MVIHVICTEPCTBO 3/IPABOOXPAHEHVAS PECTTYBJIKM BEJIAPYCh

CEPTUDUKAT

COOTBETCTBUSI ITPOMBIIIIJIEHHOI'O ITPOU3BOACTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHUSIM
HAUIEXKAINEU TPOU3BOJACTBEHHOU INPAKTUKH

Ne 0297/2025/GMP
Cpox aeiictus ¢ 8 aBrycra 2025 r. no 7 aBrycra 2028 T, >

BbigaH 1o wuToram npoBeAeHHs HWHCHEKTHpoBaHHs ((hapmaleBTHHecKOMH mgﬁ]elcuuu) B
cootBetcTBUM ¢ TlonoXkeHHeM O NOPAAKE M YCJOBUAX WHCMEKTUPOBaHUs “((hapMaLEBTHUECKONH
MHCINEKLIMHM) NPOMBILILIEHHOrO MPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB HA COOTBeTCT@ TpeGOBaHHIM
Hannexaweli npou3BOACTBEHHON TNpPAKTHKM, YTBEPXKAEHHBbIM [OCTaHOBIGHHeM MuHKCTEpCTBA
3apaBooxpaHenus Pecry6nuku benapych ot 18 Hos6ps 2020 r. Ne 102. &

N
MuHHCTepCcTBO 3apaBooxpaHeHus Pecnyonuku benapych /\,b
(ﬂOﬂHOC U COKpaUIiCHHOC HAMMCHOBAHUA YNTOJIHOMOYCHHOI'O opraHaKZ)
XN

MOATBEPXKIACT CleyoLIee: 2
npoBeaeHa (hapMaLeBTHUECKAs HHCTICKLA g

2)
00111eCTBa ¢ OrpaHUUYEHHON OTBETCTBEHHOCTEIO «OHKQ{Eomoumc»
(roNHOE HAUMEHOBAHUE NPOU3BOAUTENA) _
v
S
Pecny6nuka benapycs, r. MuHck, yi. Ceduukoro, a. 1511

(aapec NpoOM3BOACTBEHHON MAOLIANKI)
Ha OCHOBaHHHU: R
npukasa MuHuctepcTBa 31paBooxpaHeHust Pecrybayku Ben&%\y% ot 13 utons 2025 r. Ne 700 «O6
OpraH{3aLy HHCTIEKTUPOBAHUSY. 0\}? .

Ha ocHOBaHMM CBeaeHHWH, MOJyYeHHbIX TpH HPOBENEHUY WHCTIEKTUPOBAHMS, MOCIEAHEE 3
KoTopeIX ObLTO MpoBeaeHo ¢ 4 asrycta 2025w, O 8§§’Bryc1‘a 2025 r., yCTaHOBJIEHO, YTO JaHHOE
dapmalieBTHYECKOe NPOU3BOACTBO COOTBETCTBYET T\p%6osaﬂmm Hapnexatedd npousBOACTBEHHOM
NpaKTUKHK, 3kBuBalleHTHoW [lpuHumnam /m Pyxo@ic*rsy Epponeiickoro corosa 1o HaJlexaluen
NPOU3BOJCTBEHHOH MNpaKTHKe ﬂeKapCTBeHHle\$peﬂCTB JUIs  MEIOMLMHCKOIO M BETEPHHAPHOro
NMPUMEHEHUs 1 npuHLKMNaM CucTeMbl COTPYAHUUECTBA (dapmaueBTrueckux uncnexuuii (PIC/S).

Hacrosiumii cepTudukar OTPaKaes, <CTaTyC MNPOM3BOACTBEHHOM TUIOLIAJAKH Ha MOMEHT
npoBefeHus GapMaLeBTHUECKON HHEfIeKLMKON Mo UcTeueHHH Gosee 3 JIeT OT AaThl MOCIEAHErO JHA
MOC/IEAHErO MHCTICKTUPOBaHUS He MOXKETEUMTaTbCs NOKYMEHTOM, CBHAETENBCTBYIOLMM O CTATyCe
coorBeTcTBUi. Cpok OeHCTBUS “eepTaduKaTa MOXeT ObiTb COKpAlleH MpPH HCMOJIL30BAHUH
COOTBETCTBYIOILMX NPHHLUIIOB ynpan\&@Huﬂ pUCKaMH MPU HAJIMYMK COOTBETCTBYIOLIECH 3aTMCH B [OJIE
«OrpaHuueHHs WM TOSCHUTENIbHBIE 3aMeTKH, Kacaroluecs o0JacTH NPHUMEHEHHs HaCTOALLEro
ceprudukaray. @{—0

