MVHVICTEPCTBO 3JIPABOOXPAHEHVAA PECITYBJIVKVA BEJAPYCh

CEPTHOUKAT

COOTBETCTBUSI IPOMBIIIJEHHOT O TPOM3BOCTBA
JEKAPCTBEHHBIX CPEJCTB TPEBOBAHUSIM
HAJJIESKAIIEA MPOU3BOJCTBEHHOI IPAKTUKY (GMP)

Ne 207/2022/GMP

BBIJaH II0 HMTOTraM IPOBEJEHHUS HHCIEKTHPOBAHUS B COOTBETCTBUU ¢ [lonmoxkeHueM o
HOPAIKE U YCIOBHSIX MHCIEKTHPOBAHUS MPOMBIIUICHHOTO ITPOHU3BOACTBA JIEKAPCTBEHHBIX
CPENCTB HAa COOTBETCTBME TpeGoBaHMAM Hammexalnel IpPOM3BOACTBEHHON MPAKTUKH,
YTBEP)KICHHBIM [TOCTaHOBIEHHEM MuHMCTEpCTBa 31paBooxpaneHus Pecinyonuku benapychk
ot 18 Hos16pst 2020 r. Ne 102.

MuHucrepcTBo 3apaBooxpaneHus Peciy6nuku benapych noareepxiaaer ciegyomee:
IIPOBECHO HHCIIEKTUPOBAHHE

OTKpbITOro akHOHepHOro obmecTBa «CBeTJ0ropcKkXHMBOJIOKHOY

(HauMeHOBaHUE MPOHU3BOAUTENS, TPOU3BOACTBEHHON(BIX) MIOMAAKH(OK),
247439, I'omeabckas 00i., r. CBeTsIOropek, yia. 3aBoackas, 5/5; ren. +375(2342)48-377;
(pakc. +375(2342)48-180; e-mail: sohim@sohim.by

MecTo(a) HAXOXkAeHU, Tened)oH, apec AMEKTPOHHOM NoUThI)

SR

Ha OCHOBaHHUU:
npuka3a MuHucTeperBa 3apaBooxpanenusi Pecny6nnku Benapyen ot 01.11.2021 Ne 1371
«O npoBeeHHH HHCIIEKTHPOBAHUSIY.

R (yxa3arb OCHOBaHHE)
Ha ocHoBaHuM cBeneHHH, MOJYHEHHBIX MPU MPOBEACHWH WHCMEKTHPOBAHMsl, MOCIEAHEE M3
KOTOpeIX OBbLTO mpoBeaeHo ¢ 22.11.2021 no 26.11.2021 r., ycTaHOBNEHO, YTO AAaHHBIN
NPOU3BOAUTENb  JIEKAPCTBEHHBIX CPEICTB COOTBETCTBYeT TpeOoBaHusaM Hannexaiuei
MPOU3BOJICTBEHHOM MPaKTUKH.
Hacrosmuii ceptudukaT oTpaxkaer ctaTyc NMpOU3BOACTBEHHOM(BIX) MIOMAAKH(OK) HA MOMEHT
MPOBEICHNS MHCIIEKTUPOBAHUS M MO MCTEYSHWH 3 JIeT OT AaThl MOCJEAHEro AHs MOCeIHEero
UHCIMEKTUPOBAHUS HE JOJDKEH NMPUHUMATBCS B KayeCcTBE NOKYMEHTA, CBUAETENbCTBYIOLIETO O
cTatyce cooTBeTcTBus. [lpu ompeneneHWu cpoka, Ha KOTOPHIH BbIJaeTcs cepTUUKAT,
YUUTBIBAIOTCS MPHUHLMMEL YIIPABJIEHUS PUCKaMU B COOTBETCTBMM C AOKYMEHTAMH CHCTEMBI
KauecTBa (hapMHUHCMEKTOpaTa W OTpaxkaroTcs B moje «OrpaHUYEeHHs WM MOSCHUTEbHBIC
3aMEeTKM, Kacaromuecss o0nacTH TNpHUMeHeHWsl HacTosiiero ceptudukaray. Ceprudukar
sIBJISIeTCA JEHUCTBUTENIBHEIM B Cllydae MPeACTaBJICHUS KaK OCHOBHBIX, TaK M JOMOJHHUTENbHBIX
JIUCTOB. ,
AyTeHTHYHOCTH  (MOAJIMHHOCTB)  HACTOSILEro  CcepTH(dHUKaTa MOXHO TpPOBEPHUTh  Ha
opuumansHoM calite MuHucTepcTBa 3apaBooxpaHeHus Pecnybnvku benapyck B rno6anbHoi
KOMIBIOTEpHOM ceTH MHTepHeT.

%
.aa;
a
:

Jluer 1 u3z 2




CEPTUOUKAT
Ne 207/2022/GMP

[ JlekapcTBEHHBIE MPEMAPATHI I MEIHIITHCKOTO TPHMEHEHHS

O @apmarneBTHYECKHE CYyOCTaHIAN

O BetepuHapHbIe JIekapCTBEHHbIE MPenapaThl

[J JlexapcTBeHHBIE ITpenapaTsl I KIIMHAYECKUX HCCIIeIO0BAaHUH (MCIIBITAHHIA)

Kon HaumenoBaunue

HaunmenoBaHue BHAa NPOM3BOICTBA, JEKAPCTBEHHOI (POPMBI

HpOMLIIIIJIeHHOC IPOU3BOACTBO Ira3oB, HCMOJIB3YE€MbIX B MEIUMIHHCKHUX LEIAX,
H UX OoIITOBasi peaju3anus

5.1 I'a3 MequUUHCKHIA

5al2 ra3 MeQUIIMHCKHHI CoKaThIN

< Beimyckaromuii KOHTPOJIb

11 Kontpoas kauyecTBa

11.3 xuMu4deckue (Gu3ndeckue) UCIBITaHUs

OI‘paHI/I‘—IeHI/ISI HJIH ITIOACHUTCIIBHBIC 3aMCTKH, KaCaroIuecs obmacTu MNPUMEHCHHUA
CCpTH(bI/IKaTaZ JIEHCTBUE NJAHHOTO cepm(bHKaTa pacipoCTpaHaACTCA Ha a30THO-KHUCJIOPOAHYIO
CTAaHIUIO LI€Xa HapOCHa6}KeHI/ISI, BCHTHJIALMH U XOJIOOUJIBHO-KOMITPECCOPHOTO 060py1:[OBaHI/Iﬂ.

3amecturtens MunucTpa
3paBOOXpaHEHUs

Pecny6nuku benapych J1.B. YepenuuueHko

JaTa moamucanus
25 mapra 2022 1.
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