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MVHVCTEPCTBO SIIPABOOXPHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT

COOTBETCTBUS IPOMBINIJIEHHOI'O ITIPOU3BOJCTBA
JEKAPCTBEHHBIX CPEJICTB TPEFOBAHMSM
HAJUIEXKAIIEW ITIPOU3BOJCTBEHHOM IIPAKTUKH (GMP)

Ne 155/2021/GMP

BBIJIaH 10 HTOr'aM IIPOBEIEHNUSA HHCIIEKTUPOBAHUS B COOTBETCTBUH ¢ I lookeHreM o mopsake -
M YCJIOBUSX HHCIIEKTHPOBAHMS IPOMBIIUIEHHOTO ITPOM3BOICTBA JIEKAPCTBEHHBIX CPEACTB Ha
COOTBETCTBHE TpeGoBaHUsIM Hasmexaineit pou3BOJCTBEHHON MPAKTHKY, YTBEPKICHHBIM
nocraHoBiieHueM MuHucTepcTBa 3apaBooxpanenus PecnyOmuku benapych ot 18 HosIOps
2020 r. Ne 102.

MrunucTepcTBo 3apaBooxpanenus PecyOnnku benapych moATBEPKIAET CIEayOIIee:
[IPOBEJICHO MHCIIEKTUPOBaHUE

CoBmecTHOro o0mecTBa ¢ orpanmdeHHoii orBercTBeHHOCThI0 «HATHUBUTA»,
Y4aCTOK MHBEKIIHOHHBIX IIPENapaToB 11eXa M0 MPOU3BO/ICTBY JeKAPCTBEHHBIX CPEJICTB

(HauMEHOBaHHUE NIPOU3BOAUTENS, TPOU3BOJCTBEHHOM(BIX) MIOLIANKK(OK))
ya. Ctpoutedneii, a. 3, 211361, r. n. bemenxkoBuyu, Buredckas o0d/acTh, Pecnyonka

benapycs, Tea./¢paxe: +375 (0212) 62-23-08, info@nativita.com

(MecTo(a) Hax0XEeHHUS, TenedOH, afpec SNEKTPOHHOM MOUTHI)

Ha OCHOBAHHH.

npukaza MuHucTeperBa 3apaBooxpanenusi PecnyOauxm benapyer Ne 1149 ot
02.11.2020 «O npoBexeHNH HHCIEKTHPOBAHMSD

(HOMEp pacnopsKeHusl UM HOMep Npukasa MUHUCTEPCTBA 3paBOOXPAHEHHS)

Ha ocHoBaHuM cBefieHUH, OJTyYEHHBIX IIPY TPOBEACHUY WHCIIEKTHPOBAHMUS, TIOCICHEE U3
KOTOpBIX ObUIO mpoBeneHO ¢ 9 mo 12 HosOps 2020 r., yCTaHOBIEHO, YTO JAHHBIH
IIPOM3BOJHUTENL JIEKAPCTBEHHBIX CPEICTB COOTBETCTBYET TpeboBanusM Hamiexamieit
IIPOM3BOCTBEHHOH MPAKTHUKH.

Hacrosmuii ceprudukar oTpakaeT cTaTyc NPOM3BOIACTBEHHOM(BIX) IUIOMAAKK(OK) Ha
MOMEHT NPOBENECHHS MHCIEKTUPOBAHUS M 110 MCTEYEHUHU 3 JIET OT JAThl ITOCIEIHEro JHS
TOCIIEIHETO  MHCIIEKTHPOBAHUS HE JOKeH IIPMHEMATHCS B KadecTBe JOKYMEHTa,
CBUAETENBLCTBYIOIIETO O CTaryce cooTBeTcTBUA. [lpu ompeneneHuym cpoka, Ha KOTOPBIH
BBIJAETCs CepTU(QUKAT, YUUTHIBAIOTCS IPUHIMILI YIPABICHUS PHCKaMH B COOTBETCTBHH C
JIOKyMEHTAaMH CHCTEMBI KayecTBa GapMHUHCIIEKTOpaTa U OTPaXKArOTCs B mojie « OrpaHuIeHHs

WM TOSACHUTENBHBIE 3aMETKH, Kacaroluecs oO0JacTH TPUMEHEHHUs HaCTOSIIETO
ceprudukaray. Ceprudukar sBISETCS NSUCTBHTEIBHBIM B CIydae MpPEICTABIEHHS Kak

OCHOBHBIX, TaK U JIOIIOJTHUTENIBHEIX JIACTOB.
AYTEHTHYHOCTh (TIOJUIMHHOCTH) HACTOSINETO CepTU(PHUKATA MOXHO IIPOBEPUTH Ha
obunmasbHOM calite MuHHcTepcTBa 3IpaBooxpaHenuss PecmyOnuku bBemapycs B
riI00anbHOM KOMITBIOTEpHO# cetn MHTEpHeT.

