(HauunoHanbHbIN npasosoit MHTepHeT-nopTan Pecnybanku benapyco, 14.10.2021, 5/49520)
IIOCTAHOBJIEHUE COBETA MUHHUCTPOB PECITYBJIMKU BEJIAPYCH
8 okTs0pst 2021 r. Ne 570

O rocynapcTBeHHOM perucTpanuu CTPAaTerH4ecKy BaKHbIX
JIEKapPCTBEHHBIX MpenapaToB

W3meHeHus 1 JOMOJIHEHUS:
[ToctanoBnenne CoBera MunuctpoB Pecnyommku benmapyck ot 25 mapra
2022 r. Ne 175 (HammonanbHsIii mpaBoBoii MaTepHeT-niopran Pecniy6nuku benapyces,
09.04.2022, 5/50110) <C22200175>;
[Tocranosnenne Cosera MunuctpoB Peciyonuku benapycs ot 6 utons 2023 r.
No 441 (HamumonanpHblli mpaBoBoM WHTepHeT-mopran Pecnybmuku benapycs,
13.07.2023, 5/51879) <C22300441>

Ha ocHoBaHuM yacTeil BOCbMO, 1ecsAToN U ABaauaTh nsaToi cratbu 10 3akona PecryOmunku
benapyce or 20 mronms  2006T. Ne 161-3  «OO6 oOpaimieHur  JE€KapCTBEHHBIX  CPEJICTBY
U NOANYyHKTa a) myHKTa 3 [lpaBun perucrtpauuy U 3KCHOEPTU3bl JIEKAPCTBEHHBIX CPENCTB
JUISt METUIIMHCKOTO ~ IIpUMEHEHMs, yTBepxkaeHHbIXx Pemenuem  CoBera  EBpasuiickoit
HKOHOMHYECKOM Komuccuu oT 3 Hosi0ps 2016 1. Ne 78, CoBer Munuctpos Peciybnuku benapych
ITOCTAHOBJIAET:

1. YTBepaute IlonoxeHue o NOpSAOKE U YCIOBHUSX OCYIIECTBIEHHMSI TI'OCYJapCTBEHHOMN
pErucTpanyy CTpaTern4ecky BaXKHbIX JIEKAPCTBEHHBIX MPENapaToB (IIpUiIaracTces).

2. Buectn usmeHeHus B moctaHoBieHus Coera MunuctpoB PecnyOnunku benapych
COIJIACHO NMPUJIOKEHUIO.

3. MuHHUCTEPCTBY 3ApAaBOOXPAHEHNUS B TPEXMECSUHBIN CPOK MPUHATH MEPHI 110 peanu3alun
HACTOAILETO TTOCTaHOBJICHUS.

4. Hacrosiiee mocTaHOBJICHHE BCTYIAET B CHITY TIOCJIE €ro O(pUIIMAIBHOTO Oy OJIMKOBAHUSI.

IlepBrIii 3amecTuTenb IIpeMbep-MuHHCTPA
Pecnyosnuku Benapych H.CHonkosB

IIpunoxenue

K ITOCTaHOBJICHHUIO
Coeta MuHucTpOoB
Pecryonmuku benapychb
08.10.2021 Ne 570

INEPEYEHb
U3MEeHeHN i, BHOCHMBbIX B nocTaHoBeHusi Cosera MunuctpoB Pecnybsiukn benapycs

1.B Tlonoxenun o MunucrepcrBe 3apaBooxpaHeHus PecmyOmukun — benapyces,
yTBepKJAeHHOM ToctaHoBiieHneM CoBera MwunuctpoB PecnyOmmku bemapyck oT 28 okTsaOps
2011 r. Ne 1446:

B IMMYHKTE &:

NOANYHKT 8.14  mociie  CIOB  «YNPOIIEHHOM  MOPSAKE,»  JONOJHUTh  CIOBaMU
«TOCYAAPCTBEHHYIO PErMCTPALUIO CTPATErMYECKN BaXKHBIX JIEKAPCTBEHHBIX IPENAPATOB,»;

MOAMYHKT 8. 14" u3n0xuTH B CHEAYIOLIEH PENAKIUN:

«8.14!. ompenenser:

MOPSAOK TMPOBEACHUS KOMILJIEKCA IPEIBAPUTENBHBIX TEXHUYECKUX padoT, CBS3aHHBIX
C NIPOBEJICHUEM JKCIIEPTHU3, anpoOallil METOAUK KOHTPOJIS KauecTBa JIEKAPCTBEHHOI'O CPEACTBA
U KOHTPOJII KayecTBa 3TOr0 JIEKAPCTBEHHOI'O CPEJACTBA C HUCIIOJIB30BAHMEM TaKHUX METOMMK,
ApYTUX HUCCIEIOBaHUM, MPEALIECTBYIOIINX TIOCYJapCTBEHHON PErucTpanuu (IMOATBEPKICHHIO
rOCy/IJapCTBEHHON pETUCTpallMM) JIEKAPCTBEHHBIX CPEACTB, YCJIOBHOM TI'OCYJapCTBEHHOM
peructpanyy (IOATBEPXKICHUIO YCIOBHOW TOCYJIapCTBEHHOM pEruCTpalnu) JIEKapCTBEHHBIX
IIpenapaToB, TOCYIapCTBEHHON PErucTpaliy JEKapCTBEHHBIX CPEACTB B YIPOIIEHHOM IOPSIJIKE,
BHECEHUIO U3MEHEHUN B PETUCTPALIMOHHOE TOCHE;



MOPSAIOK TPOBEACHUS KOMIUIEKCA OJKCIEPTHU3, OCYLIECTBISEMBIX TPU PETUCTPALUU
(MOATBEpXKACHUHM  PErHCTpalli) W MHBIX  TOPOIEAypaX, CBSA3aHHBIX  C perucTpanuen
JIEKapCTBEHHBIX CPE/ICTB, B paMKkax EBpa3uiickoro s3kOHOMUYECKOT0 CO103a;

MOPSIOK TEXHHYECKOTO oOecrieueHus BeJieHus [ 0cy1apcTBEHHOTO peecTpa JIEKapCTBEHHBIX
cpenctB Pecnybnuku benapycs;

MOPSZIOK TPOBEJCHUS KOMILUIEKCA MPEABAPUTEIBHBIX TEXHUYECKHX pabOT, CBSI3aHHBIX
C MPOBEICHUEM OKCIEPTU3 ISl MOATBEPKIACHUSI COOTBETCTBHUSL CTPATETMUYECKH BaXHOTO
JIEKapCTBEHHOTO TpernapaTta TpeboBaHusM 0e30macHoCTH, Y((HEKTUBHOCTH M KA4eCTBa, a TAKXKE
oTpezieNIeHUs] BO3MOKHOCTHU 3KCTPEHHOTO MPUMEHEHHUS CTPATErNYECKU BaXKHOTO JIEKAPCTBEHHOTO
npermnapara;

NepeyeHb CTPATErHYECKU BaXKHBIX JIEKAPCTBEHHBIX MPENapaTOB;.

2. UckmioueH.



3. B mocranoBnenun CoBera MwunuctpoB PecnyOnuku bemapych ot 1 ampens 2015 T.
Ne 254 «O rocynapcTBeHHOM perucrpanuu (IOATBEP)KIECHUU TOCYAAPCTBEHHOW DPETHCTPALUN)
JIEKapCTBEHHBIX CPEICTBY:!

JIOTONTHUTH TIOCTAHOBIEHKE MyHKTOM 1! ceyromero conepxanus:

«1'. YcTaHOBUTB, 4TO JOKYMEHTHI, BbIIAaHHBIE YIIOJTHOMOYEHHBIMI OPraHAMU MHOCTPAHHBIX
roCyJapcTB (pPEerUCTpallMOHHOE YAOCTOBEpeHHe, JHu00 cepTHU(HKAT (apMareBTHUECKOTO
MPOJYKTa, BBUIAHHBIA corjiacHo ¢GopmaTy, pEeKOMEHJOBaHHOMY BceMHpHOW opraHu3amuen
3/IPaBOOXPAHEHHUS, JINOO MHON JOKYMEHT O PETUCTPAIMU JIEKAPCTBEHHOTO CPEACTBA, TOKYMEHT,
YIOCTOBEPSAIONIMN TMPOU3BOACTBO JIEKAPCTBEHHOrO Tpemnapara B ychoBusx Hampnexamen
MPOU3BOJICTBEHHON MPAKTUKHU, BBIAAHHBIM YIOJIHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOJICTBA
JIEKapCTBEHHOI0  mpemapara (A KaKAOro ydYyacTHHUKAa IPOU3BOJCTBA  JIEKAPCTBEHHOIO
npenapara), KOmusl JIMLEH3UH, BBIJAHHOW YNOJHOMOUYEHHBIM OPTaHOM CTPaHbl MPOU3BOJICTBA
Y IPEJOCTaBISIONIEH MpaBO Ha MPOM3BOJACTBO JIEKAPCTBEHHOTO Ipemnapara), CpoK AeWCTBHUS
KOTOphIX wucTek (uctekaer) c 11 mapra 2020r. mo 31 mexabpst 2021 r., cuuTarorcs
IelCcTBUTEILHEIME 1O 1 mrong 2022 1.»;

B [lonoxeHun o NMOpAIKE U yCIOBUSAX OCYIIECTBICHHS T'OCYJAapCTBEHHOM pPETUCTPALUU
(moaTBepKAEHUSI TOCYJApCTBEHHOM perucTpanun) JEeKapCTBEHHBIX CPEACTB, YTBEPKICHHOM
9TUM IIOCTaHOBJIEHUEM:

4acTb BTOPYIO ITyHKTa 1 JOMOJHUTE ab3aleM ClIeayIoUIero CoaepKaHus:

«OCYILECTBJIIEHUE IOCYJAPCTBEHHOW PETUCTPalMM CTPATETUYECKH BAXKHBIX JIEKAPCTBEHHBIX
MIpernapaToB.»;

IIYHKT 2 U3JI0KUTh B CIEAYIOIIEH peJaKLnu:

«2. B nacrosmem [lonokeHnn MCMONB3YyIOTCS TEPMHUHBI U UX OMpPENEICHUs B 3HAUCHHUSX,
ycTaHOBIIEHHBIX 3akoHOM Pecmy6nuku benapyce «OO0 oOpalieHnu J1eKapCTBEHHBIX CPEACTBY,
a TaKKe CIeIyIONINI TEPMUH U €ro ONpeiesieHue:

HepacacoBannas mpoxykius (bulk product) — HepachacoBaHHBI NEeKapCTBEHHBIN
npernapar, NpOoIIeIINA Bce CTaANH TEXHOJOTUYECKOTo MpOIlecca, 3a UCKIIOUYEHHUEM TPOIIECCOB
(acoBKU U (UJIH) YIIAKOBKU.»;

B MMyHKTE 9:

ab3a1] OMHHAIIATHIA MOTOTHUTH CIOBAMHU «, M3MEHEHHE YIAKOBKH Hepac(acoBaHHOMN
npoaykmuu (bulk product)»;

a03a11] YeThIPHAIIATHIN TIOCTIE CII0BA «IIPemapaTa AOMOIHUTE CIIOBAMH «, THOO KOJTHMYECTBA
JIEKapCTBEHHOTO MperapaTa B ynmakoBke HepachacoBanHoit npoaykiuu (bulk product),»;

B IIpwi1ockeHuu 1 k aromy Ilonoxxenuro:

B MMyHKTE 1:

nocye ab3ara BTOpOro JOMOJHUTH MYHKT a03aleM CIEAYIONIEro COAepKAHU:

«JIOKyMEHT (JOKYMEHTHI), TOATBEPKAAIOIINN TPABO OBITH AeprKaTeIeM PErUuCTPallHOHHOTO
YIOCTOBEPEHUS] WM 3asBUTENEM (€CIM Jiep’KaTelb PETHCTPAllMOHHOTO —YyJIOCTOBEPEHHS
HE OCYILECTBJISIET MPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipenapara), — JOTOBOPHI, JIMLEH3UOHHBIE
COTJIAIICHHUS, TOJITBEPKAAIOIINE TAKOE IIPABO, UHBIE IOKYMEHTHI; »;

a03aI1bl TPETUH—TIATHIN U IEBATHIM HCKITIOYUTH;

a03a1] OMHHAIIATHIA U3TIOKUTH B CICAYIOIICH PEIaKIINN:

«KOTHSI JEHCTBYIOIIErO JOKYMEHTa, yIOCTOBEPSIOLIETO MPOU3BOACTBO JIEKAPCTBEHHOTO
mpenapara B ycnoBusAx — Hajuexxamed — NpOU3BOACTBEHHOM — INPAKTUKH,  BBIAAHHOIO
YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOJACTBA JIEKAPCTBEHHOI'O CpeacTBa (AJIs KaXKIOTro
y4acTHHMKa IIPOM3BOJCTBA JIEKAPCTBEHHOrO IIperapara), Ju0o pacredarka TIpadudecKkoro
n300pakeHUs] dKpaHa (CKPUHIIOT) WHTEPHET-CTPAHUIIBI O(DHUIIMAIBHOTO caiiTa PEryIssTOPHOTO
opraHa B TJ00anpHOW KOMObIOTepHOW cetn MHTepHer, coaepxamas HHPOPMALHUIO
O IEHCTBYIOIIEM JOKYMEHTE, YAOCTOBEPSIONIEM MPOU3BOACTBO JIEKAPCTBEHHOrO Ipernapara
B ycnoBusix Hannexaieit mpon3BoICTBEHHON MTPAKTUKH, BBIJAHHOM YIIOJTHOMOYEHHBIM OPraHOM
CTpaHbl TPOU3BOJCTBA JIEKAPCTBEHHOTO CpeACTBa (U KaKJOTO0 YYacTHHKA IPOU3BOJICTBA
JIEKApCTBEHHOTO MPETapaTa);»;

B MMyHKTE 3:

ab3any mepBelii  moamyHKTa 3.10 JAOMONHUTH CIOBAaMH «, W3MEHEHHU YIAaKOBKHU
HepacdacoBannoi npoaykmuu (bulk product)»;



B ab3a1ie nepBoM noAmyHkTa 3.13 cioBa «mpenapara Win» 3aMEHUTh CJIOBAMHU «IIpernapara,
1100 KOJMUYECTBA JICKApCTBEHHOI'O MpernapaTa B ymakoBke HepachacoBaHHOM mpoxykuuu (bulk
product), mu6o»;

B noanyHkre 3.16:

a03a11 ceIbMOM M3JI0XKHUTh B CIICAYIONIEH pelaKIuu:

«KOMHSI JEHCTBYIOILErO JOKYMEHTA, yIOCTOBEPSIOLIETO MPOU3BOACTBO JIEKAPCTBEHHOTO
npemnapara B ycioBuAX — Hajnexamieilih — NpoWM3BOJACTBEHHOM — MPAKTUKH,  BBIJTAHHOTO
YIOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOU3BOJICTBA JIEKAPCTBEHHOTO CPEACTBA (VIS KaXI0TO
yJacTHUKA TPOW3BOJICTBA JIGKAPCTBEHHOTO TIpemapara), Ju0Oo pacredaTka TpaduuecKkoro
n300pakeHus] dKpaHa (CKPUHILOT) WHTEPHET-CTPAHHIBI O(PUIHAIBHOTO CaiTa PEeryisaTOPHOTO
opraHa B TJ00aJbHOW KOMIIbIOTEpHOUW ceTu MHTepHeT, coaepxamas HWHGOPMAIIIO
O ICHCTBYIOIEM JOKYMEHTE, YAOCTOBEPSIOLIEM IPOU3BOACTBO JIEKAPCTBEHHOrO Ipernapara
B ycnoBusix Hauiexaniei mpon3BoACTBEHHON MPAKTHKY, BHIIAHHOM YIIOJHOMOYEHHBIM OPraHOM
CTpaHbl IPOMU3BOJCTBA JIEKAPCTBEHHOIO CpeAcCTBa (U KaKJOTO0 YYacTHHKA IPOU3BOJCTBA
JIEKapCTBEHHOT'O IIperapaTra);»;

a03a11bl BOCbMON—OJUHHA/IATHIA HCKIIOUYHTh;

B noamyHkre 3.17:

nocye ab3ara TPEeThEro JOMOIHUTh MOAMYHKT a03aleM CICAYIOLIETO COJICPyKaHMS:

«JIOKyMEHT (JOKYMEHTHI), TOATBEPKAAIOIINN TPABO OBITH AeprKaTeIeM PEruCcTPallMOHHOTO
YIOCTOBEpEHUS] WM 3asBUTEIEM (€CIM Jiep)KaTelb PETHCTPAlMOHHOTO YyJIOCTOBEPEHHS
HE OCYILIECTBJISIET MPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipenapara), — JOTOBOPHI, JIMLEH3UOHHBIE
COIJIALIEHUS, TIOATBEPKAAIOIINE TAKOE NTPABO, UHBIE JOKYMEHTBI;»;

a03aI1bl YeTBEPTHIH, IIECTOH—BOCEMOMN UCKITIOUNTD;

nyHKT 5 [lonoxkeHus o CTpykType, nopsiake popmupoBanus u BezeHus ['ocy1apcTBEHHOTO
peectpa  JIeKapCTBEHHBIX  cpeAcTB  Pecrybnmuku — benmapych,  yTBEp)KIEHHOIO  3THM
IIOCTAaHOBJIEHUEM, JOIOJIHUTD YACThIO CIEAYIOUIETO COACPKAHUS:

«B cBemeHHAX O 3aperUCTPUPOBAHHOM JICKAPCTBEHHOM Ipenapare yKa3bIBaeTcs
uHpoOpMaIKs O BUJE YIAaKOBKH M KOJIWYECTBE B yIakoBKe HepachacoBaHHOU mponykimu (bulk
product) (mpu HaIW4YWK), O HANMEHOBAaHWUU TMPOM3BOIUTEISI U CTpaHE IPOU3BOJICTBA
HepacdacoBanHoi npoxaykiuu (bulk product) (mpu Hanuyun).».

YTBEPXIEHO

[TocTanoBieHue
CoBeta MUHHCTPOB
PecrryOnuku Benapych
08.10.2021 Ne 570

MMOJIOKEHHUE
0 MOpPs/IKe U YCJOBHUSAX OCYLIECTBJIEHUS IrOCYIaPCTBEHHOM PEericTPALMHU CTPATErHYeCKHU
BAKHBIX JIEKAPCTBEHHBIX MPeNapaToB

1. Hacrosimum TlonmoxkeHueM ompeaensiioTcsi MOPSAOK U YCJIOBHS  OCYILECTBIICHUS
rOCy/JapCTBEHHOM  peructpauuu  (MOATBEPKIEHUS  TOCYJAapCTBEHHOM  pErucTpariyu)
CTPATETUYECKU BaXKHBIX JIEKAPCTBEHHBIX MIPENapaToB, BHECEHUSI N3MEHEHUN B PErUCTPALIMOHHOE
JI0Che, a TaK)Ke MPUOCTAHOBJICHUS, TPEKPAIllEHUs] IeHCTBUSL PErUCTPAIMOHHBIX yIO0CTOBEPEHUIA,
BBIJJAHHBIX HA CTPATETUYECKH Ba)KHBIE JIEKAPCTBEHHBIE MTPENapaThl.

2. Jleiicteue  Hacrosimiero  IlomoskeHusi  HE pacnpoCTpaHsieTCs  Ha OCYIIECTBICHUE
rOCyIapCTBEHHOW  perucTpanuu  (MOATBEPKICHHWE  TOCYJApPCTBEHHOW  pPErHCTpaIlvy)
JIEKapCTBEHHBIX CPEJICTB B MOPSJIKE, OTPEACTICHHOM:

[TonoxxeHrueM O MOPSIAKE U YCIOBHUSIX OCYLIECTBIEHUS TOCYJApCTBEHHOW PpErucTpauu
(moaTBEepKACHUSI TOCYAapCTBEHHOW PETUCTpPAllMU) JEKAPCTBEHHBIX CPEICTB, YTBEP)KICHHBIM
nocranoBierneMm CoBera MunuctpoB PecyOnuku benapycs ot 1 anpens 2015 r. Ne 254;

[TonoxxeHneM 00 yImpOUIEHHOM MOPSAKE OCYUIECTBIEHUS TOCYJapCTBEHHOM perucTpanuu
JIEKapCTBEHHBIX CPEICTB, YTBEPXKACHHBIM MocTaHoBiIeHHeM CoBeta MuHuCTpoB PecmyOnuku
benapych ot 1 anpenst 2020 . Ne 191.

3. B nactostmem IlonoskeHHH MCHONB3YIOTCS TEPMHUHBI U UX OMPENETICHUSI B 3HAUCHUSX,
yCTaHOBJICHHBIX 3akoHOM PecnybOnuku benmapych «O0 oOpaieHUn JIeKapCTBEHHBIX CPEACTBY,



MEXIYHAPOAHO-IIPAaBOBBIMU aKTaMH, COCTABJISIIOLIMMU NMPaBo EBpazHilcCKOro 3KOHOMHUYECKOIO
coro3a B cdepe oOpalleHHs JIEKapCTBEHHBIX CPEACTB, a TaKXkKe CJIEAyIoIMe TEPMHHBI U UX
ONpeEICHUS:

JIEKAPCTBEHHBIM IIpernapar TPAaJAULMOHHON KUTAaWCKOW MEIULUHBI — JIEKapCTBEHHBIN
npernapar, IpOU3BeIeHHBIH C HCIOIb30BAaHUEM KOMIIOHEHTOB PACTUTENHLHOTO U (MJIN) )KUBOTHOTO
IIPOUCXOXACHNUS, MHUHEPAJIOB M JPYTUX BEIECTB U 3apETUCTPUPOBAHHBIN T'OCYNapCTBEHHBIM
yIpaBJIeHUEM TI0 TPATUITMOHHOW KuTalckor Meauiinae B Kuraiickoit Haponnoit PecrryOnuke;

CTpaTErMYeCcKd Ba)KHBIE JIEKAPCTBEHHBIE IIpemapaThl (Jajnee, €cilu HE yKa3aHO HHOE, —
CTpaTernyeckue mpenaparhbl) — JeKapCTBEHHbIE MPEenapaThl, B COBOKYITHOCTH COOTBETCTBYIOIINE
CIIEYIOIINUM KPUTEPUSIM:

JOJDKHBI OBITH MpEJHA3HAYEHbI JUIS MEJUIIMHCKOTO MPUMEHEHUS B YCIOBHSIX BOEHHBIX
JNEUCTBUM, BO3HUKHOBCHHMS  YPE3BBIYAMHOM  CUTyallud U JUId OPTaHHU3alUU  OKAa3aHUs
MEIULMHCKOM ITOMOIIM JIMIAaM, IIOCTPAJaBIIMM B PE3yJbTaTe YpPE3BbIYANHBIX CHUTYALMH,
JUTSL IPEAYNPEKIACHNST IPE3BBIYANMHBIX CUTYyallWid, TPOPUIAKTHKU U JeUeHUs 3a00JIeBaHMUIA,
MPEICTABISAIONINX OMAacHOCTh  JUISl OKPY’KaIOIUX, a Takke 3a0o0yieBaHUN U MOpaXKeHHi,
MOJIYYCHHBIX B Pe3y/lbTaTe BO3JCUCTBUS HEOIArOMPUATHBIX XUMUYECKUX, OHOJIIOTHUYECKUX,
paguamoHHBIX (HaKTOPOB;

JOJKHO OBITh 3aperuCTPUPOBAHO HA MOMEHT TOJAa4H JIOKYMEHTOB JJIsl BBITTOJIHEHUS
KOMIUIEKCa TMpEeABAPUTENbHBIX TEXHUUYECKUX paboT, CBSI3aHHBIX C IIPOBEJECHUEM OSKCIIEPTHU3
IUISL IOATBEPIKJICHUSI COOTBETCTBUS CTPATETHUYECKOTo Ipernapara TpeOOBaHUSAM O€30MacHOCTH,
3¢ (}HEeKTUBHOCTH U KauyecTBa, a TAaK)Ke OINpEAENICHUS BO3MOKHOCTH SKCTPEHHOTO IpPUMEHEHUs
CTpaTErHYecKoro mpemnapara (fajee — KOMIUIEKC MPEIBApUTENbHBIX TEXHUYECKHX padoT)
He OoJiee TpeX BOCHPOM3BEICHHBIX MU (WiIM) OHOAHAIOTHYHBIX JICKAPCTBEHHBIX IIPENapaToB
C TAKUMH K€ MEXKTyHAPOJHBIM HENMaTCeHTOBAHHBIM HAMMEHOBAaHWEM, JEKapCTBEHHOW (opmoit
Y JJO3UPOBKOHM, TpoM3BOAMMBIX B PecnyOnuke benapych ¢ BBITOJTHEHHWEM BCEX CTaIuid
TEXHOJIOTUYECKOI0 IpoLEecca, B TOM YUCIE IMpoliecca yNaKOBKU, KOHTPOJS KayecTBa, BblAAuu
pa3penieHus Ha BBITYCK B PEAIN3aLUIO;

ype3BblUaiiHas cUTyalus — OOCTaHOBKA, CIIOKMBIIASACA Ha ONPEICICHHONH TEeppUTOPHH
B pe3yJibTaT€ MPOMBIIUICHHON aBapuy, WHOMW OMACHOM CHUTyallMM TEXHOT€HHOTO XapakTepa,
KaTacTpo(bl, OMAaCHOrO MPUPOJHOTO SBICHHS, CTUXUHHOTO WMIM HHOTO OEICTBHS, KOTOpHIC
MOBJICKJIM WJIM MOTYT IOBJIEYb 3a cOOO0I ueroBeuecKkHue >KepTBbl, IPUUUHEHUE BPea 30POBBIO
JIOACH WM OKpYXKarollel cperie, 3SHAYMTEIbHBII MaTepHalbHBINA yIIepO U HapyIIeHUE YCIOBHM
KU3ZHENEATEIIbHOCTU JIFO/IEH, a TakK€ OTCYTCTBHE WM Yrpo3a OTCYTCTBUSI Ha TEPPUTOPHUH
Pecny6nuku benapych cTparernueckux npenapaTos.

