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CEPTUOUKAT

COOTBETCTBHUSA NPOMBIIIJIEHHOI'O ITPOU3BOACTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHHUSIM K
HAJJTEXKAILIER ITPOU3BOJCTBEHHON INPAKTUKH Q

4
Ne 0314/2026/GMP &
Cpox naeiictaus ¢ 16 susaps 2026 r. no 15 ausaps 2029, >

BbimaH no wuToram npoBeaeHHs HWHcrnekTHpoBaHus ((apmalieBTHYeEKOI I/%TEHGKLU/IM) B
COOTBETCTBMM ¢ [lonoskeHHEM O MOpSAKE M YCJOBHSX HMHCMEKTHPOBaHMA “((hapMaLieBTHUECKOMN
MHCTIEKLMK ) MPOMbILIIEHHOTO MPOU3BOJCTBA JIEKAPCTBEHHDBIX CPE/ICTB HA COOTBETCTSNE TPEOOBAHMSIM
Haanexaiueii NpoM3BOACTBEHHON MpPAKTUKH, YTBEPIKAEHHBIM MOCTAHOBAEHHMEM MHHHCTEPCTRA
3npaBooxpaHeHus Pecriy6nuku benapych ot 18 HosOps 2020 r. Ne 102. &
MunucTepeTBo 31paBooxpaHenus Pecnybnuku benapych /\,b

(H()JIHOC U COKpALLCHHOC HAUMCHOBAHUS YITOJHOMOUCHHOTO,OPTIraHe
NOATBEPIKAACT ClieayIoLlee:

\v
&
nposejieHa hapMalleBTHUECKas UHCTIEKLMS X

X2
N
OTKPBLITOIO aKUHOHEPHOI' O O6U1€CTBa «HecBuxcknii 3dBOJ, MGA@HHCKI/IX npenapaTOB»

(NONHOE HAMMEHOBAHKE TIPOUBBOANECIS) &,’\
Pecnybauka benapyck, Munckas 06.1., HecBrxcknti(p-H, Cé@'HeCBl/DKCKHﬁ, n. Ans0a,
yi. CoBeTckaspQi8e &

(a}lpec l'IpOHSBOJICTBCHHOFI Jiela/; )
Ha OCHOBAHHH: \&@
npukaza MuHuctepeTBa 3apaBooxpaHeHus Peciy0miu Be\r@by% ot 2 nekadps 2025 r. Ne 1468 «O06
OpraHW3alM1 HHCTIEKTUPOBAHUSI. &

Ha OCHOBAaHWHM CBEIEHHMI, MOMyUYeHHbIX TpU NPOBEACHUH MHCMEKTHPOBAHMS, MOCIEAHEE W3
KOTOpbIX Obl10 npoBeaeHo ¢ 13 sHBaps 2026, rwno dg)fmsapn 2026 r., yCTaHOBJEHO, YTO JAaHHOE
(dhapmaLeBTHUECKOE NPOM3BOACTBO COOTBeTCTByeT,g(‘«’f)e6OBaHmM Hapnexauield npous3BoACTBEHHOM
NPAaKTUKKU, DKBUBaJIEHTHOW [lpuHunnaM u PyKQf&)D,CTBy EBponeiickoro coroza no Hajjexkailei
NPOU3BOACTBEHHON MPAKTHKE JIEKAPCTBEHHBIX CPE/ICTB A MEIHMLUMHCKOTO W BETEPUHAPHOIO
MprUMeHeHns 1 npuHumnam Cructembl CoTpyapudecTsa hapmauesTuuecknx nuenexkuni (PIC/S).

HacToaumii  ceprudukar @rpakaeTocraTyc NPOM3BOACTBEHHON MIOWIAAKM HA  MOMEHT
nposejeHHst dapmalieBTHUECKOHMHCHEK M No ucteueHuu Gosiee 3 feT OT JaThl MOCHEAHErO AHS
NOCIEHEr0 HHCTIEKTHPOBAHHSA HE MOXKER CUMTaThCA JIOKYMEHTOM, CBUACTENLCTBYIOUMM O CTaTyce
coorsercTBus. Cpok aeHcTBUs cepTudukata MOXeT ObITb COKpALUEH [IPU  HCMOB30BAHHM
COOTBETCTBYIOLUMX MPUHLMITOB ynpa@:}leﬂym pPHUCKaMU MIPU HaJIMYUK COOTBETCTBYIOLUEH 3aMHCH B MOJE
«OrpaHuueHns Wiau NOACHATENILHBIC 3aMETKH, KacalolHecs 00J1lacTH MPUMEHEHUsI HACTOSILIEro
cepTudukaray. NZ

3,
Ceand)nKaT ABJIAECTCA @CI/ICTBHTCHBHHM B Cjiydae MnpeactaBlieHUs BCEX €ro JIMCTOB (KaK

OCHOBHbIX JIMCTOB, TaKW ﬂql)’g&)’mmeﬂbﬁblx JINCTOB).

