICHHBIM B HOAITYHKTE 1.9 myHKTa | HACTOSIIETO MPUIIOKCHUS WU B DJICKTPOHHOM

W TNCbMEHHOM BHUJIE
2.9  |OXJIII, omoOpeHHas (coraacoBaHHAS) IMTOKYMEHT TIPEJICTaBJISCTCS B BUJIE 3aBEPEHHOMN JeprKaTelIeM PETUCTPAIIMOHHOTO yIOCTOBEPEHMSI (3asiBUTEIIEM, B TUCHMEHHOM BHIE

[YIIOJIHOMOYEHHBIM OPTaHOM OJIHOTO

M3 3apyOEKHBIX TOCYIapPCTB, YKa3aHHBIX B a03are
BTOpOM 4acTu BTopoil myHkra 10 ITonoxxenus, unu
BO3, unu ynoJiHOMOUYEHHBIM OPraHOM
3apy0eXHOIr0 rocy1apcTBa, B KOTOPOM
OCYIIECTBIIIETCS TPOU3BOACTBO CTPATETUUECKOTO
Mpernapara Wil B KOTOPOM UMeeTcsi o1o0peHue
CTpaTeruuecKoro mnpenapara st SKCTpEHHOT 0

nmpuMeHeHns (P HAJTHIUH)

MPOU3BOIUTENEM) KOTIMU JOKYMEHTa C IEPEBOIOM Ha OEIOPYCCKUI MIIN PYCCKHH SI3BIK (BEPHOCTH NEPEBOA
VUTH TTOJUTHHHOCTD MTOJIIHCH NIEPEBOJYNKA JOJDKHA OBITh 3aBEPEHA AEPKATEIeM PETHCTPAIIMOHHOTO
ylocTOBepeHHs (3asBUTEIIEM, ITPOU3BOANTEIEM) (YIIOTHOMOUYCHHBIM JIULIOM).

/TOKyMeHT J10JKeH ObITh 0JJOOpEH (COrIacoBaH) YIOJIHOMOYEHHBIM OPraHOM, KOTOPBIM BBIJIaH JOKYMEHT,
Mpe/ICTaBICHHBII COITIAaCHO NOITYHKTY 2.3 HAaCTOSIIEro MyHKTa, JIn0o o00peH (cornacoBan) BO3 B ciryuae
Mpe/ICTaBICHUS COIIACHO NOITYHKTY 2.3 HACTOSIIEro IyHKTa HH(OpMaLNK O BKIIOUCHHH CTPATErHYECKOT0
npenapara BO3 B Crnincok npemnapartos st 9kcTpenHoro npumenenus (Emergency use listing, EUL)

I B DJICKTPOHHOM BHUIC
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2.10 MHCTPYKIUS IO MEIUIIMHCKOMY IPUMCHCHUIO ITOKYMEHT TPEACTABIISICTCS B BHJIC 3aBEPCHHON JIepKaTeIeM PErHCTPALMOHHOTO yIOCTOBEPEHHUS (3asIBUTEIICM, [B TUCHMEHHOM BHUJIC
(JTUCTOK-BKJIAJIBINIT), OJ00pCHHAS (COTTIACOBAaHHASI) [IPOHM3BOJUTEIECM) KOMUHU JOKYMEHTA C MIEPEBOIOM Ha OEJIOPYCCKUI WIIH PYCCKUI S3BIK (BEPHOCTH MEPEBO/IA  [MIIM B SJICKTPOHHOM BHUJIC
[YIIOJTHOMOYEHHBIM OPTaHOM OJTHOTO WUTH TIOJTMHHOCTB MOJIITMCH NIEPEBOTYHKA JOJDKHA OBITh 3aBEpeHA JICPKATEIEM PErHCTPAUOHHOTO
M3 3apyOEKHBIX TOCYIAPCTB, YKa3aHHBIX B a03alle  |[yIOCTOBEpEHHS (3asBUTEICM, IPOU3BOUTEICM) (YIIOJTHOMOYCHHBIM JIUIIOM).

BTOpoM 4acT Bropoii myHkta 10 [Tonoxenus, win |[JIOKyMEHT TOJIKEH ObITh 0100peH (COTiIacoBaH) yIOJIHOMOYCHHBIM OPraHOM, KOTOPBIM BBIJAH JIOKYMEHT,
BO3, win ymmoTHOMOYEHHBIM OPTaHOM MpeICTaBICHHBIN COTJIACHO MOMYHKTY 2.3 HACTOSIIEro MyHKTa, 1100 oqo0peH (cormacoBan) BO3 B ciyuae
3apy0eKHOIr0 rocy1apcTBa, B KOTOPOM [pe/ICTaBIICHUSI COTIACHO NOIMYHKTY 2.3 HACTOSIIEro MyHKTa HH(OpPMALIMHU O BKIIOUYEHHH CTPATErHIECKOTO
OCYIIIECTBIISIETCSI TPOM3BOICTBO cTpaTerndeckoro [mpemapara BO3 B Cimcok npemapatoB ais skcTpenHoro npumenenns (Emergency use listing, EUL)
mperapara Wik B KOTOPOM UMeeTCsi 0100peHHe

CTpaTernvecKoro mnpenapara jjsi SKCTPEHHOT0

npuMeHeHus (IPU HAJIUYHH)

2.11  |TOKyMEHT MPOW3BOAUTEIIS, BKIFOYAIOIINN CBEICHHS [TOKYMEHT TOJDKEH COOTBETCTBOBATh TPEOOBAHUSM, YCTAHOBICHHBIM B TOAMYHKTE 1.14 myHKTa 1 HaCTOSIIETO [B MUCHMEHHOM BHJIC
0 coCTaBe CTPATErHyecKoro mpenapara MPHIOKCHUS WA B 3JICKTPOHHOM

W MIChMCHHOM BHJIC

2.12  [IpOEKT HOPMATUBHOIO JOKYMCHTA IO KAYECTBY ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATH TPEOOBAHMSM, YCTAHOBICHHBIM B moamyHKTe 1.18 myHkTa 1 MPOCKT HOPMATHBHOTO
M IOKyMEHT MPOU3BOJIUTEIIS IO KOHTPOJIFO KAYSCTBAHACTOSINETO MPUITOKCHUS ITOKYMEHTA 110 Ka4eCTBY —
CTpaTeru4eckoro mnpemnapara B ICEMCHHOM BUJIC

WA B 3JICKTPOHHOM
M MMCbMEHHOM BHJIE;
ITOKYMEHT IIPOU3BOIUTEIS
[0 KOHTPOJIIO Ka4ecTBa
CTpPATEruuecKoro
npenapara —
B INCHbMEHHOM BHJIE
WJIK B 3JICKTPOHHOM BHJIC
2.13  (0030pbI JOKIMHAYCCKUX U KIMHUYCCKUX TAHHBIX  (0030pbI JOKIMHUYCCKUX U KIMHUYCCKHUX JAHHBIX JOJDKHBI COOTBETCTBOBATh TPEOOBAHUSIM, YCTAHOBICHHBIM (B IIMCHMCHHOM BH/JIC
B noamyHkTe 1.35 myHkTa 1 HACTOSIIIETO MPHUIIOKCHUS WJIK B 3JICKTPOHHOM BHJIC
3 [MpenBapuTebHBIC TEXHHYCCKUE PAOOTHI, IPEANICCTBYIOIINE TOCYAAPCTBEHHON PErHCTpauy (IOATBEPIKICHHUIO TOCYIaPCTBEHHOMN PErUCTPAIMK) CTPATErHISCKOro pernapara B YIpoIIeHHOM
mopsiaKe
3.1 pasBieHue BasiBIICHHE JOJDKHO COICPIKATH CICIYIOIIYE0 HHPOPMAIIHIO: B ICEMCHHOM BUJIC

HAMMEHOBAHUE M MECTO HAXOXICHUS JICPKATENS PETUCTPALIMOHHOTO YIOCTOBEPEHISI, 3asIBUTEIIS,
MPOU3BOIUTENS (IPOU3BOIUTENICH) CTPATErMYSCKOTO TIpenapaTa, B TOM YUCIIE MPOU3BOAUTEIS,
OCYIIECTBIIIONIETO IPOU3BOACTBO HepacdacoBanHoU npoaykiuu (bulk product), ocymiecTBisromero
(hacoBKy ¥ (HJIK) YIAKOBKY, OCYIISCTBISIFOIIETO KOHTPOJIb Ka4eCTBa, OCYIIECTBISIONICTO BbIIauy Pa3pelieHust
Ha BBIITYCK CTPATETUUECKOro Mpenapara, a Tak)ke HHbIX YYaCTHHUKOB IIPOU3BOJICTBA CTPATETHYECKOTO
npernapara ¢ ykazaHueM Buja pador;

HAMMEHOBAHUE U MECTO HAXOXK/ICHHS IIPOU3BOIUTEINS (hapMalleBTUUECKON CyOCTaHIINY;

[TOPrOBOE HAUMEHOBAHUE;

MEKYHAPOIHOE HEIATCHTOBAHHOC HAMMCHOBAaHHME (B CIIy4ae €ro OTCYTCTBUS YKa3bIBACTCS OOIICTIPUHATOC
(TpyIIHPOBOYHOE) HAMMEHOBAHUE, HAYYHOE (XMMUYECKOC) HAMECHOBAHUE);

COCTaB CTPATErMYECKOro Mpernapara (C yka3aHHeM HaMMEHOBAaHUS M KOJIMYECTBA JICHCTBYIOIINX

1 BCIIOMOTATEIBHBIX BEIIECTB);

nekapcTBeHHAS (popMa C YKa3aHUEM JI03bI ICHCTBYIOMIETO BEIIeCTBa (17151 OJHOKOMIIOHEHTHOTO,
ITBYXKOMITOHEHTHOTO HJTH TPEXKOMIIOHCHTHOTO CTPATETUYCCKOTO MIpernapara);

CTaH/JapTHAs yIIaKoBKa ([IepBUYHAs, BTOPUYHAS, IIPOMEKYTOYHAS — IPH HAJIMYKMH) C YKa3aHUEM KOJIMYeCTBa

NI B 3JICKTPOHHOM
1 IIMCbMCHHOM BUC

103 B ymakoBKe ((pacoBke). YKa3pIBaeTCsl MaTepyall NEPBUYHON YIAKOBKH, BUJI NEPBUYHOHN YIAKOBKH,
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KOJIMYECTBO CAMHUI MPOIYKIKUHU B IEPBHYHON YIIAKOBKE, BTOPUYHAS W, IIPU HAJTHMYUH, IPOMEIKYTOUHAS
[YIIAKOBKA, KOJMYECTBO EPBUYHBIX YIIAKOBOK BO BTOPUYHOM (TIPOMEKYTOYHON) yITakOBKe, HHQOpMAIIHS
0 HAJIMYHU TOTJIOTUTEIIS BJIATH, HHCTPYKIIUH [0 MEAMIUHCKOMY MPUMEHCHHIO (JINCTKA-BKIIABIINA),
KOMIUICKTHOCTH, HH(pOPMAITUS O BHJIC M KOJIMYCCTBE B YIIAKOBKE Hepac(hacoOBaHHOMN MPOAYKIUU (TIPpH
HaJTUYUH);

crioco0 MPUMEHEHUS CTPAaTETHIECKOTo Mpemnapara (B TOM YHciie BHyTpeHHEe, HapyKHOE,

TS TapeHTepaNbHOTO BBEACHN);

(hapmakoTepaneBTuaeckas rpymma (kox ATX);

KaTeropus (OpUrHHAIBHBIN, BOCIIPOU3BEACHHBIN (T€HEPUK), THOPUIHBINA, OMOAHATOTHYHBIN) U BUJT
(pamuodapMarieBTHIeCKHil, OMOTOTHIECKUH, IMMYHOJIOTHIECKUH, BAKITMHA, TOMEOTIaTHYECKAN
MeKapCTBEHHBIN MpenapaT, PACTUTEIbHBIN, JICKAPCTBCHHBIN MpenapaT TPAIUIIMOHHON KUTAHCKOW MEIUIIUHEI,
MHOM BHJI) CTPATErMYCCKOTO Mperapara;

CPOK TOJTHOCTH;

YCITOBHSI XpPAHCHUS;

BalUIICHHOCTh MaTeHTamu B PecyOmke benapych (Bnazgenen naTenra, HOMep, Jata BbIIaud, CPOK
IneiicTBU);

CBeZIeHHS 00 YITOJIHOMOYEHHOM JIvIle 1o GapMakoHaa3opy B Pecyonuke benapycs;

MECTO OCYIIECTBICHUSI OCHOBHOM AEATEIBHOCTHU TI0 (hapMaKOHAI30DY;

MECTOHAXOXKICHUE MacTep-(aiiia cucTeMsl (hapMaKoHaI30pa;

MHPOPMALIMIO O TOM, YTO AEPKaTeNb PETUCTPAIIIOHHOTO YAOCTOBEpEHHUs OepeT Ha ceOs OTBETCTBEHHOCTh
Ba 9 PeKTUBHOCTD, O€30MACHOCTh M KAYECTBO CTPATETUIECKOTO MIperapara;

MHQOPMALIUIO O TOM, YTO AEP)KaTEIb PETUCTPAIIIOHHOTO YIOCTOBEPECHNUS (3aIBUTEINb) TapaHTHPYET
IMOCTOBEPHOCTh HH(POPMAIIUH, COACPKAIICHCS B PETUCTPALIMOHHOM JIOChE, YTO BCE KOIHMH JJOKYMCHTOB,
MPE/ICTaBJICHHBIC B COCTABE PETUCTPALIMOHHOTO JIOChE, MOJHOCTHIO COOTBETCTBYIOT OPUTHHAIBHBIM
ITOKYMEHTaM, a UX TePEBOJIBI (€CIIH IPUMEHUMO) SIBIISIOTCS. BEPHBIMHU, ¥ YTO IIpaBa TPEThEH CTOPOHEI,
BaIUIICHHON MAaTCHTOM, HE HAPYIIAIOTCS B CBSA3H C TOCYAapPCTBEHHON pErucTpanuei (IoATBEPKICHUEM
FOCYIapCTBEHHOM PErUCTPAIMK) CTPATErMICCKOrO Mpernapara B YIpoIIeHHOM HOPSIIKE;

000CHOBAHKE O BO3MOXXHOCTH MPUMCHEHUS MPOLICAYPHI TOCYIaPCTBEHHOMN PErUCTPAIMH CTPATCTHUECKOTO
mpernapaTa B yIpOIICHHOM ITOPSIKE;

CBEJICHHS 0 KOHTAKTHOM JIHIIe (ITPY €r0 HATMYUH), €r0 MECTe HaX0KICHISI, TEIC(OH.

3asBIeHNE TpeACTaBIAeTCS Ha (GUPMEHHOM OJaHKe 3asBUTEIIS MIIN IePKaTellsl pETUCTPAI[IOHHOTO
YIOCTOBEPEHHSI, TOIICHIBACTCS YIIOTHOMOYCHHBIM JIHIIOM 3asIBUTEIS WIIH ACPKATEIs PErHCTPAIIHOHHOTO
YIOCTOBEPEHHS C YKa3aHUEM €TO0 JOJDKHOCTH CIy Kalero, (haMITHH, COOCTBEHHOTO UMEHH, OTUYECTBA (€CITH
[TAKOBOE MIMEETCS)

32

ITOKYMEHT, IOATBEPKJAIOIIUI, YTO 3asIBUTEIb
(ropuaryeckoe uno Pecriyonuku benapycs,
MHAVBUIYaNbHBIA IpeANPUHUMATEb,
3aperucTpupoBaHHbIii B Pecniyonmke benapycs,
MHOCTPAaHHOE IPUIUYECKOE JINI0, THOCTPaHHAsS
OpraHu3anus, Co3aHHbIE B COOTBETCTBUU

C 3aKOHOAATENILCTBOM HHOCTPAHHBIX TOCYAapPCTB)
SIBIISIETCST O(PUIIANBHBIM NIPECTaBUTENIEM
Imep>KaTelst PErHCTPAMOHHOTO YA0CTOBEPEHHS
Ha cTpaTeruyecKui rnpemnapar

MOKYMCHT JOJI’KCH COOTBECTCTBOBATH Tpe60BaHI/I$IM, YCTaHOBJICHHBIM B IMOAITYHKTEC 1.2 IIYHKTa 1 HaACTOAICTO
MPUIIOKCHUA

B IMCbMCHHOM BUJIC
NI B 3JICKTPOHHOM
1 IIMCbMCHHOM BUC
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3.3 |TOKYMEHT, MOJATBEPKIAIOIINN PETHCTPAIIUIO [Ipu rocyIapCTBCHHOM PeruCcTpalii CTPATErHYECKOro MpenapaTa B yIpOIICHHOM HOPSIKE JOKYMEHT B IICEMCHHOM BUJIC
CTpaTeru4ecKoro mnpenapara, BeLIaHHBINA MPEJICTABISICTCS B BIJIC OPUTHHAJA WK €r0 HOTapHAaIbHO 3aCBUICTCILCTBOBAHHOMN KOITUH C TIEPEBOIOM WA B 3JICKTPOHHOM
[YIIOJITHOMOYEHHBIM OPraHOM OJIHOTO M3 FOCYIApCTB, [HA OCIOPYCCKHUU UK PYCCKHUH S3bIK (BEPHOCTH IIEPEBOJIA HIIH MOUTMHHOCTH ITONUCH MIEPEBOAYNKA TOJDKHA | TMCEMEHHOM BHJIE
YKa3aHHBIX B a03alle BTOPOM 4acTH IEPBOM OBITH 3aCBHJICTEIBCTBOBAHA HOTApPUAIBHO). Ha MOoKyMeHTe 00s13aTeIbHO HATHYHE JICTaTu3aliH WA
mynkTta 11 ITomoxxeHus, 1100 JOKYMEHT, MPOCTABJICHUS allOCTHJIS, €CJIM MHOE HE TPEAYCMOTPEHO MEXKIYHAPOIHBIMU TOTOBOpaMu PecyOmuku
MOATBEPKAAIOIINI PETUCTPALIMIO CTpAaTernyeckoro [bemapych.
npemnapata B EBpomneiickom corose (manee — EC),  [Mubopmamms ¢ opurambHeIX caliTOB JOKHA OBITH U3TOTOBJICHA B BHJIE pacliedaTKu rpaduaeckoro
BBEITAHHBIN YIOTHOMOYeHHBIM opranoMm EC M300paKeHNS IKpaHa (CKPHHIIOT) HHTEPHET-CTPAaHHUIIBI OPHUIAATEHBIX CAHTOB U COIPOBOXKIATHCS MIEPEBOIOM
[0 IEHTPAIM30BAaHHON TIpoIieype (nanee — Ha 0eIOpyCCKUN MM PyCCKUHN S3BIK (BEPHOCTH MEPEBOA WITH MOUIMHHOCTH TTOAITUCH MIEPEBOIIHNKA JOIDKHA
yrostHoMo4deHHbIH opran EC), mn6o 1oKyMeHT, OBITH 3aCBHJICTEIHCTBOBAHA HOTAPHAIBLHO). CPOK M3TOTOBJICHHUS pacliedyaTKy He TOJDKEH OBITh Ooiee 3
[OITBEPKNAOIINNA PETHCTPALIUIO CTPATEIHYSCKOTO [MECSIIEB CO JHS MPEJACTAaBICHUS JOKYMEHTOB. [Ipu rocy1apcTBEHHOMN PErucTpaIuy CTPATETHIeCKOT0
penapaTta TPaIUIMOHHON KUTaHCKOW MEIUIUHEI, [IperapaTta B yIPOUICHHOM MOPSAKE, ACPIKATEICM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS HITH IIPOU3BOIUTEIIEM
BBITAHHBIN TOCYIaPCTBEHHBIM YIIPABICHUEM KOTOPOTO sIBIIsieTCs rocyaapcTBo-wicH EADC, u pu NOATBEPIKICHUN TOCYIapCTBEHHON PEerHCTPalluu
[0 TPAJUIIMOHHOM KUTAHCKOW MEIUIIIHE CTpATETUYCCKOro Mpernapara B YIPOIICHHOM MOPSAKES JOKYMEHTHI MIPEIICTABISIOTCS B BUJC 3aBEPCHHBIX
Kuraiickoii Hapoauoit PecriyOnuku (nanee — ImepaKkaTeeM PeruCTPAMOHHOTO YIOCTOBEPCHHUS (3asIBUTEIICM, IPOU3BOIUTENIEM ) KOIUI JOKYMCHTOB
yrnonHoMoueHHbIH opran KHP), mu6o nabopmalms ¢ mepeBo oM Ha OEIOPYCCKUI HITH PYCCKUI SI3bIK (BEPHOCTH MEPEBOAA WIH HOITUHHOCTD MOITHCH
c ouranbHOTO caliTa YIOTHOMOYSHHOTO OpraHa [[epeBOMYHKA JOJDKHA OBITH 3aBEpEHa JepKaTelieM PeTUCTPAIMOHHOTO YI0CTOBEPEHHS (3asBUTEIIEM,
0THOTO W3 TOCYAAPCTB, YKa3aHHBIX B a03a1ie BTOPOM[IIPOU3BOIUTENIEM) (YIOTHOMOYSHHBIM JTHIIOM). Ha mokymeHTax 00s3aTeTbHO HaTMYne JISTaTn3alii TN
gacty nepBoit myHKTa 11 [Tonoxenns, nmn EC, wiu IpocTaBIeHNS allOCTHIIS, €CIIA MHOE HE TPELyCMOTPEHO MEXIYHAPOIHBIMHU TOTOBOpaMHu PecrryOmiku
yrmostHoMmo4deHHoro oprana KHP B rio6anbHO# benapycs.

KOMIBIOTEPHOH ceTH MHTepHeT, moATBepkaaromas [[Ipu oTCyTCTBHM perucTpanuy CTPaTerndecKoro Ipenapara B CTpaHe AepiKaTels perucTpauoHHOTO

[PETHUCTPALINIO CTPATETHUECKOTO Mperapara, Win YZOCTOBEpEHUS (CTpaHe MPON3BOIUTENS) IPEACTABIICTCS OPUTHHAI WIIH 3aBEPEHHAS IepiKaTelIeM

c opurmansHOro caiita BO3 B rio6anpHOM [PETUCTPAIIMOHHOTO YAOCTOBEPEHUs (3asBUTEIICM, IPOU3BOIUTEIICM) KOIIHS CEPTHU(HKATa

KOMIBIOTEPHOH ceTd MHTepHET, MOATBEep K aaroImas ((hapMaleBTHYSCKOrO IPOIYKTa ¢ YKa3aHUEM MPHYUH OTCYTCTBUS PErUCTPAIMH 100 3aBEPCHHAS IepiKaTeIeM

[IPOXOKICHAE CTPATETHYCCKUM MPEIapaToM [PETUCTPAIIMOHHOTO YAOCTOBEPCHUS (3asBUTEIIEM, TPOU3BOIUTEINICM ) KOTIHS HHOTO JIOKYMEHTA, BBITAHHOTO

mporpamMMel npekBanudukayu BO3 [YIIOJTHOMOYCHHBIM OPTaHOM CTPaHBI JIEPKATEIsI PETUCTPALIMOHHOTO YAOCTOBEPEHUS (CTPAHBI
MPOU3BOUTES ), OOBSCHSIONIETO OTCYTCTBUE PETUCTPALIMH, C ICPEBOJIOM Ha OCIIOPYCCKUMN HITH PYCCKUH SI3BIK
(BEepHOCTH MEPEBOa WIIH TOJIMHHOCTD MOJIITUCH NIEPEBOTYHNKA JODKHA OBITH 3aBEpEHA JIepKATEIeM
[PETHCTPAIIMOHHOTO YAOCTOBEPEHUS (3asBUTENIEM, TPOU3BOIUTENIEM) (YIIOJTHOMOYESHHBIM JIniioM). Ha
ITOKyMEHTaX 00s3aTeNbHO HAIWYHE JICTATU3AIMH WIIN IPOCTABICHUS allOCTHIA, €CITH HHOE HE MPEIyCMOTPEHO
MEXTyHApOAHBIMU ToroBopaMu Pecrybmmku benapych.
MuaopManms ¢ OPHUITHATIEHOTO CaiiTa PeryJIATOPHOTO OpTaHa B TI00adbHONW KOMITBIOTEpHOU ceTH HTepHEeT
IMOJKHA OBITH M3TOTOBJICHA B BUJIE PaclieyaTKH Tpaduaeckoro n300pakeHus 3KpaHa (CKPUHIIOT) HHTSPHET-
CTpaHUIIBI OPUIMATHHOTO CaliTa PETyIATOPHOTO OPraHa B rI00aJbHOI KOMIBIOTEPHOU ceTu HTepHET
1 COMPOBOXKIATHCS MIEPEBOIOM Ha OCIOPYCCKHIA WM PYCCKHUU S3bIK (BEPHOCTh NIEPEBOJIA HITH MOJTMHHOCTh
MOJIITMCH TICPEBOYMKA JOJDKHA OBITH 3aBEpEHA JICPKATEIIEM PETHCTPALMOHHOTO yIOCTOBEPCHHUS (3asIBUTEIICM,
MpOU3BOIUTENIEM) (YHOTHOMOYCHHBIM JIHIIOM). CpPOK M3rOTOBJICHUS paclieyaTku He OJDKEH ObITh Oouiee 3
MECSIIICB CO JHSI IPECTABICHUS JOKYMCHTOB

3.4  |MUeH3WS WK UHOW TOKYMEHT, BBITAHHBIN ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATH TPCOOBAHMSM, YCTAHOBJICHHBIM B MOAMYHKTE 1.5 myHKTa 1 B ICEMCHHOM BUJIC

YIIOJTHOMOYEHHBIM OPTaHOM CTpaHbl IPOU3BOACTBA
M TIPETOCTABIISIOIINI IPaBO MPOM3BOJICTBA, JINOO
nH(pOpMans ¢ OPHUIIHATEHOTO calTa
PETYIATOPHOTO OpraHa B II00aIbHOM
KOMIIbIOTEpHOM ceTu MHTepHeT, moaTBepx)aaroas
HamM4Yue ACHCTBYIOUIEH JTUIICH3UH UII HHOTO

ﬂeﬁCTByIOHleFO JJIOKYMCHTA, BBIJAHHOI'O

HACTOALICTO MPUIIOKCHUA

I B 3JICKTPOHHOM
1 MMCbMCHHOM BHIC
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YTIOJTHOMOYEHHBIM OpPraHOM CTPaHbI IPONU3BOJICTBA
M TIPEOCTaBIIAIONIEro MPaBo MIPOU3BOACTBA

(U1 CTpaTernyecKoro mpenapara 3apy0oexHoro
[IPOM3BOJICTBA)

3.5

IMefcTBYOIUI JOKYMEHT, yI0CTOBEPSIOIIUI
[IPOM3BOJICTBO CTPATETHYECKOT0 Npenapara

B ycnoBusix Haanexaien mpou3BoCTBEHHON
MPAaKTUKH, BBIIAHHBIA YIIOTHOMOYEHHBIM OPTaHOM
CTpaHBI IPOM3BOJICTBA CTPATETHUECKOTO TpenapaTa
(IUT KaXKIOTO YYIaCTHHUKA MIPOM3BOCTBA
CTpaTerudeckoro mpermapara), Iu00 pacredaTka
rpaduyeckoro n300paskeHus IKpaHa (CKPUHILIOT)
MHTEPHET-CTPaHULbI OPUIMATIBHOTO CaliTa
[PEryJIATOPHOTO OpraHa CTpaHbl IIPOU3BOJICTBA
CTpaTern4eckoro mnpenapara B riio0abHOM
KOMITBIOTEpHOM ceTn MIHTepHeT, coaeprkamnias
mH(pOpMaLHUIO O ISHCTBYIOIIEM TOKYMEHTE,

[V IOCTOBEPSAIOIIEM ITPOU3BOJICTBO CTPATETHUECKOTO
npemnapara B ycioBusx Hannexarieit
MIPOU3BOJICTBEHHON MPAKTHUKH, BBIIAHHOM
[YIIOJTHOMOYECHHBIM OPTaHOM CTpaHBI POHU3BOICTBA
CTpaTerndecKoro mpemnapara (Uil CTPaTermdecKoro
MpemnapaTa 3apy0eKHOTO IPOU3BOJICTBA)

HMOKYMCHT JOJI’KCH COOTBECTCTBOBATH Tpe60BaHI/I$IM, YCTaHOBJICHHBIM B IMOAITYHKTEC 2.5 IIYHKTa 2 HaACTOAICTO
MPUIIOKCHUA

B IMCbMCHHOM BUJIC
NI B 3JICKTPOHHOM
1 MNCbMCHHOM BHIC

3.6

IMeKIapanys AepxKaTels perUCTPALOHHOTO
YIOCTOBEPEHHS O TOM, YTO B IPEACTaBICHHON
cornacHoO NOAMyHKTY 3.17 HacTosIIero myHKTa
kormu nocke B popmare OT/] orcyTcTBYIOT
OTIMUUS OT PETUCTPAL[IOHHOTO 10ChE,
HAXOAALIET0Cs Y YIOJIHOMOUYEHHOTIO OpraHa 0HOTO
13 3apyOeKHBIX rOCYJapCTB, YKa3aHHBIX B ab3ale
BTOpOM 4acTy niepBoii myHkTa 11 TTonoxenus, nimm
ynosiHoMo4eHHoro opraHa EC, nmn
yrmostHomo4deHHoro oprana KHP, unun BO3,

3a MCKIIFOUCHUEM OTIHYHS AepKaTels
[PETHUCTPAIIIOHHOTO YAOCTOBEPEHUS

Ha cTparernieckuii npenapar B PecryOinke
benapychb 0T AepkaTens perucTpaiOHHOTO
YIOCTOBEPEHHS B OJJHOM U3 F'OCYAAPCTB, YKa3aHHBIX
B ab3arie BTOPOM 4acTH NepBoii myHkTa 11
[Monoxxenus, m160 B EC, 1160 B yHOIHOMOYEHHOM
oprane KHP, u6o npu npoxoxxaenuu
CTpaTern4ecKiuM NpenapaToM IpOrpaMMBbl
npexBamudukanuy BO3

IMOKyMEHT IPEICTABIIETCS B IPOU3BOIBHON (hopMe Ha OEIOPYCCKOM, PyCCKOM WITH aHTJIMHCKOM SI3bIKaX.

B nexnapanuu JommKeH ObITh YKa3aH yIOJHOMOYEHHBIA OpraH, KOTOPBIM BbIaH JOKYMEHT, IPEJICTABICHHbIH
COrJIacHO MOAIYHKTY 3.3 HacTosiuero nyHkTa (;in6o BO3 B ciyuae npeacTaBiIeHUs COTJIACHO MOJITYHKTY 3.3
HACTOSIIET0 MyHKTa HH(popMauny ¢ opuunaisHoro caira BO3 B ri06ansHON KOMIBIOTEPHOI ceTh
MHTepHeT, MoATBEp)KAaIoNIel TPOX0KAECHHE CTPATErHUECKUM IPENnapaToM MporpaMMbl PEeKBaIH(UKAINT
BO3).

/IOKyMEHT, COCTaBJICHHBIH HA aHTJIMHCKOM SI3BIKE, IOJDKEH COIPOBOKIATHCS IIEPEBOJIOM Ha OCJIOPYCCKHUN HITH
PYCCKHI SI3BIK (BEPHOCTH MEPEBOAA MIIH MOJIHHHOCTD MOJNNCH NEPEBOAYHNKA JOJIKHA OBITH 3aBEpEHa
meprkaTesieM PEeTUCTPAIIMOHHOTO YAOCTOBEPEHUS (3asIBUTEIIEM, TIPONU3BOAUTENIEM) (YIIOTHOMOYCHHBIM JTUI[OM )

B IMCbMCHHOM BHJC
NI B 3JICKTPOHHOM
1 IIMCbMCHHOM BUC

3.7

ITOKYMEHT AeprKaTelss PeruCTPaluOHHOTO
[YIOCTOBEPEHUS O TIepeiade CBOUX MPaB HHOMY
ImepIKaTeo, BKIOYas MPpaBa Ha H3MCHEHHE

ITOKYMEHT TPEICTABIISIETCS B IPOU3BOJIBHON (hopMe Ha OEIOPYCCKOM, PYCCKOM WITH aHTJIMHCKOM SI3bIKAX.
B mokyMeHTe I0JDKEeH ObITh YKa3aH yIOJHOMOYEHHBIH OpPraH, KOTOPbIM BbIAAH JOKYMEHT, PEICTaBICHHbIH
COTJIACHO MOJMYHKTY 3.3 HACTOSIIETO IMyHKTA.

B IIMCbMCHHOM BHJC
MJIA B DJICKTPOHHOM
1 MNCbMCHHOM BHIC
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TOPrOBOTO HAMMEHOBAHUS CTPATErMYECKOT0
npenapara win 0e3 npaBa Ha U3MEHEHHE TOPTOBOTO
HaMMEHOBAHUS CTPATErMYECKOro Npenapara, —

B Clly4dae OTJIMYUS JepKaTeis perucTpanuoHHOTO
yIOCTOBEPEHHMS Ha CTPAaTErHUECKUI TpenapaT

B Pecrrybnmuke benapych ot gepxarens
[PETUCTPAIMOHHOTO YAOCTOBEPEHHS B OJTHOM

M3 TOCYJapCTB, yKa3aHHBIX B a03alle BTOPOM 4acTh
nepBoii myHkTa 11 TTonoxenwus, muoo B EC, mu6o

B ynoaHoMoueHHOM oprane KHP, n1ubo mpu
[POXOXKJICHUHU CTPATErMYECKUM IpernapaTom
nporpammsl npekBaudukanu BO3

I[OKyMeHT, COCTaBJICHHBIM Ha aHTIUACKOM SA3BIKE, JOJKCH COIMPOBOXKAATLCA IIEPEBOJAOM Ha 6€H0py0CKHﬁ nim
pYCCKI/Iﬁ SA3BIK (BepHOCTL nepeBoJa Wi NOoJJIMHHOCTD MOANUCH NEPEBOAUMNKA JOJ’KHA OBITH 3aBCpCHa
LCPIKATCIICM PETrUCTPAITUOHHOI'0 YAOCTOBEPCHUA (SaﬂBI/ITeHeM, l'IpOI/ISBOZlI/ITeJ'IeM) (yHOJ’IHOMO‘IeHHLIM J'II/IIIOM)

3.8  |HOKYMEHT MPOU3BOAUTENS, OCYLIECTBISIOIETO ITOKYMEHT IPEJICTaBISIETCS B IPON3BOJIBHON (popMe Ha OEIOPYCCKOM, PyCCKOM WIIM aHIJIMHCKOM SI3bIKaXx. B IIMCHbMEHHOM BHJIE
BbIJaYy pa3pelIeHHs Ha BBIITYCK CTPATETHUECKOro |B goKkyMeHTe OKeH ObITh YKa3aH yIOJHOMOYEHHBIH OpraH, KOTOPbIM BbIAAH JOKYMEHT, IPEICTABICHHbBIH |MJIN B QJICKTPOHHOM
mpenapara, o AeJIerupoBaHny (PyHKLUH COTJIACHO MOAMYHKTY 3.3 HaCTOSILEro MMyHKTA. U MICbMEHHOM BHJIE
[0 OCYIIECTBJICHHUIO BBIIAYH Pa3pEIICHUs /IOKyMEHT, COCTaBJICHHBIH HA aHTJIMHCKOM SI3BIKE, IOJDKEH COMPOBOKIATHCS IIEPEBOJIOM Ha OCJIOPYCCKHUN HITH
Ha BBIITYCK CTPATETHUECKOro mpemnapara [PYCCKHH SI3bIK (BEPHOCTH MEPEBOAA MIIM NOJIMHHOCTD MOJIMCH NEPEBOAYHMKA J0JDKHA OBITh 3aBEpeHa
st Pecrry6miku benapycs oqaOMy Imep>kaTesIeM peruCTPAOHHOTO YJOCTOBEPEHU (3asIBUTEIIEM, IPOU3BOIUTENEM) (YIOITHOMOYEHHBIM JIHIIOM)

13 TIPOU3BOJUTEIICH CTPATETNIECKOTO TIpenapaTta,
YKa3aHHBIX B JIOKYMEHTE, IIPEICTaBICHHOM
B IMOAITyHKTE 3.3 HACTOSAIIEro MyHKTA, — B CITydae
OTINYHS TPOU3BOJUTEIS, OCYIECTBIISIONIETO
BBIJAYy pa3pelIeHNs Ha BBITYCK CTPATETHUECKOTO
npenapara juisi Pecnyonuku benapych
OT MPOU3BOIUTENS, OCYIIECTBIIAIOLIETO BBIAATY
[pa3pelleHns Ha BBIIIYCK B OAHOM U3 FOCYIapCTB
EC, yka3aHHbIX B a03a1e BTOPOM YacTu IEPBOH
myHkTa 11 TTonoxxeHus, ¥ paconoKeHHOTO
B oHOM U3 rocynapctB EC, yka3zaHHBIX B ab3are
BTOpOoM 4acTy nepBoi myHKTa 11 [Tonoxenus
3.9  |mpoext OXJIIT mpoekt OXJIIT moymkeH COOTBETCTBOBATH TPEOOBAHMSIM, YCTAHOBICHHBIM B TTONMyHKTE 1.8 myHKTa 1 B TUCHMEHHOM BHIE
HACTOSIIIETO MPUIOKCHUS WU B DJICKTPOHHOM
W TNCbMEHHOM BHUJIE
3.10  [IPOEKT MHCTPYKIMHU 110 MEAUIIMHCKOMY MPOEKT MHCTPYKIMH 10 MEAUIIMHCKOMY MPUMEHEHHIO (JMCTKA-BKIIAbIIIA) JOJDKEH COOTBETCTBOBATh B IINCHbMEHHOM BHIE
MIPUMEHEHHUIO (JIMCTKA-BKJIAbIIIA) TpeOOBaHUSIM, YCTAHOBJICHHBIM B HOAITYHKTE 1.9 myHKTa | HACTOSIIETO MPUIIOKCHUS WU B DJICKTPOHHOM
W TNCbMEHHOM BHUJIE
3.11 |OXJIII, ono6pennas (coriacoBaHHas) IMMTOKYMEHT JOJKEH COOTBETCTBOBATh TPEOOBAHUSM, YCTAHOBJICHHBIM B MOANMYHKTE 2.9 TyHKTa 2 HACTOSIIETO [B MUCHMEHHOM BHIIE
YIIOJIHOMOYEHHBIM OPTaHOM OJHOTO MPUITOKEHUS. WK B 2JIEKTPOHHOM BHUJIE
13 3apyOesKHBIX rOCYJapcTB, YKa3aHHBIX B a03ame  |[IOKyMeHT J0JDKeH ObITh 0J0OpeH (COoriacoBaH) YIOJIHOMOYEHHBIM OPIaHOM, KOTOPBIM BBIJIaH JOKYMEHT,
BTOpPOM 4acTH nepBoi myHkra 11 ITonokeHust, WK [IpeACTaBICHHBIN COTIACHO MOAIYHKTY 3.3 HaCTOAIIEro MyHKTa, 1100 o100peH (coriacoan) BO3 B ciryuae
ynonHoMoueHHbIM opradoM EC, unu BO3, unu MpE/ICTaBICHUS COTIACHO NOITYHKTY 3.3 HAcTOSIIEro IyHKTa nHdopMmaunu ¢ opuumaisHoro caiira BO3
yrosHoMo4eHHbIM opranoM KHP B TJ100aJIHOIM KOMITBIOTEPHOH ceTn MIHTepHeT, MOATBEPKIAIOIIEeH TPOX0XKICHUE CTPATEIrNIECKUM
npenaparoM nporpaMmsl npekpaiugukanna BO3
3.12  MHCTpYyKIMS MO MEAULUHCKOMY NIPUMEHEHHIO MHCTPYKIHS 110 MEIUIIMHCKOMY NPUMEHEHHUIO (JINCTOK-BKJIA/IBIII) JIOJDKHA COOTBETCTBOBATH TPEOOBAHUSIM, B IMCHMEHHOM BHJIE

(JTMCTOK-BKIIQIBINT), 00OpeHHAs (COTIacOBaHHAs)

TIOJTHOMOYCHHBIM OPraHoM OJTHOI'O

[YCTAaHOBJICHHBIM B MTOAMYyHKTE 2.10 MyHKTa 2 HACTOSIIETO MPUIIOKCHHSL.

IMHCTPYKIHSI 0 METUIMHCKOMY MMPUMEHESHHIO (JTMCTOK-BKJIAJIBINT) TOJKHA OBITh 0100peHa (coryiacoBaHa)

I B DJICKTPOHHOM BHUIC
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13 3apyOeKHBIX rOCYJapCTB, YKa3aHHBIX B ab3ale
BTOpOM 4acTu nepBoit myHkTa 11 Ionoxenus, umu
ynosHoMoueHHbIM opranom EC, nuinu BO3, nnu
yIonHoMo4eHHbIM opranoM KHP

[YIIOJTHOMOYEHHBIM OPTaHOM, KOTOPBIM BbIJaH JOKYMEHT, IPEICTABICHHBII COrMacHO MOAMYHKTY 3.3
HaCTOSIIIEr0 MyHKTa, JIN00 oo0pena (coryacoBana) BO3 B ciyyae npeacTaBieHns COMIACHO MOAIMYHKTY 3.3
HACTOSIIIEr0 MyHKTa HH(popMauuu ¢ opuunaisHoro caita BO3 B ri06ansHON KOMIBIOTEPHOI ceTr
MHTepHeT, MoATBEp)KAaoNIel IPOX0KAECHHE CTPATErHUECKUM IPEnapaToM IMporpaMMbl MPEKBaTH(UKALNT
BO3

3.13  |MaKeThl MEPBUYHON M BTOPHYHOU YIIAKOBOK MaKEThI IIEPBUYHON U BTOPUYHOM YIIAKOBOK (IIPOMEKYTOUYHOH YITAKOBKY — MIPU €€ HAUYIHH) TOJKHBI B IICEMCHHOM BUJIC
(IpOMEXXyTOYHOM YIAKOBKH — IIPH €€ HAJTHINH) COOTBETCTBOBATH TPEOOBAHMAM, YCTAHOBIECHHBIM B moayHKTe 1.10 myHKTa | HacTosImIero npuiokeHus. s MM B 3JICKTPOHHOM
CTpaTETHUECKOTO IIpenapaTa TPaIUIIHOHHON KUTaHCKOW MEAUIIMHBI B MAPKUPOBKE BTOPUIHOHN YIAKOBKH W INCEMEHHOM BHJIC
ITOTIOTHUTENHLHO YKa3biBaeTcs dpasza «[IpenapaTt TpaJuIiMOHHOW KUTaWCKOW MEIUITMHBD)
3.14  |1OKyMEHT IPOM3BOANTENS, BKIIOYAIOIINI CBECHHUS [TOKYMEHT JOJDKEH COOTBETCTBOBATh TPEOOBAHMAM, yCTAHOBICHHBIM B TOAIyHKTE 1.14 myHKTa 1 HaCTOSIIETO [B MICEMEHHOM BHIE
0 cocTaBe CTPaTEermyecKoro mpenapaTa MPHIOKCHUS VI B 3JICKTPOHHOM
W INCEMEHHOM BHJIC
3.15 |mpoeKT HOPMaTHUBHOTO JOKYMEHTa IO Ka4eCTBY ITOKYMEHTHI JOJDKHBI COOTBETCTBOBATH TPEOOBAHMSAM, YCTAHOBICHHBIM B rmoanmyHKTe 1.18 myHkTa 1 MPOEKT HOPMATHBHOTO
M IOKyMEHT MPOU3BOJIUTEIIS IO KOHTPOJIEO KAYSCTBAHACTOSIIETO MPUITOKCHUS ITOKYMEHTA 110 Ka4eCTBY —
CTpaTeru4eckoro mnpemnapara B ICEMCHHOM BUJIC
WA B 3JICKTPOHHOM
M MIUCHMCHHOM BHJIC;,
ITOKYMEHT TPOU3BOIUTEIS
[0 KOHTPOJIIO KaYyecTBa
CTPaTETHIECKOTO
mpernapaTa —
B TIIICEMEHHOM BHJIE
WM B DJICKTPOHHOM BHJIE
3.16 PBaKITIOYUTETHHBIIN SKCIEPTHBIN OTYET (IKCHEPTHOE |TOKYMEHTHI IIPEJICTABIIAIOTCS B BUJE 3aBEPCHHBIX JIepKaTeNIeM PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS B TIIICEMEHHOM BHJIE
BaKIIIOYECHHNE) IT0 OIICHKE CTPATETHIECKOTO (3asBUTEIICM, TIPOM3BOJUTEIIEM) KOTIHI TOKYMEHTOB C IIEPEBOIOM Ha OEIOPYCCKHH I PYCCKHUH S3BIK VI B 3JICKTPOHHOM BHJIE
MpernapaTa, BEIIAaHHBIH YIOJTHOMOYEHHBIM OPTaHOM |(BEPHOCTH IEPEBOa WIIH OUTMHHOCTH ITOAIICH NIEPEeBOTIHNKA JOJDKHA OBITH 3aBepeHa JiepKaTeIeM
0JTHOTO U3 3apyOCIKHBIX TOCYAPCTB, YKA3aHHBIX  [PETUCTPAIIMOHHOTO YAOCTOBEPCHHUS (3asBUTEIICM, IPOU3BOIUTENICM) (YIOJTHOMOYCHHBIM JIUIIOM).
B a03arie BTOPOM YacTH MepBOi myHKTa 11 DKCIIEPTHBINA OTYET JOJDKCH COJIEPKATh aHAJIM3 TAaHHBIX M0 KAYeCTBY, 0€30MacHOCTH U 3()h(HEKTUBHOCTH
[TonmoxeHus, Wi YHOJTHOMOYCHHBIM opranoM EC ¢ 3aKIFOYUTENFHON OICHKON COOTHOIICHHUS TIOJIB3bl U PUCKA CTPATETHYECKOTO Mpernapara.
(Ianee — IKCIEPTHBIA OTYET), a TAK)KE NEPEUYCHb  [JIKCICPTHBIC OTYCTHI JOJKHBI OBITh BBIJAHBI YIIOJTHOMOUYCHHBIM OPIaHOM, KOTOPBIM BBIJIAH JOKYMEHT,
BCEX M3MCHCHHM, BHECCHHBIX B PETHCTPALMOHHOE  [IPEJCTABICHHBIN COINIACHO MOAIMYHKTY 3.3 HACTOSINEro MyHKTa, 00 BeiAanbl BO3 B ciyyae mpeacTaBicHUs
IMOChE CTPATETHIECKOTO Mpemapara ¢ MOMEHTA €0  [COTJIACHO MOAMYHKTY 3.3 HACTOSIIETro MyHKTa nH(popManuu ¢ odunuaasHoro caiita BO3 B riobansHOM
TOCYIapCTBEHHOM PETUCTPAIMU M SKCIICPTHEHIE KOMITBIOTEPHOI1 ceTn VIHTepHET, HOATBEP K AArOIeii MPOX0XKICHHE CTPATETHIECKUM MPETIapaToM MPOrpaMMBI
OTYETHI IT0 BCEM YTBEPKICHHBIM U3MEHEHUsIM, JInOo[mpekBamudukanun BO3/PQT.
PKCTIIEPTHBIN OTUET, aKTYaJbHBIN Ha ATy MOAAYN
IMTOKYMEHTOB, JIN00 0TUeT (0T4ETHI) dKcriepToB BO3
IO OIIEHKE CTPATETrMYECKOro ImpernapaTa B paMKax
nporpammsl pekBamdukanun BO3 (BO3/PQT),
ITOKYMEHTBI 000 BCeX M3MEHCHHUSIX U JCHCTBUSIX,
npeanpusteix BO3/PQT, nocne
peKBaTU(HUKAIIMY CTPATETHYSCKOTO penapaTa
3.17 |komus IUIaHA yNpaBJICHUS PUCKAMH, OJJOOPEHHOTO |TOKYMEHT MPEJCTABISCTCS B BUJIC 3aBEPECHHOM JICPIKATEIICM PETUCTPALIMOHHOTO YAOCTOBEPEHUS (3asBUTEIIEM, [B IMCHMECHHOM BH/IC

(COFHaCOBaHHOI‘O) YHOOJIHOMOYCHHBIM OpTraHOM
(OJTHOT'O M3 3apy6e>KHI,1x rocyaapcCTB, YKa3aHHbIX

B ab3alle BTOPOM YacTH MepBoi myHkTa 11

l'IpOI/ISBO[lI/ITGJ'IeM) KOIIMHU € NEPEeBOJAOM Ha 6€H0py0CKHﬁ nin pyCCKI/Iﬁ SA3BIK (BepHOCTL nepesoja nuin
MOJAJTMHHOCTD MOAIUCH IMEPEBOAUMKA NJOJKHA OBITH 3aBCPCHa ACPKATCIIEM PECTUCTPALIUOHHOT'O

JIOCTOBEPEHHUS (3asIBUTEIIEM, IPOU3BOAUTENEM) (YIIOJHOMOYEHHBIM JIUIIOM )

I B 3JICKTPOHHOM BUIC
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[Monoxxenwus, 1100 ynoaHOMOYEHHBIM opranoM EC
(pu HaNTAY¥H)

3.18

korus ocke B popmate OT/I.

