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CEPTUOUKAT

COOTBETCTBUS NIPOMBIINIJIEHHOI'O ITPOU3BOACTBA
JEKAPCTBEHHBIX CPENCTB TPEBOBAHUSIM Q
HAUVIEXKAIIEA MPOU3ZBOACTBEHHOU IMPAKTUKA QQ

&
Ne 0322/2026/GMP S

Cpoxk peiictus ¢ 13 anpens 2026 r. no 12 anpens 20281 @

Bbinan no wuroram npoBeneHus MHCEKTHpoBaHMS (dapmaleBTHEECKOH n@?\:nexunn) B
coorBercTBUM ¢ [lonoxeHneM o mnopsiake M YCJIOBUAX HHCHEKTHPOBAHUSA (¢a;@%uemnqecmﬁ
WHCTIEKLIMH) TIPOMBIILTEHHOTO TPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB HA COATBETCTEHE TPeOOBaHHAM
Hamnexaweid npou3BOACTBEHHON MpPaKTUKH, YTBEPXKASHHBIM HOCTaHOBHeHI&& MuHuctepcTBa
3apaBooxpaHenus Pecrybnuku Benapych ot 18 HosOps 2020 r. Ne 102. Q

N
MuHnuctepcTso 3npaBooxpaneHus Pecnybnuku benapyco /\/b
(HOHHOC W COKpalICHHOE€ HAaMMEHOBAHWUSA YTTOJTHOMOYEHHOTO oprqu{U
XN
NOATBEPKJAET ClIAYIOLLEe: &
nposejeHa apMalleBTHUECKAs! UHCTIEKLUS _ é@’

N
COBMECTHOr0 o61IIeCTBA ¢ OrpaHHYEHHOH 0TBeTCTBEHHOCTRIO «(JIEKDAPM»

(nosHOE HAaMMEHOBAHKE MPOU3BOINTENIS) ‘\/\

% R ¢ e
Pecny6anka benapyck, Mutckas ob6aactb, Jloroickuid patioH, T. Jloroiick, yia. MuHckas, 1. 2A, 2A/4
(aipec NPOM3BOACTBEHHOH MIIOIIAIKE)
Ha OCHOBAHUHU: 2)

npukaza MuHUcTepcTBa 3/ipaBooxpaHeHus PecryQauKku Be@ﬁycs ot 4 despans 2026 r. Ne 89 «O6
OpraHHu3aLy UHCTIEKTUPOBAHHUSY. X

Ha ocHoBaHuu cBefeHMii, nonyuyeHHBIX HpPH np@%ﬂeﬂun MHCNIEKTUPOBAHUS, TMOCIEAHES U3
KOTOpBIX 6bLIO MpoBefeHo ¢ 6 ampens 2026 1,10 13 anpens 2026 r., YCTAHOBJIEHO, YTO JaHHOE
capmalieBTHYECKOE MPOU3BOACTBO COOTBETCTBYET :gpQé6OBaHuﬂM Haanexate#i npousBoACTBEHHOH
NPaKTUKH, SKBUBaJEHTHOH [IpuHumnam/ Pyxog@ﬂcmy EBponeiickoro cotoza no Haajexaleh
NPOH3BOJCTBEHHOH TMpaKTHKE JIeKapGTBEHHbDI \(zépeucna Ui MEAULIMHCKOrO M BETEPHHAPHOTO
nprMeHeHns 1 npuHuunam Cuctems SoTpynHUbecTBa GapmanesTnieckux nHenexuni (PIC/S).

Hacrosaumii ceprudukar ofpakact 6@raTyc NPOU3BO/ICTBEHHON 'IJIOLIAJKH HAa MOMEHT
npoeAeHHs GapMaLeBTHUECKOH MHEHEKLIMIL M N0 UcTedeHHH Oosiee 3 neT OT JaThl MOC/IEAHero JHs
MOCNE/IHErO HHCHIEKTUPOBAHHS HE MOXKET\CUHTATLCS JOKYMEHTOM, CBUAETE/LCTBYIOWIMM O CTaTyce
coorsetcTBus. Cpok nedcTBus “CepT(uKaTa MOXKET ObITh COKpalleH MPH  MCHOJIb30BAHUHU
COOTBETCTBYIOIIUX MPUHILIHUIIOB ynpaeg%ﬂuﬂ pYCKaMu NP HAJTMYMK COOTBETCTBYIOLLEH 3aMucH B 11ojie
«OrpaHuueHus unu noxcamenbugl&é 3aMeTKM, Kacatoliyecs 00JacTH MPUMEHEHMs HACTOSALLEro
ceptudukaray. \c}}‘

Ceprudukar spisercs /&)é\ZCTBMTenLHuM B Cllydae TpeICTaBIeHHs BCEX €ro JIMCTOB (Kak
OCHOBHBIX JIHCTOB, TaKM HOF@\HI/ITGHBHLIX JIMCTOB).

