MVHNCTEPCTBO SHPABOOXPZQEEHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUDOUKAT

COOTBETCTBUS NPOMBIIIVIEHHOI'O ITPOU3BOACTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHMAM Q
HAJJEXAINEU MTPOU3BOACTBEHHOM IMPAKTUKN QQ

&
$

Ne 0289/2025/GMP >
Cpox peficreus ¢ 29 urons 2025 r. no 28 urona 2028.r. §

BbinaH no WTOraM MpOBEAECHMSA HWHCMIEKTHPOBAaHHS ((papMaleBIM4ECKOH HHCMEKLMK) B
coorBeTcTBUM ¢ [lonoxkeHueM O MOpsSAKe UM YCIOBMAX HHCIEKTUPOBaHUS (Q)@auesmqecxoﬁ
MHCTIEKLIMM ) TPOMBILLIEHHOTO TPOM3BO/ICTBA JIEKAPCTBEHHBIX CPECTB Ha GQOTBETCABHE TPEOOBAHNAM
Haanexaweld npou3BOACTBEHHOM NPAaKTUKH, YTBEPXKICHHbIM HOCTaHOBneH\}@M MunucrepcTsa
3apaBooxpaHeHus Pecny6nvku benapycs ot 18 HosOps 2020 r. Ne 102. S

N
MuHucTepcTBo 3apaBooxpaHenus Pecnyonuku benapychb &
(l’IOJ'lHOC U COKpalICHHOEC HAMMECHOBAHU YTTOJJHOMOYCHHOTO O]I)Falia
MOATBEPKAAET Cleyolee: 2
npoeeseHa dapMaleBTHUECKass MHCNIEKLS &
pecny0JIMKaHCKOTO YHUTapHOI'O IIPOHU3BOCTBEHHOTO npennpmmsﬁ?BEﬂMEI[HPEHAPATBI>>

(nmonHoe HauMeHOBaHWE NPOU3BOANTENS ) 0{0

g
Pecny0nmka benapych, Burebckas 0011., BeltieHkoBHuckHii p-H, Mk Bem,qi&osmu, ya1. Crpoureneit, 3 (uex Ne 12)

(anpec MPOM3BOACTBEHHON nnom@)
Ha OCHOBaHWHU: A O
npukasa MuHucTepcTBa 31paBooxpaHeHus Pecriybanku B@[\apym) ot 7 wrons 2025 r. Ne 789 «O06
OpraHW3alH HHCIIEKTUPOBAHUS. N

Ha ocHoBaHuM cBeAEHHii, MOJyUEHHbIX \IPH ﬂ@%eﬂeHl/lH UHCTIEKTHPOBAHMS, I0C/Ie]Hee M3
KOTOpbiX Obuto TpoBedeHo ¢ 28 wtons 2025, 1. no§9 utonst 2025 r., yCTaHOBJIEHO, YTO JAaHHOE
(apmalieBTHYECKOE TIPOU3BOJCTBO COOTBETCTBYET FpeboBannsaM Haanexaiel nmpousBOACTBEHHOM
MPAKTHKH, 3KBHMBaNeHTHOH IlpuHuUMNamM=U PyK\Q'EOHCTBy Eponeiickoro coro3a Mo Hainexawen
NPOM3BOICTBEHHON MpPAKTHKE JICKAPCTBEHHBIXY' CPEJICTB 1A MEJIMUMHCKOTO U BETEPHHAPHOTO
npuMeHenus v npuHumnam CucteMel CoTpyaRituecTsa papmaueTnueckux uucnekuuii (PIC/S).

Hacrosiumii  ceprudukar 0Tpa>1<aeT,QOCTaTyc NPOW3BOACTBEHHOH IUIOWIAJKH HA MOMEHT
nposeneHus GpapMaLeBTHUECKOH MHCHEK W 10 UcTeueHuu bosee 3 JIeT OT JaThl MOCAEIHEro AHs
MOCAeIHer0 UHCIEKTHPOBAHUS HE"MO CUMTATBCH JIOKYMEHTOM, CBHUAETENbCTBYIOLUIUM O CTATYyCe
coorBetcTBUi. Cpok nedeTBus cqg@*nd)nKaTa MOXKET ObITb COKpalleH TMpY MCHONb30BaHWU
COOTBETCTBYIOLLMX NPUHLYTIOB pr%?leHHﬂ pUCKaMH NPHW HAJTMYUH COOTBETCTBYIOLLEH 3aMHUCH B M0J1€
«OrpaHuUueHUs UM TIQAGHUTENBHBIE 3aMETKH, Kacaloliuecs 06JacTH NPUMEHEHUsS HACTOSIUIErO
cepTruduKaTay. §

Ceprudukar ﬂBnﬂeTCﬁ.\\@eﬁCTBmeanuM B Cilyyae TIPEACTABIEHHUS BCEX €ro JMCTOB (Kak
OCHOBHBIX JIUCTOB,(TaK ¥ AONOIHHTENbHbBIX JIUCTOB).