B cnyyae HEBO3MOXKHOCTHU MPEJCTABICHUS KOITUU
imocke B popmare OTJl Ha cTpaTermyecKuii
pernapaT TPaAULMOHHONW KUTACKON MEIULIMHBI
MPEICTaBIIOTCA:

ITOKYMEHTBHI IT0 KOHTPOITIO Ka4eCTBa aKTUBHBIX
(bapMareBTHUECKUX CyOCTaHIIHIA

M BCTIOMOTaTeNLHBIX BeMIecTB (MOHOTpaduu

n3 papmakonen Kuraiickoit Hapomnoii Pecrrybmuku
MM TOKYMEHTBI IPOU3BOAUTENSI CTPATErNYECKOTO
pernapaTa TPaAULMOHHOW KUTaWCKONW MEAULIMHBI
[pU OTCYTCTBUHM MOHOTpaduu B (hapMakoree
Kuratickoit HaponHoit Pecry0mimkn);

ITOKYMEHTEI, TOJITBEPKAAIOIINE KAYeCTBO AKTUBHBIX|
(hapMaLeBTHYECKUX CyOCTaHIMH

M BCTIOMOT'aTeIbHBIX BEIIECTB;

ITOKYMEHTBI IPON3BOANUTEIIS, BKITIOYAIOIIHE
oTHcaHIe IMpoIlecca MPOU3BOICTBA
CTpaTernaeckoro mpenapara TpaguHoOHHON
KUTalCKOW MEIMILIUHBI, KPATKYIO CXEMY
MIPOU3BOJICTBA, IPOM3BOJICTBCHHYIO (popMyITy,
00BEM MIPOMBIIICHHOMN CEPHH, OTYET IO BATUIAIIH
Mporecca MPOU3BOJACTBA (IPU HAINYWH);

OTYETHI [0 BATUIAIMH METOAUK KOHTPOJIS KauecTBa
CTpaTeruuecKoro mnpemnapaTa TpaauluOHHON
KUTAMCKOM MEIUIIUHBL,

ITOKYMEHTHI (Crenu(pUKAIUK) TI0 KOHTPOJIIO
KadecTBa MaTEPHajIOB IEPBUIHON yITaKOBKH
(KOMIIOHEHTOB MEPBUYHOHN YITAKOBKH )

M JTOKYMEHTBHI, IIOATBEPKAAIOIIIE, 9TO MAaTePHAIIBI
MEPBUYHOHN YIaKOBKH (KOMITOHEHTHI IEPBUIHON
[YIAKOBKH) IPUTOIHBI K NCTIOIH30BAHUIO

TS yITAKOBKY CTPATETHUYSCKOro mpernapaTa
TPaAULIMOHHON KUTAHCKON MEIULIUHBI,

ITOKYMEHTBI IPOU3BOAUTEIIS IO UCCIIEJOBAHUIO
CTaOMIIBHOCTH CTPATErHYCCKOro Tpernapara
TPaAMLIMOHHON KUTAHCKON MeIULIUHBI

MPCACTABJIACTCA B 3JICKTPOHHOM BUAC Ha 66J’I0pyCCKOM, WA pyCCKOM, WIN AHTJIMICKOM SI3BIKE

B 3JICKTPOHHOM BUJEC

3.19

ITOKYMEHTBI POU3BOAUTEIIS, TIOATBEPKIAFOIIUC
KauyecTBO OJIHOM cepuu GapMarieBTUIeCKO
cyOcTaniuu (papMalieBTHIeCKuX cyOCTaHIni)

HMOKYMCHTBI JOJI?KHBI COOTBETCTBOBATH Tpe60BaHI/I${M, YCTaHOBJICHHBIM B IOAITYHKTEC 1.21 IIYHKTa 1
HACTOALICTO MPUIIOKCHUA

B IMCbMCHHOM BUJIC
NI B 3JICKTPOHHOM BUAC

[TpenBapuTenpHBIE TEXHHYECKHE PAOOTHI, IPEANIECTBYIOMINE BHECEHUIO H3MCHEHHI B PETUCTPAIMOHHOE JOCKE Ha CTPATETHYSCKHUIl ITperapar

4.1

(JTHCTOK-BKJIQIBITI):

IMPpU BHCCCHUU HOBOI'O MOKa3aHUA U (I/IJ'II/I) HOBOI'O CIIoco0a MMPUMCHCHUSA (BBGL[CHI/IH) B 06IIIyIO XapaKTCPUCTUKY CTPATECTUUCCKOT'O IperiapaTta, MHCTPYKIHIO MO MEAUIUHCKOMY ITPUMCHCHUTIO
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4.1.1

3asBJICHHUC

BasiBJIEHHE JOJDKHO COZIEPIKaTh CIEIYIOIYI0 HHPOPMAIHIO:

HAMMCHOBAHUE M MECTO HAXOXICHUS JICPKATENS PETUCTPALIMOHHOTO YIOCTOBEPEHHSI, 3asIBUTEIIS,
MPOU3BOIUTENS (IPOU3BOIUTENICH) CTPATErMYSCKOTO TIpenapaTa, B TOM YUCIIE MPOU3BOAUTEIS,
OCYIIECTBIISIOIIETO MPOU3BOJICTBO HepacdacoBaHHoM npoaykuuu (bulk product), ocymecTsisiomero
(bacoBKy ¥ (WJIN) YIIAKOBKY, OCYIIECTBIISFONIETO KOHTPOIb KA4eCTBA, OCYIIECTBISIONICTO BhIIAYy Pa3pelICHUs
Ha BBIITYCK CTPATETHUECKOTO MpenapaTa, a TakyKe HHBIX YYaCTHHKOB MIPOM3BOJICTBA CTPATETHIECKOTO
mpernapaTa ¢ yKa3aHneM BHa padoT;

HAMMEHOBAHNE M MECTO HAXO0XICHHS ITPOMU3BONTENS (hapMarleBTHIEeCKOil cyOcTaHINY;

TOPrOBOE HAMMEHOBAHHUE JIEKAPCTBEHHOTO IIpeTapara;

MEXXKIyHApOJIHOE HETIATCHTOBAaHHOE HAUMEHOBAHHE (B CIIydae OTCYTCTBHS MEXIyHAPOIHOTO
HCITATCHTOBAHHOTO HAMMCHOBAHMUSI YKA3bIBACTCS OOMICTIPUHITOE (TPYNITUPOBOYHOC) HAMMEHOBAHUE, HAYYHOE
(XMMHYECKO€E) HAUMEHOBAHHUE);

cocTaB JICKapCTBEHHOTO Mpernapara (¢ yKa3aHHEM HAaMMCHOBAHUSI M KOJTMYECTBA JICHCTBYFOIIUX

1 BCIIOMOTATEIBHBIX BEIIECTB);

mekapcTBeHHAs (popMa C YKa3aHUEM JTO3HPOBKH JICHCTBYOIIETO BEIIECTBA (IS OJTHOKOMIIOHEHTHOTO WJIH
ITBYXKOMITOHEHTHOT'O JICKAPCTBEHHOTO TIpenapara);

CTaHIapTHAs yIIaKoBKa (TIepBUYHAs, BTOPUYHAS, TPOMEKYTOTHAS, IPH HAIWYHN) C yKa3aHUEM KOJMYECTBa
03 B yIakoBKe (YKa3bIBAC€TCS MaTepHal MEPBUIHON YIAKOBKH (TUICHKA ITOJMBUHIUIXJIOPHIHAS, A TIOMHHUEBAS
(bosbra u Ipyroi MaTepuan);

mHpopManys o popme BrITycka HepachacoBanHou npoaykiwn (bulk product) (mpu Hanmuum) (BUJ yIIaKOBKH
1 KOJIMYECTBO B yIakoBKe HepachacoBanHoU nmpoaykuu (bulk product);

BUI IEPBUYHON YIaKOBKH (aMITyJIbl, (hJTaKOHBI, KOHTYPHAS SYEHKOBAas YIIAKOBKA U IPYTOH BHI), KOJINIECTBO
CIMHUII MPOAYKINYU B IIEPBUYHOMN YIIAKOBKE, BTOPUYHAS W, TIPU HAJTHMYHUH, IPOMEKYTOUHAS YIIAKOBKA,
KOJIMYECTBO MEPBUYHBIX YIIAKOBOK BO BTOPUYHOH (IIPOMEKYTOUHON) YIIAKOBKE, HH(POPMAIUS O HATHIUN
MOTJIOTUTEIIS BJIArH, JIUCTKA-BKIABIIIA (HHCTPYKIMH [0 MEAUIUHCKOMY MPUMEHEHHUIO ), KOMIUICKTHOCTH
(Wrna, KaneabHHUIA, MEPHAS JIOXKKA U APYrasi KOMIUICKTHOCTH);

crioco0 MPUMEHEHUS JICKApCTBCHHOTO Mpenapara (BHyTpEeHHEES, HapYKHOE, IJIs TAPCHTEPAIbHOTO BBEICHUS
W Ipyroi croco0 MpUMEeHEHHs);

(hapmakoTepaneBTHIEeCKas TPYIIIa, KOJI aHATOMO-TepaleBTHIESCKO-XUMUIEeCKO# Kitaccupukammu (kox ATX);
KaTeropus (OpUrHHAIBHBIN, BOCIIPOU3BEICHHBIH (T€HEPUK), THOPUIHBINA, OMOAHATOTHYHBIN) U BUJT
(pamuodapMarieBTHIeCKHil, OMOTOTHIECKUH, IMMYHOJIOTHIECKUH, BAKITMHA, TOMEOTIaTHYECKAN
IMeKapCTBEHHBIN MperapaT, paCTUTENIbHbBIN, JIEKAPCTBEHHBIN MTpenapar TPaagullMOHHON KUTalCKOW MEeIUINHBI,
MHOM BHJI) CTPATETHIECKOTO Mperapara;

CPOK T'OZIHOCTH;

[YCITOBHSI XpPAHCHUS;

[pa3aenbl PErHCTPAIMOHHOTO 0ChE, B KOTOPHIC BHOCSATCS H3MEHEHHS (COCTaB, MApKUPOBKA, YIIAKOBKA

W IPYTHE Pa3Jelibl);

MH(OpMALMIO O TOM, YTO JIep>KaTellb PErHCTPAllMOHHOTO YI0CTOBEpEHH s OepeT Ha ce0sl OTBETCTBEHHOCTh

3a 3 peKkTHBHOCTH, 6E30IIaCHOCTh M KAYECTBO CTPATEIMYECKOro Npernapara;

MHQOPMALIMIO O TOM, YTO AEP)KaTeNb PETUCTPAIIIOHHOTO YIOCTOBEPECHNUS (3aIBUTEINb) TapaHTHPYET
ITOCTOBEPHOCTH WHPOPMAIINH, COAEPIKAIIEHCS B PETUCTPAIMOHHOM JOChE, YTO BCE KOIMH JOKYMEHTOB,
MPEICTAaBICHHBIC B COCTABE PETUCTPALIMOHHOTO JOCKHE, TOTHOCTHIO COOTBETCTBYIOT OPUTHHAIEHBIM
ITOKYMEHTaM, a UX IepeBOBI (€CIIH IPUMEHNMO) SBIISIOTCS BEPHBIMH, M YTO IIpaBa TPETbel CTOPOHEI,
BaIMICHHO} MaTeHTOM, HE HApYIIAIOTCS B CBSA3M C BHECEHHEM N3MEHEHUH B PETUCTPAIIIOHHOE T0CHE

Ha CTpaTerMIeCKUN Ipenapar;

B IMCbMCHHOM BUJIC
NI B 3JICKTPOHHOM
1 IIMCbMCHHOM BUC

CBCIACHHA O KOHTAKTHOM JIMIIC (HpI/I €ro HaHI/I‘II/II/I), €ro MCCTC HAXOXACHMU, Teﬂeq)OH.
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3asiBIiCHHE MPEACTABIICTCS Ha (PUPMEHHOM OJaHKE 3asBUTEIIS WU ICPIKATEIIS PETUCTPAI[IOHHOTO
YIOCTOBEPEHHUSI, TIOIIICHIBACTCS YIIOJTHOMOUYCHHBIM JIMIIOM 3asiBUTEIIS WK JACPIKATEIS PErHCTPAIUOHHOTO
YIOCTOBEPEHHUSI C YKa3aHUEM €T0 JODKHOCTH CIyXKaliero, (haMITUK, COOCTBEHHOTO UMECHH, OTYCCTBA (SCITU
[TAKOBOE MMEETCS)

4.1.2 |IOKYMCHT, MOATBEPIKAAIOLIHIA, YTO 3asIBUTEIIb ITOKYMEHT JOJDKEH COOTBETCTBOBATH TPEOOBAHMSIM, YCTAHOBJICHHBIM B MOANMYHKTE 1.2 MyHKTa | HACTOSINETO |B MUCHMEHHOM BHJIC
(ropunmyeckoe o Pecyonuku benapyce, MPHIOKCHUS WA B 3JICKTPOHHOM
MHAWBUAIYANbHBIA TIPEANPHHUMATEb, W INCEMEHHOM BHJIC
BaperucTpupoBaHHbIii B Pecrryonuke benapych,

MHOCTPaHHOE IOPUIMYECKOE JINI0, HHOCTPaHHAS
OpraHn3aIus, Co3/1aHHbIE B COOTBETCTBHU

C 3aKOHOaTEILCTBOM MHOCTPAHHBIX TOCYIAPCTB)
SIBIISICTCS OPUIIMATEHBIM NPEACTABUTEICM
ImepKaTessi PErUCTPAIIMOHHOTO YIOCTOBEPEHUS
Ha CTpaTermyYecKuii mpenapar

4.1.3 |000CHOBaHHME BHOCUMOI'O M3MCHEHUS C yKa3aHHEM [00O0CHOBAHHE JIOJKHO COACPKATh HH(POPMAIIHIO O CYTH U LIEIeCO00Pa3HOCTH BHOCHMOTO U3MCHEHHS B ICEMCHHOM BUJIC
pasaenoB OXJII v MHCTPYKIMK IO METUIIMHCKOMY |M TIPEACTABIISICTCS. B BUJIC TAONUIIBI «CTapas PEAaKIUs U HOBas PeIAKIUsD WK B 3JICKTPOHHOM
pUMEHECHUIO (JIMCTKA-BKIIA/IBIINIA), B KOTOPHIC W MIUCHMCHHOM BHJIC
BHOCSITCSI HK3MCHCHUS

4.1.4 mpoext OXJIII npoekt OXJIIT nomkeH cOOTBETCTBOBATh TPEOOBAHUSIM MOAITYHKTA 1.8 IMyHKTa | HACTOSIIEro NPUIOKEHHUST B IMCHMEHHOM BHJIE

VI B 3JICKTPOHHOM
W INCEMEHHOM BHJIC

4.1.5 [mPOEKT WHCTPYKIMH IO METUIITHCKOMY MPOEKT WHCTPYKIIMK IO METUIITHCKOMY IPUMEHEHUIO (JIMCTKA-BKJIAIBIIIA) JOJDKEH COOTBETCTBOBATh B TIIICEMEHHOM BHJIE

MPUMEHEHHIO (JTMCTKA-BKJIQIbIIIA) TpeboBaHUAM NOAMYHKTA 1.9 MyHKTa 1 HACTOSAIIETO MPUITOKESHHUS VJTH B DJICKTPOHHOM
W IICEMEHHOM BHJIC

4.1.6 [KOIIMHM OTYETOB O JOKIMHUYECKUX (HEKITMHHUUECKHX )B3aBEPSIOTCS JepiKaTeIEM PETUCTPANMOHHOTO yIOCTOBEPEHUS (3aABUTEIIEM, TIPOU3BOIUTENIEM ) U TOJKHBI B TUCHMEHHOM BHIE
MCCIIeTOBAaHUAX JIEKaPCTBEHHOTO CPENCTBA (TIpH COOTBETCTBOBATH TPEOOBAHUSM MOAITYHKTOB 1.24 1 1.25 myHKTa 1 HacTOSIIEr0 MPIIIOKESHHUS WJTH B DJICKTPOHHOM BHIIE
HEO0OXO0AUMOCTH) ¥ KIIMHUYECKUX UCCIIEIOBAHUIX
(MCIIBITAHUSIX ) ICKAPCTBCHHOTO Mperapara
[0 HOBOMY MOKA3aHHUIO K MECIUIITHCKOMY
IPUMEHCHHUIO WJIK HOBOMY CIIOCO0Y PUMCHEHUS
(BBemeHUs) B COOTBEeTCTBHY ¢ Haiexamei
KIIMHUYECKOM MPaKTUKOH (32 UCKIIIOUEHUEM
BOCTIPOM3BEICHHOTO JICKAPCTBECHHOTO ITPErapara)

4.1.7 |mmaH ymupaBJIeHHUS PUCKaMHU TUTAH YIPaBICHUS PUCKAaMH TOJDKEH COOTBETCTBOBAThH TPeOOBaHMAM MoAITyHKTa 1.37 myHKTa 1 HaCTOSAIIEro (B MICEMEHHOM BHUJIE

MPHIOKCHUS WM B DJICKTPOHHOM BHJIE
4.2  npu uckmodennn 3 OXJIII, HHCTPYKIHMH IT0 METUITMHCKOMY MPUMEHEHHIO (JTMCTKA-BKJIAIbIIIA) TPEyCMOTPEHHOTO paHee TOKa3aHUs K MEUIIMHCKOMY TIPUMEHEHHIO U (MJIH) criocoba
npuMeHeHHs (BBEICHUS):

4.2.1 pasBreHue BasBICHHUE JODKHO OBITH 0()OPMIIEHO B COOTBETCTBUH C TIOAMYHKTOM 4.1.1 HACTOAIIETO MyHKTa B TUCHMEHHOM BHIE

VI B 3JICKTPOHHOM
W INCEMEHHOM BHJIC
4.2.2  |IOKyMEHT, TOATBEPKAAIONIHIA, UTO 3asIBUTEIb ITOKYMEHT JOJDKEH COOTBETCTBOBATH TPEOOBAaHMSM, YCTAHOBICHHBIM B MOAITYHKTE 1.2 myHKTa | HACTOSIIETr0 [B MMCHMEHHOM BHE

(ropunuaeckoe nuio Pecrybnuku benapychs,
MHIMBH Ty QTbHBIN IPEAPUHUMATEb,
3aperucTpupoBaHHbIii B Pecniyonmke benapycs,
MHOCTPAaHHOE IPUIUYECKOE JINI0, THOCTPaHHAS

OpraHu3anus, CO3AaHHbIC B COOTBETCTBUU

TMMPUITOKCHUA

MJIA B DJICKTPOHHOM
1 IIMCbMCHHOM BUC
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C 3aKOHOAATEILCTBOM HHOCTPAHHBIX TOCYAAPCTB)
SIBIIsIeTCS OPUIIMANIBHBIM MPEJCTaBUTEIICM
nepaxaTenst pErucCTpallMOHHOTO YAOCTOBEPEHUS
Ha CTpaTern4ecKui npenapar

4.2.3 |0oO0ocHOBaHHE BHOCHMOT'O M3MEHEHUS 000CHOBaHHUE JJOJDKHO COJIEpKaTh MH(OPMALINIO O CYTH H 1IeJIeCO00pPa3HOCTH BHOCUMOTO U3MEHEHHUS B IIMCHbMEHHOM BHJIE
M PEJICTABIISCTCS B BUAC TAOIHIIBI «CTapasi PSIaKIUs U HOBask PEIaKIIHsD» WA B 3JICKTPOHHOM
W INCEMEHHOM BHJIC
424 mpoext OXJIIT rmpoekt OXJIIT moymkeH cOOTBETCTBOBATH TPEOOBAHMSIM MOAMYHKTA 1.8 TIyHKTa 1 HACTOSIIEro MPIIOKEHNUS B TUCHbMEHHOM BHIIE
VI B 3JICKTPOHHOM
W INCEMEHHOM BHJIC
4.2.5 MOPOEKT WHCTPYKIMH IO METUIITHCKOMY MPOEKT WHCTPYKIIMK TI0 METUIITHCKOMY IPUMEHEHHIO (JIMCTKA-BKJIAIBIIIA) JOJDKEH COOTBETCTBOBATH B IIIICEMEHHOM BHJIE
MPUMEHEHHIO (JTMCTKA-BKJIIbIIIIA) TpeboBaHUAM NOAMYHKTA 1.9 MyHKTa 1 HACTOAIIETO MPUITOKCHHUS VJTH B DJICKTPOHHOM
W INCEMEHHOM BHJIC
4.2.6 |IOKyMEHT POU3BOJUTENS, TOATBEPIKIAIOIIHIA ITOKYMEHT JOJDKEH CONIepKaTh HHPOPMALIHIO O CYTH H IeJIeCO00Pa3sHOCTH BHOCHMOTO W3MEHEHNUS B IIIICEMEHHOM BHJIE
HEOOXOANMOCTD UCKITIOUEHHS IIPELyCMOTPEHHOTO WITA B 3JICKTPOHHOM BHJIC
[paHee MOKa3aHUs K METUIIMHCKOMY IPUMCHCHUIO
M (win) cioco0a mpuMeHeHus (BBSICHUS)
4.3  |npu BHeceHun u3MeHeHui B pasnensl OXJI, HHCTPYKIHIO M0 MEAMIUHCKOMY MPUMEHCHHIO (JINCTOK-BKJIAJIBIII), B TOM YUCIIE B (PaPMaKOIOTHYCCKUE U KIIMHUYCCKUE Pa3JICIIbL:
4.3.1 BasBnenue BasiBJIEHHE JOJDKHO ObITH O()OPMIIEHO B COOTBETCTBHHU C NOAMYHKTOM 4.1.1 HAacTOSILEro MyHKTa B IICEMCHHOM BUJIC
WA B 3JICKTPOHHOM
W MHIChMCHHOM BHJIC
4.3.2 |1OKyMEHT, IIOATBEP)KIAIOINI, YTO 3asBUTEIIb ITOKYMEHT JOJDKEH COOTBETCTBOBATH TPEOOBAHMSIM, YCTAHOBJICHHBIM B MOANYHKTE 1.2 MyHKTa | HACTOSIIETO |B MUCHMEHHOM BHJIC
(ropuarueckoe auno Pecriyonuku benapycs, MPUIOKEHUS WA B 3JICKTPOHHOM
MHIWBUYATBHBIA TPEANPHHUMATEITb, W MIUCHMCHHOM BHJIC
BaperucTpupoBaHHbIii B Pecrryonuke benapych,
MHOCTPaHHOE IOPUIMYECKOE JINI0, HHOCTPaHHAS
OpraHn3aIus, Co3/1aHHbIE B COOTBETCTBHU
C 3aKOHOaTEILCTBOM MHOCTPAHHBIX TOCYIAPCTB)
SIBIISICTCA OPUIINATEHBIM IPEACTaBUTEIIEM
ImepKaTesst pETUCTPAIIMOHHOTO YIOCTOBEPEHUS
Ha CTpaTermyYecKuii mpenapar
4.3.3 |0oO0ocHOBaHHE BHOCHMOT'O M3MEHEHUS 000CHOBaHHUE JJOJDKHO COJIEp KaTh MH(OPMALINIO O CYTH H 1IeJIeCO00pPa3HOCTH BHOCUMOTO U3MEHEHHUS B IINCHbMEHHOM BHJIE
W PEICTABIISCTCS B BUAC TAOIHIIBI «CTapasi PeIaKIUs U HOBask PEIaKIIHsD» WA B 3JICKTPOHHOM
W MHChMCHHOM BHJIC
4.3.4 mpoext OXJIII npoekt OXJIIT nomkeH cOOTBETCTBOBATh TPEOOBAHMSIM MOAITYHKTA 1.8 IMyHKTa | HACTOSIIEro MPUIOKEHHUST B IMCHbMEHHOM BHJIE
WA B 3JICKTPOHHOM
W MIChMCHHOM BHJIC
4.3.5 |IpOEKT MHCTPYKLUMH MO MEIULNHCKOMY MPOCKT MHCTPYKIIMU IO METUIIMHCKOMY PUMCHEHUIO (JIMCTKA-BKJIAJIINIA) JOJDKCH COOTBETCTBOBATh B IICEMCHHOM BUJIC
MPUMEHEHHIO (JTMCTKA-BKJIIbIIIA) TpeboBaHUAM NOANMYHKTA 1.9 MyHKTa 1 HACTOSAIIETO MPUITOKCHHUS VJTH B DJICKTPOHHOM
1 INCEMEHHOM BHJIC
4.4  |[npu BHECEHHH M3MEHEHH B COCTAB CTPATETHYECKOTO Mperapara (3aMeHa HiIi BBEJCHHUE JOMOIHUTEIFHOTO MPOM3BOIUTENS (papMareBTHIEeCKOH CyOCTaHIINH, BBEICHNE, HCKIIIOUCHUE HITH
BaMeHa BCIIOMOTATENIFHBIX BEIIECTB), 38 HCKITIOUEHHEM CTPATETHUECKUX IPEenapaToB, YKa3aHHBIX B MOANYHKTE 4.25 HAaCTOAIMIEr0 MyHKTA:
4.4.1 pasBreHue BasBICHHUE JOHKHO OBITH 0(DOPMIIEHO B COOTBETCTBUH C TIOAMYHKTOM 4.1.1 HACTOAIIETO MyHKTa B TUCHMEHHOM BHIE

MJIA B DJICKTPOHHOM
1 MNCbMCHHOM BHIC
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4.4.2 |nOKyMeHT, IIOATBEP)KIAIOLINI, YTO 3asBUTEIIb IMOKYMEHT J0JIKEH COOTBETCTBOBATH TPEOOBAHMUSIM, YCTAHOBJICHHBIM B TTOAITYHKTE 1.2 myHKTa | HacTOSIIEro (B MMCHbMEHHOM BHIE
(ropuaryeckoe uno Pecriyonuku benapycs, MPUIIOKEHUS WU B DJIEKTPOHHOM
MHIWBUYATBHBIA TPEANPUHUMATEITb, W TMCbMEHHOM BUJIE
3aperucTpupoBaHHblii B Pecniyonmke benapycs,

MHOCTPAaHHOE IOPUIMYECKOE JIUI0, HHOCTPaHHAs

OpraHn3aIs, Co3/1aHHbIE B COOTBETCTBHU

C 3aKOHOAaTEIHCTBOM MHOCTPAHHBIX TOCYIAPCTB)

SIBIISICTCA OPHUIINATEHBIM IPEACTaBUTEIIEM

ImepKaTes sl PETUCTPAIIMOHHOTO YIOCTOBEPEHUS

Ha cTpaTeru4ecKui rnpemnapar

4.4.3 (0O00CHOBaHHE BHOCHMOT'O W3MEHEHUS 000CHOBaHHE JOIHKHO COJIEPKATh MHPOPMAITUIO O CYTH U IeJIecO00pa3HOCTH BHOCHMOTO H3MEHEHHSI. B TUCHMEHHOM BHIE

[To nHMIMATHBE 3asBUTEIIS IOITYCKAETCsl 0(OpPMIIEHHE BHOCHMOTO H3MEHEHHUS B BUJIE TaOJIHIIBI «CTapas WU B DJIEKTPOHHOM
peakuyst ¥ HoBast peakuus» (B cilyyae eciii BHocuMoe u3Menenue 3arparusaet OXJIII u nHCTpyKImio W TMCbMEHHOM BUJIE
MO MEIULMHCKOMY ITPUMEHEHHIO (JIMCTOK-BKJIAABINT), 0pOpPMIIEHHE U3MEHEHNH B JaHHBIE JOKYMEHTHI B BHJIE
raOMHIBl «cTapasi pelakiys M HOBasi pellakIMs) SIBISETCS 00s13aTeIIbHBIM)

4.4.4 mpoext OXJIII, ecnu BHECEHHBIE U3MEHEHUS npoekt OXJIIT nomkeH cOOTBETCTBOBATh TPEOOBAHMSIM MOAITYHKTA 1.8 IMyHKTa | HACTOSIIEro MPUIOKEHHUST B IMCHbMEHHOM BHJIE
3aTparuBaroT 3TOT pa3zAei PErHCTPALMOHHOIO JOChE WU B DJIEKTPOHHOM

W TMCbMEHHOM BUJIE

4.4.5 |IpOEKT MHCTPYKLMH MO MEIULNHCKOMY MPOEKT MHCTPYKLHMH 10 MEAULIMHCKOMY MPUMEHEHHIO (JMCTKa-BKJIA/bIIIA) JOJDKEH COOTBETCTBOBATh B IIMCHbMEHHOM BHJIE
MPUMEHEHNIO (JINCTKA-BKJIABIINIA), €CIIM BHECEHHBICTPEOOBaHUAM MOAMYHKTA 1.9 MyHKTa | HACTOSIIIETO MPHIIOKEHHS VI B 3JICKTPOHHOM
M3MEHEHHS 3aTParuBaroT ATOT pa3mes W INCEMEHHOM BHJIC

ETHCTPAIIMOHHOTO JI0ChE

4.4.6 |MakeTHl IEPBUIHON U BTOPUIHOHN YIAaKOBOK MaKeTHI IIEPBUYHON ¥ BTOPUYHOM yITAKOBOK (ITPOMEKYTOUHON YyITaKOBKU — IIPH €€ HAIMYNHN) IIPEICTABISAIOTCS B MICEMEHHOM BHJIE
(IpOMEeXXyTOYHOH YIAKOBKH — IIPH €€ HATHYINH),  [Ha OEIOPYCCKOM WIIM PYCCKOM SI3bIKE MO0 HAa HHOCTPAHHOM SI3BIKE CO CTUKEPOM Ha OETIOPYCCKOM MIIH WA B 3JICKTPOHHOM
eCJIi BHECEHHBIE MI3MECHEHUS 3aTParuBaroT STOT [PYCCKOM S3BIKE M JOJDKHBI COOTBETCTBOBAThH TpeOoBaHMAM moamyHkTa 1.10 myHkTa 1 HacTosAmero W INCEMEHHOM BHJIC

a3/1eJ1 PETUCTPAIIMOHHOTO JTOChE MPHIOKCHUS

4.47 |IOKyMEHTHI IPOM3BOIUTENS, BKIIFOYAIOIINE CXEMY [MOKYMEHTHI JOJDKHBI COOTBETCTBOBAThH TpeOOBaHMAM MoAITyHKTa 1.11 myHKkTa 1 HaCTOAIIETO MPHUIOKEHUS B IIIICEMEHHOM BHJIE
MPOMU3BOICTBA (hapMaLeBTUYECKOH CyOCTaHIHH, WY B DJICKTPOHHOM BHJIE
METO/IbI TIOATBEPIKICHUS CTPYKTYPBI, 000CHOBaHHE
puMecei u, Npu HaJIWYUH, CepTH(HUKAT
cooTBeTCcTBUSI MOHOTpadun EBponelickoi
(bapmakoren, B Ciiydae 3aMEHbI HJIH BBEICHHS
ITOTIOTHUTETHFHOTO TIPOU3BOAUTEIIS
(hapMareBTHUECKON CyOCTaHIINH, BXOSAIICH
B COCTaB CTPATETHYECKOT0 Ipenapara

4.4.8 |TOKYMEHT 10 KOHTPOJIIO Ka4eCcTBa ITOKYMEHT TI0 KOHTPOJIIO KadecTBa GapMaIeBTHIECKON CyOCTaHITNH TOJDKEH COOTBETCTBOBATh TPEOOBAHUAM  [B MUCHMEHHOM BHIIE
(hapMareBTHIeCKO CyOCTaHIINM, €CIM BHECCHHBIE [MOMITyHKTa 1.12 myHKTa 1 HACTOSIIETO MPHUIIOKCHAS VI B 3JICKTPOHHOM BHJIE
M3MEHEHHS 3aTParuBaoT ATOT pa3mes

ETHCTPAIIMOHHOTO JI0ChE
4.4.9 |1IOKYMEHTHI IPOU3BOIUTEIIS IO HCCICIOBAHUIO ITOKYMEHTBI IOJKHBI COOTBETCTBOBATH TPEOOBAHUSAM MOAITYHKTA 1.13 mMyHKTa 1 HACTOSAIIETO MPUIIOKECHHS B TUCHMEHHOM BHIE

cTaOHIbHOCTH (hapMalleBTHYECKOH CyOcTaHIMK
B Clly4yae 3aMEHbI MJIM BBEICHHS JIOTIOJHUTEIILHOTO
pou3BOANTENS (hapMaleBTHIECKOH CyOCTaHIHH,

BXO[[ﬂHIeﬁ B COCTAB CTPATECTUYCCKOI'0O Iperiapara

I B 3JICKTPOHHOM BUIC
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4.4.10 |TOKyMEHT MPOU3BOAUTEIIS, BKIIFOUAIOIIUHN CBEICHHS [TOKYMEHT JJOJDKEH COOTBETCTBOBATh TPEOOBAaHUAM MOAMYHKTA 1.14 myHKTa | HACTOAIIErO MPUIIOKEHUS B IICEMCHHOM BUJIC
0 cocTaBe CTPAaTerMyeckoro npenapara WA B 3JICKTPOHHOM
W MIChMCHHOM BHJIC
4.4.11 [TOKyMEHTHI IIPOU3BOIUTEIISI, BKIFOYAOIIIEC ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATH TPEOOBAHMAM NOAMYHKTA 1.17 myHKTa | HACTOSIIIETO MPIIOKCHHUS B IICEMCHHOM BUJIC
orMcaHue HOBOTO TIpolecca MPOU3BOCTBA WITA B 3JICKTPOHHOM BHJIC
CTpaTeru4ecKoro mpenapara, KOHTPOJIS KauecTBa
MPOMEKYTOTHBIX IPOIYKTOB, COCTAB Ha CEPHUIO
(TIpOM3BOICTBEHHAS PEIETITYPa), OTIET
0 TIPOBEICHNH BaJIMIAIINH MIPpOIecca IPOU3BOCTRA
B CITydae ecii N3MEHEHHE COCTaBa BJICUYET 32 COOOH
M3MEHEHHE TIPOU3BOJCTBEHHOTO IpoIiecca
4.4.12 mpOEKT 0 BHECCHWH M3MECHEHUI B HOPMATUBHBIA  [IPOEKT O BHECCHWU M3MCHEHUI B HOPMATHBHBINA JOKYMEHT II0 Ka4eCTBY JOJDKCH COOTBETCTBOBATH B IIIICEMEHHOM BHJIE
ITOKyMEHT IO KauecTBY, €CJIH BHECCHHbIC TpeOOBaHUAM MOITYHKTA 4.6.7 HACTOSIIIETO MyHKTA. WA B 3JICKTPOHHOM
M3MEHEHHMS 3aTParuBaloT STOT pasiell B ciy4ae eciiu I3MEHEHHsI CyMMAapHO 3aTParuBaroT 0oJiee MOJOBHHBI TEKCTa HOPMATUBHOTO JOKYMCHTA W MIUCHMCHHOM BHJIC
[PETUCTPALIMOHHOTO J10ChE [0 KaYEeCTBY WJIM MPY HAJIMYUU 0OJIce TPEeX U3MEHCHHI B HOPMATUBHOM JIOKYMEHTE IO KayeCTBY,
MPEICTABISICTCS aKTYAIU3UPOBAHHBIN MPOESKT HOPMATUBHOTO JOKYMEHTA [0 KAYECTBY, CTPATETUIECKOTO
mpernapaTa B HOBOH peIaKIMU B COOTBETCTBUU C TpeOOBaHUAMHU MoanyHKTa 1.18 myHkTa 1 HacTosimero
MPHIOKCHUS
4.4.13 |oT4eTHI O BATHUIANNU METOIUK KOHTPOJIS KAY4ECTBA [OTYETHI IO BAIMIAIUN METOIUK KOHTPOJIS Ka4eCTBA CTPATETHYSCKOr0 penapaTa JOKHBI COOTBETCTBOBATh (B IIMCHMCHHOM BHJIC
CTpaTernIecKoro Mpernapara, €CIH BHECCHHBIC rpeboBaHmsAM moamyHKTa 1.20 myHKTa 1 HACTOSIIETO MPHIIOKESHUS VI B 3JICKTPOHHOM BHJIE
M3MEHEHHS 3aTParuBaroT ATOT pa3mes
ETHCTPAIIMOHHOTO JI0ChE
4.4.14 |MOKyMEHTBHI, MOATBEPKAAIOIINE KAYECTBO OJHONH  |[TOKYMEHTHI JIOJDKHBI COOTBETCTBOBATh TPEOOBAHMSM MOAYHKTa 1.21 myHKTa 1 HACTOSAIIETO MPUIOKEHHUS.  |[B TMCEMEHHOM BUJIC
cepun apManeBTHIECKOil cyOcTaHINy, B ciry4ae McTonb30BaHAS HOBBIX BCIIOMOTATEIBHBIX BEIIECTB, He(apMaKOIEHHBIX METOJOB, METOINK VI B 3JICKTPOHHOM BHJIE
BCIIOMOTATEIFHBIX BEIIECTB KOHTPOJISI Ka4eCcTBa JOKYMEHT, ITOATBEPKAAIOIIHNA Ka9eCTBO OJHOW CEpUH, JOJDKEH COMPOBOXKIATHCS
OTIMCAaHNEM METOJIOB, METOJHMK KOHTPOJIS Ka4eCTBa JAHHOTO BCIIOMOTAaTEILHOTO BEIIECTRA
4.4.15 |mMOKyMEHTBI IPOU3BOAMUTEIS TIO0 UCCIICTOBAHHUIO ITOKYMEHTBI IOJKHBI COOTBETCTBOBATH TPEOOBAHUSAM MOAITYHKTA 1.23 MyHKTa 1 HACTOSAIIETO MPUIIOKCHHS B TUCHMEHHOM BHIE
CTaOMIIBHOCTH CTPATErMYECKOro Ipernapara, eciu WITA B 3JICKTPOHHOM BHJIC
BHECEHHbIE U3MEHEHHMSI 3aTPAarkuBaloT 3TOT pa3iel
ErUCTPALMOHHOTO 0ChEe
4.4.16 [KONUM OTYETOB O PE3yJIbTATaX CPABHUTEILHOTO IMOKYMEHTBHI 3aBEPSIIOTCS IepKATEJIEM PErHCTPALIMOHHOTO YI0CTOBEPEHHS (3asiBUTEIIEM, IPOU3BOJMTENIEM) (B IMCHMEHHOM BHJIE
M3y4eHus: OMOOCTYITHOCTH CTPATErHYECKOTO W TOJDKHBI COOTBETCTBOBAThH TpeOOBaHUSM NOAMyHKTOB 1.26, 1.27, 1.28 uin 1.29 nynkra 1 HacTosero WY B 3JIEKTPOHHOM BHJIE
[penapaTta ¢ HOBBIM U paHEe 3apETUCTPUPOBAHHBIM [IPHIIOKCHUS.
cocTaBOM B cirywae 3aMeHBI TPON3BOANTEIS (hapMaIleBTHICCKOH CyOCTaHIIMK KOTTUU OTYETOB O Pe3yIbTaTax
CPaBHUTEIHLHOTO M3YYeHHUS OMOAOCTYIMTHOCTH (MCCIICIOBAHMX in Vitro) JOJDKHBI BKIIOYATh PE3YJIbTAThI TECTA
CpPaBHUTEIHHON KHHETHKU PACTBOPCHHUS
4.4.17 [uHBIE TOKYMEHTHI PETUCTPAIMOHHOTO J0ChE, ITOKYMEHTBI IOJDKHBI COOTBETCTBOBATH TPEOOBaHUAM MoAITyHKTa 1.40 myHKTa 1 HACTOSAIIETO MPUIIOKECHHS B TUCHMEHHOM BHIE
BaTparmBaroIIie H3MEHEHHE COCTaBa VI B 3JICKTPOHHOM BHJIE
CTpaTerndecKoro mnpemnapara
4.5 [BHeceHHe M3MEHEHHH B pa3nen «CocTaBy perucTpallmoOHHOTO JOCKE HA CTPATETMYECKHH Impernapart (eciny N3MEHEHUS He 3aTParuBaioT (aKTHUECKUH COCTaB CTPATErHUECKOTO penapara):
4.5.1 pasBreHue BasBICHHUE JOJDKHO OBITh 0(DOPMIIEHO B COOTBETCTBUH C TIOAMYHKTOM 4.1.1 HACTOAIIETO MyHKTa B MTUCHMEHHOM BHIE
VI B 3JICKTPOHHOM
W IICEMEHHOM BHJIC
4.5.2 |IOKyMEHT, MOATBEPKAAIONTHIA, YTO 3asIBUTEIb ITOKYMEHT JOJDKEH COOTBETCTBOBATH TPEOOBAHMSM, YCTAHOBICHHBIM B MOAITYHKTE 1.2 myHKTa | HACTOSIIET0 [B MMCHMEHHOM BHE

(ropuaryeckoe auuo Pecriyonuku benapycs,

I/IHLlI/IBI/I,HyaJ'ILHHﬁ npeAnpruHUMaTEe]1b,

MPUIIOKCHUA

NI B 3JICKTPOHHOM

M IIMCbMCHHOM BUIC
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3aperucTpupoBaHHblii B Pecniyonmke benapycs,
MHOCTPAaHHOE IPUIUYECKOE JINI0, THOCTPaHHAs
OpraHu3anus, Co3aHHbIE B COOTBETCTBUU

C 3aKOHOAATEILCTBOM HHOCTPAHHBIX TOCYAAPCTB)
SIBIIsIeTCS OPUIIMAIBHBIM MPEJCTaBUTEIICM
Imep>kaTelsl PErHCTPAMOHHOTO YA0CTOBEPEHHS
Ha cTpaTeru4ecKui rpemnapar