AyTEHTHUHOCTH (OIIMHHOCTD) HACTOSLEr0 cepTUdUKATa MOXKHO NPOBEPUTL B 0a3e JaHHbIX
MHUHUCTEPCTRABAPABOO SAHenus Pecnybnuku benapych, pacnonoxeHHOH 1o aapecy:
https:/minzdravdeoy byfiu/diva-spetsialistov/lekarstvennava-politika/farmatseviicheskiy-inspek torat-
ministerstva-zdra \f()(‘q@mwn wva/index.php.

Ecii Cep’l“l/\@ll(a”r HE MpeJICTaBieH B yka3aHHOH 0a3e NaHHBIX, CleAyeT oOpaTUTbCs B
ynonHomoquHZ@ pras, ero BblJIaBLIniA.
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MVHVICTEPCTBO 3IPABOOXPAHEHVIA PECITYBJIVKM BENAPYCh

CEPTUOUKAT

Ne 0314/2026/GMP

M JlekapcTBeHHbIe CPEACTBA A/ MEAWLIMHCKOTO MPUMEHEHHS
(] JlekapcTBeHHbIE NIpenapaThl Ajis KIHHHYECKUX HCCe]0BaHUH (MCTIbITAHMHN)

Kon | HaumenoBaHue

HecrepunbHas npoaykums

1.2.2. Bbinyckatouiii KOHTPOJIb KauecTsa (CepTudguKaLus cepum)

ﬂpoqaﬂ JICKAPCTBEHHAs NMPOAYKLUS WK NMPOWU3BOACTBCHHAS AeATC/IbHOCTh

1.4.3. TIlpouee:

KOHTpOJIb KauecTBa: MuHckas obnactsb, Hecrokekuit p-n, c/c Hecaumcxg@z}, n.
yii. Coeerckas, 1. 8, 8/21, 11; (0]
BbINYCKAIOLIMH KOHTPOIb (cepTHdHKaLUs cepru): MuHcKkas oGnacniﬁecsumcxuﬁ p-H,
c¢/c HecBrkckuit, n. Anbba, yn. Coserckas, . 8; ‘5)@

XpaHeHHe MaTepuasoB U NpoayKuun: MuHckas o61acThb; Heeainiékuit p-n,

/

c/c Hecpmkckuid, n. Asinba, yi. Coserckas, 1. 8, 8/17/8/21, 1 1\/@
Vnakopka . i

1.5.2. BropuuHas ynakoBka ox

KonTponb kauecTsa X

N
1.6.2. Mukpo6HONOrHYecKre CTbITAHUS: MUKPOOUONORHYECKAs YMCTOTA

1.6.3. Xumnueckue ((huznyeckue) UCNbITAHMS >

Vo3

OrpaHUYeHHsl WK noacnmenbl;lg‘;%%amewn,
Kacatoliiuecs 006acTu npumenwﬁcepwdmxam:
JelicTBHe JaHHOro cepTuduKarta pacnpOCTpaHﬂeT(gﬂ Ha TMPOW3BOACTBO JIEKAPCTBEHHbIX
NpenapaTos B LEXe MEAMLMHCKMX TMpenapatop W Apyro# mpomykuuw (ynakoBbiBaHue Oank-
NpoayKTa). &{U

1.2.2,1.5.2, 1.6.2, 1.6.3 — HecTepubHas NpoAYKHUH (KariCyJibl B_TBE 70H.00010UKE, T;éneﬂm)
Craposoiitos AT, ‘ S e e N/
3aMeCTUTEINb /
MMUHHUCTpa 3/1paBOOXPaHEHHS
Pecny6auku benapyco
((])HMHJH/ISL COOCTBEHHOE UM, ()T‘{CCTBO\(-'E‘({J'IH TAaKOBOC
UMEETCs), 10JKHOET cnym%@cro)

21 mas 2026'n. Q\}—
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