3!. INepeuens CTPaTETUMYECKUX MpenapaToB onpeaensieTcs MunHucTEpCTBOM
3/IpaBOOXPAHEHUS.

4. TocymapcTBeHHON peructpanuu (MOATBEPKICHUIO TOCYAApPCTBEHHOM pETrHuCTpaIium)
CTpaTErMYeCKUX MpernapaToB, BHECEHUIO M3MEHEHUIN B PETHCTPALIMOHHOE 10ChE MPEILIECTBYET
KOMIUIEKC MPEeBApUTEIbHBIX TEXHUUECKUX PaloT.

Kommiieke mpenBapUTENbHBIX TEXHUYECKMX padOT TMPOBOAMTCSA PECITyOITUKAHCKUM
YHUTapHbIM TpennpustueM «LleHTp skcrnepTH3 U UCHBITAaHUN B 3/IpaBOOXpaHEHUN» (Ianee —
IlenTp) B moOpsanke, onpenenseMoM MUHUCTEPCTBOM  3ApaBOOXpPAHEHMs, Ha OCHOBAHWUU
JIOTOBOPOB, 3aKJIOYaEMbIX Ha BBIMOJIHEHHE OTACIBHBIX BHJIOB Takux paboT mexnay LlenTpom
U 3aBUTEJIEM.

Jl5is mpoBeZieHHs] KOMILIEKCa MPeABApUTENbHBIX TEXHUYECKUX paboT 3asBuTeneM B LleHTp
NPEJCTABISAIOTCS JAOKYMEHTBI, COCTABISIONIME PETUCTPALMOHHOE J10Che, OO0 JOKYMEHTHI,
MOATBEPKIa0Ie HEOOX0IUMOCTh BHECEHHSI N3MEHEHUH, COTJIaCHO MEPEUHI0, YTBEP)KIAeMOMY
MUHUCTEPCTBOM 3ApaBOOXPAHEHHUS.

5.1lo pesynbTaTaM BBINOJHEHUS KOMIUIEKCA MPEABAPUTENbHBIX TEXHHYECKHX paboT
LleHTpOM B 3aBHCHUMOCTH OT BHJIA MPOLEAYPhl TOCYAAPCTBEHHOM perucTpaunu (OATBepKICHHS
roCy/1apCTBEHHOW PETUCTPALIMN) CTPATETUYECKUX MPenapaToB ohopmIIseTcs:

3aKJIIOYEHHE O COOTBETCTBHH (HECOOTBETCTBUM) CTPATETHUYECKOTO Mpernapara TpeOoBaHUSIM
0e3onacHOCTH, 3(P(EKTUBHOCTH U KadecTBa 10 (opMe, yCTaHaBIMBaeMOW MUHHCTEPCTBOM
3/1paBOOXPaHEHUS;

3aKJIIOYEHUE 0 BO3MOKHOCTHU (HEBO3MOXKHOCTH) 3KCTPEHHOI'O IPUMEHEHUS
CTpaTErHuecKoro mnpernapara no ¢gopme, ycraHaBlInBaeMoii MUHUCTEPCTBOM 37JpaBOOXPAHECHUS.



6. l'ocynapcTBeHHast peructparusi (MOATBEPKIACHUE TOCYJAPCTBEHHON PETHCTPAIINH )
CTpaTErMYEeCKUX MPEenapaToB OCYIIECTBISAETCS:

M0 CTaHIAPTHOU MPOLETYPE;

YCIIOBHO;

YCIIOBHO JIJIsl 3KCTPEHHOTO MPUMEHEHHS,

B YIPOILEHHOM IOPSIZIKE.

[Ipu >TOM TOATBEPkKIAECHUE YCIOBHOM T'OCYIApPCTBEHHOM PErMCTpPAlMM CTPATErHYECKHUX
IIPEnapaToB JIsl 3KCTPEHHOTO IPUMEHEHMSI HE OCYIIECTBIISETCSI.

6!. PaccmoTtpeHue BOIIPOCOB, CBSI3aHHBIX C TOCYJIapCTBEHHOM perucrpanuei
(mOATBEPKAEHUEM T'OCYIAapCTBEHHON PEruMCcTpalii) CTPATErMUYeCKUX IpPEenapaTroB, BHECEHUEM
W3MEHEHUH B PETUCTPALIMOHHOE JIOChE, MPUOCTAHOBIIEHHWEM, MIPEKpalleHHeM JeHCTBUs
PETUCTPALIMOHHBIX YIOCTOBEPEHUH, BBIIAHHBIX HA CTPATETNYECKUE MPENaparhl, OCYIECTBISIETCS
KOMUCCHEH 110 JIEKapCTBEHHBIM cpeicTBaM MUHUCTEPCTBA 3[JpaBOOXPaHEHHUS.

MuHucTepcTBOM  3/paBoOXpaHeHuss  yTBepxknaercs  [lonmoxeHwe 0 KoMHMcCHU
IO JIEKAPCTBEHHBIM CPEJICTBAM U OIPEJIEISIETCS €€ COCTaB.

7. TocynapcTBeHHast peructpaiusi (MOATBEPKACHHE TOCYJapCTBEHHON PErucTpalinm)
CTpaTerMyecKux IMpenapaToB IO CTAHJAPTHON MpOLEAype OCYUIECTBISETCS B OTHOIIECHUU
JIEKApCTBEHHBIX MPENAPATOB, BKIIOUECHHBIX B OMpeaesieMblii MUHUCTEPCTBOM 3paBOOXPAHECHUS
MepeyeHb CTPATErMuYeCKH Ba)KHBIX JIEKAPCTBEHHBIX IIPENapaToB, 3a UCKIIOUYEHUEM CIIy4aeB,
yKa3aHHbIX B yHKTax 8—11 HacTosero IlonoxeHns.

8. YcioBHas rocynapcTBeHHasl peructpanust (MoATBEPKAECHNE YCIOBHOM rOCy1apCTBEHHON
pEerucTpanym) CTpaTern4eckux MpenapaToB OCYLIECTBISETCS MPH COOMIOCHUH B COBOKYITHOCTH
CHEAYIOLINX YCIOBUM:

OTHECEHUE CTPATErM4eCKUX MpPEenaparoB K KaTErOpUU JIEKAPCTBEHHBIX IPENapaToB
JUIS JICUEHUS, MEIUIMHCKON MNpO(QUIAKTUKU WIM JAUATHOCTUKH IKU3HEYTPOXKAIOMIMUX JHOO0
TSDKENBIX WHBATUAM3UPYIONINX 3a00JIEBaHUN WM K KaTErOpHH JICKAPCTBEHHBIX IPEmapaToB
JUTst JIedeHust oppaHHBIX (penKuX) 3a00IeBaHNUIT;

orcyrcTBue B PecnyOninke benapych 3((eKTHBHBIX METOIOB OKa3aHUS MEIMIIMHCKOM
MOMOIIY  JJISl JICYCHHS, METUIMHCKOM MNpOQMIAKTUKH WM JUArHOCTUKH 3aboseBaHMs,
JUIsL KOTOPOTO MpeHa3HAuY€eH JIEKapCTBEHHBIN Npenapar.

Jlisa mpuHATHS pelieHus 00 YCIOBHOM TOCYJIapCTBEHHOM perucrpanuu (IOATBEpPKICHUN
YCIIOBHOM rocyapCTBEHHOM pErUCTpalvi) CTPATErMUECKUX MPENapaToB MOIEKAT OLEHKE:

JOKYMEHTBI, COCTaBISIOIINE PETrUCTPAMOHHOE J0ChEe, B YACTH IMOJHOTH HMH(OpManuu,
MO3BOJISIONIEH OLIEHUTh COOTBETCTBUE CTPATETHUECKOT0 Mpernapara TpeOoBaHUsIM 0e3011acHOCTH,
3(¢(}HEeKTUBHOCTH U KayecTBa, 3a UCKJIIOYEHHWEM JAHHBIX O KIMHUYECKUX HCCIIEOBAHMSIX
(MCTIBITAaHUSIX) CTPATETHYECKOTO Tperapara, KOTOPble MOTYT OBITh MPEACTaBICHBI B HETIOJTHOM
00BeEME;

COOTHOLIEHHUE MOJIb3bl IJIS NallMeHTa UM 3J0POBbsl HACEJIEHUS, IIOJYyUYEHHOU BCIIEACTBHE
YCIIOBHOM TOCYJA@pCTBEHHOW peructpanuu (TMOATBEPKIACHUS YCIOBHOW TOCYJapCTBEHHOM
perucTpanym), JOCTYMHOCTH CTPATETUYECKOro Mpenapara, U pucka, CBA3aHHOIO C OTCYTCTBHEM
MOJIHOTO 00beMa KIMHUYECKHUX JaHHBIX O JIEKAPCTBEHHOM Ipernapare (COOTHOUICHHE «I0JIb3a —
PHUCK»);

BO3MOXXHOCTh TOJYYEHHs] TMOJHOTO O0beMa KIMHUYECKMX JAHHBIX O CTPAaTErHuecKOM
IpernapaTe Mocie 3aBEpIICHUs] KIMHUUYECKUX HCCIIEI0BaHU, 32 HCKIIOUEHHEM CIlydaeB, KOrnaa
MIPe/ICTaBICHHE MOJHBIX KIMHUYECKUX JAHHBIX HEBO3MOXKHO.

B03MOXXHOCTh TOy4YeHHUS TOJHOTO OOBbeMa KIMHHYECKUX HTaHHBIX O CTPATerHuYecKOM
npernapaTe He OLICHUBAETCs B CiIy4ae, eciu:

nokazaHue (MOKa3zaHWs) K MEIUIUHCKOMY MPHUMEHEHHIO, TI0 KOTOPOMY (KOTOPBIM)
MperoaraeTcs NpUMEHATh CTpaTerHYecKuil mpenapar, BecTpedaeTcsi (BCTpeuaroTcs) HaCTOIbKO
pelKo, 4TO Aep)KaTeslb PErUCTPAIMOHHOIO YAOCTOBEPEHHUS OOOCHOBAHHO HE MOXKET OXHIATh
MOJIy4E€HUsI BCECTOPOHHETO MOATBEPKIACHUS J10Ka3aTeabCTB A(P(HEKTUBHOCTH M 0€30MacHOCTU
CTpaTErMYECKOro npenapara;

MPU CYLIECTBYIOLIUX HAyYHBIX METOJIaX HCCIEJIOBAaHUN HE MOXET OBbITh INpeacTaBlieHa
nosHast uHpopmanus 00 F3PPEeKTUBHOCTH WM OE30MTACHOCTH CTPATETUUECKOTO Mperapara;

nonydeHue wuHbopMauu 00 d3PHEKTUBHOCTH WM OE30MaCHOCTH CTPATeTHYeCKOro
npemapata OyAeT MPOTUBOPEYUTh ITUYECKUM MPHUHIIUIIAM, YCTAHOBJIICHHBIM XeITbCHHKCKOU



nekaparuen, npunasaTon 18-t accambneeit BecemupHoit meaumuHckon accoruanu (OuHISTHANS,
1964 ron).

9.IIpn oOCyIIEeCTBIEHUN YCIOBHOH TOCYAApPCTBEHHOM perucTpanuu (MOATBEPKIACHUS
YCIIOBHOM  TOCYJapCTBEHHON  pPETUCTpallMM) CTPAaTETMYECKUX IPENaparoB  JepiKaTellb
PETUCTPALIMOHHOTO YIOCTOBEPEHUS:

MPOAOIDKAET TEKYIIUEe KIMHUYECKUE MCCIIECAOBAHMS JINOO MPOBOIUT HOBBIC KIMHUYECKHE
UCCIIEIOBaHMS B LIENAX TMOMy4YeHHs] IMOJIHOrOo o0bema HH(opManuu i MOATBEPKICHUS
OIaronpUsATHOTO COOTHOUICHHUS «I10JIb3a — PHCKY;

BKJIIOYAET B CUCTEMY YIPaBJICHHUS pPUCKAMH Mephl IO oOecriedeHno 0e30MacHoro
IIPUMEHEHHUSI CTPATErNUYECKOr0 IIpenapara;

MPOBOAUT  TMOCTPETUCTPALMOHHBIE HCCIENIOBaHUS  OE30MacHOCTH  CTPAaTErMuecKoro
npermnapara;

MPUHUMAET WHBIE MEPHI IO OOecreYeHut0 0e30macHoT0 | 3PGEKTHBHOTO MPUMEHEHHS
CTpaTEruyecKoro mperapara B COOTBETCTBUH C TpeOoBaHUsAMHU [IpaBui Haanexameld mpakTUKA
(dhapmakoHag3opa EBpa3uiickoro sKOHOMHYECKOTO COI03a, YTBepKIeHHBIX Pemenuem CoBera
EBpasuiickoii skoHOMu4eckoit komuccuu ot 3 Hoa0ps 2016 r. Ne 87.