4.5.3 (0Ob0oCcHOBaHHE BHOCHMOT'O U3MEHEHUS 000CHOBaHHE JOIHKHO COJIEPKATh MHPOPMAITUIO O CYTH U IeJIecO00pa3HOCTH BHOCHMOTO H3MEHEHHSI. B TUCHMEHHOM BHIE
[To nHUIIMATHBE 3asIBUTENS JOITyCKaeTCsl 0(OpMIICHIE BHOCHMOTO U3MEHEHHS B BHIIE TaOJIUITHI «cTapast VI B 3JICKTPOHHOM
PeIaKInsg ¥ HOBAsI PENakIis» (B CiIydae ecii BHocuMoe n3MeHenne 3aTparuBaet OXJIII n mHCTpyKIHIo W INCEMEHHOM BHJIC
M0 MEAUITMTHCKOMY NIPUMEHECHHIO (JINCTOK-BKJIAIBIIT), 0hOpMIIEHHE N3MEHEHHH B TaHHBIE TOKYMEHTHI B BHIIE
TaOJIUIIBI «CTapasi PEIAKIU M HOBAsl PEIAKIIHD SBJISICTCS 00s3aTCIIbHBIM)
4.5.4 mpoext OXJIII, ecnu BHECEHHBIE U3MEHEHUS npoekt OXJIIT nomkeH cOOTBETCTBOBAThH TPEOOBAHUSM MOAITYHKTA 1.8 MyHKTa | HACTOSIIEro NPUIOKEHHUST B IMCHMEHHOM BHJIE
3aTparuBaroT 3TOT pa3zAei PErHCTPALMOHHOIO JOChE WU B DJIEKTPOHHOM
W TMCbMEHHOM BUJIE
4.5.5 |IpOEKT MHCTPYKLMH MO MEIULNHCKOMY MPOEKT MHCTPYKLHMH 10 MEAULIMHCKOMY MPUMEHEHHIO (JMCTKa-BKJIA/bIIIA) JOJDKEH COOTBETCTBOBATh B IINCHbMEHHOM BHJIE
MPUMEHEHHUIO (JIMCTKA-BKJIA BIIIA), €CIIM BHECCHHBICTPEOOBAHUAM NOAITYHKTA 1.9 myHKTa | HAaCTOSAIIEr0 NPHUI0KEHHS WY B DJIEKTPOHHOM
M3MEHEHHMS 3aTParuBaloT STOT pasell W TMCHbMEHHOM BUJIE
ErUCTPALMOHHOTO 0ChEe
4.5.6 |1OKyMEHT NPOM3BOIUTEINS, BKJIIOYAIOIINI CBEICHHS |IOKYMEHT J0JKEH COOTBETCTBOBATh TPEOOBAHMSM MOMIYHKTA 1.14 myHKkTa | HACTOSIIEr0 MPHIIOKEHHUS B ICEMCHHOM BUJIC
0 cocTaBe CTpaTermyecKoro mpenapaTa VI B 3JICKTPOHHOM
W INCEMEHHOM BHJIC
4.5.7 [POEKT 0 BHECEHNH M3MEHEHWH B HOPMAaTHBHBIN  [IPOEKT O BHECCHUH U3MEHEHHUH B HOPMATHBHBIN JOKYMEHT MO Ka9eCTBY JOJKEH COOTBETCTBOBATH B TIIICEMEHHOM BHJIE
ITOKYMEHT TI0 Ka4eCTBY, €CJI BHECEHHBIC TpeOOBaHUAM MOAITYHKTa 4.6.7 HACTOAIIETO IyHKTa VI B 3JICKTPOHHOM
M3MEHEHHS 3aTParuBaoT ATOT pa3mes W INCEMEHHOM BHJIC
ETHCTPAIIMOHHOTO JI0ChE
4.5.8 |IOKyMEHTHI, HOATBEP)KJAIONINE KAYECTBO OJHON  [MOKYMEHTHI JOJDKHBI COOTBETCTBOBAThH TPEOOBAHMAM MOAITyHKTA .21 myHKTa 1 HACTOAIIETO MPHUIOKEHUST B IIIICEMEHHOM BHJIE
cepun papManeBTHIECKOil cyOcTaHINy, VI B 3JICKTPOHHOM BHJIE
BCIIOMOT'aTEJIbHBIX BEIIECTB, €CIM BHECCHHBIE
M3MEHEHMS 3aTParuBaloT STH Pa3JIeIibl
ErUCTPALMOHHOTO 0ChEe
4.5.9 |uHBIE JOKYMEHTHI PErHCTPALIMOHHOTO JI0ChE, IMOKYMEHTBHI JOJKHBI COOTBETCTBOBATh TpeOOBaHUIM NOAITYHKTa 1.40 myHKTa 1 HACTOSIIETO NMPHUI0KEHHS B IINCHbMEHHOM BHJIE
Kacaroluecst n3MeHeHus paszena «Cocrasy WY B DJICKTPOHHOM BHJIE
ErUCTPALMOHHOTO 10Che
4.6  |mpu BHECEHWHM M3MEHEHHH B HOPMATUBHBIH JOKYMEHT 110 Ka4eCTBY CTPAaTErHYECKOro Npenapara Ipyu U3MEHEHUH NoKa3aTelIeld KauecTBa, METOI0B KOHTPOJISl, METOIUK IIPOBEICHUS
MCIIBITAHUMN:
4.6.1 pasBreHue BasBICHHUE JODKHO OBITH 0(DOPMIIEHO B COOTBETCTBUH C TIOJAMYHKTOM 4.1.1 HACTOAIIETO MyHKTa B TUCHMEHHOM BHIE
VI B 3JICKTPOHHOM
W INCEMEHHOM BHJIC
4.6.2 |[TIOKYMEHT, MOATBEPKTAOIININ, YTO 3aIBUTEIb IMMTOKYMEHT JOJKeH COOTBETCTBOBATh TPEOOBAHUSIM, YCTAHOBJICHHBIM B MOANMYHKTE 1.2 IyHKTa 1 HACTOSIIEr0 [B MMCHMEHHOM BHIIE

(ropunuaeckoe nuno Pecrybnuku benapychs,
MHAWBUIYANbHBIA TIPEANPHHUMATENb,
BaperucTpupoBaHHbIii B Pecrryonuke benapych,
MHOCTPaHHOE FOPUIMYCCKOE JIUIO, HHOCTPAHHAS
OpraHu3aIus, Co3/IaHHbIC B COOTBETCTBUU

C 3aKOHOAATCJIbCTBOM MHOCTPAHHBIX FOC}’,HapCTB)

TMMPUITOKCHUA

MJIA B DJICKTPOHHOM
1 MMCbMCHHOM BHIC
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SIBIIsIeTCS OPUIIMATBHBIM MPEJCTaBUTEIICM
nepaKaTenst pErucTpallMOHHOTO YAOCTOBEPEHUS
Ha CTpaTern4ecKui npenapar

4.6.3 |000CHOBaHHE BHOCUMOTO H3MCHEHUS 000CHOBAHHUE JIOJIKHO COJICPKATh HH(POPMAIIHIO O CYTH U LIEIeCO00Pa3HOCTH BHOCHMOTO U3MCHCHHSI. B IICEMCHHOM BUJIC
[To MHUIIMATUBE 3asIBUTEINS JOITYCKAETCs 0(OPMIICHIE BHOCUMOTO U3MCHCHUS B BHJIC TAOJIUIIBI «CTapas WA B 3JICKTPOHHOM
[pEIaKIUs ¥ HOBAasl peakius» (B CIy4ae eciii BHOcuMoe n3MeHeHue 3atparuBaet OXJII u HHCTpyKIUIO W MIUCHMCHHOM BHJIC
[0 MEIUIUHCKOMY ITPUMEHEHHIO (JIMCTOK-BKIAABIII), 0hOpMIICHHE U3MEHEHNH B JaHHbBIE JOKYMEHTHI B BH[IE
raOIHIBl «CTapasi pelakiys K HOBasl PEIaKIMsy SIBISETCS 00s13aTelIbHBIM)
4.6.4 mpoext OXIJIII, ecimi BHECEHHbBIC H3MEHEHHUS nmpoekt OXJIIT moymkeH cOOTBETCTBOBATH TPEOOBAHMSIM MOANYHKTA 1.8 TIyHKTa 1 HACTOSIIEro MPIIOKEHNUS B TUCHbMEHHOM BHIE
3aTparMBaroT 3TOT pa3zei PErHCTPALUMOHHOIO JOChe WK B DJICKTPOHHOM
M MMCbMEHHOM BHUJIE
4.6.5 |IPOEKT MHCTPYKLMH [0 MEIUIINHCKOMY MPOEKT MHCTPYKIMH 110 MEAUIHHCKOMY MPUMEHEHHIO (JIMCTKA-BKJIA/IbIINIA) JOJDKEH COOTBETCTBOBATh B IIUCHbMEHHOM BHJIE
MPUMEHEHHUIO (JIMCTKA-BKJIA/IbIIIA), €CJIM BHECCHHBIC[TPEOOBaHMIM NMOAMYHKTa 1.9 myHKTa | HACTOSIIErO MPHUI0KEHHS WK B DJICKTPOHHOM
M3MEHCHHS 3aTPArHBaIOT ATOT pa3iei W MIUCHMCHHOM BHJIC
CTHCTPAIMOHHOTO JIOChE
4.6.6 |MakeThl ICPBUYHON U BTOPUIHON YIAKOBOK MaKEThI IIEPBUYHON Y BTOPUYHON YITAKOBOK (IIPOMEXKYTOUHON YITAKOBKU — IIPU €€ HAIMYKH) MIPEJICTABISAIOTCS [B MUCEMEHHOM BUJIC
(IIPOMEXKYTOYHOM YIIAKOBKH — IIPH €€ HAJTHYNK),  [HAa OCIOPYCCKOM HIJIH PYCCKOM SI3bIKE THOO HA HHOCTPAHHOM SI3BIKE CO CTUKEPOM Ha OEJIOPYCCKOM WU WA B 3JICKTPOHHOM
©CJIM BHECEHHBIC M3MCHEHUS 3aTParuBaroT STOT [PYCCKOM SI3BIKE ¥ JJOJDKHBI COOTBETCTBOBATh TpeOOoBaHMsAM moanyHkTa 1.10 myHkTa 1 HacTosIIero W MIUCHMCHHOM BHJIC
a3/1e]l PErHCTPAMOHHOIO JI0ChE PHIOKCHUS
4.6.7 |NPOCKT O BHECCHHH U3MCHCHHUY B HOPMATHBHBIN  [IPOCKT O BHECCHHH U3MCHCHUI B HOPMATHBHBIM JOKYMEHT IO Ka4E€CTBY MPECTABISCTCS HA OCIIOPYCCKOM  [IPOCKT O BHECCHHUH
ITOKYMEHT TI0 Ka4eCTBY U JJOKYMEHT IPOU3BOAMTEIIS [HJTH PYCCKOM SI3BIKE B BUJIC TAOIUIIBI «CTapasi peIaKIUs U HOBasi PEIAKIU» U TOJDKEH COACPIKATh: 3aroJIOBOK [13MCHEHUI
[T0 KOHTPOJIIO KaYeCTBa CTPATETHIECKOTO «I3MEHEHI S B HOPMATUBHOM JOKYMEHTE I10 KAYECTBY», mecTo mis rpuda cornacoBanus, (B HOPMaTHBHBIA JOKYMEHT
npenapara (JOKYMEHT IPOU3BOJUTEIS ciioBa «V3meHeHHey, I0cie KOTOPOro MPH HEOOXOAUMOCTH IPOU3BOUTENIEM YKa3bIBACTCS OYEPETHOM [0 KauecTBY —
[0 KOHTPOJIIO Ka4eCTBa CTPATErHIECKOro MOPSIIKOBBIA HOMEP W3MEHEHHS, HAMMEHOBAaHHE CTPATErMYECKOT0 Npernapara, yka3aHue JIeKapCTBEeHHOM B IUCHbMEHHOM BHJIE
npenapara TpedyeTcs [Uis PEICTaBICHHs B cliydae,|(hopMbl, J03UpOBKH, HOMEPOB cTpanul]. OGopMiIeHHE TEKCTOBOM YacTH IOJKHO COOTBETCTBOBAThH WK B DJICKTPOHHOM
€CJI OJTMH U3 YYaCTHUKOB NPOU3BOJICTBA (TOTOBOM, [TpeboBaHumsIM noAmnyHkTa 1.18 myHkTa 1 HACTOSIIEro MPUIIOKEHUSL. M MMCbMEHHOM BHJIE;
HepacdacoBaHHOM HITH MPOMEKYTOUHON B ciiyyae eciu U3MEHEHHUsI CYMMapHO 3aTparuBatoT 0oJiee MOJIOBUHBI TEKCTa HOPMATUBHOTO JOKYMEHTa IMOKYMEHT IPOU3BOIUTEINS
MIPOAYKIIUH) SIBIISETCS 3apyOCKHBIM) [0 KaYCeCTBY WJIM MPU HAJTUYUU OoJiee TPeX M3MECHCHHI B HOPMATUBHBIN JTOKYMEHT ITO KaYEeCTRY, [0 KOHTPOJIIO KaYyecTBa
MPECTABISICTCS aKTYAIU3UPOBAHHBIN MPOESKT HOPMATUBHOTO JJOKYMEHTA IO KAYECTBY CTPATEIMICCKOTO CTPATETUYECKOTO
mpernapaTa B HOBOM peIaKIMU B COOTBETCTBUU C TpeOOBaHUAMHU MoanyHKTa 1.18 myHkTa 1 HacTosimero mpernapara —
MPUIOKCHUS. B ICEMCHHOM BUJIC
/TOKYMEHT POHM3BOUTEIISI ITO KOHTPOJIIO KA4eCTBa CTPATETMYECKOTO Mperapara MPeICTABISCTCS B CIydae, | B QJIICKTPOHHOM BHJIC
leCIT N3MEHEHHs, BHOCUMbIC B HOPMATHUBHBII JOKYMEHT 110 KA4eCTBY, CBS3aHbl C U3MEHEHHEM METO/IOB
M (MITH) METOJMK KOHTPOJISI KAYECTBA U BIHSIIOT Ha MX BOCIIPOU3BOAUMOCTb.
TpeboBaHMs K JOKYMEHTY IPOU3BOJUTEIS 10 KOHTPOJIIO KA4eCTBA CTPATErHYECKOro Nperapara MmpruBeIeHbI
B moanyHKTe 1.18 myHKTa 1 HACTOSIIETO MPHIIOKCHHUS
4.6.8 |0OTYETHI IO BATUAANMHA METOIUK KOHTPOJIS Ka4eCTBa [TOKYMEHTHI JJOJKHBI COOTBETCTBOBATH TpeOOBaHUAM NoAMyHKTa 1.20 mMyHKTa | HACTOSIIEro MPIIIOKESHUS B TUCHMEHHOM BHIE
CTpaTernveckoro npenapara, €ciii BHECCHHbIE WK B DJISKTPOHHOM BHJIE
M3MEHEHHs 3aTPAruBatOT ITOT pas/el
CTHCTPAIMOHHOTO JIOChE
4.6.9 |TOKYMCHTBI, TOATBEPKIAIOIIUEC KAYECTBO ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATH TPEOOBaHMAM NOAMYyHKTA 1.19 myHKTa 1 HACTOSIIIETO MPIIOKCHHUS B IICEMCHHOM BUJIC

CTaHAapTHBIX 06pa3u0B, HCIOJIb3YEMbIX IPpU
IKOHTPOJIC KaueCTBaA CTPATCITUICCKOro Iperapara,
I€CJIM BHCCCHHBIC UBMCHCHUS 3aTPAruBarOT 9TOT

as3CJI pCruCTpallMOHHOTIO 1O0ChE

I B 3JICKTPOHHOM BUIC
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47  |npu BHECEHWM M3MCHCHHIA B TIOKA3aTEIM Ka4eCTBA, METOJIbl KOHTPOJISI, METOIMKHU MPOBEICHHSI UCIIBITAHUN (hapMaIleBTUICCKON CyOCTaHIIUU, KOTOPasi BXOJUT B COCTAB CTPATCTMICCKOTO
penapara, B CJIydac HaJH4usl TOKYMEHTOB MPOU3BOANUTEIS 3TOH (papMaleBTHUCCKOM CYOCTAHIIMY B PETHCTPAIMOHHOM JIOChE Ha CTPATETHMUYCCKUI ITpenapar:

4.7.1 PpasBiucHHE BasiBIICHHUE JOJKHO OBITH 0(OPMIICHO B COOTBETCTBUU C MOIIYHKTOM 4.1.1 HacTOSAIIEro MyHKTa B ICEMCHHOM BUJIC

WA B 3JICKTPOHHOM
W MIChMCHHOM BHJIC

4.7.2  |IOKYMCHT, MOATBEPIKAAIOLIHIA, YTO 3asIBUTEIIb ITOKYMEHT JOJDKEH COOTBETCTBOBATH TPEOOBAHMSIM, YCTAHOBJICHHBIM B MOANMYHKTE 1.2 MyHKTa | HACTOSINETO |B MUCHMEHHOM BHJIC
(ropunmyeckoe o Pecyonuku benapyce, MPHIOKCHUS WA B 3JICKTPOHHOM
MHAWBUAIYANbHBIA TIPEANPHHUMATEb, W INCEMEHHOM BHJIC
BaperucTpupoBaHHbIii B Pecrryonuke benapych,

MHOCTPaHHOE IOPUIMYECKOE JINI0, HHOCTPaHHAS

OpraHn3aIus, Co3/1aHHbIE B COOTBETCTBHU

C 3aKOHOaTEILCTBOM MHOCTPAHHBIX TOCYIAPCTB)

SIBIISICTCS OPUIIMATEHBIM NPEACTABUTEICM

ImepKaTessi PErUCTPAIIMOHHOTO YIOCTOBEPEHUS

Ha CTpaTermyYecKuii mpenapar

4.7.3 |oOocHOBaHHE BHOCHMOT'O M3MEHEHUS 000CHOBaHHKE JIOJIKHO COJICPKATh HH(POPMAIIHIO O CYTH U LIEIeCO00Pa3HOCTH BHOCUMOTO U3MCHCHHSI. B IICEMCHHOM BUJIC

[To MHUIIMATUBE 3asIBUTEINS JOITYCKAETCs 0(pOPMIICHIE BHOCUMOTO U3MCHCHUS B BHJIC TAOJIUIIBI «CTapas WK B 3JICKTPOHHOM
[PEIAKIUs ¥ HOBAasl peakius» (B CIy4ae eciii BHOcuMoe n3MeHeHue 3atparuBaet OXJII u HHCTPYKIUIO W MIUCHMCHHOM BHJIC
[0 MEAUIMHCKOMY MPUMEHECHHIO (JIMCTOK-BKJIAIBINT), 0OpMIICHHE N3MEHCHHI B IAHHBIC JIOKYMEHTHI B BHJIE
TabIIHUIIBI «CTapasi PelaKIis M HOBas PEJAKIID SIBIISICTCS 003aTEIbHBIM)

4.7.4 pPOEKT 0 BHECEHNH M3MEHEHHUH B TOKYMEHT MPOEKT O BHECCHIH U3MEHECHHHN B IOKYMEHT IT0 KOHTPOJIIO KadecTBa (DapMareBTHIECKONW CyOCTaHIIMH MOXKET [B IICEMEHHOM BHJIE
IO KOHTPOJIIO KauecTBa (hapMareBTHIECKOM OBITH MIPEICTABIICH B BUIE TAOIHIIBI «CTapas PeJakIysl U HOBas PEeHaKIMs» WIH B BUAC aKTyaIHM3UPOBAHHOTO [MIIM B 3JICKTPOHHOM BHJIE
cyOcTaHIN ITOKyMEHTa TI0 KOHTPOJIIO KadecTBa (hapMarieBTHISCKOH CyOCTaHIINU M JJOJDKEH COOTBETCTBOBATH

rpedoBaHusAM NOAMyHKTA 1.12 yHKTa | HACTOSIIETO MPUIIOKCHHS.
TpeboBanus K 0pOpPMIIEHUIO JOKYMEHTA 110 KOHTPOJTIO KadecTBa (hapMarieBTHIECKON CyOCTaHIIHH
HE TIPEIBSIBIISTIOTCS

4.7.5 |oTYeTHI O BaJHIAIIH METOANK KOHTPOJIS KaU4eCTBa [IOKYMEHTHI IPEACTABISIFOTCS B COOTBETCTBHH C TPEOOBAHMAMH K OTYETAM IO BaJIMJAIIMH METOANK KOHTPOJIS [B MICEMEHHOM BHJIE
(hapMaleBTHYCCKON CyOCTaHIIMY, €CIM BHCCCHHBIC [Ka4eCTBa, IPUBEICHHBIM B TOANYHKTE 1.12 myHKTa | HACTOSIETO MPHUIOKCHHS WITA B 3JICKTPOHHOM BHJIC
M3MEHCHHS 3aTPArHBaIOT ATOT pa3iei

CTHCTPAIMOHHOTO JIOChE

4.7.6 |IOKYMECHT, MOATBEPKAAIONINIA KAYECTBO OTHOM ITOKYMEHT JOJDKCH COOTBETCTBOBATH TPEOOBaHMSIM MOANYyHKTa 1.21 myHKTa | HACTOSIETO MPUIOKCHHS B IICEMCHHOM BUJIC
cepuu (papMareBTUIECKOI CyOCTaHIIUY, eCIU WITA B 3JICKTPOHHOM BHJIC
BHCCCHHBIC U3MCHCHUS 3aTPAruBalOT 3TOT Pa3iel

ETHCTPAIIMOHHOTO JI0ChE

4.7.7 |IOKyMEHTHI, HOATBEPKIAIONINE KAYECTBO ITOKYMEHTHI JOJDKHBI COOTBETCTBOBATEH TPeOOBaHMAM NOAMYHKTA 1.19 myHKTa 1 HACTOSIIETO MPHIIOKCHHS B IIIICEMEHHOM BHJIE
CTaHOAPTHBIX 00PAa3I0B, HCIIOIB3YyEMBIX IPH VI B 3JICKTPOHHOM BHJIE
KOHTpOJIe KadecTBa (hapMarieBTHICCKON
cyOCTaHIINH, €CIIN BHECEHHBIE MI3MEHEHUS
BaTparrBarOT ATOT pa3iesl PETUCTPAIIIOHHOTO I0ChE

4.8  |[nmpu M3MEHEHWH CPOKa TOJAHOCTH CTPATEIrMYECKOr0 IpenapaTta:
4.8.1 pasBreHue BasBICHHUE JOJDKHO OBITh 0(DOPMIIEHO B COOTBETCTBUH C TIOAMYHKTOM 4.1.1 HACTOAIIETO MyHKTa B MTUCHMEHHOM BHIE
VI B 3JICKTPOHHOM
W IICEMEHHOM BHJIC
4.8.2 |IOKyMEHT, TOATBEPKAAIONTHIA, YTO 3asIBUTEIb ITOKYMEHT JOJDKEH COOTBETCTBOBATH TPEOOBAHMSM, YCTAHOBICHHBIM B MOAITYHKTE 1.2 myHKTa | HACTOSIIET0 [B MMCHMEHHOM BHE

(ropuaryeckoe auuo Pecriyonuku benapycs,

I/IHLlI/IBI/I,HyaJ'ILHHﬁ npeAnpruHUMaTEe]1b,

MPUIIOKCHUA

NI B 3JICKTPOHHOM

M IIMCbMCHHOM BUIC
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3aperucTpupoBaHHblii B Pecniyonmke benapycs,
MHOCTPAaHHOE IPUIUYECKOE JINI0, THOCTPaHHAs
OpraHu3anus, Co3aHHbIE B COOTBETCTBUU

C 3aKOHOAATEILCTBOM HHOCTPAHHBIX TOCYAAPCTB)
SIBIIsIeTCS OPUIIMAIBHBIM MPEJCTaBUTEIICM
Imep>kaTelsl PErHCTPAMOHHOTO YA0CTOBEPEHHS
Ha cTpaTeru4ecKui rpemnapar

4.8.3 (0O0CHOBaHHE BHOCHMOT'O U3MEHEHUS 000CHOBaHHE JOIHKHO COJIEPKATh MHPOPMAITUIO O CYTH U IeJIecO00pa3HOCTH BHOCHMOTO H3MEHEHHSI. B TUCHMEHHOM BHIE
[To nHUIIMATHBE 3asIBUTENS JOITyCKaeTCsl 0(OpMIICHIE BHOCHMOTO U3MEHEHHS B BHIIE TaOJIUITHI «cTapast VI B 3JICKTPOHHOM
PeIaKInsg ¥ HOBAsI PENakIis» (B CiIydae ecii BHocuMoe n3MeHenne 3aTparuBaet OXJIII n mHCTpyKIHIo W INCEMEHHOM BHJIC
M0 MEAUITMTHCKOMY NIPUMEHECHHIO (JINCTOK-BKJIAIBIIT), 0hOpMIIEHHE N3MEHEHHH B TaHHBIE TOKYMEHTHI B BHIIE
TaOJIUIIBI «CTapasi PEIAKIU M HOBAsl PEIAKIIHD SBJISICTCS 00s3aTCIIbHBIM)
4.8.4 mpoext OXJIII, ecnu BHECEHHBIE U3MEHEHUS npoekt OXJIIT nomkeH cOOTBETCTBOBAThH TPEOOBAHUSM MOAITYHKTA 1.8 MyHKTa | HACTOSIIEro NPUIOKEHHUST B IMCHMEHHOM BHJIE
3aTparuBaroT 3TOT pa3zAei PErHCTPALMOHHOIO JOChE WU B DJIEKTPOHHOM
W TMCbMEHHOM BUJIE
4.8.5 |IpPOEKT MHCTPYKLUMH MO MEIULNHCKOMY MPOEKT MHCTPYKLHMH 10 MEAULIMHCKOMY MPUMEHEHHIO (JMCTKa-BKJIA/bIIIA) JOJDKEH COOTBETCTBOBATh B IICEMCHHOM BUJIC
MPUMEHEHHUIO (JIMCTKA-BKJIA BIIIA), €CIIM BHECCHHBICTPEOOBAHUAM NOAITYHKTA 1.9 myHKTa | HAaCTOSAIIEr0 NPHUI0KEHHS WY B DJIEKTPOHHOM
M3MEHEHHMS 3aTParuBaloT STOT pasell W TMCHbMEHHOM BUJIE
ErUCTPALMOHHOTO 0ChEe
4.8.6 |MakeTbl IEPBUYHOIN U BTOPUYHOH yIIaKOBOK MaKEThI IIEPBUYHON U BTOPUYHON YITAKOBOK (IIPOMEXKYTOYHON YITAKOBKU — IIPU €€ HAIMYHH) MIPEJICTABISAIOTCS [B MUCEMEHHOM BUJIC
(TIpOMEeXXyTOYHOH YIAKOBKH — IIPH €€ HATHYINH),  [Ha OETOPYCCKOM WIIM PYCCKOM SI3bIKE JTMOO HAa HHOCTPAHHOM SI3BIKE CO CTUKEPOM Ha OETIOPYCCKOM MITH VI B 3JICKTPOHHOM
eCJIi BHECEHHBIE MI3MECHEHUS 3aTParuBaroT STOT [PYCCKOM S3BIKE M JOJDKHBI COOTBETCTBOBAThH TpeOoBaHMAM moarmyHkTa 1.10 myHkTa 1 HacTosAImero W INCEMEHHOM BHJIC
a3/1eJl PETUCTPAIIMOHHOTO TOChE MPHIOKCHUS
4.8.7 |1IOKYMEHTHI IPOU3BOUTEIIS IO HUCCIECIOBAHUIO ITOKYMEHTBI IOJKHBI COOTBETCTBOBAThH TPEOOBAHUSAM MOAITyHKTa 1.23 MyHKTa 1 HACTOSAIIETO MPUIIOKECHHS B TUCHMEHHOM BHIE
cTaOMIIBHOCTH CTPATETHYECKOT0 TIpenapara WM B DJICKTPOHHOM BHJIE
4.8.8 [pHBIE JOKYMEHTBI PETUCTPAIIMOHHOTO JIOCHE, ITOKYMEHTBI IOJKHBI COOTBETCTBOBAThH TPEOOBaHUAM MoAITyHKTa 1.40 myHKTa 1 HACTOSAIIETO MPUIIOKECHHS B TUCHMEHHOM BHIE
KacaloIIecs: Hi3MEHEHHUS CPOKa TOAHOCTH WITH B 3JICKTPOHHOM BHJIE
CTpaTerndecKoro mnpemnapara
4.9  |[npu U3MEHEHUH CPOKa TOJAHOCTH (papMaIeBTHIEeCKOi cyOCTaHIINHM, KOTOPAst BXOJHUT B COCTAB CTPATETHIECKOTO MpeTapara, B CIyYae HaTUIusl JOKYMEHTOB MPOM3BOIUTEIIS STON
(hapMaleBTHYEeCKOW CYOCTaHIIMH B PETUCTPALIMIOHHOM JIOChE Ha CTPaTerMYECKHH Ipernapar:
4.9.1 BasBnenue BasiBJIEHHE JOJDKHO OBITH 0()OPMIIEHO B COOTBETCTBHHU C NOAMYHKTOM 4.1.1 HAacTOSILEro MyHKTa B IINCHbMEHHOM BHJIE
WY B DJIEKTPOHHOM
W TMCbMEHHOM BUJIE
4.9.2 |1OKyMeHT, IIOATBEP)KIAIOINI, YTO 3asBUTEIIb IMOKYMEHT J0JI)KEH COOTBETCTBOBAThH TPEOOBAHMUSIM, YCTAHOBJICHHBIM B TOAITYHKTE 1.2 myHKTa | HacTOSIIEro [B MMCHbMEHHOM BHE
(ropuarueckoe uno Pecriyonuku benapycs, MPUIOKEHUS WA B 3JICKTPOHHOM
MHIWBUYATBHBIA TPEANPHHUMATEITb, W TMCbMEHHOM BUJIE
BaperucTpupoBaHHbIii B Pecrryonuke benapych,
MHOCTPaHHOE IOPUIMYECKOE JINI0, HHOCTPaHHAS
OpraHn3aIs, Co3/1aHHbIE B COOTBETCTBHU
C 3aKOHOaTEICTBOM MHOCTPAHHBIX TOCYIAPCTB)
SIBIISICTCA OPHUIINATEHBIM IPEACTaBUTEIIEM
ImepKaTesst pETUCTPAIIMOHHOTO YIOCTOBEPEHUS
Ha CTpaTermyYeCKHid mpenapar
4.9.3 |oOocHOBaHHE BHOCHMOT'O M3MEHEHUS 000CHOBaHHUE JJOJDKHO COJIEp)KaTh MH(OPMALINIO O CYTH H 11e7IeCO00pa3HOCTH BHOCUMOTO U3MEHEHHSI. B IINCHbMEHHOM BHJIE

150} WHUIUATUBC 3a4BUTECIIA NOITYCKACTCA O(I)OPMHCHI/IC BHOCHMOI'O UBMCHCHUA B BUIC Ta6J'II/IIII>I «CTapasd

CAAKIWA U HOBAAd pCAAKI M (B CJlydyac €CJiM BHOCMMOC M3MCHCHUC 3aTparuBacT OXJII n HWHCTPYKIHIO

I B 3JICKTPOHHOM

M IIMCbMCHHOM BUIC
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Mo MCAUIIMHCKOMY NPUMCEHCHUIO (J'II/ICTOK-BKJ'I&L[LIHI), Oq)OpMJ'IGHI/Ie H3MCHCHUM B JaHHbIC TOKYMCHTBLI B BUJC
Ta6J'H/IIlLI «CTapad peaaKkius U HOBas pCAaKIUs» SIBJIACTCA OGH?)E[TCHLHLIM)

4.9.4 |nOKyMeHT, TOATBEP)KIAIOIINI Ka4ECTBO OHON IMOKYMEHT, MOJITBEP>KAAIOIINI Ka4eCTBO OHON cepuu (papMareBTHUECKO CyOCTaHINH, JOJDKEH B IIMCHbMEHHOM BHJIE
cepun apManeBTHYECKOH CyOCTaHIINN COOTBETCTBOBATh TpeOoBaHuUsIM noanyHKTa 1.21 myHkra 1 HacTOSIIIEro NPHIIOKEHUS WJIK B 3JICKTPOHHOM BHJIC
4.9.5 |1OKyMEHTBI IPOU3BOAUTES IO UCCIICAOBAHUIO ITOKYMEHT 110 HCCJICIOBAHUIO CTaOMILHOCTH (papManeBTHYECKOi CyOCTaHIIMK JIOJKEH COOTBETCTBOBATh B IIMCHbMEHHOM BHJIE
cTabuIbHOCTH (hapMalleBTHYECKOH CyOcTaHIIMK rpeboBaHusiM noanyHkra 1.13 nyHkra 1 HacTOsIIEero NpUIOKEeHUs WM B DJICKTPOHHOM BHJIC
4.9.6 |MHBIE JOKYMEHTHI PErHCTPALIMOHHOTO JI0ChE, IMOKYMEHTBHI JOJKHBI COOTBETCTBOBATh TpeOOBaHUIM MOAITYHKTa 1.40 myHKTa 1 HACTOSIIErO NPHUII0KEHHS B IICEMCHHOM BUJIC
KacaroL1ecsi N3MEHEHHs CPOKa TOTHOCTH WY B DJICKTPOHHOM BHJIE
(hapmareBTHIECKOHN CyOCTaHIIMH
4.10 |npu M3MEHEHUH YCIOBHIA XpaHEHUs CTPATETMUECKOTO Iperapara:
4.10.1 pasBieHne BasiBJIEHHE JOJDKHO OBITH O()OPMIIEHO B COOTBETCTBHHU C NOAMYHKTOM 4.1.1 HAacTOSILEro MyHKTa B IINCHbMEHHOM BHJIE
WA B 3JICKTPOHHOM
W INCEMEHHOM BHJIC
4.10.2 |TOKyMEHT, MOATBEPIKIAIOMINI, YTO 3aIBUTEIH ITOKYMEHT JOJDKEH COOTBETCTBOBATH TPEOOBaHMSIM, YCTAHOBICHHBIM B MOAITYHKTE 1.2 myHKTa | HACTOSIIETrO [B MMCHMEHHOM BHE
(ropuandeckoe mmo Pecrybnuku benapyce, MPHIOKCHUS VI B 3JICKTPOHHOM
MHAWBUAIYANbHBIA TPEANPHHUMATEb, W INCEMEHHOM BHJIC
BaperucTpupoBaHHbIii B Pecrryonuke benapych,
MHOCTPAaHHOE IOPUIMYECKOE JIUI0, HHOCTPaHHAs
OpraHu3aIysi, CO3aHHbIC B COOTBETCTBHU
C 3aKOHOATEILCTBOM HHOCTPAHHBIX TOCYapCTB)
SIBIISICTCS OPUIIMATBEHBIM NPEACTaBUTEICM
Inep>kaTesst pEruCTPalOHHOTO YI0CTOBEPEHHS
Ha CTpaTermyYecKuid mpenapar
4.10.3 (pOoCHOBaHHE BHOCUMOT'O N3MEHEHHMS 000CHOBaHHUE JJOJDKHO COJIEp)KaTh MH(OPMALINIO O CYTH H 11e7IeCO00pa3HOCTH BHOCUMOTO U3MEHEHHSI. B IIMCHbMEHHOM BHJIE
[To nHUIIMATHBE 3asIBUTENS JOITyCKaeTCsl 0(OpMIICHIE BHOCHMOTO U3MEHEHHS B BHIIE TaOJUITHI «cTapast VI B 3JICKTPOHHOM
peIaKInsg ¥ HOBAs PEJakIis» (B CiIydae eciii BHocuMoe n3MeHenne 3aTparuBaet OXJII n mHCTpyKIHIO W INCEMEHHOM BHJIC
M0 MEAUITMTHCKOMY MIPUMEHECHHIO (JINCTOK-BKJIAIBIIT), OhopMIIEHHE N3MEHEHHH B TaHHBIE TOKYMEHTHI B BHIIE
TaOIIUIIBI «CTapasi pelaKIis M HOBas PEJAKIID SIBIISICTCS 003aTEIbHBIM)
4.10.4 [npoext OXJIII, ecnii BHECEHHBIC N3MEHEHUS nmpoekt OXJIIT moymkeH cOOTBETCTBOBATH TPEOOBAHMSIM MOANYHKTA 1.8 TIyHKTa 1 HACTOSIIEro MPWIOKEHNUS B TUCHbMEHHOM BHIIE
3aTparuBaroOT ATOT pa3iesl PETUCTPAIIHOHHOTO T0CHE VI B 3JICKTPOHHOM
W IICEMEHHOM BHJIC
4.10.5 |[OpOEKT MHCTPYKLMH 10 MEAULITHCKOMY MPOEKT MHCTPYKLHMH 10 MEAULIMHCKOMY MPUMEHEHHIO (JMCTKa-BKJIA/bIIIA) JOJDKEH COOTBETCTBOBATh B ICEMCHHOM BUJIC
MPUMEHECHHIO (JIMCTKA-BKIIAIBIINIA), €CJIM BHECCHHBICTPEOOBAaHUSIM MOMMYHKTa 1.9 MyHKTa | HACTOSIIIETO MPIIIOKCHHS WU B DJIEKTPOHHOM
M3MEHEHHMS 3aTParuBaloT STOT pasiell W TMCbMEHHOM BUJIE
ErUCTPALMOHHOTO 0ChEe
4.10.6 |MaxeThl NEPBUYHON U BTOPHUHON YIAKOBOK MaKeThbl IEPBUYHON U BTOPHYHOM yIaKOBOK (IPOMEXYTOYHOH yIIaKOBKH — IIPH €€ HAIMYNH) TPEJICTABISIOTCS [B TMCHbMEHHOM BHJIE
(IIPOMEXKYTOYHON YIIAKOBKH — IIPH €€ HAJIM4YUK),  [Ha OEJIOPYCCKOM HIIM PYCCKOM SI3bIKE JINOO HAa MHOCTPAHHOM SI3BIKE CO CTHKEPOM Ha 0eJI0pyCCKOM MITH WU B DJIEKTPOHHOM
eCJI BHECEHHbIE N3MEHEHHMSI 3aTParuBatoT STOT [PYCCKOM SI3bIKE M JIOJDKHBI COOTBETCTBOBATH TpeOOBaHMsAM noxmyHkra 1.10 mynkra 1 HacTosmero W MIUCHMCHHOM BHJIC
a3/1eJ1 PETUCTPAIIMOHHOTO JTOChE MPHIOKCHUS
4.10.7 |mMOKyMEHTHI IPOU3BOAMUTES TIO0 UCCIICTOBAHHUIO ITOKYMEHTBI IOJKHBI COOTBETCTBOBATH TPEOOBAHUSAM MOAITyHKTA 1.23 MyHKTa 1 HACTOSAIIETO MPUIIOKECHHS B TUCHMEHHOM BHIE
CTaOMIIBHOCTH CTPATErHYECKOT0 Tpernapara, eciu VI B 3JICKTPOHHOM BHJIE
BHECCHHBIC N3MEHCHHS 3aTPAaruBalOT 3TOT Pa3iel
ETHCTPAIIMOHHOTO JI0ChE
4.10.8 [uHBIE TOKYMEHTHI PETUCTPAIMOHHOTO J0ChE, ITOKYMEHTBI IOJKHBI COOTBETCTBOBAThH TPEOOBaHUAM MoAITyHKTa 1.40 myHKTa 1 HACTOSAIIETO MPUIIOKECHHS B TUCHMEHHOM BHIE

Kacarol1ecs] U3MEHEHHSI yCIOBHI XpaHEHUs
CTpaTernveckoro npenapara

I B DJICKTPOHHOM BHUIC
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4.11 |npu U3MECHEHUHM yCIOBHU XpaHEHUs (papMaleBTUUECKOM CyOCTaHIIUM, KOTOPAasi BXOAMT B COCTAaB CTPATETUIECKOr0 MPEerapara, B CIIydae HaJudus TOKYMCHTOB IIPOU3BOAMUTEIIS ITON
(hapMaleBTHYCCKON CyOCTaHIIMK B PETHCTPAIMOHHOM JIOChE HA CTPATESIMYCCKHUI Ipenapar:
4.11.1 PBasBeHue BasiBIICHHUE JOJKHO OBITH 0(OPMIICHO B COOTBETCTBUU C MOIIYHKTOM 4.1.1 HacTOSAIIEro MyHKTa B MMUCbMEHHOM BHJIE
W B DJIEKTPOHHOM
M NMCbMEHHOM BUJE

4.11.2 |m1OKyMEHT, MOATBEPKIAIOLIUH, YTO 3asIBUTEIIb ITOKYMEHT JOJDKEH COOTBETCTBOBATH TPEOOBAHMSIM, YCTAHOBJICHHBIM B MOANMYHKTE 1.2 MyHKTa | HACTOSINETO |B MUCHMEHHOM BHJIC
(ropunmyeckoe o Pecyonuku benapyce, MPUIIOKEHUS WU B DJIEKTPOHHOM
MHAWBUAIYANbHBIA TIPEANPHHUMATEb, W INCEMEHHOM BHJIC
BaperucTpupoBaHHbIii B Pecrryonuke benapych,

MHOCTPaHHOE IOPUIMYECKOE JINI0, HHOCTPaHHAS

OpraHn3aIus, Co3/1aHHbIE B COOTBETCTBHU

C 3aKOHOaTEILCTBOM MHOCTPAHHBIX TOCYIAPCTB)

SIBIISICTCS OPUIIMATEHBIM NPEACTABUTEICM

nepskaTessi perucTPalMOHHOTO YI0OCTOBEPEHHUS

Ha CTpaTernyecKui mpenapar

4.11.3 |060CHOBaHWE BHOCHMOTO H3MCHCHHUS 000CHOBaHHKE JIOJIKHO COJICPKATh HH(POPMAIIHIO O CYTH U LIEIeCO00Pa3HOCTH BHOCUMOTO U3MCHCHHSI. B MUCbMEHHOM BHJIE

[To MHUIIMATUBE 3asIBUTEINS JOITYCKAETCs 0(pOPMIICHIE BHOCUMOTO U3MCHCHUS B BHJIC TAOJIUIIBI «CTapas W B DJIEKTPOHHOM
[PEIAKIUs ¥ HOBAasl peakius» (B CIy4ae eciii BHOcuMoe n3MeHeHue 3atparuBaet OXJII u HHCTPYKIUIO M TUCbMEHHOM BUJIE
[0 MEAUIMHCKOMY MPUMEHECHHIO (JIMCTOK-BKJIAIBINT), 0OpMIICHHE N3MEHCHHI B IAHHBIC JIOKYMEHTHI B BHJIE
TabIIHUIIBI «CTapasi PelaKIis M HOBas PEJAKIID SIBIISICTCS 003aTEIbHBIM)

4.11.4 |1OKyMEHT, TOATBEPKIAIONTNI Ka4eCTBO OTHOM ITOKYMEHT, TIOJTBEPKIAIOIIHI Ka4eCTBO OJJHON ceprH (hapMarieBTUIEeCKON CyOCTaHITNH, JOIHKEeH B MMCbMEHHOM BUJIE
cepun apManeBTHIECKOil cyOCTaHIINH, eCin COOTBETCTBOBATH TpeOoBaHWAM NoAmyHKTa 1.21 myHKTa 1 HACTOSIIIETO MPHUIIOKECHHUS VI B 3JICKTPOHHOM BHJIE
BHECCHHBIC N3MEHCHHS 3aTParuBalOT 3TOT Pa3iel

ETHCTPAIIMOHHOTO JI0ChE

4.11.5 |TOKyMEHTHI IPOU3BOIAMUTEIS MO UCCIIETOBAHHIO ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATEH TPeOOBaHMAM NOAMyHKTA 1.13 myHKTa 1 HACTOSIIETO MPHIIOKCHHS B TIIICEMEHHOM BHJIE
cTabMIIbHOCTH (hapMaIrleBTHUECKON CyOCTaHITNH, WJTH B DJICKTPOHHOM BHIIE
eCJIi BHECEHHBIE MI3MECHEHUS 3aTParuBaroT STOT

a3/ie]l PEruCTPALMOHHOTO IOChE

4.11.6 |uHBIE TOKYMEHTBI PETUCTPALMOHHOTO JOChHE, ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATH TpeOOBaHMAM NoAmyHKTa 1.40 myHKTa 1 HACTOSIIIETO MPIIOKCHHUS B MUCbMEHHOM BHJIE
Kacarolrecs U3BMEHEHUs YCIOBHUI XpaHEeHUs MU B DJICKTPOHHOM BHJIE
(hapManeBTHUECKON cyOCTaHIIMU

4.12  |npu npeacTaBIeHUU aKTyaJIM3UPOBAHHOTO MPOEKTa HOPMATUBHOTO TOKYMEHTA M0 Ka4eCTBY CTPATErMYECKOTO Mpernapara npu M3MEHEHHUH MoKa3aTele KauecTBa, METOA0B KOHTPOJIS,
METOIMK MPOBEICHUS] UCTIHITAHUM:
4.12.1 BasBeHue BasiBIICHHUE JOJKHO OBITH 0OPMIICHO B COOTBETCTBUU C MOMIYHKTOM 4.1.1 HacTOSAIIEro MyHKTa B MMUCbMEHHOM BHJIE
WU B DJIEKTPOHHOM
W INCEMEHHOM BHJIC
4.12.2 |TOKyMEHT, MOATBEP KIAIOMINMN, YTO 3aIBUTEIH ITOKYMEHT JOJDKEH COOTBETCTBOBATH TPEOOBAaHMSM, YCTAHOBICHHBIM B MOAITYHKTE 1.2 myHKTa | HACTOSIIETr0 [B MMCHMEHHOM BHE

(ropunuaeckoe nuno Pecrybnuku benapychs,
MHAWBUAIYANbHBIA TPEANPHHUMATEb,
BaperucTpupoBaHHbIii B Pecrryonuke benapych,
MHOCTPaHHOE IOPUIMYECKOE JINI0, HHOCTPaHHAS
OpraHn3aIs, Co3/1aHHbIE B COOTBETCTBHU

IC 3aKOHOIATEIILCTBOM MHOCTPAHHBIX TOCYIapPCTB)
SIBIISICTCS OPUIIMATEHBIM NPEACTaBUTEICM
ImepKaTessi PErUCTPAIIMOHHOTO YIOCTOBEPECHUS

