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EBPA3UINCKIA 3KOHOMMWYECKIAA COKO3
MWHUCTEPCTBO 3IPABOOXPAHEHUA PECRYBJIMKW BEJIAPYCb

A

COOTBETCTBUA NPON3BOACTBA JIEKAPCTBEHHbBIX CPELCTB
TPEBOBAHUAM MNPABWJ1 HALANEXKALLIEW NPOU3BOACTBEHHOW NPAKTUKIA
EBPASUACKOro 3KOHOMWYECKOTIO COIO3A

Ne GMP/EAEU/BY/00455-2025

Cpox neticteusa ¢ 11 aBrycra 2025 r. no 10 aBrycra 2028 .

Beinan no utoram nposenenus ¢apmaleBTHUECKOH MHCTISKLMM B COOTBETCTBMM ¢ [lpaunamu
npoBeleHNs (HapMaLeBTHHECKHX MHCTIEKUMH, yTBepieHHbiMu Pemennem Coseta Eppasuiickoii
DKOHOMHYECKOH KOMUCCHH OT 3 HOa6ps 2016 . Ne 83. ’
MunucTepcTBO 3aApaBooxpaHenus Pecnybnuku Benapycek

(MONHOE Y COKPALLIEHHOE HAUMEHOBAHKS YINOMTHOMOYEHHOI'O 0Pt uHa)
MOATBEPKAAET ClEAYIOLIEe:
MpoBeaeHa GapMalleBTHUYECKAs HHCTIEKLIHS
pecny6IMKaHCKOrO YHHTAPHOI0 Npou3BoacTBeHHOro npeanpustua « BEJIMEJITTPETTAPATEI»

-]

(roMHOE HAUMEHORAHHE TTPOM3BOAHTENS)

Pecnybnuka Benapycs, r. Munck, yi. @abpuumyca, 30 (uex Ne 2)

(anpec NPOHIROACTREHHOM TIOLIA/IKH) .
Ha OCHOBaHHH: I
npukaza MunucTepcTsa 3apaBooxpaHeHus PecnyGnuku Benapych ot 13 uiona 2025 Ne 700 «O6
OpraHM3aluMy MHCTIEKTHPOBAHUA. £
Ha ocHoBaHuM cBefeHMi, MOMYYEHHBIX DU NPOBEEHUH MHCTIEKTHPOBAHMS, NOCNEIHES H3 KOTOPBIX
Obino nposesieHo ¢ 4 aBrycta 2025 . mo 8 asrycra 2025 r., 11 aBrycra 2025 r., ycTaHOBNEHO, 4TO |
AaHHoe (apMaleBTHYECKOE MPOU3BOACTBO COOTBETCTBYeT TpeGoBaHusaMm [lpaBun Haanexalleit
NPOU3BO/ICTBEHHOH NpakTHKH EBpa3sniickoro 3KOHOMHUYECKOro COK3a, SKBHBANEHTHBIX [IpUHLIMNIAM U
PykosoncTey Esponeiickoro corosa mo Hajiexallell NpoM3BOACTBEHHON NPaKTHKE 1eKapCTBEHHBIX
CPEACTB [ MEIHLIMHCKOrO H BETEPUHAPHOTO NPHMEHEHHs U NpuHIUNaM CUCTEMBbI COTPYAHHYESCTBA |
dapmavesTHueckux uHcnekuwii (PIC/S). '
Hactosmuii ceprudukar oTpakaeT cTaTyc NMPOM3BOACTBEHHOM IUIOWANKYA HA MOMEHT MPOBEACHMS
(hapMaLEeBTHHECKOH MHCNIEKLIMK W IO UCTeueHuH Gonee 3 JET OT JaThl MOCTEAHEro JHS MOCIeTHEro |
MHCNEKTUPOBAHUS HE MOMKET CUUTATHCS JOKYMEHTOM, CBUAETENBCTBYHOLUIMM O CTATYCE COOTBETCTBHA. |
Cpox neiicTeus cepTHUKaTa MOXKET ObITb COKpAlleH MPH HCMONb30BAHHH COOTBETCTBYOLIMX |
NPUHLUMIOB YMNPAaBi€HWs DPHCKAMH MPH HaAM4YMM COOTBETCTBYHOWIEH 3anucu 006 3TOM B rmose
«OrpaHu4eHns WM NOSICHUTE/bHBIE 3aMETKM, Kacaioluecs O61acTH NPUMEHEHMS HACTOSLIEIO
cepTHdHKaTaY.
Ceprudmkar spnsercs ASHCTBUTENBHBIM B Cllyyae MPEACTABIEHHS BCEX €ro JIMCTOBR (Kak OCHOBHBIX
JTUCTOR, TaK W JOTIONIHHUTE/IbHbBIX TUCTOB). .
AYTEHTHYHOCTb (MOJUTHHHOCTb) HACTOSLIEr0 CEpTHMKATA MOKHO TPOBEPHTh B 0a3e JaHHBIX
MunucTtepcTa  3apaBooXpaHeHus Pecny6nuku  Benapych,  pacrionoseHHol ro  agpecy: |
https://minzdrav.gov.bv/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zdravookhraneniya/index.php (Peecrp ceprudpuraros GMP EADC).
Ecnu  ceprudukar He npencrasien B ykaaaaﬂon Oaze JaHHBIX, CleAyeT OOpaTUThCA
YMOJTHOMOUYEHHBIH OpraH, ero BhIAaBlinii.
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Ne GMP/EAEU/BY/00455-2025
M JlekapcTerHbIe CpeACTBa A7s Mexﬁ’m}mcxoro NpUMEHEHUS B
[] JlekapcTeennble npenapatsl Ans KINHHUYECKHX MCCTE0BAHMI (MCnBITaHUH)
Kon l : ' Hanmenosanue =~ i kA
1. TTPOM3BOJICTBEHHGIE OIEPALIMH — JIEKAPCTBEHHAS [TPOJTYKLIMS - s