10. Ycnosnas roCy1apCTBEHHAs perucrpanus CTpPaTErnYECKUX MpenaparoB
IUIs1 SKCTPEHHOT'O MTPUMEHEHHsI OCYILECTBIISCTCS IPU BOSHUKHOBEHHH 3KCTPEHHOM NMOTPEOHOCTH
B CTPAaTErMYECKOM TMpernapare, BCBS3U CYeM TPUMEHEHHE HWHBIX BHJIOB MPOILERYp
TOCYJapCTBEHHON pPErHCTpalMy CTPATETMYeCKUX IPErnaparoB, TPEOYIOMMX OONBIIMX 3aTpar
BpPEMEHH, HELEIeco00pa3Ho.

[Ipy HaMMYUU OCHOBaHWS, YKAa3aHHOTO B YaCTH TEPBOM HACTOSIIErO MYyHKTA, YCIOBHAs
roCy/apCTBeHHasl PErucTpanus CTPaTerH4YeCKUX IMpernapaToB AJsl SKCTPEHHOTO IpPUMEHEHUs
OCYILIECTBIISETCS B CIIy4ae UX COOTBETCTBUS OJTHOMY U3 CIEAYIOLIUX KPUTEPUEB:

CTpaTernyeckuil mpemnapar OAO0OpeH Ui SKCTPEHHOIO0 MPUMEHEHUS YHOJIHOMOYEHHBIM
OpPraHOM OJTHOTO U3 CIEeMYIOMIHX rocyaapcTs: ABcrpanuiickuii Coro3, ABctpuiickas Pecry6nuka,
Bemuxoe I'epriorctBo JltokcemOypr, Benrpus, ['pedeckas Pecy6nuka, Upnmanaus, UtanbsHCcKas
Pecny6nuka, Kanana, KoponesctBo benbrus, KoponescrBo [lanus, KoponesctBo Wcnanws,
KoponesctBo Hunepnannos, Koponescto IlIernus, JlarBuiickas PecmyOmmka, JluToBckas
Pecnybnuka, Ilopryrameckass PecnyOmmka, Pecmybnmka bonrapus, Pecnybnmuka Kurp,
Peciy6nuka Manbta, Pecniyonmka Ilonmema, Pecnybnuka CrnoBenus, PecryOonmka Xopsartus,
Pymbiaus, Cnosarkas Pecriyonmka, Coennnennoe KoponesctBo BennkoOpuranuu u CeBepHoit
Wpnanguu, Coenunennbie Illtatet Amepuku, DenepatuBHas PecmyOnuka [I'epmanus,
Qunnsaanackas PecnyOnnka, @paniysckas PecrmyOnmka, Illseiinapckas Kondenepamms,
Ocrtounckas Pecryonuka, Snonus;

CTpaTernyecKuii mpenapar BKI4YeH BcemMupHoi opranusanueil 31paBooxpaHeHusl (ainee —
BO3) B Cniucoxk mpenapartoB 1y1s 3kcTpeHHoro npuMmeHeHus (Emergency use listing, EUL);

YCTAHOBJICHO OJAronpusTHOE COOTHOUICHWE TOJNb3bl JJIS MAllMeHTa WU  3/10pOBbS
HACEJICHUS, TOJY4YEeHHON IPU YCIOBHOM TOCYJAapCTBEHHON PErucTpalui CTPATEruYecKoro
npernapara Jyist SKCTpEHHOT0 IPUMEHEHHUs, U PUCKa, CBSI3aHHOT'O C OTCYTCTBUEM IOJIHOTO 00BheMa
KIIMHAYECKUX JaHHBIX O JICKapCTBEHHOM IperapaTe (COOTHOLIEHUE «I0JIb3a — PUCKY), U (WIIH)
uMeeTcss 0/00peHHe CTPAaTEernyeckoro mpernapara i SKCTPEHHOTO NPUMEHEHHS B OJHOM
13 3apyO0eXKHBIX CTpaH (MPH HATHUYHH).

11. 'ocynapcTBeHHass peructpauus (IOATBEPXKAECHUE TIOCYIAapCTBEHHON PETUCTPALIAN)
CTpaTEerMyecKux MpernapaToB MOXET OCYIIECTBIATHCA B YIPOIICHHOM IOPSAJIKE B Cllydyae HX
COOTBETCTBHS OJJHOMY M3 CIEIYIOIINX KPUTEPUEB!

CTpaTernyeckue TMpenaparbl 3aperucTPpUPOBaHbl YIOJHOMOYEHHBIM OPraHOM OJIHOTO
U3 ciuenyrommx rocynapers: ABctpanmiickuii  Coro3, ABcrpuiickass Pecrybnuka, Benmkoe
I'epuorctBo  JlrokcemOypr, Benrpusi, ['pedeckas Pecnybnmuka, Wpnannus, WranbsHckas
Pecny6nuka, Kanana, KoponesctBo benbrus, KoponescrBo Jlanus, KoponesctBo Wcnanws,
KoponesctBo Hunepnannos, Koponescto IlIBernus, JlarBuiickas PecmyOmmka, JluToBckas
Pecny6nuka, Ilopryrameckass PecnyOmmka, Pecmybnmka bonrapus, Pecnybnmuka Kurp,
Peciy6nmuka Kopes, Pecnmy6nmmka Manbsra, PecriyOnuka Ilombma, Pecmy6nuka CrioBenws,
Pecny6bnuka XopBarusa, Pymbinusa, CnoBankas PecnybOnmka, Coenunennoe KoponeBcTBo
Bemukobpuranun u CeBeprnort Upnanguu, Coenunennsie Illtater Amepuxu, demepaTuBHas



Pecniy6nuka I'epmanust, ®unnsuackas Pecryonmka, @paniysckas Pecryonmka, [lBeiinapckas
Kondenepanus, Icronckas PecryOnuka, Smonus;

CTpaTermyeckue  MpemapaTbl  3aperUCTPUPOBAHbl  YIOJHOMOYEHHBIM  OpPraHOM
EBporeiickoro coro3a no HeHTpaaIu30BaHHOM MIPOLIEAYPE;

CTpaTernyeckue mpenapaThl SBISIOTCS BaKIMHAMHM WJIM JIEKQpPCTBEHHBIMH Ipenaparamu,
MpelHa3HAuYeHHBIMU IS JIedeHus: TyoOepkynes3a, remaruta C, BUY-undexuuu, wu npouum
nporpamMmy mnpekBanudukanuu BcemupHOW opraHuzanuu 3apaBooxpaHeHus (mainee — BO3)
B cooTBeTcTBUU ¢ CoBMmecTHOU mpouenypoir mexay BO3/PQT u HPO omnenku u yckopeHus
rocy/1apCTBEHHON peructparuu (hapmaleBTUUECKUX MpernapaToB Y BakIIMH,
npekBanuduimpoBanueix BO3, ot 16 mas 2018 rona;

CTpaTernyeckue Mpenaparbl SIBISIIOTCS JIEKapCTBEHHBIMU TIperaparaMyd TPaIuIIMOHHON
KUTalCKON MEIULIUHBI.

locynapctBennast peructpanusi (IOATBEPKIECHUE TOCYJIAPCTBEHHOM PETUCTPALIUN)
B YIPOILIEHHOM MOPSAJKE HE OCYLIECTBIIAECTCS B OTHOLIEHWH CTPATETMYECKUX IIPENapaTos,
SBIIAIOIIMXCS ~ TOMEONATUYECKUMHU  JICKAPCTBEHHBIMHM  IpenaparaMu, JIEKapCTBEHHBIMU
npenaparaMy Ha OCHOBE JIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPhs, BUTAMUHHO-MUHEPAIbHBIMU
KOMIUIEKCaMH, 33 UCKIIIOUYEHUEM CTPATErHueCKHUX MpernapaTroB, yKa3aHHbIX B a03alie MsITOM 4acTu
IIEPBOM HACTOSILETO IIyHKTA.

12. ly1s rocyapCTBEHHOM perucTparuu (MMOATBEPKICHHsI TOCYIapCTBEHHON PETUCTPAITUH)
CTPATeTUYECKUX IMpEenapaToB, BHECEHHUS H3MEHEHHM B PETUCTPALMOHHOE JIOChE 3asiBUTEIIEM
MIpeICTaBISAIOTCS B MUHHCTEPCTBO 3/IpaBOOXpaHEHUs 3asBlieHUE U 3aKitoueHue Llentpa:

O COOTBETCTBUM (HECOOTBETCTBHM) CTpPAaTETMUYECKOTO Ipemapata TpeOOBaHHIM
0e3onmacHOCTH, J(P(EKTUBHOCTH U KauyecTBa — II0 pe3yJibTaTaM MPOBEICHUS KOMIUIEKCa
MPEIBAPUTENLHBIX TEXHUYECKUX padoT, MPEANMISCTBYIONIMX TOCYAApCTBEHHON peTruCTpaiuu
(moATBEPKIACHUIO rocy/1apCTBEHHOU perucTparum) CTPaTEeruuecKoro npemnapara,
OCYIIECTBISIEMON IO CTAHAAPTHOW MPOLENYpPE, YCIOBHO, B YIPOLIEHHOM IOPSAKE, BHECEHUIO
M3MEHEHUH B PETUCTPALMOHHOE JO0ChE CTPATErMYecKOro Ipemnapara, 3aperucTpUpPOBAHHOIO
10 CTaHJAPTHOM MpOLEype, YCIOBHO, B YIPOLIEHHOM HOPSIKE;

O BO3MOXHOCTH (HEBO3MOXKHOCTH) JKCTPEHHOI'O MPUMEHEHHSI CTpPaTernyeckoro
mpermapaTa — 1o pe3yJbTaTaM MPOBEACHUS KOMIUIEKCA MPEABAPUTEIBHBIX TEXHUYECKUX PadoT,
MPEUIECTBYIOMINX YCIOBHONW TOCYAapCTBEHHOW PETUCTpallMd CTpPaTernyeckoro Impernapara
JUI DKCTPEHHOI'O ~ IIPUMEHEHHUs, BHECEHMIO  M3MEHEHMM B PETUCTPALlMOHHOE  JIO0ChE
CTpaTEernyecKoro mnpemnapara, 3aperucTpupoBaHHOTO YCIOBHO ISl 9KCTPEHHOTO MPUMEHEHHUS.

IIpy OOHOBpPEMEHHOM BHECEHMM HECKOJIBKUX HM3MEHEHUI B PETMCTPALlMOHHOE J0ChE
3asBUTENIb TOJACT 3asiBieHHWE W 3aKiroueHue lleHTpa o cooTBETCTBUM (HECOOTBETCTBHM)
CTpaTErHYecKOro Ipernapara TpeOoBaHHsIM Oe30macHOCTH, 3(()EKTUBHOCTH M KayecTBa WU
0 BO3MOXXHOCTH (HEBO3MOXKHOCTH) SKCTPEHHOTO TPUMEHEHHUS CTPATErMuecKoro Ipernapara
10 Ka)KJIOMY BHOCUMOMY MU3MEHEHUIO OTJEIJIBHO.

JUis  TOpuHATUS ~ pelIeHHs O BO3MOXKHOCTH  (HEBO3MOXHOCTH)  TOCYJIapCTBEHHOM
perucTpanuuu (MOATBEPKACHUS TOCYJapCTBEHHOM pErucTpaiuu) CTpaTernyecKux IMpenaparos,
BHECEHUS M3MEHEHUU B PETUCTpallMOHHOE Jocbe LIeHTp ¢ muCchbMEHHOro coriacusi Aeparens
PETUCTPALIMOHHOIO yIOCTOBEPEHUS NMPEAOCTABIsIET MUHHUCTEPCTBY 34pPaBOOXPAHEHMS JOCTYII
K PETUCTPALlMOHHOMY JOCKE.