Ha CTpaTeFI/I‘IGCKHﬁ npenapar

TMMPUITOKCHUA

MJIA B DJICKTPOHHOM
1 MMCbMCHHOM BHIC
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4.12.3 (0OoCHOBaHNE BHOCUMOT'O U3MEHEHHS 000CHOBaHHUE JJOJDKHO COJIep KaTh MH(OPMALINIO O CYTH H 11e71eCO00pa3HOCTH BHOCUMOTO U3MEHEHHSI. B IINCHbMEHHOM BHJIE
[To nHMIMATHBE 3asBUTEIIS IOITYCKAETCsl 0(OpPMIIEHHE BHOCHMOTO H3MEHEHHUS B BUJIE TaOJIHILIBI «CTapas WU B DJIEKTPOHHOM
pelaKkuyst ¥ HoBast peakuus» (B cilyyae eciii BHocuMoe usMeHenue 3arparusaet OXJIII u nHCTpyKImio W TMCbMEHHOM BUJIE
MO MEIULMHCKOMY ITPUMEHEHHIO (JIMCTOK-BKJIAABINT), 0pOpMIIEHHE U3MEHEHNH B JaHHBIE JOKYMEHTHI B BHJIE
raOMHnIBl «cTapasi pelakiys M HOBasi pellakIMs) SIBISETCS 00s13aTeJIbHBIM)
4.12.4 mpoext OXJIII, ecnu BHECEHHBIE U3MEHEHNUS npoekt OXJIIT nomkeH cOOTBETCTBOBAThH TPEOOBAHMSIM MOAITYHKTA 1.8 MyHKTa | HACTOSIIEro NPUIOKEHHUST B IMCHbMEHHOM BHJIE
3aTparuBaroOT ATOT pa3iesl PETUCTPAIIHOHHOTO JT0CHE VI B 3JICKTPOHHOM
W INCEMEHHOM BHJIC
4.12.5 [OpOEKT HHCTPYKLIWH IO MEIUIIMHCKOMY MPOEKT WHCTPYKIIMK IO METUIITHCKOMY IPUMEHEHUIO (JIMCTKA-BKJIAIBIIA) JOJDKEH COOTBETCTBOBATH B IIIICEMEHHOM BHJIE
MPUMEHEHNIO (JINCTKA-BKIIABIINIA), €CIIM BHECEHHBICTPEOOBaHUAM MOAMYHKTA 1.9 MyHKTa | HACTOSIIETO MPHIIOKEHHS VI B 3JICKTPOHHOM
M3MEHEHHS 3aTParuBaroT ATOT pa3mes W INCEMEHHOM BHJIC
ETHCTPAIIMOHHOTO JI0CHE
4.12.6 |MaxeThl IEPBUYHON M BTOPHIHON YIIaKOBOK MaKeTHI IIEPBUYHON ¥ BTOPUYHOM yITAKOBOK (ITPOMEKYTOUYHON YyITaKOBKU — IIPH €€ HAIMYNHN) IIPEICTABISAIOTCS B MICEMEHHOM BHUJIE
(IIPOMEXKYTOUYHON YIIAKOBKH — IIPH €€ HAJIM4YKUK),  [Ha OEJIOPyCCKOM HIIM PYCCKOM SI3bIKE JINOO HAa MHOCTPAHHOM SI3BIKE CO CTHKEPOM Ha 0eJI0pyCCKOM MITH WJTH B DJIEKTPOHHOM
eCJI BHECEHHbIE N3MEHEHHMSI 3aTParkuBatoT dTOT [PYCCKOM SI3bIKE U JIOJDKHBI COOTBETCTBOBATH TpeOOBaHMsAM noxmyHkra 1.10 mynkra 1 HacTosiero W TMCbMEHHOM BUJIE
a3/1e]1 PETHCTPAIIMOHHOTO JIOChE NPWJIOKEHUS
4.12.7 [akTyaqu3HpOBaHHBIN POEKT HOPMATHBHOTO AKTYaJIM3MPOBAHHBIH IIPOEKT HOPMATHBHOTO JJOKYMEHTA M0 KA4YECTBY JIOJDKEH COOTBETCTBOBATH TPEOOBAHHSM [AKTYaTM3UPOBAHHBIN
ITOKyMEHTa 110 Ka4eCTBY M JJOKyMEHT noanyHkra 1.18 myHkra 1 HaCTOSIETO MPHIIOKEHUSL. MPOEKT HOPMAaTUBHOTO
POM3BONTEIISI IO KOHTPOJIIO Ka4ecTBa IAKTYJIN3UPOBAHHbIH IPOEKT HOPMATUBHOTO JOKYMEHTA 10 Ka4eCTBY CTPATErHYECKOro Ipenapara IMOKyMEHTa 110 Ka4eCTBY —
CTpaTern4eckoro mnpenapara (JJOKyMeHT MpPE/ICTaBISIETCS B ClIy4ae, €CJIM N3MEHEHHsI CyMMapHO 3aTparuBaroT OoJiee MOJ0BUHBI TEKCTa HOPMATHBHOTO (B IIMCHMEHHOM BHJIE
MIPOU3BOIUTEIS IO KOHTPOITIO KadecTBa ITOKyMEHTa TI0 Ka4eCTBY MM IPU HAJIMIUH 00JIee TpeX W3MEHEHHH B HOPMAaTHBHOM JTOKYMEHTE 10 Ka4eCTBY. [HJIH B DJICKTPOHHOM
CTpaTernaecKoro npemnapara Tpedyercs /IOKyMEHT IpOM3BOIUTENS ITO KOHTPOJIIO Ka4eCTBa CTPATETHIECKOTO Tperapara IMpeICTaBIsIeTCs B CIydae, | MICEMEHHOM BHIE;
TS TIPECTABIICHUS B CIIydae, eCJIN OIHH eCJIN I3MECHEHUS, BHOCUMBIC B HOPMAaTHUBHBIHN TOKYMEHT 10 Ka4eCTBY, CBA3aHBI C H3MCHEHHEM METOIOB ITOKYMEHT TIPOU3BOJUTEIS
M3 yYaCTHUKOB IIPON3BOICTBA (TOTOBOIA, 1 (MJIM) METOTUK KOHTPOJIA Ka4eCTBA M BIFSIIOT HA UX BOCTIPOU3BOJHMOCTb. 0 KOHTPOJIIO KayecTBa
Hepac(hacOBaHHOHN HITH MTPOMEXXYTOTHOM TpeboBaHMS K JOKYMEHTY IIPOMU3BOIUTENS 10 KOHTPOITIO Ka4eCTBA CTPATErMYECKOT0 TIpenapaTa NPpUBEICHBl  [CTPATETHIECKOTO
MIPOYKITUH) SIBIISIETCS 3apyOCHKHBIM ) B moanmyHKTe 1.18 myHKTa 1 HACTOSAIIEr0 MPUIIOKCHUS mpermapara —
B IIMCHbMEHHOM BHJIE
WY B DJICKTPOHHOM BHJIE
4.12.8 (oTYETHI 10 BAIMAALMY METOAMK KOHTPOJISI KAYECTBA [TOKYMEHTBI IOJDKHBI COOTBETCTBOBATH TPEOOBAaHMSM MOITyHKTa 1.20 myHKTa | HACTOSIIEro MPUIIOKEHUS B IIMCHbMEHHOM BHJIE
CTpaTern4eckoro mnpenapara, €Ciii BHECCHHbIE WY B DJICKTPOHHOM BHJIE
M3MEHEHHMS 3aTParuBaloT STOT pasiell
ErUCTPALMOHHOTO 0ChEe
4.12.9 |1OKYMEHTBI, TOATBEP>KAAIOIINE KAYECTBO IMOKYMEHTBHI JOJKHBI COOTBETCTBOBATh TPEOOBAaHUSIM MOAITYHKTA 1.19 myHKTa 1 HACTOSIIETO NPHUI0KEHHS B IIMCHbMEHHOM BHJIE
CTaHOAPTHBIX 00PAa3I0B, HCIIOIB3YyEMBIX TIPH VI B 3JICKTPOHHOM BHJIE
KOHTpOJIE Ka4ecTBa CTPATETHUECKOTo Mpernapara,
eCJIi BHECEHHBIE MI3MECHEHUS 3aTParuBaroT STOT
a3/1eJ1 PETUCTPAIIMOHHOTO JTOChE
4.13  [npm U3MEHEHUH MaTepHuala, BUJa MEPBUYHON YIAKOBKH (KOMIDICKTYIOIINX CPEICTB YIAKOBKH, KOMIIOHCHTOB MTEPBUYHON YIIAKOBKH) CTPATETHUECKOTO MpenapaTa, N3MEHCHUN TIEPBUYHON
yrmakoBkH HepacdacoBanHo# nmpoxykinu (bulk product) wim u3MeHeHHH TEPBUYHON YITAKOBKH (apMaIneBTHIECKOM CyOCTaHIINU, KOTOpasi BXOJIUT B COCTaB CTPATErMUECKOTo Tperapara,
B CITydae HaJHYHs JOKYMEHTOB IIPOM3BOAMTEIS 3TOH (papMareBTHUeCKO# CyOCTAHIIMHN B PETUCTPAIIMOHHOM JIOChE Ha CTPAaTETHIECKUH Ipemapar:
4.13.1 PBasBncHUE BasBICHHUE JOJDKHO OBITh 0(DOPMIIEHO B COOTBETCTBUH C TIOAMYHKTOM 4.1.1 HACTOAIIETO MyHKTa B TUCHMEHHOM BHIE
WJTH B DJIEKTPOHHOM
W TMCbMEHHOM BUJIE
4.13.2 |1OKYMEHT, IOJTBEPKAAIOIINI, YTO 3asBUTEIIH ITOKYMEHT J0JI)KEH COOTBETCTBOBATH TPEOOBAHMUSIM, YCTAHOBJICHHBIM B TTOAITYHKTE 1.2 myHKTa | HacTOSIIEro [B MMCHbMEHHOM BHIE

(ropuanyeckoe auno Pecriyonuku benapycs,

I/IHLlI/IBI/I,HyaJ'ILHHﬁ npeAnpruHUMaTe]ib,

MPUIIOKCHUA

I B 3JICKTPOHHOM
M IIMCbMCHHOM BUIC
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3aperucTpupoBaHHblii B Pecniyonmke benapycs,
MHOCTPAaHHOE IPUIUYECKOE JINI0, THOCTPaHHAs
OpraHu3anus, Co3aHHbIE B COOTBETCTBUU

C 3aKOHOAATEILCTBOM HHOCTPAHHBIX TOCYAAPCTB)
SIBIIsIeTCS OPUIIMAIBHBIM MPEJCTaBUTEIICM
Imep>kaTelsl PErHCTPAMOHHOTO YA0CTOBEPEHHS
Ha cTpaTeru4ecKui rpemnapar

4.13.3 |oOocHOBaHWE BHOCHUMOTO U3MEHEHHS 000CHOBaHHE JOIHKHO COJIEPKATh MHPOPMAITUIO O CYTH U IeJIecO00pa3HOCTH BHOCHMOTO H3MEHEHHSI. B TUCHMEHHOM BHIE
[To nHUIIMATHBE 3asIBUTENS JOITyCKaeTCsl 0(OpMIICHIE BHOCHMOTO U3MEHEHHS B BHIIE TaOJIUITHI «cTapast VI B 3JICKTPOHHOM
PeIaKInsg ¥ HOBAsI PENakIis» (B CiIydae ecii BHocuMoe n3MeHenne 3aTparuBaet OXJIII n mHCTpyKIHIo W INCEMEHHOM BHJIC
M0 MEAUITMTHCKOMY NIPUMEHECHHIO (JINCTOK-BKJIAIBIIT), 0hOpMIIEHHE N3MEHEHHH B TaHHBIE TOKYMEHTHI B BHIIE
raOJHIBl «cTapasi pelakiys M HOBasi pellakIMs SIBISETCS 00s13aTeIIbHBIM)
4.13.4 mpoext OXJIII, ecnu BHECEHHBIE U3MEHEHUS npoekt OXJIIT nomkeH cOOTBETCTBOBAThH TPEOOBAHUSM MOAITYHKTA 1.8 MyHKTa | HACTOSIIEro NPUIOKEHHUST B IMCHMEHHOM BHJIE
3aTparuBaroT 3TOT pa3zAei PErHCTPALMOHHOIO JOChE WU B DJIEKTPOHHOM
W TMCbMEHHOM BUJIE
4.13.5 [OpOEKT MHCTPYKLHH 10 MEAULITHCKOMY MPOEKT MHCTPYKLHMH 10 MEAULIMHCKOMY MPUMEHEHHIO (JMCTKa-BKJIA/bIIIA) JOJDKEH COOTBETCTBOBATh B IINCHbMEHHOM BHJIE
MPUMEHEHHUIO (JIMCTKA-BKJIA BIIIA), €CIIM BHECCHHBICTPEOOBAHUAM NOAITYHKTA 1.9 myHKTa | HAaCTOSAIIEr0 NPHUI0KEHHS WY B DJIEKTPOHHOM
M3MEHEHHMS 3aTParuBaloT STOT pasell W TMCHbMEHHOM BUJIE
€rUCTPALIOHHOIO I0ChE
4.13.6 |MaxeThl IEPBUYHON U BTOPHUHON YIIAKOBOK MaKeThbl IEPBUYHON U BTOPHYHOM yIaKOBOK (IPOMEXYTOYHOH yIIaKOBKH — IIPH €€ HAIMYNH) TPEJICTABIISIOTCS [B TMCHbMEHHOM BHJIE
(TIpOMEeXXyTOYHOH YIAKOBKH — IIPH €€ HATHYINH),  [Ha OETOPYCCKOM WIIM PYCCKOM SI3bIKE JTMOO HAa HHOCTPAHHOM SI3BIKE CO CTUKEPOM Ha OETIOPYCCKOM MITH VI B 3JICKTPOHHOM
eCJIi BHECEHHBIE MI3MECHEHUS 3aTParuBaroT STOT [PYCCKOM S3BIKE M JOJDKHBI COOTBETCTBOBAThH TpeOoBaHMAM moarmyHkTa 1.10 myHkTa 1 HacTosAImero W INCEMEHHOM BHJIC
a3/1eJl PETUCTPAIIMOHHOTO TOChE MPHIOKCHUS
4.13.7 |mMOKyMEHTHI IO KOHTPOJIIO Ka4eCTBa HOBBIX ITOKYMEHTBI IOJKHBI COOTBETCTBOBATH TPEOOBAHUSAM MOAITyHKTA 1.22 MyHKTa 1 HACTOSAIIETO MPUIIOKECHHS B TUCHMEHHOM BHIE
MaTepHayioB (BUIOB) IEPBUYHON YIIAKOBKH VI B 3JICKTPOHHOM BHJIE
(KOMIUTEKTYIOIINX CPEICTB YIIAKOBKH,
KOMIIOHEHTOB TIEPBUYHON YITAaKOBKH) U TOKYMEHTEHI,
[OJTBEPIKIAIOIIE, YTO HOBBIE MaTepHaIIbI (BUIbI)
[EepBUYHOM yIIaKOBKH (KOMIUIEKTYIOIUE CPEICTBA
YIIAKOBKH, KOMIIOHEHTBI IEPBUYHON YIIAKOBKH)
CTpaTern4ecKkoro npernapara, HepacacoBaHHOM
mpoaykiun (bulk product) wnu hapmaneBTHueckon
CcyOCTaHIIUH IPUTOJHEI K HCITOJIE30BAHUIO
T yITaKOBKY B (hapMarieBTHIeCKOi
[TPOMBIIITICHHOCTH
4.13.8 |MOKyMEHTHI IPOU3BOAMUTEIS TIO0 UCCIICTOBAHHUIO ITOKYMEHTBI TOJKHBI COOTBETCTBOBATH TpeOoBaHUAM moamyHKTa 1.13 mmm 1.23 mynkTa 1 HacTosIero B TUCHMEHHOM BHIE

CTaOMJIBHOCTH CTPATErHYECKOro Tpernapara,
HepacdacoBanHo# npoxykiuu (bulk product) wmu
(hapmareBTHUECKON CyOCTaHIIMH, €CJI BHECEHHBIC
M3MEHCHHS 3aTPArHBaIOT ATOT pa3ziei
[PETUCTPAIIIOHHOTO JIOChE

MPUIIOKESHUS U TIPESICTABIISIOTCS ISl CTPATErHIeCKOro penapara, POU3BeICHHOTO C UCIIOJIb30BaHHEM
HOBBIX MaTE€pPUAIOB (BU/OB) MEPBUYHON yIIaKOBKH (KOMIUIEKTYIOIUX CPEJCTB YITAKOBKH, KOMIIOHEHTOB
MEePBUYHON YIIaKOBKH), a Takxke s HepachacoBanHoi npomykiuu (bulk product) umm papmarieBTuaeckoi
CyOCTaHIIMK B HOBOH IMEPBUYHON YIIAKOBKE.

IPe3ybTaThl HCCIEIOBAHUN CTAOMIBHOCTH CTPATETHUECKOTO Mperapara OTeYSCTBEHHOTO POU3BO/ICTBA
(BKJIFOUYAsi CPABHUTEIIBHBIC JAHHBIC) MPEICTABISIOTCS MHHUMYM 32 3 MECsIla B YCIOBHUSIX JOJITOCPOYHBIX

M YCKOPEHHBIX UCCIICIOBAHUN JIJIsl HE MCHEE 2 Cepuii, 00beM KOTOPhIX HE MeHEe 00heMa OIBITHO-
MPOMBIIIJICHHOW CEPUU, U BKIIOYAIOT HHOOPMAIHIO, COJCPKAILYIO 0053aTEIILCTBA MO MPOI0KCHHIO
ITOJITOCPOYHBIX UCCIICIOBAHUI B TCUCHHE BCETO MPEIAaracMoro CpoKa TOJTHOCTH U YCKOPEHHBIX

MCCICOBAaHUI B TeUCHUE 6 MECSIIEB M 0053aTENILCTBO 110 UCCICAOBAHMIO CTAOMILHOCTH B YCIOBHAX

I B DJICKTPOHHOM BHUIC
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ITONTOCPOYHBIX MCCIICIOBAHUIA IEPBOY MPOMBIIUICHHOW CEPHHU, TPOU3BECHHON B COOTBETCTBUH

C 0JI0OOPCHHBIM U3MCHCHHEM.

MudopMmaims 10/KHA COAEPKATh CBEJCHHUS O TOM, YTO B Cllyyae OOHApYKEHUs MPOOIeM, CBI3aHHbBIX
c obecrieueHreM CTabMIILHOCTH JIEKAPCTBEHHOTO Mpernapara, Oy1eT HeMEIJICHHO TPOUH()OPMHUPOBAHO
IMHHHCTEPCTBO 3APABOOXPAHEHHUS

4.13.9 |uHBIE TOKYMEHTBI PETUCTPALMOHHOTO JOCHE, ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATH TpeOOBaHMAM NoAmyHKTa 1.40 myHKTa | HACTOSIIIETO MPIOKCHHUS B MUCbMEHHOM BHJIE
KacaloIyecs: HI3MEHEHHUs MaTeprala, BUIa VI B 3JICKTPOHHOM BHJIE
[IEPBUYHOMN YIAKOBKH (KOMIDIEKTYIOIINX CPEJICTB
[YIIAaKOBKH, KOMITOHEHTOB MIEPBUYHOM YIaKOBKH)

CTpaTernaeckKoro mpenapara, I3MEHEHHS

MePBUYHOHN YIIaKOBKH HepachacoBaHHOK

mpoxykiuu (bulk product) wn n3mMeHeHus

[EPBUYHON YIIAKOBKH (DapMareBTHUCCKOM

cyOcTaHIumn

4.14  |opu BHECEHMHM U3MEHEHMI B NMPOLIECC MPOU3BOJICTBA CTPATETHYECKOr0 Mpenapara;
4.14.1 BasBneHue BasiBIICHHE JOJKHO OBITh 0OPMIICHO B COOTBETCTBUU C MOMIYHKTOM 4.1.1 HacTOSAIIEro MyHKTa B MUCbMEHHOM BHJIE

WU B DJIEKTPOHHOM
M TMCbMEHHOM BUJE

4.14.2 |n1OKyMEHT, MOATBEPKIAIOLIUH, YTO 3asIBUTEIIb ITOKYMEHT JOJDKEH COOTBETCTBOBATh TPEOOBAHMSIM, YCTAHOBJICHHBIM B MOAMYHKTE 1.2 MyHKTa | HACTOSINETO |B MUCHMEHHOM BHUJIC
(ropunmyeckoe uno Pecyonuku benapyce, MPUIIOKEHUS W B DJIEKTPOHHOM
MHIWBUYATBHBIA TPEANPHHUMATEITb, M TUCbMEHHOM BUJIE
BaperucTpupoBaHHbIii B Pecrryonuke benapych,

MHOCTPaHHOE IOPUIMIECKOE JINI0, HHOCTPaHHAS
OpraHn3aIus, Co3/1aHHbIE B COOTBETCTBHU
C 3aKOHOaTEILCTBOM MHOCTPAHHBIX TOCYIAPCTB)
SIBIISICTCA OPUIINATEHBIM IPEACTaBUTEIIEM
ImepKaTes sl PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
Ha CTpaTernyecKui mpemnapar
4.14.3 |060CHOBaHWE BHOCHMOTO H3MCHCHHUS 000CHOBaHHKE JIOJIKHO COJICPKATh HH(POPMAIIHIO O CYTH U LIEIeCO00Pa3HOCTH BHOCUMOTO U3MCHCHHSI. B MUCbMEHHOM BHJIE
[To MHUIIMATUBE 3asIBUTEINS JOITYCKAETCs 0(pOPMIICHIE BHOCUMOTO U3MCHCHUS B BHJIC TAOJIUIIBI «CTapas W B DJIEKTPOHHOM
€IAaKIHUs M HOBasl PEIaKLIHs» M NMCbMEHHOM BUJE

4.14.4 |oT4eTsl 0 PUBUKO-XUMHUYCCKUX U OMOJOTHYCCKUX  |[TOKYMEHTHI IIPEICTABIISIOTCS B BHJIC 3aBEPEHHBIX JCPIKATEIIEM PErHCTPAIMOHHOTO YI0CTOBEPCHUS B MMUCbMEHHOM BHJIE
MCCIIeIOBAaHUSIX IO MOATBEPKACHUIO (3asBUTENICM, IPOU3BOIUTEIICM) KOMMI TOKYMEHTOB U, B CIIy4ae UX COCTABJICHUS HA HHOCTPAHHOM SI3BIKE, MU B DJICKTPOHHOM BHJIE
COMOCTaBUMOCTH CTPATErMUECKOro Mpenapara, ITOJDKHBI COTIPOBOKAATHCS MIEPEBOJIOM Ha OEIOPYCCKUI MM PYCCKUI S3bIK, 3aBEPECHHBIM JIepiKaTeIeM
MIPOU3BEACHHOTO C HCIIOIH30BAHNEM HOBOTO [PETUCTPAIIHOHHOTO YAOCTOBEPEHUS (3aSBUTEIIEM, IPOM3BOTUTEIIEM).

1 paHee yTBEP)KICHHOTO MPOIECCOB MPOU3BOACTBA |[IOKYMEHTHI JOJDKHBI COOTBETCTBOBATH [IpaBmiiamM MpoBeAeHNS UCCIeIOBAHNN ONOIOTHYECKIX

(11 6M0aHATIOTHYHOTO CTPATETHIECKOTO leKapCTBEHHBIX CpeAcTB EBpa3niickoro 3KOHOMHYIECKOTO COI03a M MTPECTABIATHCS B TOM YHCIIE B CIIydae
Mpernapara), €ClIi BHECEHHBIC H3MEHEHHS ecJIi I3MEHEHHE IpoIiecca IPOM3BOICTBA 3aTParuBaeT (GapMaIeBTHIECKYI0 CyOCTaHITHIO

BaTparrBarOT ATOT pa3iesl PETUCTPAIIIOHHOTO I0ChE

4.14.5 |HOKyMEHTHI IPOU3BOJUTEIIS, BKIFOUATOIITIEC ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATEH TPEOOBaHMAM NOAMYHKTA 1.17 myHKTa 1 HACTOSIIETO MPHIIOKCHHS B IIIICEMEHHOM BHJIE
OTIHCaHE HOBOTO MPOIiecca MPOU3BOICTBA VI B 3JICKTPOHHOM BHJIE
CTpaTeruuecKoro mnpemnapara, KOHTPOJISl KauecTBa
[IPOMEKYTOYHBIX MIPOJYKTOB, COCTaB Ha CEPHUIO
(IpoM3BOACTBEHHASI PELICNITYPa)

4.14.6 |oTyer Mo BaJIUIAIIMK HOBOTO Mpoliecca ITOKYMEHT JOJDKCH COOTBETCTBOBATH TPEOOBAaHHSIM MOANYHKTa 1.17 myHKTa | HACTOSIETO MPUIOKCHHS B MMCbMEHHOM BHJIE

IMPOU3BOACTBA CTPATCITUYCCKOTO ITperapara

I B DJICKTPOHHOM BUAC
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VICKapCTBECHHOT'O CPEACTBA, €CJIM BHCCCHHLIC
IM3MCHCHMUSA 3aTparuBarOT 3TOT pa3acia
CTUCTPALMOHHOT'O JOChE

4.14.7 |1OKYMEHTBI IPOU3BOJUTEIIS I10 UCCIICJOBAHHIO IMOKYMEHTBHI JOJKHBI COOTBETCTBOBATh TPEOOBAHUSIM MOAITYHKTA 1.23 myHKTa 1 HACTOSIIErO NPHUI0KEHHS B IIMCHbMEHHOM BHJIE

CTaOMIIBHOCTH CTPATErHYeCcKOro Ipenapara W ITPEACTABIISIOTCS U CTPATErNUECcKOro Mpemnapara, pou3BeJCHHOTO ¢ UCIOIb30BaHUEM HOBOTO TIpOLiEcca  [MJIH B 3JICKTPOHHOM BHUJIE
MPOU3BOJICTBA.
IPe3ynbTaThl HCCIeI0BaHNH CTAOMIFHOCTH CTPATETHUECKOTO MperapaTa OTeYECTBEHHOTO IPOM3BOICTBA
(BKJTFOUAsi CpaBHUTEIBHBIC JAHHBIC) IPEICTABITIOTCS MUHUMYM 3a 3 MecsIa B YCIOBHSIX JOJITOCPOTIHBIX
1 YCKOPEHHBIX MCCIIeIOBaHUHN ISl HE MEHee 2 CepHif, 00beM KOTOPHIX HE MeHee 00BheMa OIBITHO-
MPOMBIIIJICHHON CEpUH, ¥ BKIIOYAIOT HH(OPMAIIHIIO, COACPKAITLYIO 0053aTEIbCTBA TI0 MTPOJODKEHIIO
ITOTITOCPOYHBIX UCCIIEIOBAHUN B TEUCHHE BCETO MPEIaraeMoro Cpoka TOTHOCTH U YCKOPEHHBIX
MCCIIEIOBaHMH B TeUeHHE 6 MECSILIEB M 00s13aTEJILCTBO 110 UCCIIEI0BAaHNIO CTAOMILHOCTH B YCIOBHUSX
IMOJITOCPOYHBIX MCCIIEIOBaHUH NIEPBOM NMPOMBIIUICHHOW CEPHH, TPOU3BEJCHHON B COOTBETCTBUH
C 0JIOOPCHHBIM U3MCHCHHEM.
MHudopManys 10JDKHA COAEPKaTh CBEJCHUS O TOM, YTO B Cllydae OOHapy>KeHHUs IPOOIIeM, CBSI3aHHbBIX
c obecrieueHreM cTabMIIBHOCTH JIEKapCTBEHHOTO Npernapara, Oy1eT HeMEeAJIeHHO TPOMH(OpMUPOBaHO
IMHHHCTEPCTBO 31paBOOXPaHEHHUS

4.14.8 |[KONUH OTYETOB O JOKJIMHUYECKUX (HEKIIMHUYECKUX )[TOKYMEHTBI 3aBEPSIIOTCS JIepIKATENIEM PErHCTPALMOHHOTO yIOCTOBEPEHHUS (3asBUTENIEM, IPOU3BOANTEIEM) (B TMCHBMEHHOM BUJIE
MCCIICAOBAHUAX M KIMHUYECKIX HCCICOBAHUAX M IPEICTABIISIOTCS B COOTBETCTBUU ¢ [IpaBriaMu mpoBeIeHUS UCCIICTOBAHUNA OMOIOTHIECKUX VI B 3JICKTPOHHOM BHJIE
(MCTIBITaHMSIX ) TTO TTOTBEPKICHUIO leKapCTBEHHBIX CpeAcTB EBpa3niickoro 3KOHOMHYIECKOTO COI03a
COTIOCTaBUMOCTH CTPATETHIECKOTO TIperapara,

MIPOU3BEACHHOTO C HCIIOIH30BAHNEM HOBOTO
1 paHee YTBEP)KICHHOTO IIPOIIECCOB IPOU3BOACTBA
(B ciydae OTCYTCTBHS YOCIUTEIBHBIX
ITOKa3aTeIbCTB COIIOCTaBUMOCTH Ha OCHOBAHUH
0TYETOB O (PM3UKO-XMMHUUECKUX M ONOJIOTHYECKUX
MCCIeJOBAHMSX ), — U1l OMOTEXHOJIOTMYECKOTO
CTpaTernveckoro mnpenapara
4.14.9 [KOmUM OTYETOB O PE3yJIbTATaX CPABHUTEIHLHOTO IMOKYMEHTBI 3aBEPSIIOTCS AeprKaTesieM (3asBUTENIeM, TIPOU3BOIUTENIEM) U JOJKHBI COOTBETCTBOBATh B IINCHbMEHHOM BHJIE
M3y4eHus: OMOOCTYITHOCTH CTPATErHYECKOTO rpeboBaHusAM noamyHkra 1.26, 1.27, 1.28 wnu 1.29 myHkTa | HacTOSIIEro MPHUIIOKEHHUS. WY B 3JIEKTPOHHOM BHJIE
mpernapara, IPOM3BEACHHOTO C UCIONIB30BaHneM  [[Ipu u3MeHEeHNHU paHee YTBEPKICHHOTO MpoIiecca MPOU3BOACTBA, KOTOPOE MOXKET HOBIIHSTh
HOBOTO H PaHee YTBEPKACHHOTO IPOIIECCOB Ha OMOIOCTYITHOCTH, TPOBOISATCS NCCIIEAOBAHIS OMOIKBUBAICHTHOCTH in Vivo, €CJI He PEICTABICHO HHBIX
MTPOU3BOJICTBA (32 UCKITFOUEHUEM CTPATETHUECKOTO |[000CHOBaHMIA
OMOTEXHOJIOTHUECKOTO Mpernapara)

4.14.10 |nyanH ynpaBiieHUs pUCKaMH CTPATETHYECKOTO TUTaH YIPaBICHUS PUCKaMHU CTPATErHIECKOTO Iperapara sl ONOTEXHOJIOTHIECKOTO JICKAPCTBEHHOTO B IIIICEMEHHOM BHJIE
mpernapata Uit OHOTEXHOIOTHIECKOTO mpernapaTa JODKEH COOTBETCTBOBATh TPEOOBAaHUAM MOAMYHKTA 1.37 myHKTa | HACTOAMIEr O IPHITOKEHHUS VI B 3JICKTPOHHOM BHJIE
ITeKapCTBEHHOTO Tperapara

4.14.11 [uHBIE TOKYMEHTHI PETUCTPAIMOHHOTO J0ChE, ITOKYMEHTBI IOJKHBI COOTBETCTBOBAThH TPEOOBaHUAM MoAITyHKTa 1.40 myHKTa 1 HACTOSAIIETO MPUIIOKECHHS B TUCHMEHHOM BHIE
Kacarol1ecs: U3MEHEHHsI poLiecca IIPOU3BO/ICTBA WY B DJICKTPOHHOM BHJIE
CTpaTernveckoro mnpenapara

4.15  |npu BHECEHUM U3MEHEHHH B ITPOIIECC IIPOU3BOICTBA (hapMaLeBTHYECKOH CyOCTaHIMM, KOTOPasi BXOJUT B COCTAaB CTPATErHUECKOro Mpernapara, B ciiyyae HaJIH4dHs JOKYMEHTOB IIPONU3BOIUTEIS
bTOi (hapManeBTHYECKOM CYOCTaHIIMK B PETUCTPALIMIOHHOM JI0ChE Ha CTPAaTerHYeCKHi Mperapar:
4.15.1 pasBieHue BasiBJIEHHE JOJDKHO ObITH O()OPMIIEHO B COOTBETCTBHHU C NOAMYHKTOM 4.1.1 HAacTOSILEro MyHKTa B IINCHbMEHHOM BHJIE

I B 3JICKTPOHHOM

M IIMCbMCHHOM BUIC
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4.15.2 |1OKyMEHT, OATBEPIKAAIOIIHNI, YTO 3asBUTEIIH IMOKYMEHT J0JIKEH COOTBETCTBOBATH TPEOOBAHMUSIM, YCTAHOBJICHHBIM B TTOAITYHKTE 1.2 myHKTa | HacTOSIIEro (B MMCHbMEHHOM BHIE
(ropuaryeckoe uno Pecriyonuku benapycs, MPUIIOKEHUS WU B DJIEKTPOHHOM
MHIMBHTY JTbHBII IPEANPUHUMATEb, W TMCbMEHHOM BUJIE
3aperucTpupoBaHHblii B Pecniyonmke benapycs,

MHOCTPAaHHOE IOPUIMYECKOE JIUI0, HHOCTPaHHAs
OpraHn3aIs, Co3/1aHHbIE B COOTBETCTBHU
C 3aKOHOAaTEIHCTBOM MHOCTPAHHBIX TOCYIAPCTB)
SIBIISICTCA OPHUIINATEHBIM IPEACTaBUTEIIEM
ImepKaTes sl PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
Ha cTpaTeru4ecKui rnpemnapar
4.15.3 |oOocHOBaHME BHOCHUMOTO U3MEHEHHS 000CHOBaHHE JOIHKHO COJIEPKATh MHPOPMAITUIO O CYTH U IeJIecO00pa3HOCTH BHOCHMOTO H3MEHEHHSI. B TUCHMEHHOM BHIE
[To nHMIMATHBE 3asBUTEIIS IOITYCKAETCsl 0(OpPMIIEHHE BHOCHMOTO H3MEHEHHUS B BUJIE TaOJIHIIBI «CTapas WU B DJIEKTPOHHOM
€/IaKIMsl U HOBasl PEIaKIIHs» W TMCbMEHHOM BUJIE

4.15.4 |1OKyMEHTBI IPOU3BOUTEIIS, BKIIOUAIOIINE CXEMY |[TOKYMEHTBI IIPEJICTABIAIOTCS IS (papMalieBTHUECKOl CyOCTaHIMK, TPOU3BEACHHOM C HCIIOJIb30BaHUEM B IIMCHbMEHHOM BHJIE
MPOMU3BOICTBA (hapMaLeBTUIECKOH CyOCTaHIHH, M3MEHEHHOTO TIpoliecca TPOU3BOACTRA, U JOJKHBI COOTBETCTBOBATh TpeOOBaHUM noAnyHKTa 1.11 myHkTa 1 1M B 3JIEKTPOHHOM BHUJIE
METO/IbI TIOATBEPIKICHUS CTPYKTYPBl, 000CHOBAHHE |[HACTOSIIETO MPHUIO0KEHHS
puMecei u, Npu HAJIWYUH, CepTH(HUKAT
cooTBeTCcTBUSI MOHOTpadun EBponelickoi
(dhapmakonen

4.15.5 |mOXKyMeHT, TOATBEPKIAIONTUI Ka9eCTBO OTHOM IMTOKYMEHT TIPEJICTaBIISACTCS IS papManeBTHISCKOM CyOCTaHIINH, POU3BEACHHON C HCIIOJIb30BAHHEM B MUCbMEHHOM BHU/JIE
cepuu (papMarieBTHIECKOH CyOCTaHITUN M3MEHEHHOTO MpoIiecca MPOU3BOJICTBA, U JOJHKEH COOTBETCTBOBATH TPEOOBAHUSAM MOAITYHKTa 1.21 mMyHKTa 1  [WUIH B DJIEKTPOHHOM BHIIE

HACTOSIIIETO MPIIIOKCHHS

4.15.6 |TOKyMEHTHI IPOU3BOIAMTEINS MO UCCIIETOBAHHIO ITOKYMEHTBHI IIPEACTABISAIOTCS TS (hapMaIleBTHIECKON CyOCTaHINH, IIPOU3BEICHHOH ¢ MCIIOIE30BaHIEM B IIIICEMEHHOM BHJIE

cTaOMIBHOCTH (papMaeBTHIECKOI cyOCcTaHIINU M3MEHEHHOTO TIpoIiecca IMPOU3BOCTBA, U JOJDKHBI COOTBETCTBOBATH TPeOOBaHMAM MOAyHKTa 1.13 myHKTa | MK B 3JICKTPOHHOM BHJIE
HACTOSIIIETO MPIIIOKCHHS

4.15.7 mHBIE JOKYMEHTHI PETUCTPALIMOHHOTO JOCKE, ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATEH TpeOoBaHMAM NoAmyHKTa 1.40 myHKTa | HACTOSIIETO MPHIIOKCHHS B IIIICEMEHHOM BHJIE
KacaloIIrecs: H3MEHEHU MpoLiecca MPOM3BOACTBA VI B 3JICKTPOHHOM BHJIE
(hapManeBTHUYECKON cyOCTaHIMK

4.16  |npu BHECEHUH U3MEHEHHH B O()OPMIIEHHE MAKETOB IIEPBUYHOM, U (MJIM) BTOPUYHOM, U (MJIM) IPOMEKYTOYHOW YIaKOBOK CTPATErH4eCcKOro rnpenapara (py ee HaTu4un) I100 BBEICHUN
TOTIOJTHUTEIIBHBIX MAaKEeTOB EPBUYHOM, U (MJIM) BTOPUYHOM, U (MJIM) IPOMEKYTOYHOM YIIAaKOBOK C IPYTUM oopMiieHHEM (IIpHU ee HAIMYUH):
4.16.1 pasBieHne BasiBJIEHHE JOJDKHO ObITH O()OPMIICHO B COOTBETCTBHHU C NOAMYHKTOM 4.1.1 HacTOSILEro MyHKTa B IIMCHbMEHHOM BHJIE
WU B DJIEKTPOHHOM
W TMCbMEHHOM BUJIE

4.16.2 |1OKYMEHT, TOJTBEPKAAIOIINI, YTO 3asBUTEIIH ITOKYMEHT JI0JI)KEH COOTBETCTBOBATH TPEOOBAHMUSIM, YCTAHOBJICHHBIM B TOAITYHKTE 1.2 myHKTa | HacTOSIIEro [B MMCHbMEHHOM BHIE
(ropuarueckoe uno Pecriyonuku benapycs, MPUIOKEHUS WU B DJIEKTPOHHOM
MHAWBUAIYANbHBIA TPEANPHHUMATEb, W INCEMEHHOM BHJIC
BaperucTpupoBaHHbIii B Pecrryonuke benapych,

MHOCTPaHHOE IOPUIMYECKOE JINI0, HHOCTPaHHAS
OpraHn3aIs, Co3/1aHHbIE B COOTBETCTBHU
C 3aKOHOAaTEIHCTBOM MHOCTPAHHBIX TOCYIAPCTB)
SIBIISICTCA OPUIINATEHBIM IPEACTaBUTEIIEM
Inep>kaTesst pEruCTPalOHHOTO YI0CTOBEPEHHS
Ha CTpaTern4ecKui npenapar
4.16.3 (0OOCHOBaHHE BHOCUMOT'O U3MEHEHHMS 000CHOBaHHUE JJOJDKHO COJIEp)KaTh MH(OPMALINIO O CYTH H 11e7IeCO00pa3HOCTH BHOCUMOTO U3MEHEHHSI. B IINCHbMEHHOM BHJIE

150} WHUIUATUBC 3a4BUTECIIA NOITYCKACTCA O(I)OPMHCHI/IC BHOCHMOI'O UBMCHCHUA B BUIC Ta6J'II/IIlI>I «CTapasd

CAAKIWA U HOBAAd pCAAKI M

I B 3JICKTPOHHOM

M IIMCbMCHHOM BUIC
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4.16.4 |MaxeThbl IEpPBUYHON U BTOPHUHON YIIAKOBOK IMOKYMEHTBI IPE/ICTABISIIOTCS. C HOBOWH MapKUPOBKOH Ha OEJIOPYCCKOM HIIM PYCCKOM SI3bIKE JINOO B IIIICEMEHHOM BUJIE
(IIPOMEXKYTOYHOH YIaKOBKH — IIPH €€ HAJIMYHH) Ha MHOCTPAHHOM SI3bIKE CO CTUKEPOM Ha OEIOPYCCKOM HIIM PYCCKOM SI3bIKE U JIOJDKHBI COOTBETCTBOBATh WK B 2JIEKTPOHHOM BHUJIE
rpeboBanusiM noanyHkra 1.10 myHkra 1 HacTOsIIEro NpUIOKEeHUs

4.17 npu [lO6aBJ'IeHI/II/I JO3UPOBKHU CTPATCTMYCCKOT0 nperapara rnpu yCjao0BUH, YTO MOKa3aHUs K MCAUITUHCKOMY MPUMCHCHUTIO OAUMHAKOBBIC!

4.17.1 PasgBicHue BasBJICHUC OOJI?)KHO OBITE O(I)OpMJ'IeHO B COOTBETCTBUU C MMOAITYHKTOM 4.1.1 HaCTOALICTO IIyHKTa B IMCbMCHHOM BUJIC
NI B 3JICKTPOHHOM
M IIMCbMCHHOM BUIC

4.17.2 |1OKyMEHT, MOATBEPKIAIOLIUH, YTO 3asIBUTEIIb ITOKYMEHT JOJDKEH COOTBETCTBOBATH TPECOOBAHMSIM, YCTAHOBJICHHBIM B MOANMYHKTE 1.2 MyHKTa | HACTOSINETO |B MUCHMEHHOM BHJIC
(ropunmyeckoe o Pecyonuku benapyce, MPUIIOKEHUS WU B DJIEKTPOHHOM
MHAWBUAIYANbHBIA TIPEANPHHUMATEb, W INCEMEHHOM BHJIC

BaperucTpupoBaHHbIii B Pecrryonuke benapych,
MHOCTPaHHOE IOPUIMYECKOE JINI0, HHOCTPaHHAS
OpraHn3aIus, Co3/1aHHbIE B COOTBETCTBHU

C 3aKOHOaTEILCTBOM MHOCTPAHHBIX TOCYIAPCTB)
SIBIISICTCS OPUIIMATEHBIM NPEACTABUTEICM
nepskaTessi perucTPalMOHHOTO YI0OCTOBEPEHHUS
Ha CTpaTernyecKui mpenapar

4.17.3 (0OoCHOBaHNE BHOCUMOT'O U3MEHEHHMS 000CHOBaHHKE JIOJIKHO COJICPKATh HH(POPMAIIHIO O CYTH U LIEIeCO00Pa3HOCTH BHOCUMOTO U3MCHCHHSI. B MUCbMEHHOM BHJIE
[To MHUIIMATUBE 3asIBUTEINS JOITYCKAETCs 0(OPMIICHIE BHOCUMOTO U3MCHCHUS B BHJIC TAOJIUIIBI «CTapas WU B DJIEKTPOHHOM

CIAKIIYs Y HOBAsl PEAKIIUS» M TMCbMEHHOM BUJE

4.17.4 |1OKyMEHT, MOATBEPKAAIOLINN PETUCTPALIUIO ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATh TPCOOBAHMSM, YCTAHOBJICHHBIM B MOAMYHKTE 1.4 myHKTa 1 B IICEMCHHOM BUJIC
IeKapCTBEHHOIO MpernapaTa B CTpaHe Jep)KaTeNst  [HACTOSILEro MPUIOKEHUs W B DJIEKTPOHHOM
[PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (CTpaHe W INCEMEHHOM BHJIC

MPOU3BOIUTENS) (PETUCTPAITMOHHOE YIOCTOBEPCHUE
6o cepTudukar GapmManeBTHIECKOro MPOIyKTa
cornacHo ¢opmMary, pekomeHaoBanHoMy BO3,
BBIJAHHBIN YIIOJTHOMOYEHHBIM OPTaHOM CTPaHBI
InepIkaTesIsi pEruCTPAMOHHOTO YI0CTOBEPEHHS
(cTpaHbI MPOM3BOANTENS) HA CTPATETHUECKUNA
npenapar, 1100 HHpopMaLHs ¢ 0GHLIHATHLHOTO
caiiTa peryJsiTOpHOro OpraHa B IJ100aJbHOM
KOMITBIOTEpPHOM ceTn MIHTepHeT, HoATBep K aaroas
[PETHCTPALMIO CTPATETUUECKOT0 Ipernapara

(17151 cTpaTeTHYECKOTOo Tpemnapara 3apy0eKHOTO

TPOU3BOJICTBA)
4.17.5 [npoext OXJIII, ecnii BHECEHHBIC N3MEHEHUS nmpoekt OXJIIT moymkeH cOOTBETCTBOBATH TPEOOBAHMSIM MOANYHKTA 1.8 TIyHKTa 1 HACTOSIIEro MPWIOKEHNUS B TUCHbMEHHOM BHIIE
3aTparuBaroOT ATOT pa3iesl PETUCTPAIIHOHHOTO T0CHE VI B 3JICKTPOHHOM
W IICEMEHHOM BHJIC
4.17.6 |OPOEKT MHCTPYKLMH IT0 MEIUIIMHCKOMY MPOEKT WHCTPYKIIMU IO METUIITHCKOMY IPUMEHEHUIO (JIMCTKA-BKJIAIBIIIA) JOJDKEH COOTBETCTBOBATH B TIIICEMEHHOM BHJIE
MPUMEHEHHIO (JINCTKA-BKIIABIINIA), €CIIM BHECEHHBICTPEOOBaHUAM MOAMYHKTA 1.9 MyHKTa | HACTOSIIETO MPHIIOKEHHS VI B 3JICKTPOHHOM
M3MEHEHHS 3aTParuBaoT ATOT pa3mes W INCEMEHHOM BHJIC

€rUCTPALMOHHOTO I0ChE

4.17.7 |makeTbl NEPBUYHON U BTOPUYHON YIaKOBOK ITOKYMEHTHI MIPECTABISIOTCS IS JOOABIISICMOM TO3UPOBKHU CTPATErMYCCKOTO Mpernapara Ha 0eIopyccKoM B MMCbMEHHOM BHJIE
(IIPOMEXKYTOYHOM YIAKOBKH — IIPH €€ HATHYIHIH) WITA PYCCKOM SI3bIKE JTMOO HA HHOCTPAHHOM SI3BIKE CO CTUKEPOM Ha OEJIOPYCCKOM HIIH PYCCKOM SI3BIKE W B DJIEKTPOHHOM

1 JOJIXKHBI COOTBCTCTBOBATH TpeGOBaHI/IﬂM MOJAITYHKTa 1.10 ITYHKTa 1 HACTOAIICTO IMTPUJIOKCHHUSA M IIMCbMCHHOM BUIC
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4.17.8 |TOKyMEHT MPOU3BOAUTEIIS, BKIIFOYAIOIININ CBEICHHS [TOKYMEHT MIPEICTABISCTCS s TOOABISIEMO JO3UPOBKH CTPATETUUCCKOTO MperapaTa U JOJDKCH B IICEMCHHOM BUJIC
0 coCTaBe CTPATErHYecKoro mpenapara COOTBETCTBOBAThH TpeOOBaHMUAM MOAMYyHKTA 1.14 myHKTa 1 HACTOSIIIETO MPHIIOKCHUS WA B 3JICKTPOHHOM
W MIChMCHHOM BHJIC
4.17.9 |1OKyMEHT 0 (apMaIleBTUYECKOI pa3padOTKe, €CIM  |[TOKYMEHT MPEICTABISCTCS s TOOABISIEMO JO3UPOBKH CTPATETUUCCKOTO MpernapaTta U JOJDKCH B IICEMCHHOM BUJIC
BHCCCHHBIC U3MCHCHHUS 3aTPAruBalOT 3TOT Pa3/ie]l  [COOTBETCTBOBATH TPEOOBAHUSIM MOMIYHKTA 1.15 myHKTa | HACTOSINETrO MPUIIOKEHUS WITA B 3JICKTPOHHOM BHJIC
ErUCTPALMOHHOTO 0ChEe

4.17.10 |oT4eTsl 0 (HU3UKO-XMMHUICCKUX M OMOJIOTUYCCKUX  |TOKYMEHTHI MPEICTABIIIOTCS VTS JOOABIIIEMON TO3UPOBKU CTPATETHYCCKOTO TIperapaTa u TOJKHEI B IICEMCHHOM BUJIC
MCCIIeJOBAaHUSX IO TTOITBEPIKICHHUIO COOTBETCTBOBATh TPeOOBaHUSIM MOAMYHKTa 1.16 myHKTa 1 HACTOSIIETO MPHIOKEHUS WK B DJICKTPOHHOM BHJIE
COTIOCTaBUMOCTH C OPUTHHAILHBIM (pedepeHTHBIM)

