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MWVHVCTEPCTBO SHPABOOXPAHEHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT

COOTBETCTBHUSA IMPOMBIIIJIEHHOI'O MPOU3BOJACTBA
JEKAPCTBEHHBIX CPEJCTB TPEBOBAHUAM
HAUIEKAIEA ITIPOU3BOJICTBEHHOU IIPAKTHKHA

Ne 0290/2025/GMP
Cpox peiicteus ¢ 8 anpens 2025 r. mo 7 anpens 2028 r.

Beiman Mo HroraM NpOBENEHHs WHCIEKTUPOBaHUs (dapMaleBTHYEeCKOH HHCMEKLUHH) B
coOTBeTCTBHM ¢ IlOMOKEHHEM O MOPSAKE W YCIOBHMAX HHCIEKTUPOBaHMs ((apMaleBTHYECKOH
WHCTIEKLIMH ) TIPOMBILITIEHHOTO TIPOU3BOCTBA JIEKAPCTBEHHBIX CPEICTB Ha COOTBETCTBHE TPpeboBaHHAM
Hannexaiied npou3BONCTBEHHONW MPAKTHKH, YTBEP/KIEHHBIM TOCTaHOBIeHWeM MuHucTepcTaa
3apasooxpanenus Pecriybnuku benapyce ot 18 Hosbpsa 2020 r. Ne 102.

MunucTepeTBO 3apaBooxpaHenus Pecybnuku Benapycs
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(HOHHOC H COKpPalIE¢HHOE HAUMEHOBAHHA YTTOTHOMOYEHHOL O ODTﬂHa)
MOJTBEPIKAACT CNeIyolLee:
npoeeneHa GpapMalleBTHYECKas HHCTIEKLIUS
pecrybMMKaHCKOTO YHHTapHOTO npousBoacTeeHHoro npemnpuatua « BEJIMEJITIPETTAPATEI»

(moHOE HAUMEHOBAHHE MPOUIBOTUTENS )

Pecny6nuka Benapycs, r. Munck, nep. @abpuipyca, 3 (uex Ne 4)

(ampec MPOMU3ROACTBEHHON MIOILATKH)
Ha OCHOBAHMH:
npukasa MuHHCTepCTBa 3apaBooxpaHeHns Pecrybmuku Bemapyck ot 13 mapra 2025 r. Ne 265 «O6
OpraHM3alMy UHCTIEKTUPOBAHHY.

Ha ocHoBaHuM cBeneHMH, MONY4YEHHBIX TPU MPOBEOEHHM HHCIEKTHPOBAHMSA, NOC/IENHEE M3
KoTOpbIX OBITO npoBeneHo ¢ 31 mapra 2025 r. mo 4 ampens 2025 r., ¢ 7 anpens 2025 r.
no 8 anpens 2025 r, ycTaHOBNEHO, YTO JaHHOE (apMallEBTHUECKOE MPOM3BOJCTBO COOTBETCTBYET
TpeboBaHusM Hamnexauieli npOW3BOACTBEHHOW MpaKTHKW, SkBuBaleHTHOH [lpuHuunam u
PyxoBonctBy EBponelickoro cowsa no Hamjiexaled npou3BoICTBEHHOH NMPaKTHKE JeKapCTBEHHEIX
CPEeACTB IS MEIMUMHCKOTO W BETEPHHAPHOTO MPUMEHEeHHS U NpUHLHITAM CHCTeMBl COTPYIHUYECTBA
tdapmanerTHueckux uHcnekiuit (PIC/S).

Hactoaumuii ceprudukar oTpaskaeT cTaTyc IPOM3BOACTBEHHOH IUIOWIAAKH HAa MOMEHT
npoBeeHHs GapMaleBTHYECKOH HHCIISKIMKM U 10 HcTedeHUH Goiee 3 JIeT OT JaThl MOC/IEIHETO IHA
NOCJIEHEr0 WHCTIEKTHPOBAHUS HE MOJKET CUMTATECS JOKYMEHTOM, CBHIETEJILCTBYIOLMM O CTaTyce
cootBercTBHA. Cpok geicTBus ceprudukata MoKeT ObITh COKpallleH MpPH HCIONb30BAHHH
COOTBETCTBYIOLIUX NPHUHLIAIIOB YIIPABIEHU PUCKAMU NIPU HAJIHUMH COOTBETCTBYIOLIEH 3aIIMCH B T10J1€
«OrpaHHueHHs WIH TOSCHUTENbHBIE 3aMETKM, Kacarolmudecs oOnacTH NPUMEHEHMs HacTOSINETo
cepTudUKaTa.

Ceprudukar sBngeTcss MEHCTBHTENHHBIM B CIydae IPENCTABJIEHHMA BCEX €ro JIMCTOB (Kak
OCHOBHBIX JINCTOB, TaK U AOMOJIHUTELHBIX JIHCTOB).