13.Ilo pe3ynpTataM paccMOTPEHUs JOKYMEHTOB, TMPEACTaBICHHBIX 3asgBUTEIIEM,
MUHHUCTEPCTBO 3IPaBOOXPAHEHUS C yUYETOM PEKOMEHJAIMH KOMHCCHUH 10 JIEKAPCTBEHHBIM
cpencTBaM MUHUCTEPCTBA 3IpaBOOXPAHEHUsI IPUHUMAET OJTHO U3 CIAEAYIOMINX PEIICHUI:

00 oTKa3e B MPUHATUY 3asBJICHUS C YKa3aHHEM IPUYUH OTKa3a;

O TOCYIApCTBEHHOH perucTpanuu (MOATBEPKACHUU TOCYJAPCTBEHHON pPETUCTpPAIINN)
CTpaTernyecKoro npemnapara rno craHAapTHOM Mpoleaype;

00  YCIOBHOW  TOCYHapCTBEHHOM  peructpanuu  (MOATBEP)KACHUM  YCIOBHOM
roCy/IapCTBEHHOM PETUCTpallMM) CTPAaTErHUecKoro Impernapara C yKa3aHHEM BO3JIOKEHHBIX
Ha JIepKaTessl peruCTPALlHOHHOTO yIOCTOBEPEHHS 00513aTENbCTB;

o0  YCJIOBHOH  ToCyJapCTBEHHOM  pETUCTpallUd  CTPATETHMYECKOro  Ipernapara
JUTSI 5KCTPEHHOTO MPUMEHEHUS! C YKAa3aHHEM BO3JI0KEHHBIX Ha JIepKaTelsisl pPEerucTparioOHHOTO
YAOCTOBEpEHUs 0053aTEIbCTB;



O TOCYJApCTBEHHON perucTpauuu (MOATBEPKACHUU TOCYJAapCTBEHHON pPETUCTpalni)
CTPATETUYECKOro Mpenapara B YIpOIIEHHOM MOPSIIKE;

0 BHECEHUU U3MEHEHUH B PErHCTPAI[MOHHOE JI0ChE;

00 OTKaze BTOCYHapCTBEHHOW perucrpanuu (TMOATBEPKIACHUH TOCYJapCTBEHHOM
perucTpalmm) CTpaTeruyeckoro npemnapara Mo CTaHJapTHON MpoLeAype C yKa3aHHEeM MPUYHH
0TKa3a;

00 OTKa3e B YCIOBHOH TOCYJAapCTBEHHOW perucTpanuu (MOATBEPKICHUH YCIOBHOM
rocyJapCTBEHHOM pEerucTpaln) CTpaTeruueckoro npemnapara ¢ ykazaHueM NpUYrH 0TKa3a;

00 OTKa3e B YCJIOBHOM TIOCYJapCTBEHHOW pEerucTpaluy CTPAaTEerHuyecKkoro Ipernapara
JUTSI KCTPEHHOTO MPUMEHEHHS C YKa3aHUEM MPUYUH 0TKa3a;

00 OTKaze BTOCYHapCTBEHHON perucrpanuu (MOATBEPKICHUH TOCYJapCTBEHHOM
pErucTpalyy) CTPATErHuecKoro mpernapara B YINPOIICHHOM MOPSAAKE C yKa3aHUEM MPUYUH
0TKa3a;

00 OTKa3e BO BHECCHHH U3MEHEHUH B PETUCTPALIMOHHOE TOChE C YKa3aHHEM MPUYNH OTKa3a.

Pemenus, ykazaHHble B 4acTH NEPBOM HACTOSIIETO0 MYHKTa, OQOPMIISIOTCS MPUKA30M
MuHucTepcTBa 31paBOOXPAHEHHUS.

14. MUHUCTEPCTBOM  3ApaBOOXPAaHEHHs]  MOXET  OBITb  OTKa3aHO  3asSBHUTEIIO
B FOCYJApCTBEHHOM  peructpauuu  (MOATBEPXKIECHUM  TOCYJApPCTBEHHOM  PEruCTparM)
CTpaTEernyeckoro Ipernapara, BO BHECEHHMH W3MEHEHUN B PETHCTPALIMOHHOE JIOChE B CIIydasXx,
NpeIyCMOTPEHHBIX B cTathe 25 3akoHa PecnyOnmku benapych ot 28 oktsops 2008 r. Ne 433-3
«O0 ocHOBax aJIMHUHHCTPATHUBHBIX TMPOIEAYpP» W YacTH ABaANATh BTOpoil crarthu 10 3akoHa
Pecny6niuku benapyce «O6 oOpatiieHHH JeKapCTBEHHBIX CPEACTBY.

15. 3agaBuTenb NTUCbMEHHO YBEAOMIISIETCS MUHHUCTEPCTBOM 3/IPABOOXPAHEHUS O IPUHATOM
B COOTBETCTBUU € MyHKTOM 13 Hacrosimero IlonmoskeHus pelieHuH HeE MOo3[Hee MATH pabdodymnx
JHEH co THS ero MPUHSATHS, a B clyyae MPUHATHUS PEHIeHHs] O rOCydapCTBEHHOM perucrpanuu
(mOATBEpXKACHUU TOCYIApCTBEHHOM PpETUCTpalliu) CTPATErHuecKoro Iperapara— Takke
0 He0OXOJIMMOCTH YIUIAaThl FOCYAAPCTBEHHON MOILIMHBI B COOTBETCTBUH C 3aKOHOAATEIBCTBOM.

16. [locne mnosydyeHHs] MUCBMEHHOTO YBEAOMIJICHUSI O FOCYJApPCTBEHHON perucTpanuu
(moATBEPKACHUH TOCYAapCTBEHHOM perucTpalim) CTpaTeruueckoro npemnapara 3asBUTEIeM WU
JIEp’KaTeeM PErUCTPALMOHHOTO YAOCTOBEPEHUS YIJIAUMBAETCS TOCYIAapCTBEHHAsl MOIUIMHA
B COOTBETCTBUU C 3aKOHOJATEILCTBOM.

17. lepkaTento perucTpallMOHHOIO YAOCTOBEPEHUS IO PE3yJbTaTaM TI'OCYJapCTBEHHOM
peructpauuu (MOATBEPXKIEHUSI TOCYIapCTBEHHONW PETUCTPALMK) CTPAaTErMYecKOro mpernapara
MOCNie TOATBEPKIACHUS YIUIATHl B PECHYOIMKAHCKUN OFOKET TOCYAapCTBEHHOW MOILIMHBI
B mopsiake, ompeneiaeHHoM HamoroBeim koaexcom PecnyOmuku bemapych, MuHUCTEPCTBOM
31paBOOXPAHEHUSI BBIJIACTCS:

B T€UEHHUE MATU paboyuX JHEH — peruCTPallMOHHOE YOCTOBEPEHHUE;

B TEUYCHHE MATHAANATA PaOOYMX JHEH — JOKYMEHTHI, YKa3aHHbBIC B YACTH BOCEMHAAIATON
crateu 10 3akona Pecriybnuku benapyck «O06 oOpalieHnn IeKapCTBEHHBIX CPEICTBY.

18. MuHHCTEPCTBOM 3/IpaBOOXPAHEHUS BBIJAETCSI PErMCTPALMOHHOE Y OCTOBEPEHUE:!

O TOCYIApCTBEHHON perucrpauuu (MOATBEPKACHUU TOCYJApCTBEHHON pPETUCTpalni)
CTPATeTUYECKH BAXXHOTO JIEKAPCTBEHHOTO IIpermapara 10 CTaHAApTHOM MpoLenype WiIu
B YIPOIIEHHOM MOPsiAKe 10 (opMe COrIACHO MPUIOKEHUIO 1;

00  YCIOBHOW  TOCYHapCTBEHHOM  peructpanuu  (MOATBEP)KACHUM  YCIOBHOM
roCy/IapCTBEHHON PETUCTPALIMN) CTPATErMUECKU BaXKHOTO JIEKAPCTBEHHOIO MpenapaTa 1o ¢popme
COTJIACHO MPUJIOKEHUIO 2;

00 YCIIOBHOHM TOCYIapCTBEHHON PETUCTpAllMM CTPATETHYECKH BaXKHOTO JIEKAPCTBEHHOTO
mpermapara Jijisl 3KCTPEHHOTO MPUMEHEHUS 110 ()OpME COTIJIACHO MPUIIOKEHUIO 3.

B cmywae rocymapctBeHHO#W — perucTpanuu  (MOATBEPXKICHUS  TOCYAapCTBEHHOM
pPErucTpalmm) CTpaTerHuecKoro npernapara:

OJTHOBPEMEHHO B HECKOJIBKUX JIEKAPCTBEHHBIX (hOpMax PEruCTPaAllMOHHOE yAOCTOBEpEHUE
BBIJIACTCS HA KAXKIYIO JICKAPCTBEHHYIO (hOpMY;

MPOU3BOAUMOTO  (hapMaIeBTUUECKUMHU  TNPEANpUATHAMH  (UX  000COOJICHHBIMH
CTPYKTYPHBIMU TIOJIpa3JICICHUSIMU), HaAXOISIIMMUCA B pa3HbIX CTpaHax, BBIJAETCA OJHO
PETUCTPALIMOHHOE YAOCTOBEPEHUE;



OJTHOBPEMEHHO B OJJHOM JIEKapCTBEHHOW (hopme, HO C pa3HbIMH JTO3UPOBKAMH BBIJACTCS
OJIHO PETUCTPALIMOHHOE yI0CTOBEPEHHUE;

B OJHOHM JIEKapCTBEHHOH (opMe, HO HMMEIOMIEro pa3Hble BKYCHI (BKYCOBBIE TOOABKH),
BBIIAETCS OJTHO PETUCTPALIMOHHOE YAOCTOBEPEHHUE.

Perucrpanuonnoe yaocroBepeHue noAnuCcbBaeTcss MUHHUCTPOM 37paBOOXPAHEHUS UIIH €T0
YIOJHOMOYEHHBIM 3aMECTUTEIIEM.

18!. Ecti  M3MeHeHHMs, BHOCHMBIE B PETMCTPAIIMOHHOE JOChE, OJHOBPEMEHHO BIEKYT
M3MEHEeHHe nHpOopMalny, coieprkalieiics B ['ocy1apcTBEHHOM peecTpe JIEKapCTBEHHBIX CPE/ICTB
Peciy6nmukn benapycek (nmanee — ['ocymapcTBEHHBINH peecTp), a TaKKe COACpIKalleicss B paHee
BBIJIAHHOM PErHCTPAI[MOHHOM YIOCTOBEPEHUHU M (WJIH) MPUIIOKEHUU K HEMY, TO MHUHHCTEPCTBO
3/IpaBOOXpPAHEHUS] BBIJAET HOBOE PETHUCTPALIMOHHOE YIOCTOBEPEHHE C MPHIIOKEHHEM K HEMY.
Cpoxk AeiCTBUS TaKOI'0 PETUCTPAIMOHHOTO YAOCTOBEPEHUSI YCTAHABIMBACTCS B IIPE/IeNiaX CpoKa
JEHCTBUS PErUCTPALMOHHOTO yIOCTOBEPEHHS, BBIJAHHOTO MPHU T'OCYNapCTBEHHON PErucCTpaluu
(moaTBEPXKACHUU TOCYAAPCTBEHHOM PEruCTpallii) CTPATETUYECKOro Mpemnapara.

Pemenue o Bblaye HOBOTO PETUCTPALIMOHHOTO YIOCTOBEPEHHUS C MPHIIOKEHHEM K HEMY
odopmiseTcs mpuKa3zoM MHUHHUCTEPCTBA 3IPAaBOOXPAHEHUSI.

[lenTp Ha oCHOBaHWM pemeHud MUHHUCTEPCTBA 3IPABOOXPAHEHHUS] O TOCYAapCTBEHHOM
peructpauuu (MOATBEPKACHUU TOCYJAPCTBEHHON pErucTpaluu) CTpaTeruvyeckoro Inpemnapara,
BHECEHUU W3MEHEHMH B PErMCTpPaIlMOHHOE JOChe, BbIIadye HOBOIO PETUCTPALMOHHOIO
YAOCTOBEpEHUSI C MPWJIOKEHWEM K HEMy B T€UCHHE TSITH padouux JHEW BKIIIOYAeT
B ['ocynapCTBEHHBII peecTp COOTBETCTBYIOIINE CBEICHMUSI.

19. bnaHk perucTpalMoOHHOTO YIOCTOBEPEHHUSI, B TOM YHCIIE MPUIIOKEHUE K HEMY, SIBIISIETCA
JIOKYMEHTOM C OTPEJICNIEHHOM CTENEHbIO 3alUTHI.

20. 'ocynapcTtBeHHass perucrpauusi (IMOATBEPKACHUE TOCYAAPCTBEHHOW pErHCTpaliN)
CTpaTernyecKux MpenaparoB, BHECEHUE N3MEHEHUH B PETUCTPALIMOHHOE I0ChE OCYIIECTBIISIIOTCS
B CPOKH, MpeAaycMoTpeHHble B moamyHkTax 9.4.3, 9.4.13-9.4.19 nyunkra 9.4 enuHoro mepeyHs
aJIMMHHUCTPATUBHBIX TPOLELYP, OCYLIECTBISIEMbIX B OTHOLIEHUH CYOBEKTOB XO3SIMICTBOBaHUA,
yTBepKJIeHHOro mnoctanoBienueM CoBera MunuctpoB PecnyOnuku bemapych ot 24 ceHTAOps
2021 r. Ne 548.