IeKapCTBEHHBIM TPEnapaTomM

(17151 GMOAHAIOTUYHOTO CTPATETHIECKOTO
mpernapara), eciii BHECEHHbIE M3MEHEHUsI
3aTparkBarOT ATOT pa3el PETUCTPAIIMOHHOTO JI0ChE

4.17.11 |mOKYMEHTBI IPOU3BOAUTEIIS, BKIFOYAIOIIHC IMOKYMEHTHI IIPECTABIISIOTCS I JOOABISEMOM TO3UPOBKH CTPATETMYECKOTO Mpernapara i JOHKHBI B IICEMCHHOM BUJIC
omHCaHKEe MPOoIlecca MPOU3BOICTBA COOTBETCTBOBAThH TpeOOBaHMUAM MOAMyHKTA 1.17 myHKTa 1 HACTOSIIIETO MPHUIIOKCHUS WITA B 3JICKTPOHHOM BHJIC
CTpaTeru4ecKoro mpenapara, KOHTPOJIS KauecTBa
[IPOMEKYTOYHBIX MPOIYKTOB, COCTAB Ha CEPHUI0
(IpOX3BOACTBEHHAS PELENITYPa), OTYET
[0 BaJMJAIMK TPOIIecca MPOU3BOCTBA
(U151 CTpaTerHYecKHUX MPenapaTroB 0TEUYECTBEHHOTO
[MPOM3BOJICTBA, HE OTHOCSALIMXCS K HECTAHIAP THBIM
MPOJIYKTaM WJIM MPOLeccaM, IOMYCKAeTCs] BMECTO
oT4eTa Mo BATUIAIMY MPOLiecca NPOU3BOICTBA
peACTaBISITh TUIAH BATUIAIMH [Tpollecca
POM3BOJICTBA U FAPAHTHIHHOE 0053aTEIHCTBO
0 MPEIOCTABICHUH OTYETA MO BATHIAIMY TIPOIIecca
IPOM3BOJICTBA)

4.17.12 |[OpoeKT 0 BHECCHUW M3MCHEHUI B HOPMATUBHBIA  [IPOEKT O BHCCCHUU M3MCHCHUI B HOPMATHUBHBIN JJOKYMEHT 110 KQ4eCTBY JOJKCH COOTBETCTBOBATh B IICEMCHHOM BUJIC
ITOKYMEHT TI0 Ka4eCTBY, €CJI BHECCHHBIC TpeOOBaHUSAM MOANYHKTA 4.6.7 HACTOAIIETO MyHKTA WA B 3JICKTPOHHOM
M3MEHCHHS 3aTPArHBaIOT ATOT pa3iei W MIUCHMCHHOM BHJIC

ErUCTPALMOHHOTO 0ChEe

4.17.13 |oT4eTHI IO BAIMAANMN METOTUK KOHTPOJIS Ka4eCTBA TOKYMEHTHI MPEICTABIIIOTCS VTS JOOABIIIEMON TO3UPOBKU CTPATETHYCCKOTO TIperapaTa u TOJKHEI B IICEMCHHOM BUJIC
CTpaTernveckoro npenapara, €ciii BHECCHHbIE COOTBETCTBOBATh TpeOoBanusiM nozAmnyHkra 1.20 myHkTa 1 HACTOSIIETO MPHIOKEHUS WK B DJISKTPOHHOM BHJIE
M3MEHEHHs 3aTPAruBatOT ITOT pas/el

ErUCTPALUOHHOTO 0ChEe

4.17.14 |[1OKYMEHTbI IPOU3BOMTEIIS 110 UCCIICIOBAHHIO IMOKYMEHTBI PE/ICTABISIFOTCS ISl 100aBIISIEeMO JO3UPOBKH CTPATETUUECKOr0 MMpernapara v J0JKHBI B IUCHbMEHHOM BHJIE
CTaOMJIBHOCTH CTPATErHYECKOro Ipenapara COOTBETCTBOBATh TpeOoBaHusIM noAnyHKra 1.23 myHkra 1 HACTOSIIIEr0 MPHIIOKEHHSI WK B DJICKTPOHHOM BHJIE

4.17.15 [uHBIE TOKYMEHTHI PETUCTPAIMOHHOTO J0ChE, ITOKYMEHTBI TIOJKHBI COOTBETCTBOBAThH TPEOOBaHUAM MoAITyHKTa 1.40 myHKTa 1 HACTOSAIIETO MPUIIOKECHHS B TUCHMEHHOM BHIE
Kacarowrecs: JoOaBICHUs! JO3UPOBKH WK B DJISKTPOHHOM BHJIE
CTpaTernveckoro npenapara

4.18  |npu M3MEHEHUH KOJINIECTBA /103 B IEPBUYHOM, U (MJTM) BTOPUYHOM, 1 (MITH) MPOMEKYTOYHON YITAKOBKaX CTPATErHYECKOTo MpermapaTa JM00 KOJIMIECTBA CTPATETHISCKOTO Mpemnapara
B yrakoBke HepacdacoBannoi mpoaykiuu (bulk product):
4.18.1 pasBieHUE BasiBICHHUE JOJDKHO OBITh 0OPMIICHO B COOTBETCTBUU C MOMIYHKTOM 4.1.1 HacTOSAIIETO MyHKTa B IICEMCHHOM BUJIC

I B 3JICKTPOHHOM
M IIMCbMCHHOM BUIC




54

4.18.2 |HOKyMEHT, MOATBEPKIAIOIINIA, UTO 3asBUTEIh IMOKYMEHT J0JIKEH COOTBETCTBOBATH TPEOOBAHMUSIM, YCTAHOBJICHHBIM B TTOAITYHKTE 1.2 myHKTa | HacTOSIIEro (B MMCHbMEHHOM BHIE
(ropuaryeckoe uno Pecriyonuku benapycs, MPUI0KESHUS WU B DJIEKTPOHHOM
MHIMBHTY JTbHBII IPEANPUHUMATEb, W TMCbMEHHOM BUJIE
3aperucTpupoBaHHblii B Pecniyonmke benapycs,

MHOCTPAaHHOE IPUIUYECKOE JINI0, THOCTPaHHAs

OpraHU3aIysl, CO3aHHbIE B COOTBETCTBUU

C 3aKOHOAATENLCTBOM HHOCTPAHHBIX TOCYAPCTB)

SIBIISIETCST O(PUIIANBHBIM NIPECTaBUTENIEM

Imep>kaTelst PErHCTPAMOHHOTO YA0CTOBEPEHHS

Ha cTpaTeru4ecKui rnpemnapar

4.18.3 |oOocHOBaHWE BHOCHMOTO U3MEHEHHS 000CHOBaHME BHOCUMOTO U3MEHEHHUS JJOJHKHO COJIEPIKATh HHPOPMAITUIO O CYTH H 11e1eco00pa3HOCTH B TUCHMEHHOM BHIE

BHOCHMOTO M3MeHeHus1. [To HHuIMaTHBe 3asABUTEIIS IOMTyCKaeTCsl 0(OPMIICHHE BHOCHMOT'O U3MEHEHHMS B BUZIE [MITH B DJICKTPOHHOM
TaOJIHIBl «CTapast pelakiys ¥ HOBasi pelakius (B ciIydae eciii BHocuMmoe n3menenue 3arparuaetr OXJIII  |u nuceMeHHOM Bujie
M MHCTPYKIMIO TI0 MEAMLIMHCKOMY ITPUMEHEHHUIO (JIMCTOK-BKIAABINT), 0pOpMIICHIE U3MECHEHNH B JJAHHbIE
ITOKYMEHTHI B BHJI€ TaOJIMIIBI «CTapasi pelakifs M HOBasi pellakIMsh) SIBISICTCS 00s13aTeJIbHBIM)

4.18.4 mpoext OXJIII, ecnu BHECEHHBIE U3MEHEHUS npoekt OXJIIT nomkeH cOOTBETCTBOBATh TPEOOBAHMSIM MOAITYHKTA 1.8 IMyHKTa | HACTOSIIEro MPUIOKEHHUST B IMCHbMEHHOM BHJIE
3aTparuBaroT HTOT pa3zes PErUCTPALIHOHHOTO A0ChE WY B 3JIEKTPOHHOM

W TMCbMEHHOM BUJIE

4.18.5 [OpOEKT UHCTPYKLUU N0 METUIIUHCKOMY MPOEKT MHCTPYKLHMH 10 MEAULIMHCKOMY MPUMEHEHHIO (JMCTKa-BKJIA/bIIIA) JOJDKEH COOTBETCTBOBATh B IIMCHbMEHHOM BHJIE
MIPUMEHEHHUIO (JIMCTKA-BKJIAbIINIA), €CIIH BHECCHHBICTPEOOBAHMSIM MOAITYHKTA 1.9 MyHKTa | HACTOAIIETO MPHUIO0KEHHA WU B DJICKTPOHHOM
M3MEHEHHS 3aTParuBatoT 3TOT pa3zel W TNCBMEHHOM BHUJIE

ETUCTPALMOHHOTO JOChE

4.18.6 |MaxeTsl IEPBUYHON ¥ BTOPUIHOH yIIaKOBOK IMOKYMEHTBI PEICTABILIIOTCS] HA OEIOPYCCKOM MIIM PYCCKOM SI3BIKE THO0 Ha HHOCTPAHHOM SI3BIKE B IINCHbMEHHOM BHIE
(TTIpPOMEKYTOYHOH YIAKOBKH — IIPH €€ HAIIMIHHN) CO CTUKEPOM Ha OeJIOPYCCKOM HMIIH PyCCKOM SI3BIKE M OJKHBI COOTBETCTBOBATH TPEOOBAHHUAM WU B DJICKTPOHHOM
CTpaTern4eckoro mpenapara noamyHkTa 1.10 myHKTa 1 HacTOSIIETO MPHIOKEHUS W TNCHbMEHHOM BHUJIE

4.18.7 |[OpOEKT 0 BHECCHUH U3MEHEHHWH B HOPMAaTHBHBIH  [IPOEKT O BHECCHUHM M3MEHEHUH B HOPMATHBHBIN TOKYMEHT 110 Ka4eCTBY JIOJKCH COOTBETCTBOBATH B IINCHbMEHHOM BHIE
ITOKyMEHT IO KaueCTBY, €CIIM BHECCHHBIC TpeOoBaHMSIM HMOAITYHKTA 4.6.7 HACTOSIIETO IyHKTa WU B DJICKTPOHHOM
M3MEHEHUs 3aTParuBaoT ATOT pa3aen W TMCbMEHHOM BUJIE

€rUCTPALIOHHOIO I0ChE

4.18.8 |HOKYMEHTBHI IPOU3BOAUTEINS O UCCIEAOBAHUIO IMOKYMEHTBHI JOJKHBI COOTBETCTBOBATh TPEOOBAHUSIM MOAITYHKTA 1.23 myHKTa | HAaCTOSAIIErO NPUIOKEHHUA. (B TMCHMEHHOM BHJIE
CTaOMIIBHOCTH CTPATErHYeCcKOro Ipenapara, eciii  |Pe3ynbTaThl HCCeIoBaHMH CTaOMIBHOCTH CTPATErNUECKOro Mperapara 0TeYeCTBEHHOTO IIPOU3BO/ICTBA WK B 2JIEKTPOHHOM BHUJIE
BHECEHHbIE U3MEHEHMS 3aTParuBaloT STOT pa3jen  |(BKJIIOYAsi CPaBHUTEIIbHBIC IAaHHBIE) ITPEACTABIISIOTCS MUHIMYM 32 3 MeCsla B YCIOBUSX JIOJITOCPOYHBIX
[PETUCTPALIIOHHOTO 10ChE M YCKOPEHHBIX MCCIIeIOBaHUH JJIsl HE MeHee 2 cepuii, 00beM KOTOPBIX HE MeHee 00beMa OIBITHO-

MPOMBIIIICHHON CEPUH, U BKIIOYAIOT HH()OPMANNIO, COACPIKAILYI0 00s3aTEIBCTBA TI0 TPOAOHKEHHIO
MTONTOCPOYHBIX MCCIIEIOBAHUH B TEUEHHE BCETO MPEIAaraéMOro CPOKa TOAHOCTH M yCKOPEHHBIX
MCCIIEIOBAaHNI B TeUCHUE 6 MECSILIEB M 00SI3aTEIILCTBO 10 UCCIIECAOBAHNIO CTAOMIBHOCTH B YCIOBHUSIX
ITOJITOCPOYHBIX UCCIEAOBAHUMN MTEPBOI IPOMBIIIUIEHHOW CEpUH, IPOU3BEICHHON B COOTBETCTBUU
C 0TOOPEHHBIM U3MEHEHHUEM.
MHudopManys 10DKHA COAEPKATh CBEICHHUS O TOM, UTO B CiIydae OOHApy>KCHHUS MPOOIIEM, CBA3aHHBIX
c obecrieueHreM cTabMIIBHOCTH JIEKapCTBEHHOTO Npernapara, Oy1eT HeMeAJICHHO TPOMH(pOpMUPOBaHO
IMUHHCTEPCTBO 3/IPABOOXPAHEHHUS
4.19  |npm M3MEHEHUM HAMMEHOBAHUS CTPATErHYECKOro IpenapaTa, HAMMEHOBAHMS JIEKApPCTBEHHOH (DOpMBI, CrIoco0a yKa3aHHsl JTI03UPOBKU CTPATETMYECKOr0 Npenapara Wil U3MEHEHUH

HAUMCHOBaHMA (bapMalIeBTI/I‘IeCKOfl Cy6CTaHHI/II/I, KOTOpasi BXOAUT B COCTAB CTPATCTUUCCKOIO Mpcnapara, B CjIydac HaJIM4nsd JOKYMCHTOB IPOU3BOAUTECIIA ITOH (bapMaIIeBTI/I‘IeCKOﬁ
Cy6CTaHIII/II/I B pETUCTPALMOHHOM JOCHC HA CTpaTeI‘I/I‘IeCKI/Iﬁ npenapar:
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4.19.1 BasBieHue BasiBIICHHE JOJKHO OBITh 0(OPMIICHO B COOTBETCTBUU C MOMIYHKTOM 4.1.1 HacTOSAIIEro MyHKTa B MUCbMEHHOM BHJIE
W B DJIEKTPOHHOM
M TMCbMEHHOM BUJE
4.19.2 |1OKyMEHT, MOATBEPKIAIOLIUH, YTO 3asIBUTEIIb ITOKYMEHT JOJDKCH COOTBETCTBOBATH TPEOOBAHMSIM, YCTAHOBJICHHBIM B MOANYHKTE 1.2 MyHKTa | HACTOSIIETO |B MUCHMEHHOM BHUJIC
(ropuamyeckoe o Pecyonuku benapyce, MPUIIOKEHUS W B DJIEKTPOHHOM
MHIWBUIY ATBHBIA TPEANPUHUMATEITb, M TUCbMEHHOM BUJIE
BaperucTpupoBaHHbIii B Pecrryonuke benapych,
MHOCTPaHHOE IOPUIMIECKOE JINI0, HHOCTPaHHAS
OpraHn3aIs, Co3/1aHHbIE B COOTBETCTBHU
C 3aKOHOAaTEILCTBOM MHOCTPAHHBIX TOCYIAPCTB)
SIBIISICTCA OPUIINATEHBIM IPEACTaBUTEIEM
nepikaTessi perucTpalMOHHOTO YI0CTOBEPEHHUS
Ha CTpaTermyYecKuid mpenapar
4.19.3 |060CHOBaHHE BHOCHMOTO H3MCHCHHUS 000CHOBaHKE BHOCUMOTO M3MCHEHUS JTOJDKHO COJIEPKATh MHPOPMALIUIO O CYTH H I[EJIECO00Pa3HOCTH B MUCbMEHHOM BHJIE
BHOCHMOTO U3McHEHUs. [10 MHUIIMATHBE 3asBUTEIS IOMyCKaeTCss 0hOPMIICHHE BHOCHMOTO H3MEHCHHS B BUJIC [MIIHA B 3JICKTPOHHOM
TaOITUIIBI «CTapasi pelaKIUs ¥ HOBas PeIakiusy (B ciay4ae eciii BHOcuMOe n3MeHeHue 3atparupaeT OXJIII |1 muCbMEHHOM BUJIE
M MHCTPYKITHIO 110 MEJMIIMHCKOMY MPUMEHEHHIO (JINCTOK-BKIABINI), 0pOpMIICHAE N3MCHEHUI B JJAHHBIC
ITOKYMEHTBHI B BUIC TAOJHIIBI «CTapasi PEIAKIUs M HOBasl PEIAKIIHS SIBISICTCS 00s3aTCIIbHBIM)
4.19.4 mpoext OXJIII, ecnu BHECEHHBIE U3MEHEHNUS npoekt OXJIIT nomkeH cOOTBETCTBOBATh TPEOOBAHUSIM MOAITYHKTA 1.8 IMyHKTa | HACTOSIIEro NPUIOKEHHUST B IMCHMEHHOM BHJIE
3aTparruBaroOT ATOT pa3iesl PETUCTPAIIHOHHOTO T0ChE VI B 3JICKTPOHHOM
W INCEMEHHOM BHJIC
4.19.5 [OpPOEKT HHCTPYKUIWH IO MEIUIIMHCKOMY MPOEKT WHCTPYKIIMK IO METUIITHCKOMY IPUMEHEHUIO (JIMCTKA-BKIIABINIA) (CTPATErHYecKOro Ipenapara) B TIIICEMEHHOM BHJIE
MPUMEHEHNIO (JINCTKA-BKJIA/IBIIIA) ITOJKEH COOTBETCTBOBATh TPEOOBAHMAM MOAIMYHKTA 1.9 MyHKTa | HACTOSIIETO MPIIIOKEHUS VI B 3JICKTPOHHOM
(cTpaTermdeckoro npemnapara), eciii BHECEHHBIE W INCEMEHHOM BHJIC
M3MEHEHHS 3aTParuBaroT ATOT pa3mes
ETHCTPAIIMOHHOTO JI0ChE
4.19.6 |MaxeThI IEPBUYHOMN W BTOPHIHON YIIaKOBOK ITOKYMEHTBHI MIPEACTABISAIOTCS HA OEIOPYCCKOM HITH PYyCCKOM SI3BIKE JIN0O0 Ha HWHOCTPAHHOM SI3BIKE B IIIICEMEHHOM BHJIE
(IIPOMEXKYTOYHOM YIIAKOBKH — IIPH €€ HATHYIHIH) CO CTHKEPOM Ha OCIIOPYCCKOM HIIM PYCCKOM SI3BIKE M JOJDKHBI COOTBETCTBOBATh TpeOoBaHusIM 1.10 myHkTa 1 MK B 3JCKTPOHHOM
CTpaTeruueckoro mnpemnapara HACTOSALIETO NPUIIOKEHUS M TMCbMEHHOM BUJE
4.19.7 |OpOEKT O BHECEHUU U3MEHEHHUI B HODMATUBHBIA  [IPOEKT O BHECEHUU U3MEHEHUI B HOPMATUBHBIN JTOKYMEHT 110 Ka4eCTBY JOJHKEH COOTBETCTBOBATH B MUCbMEHHOM BHJIE
ITOKYMEHT IO KaueCTBY, €CJIM BHECEHHbIE TpeOOBaHUSAM MOANYHKTA 4.6.7 HACTOAIIETO MyHKTA W B DJIEKTPOHHOM
M3MEHEHHUS 3aTParuBaroT 9TOT pa3el M TUCbMEHHOM BUJIE
€rUCTPALMOHHOTO I0ChE
4.19.8 |1OKyMEHT, MOATBEPKIAIOLIUI KaUeCTBO OJTHOM ITOKYMEHT JOJDKCH COOTBETCTBOBATH TPEOOBaHMUSIM MOANYyHKTa 1.21 myHKTa | HACTOSIETO MPUIOKCHHS B MUCbMEHHOM BUJE
cepun papManieBTHIECKOil cyOCTaHIINH, eCin VI B 3JICKTPOHHOM BHJIE
BHECCHHBIC N3MEHCHHS 3aTParuBalOT 3TOT Pa3iel
ETHCTPAIIMOHHOTO JI0CHE
4.19.9 |uHBIE TOKYMEHTHI PETUCTPAIMOHHOTO J0ChE, ITOKYMEHTBI TIOJKHBI COOTBETCTBOBAThH TPEOOBaHUAM MoAITyHKTa 1.40 myHKTa 1 HACTOSAIIETO MPUIIOKECHHS B TUCHMEHHOM BHIE
KacaloIIrecs] N3MEHEHHUSI HANMCHOBAHUS VI B 3JICKTPOHHOM BHJIE
CTpaTerundecKoro mpenapara, HANMEHOBAHHS
lmekapcTBEHHOU (HOpMBI, criocoba yKa3zaHus
ITO3MPOBKH MJIM HAUMEHOBaHUS (hapMaIleBTHYCCKON
cyOcTaHIumn
420 |npu peopraHu3zalyy ¥ (WIK) K3MCHCHUH IPOU3BOIUTENS, U (HIIH) ACPIKATEIS PErHCTPAIMOHHOIO YIOCTOBEPCHHUS U (WJIM) M3MEHECHUH HAMMCHOBAHUS U (WIIK) afpeca 0e3 H3MCHEHUS

(baKTI/I'-IeCKOI‘O MCCTOHAXOXKACHUS IMTPOU3BOAUTCIIA CTPATCTUYCCKOTO ITpeiapara, u (I/IJ'II/I) ACPIKATCIIA pCTUCTPALMOHHOTO YIOCTOBCPCHHUA!
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4.20.1 pasBiCHUEC BasiBIICHHE JOJKHO OBITh 0(OPMIICHO B COOTBETCTBUU C MOMIYHKTOM 4.1.1 HacTOSAIIEro MyHKTa B IICEMCHHOM BUJIC
WA B 3JICKTPOHHOM
W MIChMCHHOM BHJIC
4.20.2 |TOKyMEHT, MOJTBEPKIAIOIINI, UTO 3aIBUTCIH ITOKYMEHT JOJDKCH COOTBETCTBOBATH TPEOOBAHMSIM, YCTAHOBJICHHBIM B MOANYHKTE 1.2 MyHKTa | HACTOSIIETO |B MUCHMEHHOM BHUJIC
(ropuamyeckoe o Pecyonuku benapyce, MPHIOKCHUS WA B 3JICKTPOHHOM
MHIWBUIY ATBHBIA TPEANPUHUMATEITb, W MIUCHMCHHOM BHJIC
BaperucTpupoBaHHbIii B Pecrryonuke benapych,
MHOCTPaHHOE IOPUIMIECKOE JINI0, HHOCTPaHHAS
OpraHn3aIs, Co3/1aHHbIE B COOTBETCTBHU
C 3aKOHOAaTEILCTBOM MHOCTPAHHBIX TOCYIAPCTB)
SIBIISICTCA OPUIINATEHBIM IPEACTaBUTEIEM
ImepaKaTessi PErUCTPAIIMOHHOTO YIOCTOBEPECHUS
Ha CTpaTermyYecKuid mpenapar
4.20.3 (0OOCHOBaHNE BHOCUMOT'O U3MEHEHHMS 000CHOBaHKE BHOCUMOTO M3MCHEHUS JTOJDKHO COJIEPKATh MHPOPMALIUIO O CYTH H I[EJIECO00Pa3HOCTH B IICEMCHHOM BUJIC
BHOCHMOTO U3McHEHUs. [10 MHUIIMATHBE 3asBUTEIS IOMyCKaeTCss 0hOPMIICHHE BHOCHMOTO H3MEHCHHS B BUJIC [MIIHA B 3JICKTPOHHOM
[TaOJIUIIBI «CTapasi PEIAKIU M HOBAsl PEIAKIIHDY W MHChMCHHOM BHJIC
4.20.4 |TOKyMEHT, MOJITBEPKIAIOIINNA PEOPTaHU3AIIIO ITOKYMEHT TPEACTABIISICTCS B BHJIC 3aBEPCHHON JIepiKaTeIeM PErHCTPALMOHHOTO yIOCTOBEPEHHUS (3asIBUTEIICM, [B TUCHMEHHOM BHUJIC
M (W) I3MCHEHUE MTPOU3BOIUTEIS, U (FITH) [POM3BOIUTEIICM) KOIIMU TOKYMEHTA C TIEPEBOJIOM Ha OETOPYCCKUI MIIH PYCCKUI SI3bIK (BEPHOCTH MEPEBOIA  [MIIH B JICKTPOHHOM
ImepKaTessi PErUCTPAIIMOHHOTO YIOCTOBEPECHUS WUTH TIOJTAHHOCTB MOJIIMCH NIEPEBOTYHKA JOJDKHA OBITh 3aBEpeHA JICPKATEIEM PErHCTPAMOHHOTO W MIUCHMCHHOM BHJIC
M (WI1) M3MEHeHHEe HanMEHOBaHUS U (W) ajipeca [yAO0CTOBEpEHUS (3asSBUTENIEM, TPOU3BOIUTENIEM) (YIIOTHOMOYCHHBIM JIUIIOM).
0e3 m3MeHeHHns (haKTHIEeCKOT0 MecTOHaXoXIeHNs [Ha mokymeHTe 00s3aTeTbHO HATMUWeE JISTaTH3aliH FITH IPOCTABIICHUS allOCTHIIS, €CIIH HHOE
MIPOU3BOIUTENS CTPATETMIECKOTO TIpernapara, HE TPeIyCMOTPEHO MEXTyHapOIHBIMH JoroBopamu Pecry6nmku benapych
M (W) IepiKaTens perucTpaoHHOTO
JTIOCTOBEPEHHUS
4.20.5 [OpOEKT 0 BHECCHWH M3MECHEHUI B HOPMATUBHBIA  [IPOEKT O BHECCHWU M3MCHEHUI B HOPMATHBHBINA JOKYMEHT II0 Ka4eCTBY JOJDKCH COOTBETCTBOBATH B IIIICEMEHHOM BHJIE
ITOKYMEHT TI0 Ka4eCTBY, €CJI BHECEHHBIC TpeOOBaHUAM MOAITYHKTa 4.6.7 HACTOAIIETO IyHKTa VI B 3JICKTPOHHOM
M3MEHCHHS 3aTPArHBaIOT ATOT pa3iei W MIHCbMCHHOM BHJIC
CTHCTPAIMOHHOTO JIOChE
4.20.6 |1OKyMEHTHI pErUCTPALIUOHHOTO JOCKE, npencraisitorcs npoekTsl OXJII, HHCTPYKIMH [0 MEIULIUHCKOMY IIPUMEHEHHIO (JIMCTKA-BKJIaIbIIIa), B MUCbMEHHOM BUJE
3aTparuBaroIUe PCOPraHU3AINIO U (WITH) MAaKEThI YIIAKOBKH CTPATErMYECKOTO Mperapara, TOKYMEHT MPOU3BOIUTENS, BKITFOYAKOIIUI CBEJICHUS WA B 3JICKTPOHHOM
M3MEHEHHE TIPOU3BOAUTENS U (UIH) U3MEHEHUE 0 COCTaBe CTPATErM4ecKOro npemnapara B COOTBETCTBUHU ¢ noamyHkramu 1.8, 1.9, 1.10, 1.14 myHnkra 1 V(1) TUCbMEHHOM BHJIE
HAMMCHOBaHHUS U (WIK) aapeca 0e3 U3MEHEHUS HACTOSILETO MPIJIOKCHHS, €CITH BHECCHHBIC H3MECHEHHUS 3aTParuBalOT 3TH Pa3JIeiibl PETUCTPAIIMOHHOTO JTOCHE.
(haKTHUECKOTO MECTOHAXOXKACHUS MMPON3BOANTENS [B cilydae MpeaocTaBIeHUs HHBIX TOKYMEHTOB OHH JTOJDKHBI COOTBETCTBOBATH TPEOOBAHMAM MOAMyHKTa 1.40
cTpaTerudeckoro nmpemapara u (Win) aepxatens MyHKTa | HACTOSIIETO MPUITOKCHHS
ETHCTPAIMOHHOTO YI0CTOBEPECHHUS
4.21 |npu peopraHu3anyy U (WIM) U3MEHEHUH TIPOU3BOIUTENS U (MIIH) N3MECHEHUH HAUMEHOBaHMSI U (WIH) aapeca 0e3 n3MeHEeHUs (PaKTHIECKOTO MECTOHAXOXKICHUS TTPOU3BOTUTEIIS
(bapMareBTHIeCKO cyOCTaHIINK, KOTOpasi BXOJIUT B COCTaB CTPATETHYECKOT0 TIpernapara, B ciiydae HAINIHUA JOKyMEHTOB ITPOU3BOIUTENS 3TOH (hapMarleBTHIECKON CyOCTaHITIH
B PETHUCTPALIMOHHOM JIOChE HA CTPATETHUYESCKUIl ITpemapar:
4.21.1 PBasBneHUe BasBICHHUE JOHKHO OBITH 0()OPMIIEHO B COOTBETCTBUH C TIOAMYHKTOM 4.1.1 HACTOAMIETO MyHKTa B TUCHMEHHOM BHIE
VI B 3JICKTPOHHOM
W MHChMCHHOM BHJIC
4.21.2 |TOKyMEHT, MOJTBEPKIAIOIINI, UTO 3aIBUTCIH ITOKYMEHT JOJDKEH COOTBETCTBOBATH TPECOOBAHMSIM, YCTAHOBJICHHBIM B MOANYHKTE 1.2 MyHKTa | HACTOSIIETO |B MUCHMEHHOM BHUJIC

(ropuarueckoe auno Pecriyonuku benapycs,
MHAVBUIYaNbHBIA IpeANPUHUMATEb,
3aperucTpupoBaHHbIii B Pecniyonmke benapycs,

MHOCTPAHHOC IOPUANYCCKOC JIMIIO, MHOCTpAHHAas

MPUIIOKCHUA

NI B 3JICKTPOHHOM
1 IIMCbMCHHOM BUC
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OpraHu3anus, Co3aHHbIE B COOTBETCTBUU
C 3aKOHOAATEILCTBOM HHOCTPAHHBIX TOCYAAPCTB)
SIBIIsIeTCs OPUIIMATBHBIM MPEJCTaBUTEIICM
nepaKaTenst pErucCTpallMiOHHOTO YAOCTOBEPEHUS
Ha CTpaTern4ecKui npenapar

4.21.3 (0OoCHOBaHNE BHOCUMOT'O U3MEHEHHMS 000CHOBaHKE BHOCUMOTO M3MCHEHUS JTOJDKHO COJIEPIKATh HHPOPMALIUIO O CYTH H I[EJIECO00Pa3HOCTH B IICEMCHHOM BUJIC
BHOCHMOTO M3MeHeHus1. [1o HHUIMaTHBE 3asBUTEIS IOMyCKaeTcs: 0(hOPMIICHHE BHOCHMOTO U3MEHEHHS B BUIC [UITH B DJICKTPOHHOM
raOJIHIBl «CTapasi peaKIHs U HOBasl PElAKIHsD) M MMCbMEHHOM BHJIE

4.21.4 |komusi NOKyMEHTAa, TOTBEPKAAIOIIETO KOTIMSI TOKYMEHTA JI0JDKHA ObITh 3aBepeHa JIepKaTelieM PErHCTPAlMOHHOIO YI0CTOBEpeH s (3asiBUTEIIEM, B IUCHbMEHHOM BHJIE

[pEOpraHU3aNunIo U (UJIH) U3MEHEHHE npousBoauTeneM). JJOKyMeHT, COCTAaBICHHbIH HA MHOCTPAHHOM SI3bIKE, JOJDKEH COMTPOBOXKIATHCS MEPEBOIOM [HITH B DJICKTPOHHOM
MPOU3BOANTENS U (MIIM) U3MEHEHNE HAMMEHOBAHMUS [HA OEIOPYCCKUI MITM PYCCKUI s3bIK, BEpHOCTD IIEPEBO/Ia JODKHA ObITh 3aBEpeHa JepiKaTeeM W MMCbMEHHOM BHUJIE
m (un) ampeca 6e3 n3MeHeHUs (HaKTHIECKOTO [PETHCTPAIIMOHHOTO YAOCTOBEPEHUS (3aIBUTEIIEM);
MECTOHAXOXKICHUS POU3BOIUTEIIS ITOKYMEHT, COCTABIICHHBII HA HHOCTPAHHOM SI3BIKE, JOJDKEH COIPOBOXKIATHCS MEPEBOIOM Ha OCIIOpYCCKUT
(hapMaleBTHICCKON CyOCTaHIIMK, KOTOPasi BXOJIUT [MIIM PYCCKUM SA3BIK (BEPHOCTH NEPEBOIA WM MOUIMHHOCTD IMOAMUCH MEPEBOIIHKA TOJDKHA OBITH 3aBEpeHa
B COCTaB CTPATErMYCCKOrO Ipenapara, B ciiydyac ImepxaTeeM perucTPaluOHHOTO yIOCTOBEPCHHUS (3asIBUTEIIEM, TIPOU3BOAHUTEIEM) (YIIOJIHOMOYECHHBIM JTUIIOM )
HAIAYHS JOKYMEHTOB IIPOU3BOIUTEIIS
(hapmaneBTHYECKON CyOCTaHIMN
B PETUCTPALIMOHHOM JIOChE HA CTPATETHUYCCKU
mpemnapar
4.21.5 |10KyMEHT, OJTBEPKAAIOIIUI KAYeCTBO OJHOMN ITOKYMEHT JI0JKEH COOTBETCTBOBAThH TPEOOBAHMAM MOAMyHKTa 1.21 myHKTa 1 HACTOSILETO MPUIIOKESHUS B IUCHbMEHHOM BHJIE
cepun (hapMaLeBTUIECKON CYyOCTaHIMHU, €CITU WK B DJICKTPOHHOM BHJIE
BHECEHHbIC U3MECHEHHSI 3aTPArkBalOT ITOT pa3iel
ErUCTPALUOHHOTO JI0Che
4.21.6 |TOKyMEHT NMPOU3BOIUTEIS, BKIIOUAIONTUI CBEICHNUS [TOKYMEHT JTOJKEH COOTBETCTBOBATH TPEOOBAHUSM MOANTYHKTA 1.14 myHKTa 1 HACTOSIIETO TPUITOKESHIS B TUCHMEHHOM BHIE
0 cocTaBe CTPATErHyecKoro npernapara, ecim WK B DJICKTPOHHOM
BHECEHHbIC U3MECHEHHSI 3aTPArkBalOT ITOT pasiel W MMCbMEHHOM BHUJIE
ErUCTPALMOHHOTO 0ChEe
4.21.7 MHBIC JOKYMCHTBI PETUCTPALIMOHHOTO JIOCKE, ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATH TpeOOBaHMAM NoAmyHKTa 1.40 myHKTa 1 HACTOSIIIETO MPIIOKCHHUS B IICEMCHHOM BUJIC
KACAIOIIMECs] pEOPTaHu3alMy U (W) H3MEHEHUS WITA B 3JICKTPOHHOM BHJIC
POU3BOUTENS ¥ (M) U3MECHCHHS HANMCHOBAHUS
1 (win) anpeca 0e3 u3MeHEeHUs (PaKTHIECKOTO
MECTOHAXOXKICHUS POU3BOIUTEIIS
(hapmareBTHIECKOHN CyOCTaHIIMH
4.22  |npu U3MEHEHUH TPOU3BOAUTENS U (MIIH) CTPAHbI POU3BOAUTEISI CTPATETHIECKOTO Mperapara (3aMeHa Wil 100aBlieHue HOBOM MPOM3BOACTBEHHOM TUIONIAIKY I YaCTH MITH BCEX MPOIECCOB
TPOM3BOJICTBA):
4.22.1 PBasBicHUE BasBICHHUE JODKHO OBITH 0(DOPMIIEHO B COOTBETCTBUH C TIOAMYHKTOM 4.1.1 HACTOAIIETO MyHKTa B TUCHMEHHOM BHIE
WK B DJICKTPOHHOM
M MMCbMEHHOM BHUJIE
4.22.2 |MOKyMEHT, TOATBEPKIAIOIINH, YTO 3asIBUTEIH ITOKYMEHT JOJKEH COOTBETCTBOBATh TPEOOBAHUSIM, YCTAHOBJICHHBIM B MOANMYHKTE 1.2 TyHKTa | HACTOSIIErO [B MMUCHMEHHOM BHIIE

(ropunuaeckoe nuno Pecrybnuku benapychs,
MHIBHyaJIbHBIN IPEANPUHIMATEID,
3aperucTpupoBaHHbIii B Pecniyonmke benapycs,
MHOCTPAaHHOE IPUIUYECKOE JINI0, THOCTPaHHAS
OpraHu3anus, Co3aHHbIE B COOTBETCTBUU

C 3aKOHOAATEILCTBOM HHOCTPAHHBIX TOCYAAPCTB)

FIBJISACTCSA O(l)I/IIII/IaJ'ILHLIM MNpeACTaBUTCIEM

TMMPUITOKCHUA

MJIA B DJICKTPOHHOM
1 MMCbMCHHOM BHIC
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HCPIKATCIIA PCTUCTPALIUMOHHOTO YIOCTOBCPCHUA
Ha CTpaTeFI/I‘IeCKI/Iﬁ npenapar

4.22.3 (0O0CHOBaHNE BHOCUMOT'O U3MEHEHHMS 000CHOBaHNE BHOCUMOT'O H3MEHEHHS JI0JDKHO COZEpsKaTh HH(POPMALMIO O CYTH U LIEJIeCO00pa3HOCTH B IIMCHbMEHHOM BHJIE
BHOCHMOTO U3McHEHUs. [10 MHUIIMATHBE 3asBUTENS IOMMyCKaeTCss 0hOPMIICHHE BHOCHMOTO H3MEHCHHS B BUJIC [MIIHA B 3JICKTPOHHOM
[TaOJIUIIBI «CTapasi PEIAKIUS M HOBAsl PEIAKIIHDY W MIChMCHHOM BHJIC

4.22.4 |OpUTHHAT WM KOIHS JOKYMCHTA, OpUTHHAIT MK KOIUS TOKYMEHTA, TIOATBEPIKIAFOIIETO PETUCTPAIMIO JICKAPCTBCHHOTO MIperapara B CTpaHe B IICEMCHHOM BUJIC
[OJTBEPIKIAIOIETO PETHCTPALINIO CTPATETHYECKOTO [IepyKaTeIst PErHCTPAlMOHHOTO YI0CTOBEPEHHS (CTpaHe POU3BOUTENs) (PErUCTPALIMOHHOE YIOCTOBEPEHHE |MIIH B DJIEKTPOHHOM
MperapaTa B CTpaHe IepiKaTeis perucTPallMOHHOTO 00 cepTuuKat hapMaIieBTHIeCKOro MPOoayKTa corsliacHo Gopmary, pekomeHaoBanHoMy BO3), BEIIAHHOTO [ TUCBMEHHOM BHJIE
[YIOCTOBEpEHUS (CTpaHe IIPOU3BOINUTES) [YIIOJTHOMOYEHHBIM OPTaHOM CTPaHbI JIEPKATEISI PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (CTPAHBI
(perucTpaoHHOE YIAOCTOBEPEHUE MO0 MPOW3BOAUTENS). B MokyMeHTe moJpKHA OBITh Yka3aHa HHGQOpPMAIHS 0 HOBOM IPOU3BOAUTENE (HOBOM
cepTudukaT GapManeBTHIECKOTO MPOIYyKTa MPOW3BOJCTBEHHON TUIOMIANIKE).
cormacHO ¢opmary, pekoMeHnoBanHOMY BO3), Kommur TOKyMEHTOB, BBIITAHHBIX YIIOJIHOMOYEHHBIM OPTaHOM CTPAHBI JAEPIKATENs PETHCTPALMOHHOTO
BBITAHHOTO YIIOJHOMOYCHHBIM OPTraHOM CTPAaHBI  [yIOCTOBEpEHHS (CTPaHBI MPOU3BOAUTEIIS), NODKHBI OBITh HOTAPHAIBHO 3aCBHICTEILCTBOBAHBI. JJOKYMEHTHI
Inep>kaTesst pEruCTPalOHHOTO YI0CTOBEPEHHS MPE/ICTABIISIIOTCS C TIEPEBOIOM Ha OEIOPYCCKHIA MITH PYCCKHH S3bIK (BEPHOCTH NEPEBOAA HIIH HOAJIHMHHOCTD
(cTpaHbI MPOU3BOIUTENS) (IS CTPATETMYCCKIX MOJIITICH TIEPEBOUMKA JOJDKHA OBITh 3aCBHICTEILCTBOBAHA HOTAPHAIIBHO).

[penapaToB, 3apErUCTPUPOBAHHBIX MO CTaHIAPTHOU [Ha ToKyMeHTax 00s3aTeIbHO HATHMYKE JICTAIN3AIUH WIH POCTABICHUS allOCTHIIS, €CIIM HHOE
poLeaype, yCIOBHO, YCIOBHO JUIsl 9KCTPEHHOTO  [HE MPEAYCMOTPEHO MEXKTyHapOIHBIMH joroBopamu PecriyOmmku benapych (Juist crpateruueckoro mpenapara
IPUMCHCHYS) Bapy0OeXHOT0 IIPOU3BOJICTBA)

4.22.5 |1OKyMEHT, OJATBEPKAAIOIINH PErHCTPaLINIO ITOKYMEHT, TIOATBEPKIAFONIUI PETUCTPALIMIO CTPATETUUCCKOTO MPeTapaTa, BEIIAHHBIN YIIOTHOMOYCHHBIM B ICEMCHHOM BUJIC
CTpaTerndecKoro Mpernapara, BEIIaHHBIN OpraHOM OJHOTO M3 TOCYAapCTB, YKa3aHHBIX B a03arie BTOpOM YacTH repBoii myHkTa 11 [TonoxxeHus, tM60 WK B 3JICKTPOHHOM
[YIOJTHOMOYEHHBIM OPTaHOM OJTHOTO M3 TOCYAApCTB, |TOKYMEHT, IIOATBEPKIAIONININ PETUCTPAINIO CTpaTerndeckoro npenapara B EC, BRIIaHHBIH W INCEMEHHOM BHJIC
[yKa3aHHBIX B a03a1ie BTOPOM YacTH MepBOit YHOTHOMOYEHHBIM opraHoM EC, 1100 JOKyMeHT, MOATBEPKIAIONINH PETUCTPAIINIO CTPATETHIECKOTO
myHkTa 11 TTonoxeHwus:, THOO TOKYMEHT, mperapaTa TpaJAuIHOHHONW KUTaHCKOH MEeIUIIMHBI, BEIAHHBIN yIToJIHOMOoYeHHBIM opranoM KHP, mu6o
[TOITBEPKAAIOIINH PETHCTPAILINIO CTPATETMYECKOT0 [MHPOpPMALHs C OPHUIHATBHOTO CaiiTa yIIOJIHOMOUYEHHOTO OpraHa OJJHOTO M3 TOCYAapCTB, YKa3aHHBIX B a03a1le
npemnapata B EC, BEIJaHHBIN YITOJITHOMOYEHHBIM BTOpOM YacTu niepBoit myHkTa 11 ITonoxxenus, wim EC, wim ynonaomodennoro oprana KHP B rmo6ansHoii
opranom EC, mu00 TOKyMEHT, HOATBEPKIAOMUN  [KOMIBIOTEPHOI ceTi HTepHET, NOATBEPIKIAIOINAS PETUCTPAIIUIO CTPATEIMYCCKOTO MpernapaTa, uiu
[PETHCTPALMIO CTPATETUUECKOT0 Ipernapara c odunmansHOTO caiita BO3 B r1o0anbsHOM KOMIBIOTEPHOH ceTd HTepHET, TOATBEPIKIAI0IIAs IIPOXOKICHUC
TPAITUIIMOHHON KUTAHCKOW MEIUIIUHBI, BEIIAHHBINA [CTPATErMYeCKUM IpenapaToM mporpaMmel pekpanudukanuu BO3. B mokymenTe 10KHA OBITH YKa3aHa
yrosHoMoueHHbIM opranoM KHP, 6o mH(OpMaLs 0 HOBOM NPOU3BOAUTENE (HOBOM NPONU3BOJICTBEHHO TUIONIAIKE).
MH(pOpMaNKUs ¢ OPHUIHATBHOTO caliTa Komuu JOKyMEHTOB, BBITAHHBIX YIIOJIHOMOYCHHBIM OPTaHOM CTPAHBI JCPIKATEIIS PETHCTPALUOHHOTO
[YIIOJTHOMOYEHHOTO OpTraHa OTHOTO M3 TOCYIapCTB, [yAOCTOBEPEHHS (CTpaHBI IIPOU3BOANUTEINS), TOIDKHBI OBITh HOTAPHAIHHO 3aCBHICTEILCTBOBAHEI. JJOKYMEHTEI
[YKa3aHHBIX B a03a1ie BTOPOM JacTH MEepBOit MPEICTABISIIOTCA C TIEPEBOZOM Ha OETIOPYCCKHUI MM PYCCKHUH S3BIK (BEpHOCTH ITEPEBOAA WIIH TTOAINHHOCTD
mysakTa 11 ITomoxenws, wm EC, mim MOIICH TIEPEBOYNKA JOJDKHA OBITh 3aCBHACTEIHCTBOBAHA HOTAPHUAIBHO).
yrmostHoMmo4deHHoro oprana KHP B rio6anbHO# IHa nokyMeHTax 00s3aTeJIbHO HATMYHE JIeTaTU3aIliH WIIK TIPOCTABJICHUS allOCTUIIS, €CITH HHOE
KOMIBIOTEPHOH ceTH MIHTepHeT, MOATBEp)KIaroImas [He MPeIyCMOTPEHO MEKAyHApOIHBIMU JoroBopaMu Pecry6nmku benapych
[PETHUCTPAIIHNIO CTPATETHUECKOTO Mperapara, Win
c opurmansHOro caiita BO3 B rio6anpHOM
KOMIBIOTEPHO! ceTi HTEpHET, OATBEP K IAr0IIAs
[IPOXOKICHAE CTPATETHUCCKUM MPEIapaToM
mporpamMmsl rpekBanudukanun BO3
(VTS CTPATETUYECKUX MIPETapaTos,
3aperuCTPUPOBAHHBIX B YIPOIICHHOM MOPSIIKE)

4.22.6 [KoNUs JIUICH3UH, BBIJAHHOHN YIIOJTHOMOYEHHBIM KOTIHSI JIMLICH3UU TOJDKHA OBITh HOTAPUAIBLHO 3aCBUJICTEIBCTBOBAHA. JJOKYMEHT JTOJDKEH COIPOBOXKIATHCS B IICEMCHHOM BUJIC

OpraHoM CTpaHbI IPOU3BOCTBA
M MIPEJOCTABIISIONICH TPaBO Ha MIPOU3BOICTBO

lTeKapCTBEHHOTO Mpenapara, 1100 HHbopMaIus

MEepeBOIOM Ha OEJIOPYCCKUN FITH PYCCKUH SI3BIK (BEPHOCTH IIEPEBOA WIH MOUIMHHOCTD ITOIITUCH
MepeBOIINKA JOJDKHA OBITH 3aCBUICTEIFCTBOBAHA HOTapHaiIbHO). Ha moKyMeHTax 00s3aTenbHO HAIN9He

VICTAIIN3AIWN WA ITPOCTABJICHUA allOCTHUIIA, €CJIM MHOC HC TPEAYCMOTPECHO MCKITYHAPOIAHBIMU JOTOBOPAMU

MJIA B DJICKTPOHHOM
1 MMCbMCHHOM BHIC
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C 0MIMaTBHOTO calfTa PEeryJISTOPHOrO OpraHa
B T7100aJIbHOM KOMIIBIOTEpHOIT cetn MHTepHer,
[OTBEPKAAIOIIas HAIMUKe AeHCTBYIOIIEH
ITMIIEH3MH (ISl CTPAaTErHuecKoro mpenapara
3apy0eXHOTO IPOU3BOCTBA)

Pecrry6onuku benapycs.

