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CEPTUOUKAT

COOTBETCTBUYS TPOMBIIHJIEHHOI'O ITPOU3BOJACTBA
JEKAPCTBEHHBIX CPEJCTB TPEBOBAHVSIM Q
HAJUIEZKAINEW MPOU3BOJACTBEHHOM MPAKTHUKMT QQ

A
Ne 0323/2026/GMP i
Cpox neiictBus ¢ 29 anpens 2026 r. no 28 anpens 2029 ¢, >

Bblgan mo wuroram npoBeaeHMs MHCINEKTHpoBaHUs ((apmalieBTHUECKOMN m@?r\lexunn) B
cooTBeTcTBUM ¢ [lomoxkeHueM O mMopsake M YCJIOBHSX HMHCHEKTHPOBAaHMS ((bap@uemuqecxoi/’l
MHCTIEKLIMH) TPOMBILILIEHHOTO MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB HA COOTBETCTRHE TpeboBaHMAM
Hannexawel npou3BOACTBEHHOH NPaKTHKH, YTBEPKAECHHBIM nocmnosnenug@ MunucTepcTBa
3apaBooxpaHeHus Pecnybnuku benapych ot 18 Hos0psa 2020 r. Ne 102. &

Munucrepcrso 3apasooxpanenus Pecnybnuku benapyce /\/b
(HOJIHOC A COKpaui€HHO€ HAUMMEHOBAHHWA YITOJIHOMOYEHHOI'O opraHaA’U
NOATBEpAKAAET CleytoLIee: 2
nposesieHa (hapMaleBTHUECKas MHCTIEKLIUS _ é@
FOCYIapPCTBEHHOrO YupesxaeHus «PecryGIuKaHCKHii Hay YHO-TPAKTHYSCKHHA LIEHTD OHKOJIOTHH K

MeJMUMHCKOH paanonoruy um. H.H{ Anexcauﬁoosa»
(MoNHOE HAUMEHOBAHHE np01/131302(14Teml)O{(7

&
Pecny6inka benapych, MuHckas o6nactb, MUHCKHH paiioH, BOpOBgHCKI/IFI clc, 66/1, paion ar. JlecHoit
(anpec npon3BOJACTBEHHOU nnoma&@i)
N

Ha OCHOBAHWHU: &
npukasa MuHucTepcTBa 3apaBooxpaHeHust Pecrydavku B@Spycs ot 4 despans 2026 r. Ne 89 «O6
OpraHu3alUH UHCIEKTUPOBAHUSY. &

Ha ocnoBanuu cBeneHuil, mosy4eHHbIX WpPH n@%eﬂeﬂnu UHCTIEKTUPOBaHUS, TOCHEIHEe M3
KOTOpBIX ObW10 NpoBefeHo ¢ 27 anpens 2026, . 1o y\%@ anpesis 2026 r., yCTaHOBJIEHO, UTO JAHHOE
(apmaLieBTHUECKOE MPOU3BOACTBO COOTBETCTBYET JApedoBaHuaM Hannexalueil npousBoaCTBEHHOMH
NMPaKTHKY, 3KBUBANEHTHOH [lpuHImMNaMeu Pyxggoncmy Epponieiickoro coro3a no Haanexaiuen
MPOM3BO/ICTBEHHON MpaKTHKe JIeKAPETBEHHBIXD CPE/ICTB  JUIs  MEIMUMHCKOTO M BETEPUHAPHOro
NpUMeHeHus 1 npuHLnam CucTeMpreoTpyaHitecTBa hapmaleBTHueckux uHcnekuuii (PIC/S).