21. MuHucTepcTBOM 3/1paBOOXpaHEHUs MOXET OBITH MPUHSITO pelieHue
O MIPUOCTAHOBIIEHUU JCUCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHUS, BBIJAHHOTO B COOTBETCTBUU
c nyHkToM 18 Hactosimmero IlonokeHus, Ha Cpok He Oojlee IIECTH MECsAleB B Clyyasx,
MPEAYCMOTPEHHBIX B YacTH JBaauath TpeThell crarthu 10 3akona PecnyOmmku benapychk
«O0 obpaleHNH JeKapCTBEHHBIX CPEACTBY.

Pemenue o npuocTaHOBICHUH NEHCTBUS PETHCTPAIMOHHOTO YJOCTOBEPEHHUS C yKa3aHUEM
00CTOSITENTLCTB, MOBJICKIIINX TAKOE TPUOCTAHOBIICHHUE, JATHI, C KOTOPOM MPHUOCTAHABIUBACTCS €TI0
NeiCTBHE, YCTAaHOBJIEHHOW C y4€TOM BO3MOXKHBIX NMPOTHO3UPYEMBIX MOCIEACTBUI MPUMEHEHUs
CTpaTEruuecKoro Mpemnapara, i Cpoka mpruoCTaHOBJICHHs 0popMIIsieTCs IpUKa3oM MUHHCTEPCTBA
3/IpaBOOXpPaHEHUSI.

22. lleHTp Ha OCHOBaHUU pelieHuss MUHUCTEPCTBA 31PABOOXPAHEHHUS O MPUOCTAHOBICHUHN
JEHCTBUS PErUCTPALMOHHOTO y/IOCTOBEPEHHS B TEUEHHUE MATH pabOyuX THEH CO AHS MPUHATHUS
pELIEHHS BKJIKOYAET 3TU CBEACHUA B | 0OCyJapCTBEHHBIN PEECTP.

23. Ha BpeMs NpPUOCTAHOBJIEHUS JIECUCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHHUSI CPOK €ro
JEMCTBUS HE IPOJIEBAETCS, 3a UCKJIIFOUEHUEM CITy4aeB, KOra PEIIEHUEM CyJia IPHOCTaHOBIIEHNE
€ro JeCTBUS MPU3HAHO HEMTPABOMEPHBIM.

24. Jlep)kaTtenb  PErMCTPAllMOHHOIO  YJOCTOBEPEHMsSI  NHCbMEHHO  YBEIOMIISETCS
MunucTtepcTBOM 3/IpaBOOXpaHEHUS 0 peleHuun 0 MIPUOCTAaHOBJIEHUU necTBUs
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS B TEUCHUE TpeX paboumx JHEH ¢ AaThl MPUHATHS YKa3aHHOTO
pelieHrs, HO He MOo3[Hee JaThl, C KOTOPOHW TMPHUOCTAHABIMBAETCS CPOK JAEUCTBUA
PETUCTPAIIIOHHOTO YJJOCTOBEPEHHUS, C YKa3aHUEM OOCTOATENbCTB M CPOKA MIPUOCTAHOBIICHHSL.

25. JlepxareneM perUCTPALIMOHHOTO YIOCTOBEPEHHUSI B TEUEHHUE CpOKa, Ha KOTOPBIM
MPUOCTAHOBIICEHO JCHCTBHE PETUCTPAIMOHHOTO YIOCTOBEPEHHUsS, MOJDKHBI OBITh yCTPAaHEHBI
00CTOSITENTLCTBA, MOBJIEKIINE MPUOCTAaHOBIEHHE ero aeWctBua. OO0 ycTpaHEHMHM YyKa3aHHBIX
OOCTOSITENILCTB ~ JIepKaTelb  PErHCTPALMOHHOTO  YJOCTOBEPEHHUS] IMHCHMEHHO YBEIOMIISET
MuHUCTEPCTBO 3APAaBOOXPAHEHHUS C TIPUIIOKEHUEM MOATBEPKIAIOIINX JOKYMEHTOB.



B nepuon npuocTaHOBIEHHS JOEHCTBUSI PETUCTPALMOHHOIO YJOCTOBEPEHHUS BHECEHHUE
U3MEHEHUH B PETUCTPALIMOHHOE J1OChE HE IPOU3BOJIUTCS, 32 UCKIIOYEHUEM CIy4yaeB, KOIJa 3TO
HE00XO0UMO ISl yCTpaHEHUs! OOCTOSTEIbCTB, MOBJIEKIINX IPUOCTAHOBIEHUE €T0 JCHCTBUS.

[TucbmenHoe yBetomMiieHHe 00 yCTpaHEHHH 00CTOATENbCTB, MTOBJICKIINX TPUOCTAaHOBIICHHUE
JEUCTBUS PErUCTPALMOHHOIO YAOCTOBEPEHUS, C IPUWIOKEHUEM MOATBEPKIAIOIINX JOKYMEHTOB
JOJDKHO OBITH MPEJCTaBICHO B MHUHUCTEPCTBO 3[IpaBOOXpaHEHHs He mo3nHee 30 KaleHAapHbIX
JHEN 710 UCTEYEHUS] YCTAaHOBJIIEHHOTO CPOKA MTPUOCTAHOBIICHHUS.

26. MUHHUCTEPCTBO 3/IpaBOOXPAaHEHHs] MPUHUMAET pelieHne, O()OPMIIEHHOE NPUKA30M
MunucTtepcTBa  3paBOOXpPAaHEHHUS, O BO3OOHOBIEHHMM  JCHCTBUSL  PETUCTPALMOHHOIO
YIOCTOBEPEHUS C yKa3aHHEM JaThl BO30OHOBIICHHUS.

LenTp B TeueHue natu pabouux THEH co THA NPUHATUS MUHHUCTEPCTBOM 3/1paBOOXpaHEHUS
peleHust O BO3OOHOBJIEHUHM JEHCTBUS PETHCTPALMOHHOTO YAOCTOBEPEHUS BKIIOYACT JTH
cBelleHUs B ['ocy1apCTBEHHBIN peecTp.

Hepxartenb PETUCTPALIMIOHHOTO YAOCTOBEPEHUS IIMCbMEHHO YBEIAOMIISIETCS
MuHUCTEpCTBOM  3[paBOOXpPAHEHHsS] O BO30OOHOBJIEHMM  JIEHCTBUSL  PETUCTPALMOHHOIO
YIOCTOBEPEHUS B TEUCHUE TPEX pabOUMX JHEH CO THS MPUHATHS TAaKOTO PELICHHUS.

27. MUHHCTEPCTBO 3IPABOOXPAHCHHUS TPUHUMAET perieHue, O(GOpPMIICHHOE IPHUKa30M
MuHucTepcTBa 31paBOOXPAaHEHUs, O IPEKPAILEHUH JEHCTBUS PETUCTPALIMOHHOIO YAOCTOBEPEHUS
B CIydasx, MPEAYCMOTPEHHBIX B YaCcTH ABAANATh 4eTBepTor crarthi 10 3akona PecmyOiuku
benapyce  «OO0 oOpaiieHMH ~ JIGKApCTBEHHBIX  CPEACTB»,  3a UCKIIIOYCHHEM  Ciydasd,
MIPEelyCMOTPEHHOI0 B a03a1e BTOPOM YKa3aHHOM YacTH.

LlenTp B TeueHue natu pabodux IHEH co THS MPUHATHS MUHUCTEPCTBOM 3IpaBOOXPaHEHUS
pelieHus o0 MPEeKpaIEHNN AEHCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHHMS BKIIIOYAET 3TH CBEICHUS
B ['ocynapcTBeHHBI peecTp.

Jepxarens PEruCTpallMOHHOTO YAOCTOBEPEHUS MMMCbMEHHO YBEIOMIISIETCS
MUHUCTEPCTBOM  3[paBOOXPAHEHMST O INPEKpPALICHMM  JEHCTBUS  PETUCTPALMOHHOIO
YAOCTOBEpEHUsI B TEUEHHUE TpeX pabouux JHEW C aThl MPUHATHS YKa3aHHOTO pEIICHUS, HO
HE TMI03/IHEE [IHA, C KOTOPOIO MpEKpallaercs AEWCTBUE PErMCTPALMOHHOIO YJIOCTOBEPEHHS,
C YKa3aHMEM OCHOBAaHMM ISl €r0 IPEKPAICHUS.

28. Ilo ucreuenuu cpoka AeNUCTBUS PETUCTPALMOHHOIO YIOCTOBEPEHHSI HA CTPATETNUECKUI
rmpenapar, He OPOLIEAIINM MpOoLeaypy IOATBEPKIACHUS TOCYAapCTBEHHOM pErucTpaluy,
B ['ocynapcTBEeHHBII  peecTp  BHOCATCA  CBEICHHUS O JaTe  MPEKpauleHus  JIEUCTBUS
PErUCTPALIMOHHOTO yA0CTOBEPEHUSI.



[Tpunoxenue 1

K [TooxxeHunto o mopsaKe M YCIOBUSIX
OCYIIECTBJICHHS I'OCY1apCTBEHHOM
pPETUCTpalliy CTPATETUYECKU

BA)KHBIX JIEKAPCTBEHHBIX MIPENapaToB
(B pemaxmuu moCcTaHOBIICHUS

Cosetra MuHUCTPOB

PecrryOnuku Benapych

06.07.2023 Ne 441)

®dopma

MUWHUCTEPCTBO 3/IPABOOXPAHEHUMA
PECITYBJIMKU BEJIAPYCb

PETUCTPAIIMOHHOE YIOCTOBEPEHHUE
0 roCyJIapCTBEHHOM perucTpauuu (MOATBEPKACHUN IOCYAAPCTBEHHON peruncTpamumn)
CTpPaTern4ecky Ba’KHOI0 JIEKAPCTBEHHOI'0 Npenapara 1no cCraHJIapTHOM npoueaype

WM B YIIPOIIEHHOM MOpsiAKe
Ne

HaCTOHH_Iee PETUCTPAIMOHHOC YIOCTOBCPCHUC BBIJAHO

(HaI/IMeHOBaHI/Ie ACPIKaATCIid

PErucTpallMOHHOTO YAOCTOBEPEHHS C YKa3aHUEM CTPaHBI IepiKaTelisi, ero MeCTOHaX0XKICHHS)
U ABJISETCA MOATBEPXKACHUEM TOr0, 4TO MUHHCTEPCTBOM 3PAaBOOXPAHECHUS 3apETUCTPUPOBAH

b

(TOpl"OBOC HaMMCHOBAHUEC CTPATCTUYCCKH BAXKHOI'O JICKAPCTBEHHOI'O npenapaTa)

(MeXyHapoIHOE HEelIaTEeHTOBAHHOE HAUMEHOBAHHE CTPATETHUECKH BAKHOT'O JICKAPCTBEHHOTO Tpernapara (B ciyyae
OTCYTCTBHUS MEXK/yHApPOIHOTO HEMIATEHTOBAHHOI'O HAUMEHOBAHHS YKa3bIBAETCs OOLIENPHUHSTOE (TPYIITUPOBOYHOE)
HaNMEHOBaHWE, HAyYHOe (XMMHYECKOe) HaMEHOBAHNE)

B JICKApPCTBEHHOU (opme
Hacrosiliiee perucTpalidoHHOE yIOCTOBEPEHHE HE TapaHTHPYET 3aKyNKy YKa3aHHOTO
CTpaTErHYECKU BAXKHOTO JICKAPCTBEHHOT'O Mperapara.
Wudopmanms o0 cTpaTerMyeckd BaKHOM JICKQPCTBEHHOM Tperapare MpecTaBlicHa
COTJIACHO TMPUJIOKCHUIO HA  JI. B 9K3.

JlaTa rocy1apCTBEHHOM pErucTpanuu JIefiCTBUTENIBHO 10
(moaTBEpKACHUS TOCYAAPCTBEHHOM PETUCTPALIIH ) o 20 T
20 r.