1.1 |Crepunbnas npogykumus ' T AT

1.1.1 TIpouseonymas B acenTuueckux ycaoBHAX (OnepaLnu 00paboTKK sl CleaYIOLNX
JIEKAPCTBEHHBIX (hopm):

AT

1.1.1.2. XKuaxue nekapcteeHHble OPMBI MATOro 06beMa 7

1.1.1.3. Jlnodunuzatsl | ():E
1.1.2. llonsepraemas GpuHULIHOM cTepunuzatmn ( onepaluy 00paboTKH A CAEAYHOLIMX e
JIEKAPCTBEHHBIX GOPM): 3 ?g

1.1.2.2. XKunkue nekapcreennbie GopMbl MaIoro ofbema
1.1.3. Beinyckaowuii KOHTPONTb KA4ecTBa (BBITIYCK cepyn)
1.3 _|bronoruyeckas iekapcTREHHAs MPONYKLHS

AN

1.3.1. Buonornueckas nekapeTseHnas NpoayKUAsL:
1.3.1.2, UMMyHOGHOIOrHYeCKas NPOLYKLIAS ==
1.3.1.5. BuoTexHOMOrHYECKas MPOAYKLHS

1.3.1.6. ITpoayKuMs, BEINEEHHAS M3 KUBOTHBIX HCTOUHHKOR WJIM OpraHoB (TkaHel) yenosexa
1.3.2. Boinyckaiouiuii koHTpons (ceprudmkarus cepHu) (epeyeHs BUI0B NPOMYKLIAH):
1.3.2.2. UmmyHOBGHOMOrHYECKas MPOIYKLHS 2

1.3.2.5. BHOTEXHONOrMUECKAs IPONYKLMA

1.3.2.6 TlpoayKius, BeIAENEHHAS M3 FKUBOTHBIX MCTOYHMKOB. HITH OpraHoB (TKaHei) yenoBeka
1.4 |lpouas NekapcTBeHHAs NPOAYKLIMS WITH POM3BOACTBEHHAS AEATENBHOCTD

1.4.1. MpousBoacTso: : =2

1.4.1.3. Tpouas nponyKius: UHTOCTATHKH

1.4.3. [Ipouce:

XPaHEHHE MaTePHalIoB M MPOAYKUMH — I. MHUHCK, Beronnsiéi npoeszn, 7/1, 7/6-2, 7/6-4, 7/11,
7/12, yn. ®abpuuuyca, 30, nep. ®abpuunyca, 3/6, ya. Maskosckoro, 1/6, 1/22;
KOHTPO/IL KauecTsa — r. MHUHCK, 1. @abpuumyca, 30, yir. Maskosckoro, 1/10;
BLIMYCKAIOLUMHA KOHTPO/Ib KauecTBa (BbITYCK Ceprut) — . MUHCK, yi. @abpurmyca, 30.
1.5 |Ynakoeka et :

1.5.2. Bropuunas ynakoska
1.6 |[KouTpons kauectsa

1.6.1. MUKPOGHONIOrHYECKHE UCTILITAHHS: CTEPHIILHOCTD

1.6.2. MHKpOBHONOrHYECKHE HCTBITAHHS: MHKPOOGHONOTHYECKas YHCTOTa
1.6.3. Xumuueckue ( (hHU3MYECKHE) HCIIBITAHUS
1.6.4. Buonoruueckue HenbITaHHA

OrpaHuveHHs WM MOACHUTE/bHBIE 3aMETKH,
KacaroLlHecs 00NacTH NpUMEHeHHs CepTHHKATA:
AEHCTBHE NaHHOTO cepTUduUKaTa pacrpocTpaHAEeTCa Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB B
nexe Ne2: y4acToK MO NPOM3BOACTBY MPOTHBOOIYXONEBbIX MNpenapaToB (LUMTOCTATHKH) BO
(nakonax: y4yacTok NPUrOTOBIEHHS H PO3/IMBA PaCTBOPOB MPOTHBOOMYXOEBLIX npenapaToB B
amIynax v GiakoHax, y4acTok yrnaKkoBKH MPOTHBOOMYXO/IEBbIX IPEMAPATOB B aMynax U diakoHax;
LEL2, 1.L1.3; 1.4.1.3; 1.5.2 — yuacrok mno NPOM3BOJCTBY TPOTHBOOMYXO/EBbIX TTPENapaToR
(uuTocTatuk) BO GrakoHax: E :
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PecnyOnuku Benapycy
(D.M.0., nomkHOCTS)

3 nexabps 2025 r.
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