Hacroswmii  ceptudukaT OTpaXkaeTICTaTYyC NPOM3BOACTBEHHOH IUIOIIAAKKM HA MOMEHT
npoBesieHus GapMaLeBTHUECKOM uchnggﬁ?l M MO ucTeueHuu Oosiee 3 JieT OT AaThl MOCJSAHEro AHS
NIOCJIEIHErO MHCIEKTUPOBAHUS HE'MOXKET CUMTATBCS TOKYMEHTOM, CBUETENbCTBYIOLIMM O CTaTyce
coorsercTBUd. Cpok paedcrBuA cegmcbuxam MOXXET OBITb COKpallieH TpH MCIMONb30BaAHUU
COOTBETCTBYIOIMX NPUHLKUTIOB YNPABAEHHS pUCKaMH NPHU HAJIMYUK COOTBETCTBYIOLLIEH 3ar1CH B 11ojie
«OrpaHuueHus Win nosICHMTenbg\ge 3aMETKH, Kacalolyecss 00nacTH NPUMEHEHHUsl HACTOSLIEro
cepTuduKaTay. S

Ceprudukar seasercs. g%ﬁcmmenbnbm B cjlyyae MpeICTaBJICHHS BCEX €ro JHCTOB (Kak
OCHOBHBIX JINCTOB,/TaK U JOHGIIHUTEbHBIX JIUCTOB).

AyTEeHTUUHOCTh(TIOATMHHOCTb) HACTOALIEr0 cepTH(HKAaTa MOXKHO NMPOBEPUTH B Oa3e NaHHbIX
MuHucTepcraa 3upasoox(§17-:eﬂuﬂ Pecriy6nuku benapyce, pacnosioxxeHHOH o aapecy:
https://minZdtay.gev.byfu/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministersfya-Zdravookfiraneniya/index.php.

Ecnn cemeﬁuKaT He TNpejCTaBlIeH B YKa3aHHOH 0a3e NaHHbIX, ClielyeT oOpaTuUTbCs B
ynonnomoqeﬂﬂ%& prat, ero BblJaBLIHIA.
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ZIOHOJIHI/ITC.HI)HI)II/I JUCT
K cepTHPHMKATY COOTBETCTBUS NPOMbINIJIEHHOT0 NPOM3BOACTBA JEKAPCTBCHHBIX
cpenctB TpedoBanusm Haiexanei npou3BoacTBeHHON NPAKTHKH

No 0323/2026/GMP

M JlekapcTBeHHbIE CPEACTBA U1 MEAMLIMHCKOTO NIPUMEHEHHS
[J JlexapcTBeHHbIE MPENApaThl /1 KIHHHUYECKUX HCCNE0BaHNH (MCIIbITAHHH)

Kox | HaumeHoBaHue

1. IPOU3BOJCTBEHHLIE ONEPALIMHU - IEKAPCTBEHHASA IMPOJAYKIUA 0
1.1 CrepuiibHas MPOAY KLU

&

N
1.1.1. TIpou3sBoaMMAas B aCENTHUECKHX YCIOBUSX (onepalun 00paboTKHyLT cn\o@yfoumx
JIeKapcTBEHHBIX HOpM): X

1.1.1.2. XKunkue nexapcrBeHHbie GOPMbI MaTOro oobema

1.1.3. Boinyckaroluii KOHTpOJb KauecTBa (BbIITYCK CEpHM) &

[Tpouas nekapcTBeHHAs MPOAYKLUs WM NPOU3BOACTBEHHAS nénaenbHOGTh

1.4.1. IlponsBoacTeo: §

1.4.1.3. Tlpouast nipoaykLus: paanodapmMaleBTHIECKHE néxapersentible npenaparpl

Konrtposns kayecTsa ‘ ;\\\

1.6.3. Xumudeckue ((huznueckre) UCbITAHUA R
OrpaHUyeHHs UIH NOSCHUTENIbHBIE 3aM6T@f

Kacaroluecs 00JacTy IPUMEHEHUACEPT gﬁﬁk

udpkara:
1.1.1.2, 1.13, 1.63 — neiictBue ceprudukara, paenpocEpaHsercs Ha MNPOUSBOACTBO
paamodapMalueBTUYECKUX  JIEKAPCTBEHHBIX  NMPENaparoB %'\B M30TOMHOM Ooparopum
[13T-rexHoa0rni. X

CraposoiitoB AT,

3aMEeCTHTENb

MuHHCTpa 31paBOOXPAHEHHS

Pecny6nuku benapychb

(pamuuius, cOOCTBEHHOE HMS, OTUECTBO (€&l TaKOB
uMeeTcs), J0DKHOCTD CYKallero)

26 aBrycra 2026 .

(maTa noAnucaHus)