Jluct 1 u 3
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* MVIHVICTEPCTBO 37PABOOXPAHEHYS PECITYEJIVIKM BEJIAPYCh

CEPTUO®HUKAT
Ne 155/2021/GMP

{4 JlexapcTBeHHBIe MpEnapaTh A7 MEIUIUHCKOTO IPUMEHEHHS

[0 ®apmaniesTrueckue cyOcTadIMu

[ BeTeprHapHble IeKapCTBEHHBIE IIPEIapaThl

[ JlexapcTBeHHbIE IIpeNaparThl s KIMHUIECKHMX MCCIIEN0BAHMY (MCIBITaHMH)

Kox HaumenoBanue

HaumeHnoBanue BHIa Npou3BOACTBA, ﬂeKapCTBeHHOﬁ q)OpMLI

1 IIpoMbImIeHHOE NPOU3BOACTBO CTEPHIILHBIX JIEKAPCTBEHHBIX CPEACTE U (MJIH)
: (hapManeBTHYEeCKUX CYOCTAHIMIA M UX ONTOBAS PeaTM3aIus

1 1.1 JIexapcTBeHHbIE GOPMBI, NPOM3BOAMMBIE B ACENITHYECKHUX yCI0BHIX

1.1.1  [Kuakne JIeKapcTBeHHbIe GopMbI

| [1.1.1.3  pxmaxoctu Maoro o6sema (100 Mt uinu mMenee)

112 JIekapcTBenHble popMbl, MoxBepraemMbie GUHUIIHON CTEPUIN3ANMH

12.1 [Kuagkne exapcTeeHnbie (hopMbI

1.2.1.3 pxmaxoctu Magoro oo6sema (100 Mt unu meHee)

1.3 Brimy ckarommii KOHTPOJIb

3 [IpoMbIIIeHHOE POU3BOACTBO OHOJOIHIECKHX (B TOM YHCIE

MMMYHOJIOTHYECKHX) JIEKADCTBEHHbIX CPeACcTB U (Win) papManeBTHYECKHX
CyOCTaHIMI B HX ONTOBAs Peau3anus

o

AR

EUS

3.1 CrepuiibHbIe JJeKapcTBeHHbIE (POPMBI

3.1.1  PKunaxme gexapcTBenHble popMbl GHOTOrHUECKHX (B TOM YHCIe
HMMYHOJIOTHYE€CKHX) JTeKaPCTBEHHBIX CPENCTB

i

L B.1.1.5 IKOHLIEHTPATBI

1 B.1.17 pacTBOPBI Masioro o6semMa (100 Mt wn Menee)

' 3.12  [Tsepable nekapeTBeHnble OPMBI GHOTOTHYECKHX (B TOM HHCIE
HMMYHOJIOTHY€CKHX) JIeKAPCTBEHHBIX CPEICTB

1 B.1.2.1 |tmodumusarsr

/3.3 BoinycKaommii KOHTPOJIb
o

9 TlpoMbInIeHHOE NPOH3BOACTBO JIEKAPCTBEHHBIX CPEICTB B YACTH (PACOBKH U
(MJ1¥) YIIAKOBKH JIEKAPCTBEHHBIX CPeICTB M (WIH) (hapManeBTHYeCKAX
cyOcTaHnuii H MX ONTOBAs peaTH3aNus

BToquHaﬂ YTAKOBKa JIEKAPCTBEHHBIX hopM
Jluct 2 u3 3
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 MUHVCTEPCTBO 3[IPABOOXPAHEHVIA PECITYBJIVIKVA BEAPYCh

CEPTHOUKAT
Ne 155/2021/GMP

shedchchohehhohoho!

9.9  [Beimyckaomuii KOHTPOIb

11  KonTpoJas KayecTBa

11.1  MuKpOOHONOrUYIECKHE HCHBITAHMS: CTEPHIBHOCTD

112  MHEKpOOHOIOrHYECKHE HUCIBITAHMS: MUKPOOHOIOrYECKasl YUCTOTa

11.3 XUMHIUeckue (pu3muecKre) UCITBITAHHS

114 OHOJIOTMUYECKHE UCIIBITAHUS

OrpaHuYeHNs WM IOSCHUTEIBHbIC 3aMETKHU, Kacaroluecs: 001acTy IPHMEHEHHSE
cepTuduKara: -

o

| 3amectuTens MunuCTpa —

H - 3 =

| ['1aBHBIA rOCy XapCTBEHHBIIH & %
CaHWTAPHBIN Bpad ¥ Xl N\ TP _ ey | @PACCHRQ

Hata moamucanus
22 suBaps 2021 r.
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