Ceptudukar spasercs %&ﬁcmmenbﬁbm B Cly4ae NpeACTaBICHHs BCEX €ro JUCTOB (Kak
OCHOBHbIX JINCTOB, TaK1 JONOAHHTE IbHBIX JINCTOB).

AyYTEeHTHYHOCTH (non@HHocn) HaCTOsLIEro cepTudukaTa MOXKHO NMPOBEPUTH B 0a3e AaHHBIX
MunucrepcTBa 3apaBooxpatenus Pecrybnviku benapych, pacnosnoxeHHOMH no axpecy:
https://minzdraf.gowby/mdlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstv-zdraweokhraneniya/index.php.

Echu cep’rnda@%a"r He MpeACTaBieH B yKazaHHOW 0as3e JaHHBIX, cilieqyeT oOpaTuTbCci B
ynonHOMoquHbuleQJbraH, €ro BbIAABIIUH.
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MMHUCTEPCTBO SHPABOOXPAHI/IH PECITYBJIVIKI BEJIAPYCh

CEPTUOUKAT

Ne 0297/2025/GMP

[/ JlexapcTBeHHbIE CPEACTBA A1 MEAULIMHCKOTO MPUMEHEHHS
] JlekapcTBeHHble npenapaThbl Ajisl KIMHUUECKMX UCCAEA0BAHMIM (MCTIBITAHHIA)

9)
Kon I HaumeHoBaHue N
1. TIPOU3BOJICTBEHHBIE OINEPALIMU - JIEKAPCTBEHHAS MPOAYKILMA &
1.1 CrepunbHas npoayKius §
1.1.1. TlpousBoanmas B acenTHUECKUX YCIOBHSX (onepauuy obpaborku ans cne@roumx
JieKapcTBeHHbIX hopm):
1.1.1.2. XKunkue nexapcraeHHble GpopMbl Maioro obbema
1.1.1.3. JInodunuzars!
1.1.2. Tloaeepraemas gpuHMLIHON cTepunu3aLiu (onepauuu o6padorku .g?fﬂ Clelyolmx
JIEKApPCTBEHHBIX JOpM):

1.1.2.2. 2Kuakue nekapcrseHHble (hOpMbI MajIoro oobema N
1.1.3. Beinmyckarouiuii KOHTPOJIb KauecTBa (BbIMYCK CEPUH) L

Hpoqaﬂ JICKapCTBECHHAsA NPOAYKLHA WIH NPOU3BOACTBCHHAA ﬂeﬂ{&leOCTb

1.4.1. IlpousBoacTso: &

1.4.1.3. [Ipouas npoayKuys: UIMTOCTATHKH, LIMTOTOKEUKH 5
YnakoBka

1.5.2. BropuuHas ynakoBka .
KoHTponb kauecTBa %’“’

1.6.1. MukpoOuoJIornyeckue UCIbITaAHUS: C’I‘epldﬂbl-@Tb

1.6.2. MUKpOGHONOrYecKHe HCTIBITAHUS: MAKPOGHOTIOrHYecKas YNCTOTa
1.6.3. Xumuueckue (dpusnueckue) CTBITARUS

(0.
1.6.4. buonoruueckue UCMbITaHHS S

OrpaHuueHus Uik HESCHATEbHbIE 3aMETKH,
Kacatonecs 061acTH NpUMEHeH st cepTU(UKaTa: HeT.
CrapogoiitoB A.T., Qo
3aMeCTUTEND Qy'Q
MuHHCTpa 30paBoOXpaHeHus Q@
PecnyGnuku Benapychb >

(damuiust, COGCTBEHHOE HMS) OTHECTBO eéﬂu TaKOBOE
MMEETCH), JOJDKHOCTD CIIYKaIfero)

13 Hosi6pst 2025,

(1aTa noanucaHus)
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