Mudopmaius ¢ 0UIHATHHOTO CaliTa peryIaTOPHOTO OpraHa B II00albHON KOMITBIOTEpHOU ceTn HTEepHET
ImoypKHA OBITH U3TOTOBJICHA B BHJIC pAcIIeyaTKH rpa)uuecKoro n300pakeHusl SKpaHa (CKPUHILIOT) HHTCPHET-
CTpaHUIIBI OPUIMATBHOTO CaliTa PEryIATOPHOTO OPraHa B II00aIbHOI KOMIIBIOTEPHOUM ceTu MHTepHET

M COIPOBOXKIATHCS MIEPEBOIOM Ha OCIOPYCCKHIA WM PYCCKHUU S3bIK (BEPHOCTD NIEPEBOIA HITH MOJTMHHOCTh
MOJITHCH TIEPEBOAYNKA TOJKHA OBITh 3aCBUIETEIHCTBOBAHA HOTAPHAIBHO). CPOK U3TOTOBJICHHS PACcTIeUyaTKH
He JIOJDKEH OBITh OoJiee 3 MecsIeB CO JTHS MPEICTABICHHS TOKYMEHTOB

4.22.7

ITOKYMEHT, YJOCTOBEPSIIOIINII IPON3BOICTBO
CTpaTernIecKoro Mpernapara B YCIOBHIX
Hannexaniei mpon3BoACTBEHHOM MPAKTHUKH,
BBITAHHBIN YIOJTHOMOYCHHBIM OPTaHOM CTPaHBI
[IPOU3BOJICTBA CTPATETNYECKOTO Mpenapara

(JUIsl KaXKI0TO y4acTHHKA IIPOU3BO/ICTBA
CTpaTern4ecKkoro rnperapara), 1moo pacreyarka
rpaduyeckoro n300paskeHus IKpaHa (CKPUHILIOT)
MHTEPHET-CTPaHULBI OPUIHATIBHOTO CaliTa
[PETYJIATOPHOTO OpraHa CTpaHbl IPOU3BOACTBA
CTpaTerndecKoro mpernapara B ri1o0ambHO
KOMIbIOTEpHOM ceTu MHTepHeT, coneprxaras
MHPOPMALINIO O AEHCTBYIONIEM JOKYMEHTE,

[V IOCTOBEPAIOIIEM ITPOU3BOJICTBO CTPATETHUECKOTO
npemnapara B ycioBusix Hannexariei
[IPOU3BOJICTBEHHON MPAKTUKH, BBIIAHHOM
YTIOJIHOMOYEHHBIM OPraHOM CTPaHbI IPOU3BOJICTBA
CTpaTernveckoro mnpenapara (Juist Kakaoro
y4aCTHUKA IPOU3BOJCTBA CTPATETHUECKOTO
npenapara) (JUist CTpaTerHueckoro mpenapara
3apy0eXHOTO MPOU3BOACTBA)

ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATH TPEOOBAHMAM, YCTAHOBICHHBIM B MOAITYHKTE 1.6 myHKTa 1
HACTOSIIETO MPIIIOKCHUS

B IIMCbMCHHOM BHJC
MJIA B DJICKTPOHHOM
1 MMCbMCHHOM BHIC

4.22.8

WHMOKYMCHT IIPOU3BOAUTCIIA, BKJIIO‘-IaIOHII/Iﬁ CBCACHUA
(0O COCTABEC CTPATCIUYCCKOI0 Iperapara

HMOKYMCHT JOJI’KCH COOTBECTCTBOBATH Tpe60BaHI/IHM MOAIMYHKTa 1.14 ITYHKTa 1 HaCTOAIICTO MPUIIOKCHUSA

B IMCbMCHHOM BUJIC
I B 3JICKTPOHHOM
1 MNCbMCHHOM BHIC

4.22.9

ITOKYMEHTBI IPOU3BOAUTEIISI, BKITIOYAOIINE
onMCcaHue npolecca MPOU3BOACTBA
CTpaTernveckoro mnpernapara, KOHTPOJIsl KauecTBa
MPOMEKYTOYHBIX MPOJYKTOB, COCTAB HAa CEPHUIO
(IpOM3BOICTBEHHAS PEIIETITYPA)

ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATH TPEOOBaHMAM NOAMYHKTA 1.17 myHKTa 1 HACTOSIIETO MPHIIOKCHHS

B IMCbMCHHOM BHJC
MJIA B DJICKTPOHHOM BHUIC

4.22.10

OTYCT ITO BAJITMAAIIAH IIPOIECCAa IPONU3BOJACTBA
CTPATCrU4CCKOro rnpenapara, €CJin BHCCECHHbBIC
M3MCHCHMUSA 3aTparuBarOT 3TOT pa3aci
CTUCTPALIMOHHOT'O JOChE

ITOKYMEHT JOJDKEH COOTBETCTBOBATH TPEOOBaHMIM NMOAIMyHKTa 1.17 myHKTa | HACTOSIIETO MPHIOKEHHS

B IMCbMCHHOM BHJC
I B 3JICKTPOHHOM BUIC

4.22.11

WMOKYMCHTBI TPOU3BOAUTEIIA IO UCCIICAOBAHUTIO
CTaOUILHOCTH CTPATCruiCCKOro rnpenapara

ITOKYMEHTBI JJOJDKHBI COOTBETCTBOBATH TPEOOBAHMSAM MOAMYHKTA 1.23 mMyHKTa | HACTOSIIETO MPHUIOKCHHUS.
IPe3ybTaThl HCCIEeIOBAHUN CTAOMIBHOCTH CTPATETHUECKOTO Mperapara OTeYSCTBEHHOTO POU3BO/ICTBA
(BKJIIOYAsi CpaBHUTENbHBIC JaHHBIE) MPEJCTABISIIOTCS MUHIUMYM 3a 3 Mecsilia B yCJIOBUSX JTOJTOCPOYHBIX

M YCKOPEHHBIX UCCIICIOBAHUN JIJIsl HE MCHEE 2 Cepuii, 00beM KOTOPBIX HE MeHEe 00hEeMa OIBITHO-
MPOMBIIIJICHHON CepUH, U BKIIOYAIOT HH(OPMAIHIO, COAEPIKAITLYIO 0053aTEIbCTBA TI0 MTPOJODKEHHIO

JTOJITOCPOYHBIX HUCCIICIOBAHUM B TCUCHHE BCETO npeajiaracMoro Cpoka rotHoCT M YCKOPEHHBIX

B IMCbMCHHOM BUJIC
I B 3JICKTPOHHOM BUAC
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MCCIIe/IOBAaHUIN B TEUCHUE 6 MECSIIIERB M 00SI3aTEIILCTBO M0 UCCIIEIOBAHUIO CTAOMILHOCTH B YCIOBHUSIX
ITONTOCPOYHBIX MCCIICIOBAHUI IEPBOM MPOMBIIUICHHOW CEPHH, TPOU3BEICHHON B COOTBETCTBUH

C 0JIOOPCHHBIM U3MCHCHHEM.

MudopMmaims T0KHA COAEPKATh CBEJCHUS O TOM, YTO B Cllydae OOHAPYKEHUs MPOOIeM, CBI3aHHbBIX
c obecrieueHreM CTabMIILHOCTH JIEKAPCTBEHHOTO Mpernapara, Oy1eT HeMEIJICHHO TPOUH()OPMHUPOBAHO
IMHHHCTEPCTBO 3paBOOXPaHEHHS

4.22.12 [KomHMH OTYETOB O pe3yIbTaTax CPAaBHUTEIHHOTO ITOKYMEHTBI 3aBEPSIFOTCS IepyKaTerieM (3asiBUTENIEM, IIPOU3BOAUTEIIEM) U JIOJKHBI COOTBETCTBOBATh B TUCHMEHHOM BHIE
M3ydeHHs] OMOTOCTYITHOCTH CTPATETHIECKOTO rpeboBanusaM noanyHkTa 1.26, 1.27, 1.28 wim 1.29 myHkTa 1 HACTOAIIETO MPUIIOKECHISL. WJTH B DJICKTPOHHOM BHIIE
Mpernapara, IpOU3BEICHHOTO Ha HOBOH M paHee /1)1 BOCTIpOM3BEICHHBIX JIEKaPCTBEHHBIX MPENapaToB MPEACTABISIOTCS KON OTYETOB
[YTBEPKICHHOM MTPON3BOJCTBEHHBIX IUIOMIATKAX 0 OnodapManeBTUIECKUX UCCISIOBAHUAX (MCCICIOBAHMSIX in Vitro (BKIIIOYas TECT CPABHUTEILHOM KHHETHKH

[PACTBOPEHMS) M pe3yIbTaTaX, yCTaHABIMBAIOIINX KOPPEIIUIO PE3yIbTaTOB, ITOMYYSHHBIX B YCIOBHUAIX in
vitro 1 in vivo)

4.22.13 |uHBIE JOKYMEHTBI PETHCTPALIMOHHOTO JIOCKE, ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATH TpeOOBaHMAM NoAmyHKTa 1.40 myHKTa | HACTOSIIIETO MPIIOKCHHUS B IICEMCHHOM BUJIC
KacarOIIMECs] H3MCHCHUS IPOU3BOIUTEIS (CTPAHBI WA B 3JICKTPOHHOM
IPOU3BOIUTEIIS) CTPATETUYECKOTO Mpenapara M MHChMCHHOM BHJIC

4.23  [Opu U3MCHEHUH MPOU3BOIUTENS U (MIIH) CTPaHBI IPOU3BOAUTENS (hapMalleBTHUCCKON CyOCTaHIMK (3aMEeHA WK TOOABICHUE HOBOW IPOU3BOICTBEHHOM TUTOMIAIKH JJISl YACTH WK BCEX
[IPOIIECCOB MPOU3BOJICTBA), KOTOPAsi BXOAMT B COCTAB CTPATETUUCCKOTO MperapaTa, B CIIydae HAJTHYHsI TOKYMCHTOB IPOU3BOIMTEINS ATOH (papMareBTUIECKOM CyOCTaHIIUI
B PETHCTPALIMOHHOM JIOChE HA CTPATETHUYCCKUIl ITpenapar:
4.23.1 pasBieHUE BasiBICHHE JOJKHO OBITh 0OPMIICHO B COOTBETCTBUU C MOMIYHKTOM 4.1.1 HacTOSAIIEro MyHKTa B IICEMCHHOM BUJIC
WA B 3JICKTPOHHOM
W IICEMEHHOM BHJIC
4.23.2 |1OKyMEHT, TOATBEPKIAIOIINH, YTO 3asIBUTEITH IMMTOKYMEHT J0JKEH COOTBETCTBOBATh TPEOOBAHUSIM, YCTAHOBJICHHBIM B MOANMYHKTE 1.2 TyHKTa | HACTOSIIEro [B MMUCHMEHHOM BHIIE
(ropuandeckoe ymmo Pecrydnuku benapyce, MPHIOKCHUS VI B 3JICKTPOHHOM
MHAWBUAIYANbHBIA TPEANPHHUMATENb, W INCEMEHHOM BHJIC
BaperucTpupoBaHHbIii B Pecrryonuke benapych,
MHOCTPaHHOE IOPUIMIECKOE JINI0, HHOCTPaHHAS
OpraHn3aIs, Co3/1aHHbIE B COOTBETCTBHU
IC 3aKOHOIATEIILCTBOM MHOCTPAHHBIX TOCYIapPCTB)
SIBIIICTCS OPHUIIMATBEHBIM NPEACTABUTEICM
ImepKaTessi PErUCTPAIIMOHHOTO YIOCTOBEPECHUS
Ha CTpaTermyYecKuid mpenapar
4.23.3 |0600CHOBaHHE BHOCHMOTO M3MCHCHHUS 000CHOBaHKE BHOCUMOTO M3MCHEHUS JTOJDKHO COJIEPIKATh HHPOPMALIUIO O CYTH H I[EJIECO00Pa3HOCTH B IICEMCHHOM BUJIC
BHOCHMOTO U3McHEHUs. [10 MHUIIMATHBE 3asBUTEIS IOMyCKaeTCss 0hOPMIICHHE BHOCHMOTO H3MEHCHHS B BUJIC [WIIA B 3JICKTPOHHOM
TaOIIUIIBI «CTapasi pelakusl ¥ HOBas peJakiis. B ciaydae no6aBneHns HOBOI MPON3BOACTBEHHOM IIIOMIAIKH [ TUCHMEHHOM BHJIE
IIST BCEX MPOIIECCOB MPOM3BOICTBA 0OOCHOBAHIE BHOCHMOTO H3MEHEHHS TOJKHO BKIIIOYATH MTOITBEPKICHUE
[TOTO, YTO HOBAsI IPOM3BOJICTBEHHAS TUIOIIAIKa OTHOCUTCS K TOH e Tpymiie GpapManeBTHIeCKUX KOMIaHNH,
MTO M YTBEP)KICHHAS paHee
4.23.4 |mOKyMEHTHI IPONU3BOAUTENS, BKIIOYAIOIINE CXEMY |TOKYMEHTHI JOJDKHBI COOTBETCTBOBAThH TPeOOBAHMIM MOAMYHKTA 1.11 myHKTa 1 HACTOSAIIETO MPUIOKEHUS B TUCHMEHHOM BHIE

ITPOU3BOJICTBA (hapMaIeBTHYECKOM CyOCTaHIINH,
METO/IbI TIOATBEPIKICHUS CTPYKTYPBI, 000CHOBaHNE
puMecei u, Npu HaJIWYUH, CepTH(HUKAT
cooTBeTCcTBUSI MOHOTpaduu EBponelickoi
(bapmakonen, eciii BHECEHHbIE N3MEHEHHS
3aTparuBaroT 3TH Pa3Jielibl PErNCTPALMOHHOTO

J10ChE

I B DJICKTPOHHOM BHUIC
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4.23.5 |10KyMEHT, MOATBEPKIAIOLIUI KaUeCTBO OJTHOM ITOKYMEHT JOJDKCH COOTBETCTBOBATH TPEOOBaHMUSIM MOANYyHKTa 1.21 myHKTa | HACTOSIIETO MPUIOKCHHS B MMCbMEHHOM BUJE
cepuu apManieBTHYECKO# cyOCcTaHIIUU WK B DJICKTPOHHOM BHJIC
4.23.6 |TOKyMEHTBHI IIPOU3BOMUTEIS MO UCCIICTOBAHHIO ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATH TPEOOBaHMAM NOAMYyHKTa 1.13 myHKTa 1 HACTOSIIIETO MPIIOKCHHUS B ICEMCHHOM BUJIC
cTaOMIIBHOCTH (papMaIleBTUYECKOI cyOCTaHIINY, WITA B 3JICKTPOHHOM BHJIC
©CJIM BHECEHHBIC M3MCHEHUSI 3aTParuBaroT STOT
a3/1e]l PErHCTPAMOHHOIO JI0ChE
4.23.7 |TOKyMEHTBHI IIPOU3BOIMUTEIS MO UCCIICTOBAHHIO ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATH TPEOOBaHMAM NOAMYyHKTa 1.23 myHKTa | HACTOSIIIETO MPHIOKCHHUS B IICEMCHHOM BUJIC
CTaOMIIBHOCTH CTPATErHYECKOT0 TIpernapara, ecim VI B 3JICKTPOHHOM BHJIE
BHECCHHBIC N3MEHCHHS 3aTParuBalOT 3TOT Pa3iel
ETHCTPAIIMOHHOTO JI0ChE
4.23.8 |[MHBIE TOKYMEHTHI PETUCTPAIMOHHOTO J0ChE, ITOKYMEHTBI TIOJKHBI COOTBETCTBOBAThH TPEOOBaHUAM MoAITyHKTa 1.40 myHKTa 1 HACTOSAIIETO MPUIIOKECHHS B TUCHMEHHOM BHIE
KacaloIInecs] I3MEHEHUS TPON3BOANUTEIIS (CTPAHBI VI B 3JICKTPOHHOM
Mpon3BOIUTENS) (hapMarleBTHIECKOH CYOCTaHIINH 1 TUCHhMEHHOM BHUJIC
4.24  |npu U3MEHEHUU JePHKATENs] pETUCTPAIMOHHOTO YIOCTOBEPCHHSI:
4.24.1 PBasBneHUE BasBICHHUE JOHKHO OBITh 0(DOPMIIEHO B COOTBETCTBUH C TIOAMYHKTOM 4.1.1 HACTOAIIETO MyHKTa B TUCHMEHHOM BHIE
VI B 3JICKTPOHHOM
W MHChMCHHOM BHJIC
4.24.2 |TOKyMEHT, MOJITBEPKIAIOIINI, UTO 3asBUTCITH ITOKYMEHT JOJDKEH COOTBETCTBOBATH TPECOOBAHHSIM, YCTAHOBJICHHBIM B MOANYHKTE 1.2 MyHKTa | HACTOSIIETO |B MUCHMEHHOM BHJIC
(ropunmyeckoe o Pecyonuku benapyce, MPHIOKCHUS WA B 3JICKTPOHHOM
MHIWBUYATBHBIA TPEANPUHUMATEITb, W MIUCHMCHHOM BHJIC
3aperucTpupoBaHHbIii B Pecniyonuke benapycs,
MHOCTPaHHOE FOPUIMYCCKOE JIUIO, HHOCTPAHHAS
OpraHu3aIus, CO3/IaHHbIC B COOTBETCTBUU
C 3aKOHOaTEICTBOM MHOCTPAHHBIX TOCYIAPCTB)
SIBIISICTCA OPUIINATBHBIM IPEACTaBUTEIIEM
ImepKaTes sl PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
Ha cTpaTeruyecKui rnpemnapar
4.24.3 |o6ocHOBaHWE BHOCHUMOTO U3MEHEHHUS 000CHOBaHME BHOCUMOTO U3MEHEHHUS JJOJHDKHO COJIEPIKATh HHPOPMAITUIO O CYTH H 11e1eco00pa3HOCTH B TUCHMEHHOM BHIE
BHOCHMOTO M3MeHEHNUs. [1o MHUIIaTHBE 3asSBUTEIS JOITycKaeTcss 0hOpMIIEHHE BHOCHMOTO H3MEHEHHS B BU/IE [MITH B 3JICKTPOHHOM
TaOJIUIIBI «CTapasi pelakusl ¥ HOBas PeJakIish (B cIydae ecii BHOCHMoe n3MeHeHne 3aTparuaeT OXJIII |1 mucbMeHHOM BUe
M MHCTPYKITHIO 110 MEJMIIMHCKOMY MPUMEHEHHIO (JINCTOK-BKIIABINI), 0pOpMIICHAE N3MCHEHUI B JJAHHBIC
ITOKYMEHTHI B BUIC TAOJHIIBI «CTapasi PEIAKIUs M HOBasl PEIAKIIHS SIBIISICTCS 0053aTCIIbHBIM)
4.24.4 |TOKYMEHTHI, TOATBEPIKAAIOIINC U3MCHCHUN ITOKYMEHT, ITOATBEPKIAONIU Iepeady MpaB Ha PErUCTPAIMIOHHOE YAOCTOBEPEHUE OT OJHOTO JCPKATENS  |[B MUCHMEHHOM BHUJIC

HCPIKATCIIA PCTUCTPALIUMOHHOTO YIOCTOBCPCHUSA

Impyromy.

ITOKYMEHT, BBIZIAHHBINA YIIOJIHOMOYEHHBIM OPraHOM CTPaHbI PETUCTPAIIMY FOPUINYECKOTO JIUIA IePIKATEIIS
[PETUCTPAIIMOHHOTO YAOCTOBEPEHUs (HApUMEp, HAIOTOBOTO OpPraHa), Ha HOBOTO JIepKaTes
[PETUCTPAIIHOHHOTO YAOCTOBEPEHHUS,

ITOKYMEHT, TIOATBEPKIAIONINI BO3ZMOKHOCTh HOBOTO AEPKATEIS PErHCTPAIIIOHHOTO YOCTOBEPEHNUS
oOecrieunBaTh HaIeKallee BHIIOJTHEHNE BCEX 00I3aHHOCTEH JIepKaTelsl PETUCTPAIIHOHHOTO YIOCTOBEPEHHS;
ITOKYMEHTBHI IIPEICTABISIOTCS B BUAE 3aBEPCHHBIX JIepKAaTeJIeM PETUCTPAIIMOHHOTO yI0CTOBEPEHHS
(3asBUTEIIEM, TIPOM3BOJUTEIIEM) KOTIHI TOKYMEHTOB C IIEPEBOIOM Ha OEIOPYCCKHH I PYCCKHUH S3BIK
(BEepHOCTH MEepEeBOa MIIH OUTMHHOCTH ITOIITICH NIEPEBOTIHNKA JODKHA OBITH 3aBEpeHa JiepKaTeIeM
[PETUCTPAIIMOHHOTO YAOCTOBEPEHUsI (3asBUTEIICM, IPOU3BOIUTEIICM) (YIIOTHOMOYCHHBIM JIUIIOM).

Ha moxymeHTax 00s3aTeIbHO HATMYUE JICTATU3AINY WM IPOCTABICHHUS AalIOCTHIIS, €CITH HHOE

He NpelyCMOTPEHO MEXIyHapoIHbIMU JloroBopamu Pecniy6nmku benapychb

NI B 3JICKTPOHHOM
1 IIMCbMCHHOM BUC
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4.24.5 mpoext OXJIII, ecnu BHECEHHBIE U3MEHEHUS npoekt OXJIIT nomkeH cOOTBETCTBOBATh TPEOOBAHUSIM MOAITYHKTA 1.8 IMyHKTa | HACTOSIIEro MPUIOKEHHUST B TMCHbMEHHOM BHJIE
3aTparuBaroT TOT pa3zes PErUCTPAIHOHHOTO A0ChE WU B DJIEKTPOHHOM
W TMCbMEHHOM BUJIE
4.24.6 |[OpOEKT MHCTPYKLMH 10 MEAULITHCKOMY MPOEKT MHCTPYKLMH 110 MEAULIMHCKOMY IIPUMEHEHHMIO (JIMCTKa-BKJIabIIIa) (CTpaTerHyeckKoro npenapara) B IIMCHbMEHHOM BHJIE
IPUMEHEHHUIO (JIMCTKA-BKJIA IBIIIA) IMOJDKEH COOTBETCTBOBATH TPEOOBAHUSM MOMIMYHKTA 1.9 IyHKTa 1 HACTOSILETO MPUIIOKEHUS WU B DJIEKTPOHHOM
(cTpaTernyeckoro mnpernapara), eciii BHECEHHbIC W TMCHbMEHHOM BUJIE
M3MEHEHHS 3aTPAruBatoT 3TOT pa3zel
ETUCTPALMOHHOTO JOChE
4.247 |MaxeTsl IEPBUYHON ¥ BTOPUIHOH yIIaKOBOK IMOKYMEHTBI PEICTABIIIIOTCS] HA OEIOPYCCKOM MIIN PYCCKOM SI3BIKE TMO0 Ha HHOCTPAHHOM SI3BIKE B IINCHbMEHHOM BHIE
(TTIpPOMEKYTOYHON YIAKOBKH — IIPH €€ HAIMIHHN) CO CTUKEPOM Ha OeJIOPYCCKOM HMIIH PYCCKOM SI3BIKE M JOJKHBI COOTBETCTBOBATH TPEOOBAHHUAM WU B DJICKTPOHHOM
CTpaTern4eckoro mpenapara noamyHkTa 1.10 myHKTa 1 HacTOSIIETO NPHIIOKEHUS W TNCHbMEHHOM BHUJIE
4.24.8 |[OpOEKT 0 BHECCHUH U3MEHEHHWH B HOPMAaTHBHBIH  [IPOEKT O BHECCHUHM W3MEHEHUH B HOPMATHBHBIN TOKYMEHT 110 Ka4eCTBY JIOJKCH COOTBETCTBOBATh B IINCHbMEHHOM BHIE
ITOKyMEHT IO KaueCTBY, €CIIM BHECCHHBIC TpeOOoBaHMSIM MOAITYHKTA 4.6.7 HACTOSIIETO IyHKTa WU B DJICKTPOHHOM
M3MEHEHHMS 3aTParuBaloT STOT pasell W TMCHbMEHHOM BUJIE
€rUCTPALIOHHOIO I0ChE
4.24.9 HBIE JOKYMEHTBI PETUCTPALIMOHHOTO JOCKE, IMOKYMEHTBHI JOJIKHBI COOTBETCTBOBATh TpeOOBaHUIM NOAITyHKTa 1.40 myHKTa 1 HACTOSIIETO NMPHUII0KEHHS B IIMCHbMEHHOM BHJIE
3aTparuBaroIue U3MEHEHHE JeprKaTelis WY B DJICKTPOHHOM BHJIE
€rUCTPALMOHHOIO YIOCTOBEPEHUS
4.25 |npu BHECEHUM U3MEHEHMH B COCTAaB CTPATErMYECKOro MperapaTa OTeUYeCTBEHHOTO IPOM3BOJICTBA (3aMEHA MIIHM BBEJICHHE JIOTIOJHUTEIBHOTO IPON3BOIUTEINS (hapMalleBTHIECKON cyOCcTaHINy,
BBe/ICHHE, MCKIIIOYCHUE WJIM 3aMEHa BCIIOMOTATENIbHBIX BEIECTB):
4.25.1 pasBneHue BasiBJIEHHE JOJDKHO ObITH O()OPMIIEHO B COOTBETCTBHHU C NOAMYHKTOM 4.1.1 HAacTOSILEro MyHKTa B IIMCHbMEHHOM BHJIE
WU B DJIEKTPOHHOM
W TNCHbMEHHOM BHUJIE
4.25.2 |HOKyMEHT, OATBEPKAAIOIINI, YTO 3asIBUTEIh IMOKyMEHT JOJI)KEH COOTBETCTBOBATH TPEOOBAHMUSM, YCTAHOBICHHBIM B TOAITYHKTE 1.2 MyHKTa | HACTOAIIEr0 [B MMCHMEHHOM BHAE
(ropuamueckoe auio Pecryonuku benapycs, MPUIIOKEHUS WU B DJICKTPOHHOM
MHIUBHYaJIbHBIH IPEANPUHIMATEID, W TNCBbMEHHOM BHUJIE
BaperucTpupoBaHHbIii B Pecrryonuke benapych,
MHOCTPAHHOE IOPUIMYECKOE JTHUI0, HHOCTPaHHAs
OpraHU3aIysl, CO3aHHbBIE B COOTBETCTBUU
C 3aKOHOAATEILCTBOM HHOCTPAHHBIX TOCYAAPCTB)
SIBIIsIeTCS OPUIIMANTBHBIM MPEJCTaBUTEIICM
nepaKaTenst pErucCTpallMiOHHOTO YAOCTOBEPEHUS
Ha CTpaTern4ecKui npenapar
4.25.3 (0O0CHOBaHNE BHOCUMOT'O U3MEHEHHS 000CHOBaHHUE JJOJDKHO COJIEp)KaTh MH(OPMALINIO O CYTH H 11eJIeCO00pa3HOCTH BHOCUMOTO U3MEHEHHSI. B IIIICEMEHHOM BUJIE
[To nHMIMAaTHBE 3asBUTEIIS IOITYCKAETCsl 0(OPMIIEHHE BHOCHMOTO H3MEHEHHUS B BUJIE TaOJIHIIBI «CTapas WU B DJIEKTPOHHOM
[peIaKnys ¥ HOBast peJaknus» (B Cilydae eciii BHocHMoe n3MeHeHue 3arparuBaet OXJIII u nHCTpyKIHio W TNCBbMEHHOM BHUJIE
MO MEIUIMHCKOMY ITPUMEHEHHIO (JIMCTOK-BKJIAABINI), 0(hOpPMIIEHIE H3MEHEHNH B JaHHBIE JOKYMEHTHI B BHJE
raONHIBl «CTapas pelakiys M HOBAs PEIAKIMs SIBISETCS 00sI3aTEIbHBIM)
4.25.4 npoext OXJIII, ecnii BHECEHHBIE N3MEHEHUS nmpoekt OXJIIT moymkeH cOOTBETCTBOBATH TPEOOBAHMSIM MOANYHKTA 1.8 TIyHKTa 1 HACTOSIIEro MPIIOKEHNUS B TUCHbMEHHOM BHIIE
3aTparuBaroT 3TOT Pa3Aei PErHCTPALMOHHOTO JOChE WU B DJICKTPOHHOM
W TNCbMEHHOM BHUJIE
4.25.5 |[OpOEKT HHCTPYKIHMH 10 MEAUIITHCKOMY MPOEKT MHCTPYKIMH 10 MEAUIIMHCKOMY MPUMEHEHHIO (JMCTKA-BKIIAbIIIA) JOJDKEH COOTBETCTBOBATh B IINCHbMEHHOM BHIE

MPUMEHEHHIO (JTMCTKA-BKJIAIBIIIA), €CITH BHECCHHBIS
M3MEHCHHS 3aTPArHBaIOT ATOT pa3iei

CTUCTPALIMOHHOT'O JOChE

TpeboBaHUAM NOAMYHKTA 1.9 MyHKTa 1 HACTOAIIETO MPUITOKCHHUS

MJIA B DJICKTPOHHOM
1 IIMCbMCHHOM BUC
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4.25.6 |MaxeThbl NEPBUYHON U BTOPHUHON YIAKOBOK MaKeThbl TIEPBUYHOM U BTOPHYHOM yIaKOBOK (IPOMEXYTOYHOH yIIaKOBKH — IIPH €€ HAIMYNH) TIPEJICTABISIOTCS [B TMCHbMEHHOM BHJIE
(IIpOMEXKYTOYHOM YIIAKOBKH — IIPH €€ HAJTHYNK),  [Ha OCIOPYCCKOM HIIH PYCCKOM SI3bIKE TMOO HA HHOCTPAHHOM SI3BIKE CO CTUKEPOM Ha OEJIOPYCCKOM WU WA B 3JICKTPOHHOM
©CJIM BHECEHHBIC M3MCHEHUS 3aTParuBaroT STOT [PYCCKOM SI3BIKE ¥ JJOJDKHBI COOTBETCTBOBATh TpeOOBaHMsAM moanyHkta 1.10 myHkTa 1 HacTOsAIIEero W MIUCHMCHHOM BHJIC

a3/1el PErHCTPAIMOHHOTO JIOChE MPHIOKCHUS

4.25.7 |TOKyMEHTBI IPOU3BOMTEIS, BKIFOYAOIINE CXEMY |TOKYMEHTHI IOJKHBI COOTBETCTBOBATh TPpeOOBaHUsIM MoanyHKTa 1.11 myHKkTa | HACTOSINErO NPUIIOKEHUSI. B IIMCHMCHHOM BHJIC
pou3BOJCTBa (papmareBTHUCCKOM cyOcTaniuy,  [[Ipu 3TOM B ciiy4ae oTCyTCTBHsI (DapMaKOICHHOM cTaThu (MOHOTpadun) Ha (HapMaleBTHYSCKYIO CyOCTAHIIUIO |[HJIH B DJICKTPOHHOM BHJIC
METOJIbI IIOATBEPIKACHUS CTPYKTYPBI, 00ocHOBaHHWe [B ['ocymapcTBeHHOU hapmakonee Pecrrybnuku benapycs, @apmakonee EBpazniickoro 3kOHOMHYECKOTO
MpUMeCeH U, IPU HATHIUH, CEPTUPHUKAT coro3a, EBpomneiickoit papmakornee, bpuranckoit papmaxornee mim @apmaxornee CIIIA moxyMeHThI
cooTBeTcTBUS MOHOTpadun EBponeiickoit MPOM3BOIUTENS (papMareBTUIECKOM CyOCTaHIINH TOJDKHBI BKITIOYATH CIICAYIONIYI0 HH()OPMAIHIO:

(hapMakornen, B CIyyae 3aMEHBI FIIH BBEICHHS 0 KpaTKOH cxeme cuHTe3a (CTaIuii IPOM3BOCTBA);

ITOTIOTHUTENHHOTO TIPOU3BOAUTEIIS 0 BaJMJAIMX IpoIiecca MPON3BOACTBA (papMaeBTHIECKOH cyOCcTaHINH (U151 CTePHIIBHON (hapMarieBTHIeCKOi

(hapMaleBTHICCKON CyOCTaHIIMU, BXOIAIICH CyOCTaHIHi);

B COCTaB CTPATErMYCCKOr0 Ipernapara 0 METOJIaX MOATBEPKACHUS CTPYKTYPhI (hapMaleBTHYCCKON CYyOCTaHIINY;
006 00ocHOBaHHMY NpUMecel GapMaleBTHUECKON cyOCTaHIMu.
B ciyuae Hamumuust CEP-cepTudukaTa nmpeacraBisieTcs JaHHbIA cepTH(UKAT; IPEACTaBICHUC
IMTOTTOTHUTEIBHOM HH(pOPMAIIHNH, KACAOICHCS IPOU3BOACTBA (DapMAaLEBTHUCCKON CYyOCTaHIMH, HE TPEOyeTCs.
B ciy4ae mOATBEPKICHHS B IOKYMEHTAX MPOU3BOAUTENS (hapMaleBTHYCCKON CYOCTaHIIMH COOTBETCTBUS
KadecTBa apManeBTHIECKON cyOcTanny TpeboBanusiM ['ocyaapcTBeHHoM hapmakonen PecrryOmuku
benapycs, ®apmakonen EBpaznuiickoro s3kKoHOMHUYEeCKOTo coro3a, EBporetickoit papmakoren, bpuranckoi
(hapmakonen nnu @apmakonen CIIIA npencrapisercs cienyromnas HHHOPMAIIHS:
0 BATMAAIIMH IIPOIIecca MPON3BOACTBA (papMareBTUIECKON CyOCTaHITNH (1T CTEPHILHON (papMalieBTUIeCKOM
cyOcTaHIHi);
00 000CHOBaHHMH TIpUMeEcer (hapMaIeBTHIESCKON CyOCTaHITIH

4.25.8 |TOKyMEHT IO KOHTPOJIIO KauyecTBa ITOKYMEHT TI0 KOHTPOJIIO KadecTBa GapMaleBTHIECKON CyOCTaHITNH TOJDKEH COOTBETCTBOBATh TPEOOBAHUAM B MUCHMEHHOM BHIIE
(hapMaleBTHICCKON CyOCTaHIINU, €CIM BHECCHHBIC [MOAMyHKTa 1.12 myHKTa 1 HACTOSIIIETO MPHIIOKCHHUS WITA B 3JICKTPOHHOM BHJIC
M3MEHCHHS 3aTPArHBaIOT ATOT pa3iei

ErUCTPALMOHHOTO 0ChEe

4.25.9 |TOKyMEHTBHI IIPOU3BOIMUTEIS MO UCCIICTOBAHHIO ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATH TPEOOBaHMAM NOAMYyHKTa 1.13 myHKTa 1 HACTOSIIIETO MPIIOKCHHUS B ICEMCHHOM BUJIC
cTaOMIIBHOCTH (papMalleBTUYECKOI CyOCTaHIIUU WITA B 3JICKTPOHHOM BHJIC
B CITydae 3aMCHBI WM BBEACHUS JOTIOJTHUTEILHOTO
MIPOU3BOIUTENS (PapMaIeBTUIECKON CyOCTaHITUH,

BXOJISIIIEH B COCTAB CTPATETHUECKOTO IpenapaTa
4.25.10 |mOKyMEHT IMPOU3BOIUTEINS, BKIIFOUAIONTNI CBEICHHUS TIOKYMEHT JTOJKEH COOTBETCTBOBATH TPEOOBAHUSAM IMOAITYHKTA 1.14 mMyHKTa 1 HACTOSIIETO TPHITOKCHIS B TUCHMEHHOM BHIE
0 cocTaBe CTPaTermyecKoro mpenapaTa VI B 3JICKTPOHHOM
W INCEMEHHOM BHJIC
4.25.11 |mOKyMEHTBI IPOU3BOAUTES, BKIIOYAIOIIIHE ITOKYMEHTBI TIOJKHBI COOTBETCTBOBATH TPEOOBAHUSAM MOAITYHKTa 1.17 MyHKTa 1 HACTOSAIIETO MPUIIOKECHHS B TUCHMEHHOM BHIE
OTIHCaHIE HOBOTO MPOIiecca MPOU3BOICTBA VI B 3JICKTPOHHOM BHJIE
CTpaTernaecKoro mpenapara, KOHTPOJIS KadecTBa
IPOMEKYTOYHBIX MPOIYKTOB, COCTAB Ha CEPHUI0
(IpOX3BOACTBEHHAS PELENITYPa), OTYET
0 MPOBEJICHUY BaITUIAIUH [TPOIecca IPOU3BOJICTBA
B Clly4ae, eCJIi I3MEHEHHE COCTaBa BiieyeT 3a co0on
M3MEHEHHE POU3BOJICTBEHHOTO Tpoliecca
4.25.12 |[OpoeKT 0 BHECCHUW M3MCHEHUI B HOPMATUBHBIA  [IPOEKT O BHCCCHUU M3MCHCHUI B HOPMATHUBHBIN JJOKYMEHT 110 KQ4eCTBY JOJKCH COOTBETCTBOBAThH B IICEMCHHOM BUJIC

WOKYMCHT I10 Ka4€CTBY, €CJIM BHCCCHHLIC

TpeOOBaHUSAM MOAMYHKTA 4.6.7 HACTOSIIETO MyHKTA.

B cirydae eci mi3MEHEHHsI CyMMapHO 3aTparuBaioT 0oJiee MOJOBHHBI TEKCTa HOPMATHBHOTO JOKYMEHTA

NI B 3JICKTPOHHOM

1 MMCbMCHHOM BHIC
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M3MEHEHUs 3aTParuBaoT ATOT pa3aen
[PETUCTPALIIOHHOTO 10ChE

[0 KaueCTBY WJIM ITPU HAJIMYKHU OoJiee TpeX N3MEHEHHH B HOpDMAaTUBHOM JIOKYMEHTE 10 Ka4eCTBY,
MpeCTaBISIETCS aKTyaIU3UPOBAaHHBIN IPOEKT HOPMATUBHOTO JOKYMEHTA [0 KaYECTBY CTPATErHYECKOTr0
npenapara B HOBOW pelakI[iy B COOTBETCTBUH C TpeOOBaHMAMM NoAmyHKTa 1.18 myHkra 1 Hacrosero
PWIJIOKEHUS

4.25.13 |oT4eThI IO BAIMAANNN METOTUK KOHTPOJIS KA4eCTBA [OTYCTHI IO BAIMAAINN METOIUK KOHTPOJISA Ka4eCTBA CTPATETHYCCKOr0 TIpenapaTa JOKHBI COOTBETCTBOBATh (B IIMCHMEHHOM BHIC
CTpaTeru4ecKoro mnpenapara, €Ciu BHECCHHBIC TpeboBaHusaM moanyHkTa 1.20 myHKTa 1 HACTOSIIETO MPUIOKCHUS WITA B 3JICKTPOHHOM BHJIC
M3MEHEHHS 3aTParuBaioT ATOT pa3mes

ETHCTPAIIMOHHOTO JI0ChE

4.25.14 |mOKyMeHTHI, MOATBEPKAAIOIINE KAYECTBO OJHONH  |TOKYMEHTHI JIOJDKHBI COOTBETCTBOBAThH TPEOOBAHMSM MOANMYHKTA 1.21 myHKTa 1 HACTOAIIETO MPUIOKEHHUS.  |[B TMCHEMEHHOM BUJIC
cepun papManeBTHIECKOil cyOcTaHINy, B ciry4ae McTonb30BaHAS HOBBIX BCIIOMOTATEIBHBIX BEIIECTB, He(apMaKOIEHHBIX METOJ0B, METOINK VI B 3JICKTPOHHOM BHJIE
BCIIOMOTATEIFHBIX BEIIECTB KOHTPOJISI Ka4eCcTBa JOKYMEHT, ITOATBEPKAAIOIIHNA Ka9eCTBO OJHON CEpUH, JOJDKEH COMPOBOXKIATHCS

OTIMCAaHNEM METOJIOB, METOJHMK KOHTPOJIS Ka4eCTBa JAHHOTO BCIIOMOTATENLHOTO BEIIECTRA

4.25.15 |moOKyMeHTHI POU3BOAMUTEIS TI0 UCCIICTOBAHHUIO ITOKYMEHTBI IOJKHBI COOTBETCTBOBATH TPEOOBAHUSAM MOMITyHKTA 1.23 HACTOSIIETO MPUIOKEHUS. B TUCHMEHHOM BHIE
CTaOMIIBHOCTH CTPATErHYCCKOrO Tpernapara, eciii  [Pe3yJibTaThl HCCIIC0BaHUI CTAOMIBHOCTH CTPATErHYECKOT0 IpenapaTa 0TeYeCTBEHHOTO IIPOU3BOCTBA WITA B 3JICKTPOHHOM BHJIC
BHCCCHHBIC U3MCHCHUS 3aTPArvBalOT 3TOT pa3/ie]  |(BKJIFOYAs CPABHUTEIBHBIC JAHHBIC) MPEACTABISIOTCS MHHUMYM 32 3 MECsIia B YCIOBHUSX JOJTOCPOYHBIX
[PETUCTPAIIIOHHOTO JIOChE M YCKOPEHHBIX UCCIICIOBAHUN JIJIsl HE MCHEe 2 cepuii, 00beM KOTOPHIX HE MeHEe 00hEeMa OIBITHO-

MPOMBIIIJICHHOW CEPUU, U BKIIOYAIOT HHOOPMAIIHIO, COJCPKAILYI0 0053aTSIILCTBA MO MPOI0KCHHIO
ITOJITOCPOYHBIX UCCIICIOBAHUI B TCUYCHHUE BCETO MPEJIAaracMoro CpoKa TOTHOCTH U YCKOPEHHBIX
MCCIICIOBAaHUN B TCUYCHHUE 6 MECSIIIEB U 00SI3aTEIBCTBO [0 HCCIICOBAHUIO CTAOMIBHOCTH B YCIOBHUSX
ITOJITOCPOYHBIX UCCIEAOBAaHUMN MTEPBOI IPOMBIIIUIEHHOW CEpUH, IPOU3BEICHHON B COOTBETCTBUU

C 000peHHBIM n3MeHeHneM. MH(opMaIus JomKHa CoIepKaTh CBEACHUS O TOM, UTO B ClTydae 0OHapy KEHHS
mpo0JieM, CBA3aHHBIX ¢ 00ecTieueHneM CTaOUITLHOCTH JICKAPCTBEHHOTO TIpernapara, OyaeT HeMeUICHHO
nponH(GopMUpoBaHO MHHHCTEPCTBO 3APABOOXPAHEHHUS

4.25.16 [KomMHU OTYETOB O Pe3yIbTaTaX CPAaBHUTEIHLHOTO ITOKYMEHTBHI 3aBEPSIOTCS JepKaTeIeM PEerHCTPAlHOHHOTO yIOCTOBEPEHHUS (3asIBUTEIIEM, IPOM3BOJUTEIEM)  [B MMCHMEHHOM BHE
M3ydeHHs] OMOTOCTYITHOCTH CTPATETHIECKOTO 1 JIOJDKHBI COOTBETCTBOBAThH TpeOoBaHUsIM moamyHkTa 1.26, 1.27, 1.28 nnm 1.29 nmynkra 1 HacTosimero WJTH B DJICKTPOHHOM BHIE
MperapaTta ¢ HOBBIM U paHee 3apeTUCTPUPOBAHHBIM [[IPHIIOKCHUS.
cocTaBoM B ciry4ae 3aMeHBI MPOU3BOAUTEIS (hapMAIICBTHICCKON CyOCTaHIIMU KOITUU OTYETOB O PEe3yiIbTaTax

CPaBHUTEIHLHOTO U3YUYCHUSI OMOIOCTYITHOCTH (MCCIICIOBAHUAX in Vitro) JOJDKHBI BKITFOUATh PE3yIbTAThI TECTA
CpPaBHUTEILHON KHUHETUKU PACTBOPCHUS
4.25.17 |uHBIE JOKYMEHTBI PETHCTPALIMOHHOTO JIOCKE, ITOKYMEHTHI JJOJDKHBI COOTBETCTBOBATH TpeOOBaHMAM NoAmyHKTa 1.40 myHKTa | HACTOSIIIETO MPHIOKCHHUS B ICEMCHHOM BUJIC

BaTparuBaroue N3MCHCHUC COCTaBa
CTPATCrUUCCKOIo rnpcenapara

NI B 3JICKTPOHHOM

M IIMCbMCHHOM BUIC
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IIpunoxxenue 2

K ITOCTaHOBJICHHUIO
MuHuCTEpCTBa 3APaBOOXPAHCHUS
Pecrryonmuku benapychb
21.12.2021 Ne 126

(B penaxium moCcTaHOBJICHHUS
MuHucTepcTBa 3ApaBOOXPAHCHUS
Pecriyonmuku benapychb
24.11.2025 No 198)

IIEPEYEHb
CTPAaTern4ecKH BaKHBIX JIEKAPCTBEHHBIX NpenapaTos

1. JIekapcTBEHHBIN Mpenapar, OTHOCIIIMNCA K CIEAYIONIEH TpyIine, NOATPyIIe aHaTOMO-
TEpareBTUUECKO-XUMUYECKON KIIaCCH(PHUKAIIMOHHON CUCTEMBI JIEKAPCTBEHHBIX CPEJICTB (Hajee —
ATX):

1.1. A Ilpenapatsl, BAUSIOINE Ha MUIIEBAPUTEIBHBIN TPAKT U OOMEH BEIIECTB;

1.2. BOl AaTHTpOMOOTHYECKHE TIPETTapaThl;

1.3. BO2 I'emocTarnyeckue npenaparsl;

1.4. BO3 AnTnanemMuuecKkue npenaparsl;

1.5. B05 Ilna3zmo3ameniatomue u nepdy3uoHHBIE paCTBOPHI;

1.6. BOGAC JlexapcTBeHHBIE npenaparsl JUIS JICUYEHUS HACJIEICTBEHHOT O
AHTMOHEBPOTUYECKOIO OTEKA;

1.7. CO1 Ilpenapats! ams eueHus 3a00JIeBaHUIN cepala;

1.8. C02 AHTUTHIIEpTEH3UBHBIC MMpENapaThl;

1.9. C03 duyperuku;

1.10. C04 ITepudepuueckre Ba30aUIATATOPHI,

1.11. CO5CX Ilpoune mpenapaTsl, CHUKAIOIIME MPOHUIIAEMOCTD KallUJISPOB;

1.12. CO8 biiokaTopsl KalblIUEBbIX KAHAJIOB;

1.13. CO9 Ilpenapatsl, BAUAIOLME HA PEHUH-aHTMOTEH3UHOBYIO CUCTEMY;

1.14. C10 lN'unonunuaeMuyeckue npenaparsl;

1.15. DO1 ITpoTuBOrpuOKOBBIEC IIpENapaThl A1 IPUMEHEHHUS B IEPMATOBEHEPOJIOTHH;

1.16. D03 CpenctBa aJisl JICUCHUS PaH U A3B;

1.17.D04  CpenctBa Ui yCTpaHeHUs  3yJa,  BKIOYas  AQHTUTMCTAMUHHBIE,
MECTHOAHECTE3UPYIOIINE CPEACTBA U IPYTHE;

1.18. D05 Ilpenapatsl A JeUeHuUs ICOpuasa;

1.19. D06 AHTHOUOTHKH 1 IPOTUBOMHKPOOHBIE Mpenaparsl, MPUMEHSEMbIE
B JIEPMaTOJIOTUH;

1.20. DO7 KopTuKOCTEpOUIBI 711 MECTHOTO JICUCHHUSI 3a00JIEBaHUIA KOXKU;

1.21. DO8 AHTHCENTHKH U AC3UH(DULIUPYIOIINE CPEICTBA,;

1.22. D10 ITpenapaTsl AJist JIeUEHUS! yTPEBOM CHIMU;

1.23. D11 Ilpoune npenapaTsl, IPUMEHSIEMBIE B IEPMaTOBEHEPOIIOTHH;

1.24. GO2 ITpouune npenapatsl A JCYCHUS THHEKOJIOTHYECKUX 3a00JICBaHMA;

1.25. GO3 ITonoBBIE TOPMOHBI U MOAYJISTOPBI IOJIOBOW CUCTEMBI;

1.26. GO4 Ilpemapathl a5 JSYCHHUS YPOJIOTHIESCKUX 3a00JICBaHUIA;

1.27. H T'opmoHaybHBIE CpPEACTBA MAJII CHCTEMHOTO MPUMEHEHHUS, HCKJIIOoYasi TMOJOBBIC
TOPMOHBI U UHCYJIMHBI,

1.28. J IIpotuBOMHUKpPOOHBIE MpenapaThl sl CHCTEMHOTO IPHUMEHEHHUS;

1.29. L IIpoTuBOOIYX0JIEBBIE MPEMAPAThl © UMMYHOMOYJISITOPHI;

1.30. MO1 IlpoTBOBOCHIAIUTENBHBIE U TPOTUBOPEBMATUUECKHE ITPENIAPATHI,

1.31. M03 MuopeiakcaHThl;

1.32. M04 IlpoTuBonogarpuueckue mpenaparsl;

1.33. M05B Cpenctsa, BIUSIONIME HA CTPYKTYPY U MUHEPATU3AIUI0 KOCTEH;

1.34. N Ilpenapatsl ams ieueHus 3a00JIeBaHUI HEPBHOU CHCTEMBI;

1.35. RO1AX ITpoure Ha3ayibHBIE TPENapaThl AJIsi MECTHOT'O PUMEHEHHS;

1.36. R0O3 Ilpenapats! 11 geueHuss OOCTPYKTUBHBIX 3200JI€BaHUN JABIXaTEIbHBIX MTyTEH;
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1.37. ROSCA KoMOuHaImu 0TXapKUBAIOIINUX CPEJICTB;

1.38. R06 AHTUTMCTaMUHHBIE CPEACTBA CUCTEMHOTO JICUCTBUS;

1.39. RO7 [dpyrue npenapatsl AJis JeUCHHs 3a00JI€BaHUI TBIXaTSIIbHOW CHCTEMBI;

1.40. S IIpenapats! i eyeHus 3a00JIeBaHUN OPTaHOB UyBCTB;

1.41. VO1 Anneprensr;

1.42. VO3 IIpoune nexapCTBEHHbIE IIPENaparshl;

1.43. V04 JIlnarHocTHYECKHUE TTpEnapaThl;

1.44. V06 JleuebHoOEe MUTAHUE;

1.45. VO8 KoHTpacTHbIE BEIIECTBA;

1.46. V09 lnarnoctuueckue paanodapmMareBTUIeCKie CpeCTBa;

1.47. V10 Tepaneptudeckue paarnodapmareBTHIECKUE CPEACTRA.

2. JlekapcTBEHHBIN mpemnapar  HE3aBUCUMO OT IpyIIIbL, noarpynnsl  ATX,
COOTBETCTBYIOIINI OJTHOMY M3 CIEIYIOIINX KPUTEPHEB:

2.1. opurnHanbHBIN JIEKApCTBEHHBIN IIpenapar;

2.2. OMOaHAIOTHYHBIN JICKaPCTBEHHBIN Mperapar;

2.3. opthaHHBIH JIeKapCTBEHHBIN Tpenapar;

2.4. nekapCTBEHHBIN NpenapaT npeaHa3HaueH sl IPUMEHEHUS TOJIBKO Y JACTEH;

2.5. BOCIIpOU3BEACHHBIN JIEKapCTBEHHBIN npemnapar, KOTOPBIN OTJINYAETCS
OT 3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaTOB COCTABOM AKTHUBHBIX (hapMalleBTHUECKUX
cyOcTaHiii ¥ (WIM) JIEKapCTBEHHOW (opMOH, U (WIM) TMOKa3aHUSIMU K MEIUIIMHCKOMY
MIPUMEHEHHUIO;

2.6. JeKapCTBEHHbIM mpemapar pa3paboTaH B paMKaxX TIOCYAApPCTBEHHBIX IPOrpamM,
rOCyJapCTBEHHBIX HAYYHO-TEXHUYECKUX MPOrpPaMM U IOCYAAPCTBEHHBIX MPOrPaMM Hay4YHBIX
HCCIIE0BAHUM.

