CEPTUDOUKAT

COOTBETCTBUS ITPOMBIIIJIEHHOI'O MTPOU3BOJACTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHUAM
HAJJIEXKAIEW ITPON3BOACTBEHHOM ITPAKTUKHA

Ne 0281/2025/GMP
Cpok aetictus ¢ 11 anpens 2025 r. no 10 anpens 2028 re

Bbiman no wuroram npoBeaeHMs MHCMNEKTHpoBaHMs ((apmaleBTHUYeCKON ann‘gk’
cooretcTBuM ¢ [lonodeHeM O MOpAAKE M YCIOBHAX WHCTEKTHUPOBaHMs (hapMau€BTHUECKO
MHCIMEKLMH) NPOMBILIIEHHOTO MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB HA coomewmuc&%e%saﬂmm
Hannexateli  NpoM3BOACTBEHHON NPAKTHKM, yTBEPXKAEHHbIM TMOCTAHOBICHUEM ‘MHHMUCTepcTBa
3apaBooxpaHenus Pecry6nvku benapyck ot 18 HosiOpst 2020 r. Ne 102. ((}AO

g

MuHHcTepeTBO 3apaBooxpaHerus Pecnybauku Benapych S
(ﬂOJ’lHOC U COKPALICHHOC HAUMMCHOBAHHWSA YITOJTHOMOUYCHHOIO opraHa) v

NOATBEPKAAET ClieflytoLee:
nposesieHa dapMalleBTHUeCKas MHCMEKLIMA
OTKPBITOr0 aKLMOHepHOro obiuecta «Hecrxckui 3aBod Menuuu'@?}mx npenapaTos
(HOHHOC HaUWMCHOBaHHC ﬂpOHSBOﬂHTCﬂH)

Pecny6nuka benapycek, Munckas obnacts, HecBrxckuit pailo, Ci@IHeCBl/l)KCKl/II\;l, n. Aneba,
yn. CoBerckas, 1. 8 S
(azpec NPOU3BOACTBEHHON MIOWALKH) @)
Ha OCHOBaHHWHU: 2
npukasa MuHucrepcTBa 3apaBooxpaneHus Pecnybnuku Beﬂapj@i ot 13 mapra 2025 r. Ne 265 «O6
- OpraHMU3alMH UHCTIEKTUPOBAHUS. a}>

Ha ocHoBanuu cBeieHWi, MosyuyeHHbIX MPU NMPOBEAEHHWM MHCIMEKTUPOBAHMS, MOCEIHEE H3
KOTOPBIX OblI0 mpoeaero ¢ 7 anpens 2025 r.(no T1 afpens 2025 r., yCTaHOBNEHO, 4TO JaHHOE
dapmaLieBTHUECKOE MPOU3BOACTBO COOTBETCTBYET Tpe\%saﬂnﬂm Hannexxaiieit npou3BoACTBEHHOM
NPaKkTHKH, dKkBUBaNeHTHOH [lpuHuunam u PyKOBo%&By EBponeiickoro coro3a no Haajexalei
NPOU3BOJCTBEHHOH MNpaKTHKE J1eKapCTBeHHbIX q@&acm 1715 MEAMUMHCKOrO M BETePHHAPHOTO
NpPUMEHEHUs 1 npuHLMnam CucTembl cOTpy IHHUeETBa papmaLieBTHUeckuX nHenekuui (PIC/S).

Hacrosiumii - ceprudmkar oTpaskaer “CTATYC MpPOM3BOACTBEHHOH [UIOWIAAKM HA MOMEHT
nposeaeHUs papmaLeBTHUECKON UHCTIRKLMK 1&%0 ucreueHuu 6osiee 3 J1eT OT AAThl MOCAEAHErO JHS
MOC/EIHEr0 HHCMIEKTHPOBAHUA He (MOYKET CHHATAThCA JIOKYMEHTOM, CBUIETENLCTBYIOIMM O CTaTyce
coorsercTBUs. Cpok neHcTBUs CepTudikaTa MOXET ObITh COKpAlUEH TP  HCIOJIb30BAHUH
COOTBETCTBYIOLMX MPUHLMIOB ynpaBﬂe\@m PHMCKaMH MPH HAJTMUHK COOTBETCTBYIOLIEH 3allUCH B MOJIE
«OrpaHHueHnst WK MOSCHUTE/IbHbIC <3aMETKH, KacatouiMecss 00NacTH NPUMEHEHUs HACTOALLEro
ceprudukaray. @l‘{b

Ceprudukar spnsiercs NeHCTBUTENbHBIM B cllyyae TpeiCTaB/ieHUs BCEX €ro JINCTOB (Kak
OCHOBHBIX JIMCTOB, TaK U ﬂOﬂOﬂQ\%geﬂbelx JINCTOB).