AyTeHTHYHOCTD (MOTHHHOCTE) HACTOALIEro CepTH(UKATA MOYKHO TPOBEPHUTE B Haze NaHHBIX
MunuctepcTea  3apaBooxpaHeHus Pecrybnuku  Benapych,  pacnonokeHHOH 1O azpecy:
https://minzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trebovaniyam-gmp.php (Peectp cepruduraros GMP).

Ecnu ceprugukar He mpeAcTaBieH B yKa3saHHOH 0Oase HaHHBIX, clemyeT o0paTUThCS B
YIOIHOMOYEHHBIH OpraH, €ro BhIIABIIHH.
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MVHVCTEPCTBO BHPABO'OXPHVIH PECITYBJIVIKV BEJIAPYCh
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CEPTUOUKAT

Ne 0290/2025/GMP

143415

] JTekapcTBeHHbIE CPEACTBA VIS MEJULIMHCKOTO IPUMEHEHHS
[ JlexkapcTBeHHbIe TIperiapaThl Ui KIHHHYSCKHX HCCIIe0BaHHH (MCTIBITAHHA)

Kon | Haumenoranue
1. ITPOU3BOJCTBEHHLIE OIIEPAIIUH - JIEKAPCTBEHHA ITPOAYKIIMA
1.2 HectepunsHas npoaykuus
1.2.1. HectepuntHas npoaykuus (TeXHOIOTHUECKWE OMepalud A8 TOoJIy4YeHHS
CJIEIYIOIIMX JIEKaPCTBEHHEBIX (OpM):
1.2.1.1. Kancyns! B TBepaoi obonouke
1.2.1.13. Tabnetku
1.2.2. BeimycKarowmi KOHTpOJb Ka4decTsa (cepTHhHKALIMA CEPHH)
buonoruyeckas JekapcTBEHHAS MPOLYKLHA

1.3.1. bruonoryyeckas JeKapCTBEHHAA POLYKLMS:

1.3.1.6. Tlpopyxums, BbIAENEHHAS W3 JKHBOTHBIX MCTOYHMKOB HJIM OPraHoB (TkaHeil)
YENOBEKA
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1.3.2. Beinmyckaroiiui KOHTPOJb (cepTHhHUKALMS cepHi) (MepeueHb BUI0B MPOLYKLHH):
1.3.2.6. Ilpoxykuus, BbiAeneHHas M3 *KMBOTHBRIX WCTOYHHMKOB HWIIH OPraHOB (TKaHeH)
YenoBeKa

IIpouas nexapcTBeHHAs MPOXYKIHS HIIH NIPOM3BOICTBEHHAS AEATEIBHOCTD

1.4.1. TlpousBoCTBO:

1.4.1.1. PacTuTensHas npomgyKuus

1.4.3. TIpouee:

XpaHEeHHE MaTepHaJIOB U MPOAYKLUHM — I'. MuHCK, nep. @abpuimyca, 3/6; beTtonHbli
npoesn, 7/6-2, 7/6-4, 7/11, 7/12;

KOHTpOJIb Ka4decTBa — . MuHck, yi. @abpunmyca, 30, nep. @abpuunyca 3/14;
BBINYCKArOIMH KOHTPOIIb KayecTBa (BeIMycK cepuu) — r. MuHek, yi. @abpunmyca, 30.
Vnakoska

1.5.1. [lepBruHas ynakoBka:

1.5.1.1. Kancyns! B TBepaoii oGonouke
1.5.1.13. Tabnetku
1.5.2. BropuyHas ynakoBka
KoHnTpons kayecTra
1.6.2. MukpoOHoNorHueckye UCTILITAHUS ! MUKPOOHOIOrHYecKas YUCcToTa
1.6.3. Xumunueckue (pHU3HUECKHe) HCITLITAHUS
OrpaHd4eHHUs WK TIOACHUTEIbHbIE 3aMETKH,
Kacarolmecs o6nacT NpUMeHeHHs cepTuduKaTa:
1.3.1.6. — TabneTky M Kancysl B TBepHoi 06onouke;
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CEPTH®UKAT

Ne 0290/2025/GMP

{ 1.4.1.1. — xanicynsl B TBepHO#H obonouke;
 JlelicTBHE JaHHOTO CEPTH(HUKATA PACTIPOCTPAHAETCS Ha POM3BOACTBO JIEKAPCTBE CpenCcTB B
| uexe No 4: yyacTok TabneTMpOBaHHS U HATIONHEHHUS KaTICYJl, YUacTOK (DACOBKM WyNakoEKH.

CraposoiiToB A.T., P
3aMECTHTEND
MuHHCTpa 31paBOOXPaHEHHS

Pecny6nuku benapycs
(amunus, coGCIBEHHOE MMS, OTYECTBO (€C/IM TAKOBOS '
HMEETCA ), NOJKHOCTD CITyKalllero)

19 aBrycra 2025 r.

(mata noanucaHus)
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