3. JlekapCcTBEHHBI Tpemapar, COOTBETCTBYIOIMIWN TI0 (PapMaKOJIOTHYECKOW TMOATPYIINE
ATX 1 MexIyHapOAHOMY HENATEHTOBAHHOMY HAaMMEHOBAHUIO aHAJIOTUYHOMY JIEKAPCTBEHHOMY
npemnaparty, BKJItoueHHOMY B PecriyOnukaHckuit hopMyIisp JIeKapCTBEHHBIX CPECTB.

4. JlexapcTBEHHBIN Npenapar TpaIULIUOHHON KUTAHCKON MEIUIIMHBI.

YTBEPXJIEHO

ITocTanoBnenue

MuHuCTEepCcTBa 3IPaBOOXPAHCHUS
Pecniy6mku benapych
21.12.2021 Ne 126

(B peakuu MocTaHOBJICHUS
MuHuCTEpCTBA 3APaBOOXPAHEHUS
Pecny6uku benapych
24.11.2025 Ne 198)

HHCTPYKLIUSA

0 MopsiAKe NMPOBeAeHUs KOMILIEKCa NMpeIBAPUTEIbHbIX TEXHHYECKHX PadoT, CBA3aHHbBIX
¢ MpoBeJeHNEeM IKCIEPTU3 I NOATBEPKICHUS COOTBETCTBHUS CTPATEIrH4eCKH BAKHOTO
JIEKapPCTBEHHOI0 Npenapara Tped0oBaHUAM 0€3011aCHOCTH, 3(P(PEeKTUBHOCTH U Ka4ecTBa,
onpeaeJieHus BO3MOKHOCTH IKCTPEHHOI0 IPUMEHEHH s CTPATerH4eCKy Ba’KHOT0
JIEKapCTBEHHOI'0 Mpenapara

1. Hacrosimass MHCTpyKIMsS oOmpeAesnsieT TMOpsAJOK IPOBEACHHUS PpECIyOIMKAaHCKUM
YHHUTAPHBIM TpeAnpusiTieM «L[eHTp 3KCTepTH3 M UCIIBITAaHHIA B 3[paBOOXPaHEHHUI (Jlayiee, eCiu
HE yKa3aHo uHoe, — LleHTp) KomIiekca NpeABapUTEIbHBIX TEXHHUECKUX paboT, CBSI3aHHBIX
C MMPOBEJICHUEM DKCHEPTH3 JIsl IOATBEP)KICHHUS COOTBETCTBUS CTPATETMYCCKH Ba)KHOTO
JIEKapCTBEHHOTO TIpemapaTta (fajiee, €ciu He YKa3aHO WHOEe, — CTPATEerHYecKHil Mpemapar)
TpeboBaHUsAM 0€301acCHOCTH, 3PHEKTUBHOCTH M KAYECTBA, a TAKKE OMPECICHUS BO3MOXHOCTH
SKCTPEHHOTO MPHUMEHEHHS CTPATeTHYecKOro Ipemnapara (Janee, €CliM He yKa3aHO WHOE, —
npeaBapuTebHbIE paOOTHI).

Kommuieke npeaBapuTenbHbIX padoT MpeIIIecTByeT:
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roCy/IapCTBEHHOW perucrpanuu (MOATBEPKACHUIO TOCYJapCTBEHHOW PETUCTPaIiH)
CTpaTErMyecKoro Impernapara, OCYLIECTBJIIEMOM IO CTaHAAPTHOW MpoLEaype, YCIOBHO,
B YIIPOILEHHOM HOPSIJIKE;

YCIIOBHOM IOCYIapCTBEHHON pPErMCTpalMM CTPATErHMYECKOro Ipernapara i SKCTPEHHOIO
IIPUMEHEHNS;

BHECEHUIO M3MEHEHUIl B PETUCTPALIMOHHOE JIOChE CTPATErMYECKOro Ipernapara,
3apEruCTPUPOBAHHOIO MO CTAHAAPTHOW MPOLEAYPE, YCIOBHO, B YIIPOIIEHHOM MOPSAJIKE, YCIOBHO
JUISL SKCTPEHHOT'O TPUMEHEHHSI.

2. JleiicTBue HaCTOSIIIEH NucTpykuun HE pacrnpoCTpaHIeTCs Ha KOMILJIEKC
NPEIBAPUTENLHBIX paOOT, IPEIICCTBYOLIHIA:

roCy/IapCTBEHHOW perucrpanuu (MOATBEPKACHUIO TOCYJapCTBEHHOW PETUCTPaliH)
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUH ¢ I10105k€HNEM O OPSAKE U YCIOBUAX OCYILECTBICHHUS
rOCy/1apCTBEHHOM  peructpauuu  (MOATBEPKIEHUS  TOCYJAapCTBEHHOM  pErucTparu)
JICKApCTBEHHBIX CPEJNICTB, YTBEPKACHHBIM mocTaHoBieHueM Cosera MunuctpoB PecryOnmku
benapych ot 1 anpenst 2015 1. Ne 254;

rOCy/1JapCTBEHHONM pPETUCTpPALMU JIEKAPCTBEHHBIX CPEACTB B YIPOLICHHOM IOpSIKE
B cooTBeTcTBUU C [lonoxeHnemM 00 yHpoOIIEHHOM MOPSIKE OCYLIECTBICHUS TOCYAapCTBEHHOU
pEerucTpalyy JEKapCTBEHHBIX CPENCTB, YTBEPKAECHHBIM NocTaHoBieHHeM CoBera MUHHUCTPOB
Pecnty6muku benapych ot 1 anpenst 2020 r. Ne 191.

3. B Hactosameil MHCTpYKIIMKM HCIOJIB3YIOTCS TEPMUHBI U UX ONPECIICHUS B 3HAUCHMUSIX,
ycTaHOBJICHHBIX 3akoHOM Pecnyonmuku benapycs ot 20 utosis 2006 . Ne 161-3 «O6 oOparmiennun
JEKapCTBEHHbIX  CcpeAcTB»,  [losokeHMeM O IOpAAKE U YCIOBHUSX  OCYILIECTBIICHHUS
roCyJapCTBEHHOM PErUCTPALIMHU CTPATErHYECKN BAKHBIX JIEKAPCTBEHHBIX IIPENApaTOB.

4. JIOKyMEHTBI B JIGKTPOHHOM BHJIE€ HAINpPaBIIAIOTCS 4epe3 JIMYHBIN KaOMHET 3asBUTEI,
pa3MEIIeHHBId B rJ00aqbHON  KOMITBIOTEpHOM cetn HTepHeT Ha ouimanbHOM caifTe
pecryOIMKaHCKOTO — yHUTapHoro — mpeampusitus — «LleHTp — sKcmepTu3 M MCHIBITAaHHMA
B 3/IpaBOOXPAaHEHUN, TUOO B AIIEKTPOHHOM BH/JIE Ha AJIEKTPOHHOM Hocutene nHpopmanuu (USB-
¢en-HakonuTeNe) MPeI0CTABISIIOTCS 3assBUTENIEM JINYHO.

USB-¢mnemn-nakonurenb He JOMDKEH COJAEPKAaTh HUCIOJHsIeMbIe (alabl U BPEIOHOCHOE
porpaMMHoOe obecrieueHue.

5. JIoKyMeHTHI B 2JIGKTPOHHOM BHJie TipeacTaBisitores B popme PDF (naumenoBanmst PDF-
(bailioB  TOJKHBI COOTBETCTBOBATh HAMMEHOBAHUSAM JOKYMEHTOB COIJIAaCHO MPWIIOKEHHIO 1
K ITIOCTaHOBJICHUIO, YTBEPAUBILEMY HacTosIy0 MHCTpyKIuIO, C yKazaHHEM BEpCUU TOKYMEHTA).

6. Komrekc nmpeaBapuTeNbHBIX paboT, MpeAlIeCTBYIOMINUX FOCYIapCTBEHHON PErucTpaiu
(MOATBEPKACHHIO FTOCYAAPCTBEHHOM PETUCTPALIMHU) CTPATErHUECKOro npemnapara o cCTaHaapTHON
IpoIenype U YCIOBHOW TOCYNAapCTBEHHOM  perucrpanuu  (MOATBEPXKIECHUIO  yCIOBHOM
roCy/IapCTBEHHOW PETUCTPALMU) CTPATETHYECKOro IMpenapara, OCyIIeCTBISETCS Ha OCHOBAHUU
3aKII04aeMblX Mexay LleHTpoM U 3asBUTENEM JOrOBOPOB HA MPOBEACHHUE HKCIEPTU3BI
(mepBUYHON U CIIENUATIU3UPOBAHHON) JOKYMEHTOB, COCTABIISIIOIIMX PErHMCTPAllMOHHOE 0ChE
CTpaTErHYecKoro Inpemnapara (aajgee — JOKyMEHTHI), H apoOallid METOAUK KOHTPOJIS KayecTBa
CTPATErMYEeCKOro IMpernapaTta U KOHTPOJIA KadecTBa JTOrO CTPATErMYEcKOro mpernapara
C UCMIOJIb30BAaHUEM TaKUX METOJAUK (Jajiee, eciid He YKa3aHO HHOeE, — ampoOaiusi ¥ KOHTPOJIb
KadecTBa).

OOuwmii cpok TpOBeNeHHUs KOMILIEKCA TNPEABAPUTEIBHBIX padoT, MpeaIIecTBYIOMUX
rOCyJ1apCTBEHHOM  perucTpauuu  (MOATBEPKACHUIO  TOCYJApCTBEHHOM  peructparuu)
CTPATErMYeCcKOro Ipemapara II0 CTAHAAPTHOM MPOLEAYype U YCIOBHOM TI'OCYIapCTBEHHOU
peructpauuu (MOATBEPKICHUIO YCIOBHOM TOCYJapCTBEHHOM perucTpanuu) CTpaTerunyeckoro
npernapara, He JOJDKeH mpeBblmarh 90 KaleHJapHbIX JHEeW. YKa3aHHBIH CPOK MOXKET ObITh
npozuieH A0 180 kaneHaapHbIX THEN MO COTJIallIEHUI0 CTOPOH 1I0r0BOpa.

Jinss  mpoBeleHUS — KOMIUIEKCAa  NpeABApUTENbHBIX  paboT,  MpeaIIecTBYIOIIUX
rOCy/IapCTBEHHOM  peructpauuu  (MOATBEPKACHUIO  TOCYJApCTBEHHOM  perucrparyu)
CTPATErMYeCcKoro Ipemapara II0 CTAHAAPTHOM MPOLEAYype U YCIOBHOM TI'OCYIapCTBEHHOU
peructpauuu (MOATBEPKICHUIO YCIOBHOM TOCYJapCTBEHHOM perucTpanuu) CTpaTerunyeckoro
npenapara, 3asBuTeneM B LIEHTp HpencTaBistOTCs JOKYMEHTHI B COOTBETCTBHM C IIYHKTOM 1
MPUJIOKEHUA | K MOCTAaHOBJIEHUIO, YTBEPANUBILEMY HAaCTOAIIYI0 MHCTpyKIHIO.
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[IpoBeneHue mnpeaBapuUTENbHBIX paldOT, yKa3aHHBIX B MOANMyHKTax 7.1-7.3 myHKTa 7
HacTosmielt  VIHCTpYKIIMM  OCYIIECTBISIETCS — TocheAoBarenbHo. Ilpu  HeoOxomumocTu
HA OCHOBAaHUHM MHCbMEHHOIO OOpallleHusl 3asBUTENS MpeBapuUTEIbHbIE PaOOTHI, YKa3aHHbIE
B IoAnyHKTax 7.2 u 7.3 Hacrosien MHCTpyKIuy, MPOBOJAATCS OJHOBPEMEHHO.

7. Komruiekc npeaBapuTeNIbHBIX PadoT, IPEAIIECTBYIOIUX TOCYIapPCTBEHHON pEerucTpaliui
(mOATBEPKAECHUIO FTOCYAAPCTBEHHOM PETUCTPALIMN) CTPATErMueCKOro npenapara o CTaH1apTHON
MpoIeAype H YCIOBHOM TOCYJAapCTBEHHOW  perucTpanuu  (MOATBEPXKICHUIO  YCIOBHOM
roCy/1apCTBEHHON PETUCTPALIMN) CTPATETHYECKOT0 Mpenapara, BKIYaeT:

7.1. IEpBUYHYIO 3KCIEPTU3Y JOKYMEHTOB, IPEAYCMATPUBAIOIIYIO:

MPOBEPKY KOMILJICKTHOCTH U MPABUIIBHOCTH O()OPMIICHUS TOKYMEHTOB;

OLICHKY COOTBETCTBHUS TOPrOBOI'0 HAUMEHOBAHHUS CTPATErMYECKOTO MperapaTa KpUTEpUsIM,
IIPEIBABISEMBIM K TOPIOBBIM HAaWMEHOBAHUSM JIEKAPCTBEHHBIX IPENApaTOB, YCTAHOBICHHBIM
MOCTaHOBJICHMEM MuHHUCTEpCcTBa 31MpaBooxpaHeHus PecnyOmuku bemapyce oT 24 ceHTSIO0ps
2020 r. Ne 78 «O xputepusix, NpeaAbABIIEMbIX K TOPIrOBBIM HAMMEHOBAaHUSM JIEKapCTBEHHBIX
mpenaparoBy (Hajiee — KpUTEPHH ).

[lepBruyHas sKcrepTU3a JOKYMEHTOB MPOBOIUTCS SKCIEPTOM, SBISIOMIMMCS PaOOTHUKOM
Ilentpa (masmee, ecnmu HE yKa3aHO HWHOE, — JKCIEPT IIEHTPA), B CPOK, HE MPEBBIMIAOIINN 5
KaJIEHAAPHBIX JHEW CO IHS IpUEMa JOKYMEHTOB, IIPU YCIOBHUH ITOCTYIUIEHUS JIEHEKHBIX CPELICTB
Ha pacueTHbId cueT LlenTpa mo morosopy.

B ciyuae ecnu 1o pe3yibraraM NEpBUYHOM SKCIIEPTU3bI JOKYMEHTOB UMEIOTCS 3aMEUaHus,
IleHTp DHUCHMEHHO YBEIOMJIET 3asABUTENSI O HEOOXOAWMOCTH UX YCTPaHEHHsS B CPOK,
He npepblimaomuidi 30  KaJeHOapHbIX JHEH CO AHS YBEIOMJICHUS. YKa3aHHBIA CpOK
HE 3aCUMTHIBACTCSI B CPOK TPOBEACHMS KOMIUIEKca mpeABapuTenbHbIXx pador. [locne
IIPEIOCTABIICHUS] 3asBUTEJIEM OTBETAa Ha 3aMEUYaHHUs IE€pBUYHAs DSKCIEPTU3a JIOKyMEHTOB
MpOBOAUTCS TOBTOPHO. CpOK MPOBEICHHS MOBTOPHOW MEPBUYHOM SKCIEPTU3BI HE JOJKEH
IPEBBIIATh 5 KaJleHIApHbIX JHEH. B cilygae HeyCcTpaHEHMs 3aMEYaHUi B CPOK, YKa3aHHBIN
B YBEIOMJICHHMH, PE3yJIbTaT NEPBUYHON IKCIEPTU3BI JOKYMEHTOB IPU3HAETCSA OTPULIATEIIbHBIM.

[To pe3ynbTaraM NEpBUYHON OSKCIEPTU3BI JOKYMEHTOB O(GOPMIISETCS SKCIEPTHOE
3aKJII0YEHUE, KOTOPOE COJEP>KUT BBIBOJIBI:

O COOTBETCTBMHM (HECOOTBETCTBHH) MPEIACTABICHHBIX JIOKYMEHTOB TpEOOBaHHIM
3aKOHO/IATEbCTBA;

0 COOTBETCTBUHU (HECOOTBETCTBUM) TOPrOBOr0 HAMMEHOBAHUS CTPATErMUECKOI0 IIpernapaTa
KPUTEPUSIM.

OKCIIEpTHOE 3aKJIIOYEHHE, YKAa3aHHOE B YaCTH 4YETBEPTOM HACTOSALIETO MOANYHKTA,
B TeUeHHEe 5 pabouux JHEH CO AHS ero MOJIMUCAHHS HaIpaBIISIeTCS 3asgBUTENI0 B MUCHMEHHOM
U (WJIK) 3JIEKTPOHHOM BHJIC.

B cimydae ecnu B DKCIIEPTHOM 3aKJIFOYEHUH, YKA3aHHOM B YacCTH YETBEPTOM HACTOSILETO
MOJITYHKTA, COJEPKATCS BHIBOJBI O HECOOTBETCTBUHU MPEICTABICHHBIX JIOKYyMEHTOB TPEOOBaHHSIM
3aKOHOAATENbCTBA U (WJIM) HECOOTBETCTBUM TOPrOBOI'O HAWMEHOBAHHUS CTPATErHYecKOro
IpenapaTa KpUTEpUsIM, TOKYMEHTBI BO3BPAILLAIOTCS 3aABUTENI0 U KOMIUIEKC ITPEIBAPUTENIBHBIX
paboT mpekpamiaeTcs.

IIpy NONOKUTENBHOM pE3yNbTAaTE€ MEPBUYHON SKCIEPTU3bl JOKYMEHTBI HAlpaBiIsSIOTCS
Ha CIIEUHUATIM3UPOBAHHYIO 3KCIIEPTU3Y;

7.2. cIeuMaIu3UpPOBAHHYIO 3KCIEPTU3Y JOKYMEHTOB, IPEICTABISIONIYI0 COOOM OIECHKY
JOKYMEHTOB C IIeJIbIO TIOATBEPKICHHUS COOTBETCTBUS CTPATETMUECKOI0 Mpenapara TpeOoBaHUSAM
0e30macHOCTH, J(PQPEKTUBHOCTH U KAayeCTBAa C yUYE€TOM €ro XUMHKO-(apMareBTHUECKUX
1 KJIIMHUKO-(PapMaKOJIOTMIECKUX 0OCOOCHHOCTEH (1anee — CreruaaIn3upoBaHHast SKCIIEPTH3a).

Crennanu3upoBaHHas  dKCIEPTU3a  MPOBOJUTCA B CPOK, He mpesblmaromuii 30
KQJICHIApHBIX JHEM €O AHS MOJANMCAaHUs OHKCIEPTHOTO 3aKJIIOYEHMS, YKAa3aHHOTO B YaCTH
4eTBEpTOM MOANYHKTA 7.1 HACTOSIIEro IyHKTAa, COJAEP)KALLEr0 BBIBOJABI O COOTBETCTBUU
MIPE/ICTAaBICHHBIX JOKYMEHTOB TpPEOOBaHUSM 3aKOHOJATENbCTBA U COOTBETCTBHH TOPrOBOIO
HAaMMEHOBAaHMsI CTPATETUYECKOrO MIpenapaTa KpUTEpHUsIM.

Cnennanu3upoBaHHasi KCIIEPTU3A IPOBOJIUTCS:

skcriepramu  LleHTpa, BKJIIOYEHHBIMM B COCTaB TIpYyNN  3KCIEPTOB  KOMMCCUU
IO JIEKapCTBEHHBIM CpeICTBAaM MUHHCTEPCTBA 3APaBOOXPAHEHHUS (ajiee — KOMUCCHS);
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JKCIIEpTaMM, Ha3HayaeMbIMU MUHUCTEPCTBOM 3ApPaBOOXPAHEHUS U 00JalaloluMu
CHEIHATbHBIMA 3HAHUSMHU B 00JIACTH KIMHUYECKOTO MPUMEHEHHUS! CTPATErHYecKoro mnpemnapara
Y HE BXOJSIIMMHU B COCTaB TPYII 3KCIEPTOB KOMHUCCHH (MPU HEOOXOTUMOCTU IMPH YCIOBHOU
rOCy/IapCTBEHHOW perucTpanuu (TIOATBEPKICHUH YCIOBHON TOCYJapCTBEHHON PpErHCTpaIlviy)
CTpaTernyeckoro npernapara);

JKCIIEPTaMHU, HE SBISIOMUMUCS paboTHUKaMu L[eHTpa ¥ BKIFOYEHHBIMH B COCTaB TPYIII
HKCIIEPTOB KOMHUCCHUH, B CIyYasX:

roCyJapCTBEHHON peructpauuu (MOATBEPKACHHUS TOCYJapCTBEHHOM perucTpaiuu)
CTpaTernyeckoro Ipernapara I10 CTAHJAPTHOM MpolLeaype B OTHOLIEHUHM CTPaTErHuecKoro
npenapara ¢ HOBbIM JEHCTBYIOIIUM (aKTHBHBIM) BEIIECTBOM, PaHEE HE 3apETUCTPUPOBAHHBIM
B PecniyGnke benapych;

roCyJapCTBEHHOM peructpauuu (MOATBEPKACHHUS TOCYJapCTBEHHOM perucTpaiuu)
CTpaTernyeckoro Impernapara 10 CTaHJApTHON TMpolenype, B OTHOIIEHWU CTPaTErHuecKOro
npermapara, sBISIOMIErocs OMOJOTUIECKIM JIEKAPCTBEHHBIM MIPETapaToM;

YCJIIOBHOM TOCYIAApCTBEHHOM perucTpanuu (MOATBEPKACHUS YCIOBHOM TOCYJIapCTBEHHOM
pErucTpalnm) CTpaTernuecKoro mnpernapara;

pekoMeHmanuu  dKkcmepra  (9kcmeptoB)  LleHTpa ¢ oOOCHOBaHWMEM, OTpPaKECHHBIM
B SKCIIEPTHOM 3aKJIIOYEHUH, YKA3aHHOM B YAaCTH YETBEPTOW HACTOSIIETO MOAIMYHKTA;

HecoryIacus 3asBUTENS C 3aMeYaHUsSIMHU dKcriepTa (3KcnepToB) LleHTpa no ero nucbkMeHHOMY
o0palleHuIo;

pelIeHrs KOMUCCHH.

[To pe3ynbraraM CrHenHaTU3UPOBAHHON SKCIEPTU3bI KAKIBIM SKCIEPTOM odopmiisercs
AKCIIEPTHOE 3aKIIIOYECHHE.

IIpyn HayMuMM 3aMe4YaHUN B DKCIIEPTHBIX 3AKIIOYCHUAX, YKA3aHHBIX B 4aCTH YETBEPTOU
HACTOSIIIIETO TOAMYHKTa, lleHTp HampaBmser ux 3asBurento (0e3 yKa3aHHs DKCIIEPTOB)
B IMMMUCbMEHHOM U (WJIN) JIEKTPOHHOM BHJI€ B TEUCHHE 5 pabOYMX AHEH CO IHS UX MOAMUCAHUS.

[Ipu ycTpaHeHuu 3aMedyaHuWil 3asBUTENb MpenacTaBiser B LleHTp nokyMeHTHI U (WiIK)
MaTepuasbl, MOATBEPKIAIONINE YCTpaHEHHWE 3aMEYaHWil, B COOTBETCTBUHU C TPeOOBaHUSIMU
K JIOKYMEHTaM (B MUCbMEHHOM M (WMJIM) OJICKTPOHHOM BHJE) B CPOK, HE IPEBBIMIAIOIIHA
60 KaJleHJapHBIX JHEW CO JAHS TOJIyYeHHUs 3THUX 3aMe4YaHui. YKa3aHHBIH CPOK MOXET OBITh
mpojJieH Ha cpok 110 90 kajneHAapHBIX JHEW Ha OCHOBAaHWM OOOCHOBAaHHOTO MHCHMEHHOTO
oOparieHusi 3asBUTENs. YKa3aHHBI CPOK HE 3aCUMTHIBAETCS B CPOK IMPOBEICHHUS KOMILIEKCA
MpeABaAPUTEIHHBIX PAOOT.

[enTpom paccMaTpuBaIOTCS PEACTABICHHBIC 3asIBUTEIEM IOKYMEHTHI U (UJIM) MaTepHUalIbl
B CpOK, He mpeBblmaromuil 10 kaneHaapHbIix AHEH co AHSA uUX npeacrabieHud. [locmemyromme
3aMEYaHMsl JOMYCKAIOTCAd TOJBKO B CIIy4ya€ BO3HUKHOBEHHMS JOMOJHUTEIBHBIX BOIPOCOB,
KacalolluXcsl JOKYMEHTOB U (WJIM) MaTepuasoB, MPEJICTaBICHHBIX 3asBUTENEM B OTBET
Ha MpeAbIaYyIINE 3aMEYaHus;

7.3. arpo0anuio U KOHTPOJIb KauyecTBa, KOTOPbIE MPOBOJSATCS MPHU MPOBEIEHUU KOMILJIEKCa
MpPeIBAPUTENBLHBIX PaboT, MPEAIIECTBYIONINX TOCYIapPCTBEHHONW PETUCTPALMUA CTPATETHIECKOTO
Mpernapara no CTaHJapTHOM MpoUEeaype, B CPOK, HE MpeBbIatomuil SO KaqeHIapHbIX JHEW CO THS
IIOCTYIUICHUs] JEHEXKHBIX CPEACTB HA pacdeTHbIM cueT LlenTpa mo morosopy. i mokasaresen
KauyecTBa, MPEANOoIaralolMXx MHOTOYPOBHEBOE MTPOBECHNE UCTIBITAHUNA U OLIEHKY PE3yJIbTaTOB,
B ClIyyae TMOJIyYEHUSI COMHHTENIbHBIX WJIM HEraTHBHBIX pPE3YyJIbTATOB IO MEPBOMY YPOBHIO,
TpeOyIOUIMX MPOBEIEHUSI HUCHBITAHUN IO CIEIYIOIIMM YpPOBHSAM, CPOK IpOBelIeHus padoT
o anpoOauu ¥ KOHTPOJIO KadecTBa MOXKeT ObITh MpojuieH 10 70 KaJneHAapHBIX IHEH
Ha OCHOBaHUH JIOMOJHUTEIHLHOTO COTJIAIICHUSI K paHee 3aKII0YEHHOMY JIOTOBOPY.

ArnpoOarust 1 KOHTPOJb Ka4ecTBa HE IPOBOASTCS B OTHOILICHUH:

HAapKOTUYECKUX CPEACTB U MCUXOTPOMHBIX BEIIECTB;

paanodapMaleBTHUECKUX CTPATETUYECKUX MPENapaToB;

op(haHHBIX (pPEIKKUX) CTPATETUYECKUX MTPENapaToB;

CTpaTEerMyecKuX TMpenaparoB, ampodanus METOAWK KOHTPOJsS KadecTBa KOTOPBIX ObLia
MpoBeJeHa B paMKaX KOMILJIEKCA IMPEIBAPUTENIbHBIX TEXHUYECKHX paboT, MpeIecTBYIONINX
BBIJIaUe pa3pellcHHs Ha MPOBEICHNE KIMHUYECKUX MCCICIOBAHHUM (MCIBITAHUN), TIPU yCIOBHH,
YTO METOJUKH KOHTPOJISI KauecTBa He MpeTeprien U3MEHEHHI.
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OOpazupl cTpaTernyeckux MpenapaTtoB UM CTaHAApTHBIE 00pa3lbl, a TAKXKe TECT-IITaMMBI
MHUKPOOPIaHU3MOB, KYJIbTYp KJIETOK, JUAarHOCTUYECKHE TECT-CUCTEMBI, Xpomarorpaduueckue
KOJIOHKH, crienu(puyeckue pacxoaHble MaTepuasbl U peareHTbl POU3BOIUTENS CTPATErHUYECKOTr0
npernapara, Heo0OX0AUMBIE JJIsl IPOBEICHH alpoOaLMy M KOHTPOJIS Ka4eCTBa, MPEI0CTaBISIOTCS
LenTpy 3asButeneM. OcTaTKy CTaHIAPTHBIX 00pa3LoB, ceU(UIECKUX PACXOJHBIX MAaTEpUaJIOB,
XpomaTorpadudeckre KOJIOHKHU MOCIe MPOBEICHHS HCTIBITAHUI BO3BPAIIAIOTCS 3asIBUTEIIO 110 €T0
3as1BJICHUIO.

B caywae orcyrcrBusi y lleHTpa TeXHHUYECKOW BO3MOKHOCTH anpoOamus W KOHTPOJb
KauyecTBa TIPOBOAATCS  AKKPEIUTOBAHHBIMH B HanMoOHanmpHOM  cuUCTEME  aKKpeIWTalHH
PecnyOnukn  bemapych A MCIIBITAaHUM ~ JIKAPCTBEHHBIX  CPEACTB  UCHBITATEIbHBIMU
naboparopusimu  «HayuHo-nccie1oBaTebCKOr0 ~ MHCTUTYTa  TUTHEHBI,  TOKCHUKOJOTHH,
SMHUIEMHOJIOTUH,  BUPYCOJIOTUM ¥ MUKPOOHOJOTMHM  TOCYJApCTBEHHOTO  YUPEKICHHS
«PecryONMKaHCKUIT ~ LIEHTP THUTHUEHBI, AMHAEMUOJIOTUM U OOIIECTBEHHOTO  370POBbS
U TOCYapCTBEHHOro  yupexaeHuss  «PecnyOnukaHCKUi — HAyYHO-TIDAKTHUECKUH  LIEHTP
TpaHC(Y3HOJOTUN U MEAUIIMHCKUX OMOTEXHOJIOTHI (J1ajiee — WCIBITaTeNbHBIC JTabopaTopun)
HA OCHOBAHUM 3aKJIOYAEMBIX JIOTOBOPOB C LIEHTPOM € yueTOM HMX TEXHHYECKOW OCHAILEHHOCTU
JUISl KOHKPETHBIX BUJIOB UCIIBITAHUM.

IIpy OTCYTCTBUM TEXHHMYECKOW BO3MOKHOCTH TIPOBEIEHHS anpodamuyd U KOHTPOJIS
kauecTBa Yy LleHTpa u ucCHBITaTeNbHBIX J1A0OpaTOpPHil, a TakKe B Cllydae HEBO3MOXHOCTHU
NpEJCTaBICHUS  3asBUTENeM  00pas3IloB  CTpaTerHuecKoro  mpemapara, TecT-IITaMMOB
MUKpPOOPTaHU3MOB, KYJIbTYp KIJIETOK, TMarHOCTUYECKUX TECT-CUCTEM, CTaHAAPTHBIX 0Opa3IloB,
XpoMaTorpauyeckux KOJOHOK, CIEHU(PUUECKUX PACXOJHBIX MaTEpHAIOB U PEarcHTOB
MIPOU3BOJIUTEINS CTPATETHUECKOI0 MpernapaTa anpo0aius U KOHTPOJIb KaueCTBa OCYIIECTBISIOTCS
110 aJpecy MPOU3BOAUTENS CTPATETMUYECKOI0 IIPEnapara, OCyIeCTBISIOEr0 KOHTPOJIb Ka4eCTBa,
c yuactueM paOoTHUKOB LleHTpa wu MCTIBITATENBHBIX JIAOOpaTopuii (P HEOOXOIUMOCTH).
B ciiydqae  oTcyTCTBHST BO3MOXKHOCTM — ydacTHsl paOOTHHKOB LleHTpa M MCHBITaTEIbHBIX
naboparopuii B MPOBEACHUM amnpoOalyy M KOHTPOJISl KayecTBa IO aapecy MPOU3BOJIUTEINS
CTpaTEerMYecKoro TpemnapaTa 0 OOBEKTHBHBIM TNpUYMHAM, He 3aBucsAmMM  oT LlenTpa
Y UCTIBITATENIbHBIX Ja00paTopuii, yKa3aHHbIE UCIIBITAHUS MOTYT OBITh OCYIIECTBJICHBI C YYETOM
IIPEICTAaBICHHBIX JOKYMEHTOB U (WJIM) MaTepHaioB MPOU3BOJUTEINS C UCIIOIb30BAHUEM CPENICTB
JUCTAaHLIMOHHOTO B3aMMOJEHCTBHS, B TOM YHCIE IOCPEICTBOM ayAHO- U BUICOCBS3H,
BUJICO3AIHCH.

[Ipy AOKyMEHTaJIbHOM MOJATBEPKICHUU 3asBUTENIEM TOr0, YTO CTOMMOCTH 00pa3LoB
CTpaTErHYecKoro mpenapara, HeoOXOIUMBIX JJISl IPOBEACHHS alpoOaIiii 1 KOHTPOJIS KauecTBa,
npesbimaer 1000 ycnoBHBIX eauHul, SkBUBaeHTHbIX 1000 mommapoB CIIA 1o kypey
Hanmonanenoro Oanka PecnyOnmuku bemapych, ycTaHOBJICHHOMY Ha JIaTy IPEICTAaBICHUS
3asiBUTENIEM JOKYMEHTOB JUIsl POBEACHUS MMEPBUYHON JKCHEPTU3bI, anpolaius U KOHTPOJIb
KauecTBa IPOBOJATCS I10 OTAEJIBHBIM I10Ka3aTeIsIM HOPMAaTUBHOIO JIOKYMEHTa IO KayeCTBY,
UCIOJIb3YEMBbIM  JIJISl IOATBEPKIACHUS TOJIMHHOCTH  (MAEeHTU(UKALNUK), KOJIUYECTBEHHOIO
COJIepKaHusl AEUCTBYIOIIUX BELIECTB U COACPIKAHMS COITyTCTBYIOLIUX ITPUMECEH.

[To 3aBepmiennn ampobanuu U KOHTPOJsS KadecTBa LleHTpom u (MiIM) HCHBITaTEIbHBIMU
naboparopusiMu 0QOPMIIIOTCS aKT (aKThI) ampoOaluyd U MPOTOKOIN (MIPOTOKOIBI) HCIIBITAHHIA
CTpaTernyeckoro Ipemnapara, KOTOpble HANpPAaBIAIOTCS 3asBUTENI0 B MUCBMEHHOM U (WJIH)
AJIGKTPOHHOM BHJE B CPOK, HE MPEBBIMLAIOMIMKA 5 pabouynx JHEW co IHA WX TMOANUCAHHS.
[lo pesynbraramM  ampoOanuu W KOHTpOJII ~ KadecTBa  CTpaTerMiyeckoro  Impernapara
C UCTIOJIb30BaHUEM CPEACTB JUCTAHIIMOHHOTO B3aUMOJICHCTBHS MO0 110 aapecy MPOU3BOAUTEINS,
OCYIIECTBIISIONIETO KOHTPOJb KAadyecTBAa, 3asBUTEIEM OQOPMIISIIOTCS PEe3yIbTaThl HUCIBITAHUM,
MOJIMMCAHHBIE  (3aBEpeHHBIC) IPOU3BOAUTENIEM, OTBETCTBEHHBIM 3a KOHTPOJIb KauyecTBa
CTpaTernyeckoro  mpemapata. lLleHTpoM U HcHbITaTeNbHBIMH  JIaOopaTopusiMu  (TIpu
HeoOXxoauMocTH) odopmigeTcss akT —amnpoOanuu, KOTOPBIA  HANpaBIAETCS  3asBUTEIIO
B MUCBMEHHOM M (WJIM) AJIEKTPOHHOM BHJIE B CPOK, HE IMPEBBIIIAIOMINNA 5 pabouux AHEW co THS
ero noanucanus. [Ipu Hanuuuy 3amMevyaHuil B akTe (aKkTax) anmpoOaluy 3assBUTENb YCTPaHIET UX
B CPOK, HE mpeBblmaromuil 70 KajJeHIapHbIX JAHEH CO JAHS MOJYyYEeHUs 3asBUTEJIEM MPOTOKOJA
(IPOTOKOJIOB) UCHBITAHUI CTpaTeTMYecKOro Impemapata u (WiM) akTa (aKTOB) ampoOaIuu.
VYka3zaHHBI CPOK MOXET OBITh MPOJJIEH Ha Cpok 10 90 KaleHmapHBIX IHEH Ha OCHOBAHUH
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00OCHOBAaHHOTO MUCHBMEHHOTO OOpallleHusl 3asBUTENS. YKa3aHHBIM CpPOK HE 3aCUMTHIBAETCS
B CPOK MPOBEICHHs KOMIUIEKCA IPeABapUTEIbHBIX paloT.

[lonTBepkeHne ycTpaHEHUs 3asBUTEIIEM 3aMeuaHui, YKa3aHHBIX B aKTe (aKTax)
arnpoOanuu, He TpeOyroIuX IMPOBEIACHUS MOBTOPHOW ampobauuu, ocyuiectsisercs LleHTpom
1 (W) UCTIBITATEIFHBIMU JTA00PATOPUSIMH U 0(DOPMIIIETCSI aKTOM (aKTaMu) armpoOarui B CPoOK,
He npeBblmaonmii 10 KaneHzapHbIX JHEW CO AHS TPEICTaBICHUS JIOKYMEHTOB U (WJIH)
MaTepHualoB, MOATBEPKAAOIINX YCTPAHEHUE 3aMEUaHU .

JIns TOATBEP)KICHUS YCTPAHEHUsS 3asBUTEIEM 3aMEYaHuil, TpeOYIOUIMX MpPOBEICHHS
MOBTOPHOW ampoOanuu, NPOBOAITCS amnpodanus U KOHTPOJIb KadecTBa IMOBTOPHO B CPOK,
He npeBblmaomuid 50  KaneHJapHbIX JHEW €O [IHA TIIOCTYIJIEHUS JCHEXKHBIX CpPEICTB
Ha pacueTHbIN cyeT LleHTpa nmo JoroBopy npH yCiaoBUU MPEACTABICHUS 3asiBUTENIEM IOKYMEHTOB
U (MJIM) MaTepHajIoB, HEOOXOIUMBIX Ul OATBEPKICHHS YCTPAHEHUS 3aMEUaHH.

[Tocnenyromue 3aMeyaHusi HANPaBJISIOTCS 3asBUTENI0 TOJBKO B CIIy4a€ BO3HUKHOBEHMS
JOTIOJTHUTEIBHBIX BOMPOCOB, KacalomMXcs HH(opMalyu (MaTepuasioB), MPEICTABICHHON MM
B OTBET Ha MPEAbIAYIINAE 3aMEYAHUS.

8. KoMruiekc mpeaBapuTenbHBIX PadoOT, MPEAIIECTBYIONIMX YCIOBHOW TOCyIapCTBEHHON
pErucTpaliMi  CTPATErM4ecKoro Mmpernapara JJisi 3KCTPEHHOTO  MPUMEHEHMs, IMPOBOAUTCS
HA OCHOBAaHUM  JIOTOBOpA, 3aKIOYEHHOro Mexnay LleHTpoM M 3asBUTENEM, B CpOK,
HE TIpEeBBIMAMMN 15 paboumx gHEH CO IHA MPEACTaBICHUS IOKYMEHTOB, IMPU YCIOBHH
MIOCTYIUIEHHS IEHEKHBIX CPEJICTB Ha pacuyeTHbIN cueT LlenTpa.

Jlig mpoBeneHHs KOMILIEKCA IMPEABAPUTENBHBIX padoT, MPeaUIeCTBYIOMUX YCIOBHON
rOCy/IapCTBEHHON PpErucTpaluy CTPATErM4yecKoro Impernapara i 3KCTPEHHOTO NPUMEHEHMS,
3asBUTENEM B LIeHTp mpeacTaBistoTCs JOKYMEHTHI B COOTBETCTBUHU C IIYHKTOM 2 TPHIIOKEHUS |
K ITIOCTaHOBJIEHUIO, YTBEPAUBILIEMY HacTosyto MHCTpyKIuto.

Kommiekc mnpenBapurenbHbIX padOT, MPEAMISCTBYIOIMMX YCJIOBHOW TOCYAapCTBEHHOM
pErucTpanyy CTpaTeErnuecKoro mpemnapara Jjisi 3KCTPEHHOI0 IPUMEHEHU S, BKIIFOYAET:

MIEPBUYHYIO 3KCIEPTH3y AOKYMEHTOB, IPEIyCMaTPUBAOILYI0 IPOBEPKY KOMIUIEKTHOCTH
Y TIPAaBWIIBHOCTU O()OPMIICHUS TOKYMEHTOB;

OLICHKY COOTBETCTBHS TOPrOBOIO HAMMEHOBAHUS CTPATETMUECKOrO MpernapaTa KpUTEpUsIM;

AKCIIEPTU3Y JOKYMEHTOB.