AyTeHTUUYHOCTH (MOANUHHOCTB) HAcTOsLEro cepTHdHKAaTa MOXKHO NMPOBEPUThL B 0ase JaHHbIX
MunncrepcTBa 3apaBdoxpaterus PecnyGanku Benapych, pacnofioxeHHo# 1o aapecy:
https:/minzdrav.goy.by/ru/dlva-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-Zdfavoekhran€niya/index.php.

Ecnu cean(bqu\? He TMNpeACTaBNeH B YKazaHHOH 0a3e JaHHBIX, ClelyeT oOpaTuThCs B
YNOJHOMOUEHHBIH o@aﬂ, €ro Bbl1aBLINH.
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MVHWCTEPCTBO 3HPABOOXPAEHV[H PECITYBJIVIKM BEJIAPYCb

CEPTUOUKAT

No 0281/2025/GMP

L
M JlexapcTBeHHble cpecTBa U1 MEAWLIMHCKOrO MPUMEHEHHS §
[ JlekapcTBeHHbIE MpenapaThbl i KIHHAYECKUX HCCASA0BaHMH (MCTIbITaHH) @"
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1. MTPOU3BOJICTBEHHBIE OIEPALIMH - TEKAPCTBEHHAI FIPO,IIYKL[K&r

1.1

CrepuabHas NpoayKUMs &

1.1.2. lNoasepraemas GUHUILHON CTepUIM3aLMK (onepalnut o0padoPKu uq@@ineﬂywmnx
JIEKapCTBEHHBIX POpM): ol

1.1.2.1. )Kuakue nekapcreerHble Gopmbl 6osibLioro obbema

1.1.2.2. )Kuakue nekapcTBeHHble GOpMbI MaJIOro oobema

1.1.3. Boinyckatouuii KOHTPOJIb KauecTBa (BbIYCK CEPUM)

N
Ilpoyast nekapcTBeHHas NPOLYKLHs WIH NPOU3BOACTBEHHAS AEATENLHOCTD

1.4.3. Tlpouee: \o'}o

KOHTPOJIb KauecTBa: MuHckas obnacte, HecBukckuh paf/'lOHg"&C Hecewxkckuit, n. Anbba,
yn. Coserckas, 1. 8, 8/21, 11; ;Z;

BBINYCKAIOUIMH KOHTponb (cepTUduKauus cepuu); l\/@qcxaﬂ obnactb, Hecuxckuit
paiioH, ¢/c HecBmkckuid, n. Annda, yi. CoBerckad, 1. 8§

XpaHeHWe MaTepHalioB W MPOAYKLIHH: MMHCKagoQo@]aCTb, HecBuxxckuid  paiioH,

c/c Hecsmxckui, n. Anb0a, ya. Coerckasl, 108, 8/&’7, 8/19, 8/21, 11.
YnakoBka hc}'

1.5.2. BropuuHas ynakoBka N

A€
KOHTpOﬂb KayecTBa i\‘

Vol

1.6.1. MukpoGHooruueckue HCIbITaNYS: SFEPHIbHOCTD

1.6.2. Mukpo6uonoruyeckye HEMbITaHUAEMUKPOOHOIOTHYECKAs YHCTOTA

1.6.3. Xumnueckue (pusndeckue) ncnﬁanm
(¥

1.6.4. bronoruueckue ucnpialugd 35

JNefcTBUA  NaHHOTO  cepTUdUKara @

OrpaHnueHns n@ MOSICHUTEJIbHbIE 3aMETKH,

Kacaroufrecs o6gcm NpUMEHEeHUst cepTudHUKaTa:
MPOCTPaHseTCs Ha  MPOU3BOACTBO

s o
Mpenaparos B liexe Mo MPOU3BOACTBY; HH(Y3HOHHBIX PACTBOPEH BIOT Mo TH;

CraposoiitoB A.l"., J\(Z}
3aMecTHTelb Ry
MunucTtpa 3upaBooxpaHe§§ﬁm
Pecnybnuxu Benapyck O

~

(pamunus, cobCTBeHHOE WM, OTHECTBO (ECIIH TAKOBOE

UMEETOf ), I0JKHOCTD CYXKAILEro)
NG

18 MapTE D026 .
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