Hehdehdddohbehdida

AR
VI

CEPTHOUKAT

COOTBETCTBUS MPOMBIINIJIEHHOI'O ITIPOU3BOACTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHUsIM
HAJUVIEXKAINEU TPOU3BOJACTBEHHOMU ITPAKTHUKH

Ne 0306/2026/GMP :
Cpok neiicteus ¢ 21 HosGps 2025 r. no 20 HoaGps 2028 r.

BbinaH no wuTOraM mnpoBeleHWs MHCMeKTHpoBaHHs ((papmaLeBTHUEEKOI ann%k\uun) B
cootBetcTBUK ¢ [lonoxkeHHeM O MOpAAKE M YCIOBHAX HHCTEKTHUPOBaHKs: ((apMaugBTHU4eCKOM
MHCTIEKLIMH) MPOMBILLIEHHOTO MPOU3BOICTBA JIEKAPCTBEHHBIX CPECTB HA codTBef CBIe TPEGOBAHUAM
Hannexauweli npousBOACTBEHHON MNpPaKTHKH, YTBEPXKIEHHBIM [OCTAHOBACHUEM §HHHCTepCTBa
3apaBooxpaHenus Pecry6ankn benapych ot 18 Hos6ps 2020 r. Ne 102. ,\r§

MuHHcTepcTBO 3apaBooxpaneHust Pecnybauku benapych /\,b

(MosiHOE M COKPALLCHHOE HAMMEHOBAHHS YTOIHOMOUEHHOTO OPTaHa)
NMOATBCPXKAACT CJICAYHOLEC:

nposeieHa GpapmMaleBTHUECKasd HHCTIEKLHA P>

~ N
OTKPLITOIO AKLUIHOHEPHOT'O O6U1€CTB& ((BOpl/lCOBCKl/H/l 3aBOJ MG,E[I/ILIP;\@KI/]X npenapaToB»

(noHOE HAMMEHOBAHHUE MTPOU3BOAUTCIIS) <
s (v \'
Pecny6nuka Benapycs, MuHckas obnacts, BopucoBckuii paifoH, r.o&)pucos, yi. Yanaesa, 64
(uex Ne 2) ~

o
S

(anpec NpoW3BOACTBCHHON MIOLLIARKH)
Ha OCHOBAHWH: \Q(O
npukasza MuHHCTEpCTBa 3apaBooxpaHeHus Pecny0aunkn Benaggéb or 15 cenrsndps 2025 r. Ne 1055
«O06 opraHH3alMi HHCIEKTHPOBAHUSY. &

Ha ocHoBanuM cBeleHHit, MOJyYEHHbIX TPUNIPOBEASHUM WHCNEKTUPOBaHMA, MOCIEAHEE U3
KoTopbIX ObU10 npoBeneHo ¢ 10 Hoa6ps 2025 § “mo 1§H0ﬂ6pﬂ 2025 r., ¢ 17 Hos0ps 2025 r.
no 21 HosOps 2025 r. ycTaHOBAEHO, YTO JAaHHOE ¢apw)§i(eBaneCKoe MPOU3BOICTBO COOTBETCTBYET
TpeGoBanusaM Haanexauwed npousBoAcTBEHHEH JfipakTuku, dkBuBaneHTHOH [lpuHumnam
Pykosoactey Esponeiickoro cotosa no nafliiexkalueit’ mpousBoiCTBEHHON NMPAKTHKE NEKAPCTBEHHbIX
CPEeACTB [Tt MEAMLIMHCKOTO U BETePUHApHORQMpuMeHeH s W npuHuMnaM CucTembl COTpyAHHYECTBA
dhapmauerTHueckux uHenekiuii (PIC/S). S

Hacroswmii  ceprudukar oppaxaeT TYC MpPOWU3BOACTBEHHOHW TIOWAAKH HAa MOMEHT
NpoBeieHNs (PapMaLEeBTHIECKOH HHENEKLMUAM MO HCTeUeHMH Boree 3 JieT OT JaThl MOCHEHEro AHs
MOC/IEAHEr0 MHCMEKTUPOBAHHUS He MoxceTézgnTaTbCﬂ JIOKyMEHTOM, CBMIETEJILCTBYIOLIMM O CTaTyce
coorBercTBUud. Cpok naeilcTeiis cepTgﬂMKaTa MOKET ObITb COKpalleH TNpu  HCMOJIb30BaHUH
COOTBETCTBYIOIMX MPHHLIMNOB YAPABISHHS PUCKAMH TPH HATTMUMHM COOTBETCTBYIOLLEH 3aHCH B Mofie
«OrpaHuueHus Wiau MOACHUTEIbHEI® 3aMETKH, Kacatouecs o6nacTd MPUMEHEHUs HaCTOALIEro
ceptrdukaTay. § ’

Ceprndukar sBasemes AEHCTBUTENBHBIM B Cllydae MpPEACTaBIEHHs BCEX €ro JIMCTOB (Kak
OCHOBHbIX JTUCTOB, Tak W AONOIHUTENbHBIX JIUCTOB). ‘

AYTEHTHUYHOETH (no;m;ézHHOCTb) HaCTOALIEr0 cepTUdUKATA MOXKHO MPOBEPUTH B 0a3e JaHHBIX
MunucrepcTsa 3apaBooxpascHus Pecny6nku benapychb, pacnojioKeHHOH N0 afpecy:
https://minzdfav.gov .by/ridlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zdiavooklhsaneniva/index.php.

