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3 MMHUCTEPCTBO SHPABOOXPHEHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT

COOTBETCTBUSA NPOMBIIIIJIEHHOI'O TIPOU3BOJICTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHMAM
HAJVIEXXAINEU TPOU3BOACTBEHHOU ITIPAKTUKHA

Ne 0284/2025/GMP
Cpox netictus ¢ 13 mapta 2025 r. no 12 mapra 2028 k.

Bbigan 1o MTOramM MpoBeAEHUS WHCIEKTHpOBaHHs ((hapMaLeBTHYECKOH uﬂgs'féxunn) B
cootBeTcTBUM ¢ [lonokeHneM o0 TOpAAKe U YCJIOBUAX MHCIEKTHPOBAHMS (papmaiieBTHUECKO
MHCTIEKLIMH) TIPOMBILLIIEHHOTO IIPOM3BO/CTBA JISKAPCTBEHHBIX CPEICTB Ha GOOTBETCTBYE TPEOOBAHUSIM
Hannexaieli npou3BOACTBEHHONW NPAaKTHKW, YTBEPXKAECHHBIM rIOCTaHoBneHl/lelxoéll-Q MuHucTepcTBa
sapaBooxpanenust Pecry6iuku benapyck ot 18 Hos6psa 2020 r. Ne 102. QO

N
MuHUCTEpCTBO 3apaBooxpanenus Pecrybauku benapychb &
(nonﬂoe U COKpalllCHHOC HAUMCHOBAHUA YNOJHOMOYEHHOIO opraHa)

NIOATBEPIKIAET ClleyoLIee: ,\A’Z’
npoeezeHa apMaleBTH4eCKas HHCIEKLUS Q§0
NS

OTKPBITOro akliMoHepHoro obuectsa «I'pogHO A30T»
(r10/1HO€ HAUMEHOBaHUE NPOU3BOANTEIIS) @\\
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Pecny6sinka Benapyce, ['pogHeHckas 0641, r. I'poaHo, n‘fﬁ Kocmonagstos, 100
(anpec npoOU3BOACTBEHHOM nnomazlkn\bq
Q

Ha OCHOBaHMHU: §
npvkaza MuHucTepCTBa 3paBooxpaHenust Pecnybmuxh Benapyce ot 15 auapa 2025 r. Ne 25 «O6
OpraHM3allil HHCTIEKTHPOBAHHUSY. N7

Ha ocHOBaHMHM CBe[eHMii, NONyYeHHbIX HPW TPOBSACHUN MHCIIEKTUPOBAHHS, MOCIENHEE U3
KOTOpbIX Obu10 mposefeHo ¢ 10 mapra 2025 ry, o #3:Mapra 2025 r., yCTaHOBJIEHO, YTO JAHHOE
(dapmalieBTHYECKOE MPOU3BOJICTBO COOTBETCTBYET Tp(ggosaﬂmm Haanexaieli npousBoACTBEHHON
NpakTUKH, dSkBuBasieHTHOM [lpuHumnam u PykoBoficTBy EBponelckoro corosza mno Hajjiexaluen
NPOM3BOACTBEHHON MPAKTHKE JEKAPCTBCHHEIX CPENCTB JUIA MEIMLMHCKOTO M BETEPHHAPHOIO
MpuMeHeHus W npuHumnam CucteMbl COTPYAHMUEETBA papMALEBTUHECKUX HHCTIEKLIMHA (PIC/S).

Hacrosuuii cepTudukar orpaiaer TYC MPOW3BOACTBEHHON IUIOIAAKHM Ha MOMEHT
nposeaeHus hapMaleBTHUECKOH HcheKunn$ o ucreueHun 6onee 3 JeT OT JaThl MOCJIEJAHETO JHA
MOC/e/IHEr0 MHCIIEKTUPOBAHUSI HEvMOKET ,g@man:ca JOKYMEHTOM, CBHIETEJIbCTBYIOIMM O CTaTyce
cootBeTcTBUs. Cpok JelicTBHS, CcepTH{UKaTa MOXKET ObITh COKpALleH [PH HCIIONb30BAHHH
COOTBETCTBYIOLIMX MPUHLMIIOB ynpam@ﬁ\nﬂ pUCKaMHU MU HAJIMYMH COOTBETCTBYIOILEH 3aM1CH B 110J1€
«OrpaHuyeHuss WM MOSACHUTENbHBIE® 3aMETKH, Kacarolyecs 00JacTH NPHUMEHEHHS HACTOAIIEro
cepTudukatay. rz’;%

Ceprudukar apnseres a@_TBmeanmM B Cjlyyae NpEACTaBJEeHUs BCEX €ro JIMCTOB (Kak
OCHOBHBIX JIHCTOB, TaK 1 nonon@ﬁmnwmx JIUCTOB).

