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CEPTUOUKAT

COOTBETCTBHSI ITPOMBIINJIEHHOI'O IPOU3BOACTBA
3 ‘ JEKAPCTBEHHBIX CPEACTB TPEBOBAHWAM
: HAJVIEXKAITEU TPOU3BOJCTBEHHOU ITIPAKTUKH R

Ne 0295/2025/GMP &
Cpox neiictus ¢ 28 urons 2025 r. no 27 urons 2028 g, \Qb

BbimaH no wWTOraM TmpoOBeNeHUs HHCMEKTHpoBaHMs ((apmaleBTHUECKOMH unc\ﬁ%xunn) B
cootBeTcTBUM ¢ [loNOKEHMEM O MOpSAKE M YCIOBUAX HHCTEKTHpoBaHMs(dapmalieBTHHecKoii
MHCIIEKLMM) NPOMBILLIEHHOTO NPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB HA GOOTBETCTBUE TPEOOBAHUSM
Haanexaiuell NpoM3BOACTBEHHON MNPAKTHKM, YTBEPIIEHHBIM MOCTaHOBfleHueMS MHUHHCTEpCTBA

O
3apaBooxpaHeHus Pecny6nuku Benapycb ot 18 Hos6ps 2020 r. Ne 102. O
o
N

MuHuCTepCTBO 3/paBooxpaHeHus Pecnybnuku benapyce <
(noJiHOE M CoKpalleHHOe HAMMEHOBaHHS YNOJHOMOYEHHOI'O OpfhaHa) ;\Y

MOATBEPKAACT ClieAyoLIee: \§7
nposesieHa GapMaleBTHUECKas HHCTIEKLIMS &

)
00l11IecTBa C OrPaHHUYSHHOM OTBETCTBEHHOCTEIO «@optvBa Men»
(noaHoe HAaMMEHOBaHWE TIPOU3BOAUTEIS) $

PecnyGinka Benapycs, Munckas 061., Munckuii p-u, ri. Magyauiiu, yi. Aspoapomuas, a. 4-1a
(aapec NPOM3BOACTBEHHON MyOLIANKM)S

Ha OCHOBAHHUH: Qo
npukasza MuHHCTepCTBa 3apaBooXpaHeHus PecrnyGinkH Ben\gfp%cxx or 6 mas 2025 r. Ne 542 «O6
OpraHU3aLMi UHCMIEKTHPOBAHUSAY. N

Ha ocHoBaHMM cBeleHMi, MONy4YEHHbIX HPH nposﬁem/m WHCNEKTUPOBAHUSA, TIOCTEAHEe U3
KOTOpbIX ObL10 nposefeHo ¢ 24 wrona 2025 R, 110 275uonsa 2025 r., yCTAHOBJICHO, 4TO AaHHO®
hapmaueBTHUECKOe MPOU3BOICTBO COOTBETCTBYET TpeboBaHMAM Hannexauieii mpoM3BOACTBEHHOI
NpakTUkH, dkBuBajeHTHOM [IpuHuunam u PykoBoficTBy EBponelickoro corosza rno Hamiexauiei
NPOU3BOJCTBEHHO!N MpPAaKTUKE JIEKAPCTBEHHBIX EPEACTB Uil MEAMLMHCKOIO W BETEPUHAPHOIO
npUMeHeHHUs 1 npuHUunam CHcTeMbl COpr,[IHHR@TBa dapmatesTuueckux uHcnekuui (PIC/S).

Hacrosiumit  cepruduxar oTpaxaer CTaTyc MpPOM3BOIACTBCHHON IUIOWAAKH HA MOMEHT
nposeaeHus GpapMaleBTHUECKOM HHCHGKL[HP@' no ucreyeHuu Gosnee 3 JieT OT AaThl MOCIEAHErO JHA
MOCJEHEr0 HHCNIEKTHPOBAHUS He, MOMET {gQHTaTbCﬂ JOKYMEHTOM, CBHJIETEJILCTBYIOLUM O CTaTyce
cootBercTBus. CpoOK MeHCTBHSL CepTHdHKATA MOXKET ObITh COKpAllEH MpH HCMOJb30BAHHM
COOTBETCTBYIOLIUX NPUHLIMNOB YIPABIGHHS PUCKAMH MPH HAJTMYHU COOTBETCTBYIOLLEH 3aIMCH B MONe
«OrpaHu4eHHsT WM TMOSACHUTENbHBIES 3aMETKH, Kacatolecs 00JacTH NPUMEHEHWs HACTOALLEro
cepTudUKaTay. @'b%

Ceprudmkar sBnaercs [ HOTBUTENbHBIM B cilydae TNpeaCTaBIeHHs BCeX €ro JIMCTOB (Kak
OCHOBHbIX JINCTOB, TAK 1 JAOMOIHUTEIILHBIX JIUCTOB).