MuHuCTp 31paBOOXpaHEHUs
(3amectuTens MuHucTpa)

(moxnuce) (vHULIKANB! (MHULIHAT COOCTBEHHOTO
M.II. uMenn), hamuus)

[Ipunoxxenue

K PETUCTPAIlMOHHOMY YIOCTOBEPEHHUIO
0 FOCY/IapCTBEHHOMN PEruCTpaLuu
(TOaTBEPKACHNUHU TOCYAAPCTBEHHON
PETHUCTpPALIMHN) CTPATETHUECKH BAYKHOTO
JIEKapCTBEHHOTO NIpernapara

M0 CTaHJIaPTHOMU Mpolexype

WM B YIIPOIIIEHHOM TOPSIAKE

No



NHOOPMALUA
0 CTPaTernYeCKM BasKHOM JIEKAPCTBEHHOM Ipenapare

1. ToproBoe HaMMEHOBaHHME CTPATETMYECKH BAXKHOTO JIEKAPCTBEHHOTO Iperapara

2. MexayHapoqHOe HEMAaTEeHTOBAHHOE HAMMEHOBAHHUE JIEKAPCTBEHHOI'O Iperapara
(B cmyyae OTCYTCTBHUS MEXIYHAapOJAHOTO HEMAaTeHTOBAaHHOTO HAMMEHOBAHMS YKa3bIBAETCS
obmenpuHaToe (TPYNIUPOBOYHOE) HAWMEHOBaHHWE, HAYyYHOE (XMMHUYECKOE) HAMMEHOBAHUE)

3. JlexapcTBeHHas popma
4. 1o3upoBKa (JT03UPOBKH)
5. CocraB (HauMeHOBaHUE dapMareBTUIeCKo(rx) cyocTaniuu(ii)

6. ®opma BbITyCcKa (BHJ TIEPBUYHON YIAKOBKH, KOJUYECTBO [103, Macca, 00beM
B [IEPBUYHON ¥ BTOPUUHOM yIIaKOBKAX )

®opma Beimycka HepachacoBanHoil npoaykuuu (bulk product) (mpu nHamuuum) (BUX
YIAaKOBKM W KOJMYECTBO B ymakoBke HepacdacoBanHou mpoxykuum (bulk  product)

7. Y4acTHUKH MTPOU3BOJICTBA CTPATETHYECKU BaXKHOTO JIEKAPCTBEHHOI'O IIpernapara:

(HauMeHOBaHME POU3BOIUTENS (PapMaIEeBTUUCCKON CyOCTAHIIUH, MECTOHAX0XICHUE ITPOU3BOICTBCHHOM
TUTOINAAKH (TIPOU3BOICTBEHHBIX IIOIIAIOK)

(HamMeHoBaHue Tpou3BoaAuTENS HepachacoBanHoi npoaykiwu (bulk product), MmecToHaxoxaeHne
MIPOU3BOJICTBCHHOM IUIOIAAKY (IIPOU3BOCTBCHHBIX ILIONIAIOK) (TIPY HATTHYIHH)

b
(HanMeHOBaHHE TIPOM3BOIUTENS, OCYIIECTBIIIONIETO (PACOBKY CTPATETHYECKH BayKHOTO JIGKAPCTBEHHOTO TIpenapaTa,

MECTOHAXO0K/ICHUE ITPON3BOICTBEHHOM IIIOMIAKU (TTIPON3BOICTBEHHBIX TUIOIIA/I0K)

(HaI/IMGHOBaHI/Ie MpOU3BOAUTEIIA, OCYHICCTBIAOMICTIO YIIAKOBKY CTPATCTUYCCKU BAKHOT'O JICKAPCTBECHHOT'O
npenapara, MCCTOHAXOXK/ICHUE HpOPISBOZ[CTBeHHOﬁ omaiaku (HpOI/I?)BOZlCTBeHHLIX l'IJ'IOIIIa,HOK)
]
(HaI/IMGHOBaHI/Ie MIPOU3BOAUTEIIA, OTBCHAIOIICTO 3a KOHTPOJIb Ka4€CTBA CTPATCTUUCCKHU BAKHOT'O JICKAPCTBEHHOI'O
npenapara, MCCTOHAXOXK/ICHUE HpOPISBOZ[CTBeHHOﬁ momaiaku (HpOI/I?)BOZlCTBeHHLIX l'IJ'IOIIIa,HOK)

(HauMeHOBaHHE y4aCTHHKA ITPOM3BOCTBA, OCYLISCTBISIFOIIETO BbIJa4y pa3pelieHus Ha BHITYCK CEpUU
CTpaTernuecky BaXKHOTO JISKAPCTBEHHOTO Mpernapara, MECTOHAX0X/ICHNE TPOM3BOACTBEHHON IJIOIIAIKK
(TIpOM3BOACTBEHHBIX ITIOMIAIOK)

(HauMEHOBaHUS PYTUX YYACTHUKOB IPOHU3BOCTBA CTPATETUUCCKH BAXKHOTO JIGKAPCTBEHHOTO MperapaTa
(dapmarneBTHdeckoil cyOCTaHIINN), MECTOHAXOXKIEHHIE ITPONU3BOICTBEHHBIX IUTOMIAIOK (TP HATMYNHN) C YKa3aHUEM
BHJA paboT)
8. CpoK roIHOCTH CTPaTErM4YECKH Ba)KHOTO JIEKAPCTBEHHOIO Mpenapara

9. YcioBus xpaHeHus

10. Ctpareru4eckd  BaKHBIA  JICKAPCTBEHHBIM  Tpemapar  peanusyercs (HYXHOE
MIOYEPKHYThH):

0 pelenTy Bpaya;

0e3 perernTa Bpaya;

JUTS OKa3aHUSI METUIIMHCKOM MOMOIIY B CTAIIMOHAPHBIX YCIOBUSX.

11. SIBnsieTcs (He SABNSETCS ) HAPKOTHUECKUM CPEJICTBOM (HYKHOE TIOTYEPKHYTh ).

12. SIBnsieTcst (He SIBISETCS) ICUXOTPOITHBIM BEIIECTBOM (HY)KHOE MTOAYECPKHYTh ).

13. OTHeceH (He OTHECEH) K CIUCKY «A» (HyKHOE IMOTYEPKHYTH).




JlaTa rocy1apcTBEHHOU perucTpanumu JleicTBUTENBHO 10

(TTOATBEPkKACHUS TOCYAAPCTBEHHOM PETUCTPALINN) L 20 r.
L 20 1.
Jlata BHECeHUS N3MEHEHUU JlercTBUTEIBHO A0
B PETHCTPALIMOHHOE J1I0ChE o 20 r.
L 20 1.
MuHUCTp 31paBOOXpaHEHUS
(3amectuTens MuHuUCTpa)
(monuce) (vHULIMANB! (MHULIKAT COOCTBEHHOTO
M.IL. uMeHH), paMums)

[Ipunoxenue 2

K [lono)xeHnto o mopsAaKe M yCIOBUSX
OCYIIECTBJICHHS I'OCY1apCTBEHHOM
pPETHCTpali CTPATETUIECKH

BAXKHBIX JIEKAPCTBEHHBIX MIPENapaToB
(B penaxIuu mocTaHOBIICHUS

CoBeta MUHHCTPOB

PecnryOnuku Benapych

06.07.2023 Ne 441)

®dopma

MHWHHUCTEPCTBO 3IPABOOXPAHEHHMA
PECITYBJIMKU BEJIAPYCb

PETUCTPAIIMOHHOE YIOCTOBEPEHHE
00 yCJIOBHOM rocyJapCcTBEeHHOM perncrpanuu (MoATBePKACHUH YCJI0BHOM
roCy1apCTBEHHOM PerucTPalMi) CTPATErH4eCKH Ba)KHOI0 JICKAPCTBEHHOI0 Npenapara
Ne

HaCTOHH_Iee PETUCTPAIMOHHOC YIOCTOBCPCHUC BBIJAHO

(HamMeHOBaHWE AepKaTeIs

PEruCTPALIMOHHOIO YJOCTOBCPCHHS C YKa3aHUCM CTPaHbI ACPKATECIIA, €TO MeCTOHaXO)KZIeHI/Iﬂ)

U SBIIAETCS MOATBEPKACHUEM TOr0, YTO MUHUCTEPCTBOM 3ApaBOOXPAHEHUS 3apErUCTPUPOBAH

5

(TOproBoe HaMMEHOBAHUE CTPATEIMYECKU BaXKHOTO JIEKAPCTBEHHOT'O IIpenapara)

(MeXIyHapOJHOE HEMTATCHTOBAHHOE HAMMEHOBAHUE CTPATEIMYCCKH BAXKHOTO JICKAPCTBECHHOTO Mpernapara (B ciryvae
OTCYTCTBUS MEXKTyHAPOTHOTO HETIATCHTOBAHHOTO HAUMCHOBAHHS YKa3bIBACTCSI OOIICTIPHHATOE (TPYIITHPOBOYHOE)
HaNMEHOBaHWE, HAyYHOe (XMMHYECKOe) HaNMEHOBAHNE)

B JICKApPCTBEHHOU (opme
Hacrosiliiee perucTpaiidoHHOE yIOCTOBEPEHHE HE TrapaHTHPYET 3aKyNKy YKa3aHHOTO
CTpaTErHYECKU BaXKHOTO JICKAPCTBEHHOT'O Mperapara.
Wudopmarms o0 cTpaTerMyeckd BaKHOM JICKQPCTBEHHOM Tperapare MpecTaBlicHa
COTJIACHO TMPUJIOKCHUIO HA  JI. B 9K3.

Jara ycinoBHOI JIefiCTBUTENIBHO 10
rOCYIapCTBEHHOW PEruCTpalluu 20 1.
(TTOATBEPXKACHUS YCIOBHOM

roCy/AapCTBEHHOW PETUCTPALIUN)

20 r.



MuHuCTp 31paBOOXpaHEHUs
(3amectuTens MuHucTpa)

(moamuce) (mHUIMATE (MHUITTAT COOCTBEHHOTO
M.IL uMeHn), haMus)

IIpunoxenue

K PETUCTPAIlMOHHOMY YIOCTOBEPEHHUIO

00 yCIIOBHOM TOCYIapCTBEHHOM
peructpanuu (TIOATBEPKICHUH YCIOBHON
TOCYJaPCTBEHHOM PETHCTPAITHH)
CTpaTernyecKy BaXKHOTO
JICKapPCTBEHHOTO IIperapara

No

NHOOPMALUA
0 CTPaTernYeCK BasKHOM JIEKAPCTBEHHOM Ipenapare

1. ToproBoe HaMMEHOBaHHME CTPATETMYCCKH BAXKHOTO JIEKAPCTBEHHOTO IIperapara

2. MexxayHapoIHOe HEMAaTCHTOBAHHOE HAWMEHOBAaHWE JIGKAPCTBEHHOTO  IIperapara
(B CIydac OTCYTCTBHUA MCKAYHAPOJHOI'0 HCIMATCHTOBAHHOTO HAWMMCHOBAHHA YKa3bIBACTCA
oOmenpuHsAToe (rPyNIUPOBOYHOE) HAMMEHOBAaHWE, HAyYyHOE (XMMHUYECKOE) HAaMMEHOBAHUE)

3. JlekapcTBeHHas popma
4. Jlo3upoBka (J103UPOBKH)
5. CoctaB (HauMeHOBaHUE PapMareBTUIECKOM(KX) cyOcTaHuu(if)

6. ®opma BbIMycKa (BHJ TMEPBUYHOW YHNAKOBKH, KOJMYECTBO /03, Macca, 00beM
B IIEPBUYHON ¥ BTOPUYHOM YITAKOBKAX)

dopma Brimycka HepachacoBanHoil mpoxykumu (bulk product) (mpm Hammuuwm) (BUI
YIaKOBKM ¥ KOJIMYECTBO B ymMakoBke HepacdacoBanHoit mnpoxykuuu (bulk  product)

7. Y4acTHUKH TPOU3BOJICTBA CTPATETNYECKU BAXKHOTO JIEKAPCTBEHHOI'O IIpernapara:

(HanMeHOBaHHE TIPOM3BOIUTENS (papMareBTHIECKON CyOCTaHITNH, MECTOHAXO0X/ICHUE MTPON3BOICTBCHHOM
TUTOINAAKH (TIPOU3BOICTBEHHBIX IIOIIA]IOK)

(HamMeHoBaHue Tpou3BoaAUTENS HepachacoBanHor npoaykiwu (bulk product), MecToHaxoxaeHre
MIPOU3BOJICTBEHHOM IIOMIAJAKH (POU3BOJICTBEHHBIX TUIOIIAIO0K) (TIPY HATUIHH )

]
(HaI/IMGHOBaHI/Ie MMpOU3BOAUTECJIA, OCYLICCTBIAOMICTO q)aCOBKy CTPATCrU4CCKU BaKHOT'O JICKAPCTBCHHOT'O IIperiapara,
MECTOHAXOXKICHUC HpOPI?,BOZ[CTBeHHOﬁ Iiomaiaku (HpOI/ISBO,HCTBeHHI)IX HJ'IOHIa,HOK)

(HaI/IMGHOBaHI/Ie MpOU3BOAUTEJIA, OCYHICCTBIAOMICTIO YIIAKOBKY CTPATCTUYCCKU BA’KHOT'O JICKAPCTBECHHOT'O
npenapara, MCCTOHAXOXK/ICHUE HpOPISBOZ[CTBeHHOﬁ momaiaku (HpOI/I?)BOZlCTBeHHI)IX l'IJ'IOIIIa,HOK)

b
(HanMeHOBaHHE TIPOM3BOIUTENS, OTBEUAIOIIETO 32 KOHTPOJIb Ka4eCTBa CTPATETHIECKH BAYKHOTO JICKAPCTBEHHOTO
IpernapaTta, MECTOHaXO0XK/ICHNE PON3BOACTBEHHOH IIJIOMIAIK! (IIPON3BOICTBEHHBIX IUIOIA/I0K)

(HaMMEHOBaHHE YYACTHUKA POM3BOJICTBA, OCYIICCTBISIONICIO BbIJAUy Pa3pEIICHHUS Ha BBITYCK CEPUU
CTpATETUYECKU BaXKHOTO JICKAPCTBEHHOTO MpenapaTa, MECTOHAX0XICHUE TPOU3BOICTBCHHO IIOIIAKU
(TIpOM3BOACTBEHHBIX IIIOMIAIOK)

(HaMMEHOBAHUS JPYTUX YYACTHHKOB IPOM3BOJICTBA CTPATETHYESCKH BAKHOTO JISKAPCTBEHHOTO Mpenapara
(papmaneBTHyeCcKOl CyOCTAHIMHN), MECTOHAX0XKICHHE MPOU3BOACTBEHHBIX IIOIIANOK (MIPH HAJMYUH) C YKA3aHUEM
BHU1a pador)
8. CpOK IrOIHOCTH CTpATErMYECKH BaKHOIO JIEKAPCTBEHHOIO IpernapaTa




9. YcioBus xpaHeHus

10. CTtpaTernyeck  BaXKHBIM  JIEKapCTBEHHbBIN

MIOYEPKHYThH):
10 PEeLEnTy Bpaya,
0e3 perernTa Bpaya;

npenapar  peanu3yercss  (Hy»XHOe

JUTS OKa3aHMSI METUIIMHCKOM MOMOIIY B CTAIIMOHAPHBIX YCIOBUSX.

