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MVMHMCTEPCTBO 31IPABOOXPLEHMH PECITYBJIVIKV BEJIAPYCh

CEPTUOUKAT

COOTBETCTBUA ITPOMBINIJIEHHOI'O ITPOU3BOJCTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHWUM
HAVIEZKAINEU ITPOU3BOJACTBEHHOM ITPAKTHKH

Ne 0291/2025/GMP
Cpoxk netictus ¢ 8 anpens 2025 r. o 7 anpens 2027 r.

Beiman mno wroraMm mnpoBeleHHs HHCNEKTHpOBaHMA ((hapMaLeBTHUECKOH HHCIECKLMH) B
cooreTcTBHM ¢ [lonokeHHeM O MOpAAKe M YCHOBHMAX MHCIEKTHpoBaHHA ((dapMalieBTHUECKOH
MHCTIEKLIMH ) IPOMBILLUIEHHOTO MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB Ha COOTBETCTBUE TPeOOBAHUSM
Hannexxamel NpoM3BOACTBEHHOH NPAKTHKH, YTBEP)KASHHBIM [OCTaHOBICHHEM MHHHCTepCTRa
3apaBooxpanenus PecyOnuku benapyce ot 18 HoaOpsa 2020 r. Ne 102.

MunucTepeTRO 3apaBooxpanenus Pecnybnuku benapycs

(MoHOE ¥ COKpALUEHHOE HAMMEHOBAHMSL YIIONTHOMOYEHHOIO Opraqa)
NOATBEPIKIACT CleyIolIee:
rnpoBesieHa (hapMaleBTHYECKas HHCIEKIIN

pecnyfaMKaHCKOro yHuTapHoro npoussoacteenHoro npeanpustis « BEJIMEIITPEITAPATBI»
(HOJ'IHO€ HaHMECHORAHHE HpOHBBGﬂWI‘GIIS[)
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Pecrybnuka benapycs, r. MuHck, yi1. Maskosckoro, 1/1 (nex Ne 5) :
(anmpec MPOM3BOACTBEHHON MNIOLIATKH) .

Ha OCHOBaHMH:
npukaza MuHKcTepeTBa 3apaBooxpaHeHus Pecrybmuku benmapycs ot 13 mapra 2025 r. Ne 265 «O6 o
OpraHM3alMy UHCTIEKTUPOBAHHUY. o

Ha ocHOBaHMM CBe[leHHi, TMOJYUYCHHBIX MpPH MPOBENEHMH HHCIEKTHPOBAHHWS, NOC/CIHEE M3 - .
KoTophiX Obuto npoeeneHo ¢ 31 mapra 2025 r. mo 4 ampens 2025 r., ¢ 7 ampens 2025 r. =~
no 8 ampens 2025 r, yCTAHOB/EHO, YTO JaHHOE (papMalleBTHYECKOE MPOU3BOJACTBO COOTBETCTBYET
TpeGopanusM Hannexamiedl NpoM3BOACTBEHHOW NPAKTHKH, OSKBHBaJeHTHOH [IpuHUMOAM |
PykoBonctBy Epponelickoro corosa mno Hajnexkamnieil MpoM3BOACTBEHHOH MPaKTHKE JEKapCTBEHHBIX
CPEACTB [T MEIMLHMHCKOrO H BETePUHAPHOT0 NPUMeHeHHs U NpuHUUnaM CUcTeMbl COTPYIHUYECTBA
thapmauesTuueckux uHenekuuii (PIC/S).

Hactogmuii ceprudukar oTpaykaer CTaryc NPOM3BOACTBEHHOH IUIOIAAKM HA MOMEHT
nposefeHus GapMaleRTHYECKOH HHCTIEKIMH U TI0 HCTeYeHHH Oonee 3 JIeT OT JaThl MOCIEIHEro qHA
NOCNENHEr0 MHCIIEKTHPOBAHHS HE MOJKET CHMTATHCA NOKYMEHTOM, CBHIETEILCTBYIOIIMM O CTaTyce
cooTBeTcTBUA. Cpok fedcTBHA cepTHdMKAaTa MOXKET OBITh COKpallleH IpPH MCIOJb30BAHHH
COOTBETCTBYIOLLMX NPUHLIMIIOB YIIPABIAECHHS PUCKAMH NPH HAJTWYMM COOTBETCTBYIOLUEH 3aITHCH B ITONe
«OrpaHyyeHHsl WIH TMOSCHUTENbHBIE 3aMETKH, Kacarolluecs o0MacTH NPUMEHEHHs HaCTOAILEro
cepTudukatay.

Ceprudumkar apnsercs NeHCTBHTENBHBIM B Cllyyae MPEICTABNEHHA BCEX €ro JMCTOB (Kak
OCHOBHBIX JIMCTOB, TaK U JIOTIOJIHUTENBHBIX JINCTOB).

AyYTEHTHYHOCTD (IOAJMHHOCTE) HACTOAIIEro cepTuduKaTa MOKHO MPOBEPUTE B 0a3e JaHHBIX
MunucTepcTBa  37paBoOXpaHeHHs PecmyGnuku  Bemapych, pacmoNOXEHHOH MO ajpecy:
https://minzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trebovaniyam-gmp.php (Peectp ceprudukaros GMP).