Ecin cepThdukar He mnpejcTaBieH B yKasaHHOH 0ase NaHHbIX, creayeT oOpaTMTbCs B
ynonHOMOHeHHblﬁo?\j"raH, €ro BbIJABLIUH.
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MVHVCTEPCTBO SHPABOOXPHVIH PECITYBJIVIKVI BEJIAPYCh

CEPTUOUKAT

Ne 0306/2026/GMP

M JlekapcTBeHHbIE CPEACTBA 1St MEAWLIMHCKOTO NMPUMEHEHUS
[ JlekapcTBeHHbIE TIpENaparhl A/ KIHHUYECKHX UCCIeN0BaHNH (UCTIBITAaHWH)

Kon ‘ HaumeHoBaHue Ny

I TIPOM3BOICTBEHHDIE ONEPALIMH - TEKAPCTBEHHA S [TPOIY KIS
1.2 | HecrepuibHas npoayKuus ey

1.2.1. HecrepunbHad  mpoaykuus  (TEXHONOTMYeCcKHe onepaudh s \gézﬁyqum

CJICAYIOLIMX JIEKAPCTBEHHbIX OPM): S

e Q
—
1.2.1.5. XKuakue nekapcTBeHHble HOPMBI AJ1sl HAPYKHOTO NMPUMEHEHUs &rzr

1.2.1.6. Xuakue nekapcTBeHHble GOPMBbI 1J1 BHYTPEHHETO anMéH‘ﬁngﬁV

1.2.1.11. Msarkue jekapcTBeHHble (HOPMBI Y

(02
o J N
1.2.2. BoimyckaroLuii KOHTpOIb KauecTsa (cepTudurauus cepun) &

< N
[Ipouas nexapcTBeHHAs MPOLYKLIMS WIH NPOU3BOACTBEHHAMICATEILHOCTD
1.4.1. IIpon3BoacTeo: :

1.4.1.1. PactutenbHas npoayKuus
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1.4.3. [pouee: Q
KOHTPOJIb KAayecTBa W BbIYCKAIOLIMH KOHTPOJb Ka;igcma (cepTudukaums cepum):
MuHckas o6nacts, Bopucosckuii paifod, T Bopwico, yi. Uanaesa, 64, 64/27,
yiI. CTponTénel‘?l, 24: W &

XpaHEHUE MaTEPHAIIOB U MPOLYKLIUH: Ml/iHckaa o@%cn, BopucoBckuii paitoH, r. Bopucos,

ya. Uanaega, 64, 64/1, 64/11, 78, 78/}; yu. CTpﬁ%’Teneﬁ, 24/3, 24/4.
VnakoBka N §U
\Jod

1.5.1. [lepuyHas ynakoBka: C N D

1.5.1.5. XKunkue nexapcTBeHHbIe tb’opM@nﬂ Hapy’>KHOTO NPUMEHEHHUS

1.5.1.6. XXuzakue nekapcTaeHHsie JOpbI A1 BHYTPEHHERO NPUMEHEHHS!

1.5.1.11. Msrkue NEKapCTBEHHBIE d:{é%Mbl

(74)

1.5.2. BropuuHas ynakoBka N
= my

KoHTposnb kauecTsa &
£

1.6.2. Ml/leO6MOHOFHHGCKI/{@CHbITaHI/IHZ MUKpOOHONOryuecKas YucToTa

1.6.3. XumHueckme (d)HSl/rl\Q&:Kl/le) UCTIBITAHUS

Orp@qennﬂ WM MOACHUTENbHBIE 3AMETKH,
4 Kacargﬁnec;l 0071aCTH npUMeHeHus cepTHdUKaTa:
JeHCTBUE NaHHOLO ceand)g;&'aTa pacnpocTpaHsieTcs Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPELICTB B
uexe Ne 2: np0u330110TBgH'Hble yuacTku Ne 1, Ne 2, Ne 3;
h: \ S
1.2.1.5, 1.2.1.6 — npongBoacTBeHHbIH yuacTok Ne 1;
1.2.16, 1.2.1.8.—n YOM3BOICTBEHHDIH yuactok Ne 2;

1.2.1.11 — npoussoncTBeHHbIH yuacTok Ne 3;
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MVHVCTEPCTBO SZIPABOOXPAEHVIH PECIIYBJIVIKI BEJIAPYCb

CEPTUOUKAT

Ne 0306/2026/GMP

1.2.1.5, 1.2.1.6 — pneicTBHe pacnpocTpaHseTcs B TOM 4YUCIE HA TMPOM3BOACTBO JKMAKMX
CIIHPTOCOAEIKALUMX JIEKAPCTBEHHBIX (HOPM A7t MpUemMa BHYTPb, XKHIAKMX CHOHPTOCOACRKAILKX, |
JA€KapCcTBEHHbIX (OpPM IS HAPYXKHOrO M (MJIM) MECTHOrO MNPUMEHEHHS W3 .HGK/C

s,

pactuTesbHOro cbipbs (1.4.1.1). , S b /
Craposoiitos A.I'., A :
3aMEeCTHUTEIb
MuHuUCTpa 3ApaBOOXpaHEHU

PecnyOnuku benapyco

((pamuIns, cOOCTBEHHOE UMSl, OTHECTBO (EC/M TAKOBOEC
UMeeTes ), J0DKHOCTD CITykKallero)

17 mapra 2026 T.

(nara noanucaHus)
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