11. SIBnsieTcs (He ABNSETCS ) HAPKOTHUECKUM CPEJICTBOM (HYKHOE TIOTYEPKHYTh ).

12. SIBnsieTcst (He SIBISIETCS) ICUXOTPOITHBIM BEIIECTBOM (HY>KHOE MTOAYECPKHYTh ).

13. OTHeceH (He OTHECEH) K CIUCKY «A» (HyKHOE IMOTYEPKHYTH).

14. O6s3aTenbCeTBa, YCTAHOBJIICHHBIC TIPH  YCIOBHOW TOCYJAApPCTBEHHOW pPETHUCTpaIiuu
(OATBEPXKACHUHM  YCIOBHOW TOCYJApCTBEHHOM PETHUCTPAllMH) CTPATETHYECKH  Ba)KHOTO

JICKapCTBEHHOTO TIpernapara,

Jara ycinoBHOMI
roCyJJapCTBEHHOMN perucTpanuu
(TToATBEPKACHUS YCIOBHOM
rOCy/AapCTBEHHOW PETUCTPALIUN)
o 20 1.

Jlata BHECEHUsI U3BMEHECHUI
B PETHCTPALIMOHHOE J10ChE
o 20 1.
MuHuCTp 31paBOOXpaHEHUs
(3amectuTens MuHucTpa)

(moamuce)

M.IL

JlercTBUTENBHO 10
20 1.

JlercTBUTENBHO 10
20 1.

(mHUIMATE (MHUITTAT COOCTBEHHOTO
nMeHN), pamrus)

[Ipunoxenue 3

K [Ton0KeHUI0 0 TOPAKE U YCIOBHUIX
OCYIIECTBJICHHS I'OCY1apCTBEHHOM
pPETHCTpaliN CTPATETUIECKH

BaYKHBIX JICKAPCTBEHHBIX MPENIAPaTOB
(B pemaxmuu moCcTaHOBIICHUS

CoBeta MUHHCTPOB

PecnryOnuku Benapych

06.07.2023 Ne 441)

®dopma

MUWHUCTEPCTBO 3/IPABOOXPAHEHUA
PECITYBJIMKU BEJIAPYCb

PETUCTPAIIMOHHOE YIOCTOBEPEHHUE
00 YCJIOBHOM roCyJIapCTBEHHOM PEerucTPAlMM CTPATErn4ecKu BasKHOI0 JIEKAPCTBEHHOT 0
npenapara Ajsi JKCTPEHHOr0 NIpUMeHeHu sl

Ne

Hacrosiiee peructpaiimoHHOE yI0CTOBEPEHHE BBIIAHO

(HanMeHOBaHWE AepKaTeIs

PErUCTPALIMOHHOIO YAJOCTOBCPCHHS C YKa3aHUCM CTPpaHbI ACPKATECIIA, €TO MeCTOHaXO)KHeHI/Iﬂ)
U SBJSIETCS MOATBEPKAECHUEM TOro, 4YT0 MUHHUCTEPCTBOM 3APaBOOXPAHEHUS 3apETUCTPUPOBAH

b

(TOpl"OBOC HaMMCHOBAHUEC CTPATCTUYCCKHU BAXKHOI'O JICKAPCTBEHHOI'O npenapaTa)



(MeXyHapoIHOE HEelIaTEeHTOBAHHOE HAUMEHOBAaHHE CTPATETHUECKH BAKHOT'O JICKAPCTBEHHOTO Tpernaparta (B ciryyae
OTCYTCTBHUS MEXK/yHApPOIHOTO HEMIATEHTOBAHHOI'O HAUMEHOBAHHS YKa3bIBa€TCs OOLIENPHUHSTOE (TPYIITUPOBOYHOE)
HaNMEHOBaHWE, HAyYHOE (XMMHYECKOe) HaNMEHOBAHNE)

B JICKApPCTBEHHOU (opme
Hacrosiiiiee perucTpalidoHHOE yIOCTOBEPEHHE HE TrapaHTHPYET 3aKyNKy YKa3aHHOTO
CTpaTErHUECKU BaXKHOTO JICKAPCTBEHHOT'O Mperapara.
Wudopmanms o0 cTpaTerMyeckd BaKHOM JICKQPCTBEHHOM Tperapare MpecTaBlicHa
COTJIACHO TMPUJIOKCHUIO HA  JI. B 9K3.

Jara ycinoBHOI JIefiCTBUTENIBHO 10
rOCYIapCTBEHHOW PEruCTpaluu L 20 1.
JUIS1 SKCTPEHHOTO MPUMEHEHHUS
L 20 1.
Jlata BHECeHUS N3MEHEHUU JlercTBUTEIBHO A0
B PETUCTPALIMOHHOE J0CHE o 20 1.
L 20 1.
MuHUCTp 31paBOOXpaHEHUS
(3amectuTens MuHuUCTpa)
(moamMCh) (MHATIIATE] (MHAIAAT COOCTBEHHOTO
M.IL nMeHn), pamrus)

IIpunoxenue

K PETUCTPAIlMOHHOMY yIOCTOBEPEHHUIO
00 yCIIOBHOM TOCYIapCTBEHHOM
perHCTpaluy CTPATETMISCKH BAKHOTO
JICKapPCTBEHHOTO IIperapara

JUTSL SKCTPEHHOTO PUMEHEHUS

No

NHOOPMALUA
0 CTpaTernyeckH Ba)KHOM JIEKAPpCTBEHHOM Npenapare

1. ToproBoe HaMMEHOBaHHME CTPATErMUECKH Ba)XHOI'O JIEKAPCTBEHHOIO IIperapara

2. MexayHapoqHOe HEMAaTEeHTOBAHHOE HAMMEHOBAHHUE JIEKAPCTBEHHOIO Iperapara
(B cmydyae OTCYTCTBHUS MEXKIYHAapOJHOTO HEMAaTeHTOBAaHHOTO HAMMEHOBAHMS YKa3bIBAETCS
obmenpuHaToe (TPYNIIUPOBOYHOE) HAWMEHOBAHHWE, HAYyYHOE (XMMHUYECKOE) HAMMEHOBAHUE)

3. JlekapcTBeHHas popma
4. Jlo3upoBka (J103UPOBKH)
5. CoctaB (HauMeHOBaHUE PapMareBTHIeCKOM(KX) cyOcTaHuu(if)

6. ®opMa BbIMycKa (BHJ TMEPBUYHOW YHNAKOBKH, KOJMYECTBO /03, Macca, 00beM
B IIEPBUYHON ¥ BTOPUYHOM YITaKOBKAX)
@®opma Beimycka HepachacoBanHoil npoaykuuu (bulk product) (mpu nHamuuum) (BUX
YIAaKOBKM U KOJMYECTBO B ymakoBke HepacdacoBanHor mpoxykuum (bulk  product)

7. Y4acTHUKH MTPOU3BOJICTBA CTPATETHYECKU BaXKHOTO JIEKAPCTBEHHOI'O IIpernapara:

(HauMeHOBaHME IPOU3BOIUTENS (PapMaIEeBTUUCCKON CyOCTAHIIUH, MECTOHAX0XICHUE MTPOU3BOICTBCHHOM
TUTOMIAKH (TMTPOU3BOICTBEHHBIX TUIOIIAIOK )

(HanMeHOBaHMe Mpou3BoAMTENs HepacdacoBaHHOM npoaykuun (bulk product), MmecToHaxoXaeHue
MIPOM3BOJICTBEHHOH IUIONMIAKH (IPOU3BOJICTBEHHBIX IUIOMAA0K) (TIPH HAJIMYHH)




(HaI/IMGHOBaHI/Ie MMpOU3BOAUTECIIA, OCYLICCTBIAOMICTO q)aCOBKy CTPATCrU4C€CKU BaKHOT'O JICKAPCTBCHHOT'O IIperiapara,
MECTOHAXOXKICHUC HpOH3BOZ[CTBeHHOﬁ Iiomaiaku (HpOI/ISBO,HCTBeHHI)IX HJ'IOHIa,HOK)

(HanMeHOBaHHE TIPOM3BOIUTEIS, OCYIICCTBIIIONIETO YIIAKOBKY CTPATETMIECKH BaYKHOTO JICKAPCTBECHHOTO
mpernapaTa, MECTOHaX0XK/ICHNE PON3BOACTBEHHOH IIJIOMIAIK! (IIPOU3BOICTBEHHBIX IUIONIA/I0K)

]
(HaI/IMeHOBaHI/Ie MMPOU3BOAUTEIIA, OTBCHAIOIIETO 324 KOHTPOJIb KAY€CTBA CTPATCTUUCCKHU BAXKHOT'O JICKAPCTBEHHOI'O

mpernapaTta, MECTOHaX0XK/ICHNE PON3BOACTBEHHOH IIJIOMIAIK! (IIPON3BOICTBEHHBIX IUIOIA/I0K)

(HauMeHOBaHME y4acCTHHKA ITPOM3BOACTBA, OCYIIECTBISIOIETO BbIaYy pa3pelieHus Ha BBIITYCK CEpUU
CTpaTernuecKky BaXKHOTO JICKAPCTBEHHOT'O Mpernapara, MECTOHAX0X/ICHNUE ITPOM3BOACTBEHHON IIIOIIAIKH
(TPOM3BOACTBEHHBIX IUIOLIA/IOK)

(HaMMEHOBAHUS JPYTUX YYACTHUKOB IPOM3BOJICTBA CTPATETHYESCKH BAKHOTO JISKAPCTBEHHOTO Mpenapara
(papmaneBTHyYeCKOl CyOCTAHIMHN), MECTOHAX0XK/ICHUE MPOU3BOACTBEHHBIX IIOIIANOK (MIPU HAJIMYUH) C YKA3aHUEM
BHU/1a pador)
8. CpOK IrOIHOCTH CTPATErMYECKH BaKHOTO JIEKAPCTBEHHOIO Iperapara

9. YcioBust XxpaHeHUs

10. Ctpareru4eckd  BaKHBIA  JICKAPCTBEHHBIM  Tpemapar  peanusyercs (HYXHOE
MIOYEPKHYThH):

0 pelenTy Bpaya;

0e3 perernTa Bpaya;

IUIS OKa3aHUSI METUIIMHCKOM MOMOIIY B CTAIIMOHAPHBIX YCIOBUSX.

11. SIBnsieTcs (He ABNSETCS ) HAPKOTHUECKUM CPEJICTBOM (HYKHOE TIOJYEPKHYTh ).

12. SIBnsieTcst (He SIBISETCS) ICUXOTPOITHBIM BEIIECTBOM (HY>KHOE MTOAYECPKHYTh ).

13. OTHeceH (He OTHECEH) K CIUCKY «A» (HyKHOE IMOTYEPKHYTH).

14. O6s3aTenbCcTBa, yCTAHOBJIIGHHBIC TIPH  YCJIOBHOW TOCYJAApCTBEHHOW pPETHUCTpaIluu
CTpaTerMYecKd BaXXKHOTO JICKQPCTBEHHOTO TMpernapara i OKCTPEHHOTO  TPUMEHEHUS,

Jara ycinoBHOI JIefiCTBUTENIBHO 10

rOCYyIapCTBEHHOW PErUCTpaluu L 20 1.

JUISL S3KCTPEHHOTO TPUMEHEHHUS

L 20 1.

Jlata BHECeHUS N3MEHEHUU JlercTBUTEIBHO A0

B PETUCTPALIMOHHOE J0CHE o 20 1.
20 T

MuHUCTp 31paBOOXpaHEHUS
(3amectuTens MuHuUCTpa)

(moxnuce) (vHULIKANB! (MHULIHAT COOCTBEHHOTO
M.IL UMeHH), haMuIus)