AyTeHTHUHOCTHAOMIMHHOCTL) HACTOSLIEr0 cepTUdUKaTa MOKHO TPOBEPUTH B 0a3e JaHHbIX
Munucrepcreal /3ipaBgoxpaHenus Pecnybnuku  benapycs, pacnonoxeHHOd o aapecy:
https://minZdav ey .bylfu/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zdravookhraneniya/index.php.

Ecnu cepTu&;\nKaT He MpeACTaBleH B yKasaHHOW Oa3e JaHHBIX, clefyeT o0paTHTbcd B
yﬂOﬂHOMO‘leHHbOLﬁ’ opraH, ero BblJaBLUMH.
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YV VYT

JloMOTHHATENbHbII JIUCT

K cemel)mcaTy COOTBETCTBHS NMPOMBIIIJICHHOTO IMPOU3BO/ICTBA JIEKAPCTBEHHBIX
CpeacTn TpeﬁoBaHHﬂM Hapmnexaniei MPOU3BOACTBEHHOM MPAKTHKHN

Ne 0289/2025/GMP

M JlekapcTBeHHBIE CpeACTBA I MEAULIMHCKOTO NPUMEHEHHS
M JlekapcTBeHHble Mpenaparsl 1jis KIMHAYECKUX UCCIeA0BaHUH (MCTIBITaHUH)

Kon } HaumeHoBaHue

1.2 HecrepwibHas npoayKuus

"
1.2.1. HectepunbHast npoayKuus (TeXHONOrMYecKHe omepaudu (i  ifonyuenus
O

CJISAYIOLIMX JIEKaPCTBEHHBIX (GopM):

1.2.1.1. Kancynsl B TBepaoit obonouke

1.2.1.13. Tabnerxu

1.4.1. IlpousBoactso:

1.4.1.3. [Ipouas npoAyKLHS: LIMTOCTATUKH

1.4.3. Ilpouee:
XpaHeHWe MaTepHaoB U MPOAYKLMH — . MHHCK, beTo
7/11, 7/12; nep. ®abpuumyca, 3/6;

yi. Maskosckoro, 1; \é\

N
BBIMYCKAIOLIWIH KOHTPOJL KauecTBa (cepmdmxag)@n cepun) — r. MuHck, yn. @abpuuuyca,
30; yn. Maskogckoro, 1.

Y
<@
YakoBka >

&
1.5.1. [lepBuuHas ynakoBKa: iy

1.5.1.1. Kancynsl B TBepaoii 0bonouKe S

[y

1.5.1.13. Tabnerku &

¥

(g
1.5.2. BropuuHas ynakoBka Qﬁg

KOHTpOHb KadyeCTBa \A‘

(%)
1.6.2. MHKpo6HONOFHIecKre MCTIBITAHMS: MHKPOOHOJIOTHYECKAs YUCTOTA

1.6.3. Xumuueckue ((1)14314143@?(146) MCTILITAHHSA

Orpa}%@eﬂm WY MOSICHUTEJTbHBIE 3aMETKH,
Kaca}o.@lecs obnacTH NpUMeHeHHs cepTHdHUKaTa:
JEeHCTBUE JAHHOTO cepmdm@?ra pacrpocTpaHsieTcsl Ha IPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB B
uexe Ne 12, yyacTok o MPGH3BOACTBY JIEKAPCTBEHHBIX MPENapaToB.
1.2.1.13 — npomsomg%o JIEKApPCTBEHHBIX TpernapaToB, B TOM 4ucie A1 KIMHHYECKUX
vcclie1oBaH Hid (ucn@'annﬁ) Ha yuyacTKe IO TMPOM3BOJACTBY JIEKAPCTBEHHBIX TpenaparoB
(u3MeHeHHst B cepr@nKaT BHECEHBI 0 pe3y/ibTaTaM UHCTIEKTHPOBaHUS, POBEJEHHOIO B MEPHOLL

¢ 2 ¢espang 2026 r. no 10 ¢espans 2026 r. Ha oCHOBaHMM Mpukasa MunucTepcTsa
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JlomoJHUTEIbHbBIA JTHCT

K cemebuKaTy COOTBETCTBUA MPOMBILIJICHHOI'0 IIPOU3BOJACTBA J'leKapCTBeHHBlX
CpeacTn TPBGOBaHI/IﬂM Hapmexamei HpO](BBO)ICTBeHHOﬁ NPaKTHKA

SRRy

Ne 0289/2025/GMP

3apaBooxpaHenus PecnyOnuku benapyce ot 2 gexabps 2025 r. Ne 1468 «O6 Qﬁrqﬁmauun
MHCTIEKTUPOBAHUSAY ). PN
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CrapoBoiiToB A.T".,
3aMeCTUTENb

LT

MunucTpa 31paBoOXpaHeH s

PecnyGnuku benapych

(damunus, coOCTBEHHOE UM, OTYECTBO (EC/IU TAKOBOE
MMEETCS), JOJDKHOCTD CTYIKAIIEro)

19 urons 2026 r.

(nara noanucaHus)
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