AYTEeHTUYHOCTb (noqg@iﬂﬂocn) HaCTOSIIEro cepTu(duKaTa MOXKHO NMPOBEPUTH B 0ase JaHHbIX
MunucTepcTBa 3ApaBeOXpaieHus PecryGuky Benapych, pacnonoseHHol 1o apecy:
https://minzdray.go¥.by/fu/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiv-inspektorat-
ministerstya-zdravookhraneniya/index.php.

Ecau cepTu(@?caT HE Tpe/CTaBleH B YyKa3aHHOH 0ase [aHHBIX, cClelyeT oOpaTUTbcs B
ynonHomoquHHf’g%praH, €ro BbIAABIIHIA.
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JlomoaHUTEIbHbII JUCT

K cepTH(UKATY COOTBETCTBHS MPOMBILIUICEHHOI0 MPOM3BOACTEA JIEKAPCTBECHHBIX
cpeacts TpeboBannsiM Hapexaieil npon3BoICTBEHHOM MPAKTHKA

Ne 0322/2026/GMP

M JlekapcTBeHHbIe CPEACTBA AJS1 MEAULIMHCKOTO MPUMEHEHHS
V1 JlekapcTBeHHbIE TpenapaThl JJis KIMHAUECKHX UCCIeA0BaHU (MCIBITAHNMMH)

Ko i HaumeHoBaHue
1. IPOU3BOACTBEHHBIE OMEPAILIMHU - JIEKAPCTBEHHAS ITPOJTY KLIAA
1.2 HectepuibHag npoayKLus
1.2.1. HecrepunbHas npoayKuus (TEXHOJOrMYECKME  Ofepaluy gl nonécﬁ\énm
CJISAYIOLIMX JIEKAPCTBEHHBIX GOPM): S
1.2.1.1. KancyJibl B TBepo# 060siouke
1.2.1.8. TIpoune TBepable JeKapcTBEHHbIE (YOPMBL: MPaHyJIbl, MTOPOLIKH
1.2.1.13. Tabnerku
1.2.2. Bhinyckarouiuii KOHTPOJIb KauecTa (cepTU(UKaLMsA cepin) N
[Ipoyas JiekapcTBeHHAsi MPOYKLIMS WM MPOU3BOJCTBEHHAL s TeALHOCTD
1.4.3. Ipouee: @LO
XpaHeHHe MaTepuasioB U MpoAyKLMH: MuHcKkas 06J1acTy, Horoﬁp{éﬁiﬁ paiioH, r. JIoroick,
yi1. Munckas, a. 2A (nom. 5, 17, 63, 66, 72, 76, 166, 167, 163), @/8 (nom. 2);
KOHTpONIb KauecrTsa: MuHckas obnacts, Jloroickuit paion, 0. Jloroiick, yin. MuHckas,
2A/4; \;§
BBITIyCKAIOLMIA KOHTpONb KkavecTBa (cepTUduKams (oﬁ‘epx/m): Munckass  obJsacTs,
Jloroiickuii paiion, r. Jlorokck, yia. MuHckast, s 2A, 2A4.
YnakoBka @
1.5.1. IlepsuyHas ynakoBka: rg/‘o
1.5.1.1. Kancysl B TBepao# obosiouke &
1.5.1.8. IIpouue TBepable TeKapCTBEHHbIC (bopMj;T: rpaHyJibl, NOPOLUKH
1.5.1.13. Tabaerku Y
N

1.5.2. BropuuHas ynakoBka e
KoHTposb kayecTBa Ry
1.6.2. Mukpo6uosioruueckue ACHbITAHES: MUKPOOHONOTrHYECcKas YHCTOTa
1.6.3. Xumuueckue (pusnyeckiie) MCIHBITAHUS
OrpaHuyeHus unﬁsuno;ICHmenLHLIe 3aMeTKHU,
Kacarolecs 00/IaCTH NPUMEHEHHs cepTudHKaTa:

JeHCTBUe TaHHOTO CEPTUPUKATA PACTIPOCTPAHSETCS Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPEJICTB B
11eXe 10 MPON3BOJCTBY TBEPIBIX.JICKAPCTBEHHBIX HOPM;
CpPOK JEHCTBHS JaHHOIO cepmdam@a COKpaLleH 0 2 JIET C yYETOM O
NPUCYLIErO MPOU3BOICTBEHHON @}lomanke, M pHcKa, CBS3aHHOIO
GMP (n1o pesynpraTtaM MHCHEKTAPOBaHHS).

CraposoiitToB A.I., ég
3aMECTHUTE s IS
MunucTpa 3ApaBooxpaHeH s

PecnyOnuku benapych

(pamwaus, COOCTBEHHOE MMS, OTYECTBO (ECIH TAKOBOE
umeeﬂ;b\l , IOJDKHOCTB CITyKalllero)
Q
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