EBPA3VINCKWIA SKOHOMUYECKIIA COIO3
MWHUCTEPCTBO 3PABOOXPAHEHN/SA PECMYBJINKU BENAPYCb

COOTBETCTBUSI NPO3BOACTBA JIEKAPCTBEHHbIX CPEACTB
OBAHWSM MPABWUN HALNEXALLEEA NPOU3BOACTBEHHOW NPAKTUKHA
EBPA3IACKOIO 9dKOHOMWYECKOIO COIO3A

Ne GMP/EAEU/BY/00436-2025

Cpoxk peiictus ¢ 6 urons 2025 r. no 5 uronsa 2027 r. ' %

Bbigan no wurtoraM mnpoBeneHHs (hapMaleBTHUECKOM HHCHEKLMM B cooTseTcTBuM ¢/ ITlpas
npoBefeHus: (apMalueBTHYECKMX HWHCMEKUUH, yTBepxkaeHHbIMM Pemennem Coseta” Ep CKOM
9KOHOMHUECKOI KoMUCccHH OT 3 HOsOps 2016 r. Ne 83.

MuHuncTepeTBo 3apaBooxpaHeHus Pecny6nuku benapychb

(]'lOJ'[HOC U COKpAlLLCHHOC HAUMECHOBAHUSA yﬂOHHOMO‘{eHHOI‘O opraHa)
NOATBEPKAAET ClieAyollee: P
npoBeleHa hapMaLeBTHYECKAS UHCTICKLUS
0611leCTBA C OrpaHMYEHHON OTBETCTBEHHOCTHIO «Py6mg®-»

(nonHoe HauMMEHOBaHHE NPOU3BOAUTEIS)

Pecny6anka benapyce, BureGckas obnactp, r. Burebek,vyJ. I\/L@{Q'Ma [opbkoro, 62b

(ampec npomsoncmeﬂﬂou rmoula,zu(u)

Ha OCHOBAaHUH:

npukaza MuHHcTepcTBa 3z1pasooxpaHeHuﬂ Pecny6JmK14 b @' cb or 6 Mag 2025 r. Ne542
«O6 opraH13alMK WHCIIEKTHPOBaHMA» W TpUKasa, Mux {a’cma 31paBooXxpaHeHus PecryOnuku
Benapyce ot 14 mast 2025 r. Ne 581 «O6 oprdHHsaumu yxu‘\ KTUPOBAHUSY.

Ha oCHOBaHWH CBEIEHHH, MOSYUEHHBIX IIpY NIPOBECHAN UHCIEKTUPOBAHMS, NOCICHEE U3 KOTOPBIX
6bin10 npoBesieHo ¢ 2 hioHs 2025 1. o6 uioHs 2025<K.J yCTaHOBIEHO, UTO AaHHOE (hapMaLeBTHYECKOE |
TIPOM3BOACTBO COOTBETCTBYET Tpe60BaHPIHM 7 Haajexauled MpOU3BOACTBEHHOH MPAKTHKU
EBpasuiickoro skOHOMM4€CKOr O« COH 533, 3KBI%&HTHLIX [MpuHuunam u PykoBoactey Esponeiickoro
cOr03a No HajAsexaleH l'IpOI/IBBO,ZlCTBeHHO aKTHKE JIEKAPCTBEHHBIX CPEACTB Ul MEAULMHCKOTO H
BETEPHHADHOTO MpUMEHEHHs W TIp naMm CucTeMbl COTPYAHUYECTBA q)apMaueBTuqecxux
nncnekunit (PIC/S). o

Hacrosumii cepmqom(aT OTpa)K @i"aTyc NPOU3BOJCTBEHHOH TUIOLIAKH HA MOMEHT NPOBEAEHUS
tapmaLeBTHUECKOH MHCTIEKIIH UcTeueHUu Gosiee 3 JIeT OT JaThl MOCAEAHEr0 JHA MOCIEHErO
MHCNIEKTUPOBaHMS, HE MOXK ‘%mm,cu JIOKyMEHTOM, CBHIETEJILCTBYIOLUM O CTAaTyCe COOTBETCTBHSI.
Cpok neiicTBus cepTu a MOXET ObITb COKpAlleH MNpU HCIMONb30BaHUM COOTBETCTBYHOLMX
NPUHLIMNOBY YNPABIEHI) PUCKAMU TNPHM HaJMYAKM COOTBETCTBYIOLEH 3amuch o6 3ToM B Moje
«OppaaUYEHUs Wi %HCHHTCHBHHC 3aMETKH, Kacatolldecs 0o0JIaCTH TPUMEHEHHS HACTOSLIEro
céprudurkaray.