AyTEHTHYHOCTb (noan@nocn) Hacrosero ceprudukata MOXKHO NPOBEPUTHL B 0ase JaHHbIX
MuHucTepcTBa 311paBoox<'g§HeHm Pecny6nuku  Benmapych, pacrnonoxeHHOH 1o ajapecy:
https://minzdrav.gov.by/rk@lya-spetsialistov/lekarstvennava-politika/farmatsevticheskiy-inspektorat-
ministersfva«zdravookh%aoheniya/ index.php (Peectp cepruduraros GMP).

Ecin cepTuq)»gzﬁT HE TIpeJCTaBieH B YyKa3aHHOM Oa3e JaHHbIX, CJEAyeT oOpaTuThCs B

yHOﬂHOMOHCHHblﬁ N aH, €ro BblIaBILUIHM.
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MMHMCTEPCTBO SHPABOOXPEHVIH PECITYBJIVIKI BEJIAPYCb

CEPTUOUKAT

- Ne 0295/2025/GMP

[ JlekapcTBeHHbIE CPEACTBA M1 MEAMLIMHCKOTO MPHMEHEHHS
L] JlekapcTBeHHbIE NpenapaThbl Ajis KIMHHUECKMX UCCAEA0BaHMH (MCNIBITAHMH)

Kon ‘ HaumeHoBaHue
1. TPOU3BOJICTBEHHBIE OINEPALIMU - TIEKAPCTBEHHAS IMTPOAMKITUA
1.2 HecrepunbHas npoaykuus
1.2.1. HectepunbHas npoAyKuusi (TEXHOJOTHUYECKHE OMNEpaLiK wJIs HO@I{CHHH
CNENYIOLIUX JICKAPCTBEHHBIX HOpM): &
o
1.2.1.5. )Kuakue nexapcTBeHHble GOPMbI U1 HAPYKHOTO NMPUMEHEHHS X
QO
N

1.2.1.6. XKunkue nexapcTBeHHbie GOPMBI s BHYTPEHHETO NMPUMEHEHHS
1.2.1.9. Tlpenapatsl, HaxosILKECs MO JaBJIEHUEM Ab'
1.2.1.15. Tlpouas HecTepuibHas MNPOAYKLMS: KUIKHE IleKapCTBelldszle dopmbl  ans
WHTAJISLWA UM HHTATILHOHHOrO HapKo3a (pacTBOphbl) 40)
1.2.2. Boinyckarouuii KOHTposib KauecTsa (cepTHdHKaLmA cepu) »&
[Ipouas nexapcTBeHHast NPOAYKLHS WK POU3BOJACTBEHHAMIACATENBHOCTD
1.4.3. Ipouee: v\'Q
KOHTpOJIb kKavecTBa: MuHckas 061., MuHCKuiA p-H, . Maqy@uun, yn. AspoapomHasi, 4-2;
BbITYCKAIOIMIA KOHTPOJIb (cepmdmkauuﬂ cepru);: Ml@’cxaﬂ 06s., MuHCKUH p-H,
rin. Mauysnuy, yia. Aspoapomnas, 4-2;
XpaHEeHUe MaTepuanoB W MpoayKuUWu: MUHcKas 06J'l S\’II/IHCKI/IH p-H, ri. Mauynuim,
yi. Aspoapomuas, 4-1a, 4-1, 4A, nom. 23, 24, 29, 30@
YnakoBka ;Q\
1.5.1. IepBuuHas ynakoBka: RN
1.5.1.5. XKunkue nekapcrBeHHble HOPMBLAIS g@pym—xoro MPUMEHEHUs
1.5.1.6. Yunkue nexapcraertbie GOPMbI NS BHYTPEHHETO IPUMEHEHHS!
1.5.1.9. IIpenapartsl, Haxoasuees Mo ﬂa{i@enuem
1.5.1.15. Ilpouas HecTepuiibHasi neKap§:rBeHHaﬂ NMPOAYKLMA: KUJKHE JIEKapCTBEHHbIE
($OpMBI 4151 HHTATIAUMH WITH unranuuu@ﬂoro Hapko3a (pacTBopbI)
1.5.2. Bropuunas ynakoBkad &
Kontponb kavectsa (p
1.6.3. Xumnueckue ((bmuqecmgzj‘\ncnbnaﬂm
OrpaHuqu@ WY TIOSCHUTEJTbHbIE 3aMETKH,

KacardInees, ofiacTu npUMeHeHHs cepm(bHKaTa HET.
Crapogoiitos A.T", N
3aMECTHTENb P
MuHuctpa 3)1paBooxpaH@\m

Pecny6nuka benapycs 7
(pamusus, cOGETBEHHO s, OTYECTBO (ECJIM TAKOBO
UMEETCS), AQJDKHOCT Cily’KaLUero)

14 oxra6pa 2025 r.
(nara n@fnncaﬂm)
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