OKcnepTu3a JOKYMEHTOB OCYLIECTBISAETCS KOMUCCHEN, B KOTOPYIO BKIIKOYAKOTCS IKCIIEPTHI,
onpezenseMble NpUKa3oM MUHHUCTEpCTBA 3/1paBOOXPAHEHUsS, B CPOK, HE MPEBBIAOIINN
10 pabouux nueit. Komuccus co3gaercst Ajist SKCIEPTU3BI KQXKIOTO CTPATETMUeCKOro mpernapara.

[To pesynbTaTam 5SKCHEPTH3Bl JOKYMEHTOB KOMHCCHEH OQOpPMIISETCS 3KCIEPTHOE
3aKJIIOYEHHE O BO3MOYKHOCTH (HEBO3MOXHOCTH) YCIOBHOW TOCYJapCTBEHHON perucTpanuu
CTpaTErMyecKoro Impenapara JUlsl 3KCTPEHHOTO IMPUMEHEHUs. OKCIEPTHOE 3aKII0YEHHE
MTOAMMCHIBAETCS] BCEMU WICHAMH KOMUCCHUU.

IIpy HamMuuuy 3aMe4yaHUN B BKCIEPTHOM 3aKIIOUeHUU LIEHTp HampaBiseT UX 3asBUTEIIO
B ITMCBMEHHOM U (WJIN) 3JIEKTPOHHOM BHJI€ B TeueHue | pabodero JHS CO JHS UX MOJMUCAHUS.

IIpu ycrtpaHeHun 3aMedaHMil 3asBUTENb MpeacTaBiseT B LleHTp nokymeHTHl U (WIn)
MaTepuaibl, MOATBEPKAAIOIINE YCTPAaHEHUE 3aMEUYaHUi, B MUCbMEHHOM U (WJIM) 3JIEKTPOHHOM
BUJIE B CPOK, He mpeBblmaromuidi 10 pabounx nHeill co AHA MX MOJTy4YeHHs. YKa3aHHBIA CPOK
HE 3aCUUTHIBAETCS B CPOK MPOBEJICHUSI KOMILJIEKCA MPEABAPUTENbHBIX PadOoT, MPEeIIeCTBYIOIINX
YCIIOBHOM T'OCYyJapCTBEHHOM PETUCTPAaLlUM CTPAaTErHYecKoro Ipemnapara sl 3KCTPEHHOTO
MIPUMEHEHHS.

Komuccuneit paccmarpuBaioTcs —TpeNCTaBICHHBIE 3asBUTENIEM JOKYMEHTHI U (HJIN)
Marepuaibl B CPOK, HE MPEBBIMIAIONMKA S5 pabdouyux JHEW CO AHS WX TPEICTaBICHUS,
1 0(hOpMIISIETCS IKCIIEPTHOE 3aKIIOUCHHE.

9. Kommuiekc npeaBapuTeNbHBIX PadoT, IPEAIIECTBYIOIUX TOCYIapPCTBEHHON pEeruCcTpaliui
(MOATBEPKACHUIO FOCYAAPCTBEHHONW PErMCTpalMi) CTPATErMUeCcKOro Nnpemnapara B yIpoleHHOM
MOPSIAKE, OCYIIECTBIISIETCSI HA OCHOBAHMM JOTOBOPA, 3aKIOYEHHOTo Mexay LleHTpom
U 3asBUTEINIEM, B CPOK, HE MPEBBIIIAOMUi 15 pabounx nHEH ¢ JaThl NpeACcTaBICHUs 3asiBUTEIEM
JOKYMEHTOB M IPU YCIOBHH MOCTYIUIEHUS JCHEKHBIX CPEJCTB Ha pacueTHbIN cueT LlenTpa.

JInss  mpoBeleHUS — KOMIUIEKCAa  NpeABApUTENbHBIX  paboT,  MpeaIecTBYIOIUX
rOCy/1apCTBEHHOW  perucTpauuu  (MOATBEPKACHUIO  TOCYJApCTBEHHOM  peructparuu)
CTpaTErMyecKoro Ipemnapara B YIPOLIEHHOM MOpsake, 3asBuTeneM B LleHTp npexacraBistorcs
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JOKYMEHTBI B COOTBETCTBUHU C ITyHKTOM 3 TIPUJIOXKEHHS | K IOCTaHOBJICHHIO, YTBEPAUBLIEMY
Hacrosuyro MHcTpyknuto.

Kommniekc npeaBapuTenbHbIX padoT, MPEALIECTBYIOIUX IOCYJapCTBEHHON pPErucTpanuu
(MOATBEPKACHUIO FOCYAAPCTBEHHONW PErMCTpallMi) CTPATErMUECKOro Npenapara B yIpoleHHOM
MOPAJIKE, BKIIIOYAET:

MIEPBUYHYIO SKCIIEPTU3Y JOKYMEHTOB, NPEAYCMATPUBAIOILYIO MPOBEPKY KOMIIJIEKTHOCTU
U IIPaBWJIBHOCTU O()OPMIIEHUS T0KYMEHTOB;

OLIEHKY COOTBETCTBUS TOPrOBOTO HAMMEHOBAHUS CTPATErMUECKOTO Mpenapara KpUuTEpUsIM;

JKCIIEPTU3Y AOKYMEHTOB, KOTOpasi MPOBOJIUTCS JKCIIEpTaMH, omnpereisieMbiMu LleHTpoM,
B CpOK, He npeBblmaromuii 10 paGounmx nHel. B OTHOLIEHHMH CTpaTerHuecKuX MpenapaTos,
3apETUCTPUPOBAHHBIX YIIOJHOMOUYEHHBIM OPraHOM OJHOTO M3 3apyO€XHBIX TIOCyAapCTB,
yKa3aHHBIX B a03ale BTOpPOM uacTH mnepBoil myHkTa 11 IlososkeHUs O MOpsiIKE U YCIOBUSX
OCYILIECTBICHUSI TOCYAAPCTBEHHOW PpETHUCTPAalMU CTPATErMYECKH BaXKHBIX JIEKApPCTBEHHBIX
IIpenapaToB, WIM YINOJIHOMOUYEHHBIM OpraHoM EBponeiickoro coro3a, WM YIOJIHOMOYEHHBIM
opranom Kwuraiickoit Hapoanoit PecriyOonuku, nnu BeemupHO#t opranuzaiuu 31paBoOXpaHeHuUs,
JKCIIEPTH3a  JOKYMEHTOB,  YKa3aHHbIX B HNOANyHKTe 3.18  myHkra3  mpuioxkeHus 1
K IIOCTAaHOBJICHUIO, YTBEPAMBIIEMY HacTOAIyl0 WHCTpyKIMIO, OCYHIECTBISETCS B Cllydae
HEOOXOJMMOCTH YTOYHEHHUsS (IIOATBEpXKACHHUS) HWHGPOpMALMU B JOKYMEHTAX, YyKa3aHHBIX
B noamyHkTtax 3.1-3.17, 3.19 nynkra3 mnpuioxkeHus | K MOCTAaHOBJIEHUIO, YTBEPIAUBILIEMY
Hacrosuyro MHcTpyknurto.

ITo pe3ynbraTam 3KCIEpPTU3bl JOKYMEHTOB KaXKIbIM 3KCIEPTOM O(OpMIISIETCs SKCIIEPTHOE
3aKJIFOUYEHHUE.

IIpn HanuMuMK 3aMe4YaHU B DKCIIEPTHBIX 3aKIIOYCHUAX LIeHTp HampaBiseT uX 3asBUTEIIO
B IUCHbMEHHOM U (WJIM) 3JICKTPOHHOM BHJIE B T€UCHHUE 2 pabOYMX JHEH CO THS UX MOANUCAHHUS.

IIpu ycTpaHeHuum 3aMedaHuil 3asBUTENb MNpeacTaBiseT B LIeHTp AOKyMeHTHI H (WiIN)
MaTepuaibl, MOATBEPKIAIONINE YCTPAHEHUE 3aMEYaHuil, B MUCbMEHHOM U (WMJIM) AJIEKTPOHHOM
BHUJIE B CPOK, HE mpeBbImaromuii 30 KaJeHIapHbIX JHEH CO JHA MX MOJyYEHHUs. Y Ka3aHHBIA CPOK
HE 3aCYUTHIBACTCS B CPOK MPOBEACHUS KOMIUIEKCA MPEIBAPUTEIBHBIX padoT, MpeIIecTBYIOMUX
rOCYJapCTBEHHON  perucrpauuu  (MOATBEPKACHUIO  TOCYAAPCTBEHHOM  PErucTpanuu)
CTpaTErMYECKOro Mnpernapara B ynpoIlieHHOM MOPSIIKE.

OkcnepraMi  pacCMaTpUBAIOTCsS IMPEACTABICHHBbIE 3asBUTEIEM JTOKYMEHTBl U (WMJIH)
MaTepuaibl B CPOK, HE IMPEBbILAIOMIMKA 5 pabouux JAHEH Co JHS UX MpeICTaBlICHUs,
1 0(hOPMIISIFOTCS IKCIIEPTHBIEC 3aKITIOUCHMSL.

10. Kommuieke mpeaBapuTenbHBIX padoT, NPEALISCTBYIOIMIMX BHECEHHIO W3MEHEHHM
B PETUCTPALIMOHHOE TOChE CTPATErMUECKOT0 Mpenapara, 3aperuCTpUpOBaHHOTO 0 CTaHAAPTHOU
IIPOLEAYPE, YCIOBHO, YCIOBHO JUISI 3KCTPEHHOIO IIPUMEHEHHs, B YNPOLIEHHOM IOPSIKE,
OCYILIECTBIISICTCSI HAa OCHOBAHMM 3aKIKOYAaeMbIX Mexay LleHTpom u 3asBHTENEM OTOBOPOB
Ha MPOBEJICHUE HKCHEPTH3bl (IMEPBUYHON U CHENHMATM3HUPOBAHHON) JOKYMEHTOB M ampoOaIuu
Y KOHTPOJIA Ka4yecTBa.

OOumii cpok TpoBeneHHUs] KOMIUIEKCAa TNPEABAPUTEIBHBIX padOT, MPenIecTBYIOMUX
BHECEHUI0O  W3MEHEHUH B PErMCTPAllMOHHOE  JOChE  CTPATErMYeCKOro  Ipernapara,
3apErMCTPUPOBAHHOIO [0 CTAHAAPTHOM MPOLEAYPE, YCIOBHO, YCIOBHO JUIsl 3KCTPEHHOIO
IIPUMECHEHHs, B YIPOLICHHOM MOpPAJKE, HE NOJDKEH mpeBbimarh 90 KaneHAapHBIX IHEH.
VYKazaHHBI CPOK MOXET ObITh mpozsieH 10 180 xaneHAapHBIX THEH IO COTJAICHHIO CTOPOH
JOTOBOpA.

Jlns mpoBeneHHsT KOMIUIEKCA IMPEABAPUTEIBHBIX PAa0OT, MPEALIECTBYIOMNX BHECCHHIO
U3MEHEHHH B PETUCTPALlMOHHOE JOChE CTPATETMYECKOro IIpenapara, 3aperuCTPUPOBAHHOIO
10 CTAaHJAPTHOM MPOLENYPE, YCIOBHO, YCIOBHO Ul SKCTPEHHOIO IPUMEHEHHUS, B YIIPOLIEHHOM
nopsake, 3asBureneM B LIEeHTp NpeAcTaBisAlOTCA JOKYMEHTHI B COOTBETCTBUU C IIyHKTOM 4
IIPWIOKEHHU | K MOCTAaHOBJIEHUIO, YTBEPAMBILEMY HacTOsy0 MHCTpyKLHIO.

11. KoMIiekc mpenBapuTeIbHBIX paboT, TMPEAIIECTBYIONIMX BHECEHUIO HM3MCHECHHM
B PETUCTPALIMOHHOE JI0ChE CTPATErMUECKOr0 Mpenapara, 3aperucTpUpOBaHHOrO 0 CTaHAAPTHON
IIPOLEAYpE, YCIOBHO, YCIOBHO [UIS DKCTPEHHOIO IIPUMEHEHHS, B YIPOLICHHOM IOPSIKE,
BKJIIOYAET:

11.1. mepBUYHYIO PKCHEPTU3Y JOKYMEHTOB, IPEAYCMATPUBAIONIYIO:

MPOBEPKY KOMILJICKTHOCTH U MPABMIIBHOCTH O()OPMIICHUS TOKYMEHTOB;
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OLIEHKY COOTBETCTBUSI TOPrOBOTO HAMMEHOBAHUS CTPATErMUECKOT0 Mperapara KpUTEepHsIM.

[lepBuuHass SKcrepTU3a JOKYMEHTOB HPOBOAUTCS  3kcneproM LleHTpa B CpoOK,
HE TPEBbIIAIOIMNN 5 KaJeHIapHbIX JHEH cO IHS MpueMa JOKYMEHTOB, PU YCIOBUH MOCTYIUICHUS
JICHEKHBIX CPECTB HAa pacyeTHIN cueT LleHTpa.

[lo pe3ynpTaTam mNEpBUYHOM HSKCHEPTU3BI JOKYMEHTOB O(OpPMIISETCS 3KCIEPTHOE
3aKJII0YEHUE, KOTOPOE COJIEPKUT BBIBOJIBI:

O COOTBETCTBUU (HECOOTBETCTBHUH) TMPEACTABIECHHBIX JIOKYMEHTOB TpeOOBaHUIM
3aKOHO/IaTENbCTBA;

0 COOTBETCTBUU (HECOOTBETCTBUH) TOPrOBOTO HAMMEHOBAHUS CTPATETMUECKOro Mpernapara
KPUTEPUSIM.

DKCIepTHOE 3aKII0YeHHE, YKa3aHHOE B YaCTU TPEThEl HACTOSAIETO MOANYHKTA, B TEUCHUE
5 paboumx AHEW cO AHS €ro MOANKMCAHUS HAIPABISACTCS 3asSBUTEIIO0 B MMCHBMEHHOM U (WJIH)
AJIEKTPOHHOM BHUJIE.

B ciyuae ecnu B 9KCHEPTHOM 3aKJIIOUEHHMHM, YKa3aHHOM B YaCTU TPETbEW HACTOSILETO
MOJIYHKTA, COJIEPKaTCS BBIBOABI O HECOOTBETCTBUHU MPEICTABIECHHBIX IOKYMEHTOB TPEOOBAHUAM
3aKOHOAATENhCTBA U (WJIM) HECOOTBETCTBUM TOPrOBOTO HAWMEHOBAHHUS CTPATETHYECKOTrO
npernapaTa KpuTepusiM, TOKYMEHTbl BO3BPAILLAIOTCS 3asSBUTENIO U KOMIUIEKC MpPeIBapUTENbHbIX
paboT, MpEeIIecTBYIONINX BHECEHUIO M3MEHEHUU B PETUCTPALMOHHOE JOChE CTPATErHYeCcKOro
mpernapaTta,  3aperMCTPUPOBAHHOrO 1O CTAHAAPTHOM  MpoILenype, YCIOBHO,  YCIOBHO
JUTSl 5KCTPEHHOTO MPUMEHEHUS, B YIPOILIEHHOM MOPSAKE, TPEKpaIIaeTcs.

[Ipy moONOXKUTENHHOM pe3yNibTaTe MEPBUYHON SKCIEPTU3bI JOKYMEHTHI HAMpaBisSIOTCS
Ha CMEUUATM3UPOBAHHYIO SKCIIEPTHU3Y;

11.2. cnennann3upoBaHHYIO YKCHEPTU3Y, KOTOPasi MPOBOJUTCS B CPOK, HE MPEBBIIIAIOLINNA
30 kanmeHJapHBIX AHEH, CO AHS MOJMUCAHUS SKCHEPTHOIO 3aKIIOYEHHUs, YKA3aHHOTO B YaCTU
Tperbell moanyHkTa 11.1 Hacrosiero myHKTa, COJIEPIKAIIEr0 BBIBOJBI O COOTBETCTBUU
MPEJICTABICHHBIX JOKYMEHTOB TpPEOOBaHUSM 3aKOHOJATEIhCTBA U COOTBETCTBHH TOPTOBOTO
HAaUMEHOBAHMSI CTPATErMYECKOTO MpernapaTa KpUTEpUsIM, MPU YCIOBUU MOCTYIIIICHUS JEHEKHBIX
CPEACTB Ha pacueTHbIi cuet LlenTpa.

Criennanu3upoBaHHask HIKCIEPTH3a IPOBOJUTCS:

skcnepramu LleHTpa, BKIIFOUEHHBIMU B COCTAB IPYIII SKCIEPTOB KOMUCCHH;

JKCIIEPTaMHU, HE SBISIOIUMUCS paboTHUKaMu LleHTpa M BKIIOYEHHBIMH B COCTaB TPYIIII
AKCIEPTOB KOMUCCHH, B CIyUasX:

BHECEHUSI HW3MEHEHHUH B PETUCTPALIMOHHOE JI0OChE€ CTPATEerMuyeckoro Ipemnapara,
SIBIISFOIIETOCS OMOJIOTUYECKUM JIEKaPCTBEHHBIM IIPETIapaToM;

pekoMeHmanuu  dKkcmepra  (9kcmeptoB)  LleHTpa ¢ oOOCHOBaHWMEM, OTpPaKECHHBIM
B SKCIIEPTHOM 3aKJIIOUYEHUH, YKA3aHHOM B YAaCTU TPEThEH HACTOSILETO MOAMYHKTA;

HecorIacus 3asBUTENS C 3aMeYaHUsSIMU dKcriepTa (3kcnepToB) LleHTpa no ero nucbkMeHHOMY
o0palleHuIo;

pelIeHrs KOMUCCHH.

[To pe3ynpraraMm CrHenHaTU3UPOBAHHON SKCIEPTU3bI KAXKIBIM SKCIEPTOM odopmiisercs
AKCIIEPTHOE 3aKIIOYECHHE.

IIpn Hamuuyuu 3aMeYaHMil B DKCIIEPTHBIX 3aKJIIOUYCHMSX, YKa3aHHBIX B YaCTH TPETbEH
HACTOSIIIIETO TOAMYHKTa, lleHTp HampaBmser wux 3asBurento (0e3 yKa3aHHs DKCIIEPTOB)
B MTUCbMEHHOM U (WJIK) JIEKTPOHHOM BHJI€ B TEUCHHE 5 pabOYMX AHEH CO IHS UX MOAMHUCAHUS.

[Ipu ycTpaHeHun 3aMedyaHuil 3asgBUTENb MpeacTaBisier B LleHTp HokymMeHTHI U (WIK)
MaTepuasbl, TMOATBEPKIAIONINE YCTpaHEHHWE 3aMEYaHWil, B COOTBETCTBUHU C TPeOOBaHUSIMU
K JIOKYMEHTaM (B MUCbMEHHOM M (WMJIM) OJICKTPOHHOM BHJE) B CPOK, HE IPEBBIMIAIOIIHA
60 xaJleHapHBIX JHEW CO JAHS TOJIyYeHHUs 3THUX 3aMe4YaHui. YKa3aHHBIH CPOK MOXET OBITh
mpojaJieH Ha cpok 110 90 kajneHAapHBIX JHEW Ha OCHOBAaHWM OOOCHOBAaHHOTO MHCHMEHHOTO
oOparieHusi 3asBUTENs. YKa3aHHBI CPOK HE 3aCUMTHIBACTCS B CPOK IMPOBEICHHUS KOMILIEKCA
MpeIBAPUTENIbHBIX paboT, MPEAIIECTBYIOINX BHECEHUIO U3MEHEHUN B PETUCTPALIMOHHOE JI0ChE
CTPAaTETUYECKOro IMpemnapara, 3aperuCTpUPOBAHHOTO IO CTAaHJIAPTHOM MpOIEAYype, YCIOBHO,
YCIIOBHO JIJIsl 3KCTPEHHOTO MPUMEHEHHS, B YIPOIIEHHOM IMOPSIJIKE.

LenTpom paccMaTpuBarOTCs PEACTABICHHBIC 3asIBUTEEM IOKYMEHTHI U (UJIM) MaTepHUalIbl
B CpOK, He mpeBblmaromuil 10 kaneHaapHbIX AHEH co AHSA uUX npeacrasieHud. [locimemyromme
3aMEYaHMsl JOMYCKAIOTCAd TOJBKO B CIIy4ya€ BO3HUKHOBEHHMS JOMOJHUTEIBHBIX BOIPOCOB,
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KacalolluXcsli JOKYMEHTOB U (WJIM) MaTepuasoB, MPEICTaBICHHBIX 3asBUTENEM B OTBET
Ha MpeAbIIYyIINE 3aMEYaHUs;

11.3. anpobaruio ¥ KOHTPOJIb Ka4eCTBA, KOTOPBIC MMPOBOASTCS MPH MPOBEICHUN KOMITJIEKCA
MPEeIBAPUTENLHBIX PaboT, MPEAIISCTBYIOIIMX BHECEHUIO U3MEHEHUN B PETUCTPALIMOHHOE J0CHE
CTpaTErnyecKoro npernapara, 3aperucTpUpPOBAHHOTO 0 CTaHJapTHOM npoueaype
U B yIIPOIIEHHOM  TIOPSKE,  CIIOCOOHBIX ~ OKa3aTh  BIMSHUE  HA BOCIPOU3BOIUMOCTH
AQHAJIMTUYECKUX METOAMK, Ha OCHOBAHMM JOTOBOpa, 3akKilO4YeHHOro Mexay LlenTpom
U 3asIBUTEJIEM, B CPOK, HE MpeBbIatoninii 50 kaneHaapHbIX JHEH CO THS MOCTYIICHUS ICHEKHBIX
cpeAcTB Ha pacuetHbli cuer IlenTtpa. [l mnokaszareneid KaydecTBa, MPEANOJIAratonInx
MHOTOYPOBHEBOE TPOBEJICHUE HWCIBITAHUNA U OLIEHKY pE3yJIbTaTOB, B CIydae IMOJIyYEHUs
COMHUTEJIBHBIX WM HETaTHUBHBIX PE3YJIHTATOB 110 MEPBOMY YPOBHIO, TPEOYIOIIUX MPOBEICHUS
UCIBITAHUN 10 CIIEAYIOIIUM YPOBHSIM, CPOK TMPOBEACHUS pabOT MO ampodanuu M KOHTPOIIO
KayecTBa MOXKeT ObITh mpojasieH 10 70 KajleHAapHBIX JHEH Ha OCHOBAHHMM JOIMOJIHUTEIHHOTO
COTJIAIICHUS K paHee 3aKI0YEeHHOMY J0roBopy. [Ipu BHeCeHUM M3MEHEHUN B PETUCTPAIlMOHHOE
J0CbE CTpaTernyeckoro Impernapara OTEYECTBEHHOTO IPOM3BOICTBA, 3apPETUCTPUPOBAHHOIO
[0 CTAaHAAPTHOM MPOLEAype, IO KETAHUIO 3asBUTEN MPU HAIUMYUU COOTBETCTBYIOLIETO
MUCBMEHHOTO  OOpamieHusi, ampoOaius | KOHTPOJIb KadyecTBa MOTYT HE MPOBOJIUTHCH,
3a UCKIIIOUEHUEM armpoOaluy U KOHTPOJISA KauecTBa IO MOKa3aTeIsiM HOPMATHBHOTO JOKYMEHTa
[0 KQUeCTBY,  HCIOJIb3YEMbIM  JUIS IOATBEPKACHUS  MOMJIMHHOCTH  (MIACHTH(PUKAIUM),
KOJIMYECTBEHHOI'O COJIEPKaHUSl JIEUCTBYIOIIMX BEHIECTB U COAEPIKAHHUS COIMYTCTBYIOLIUX
MpUMECEH.

ArmnpoOarus ¥ KOHTPOJIb Ka4ecTBa HE IPOBOASTCS B OTHOILICHUH:

HAapKOTUYECKUX CPECTB U NMCUXOTPOMHBIX BEIIECTB;

paanodapMaleBTHUECKUX CTPATETUYECKUX MPENapaToB;

op(aHHBIX (pPEeIKUX) CTPATETUYECKHUX MTPENapaToB.

OOpa3supl cTpaTernyecKruX MpernapaToB M CTaHIAPTHBIE 00pa3Iilbl, a TAKKE TECT-IITAMMBI
MUKpPOOPTaHW3MOB, KYJbTYp KIJIETOK, JWAarHOCTHYECKHE TECT-CUCTEMBbI, XpomaTorpaduueckue
KOJIOHKH, CIIeIU(UIECKUE PACXOIHBIC MAaTEpUalIbl U PEareHThl TPOU3BOIUTENSI CTPATETHIECKOTO
npernapaTa, HeoOX0IMMbIe JUIsl POBEICHUS apoOaIKi U KOHTPOJIS KauecTBa, MPEJOCTaBISIOTCS
LenTpy 3asBuTeneM. OCTaTKU CTaHIAPTHBIX 00PaA3IIOB, CIEUPUISCKUX PACXOTHBIX MATEPUATIOB,
Xxpomartorpaduyeckue KOJIOHKH Mocje MPOoBEACHHsI CTIBITAHUI BO3BpAILlaloTCs 3asBUTEIIO IO €r0
3asIBJICHUIO.

B cnywae otcyrcTtBus y lleHTpa TEeXHHMYECKOW BO3MOXHOCTH ampoOaius ¥ KOHTPOJb
KauecTBa TMPOBOJATCS HCIBITATENFHBIME  J1a00OpaTOPUSIMU HA OCHOBAHHH  3aKJITFOYaEMbIX
noroBopoB C LIeHTpoM C y4eToM HX TEXHMYECKOH OCHAIlEHHOCTU [JIsl KOHKPETHBIX BHJIOB
HUCTILITAHUH.

[Ipn oTCyTCTBMM TEXHHYECKOW BO3MOXHOCTH IPOBEJIEHUS ampoOary ¥ KOHTPOJIS
kauecTBa Yy LleHTpa U UCHBITATENBHBIX JIA0OPATOPHUI, a TakKe B CIlydae HEBO3MOXHOCTH
Mpe/CTaBlIeHNs]  3asBUTENeM O0Opa3loB  CTPAaTErHMYecKOro Ipemapara, TecT-IITaAMMOB
MUKPOOPTaHU3MOB, KYJIBTYpP KIIETOK, TUAarHOCTUYECKHX TECT-CUCTEM, CTaHAAPTHBIX OOPa3IloB,
XpomaTtorpauyeckux KOJOHOK, CIEeHU(PUUECKUX pacXOAHBIX MAaTEpUajoB U PEareHTOB
MIPOU3BOIUTEINS CTPATETUIECKOTO MpernapaTa anpodaius 1 KOHTPOJIb KaueCTBa OCYIIECTBISIOTCS
0 aJpecy MPOU3BOAUTENS CTPATETHUECKOI0 IIperapara, OCyIleCTBISIONIEr0 KOHTPOJIb Ka4ecTBa,
c yuactueM paboTHukOB lleHTpa u ucHbITaTenbHBIX Jdabopatopuil (Ipu HEOOXOAUMOCTH).
B cnyyae oTcyTcTBUSL BO3MOXKHOCTH ywacTusi paOoTHUKOB LleHTpa U McHbITaTeNbHBIX
naboparopuii B IPOBEACHUM ampoOalyd W KOHTPOJsSI KadecTBa IO aapecy MPOU3BOIUTEINS
CTpaTerMyecKkoro rmnpemapara 10 OObEKTUBHBIM MpUYMHAM, He 3aBHcSmUM  OT LleHTpa
Y UCTIBITATENIBHBIX Jab0paTopuii, yKa3aHHBIC UCIIBITAHUS MOTYT OBITh OCYIIECTBICHBI C YIETOM
MPE/ICTAaBICHHBIX JOKYMEHTOB U (MJIM) MaTepHaiOB MPOU3BOJUTEINS C UCIOJIb30BAaHUEM CPE/ICTB
JUCTAHIIMOHHOTO B3aMMOJEHUCTBHS, B TOM YHCIE€ MOCPEICTBOM ayAHO- | BUICOCBS3H,
BUJICO3AIHCH.

[Ipy HOKyMEHTaJILHOM TMOATBEPKICHUU 3asBUTENIEM TOTO, YTO CTOMMOCTH 00Opa3IloB
CTpaTEernyecKoro npemnapara, HeoOXOIUMBIX ISl MPOBEACHUS anpoOaluyi U KOHTPOJIS KauecTBa,
npesbimiaer 1000 ycnoBHbIx eauHuI], 3kBuUBaieHTHBIX 1000 mommapo CIHA mno kypcy
Hammonansnoro 6anka PecnyOnuku benapyck, ycTaHOBIEHHOMY Ha JaTy MpeACTaBICHUs
3asiBUTENIEM JOKYMEHTOB [UISl IPOBEACHUS TMEPBUYHON JKCHEPTU3BI, ampolaius U KOHTPOIb
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KayecTBa MPOBOJATCS M0 OTACNIBbHBIM IIOKa3aTeasiM HOPMAaTUBHOIO JIOKyMEHTa IO KayeCTBY,
WCIIOJIb3YEMBIM  JIJISl IOATBEPKIACHUS TOJIMHHOCTH  (MACHTU(UKANNK), KOJIUYECTBEHHOTO
coJiep>KaHusl AEMCTBYIOIIUX BEIIECTB U COACPIKAHUS COMYTCTBYIOLIUX MTPUMECEH.

[To 3aBepmiennu ampobanuu u KOHTPOJS KadecTBa LleHTpoMm u (MJIM) MCHBITaTEIHHBIMU
nabopatopusiMu 0OPMIISIFOTCS aKT (AaKThI) ampoOaIuu | MPOTOKOJ (MPOTOKOJIBI) MCHBITAaHUI
CTpaTEerMyecKoro TMpemnapara, KOTOpPbIE HAMPABIAIOTCS 3asBUTENO0 B MUCBMEHHOM U (WJIH)
AJICKTPOHHOM BHJIE B CPOK, HE MPEBBIMAIMA 5 pabouyumx JgHEH CO JHS WX TOJAMHUCAHHMS.
[To pesynpraraM  ampoOanuu W KOHTPOJIE ~ KadecTBa  CTPATETHYECKOro  Tpernapara
C MCTIOJIb30BaHUEM CPEACTB AUCTAHIIMOHHOTO B3aUMOACHCTBHSI JINOO IO aJipecy MPOU3BOIUTENS,
OCYIIECTBISIONIETO KOHTPOJIb KAadyecTBa, 3asBUTEIEM OQOPMISIFOTCS PE3YIbTAaThl HUCIBITAHUM,
MOJNUCAaHHBIE (3aBEpEHHBIE) MPOU3BOIUTENIEM, OTBETCTBEHHBIM 32 KOHTPOJIb KadecTBa
CTpaTermuecKkoro  mpemapaTta. LIeHTpoM ¥ WCHBITATeNbHBIME  JIaOopaTopusiMu  (Tipu
HEOOXOAUMOCTH) OGOpMIIIeTCS aKT ampoOaluu, KOTOPBI HAMpaBIsACTCS 3asABUTEIIO
B IMMUCbMEHHOM H (WJIH) AJICKTPOHHOM BHJIE B CPOK, HE MPEBBIIIAOIINNA 5 pabounx JHEU cO HS
ero noanucanud. [lpu Hanmuuuy 3aMeyaHuil B akTe (aKTax) anmpoOaluy 3asiBUTENb YCTPAHIET UX
B CPOK, He mnpeBblaomui 70 KaaeHAapHbIX AHEH CO JHS MOJIYYEHHs 3asBUTEIEM IIPOTOKOJIA
(TIpPOTOKOJIOB) HCIBITAHUN CTPATETHUYECKOro TMpenapara | (Miau) akTa (aKkToB) ampoOaliuu.
VYKazaHHBI CPOK MOXKET OBbITh MPOJUIEH Ha CpoK 10 90 KaleHIapHbIX THEH Ha OCHOBAaHHUH
00OCHOBAaHHOTO MUCHBMEHHOTO OOpallleHusl 3asBUTENS. YKa3aHHBIM CpPOK HE 3aCUMTHIBAETCS
B CPOK TIPOBEJCHHS KOMIUIEKCA MPEIBAPUTEIbHBIX padoT, MPEANIeCTBYIOMUX BHECEHUIO
W3MEHEHUH B PETUCTPALMOHHOE JOChE CTPATErHMYEeCKOro Ipenapara, 3aperucTpUpPOBAHHOIO
[0 CTaHAAPTHOM MpPOLEIYpe, YCIOBHO, YCIOBHO JIJIsl SKCTPEHHOTO MPUMEHEHUS, B YIPOIIEHHOM
MOPSIKE.

[TonTBepkneHne yCTpaHEHHUs 3asBUTEIEM 3aMeUaHWi, YyKa3aHHBIX B aKkTe (aKTax)
ampoOaryu, He TpeOYIIMX MPOBEACHUS IMOBTOPHOW ampobaruu, ocymiecTBisiercs LleHTpom
U (WJIM) MCTIBITATENIbHBIMU JIAOOPATOPUAMH U 0(hOPMIIIETCSl aKTOM (aKTaMH) anpodaiuu B CPOK,
He mipeBblmaomuil 10 kajgeHAapHBIX JHEH CO IHS TPEACTABICHHS JOKYMEHTOB U (WIIH)
MaTepuaioB, MOATBEPKAAIOMINX YCTPAHEHUE 3aMEUaHu .

Jlis TOATBEp KIEHUs yCTpaHEHHs 3asBUTEIEM 3aMeuyaHui, TpeOyIoIuX MpOBeIeHUs
MOBTOPHOW ampoOanuu, TPOBOAITCS ampodalvs | KOHTPOJIh KadecTBa TOBTOPHO B CPOK,
He npeBpimaromuii 50  KajdeHJapHBIX JHEW CO AHS TOCTYIUICHUS JCHEXHBIX CpENICTB
Ha pacueTHbId cyeT LleHTpa mo JoroBopy mpH yCI0BUU MPEACTABICHUS 3asiBUTENIEM JIOKYMEHTOB
U (UJI1) MaTepualioB, HEOOXOAUMBIX JUISl TOATBEPKICHUS yCTPAHEHHS 3aMEUaHUH.

[locnenyromue  3amedaHusi  JOMYCKAIOTCS  TOJIBKO B Cllyda€  BO3HUKHOBEHHS
JIOTIOJTHUTEIBHBIX BOMPOCOB, KACAIOIIUXCS JOKYMEHTOB M (MJIM) MaTe€pHalioB, MPEICTaBIEHHBIX
3asIBUTEJIEM B OTBET Ha MPEbIIYLIUE 3aMEUaHHUS.

12. ITo uToram mpoBeICHHS KOMITJIEKCA MTPeABAPUTENBHBIX paboT LleHTpoM odopmisercs:

3aKJIFOYEHHE O COOTBETCTBUU (HECOOTBETCTBUH) CTPATETUIECKOT0O IIperapaTa TpeOoBaHUSM
o0e3zonmacHOCTH, J(G(EKTUBHOCTH M KadyecTBa 10 GOpME  COTJIaCHO  IPHIIOKEHHUIO 1 —
[0 pe3yibTaTaM MPOBEICHUS KOMIUIEKCA TMPEABAPUTENBHBIX pabOT, MPEAIIeCTBYIONIIX
rOCy/IapCTBEHHOW  peructpauuu  (MOATBEPKACHUIO  TOCYJApCTBEHHOM  peructparyu)
CTPATeTUYECKOr0 Mpernapara, OCYIIECTBIAEMOW IO CTaHJIAPTHOM TMpOLEaype, YCIOBHO,
B YIPOILIEHHOM TMOPSI/IKE, BHECEHUIO M3MEHEHUN B PErHCTPAIMOHHOE JI0ChE CTPATErHYeCcKOro
npenapara, 3aperucCTPUPOBAHHOIO IO CTAHAAPTHOM MpOIEAYype, YCIOBHO, B YNPOIICHHOM
MOPSJIKE;

3aKJIIOYEHUE 0 BO3MOXKHOCTHU (HEBO3MOXKHOCTH) KCTPEHHOTO MpPUMEHEHUS
CTpaTEernyeckoro mpernapara 1no gopme CorjiacHO MPUIOKEHHIO 2 — 10 pe3yabTaTaM MPOBEICHUS
KOMIUICKCA TMPEABAPUTENBHBIX pa0oT, MPEAMIECTBYIOIIUX YCIOBHOM TOCYJapCTBEHHOU
perucTpalmu CTpaTernueckoro npenapara Jijisi 3KCTPEHHOT0 MPUMEHEHH ST, BHECEHUIO U3MEHEHHI
B PETHCTPALIMOHHOE JIOChE CTPATETHYECKOTO Mperapara, 3aperucTpUpPOBAHHOTO YCJIOBHO
JUTSL SKCTPEHHOTO TPUMEHEHHUS.

3aKkJII0ueHUs, yKa3aHHbIE B YacTH IEPBOM HACTOSIIETO ITYHKTa, COCTaBJSIOTCS B JIBYX
SK3EMILIApaX, MOIMKUCHIBAIOTCA YIOJIHOMOUYEHHBIM JIOJDKHOCTHBIM JIMIIOM U CKPEIUISIOTCS
nedatbio LlenTpa. OauH 3K3eMIUIAp 3aKIIOUEHHs B T€UeHHE S5 paboumx IHEH co IHSA ero
MOANKCAHUS HAPaBIIseTCsl 3asBUTEINI0, BTOPOH AK3eMILIsip XpaHutcs B LleHTpe.

Cpoxk nercTBUS 3aKIIIOUEHHUS:
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O COOTBETCTBMU (HECOOTBETCTBHHM) CTpPaTErMYECKOro Ipernapara TpeOOBaHUSAM
6e3omacHoCTH, 3 (HEKTUBHOCTH M KaU4eCTBa — 6 MECSIIEB C JaThl €r0 BhIIAYH,

O BO3MOXHOCTH (HEBO3MOXKHOCTH) JKCTPEHHOI'O MPUMEHEHHsI CTpPaTernyeckoro
npemapaTta — 1 MecsI C 1aThl €ro BhIIayH.

13. Ilo uHMIMaTHBE 3asBUTENS MPOBEICHUE KOMIUIEKCA MPEABAPUTENBHBIX pabOT MOXKET
OBITh TPEKPAIICHO U 3aKIIOUEHUE, YyKa3aHHOE BYacTU TEepBOM myHKTa 12 Hacrosen
WNuctpyknuu, LleHTpom B 3TOM citydae He opopMIIseTcs.
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[Ipunoxxenue 1

Kk MHCTpYKIIMU O IOPSAKE TIPOBEICHUS
KOMIUIEKCA MPEIBAPUTEIHHBIX TEXHUYSCKUX
paboT, CBSI3aHHBIX C IPOBENCHUEM
9KCTIEPTH3 TSI TOATBEPIKICHHS
COOTBETCTBHS CTPATETHYECKH BAYKHOTO
JIEKapCTBEHHOT O MpernapaTa TpeOOBaHHSIM
Oe3omacHoCTH, 3P (HEKTUBHOCTH 1 Ka4eCTBa,
oTpeaesieHUs BO3MOKHOCTH SKCTPEHHOTO
MPUMEHEHUS CTPATETUICCKH BaXKHOTO
JIEKapCTBEHHOTO TIperapaTa

(B penaxIuu mocTaHOBIICHUS
MunHCTEpCTBA 3IPAaBOOXPAHCHUS
Pecrry6nmuku benapycs

24.11.2025 Ne 198)

®dopma

PECIIYBJINKAHCKOE YHUTAPHOE ITPEATIPUATHE
«IEHTP OKCIIEPTU3 N UCIILITAHUU B 3]IPABOOXPAHEHWI»

3AK/IFOYEHHUE
0 COOTBETCTBHH (HECOOTBETCTBHH) CTPATerH4eCKN BA’KHOTO JIEKAPCTBEHHOT0
npenapara Tpe0oBaHUAM 0€30M1aACHOCTH, I(P(PEeKTUBHOCTH U KaYeCTBA

20 1. r. MuHck

Hacrosimee 3akiiodeHre MOJATOTOBIEHO IO pe3yjibTaTaM IPOBEICHHUS KOMIUIEKCa
MpeIBApUTENIbHBIX PadoT, MPEIIECTBYIONINX TOCYJapCTBEHHOM perucrpanuu (IoATBEPKICHUIO
rocyJapCTBEHHOM PerucTpanuu) CTpaTernuecku BaXKHOT0 JIEKAPCTBEHHOTO MperapaTa, BHECEHUIO
W3MEHEHUN B PETHCTPALMOHHOE JOChE CTPATErMYECKH Ba)KHOTO JIEKAPCTBEHHOTO Mpernapara
(Hy’HO€ OTMETUTB):

O rOCYJapCTBEHHOM pPETrUCTpaluy CTPAaTErMYECKH BA)XXHOTO JIEKAPCTBEHHOI'O IIpernapara,
OCYILIECTBIISIEMOM:

O MO CTAaHAAPTHOM Mpoueaype

O YCIIOBHO

O B YIPOILIEHHOM HOPSJIKE

O MOATBEPKIECHUIO TOCYIAPCTBEHHON PErUCTPaALlU CTPATETUUECKH BaXKHOTO
JIEKApCTBEHHOTO MpEIapaTa, OCyIIeCTBICHHOM:

O [0 CTAaHJAPTHOW MpoLenype

O YCIIOBHO

O B YIPOLIEHHOM HOPSJIKE

0O BHECEHHMIO U3MEHEHUH B PETUCTPALIMOHHOE 1I0ChE CTPATETUYECKH BaXKHOTO
JIEKApCTBEHHOTO MperapaTa, 3aperucTpupoBaHHOTO:

O MO CTAaHAAPTHOM Mpoueaype

O YCIIOBHO

O B YIPOILIEHHOM HOPSJIKE

(TOpl"OBOC HaMMCHOBAHUEC CTPATCTUYCCKHU BAXKHOI'O JICKAPCTBECHHOI'O IIperiapara,

nexkapcTBeHHas popma,

HaMMCHOBAHUEC U CTPAHA ACPKATCIIA pETUCTPALIUOHHOTO YAOCTOBECPCHUS,

HaMMEHOBAHHUE U CTpaHa MPOU3BOANTENS (IIPOU3BOJUTEINCH)

(cooTBeTCTBYET (HE COOTBETCTBYET) TPEOOBAHUIM
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6e3omacHOCTH, 9 ()EKTUBHOCTH U Ka4eCTBa)

Hacrosiee 3akmroueHne 1eiiCTBUTEILHO 6 MECSIIEB C JaThl €r0 BELIAYH.

(TOIDKHOCTB CITYXKAaIIero YHOJIHOMOYEHHOTO (moxnuce) (vHULKATB! (MHULKAT COOCTBEHHOTO
JIOJDKHOCTHOT'O JIMLIA) UMEHH) haMuIns)

[Ipunoxenue 2

K MHCTpyKLIMH 0 MOpsAKE TPOBEICHHS
KOMILJIEKCa [IPEBApUTEIbHBIX TEXHUUECKUX
paboT, CBSI3aHHBIX C IPOBEICHUEM
9KCHEPTH3 ISl TOATBEPKACHHS
COOTBETCTBHS CTPATETHYECKH BAYKHOTO
JIEKapCTBEHHOTO Ipenapara TpeOOBaHUAM
6e3onacHocTH, 3 HEKTUBHOCTH U Ka4eCTBa,
oIpeesieHUs BO3MOKHOCTH SKCTPEHHOTO
IIPUMEHEHUS CTPATErH4ECKU BayKHOTO
JICKapCTBEHHOTO Ipernapara

(B penakuuy MOCTaHOBJICHUS
MpuHuCTEpCTBA 3ApaBOOXPAHEHUS
Pecrry6nmuku benapycs

24.11.2025 Ne 198)

®dopma
PECIIYBJIMKAHCKOE YHUTAPHOE HPETIPVATUE
«IEHTP OKCIIEPTU3 1 UCIIBITAHNU B 3JIPABOOXPAHEHU»
SAKVIFOYEHHUE
0 BO3MOKHOCTH (HEBO3MOKHOCTH) IKCTPEHHOI0 NPUMEHEeHUs
CTpPaTern4eckKy Ba’KHOTI'0 JIEKAPCTBEHHOI'0 Npenapara
20 1. r. MuHck

Hacrosdmee 3akimroyeHHe MOATOTOBICHO IIO Pe3yJibTaTaM IPOBENEHUSA KOMIUIEKCA
IpeIBapUTENLHBIX padoT, MPeNUIecTBYIOMUX YCIOBHOM TOCYIapCTBEHHOM perucTpanuu
CTpaTErM4eCKy BaXKHOIO JICKAPCTBEHHOT'O Mpernapara il SKCTPEHHOIO IPUMEHEHUs, BHECCHUIO
U3MEHEHUN B PETUCTPALMOHHOE [OChE CTPATETMYECKH BAaKHOI'O JIEKAPCTBEHHOIO IIpernapara,
3apEruCTPUPOBAHHOIO YCIOBHO ISl SKCTPEHHOT'O IPUMEHEHUS

(TOproBO€ HANMEHOBAHME

CTPAaTCTrUICCKU BAKHOT'O JICKAPCTBCHHOT'O MpeIiapara, JICKapCTBCHHAA (bopMa, HaMMCHOBAHUEC U CTpaHa

ACPIKATCIIA pCTUCTPALIUMOHHOTO YIOCTOBCPCHNMSI, HAUMCHOBAHUEC U CTpaHa

MPOM3BOIUTENS (TIPOU3BOANTENEH ) (BO3MOXKHO (HEBO3MOXKHO) IKCTPEHHOE TPUMEHEHHE

CTPATCrUIYCCKU BaKHOT'O JICKAPCTBCHHOT' O npenapaTa)

HaCTOSIH_IGG 3aKJIIOYCHHUEC ,Z[GI>'ICTBI/ITGJIBHO 1 MCECAL C AaThl €TI0 BblAAa4YH.

(TOIKHOCTP CITYIKAIIEero YIOJTHOMOYEHHOTO (moamuce) (vHUIHATB! (MHUIMAT COOCTBEHHOTO
JIOJDKHOCTHOTO JIMTIA) AMEHH) (paMuIINs)

M.IL*

* 3a HCKIYCHUEM ClIydacB, KOrJa B COOTBETCTBHHU C 3aKOHOHATCIBHBIMHU aKTaMHU II€4YaTb MOXET
HEC HCITIOJIB30BATHCA.
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