Ecmu ceprudukar He npeacTaBlieH B yka3aHHOM Oase HaHHBIX, clegyeT o0paTuThes B
YIONHOMOYEHHBIH OpraH, ero BblAaBUIHH.
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ASAENTA

MVHVICTEPCTBO 30PABOOXPAHEHVIA PECITYBJIVKW BEJAPYCh

CEPTH®UKAT

Ne 0291/2025/GMP

] JlexapcTBEeHHBIE CPEACTBA IS MEAWLIMHCKOTO NPHUMEHEHHS
] JlekapcTBeHHBIE MPENapaThl TS KITMHMYECKUX UCCIEN0BAHMI (MCTIBITAHIH)

Kon | Haumenoranue

1. TIPOW3BO/ICTBEHHBIE OITEPALIMH - JIEKAPCTBEHHA S [TPOJIYVKIIHS

1.1 CrepunbHas NPOAYKLIHS

1.1.1. IIpou3BoaMMas B aCENTHUSCKUX YCIOBHAX (onepauuy odpaboTKH JUIsl CAeMyOLKX
JIEKapCTBEHHBIX GopM):

1.1.1.2. Xunkue nexapcTeeHHble hOpPMbI MaJIoro obbeMa

1.1.2. Tloasepraemas (GpUHHIIHOK cTepUIM3aLMK (orepaliiy 00paboTKH A1 CAEMYIOLUHX
JeKapcTBeHHBIX opM):

1.1.2.2. Xunkue nexapcTeeHHble hopMbl MaIoro 0bbpeMa

1.1.3. Brinyckaloluii KOHTPOJIb Ka4ecTBa (BBITYCK CEPHH)

Bronoruueckas JeKapeTBeHHAs MPOIYKIHSA

1.3.1. buonoruueckas neKapcTBEHHAsA NPOIYKIIHSA:

1.3.1.2. UIMMyHOGHONOTHYECKas IPOAYKLIHA

1.3.1.5. BHOTeXHOIOrHYECKAas MPOAYKLIMS

1.3.1.6. Tlpogyxuus, BbifieieHHAas W3 JKMBOTHBIX HMCTOYHMKOB WM OpraHoB (TKaHEH)
yeJI0BeKa

1.3.2. Beinyckaiomuid KOHTponb (cepTudukaliug cepuu) (repeueHb BUAOB NPOAYKIIHHA):

1.3.2.2. UMmyHOOHOIOrHYECKAs NIPOIYKIHS

1.3.2.5. BHOTeXHOIOrHYeCKas POIYKIIHS

1.3.2.6. Tlponykumsi, BbIIENEHHAs W3 JKUBOTHBIX WCTOYHHKOB WM OpraHos (TKaHei)
4esIoBeKa

Hpoqaa JICKapPCTBEHHAA MPOAYKIHA WIH IPOHU3BOACTBCHHAA NCATEIIBHOCTD

1.4.3. Ilpouee:

XpaHEeHHE MaTepPHaIOB M MPOAYKLMH — I. MuHck, nep. ®abpuumyca, 3/6; beToHHbIH
npoesn, 7/1, 7/6-2, 7/6-4, 7/11, 7/12; ya. Maskoeckoro, 1/6, 1/22;

KOHTpOIIb KauecTBa — . Munck, yi. ®abpunuyca, 30, nep. @abpurmyca 3/11;

yn. Maskosckoro, 1, 1/10;

BBIMTYCKAIOUIMH KOHTPOJIb Ka4ecTra (BbITycK cepu) — r. MuHCK, yi. Maskosckoro, 1.

VYnaxkoeka

1.5.2. BropuyHas ynakoBka

KOH’I‘pOJ'[B KadecTba

1.6.1. Mukpo6HonorH4ecKye HCIIBITAHHSA; CTEPHIBHOCTD

1.6.2. MukpobHonorudyeckue UCIBITAHUS: MUKpOOHOIOrHYecKas YUCTOTa

1.6.3. Xumuieckue (husnueckre) HCIBITAHHS

__ 1.64. buonoru4ecKye UCIIbITAHUS

OrpanuueHuns Wi MOACHUTEbHbIE 3aMETKH,
Kacaromuecs 061acTi NIpUMeHeHHs cepTuduKara:

JelicTBHE NaHHOrO CepTUMKATA PACTIPOCTPAHASTCS HA MPOM3BOACTRO JISKAPCTBEHHEIX CPE/ICTB B

T T T L T T T ey o e v o
( ‘- iy f i

7
y A

e Ty T T T T T T O G T G G T i e T T
UL TLATL PR I MM zhobiteleletatdatul: s =" BEAUATWAH SRR E LN R 4 Ay Lot ! L HERN H 2 L . E EREEMEEERE
Y \ ' et v 5 y Y : \

TR




. N AP A P AP PP PPN P et P AP

MMHVCTEPCTBO 3IPABOOXPAHEHVIA PECITYBJIVEKW BEJAPYCh

CEPTUOUKAT

Ne 0291/2025/GMP

uexe Ne 5: ydMacTOK NpPUrOTOBJIEHMS PACTBOPOB M PO3IMBA MPENapaToB, YYACTOK YNAKOBKH;
Y4aCTOK IPOMU3BOACTBA IEKAPCTBEHHBIX CPEACTR B MPEIHATIOIHEHHBIX [ITPHLIAX.
Cpoxk neiicTBHs JaHHOro cepTH(UKATa COKPAILEH 10 2 JIET C YUYETOM OLEHKH BHYTPEHHETO PUCKA, |
- IIPUCYLIETO MPOM3BOACTBEHHON IUIOLIAKe, M PHCKA, CBS3aHHOrO ¢ cobmoae TpeGoBaHuit
GMP (nio pe3y/bTaTaM HHCHEKTHPOBAHMUS). / j
CrapogoiitoB A.T.,
3aMECTHTEITh
MunucTpa 3apaBooXpaHeHHs
Pecrrybmuku benapychk

(hamunusa, cobcrBeHHOE UM, OTYECTBO (ECTH TAKOBOE - 5 [
HMEETCH), JONKHOCTh CNYKAIIEI0)

19 aBrycra 2025 1.

(rara mosnMuCAHKS)
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