Ceptudukar CTCSI JeUCTBUTESbHBIM B CJiydae MPeICTaBIeHHUs BCEX €ro JIMCTOB (KaK OCHOBHbBIX
JIUCTOB, Ta OTOJIHUTENbHBIX JIUCTOB).

AyTeHT cTb (NOMJTMHHOCTB) HACTOSILETO cepTU(UKaTa MOXKHO NPOBEPUTb B 0asze JaHHBIX
MuHn pcTBa  3apaBooxpaHeHus PecnyOnuku  Benapych,  pacnonoxeHHOHW mo  ajpecy:
hitpSy/minzdrav.gov. by/ru/dlya-spetsialistov/lekarstvennaya- -politika/inspektirovanie-na-sootvetstvie-
\rebovaniyam-gmp.php (Peectp cemeanaTo GMP ' EASC)

Ecnn CepTUUKAT HE TPEACTABIEH | yKasaHHon \6aze JaHHBIX, CleAyeT OOpaTuThCs B
YMOJIHOMO4€EHHBIH OpraH, ero BblAABLINH
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Ne GMP/EAEU/BY/00436-2025

M JlekapcTBeHHBIE CpeACTBa A MEAULIMHCKOTO NPUMEHEHHS
M JlekapcTBeHHBIE NpEnapaThl A8 KIMHAYECKUX UCCAEA0BAHUM (MCTIBITAHMIA)

Kon l : HaumenoBanue
1. TIPOM3BOJCTBEHHBIE OIIEPALIMH — JIEKAPCTBEHHASI ITPOJIYKLIMA
CrepuibHas NpORYKLHS

1.1

1.1.2. TlonBepraemas ¢puHUIIHO# cTepunu3aiuy (onepauyuy o6paboTKH Ans CleAyIOLHMX
NIeKapCTBEHHBIX QOopM):

1.1.2.2. XKunkue nekapcTBeHHble GOpPMBI Masioro oobema

1.1.3. Beinyckaromuii KOHTPOJIb Ka4ecTBa (BbIITYCK CEPUH)

[Tpouas nekapcTBeHHas NMPOLYKLMS WK MPOU3BOACTBEHHAS JeATeNIbHOCTh
1.4.3. Tpouee:

XpaHeHWEe  MaTepualioB M  NpoAykuun — Burebckas  obnacte, .. % Burebcks)
yJ1. Makcuma Iopbkoro, 421-3, 421-4 (2-#1 stax, nom. 1-22, 3-i stax, I-VE 4-144-30), 6255
KOHTpO/Ib KaudecTBa — Burebckas obnactb, r. Burtebck, yin. Makcuma [epbkoro, 4@’3,
42 1-4 (2-11 sTax), 62-2;
BBIMYCKAIOWIMI KOHTPONb KauyecTBa (BBIYCK CEpUM) —
yi1. Makcuma ['opbkoro, 62b.

'YakoBka

1.5.2. BropuuHas ynakoska

KoHTponb kauecTBa

1.6.1. MHUKpOGHOJIOTMYECKHE UCTIBITAHKUS: CTEPUIbHOCTE
5 - N
1.6.2. Mukpo6HOIOruuecke HCNbITaHus: Mquo6u9nopuqecxgq§mT0Ta
1.6.3. Xumuueckue (pusnueckue) uenbiraHusy. ) XQ‘O
j AY
1.6.4. Buonoruueckye HCMbITaHUS &
3aMeTKH,

OrpaH{yeHHs WIMIIOACHHUTEb

Kacatolyecs 061a€Ty rpumeH
CPOK J€HCTBHS JaHHOrO cepTH(HKaTa coKpallieH 1

cepTudukara:
T C YYETOM OLIEHKH BHYTPEHHETO pUCKa,

TNPUCYIIEro MPOM3BOACTBEHHOW IUIOMAAKE, U P

, CBA3aHHOrO C cobroaeHHeM TpeGOBaHHIH

GMP (no pe3ynbTaTtam MHCTIEKTHPOBAHIE).

AN

)
CrapoeoiiToB A.T".,
3aMeCTHUTEINb Rase?
MHuHKCTpa 30paBOOXPAHEHHS
Pecrny6nuku Benapych |

(DPHNO., nomxH
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