AyTEHTHYHOCTD (HONIEAHOCTD) HACTOSLIEr0 cepTUdHKaTa MOXKHO NPOBEPUTH B Oa3e JaHHBIX
MuHuctepcTBa  8apaBooxpaHeHus PecnyGuuku  bemapych,  pacmoniokeHHOW MO aapecy:
https://minzdravsgoviby/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trebovanivam-gmp.php,g%ecm ceptuduxaros GMP).

Ecii CepTUhMKAT He TpeACTaBleH B YKasaHHOH 0ase NaHHbBIX, CilelyeT OOpaTUThCs B ©

YIOAHOMOUEHHbI @aﬁ, €ro BbIJIaBLIMH.
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MMHNCTEPCTBO SHPABOOXPAEHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUDOUKAT

Ne 0284/2025/GMP

M JlekapcTBeHHbIE CPENCTBA ISl MEAWLIMHCKOrO MPUMEHEHH S
O JlekapcTBenHble npenapaTsi JJisi KIIMHAYECKUX HCCIIeA0BaHHi (MCNbITaHKH)

Kon l HanmeHoBanue

1. TIPOU3BOJICTBEHHBLIE OINEPAIIMU - TEKAPCTBEHHAS ITPOAYKIKAL .
1.2 HectepusibHasg nmpoaykLus . ) '
1.2.1. HecrepunpHast mpoxykuus (TEXHOJOrHUECKME OMNepaudu s n@yqex—mﬂ
CIISAYIOLIMX JIEKAPCTBEHHBIX HOPM): (\:PQ
1.2.1.7. MenuuMHCKHE ra3bi L
1.2.1.15. Tlpouast HecTepuibHas NPOAYKLMS: (hapMaLeBTHUECKAsA Cy/6\/§l1"aHU,I/Iﬂ — ras
MEAULMHCKUI KpUOTEHHBIH ;
1.2.2. Boinmyckarouuii KOHTpOIb KauecTBa (cepTUHKaLHs ¢EpHu)
Ynakoska
1.5.1. [leppr4Has ynakoBKa:
1.5.1.7. MenuuumHCKue raspi <
1.5.1.15. Tlpouas HecTepunbHas JIEKapCTBEHHAN npo;@éﬁm: dapmatieBTHYECKas
cyOCTaHLUs — ra3 MeAULIMHCKUI KpHOTeHHBIH Pl
Konrtponb kauecTsa 2

A

1.6.3. Xumnueckue (pusnyeckrie) HCIbITaHHU
OrpaHuyeHNs WK NOSCHUTEIIBHBIE BAMETKH,
Kacarouecs o6J1acTH npuMeHeHust CepTudukara:
JieHcTBHe cepTHdHKaTa pacrpoCTPaHsIEeTCs Ha LEX MeTaHAA:
- Yy4aCTOK TIPOM3BOJACTBA W OTIPY3KH KMCIIOpOa MIKOrO MEMLIMHCKOro: MPOU3BOACTBO
(apmalleBTHYeCKOM Cy6CTaHLIMY — Fa3 MeIULIAHCKUIKPHOTEHHBIN; //

MEIMLMHCKUI CXKaThlIi.
CraposoiitoB A.I'.,
3aMECTHUTENb
MuHHCTpa 3ApaBOOXpaHeHH

Pecny6nuku benapychb

(pamunus, cOBCTBEHHOE UM, OFIECTBO (ECIM TakoBOE
MMEETCs), I0JKHOCTh cnym@ero)

v
16 urons 2025.r. c?}'

N¢ 0000916

n o

LFLFL AR 2lihh O O LT DT DT OGO T R T R ET o1 T, LA
VYV VY TV VY : 5 i PPV VTRV R R YV TRV T PPV EE VTP VTV VY




