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MVIHUCTEPCTBO 3[1PABOOXPAHEHWMS PECITYBJIVIKI BEJIAPYCh

CEPTUOUKAT
COOTBETCTBUSI MPOMBIIIJIEHHOI'O IIPOU3BOACTBA
JJEKAPCTBEHHBIX CPEJACTB TPEBOBAHHUAM Q
HAJJIEXKAIIEN ITPON3BOJCTBEHHOMN MPAKTUKA _\:QQ
Ne 0321/2026/GMP &
Cpok aeiicteus ¢ 13 anpens 2026 r. no 12 anpens 2028w, §
Bbigan no wWtoraM npoBeldeHWs HMHCTeKTHpoBaHUS ((apmaueBTHHecKOH @ﬁcnexuuu) B
cooTBeTcTBUM ¢ [lonoXkeHHEM O TIOpAAKE M YCJIOBMAX WHCTEKTHpOBaHHs, (hapMalieBTHYeCKOH H
WHCTIEKI[MH) TIPOMbILITIEHHOTO MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB Ha COOTBET TBue TpeOOBaHUAM
Hannexaieil NpOM3BOACTBEHHON NPAKTHKH, YTBEPXAEHHBIM MOCTAHOBJNEHHEM MHHHUCTEPCTBA |
3npaBooxpaHenus PecryOnuku benapyce ot 18 Hoa6ps 2020 r. Ne 102. Q&
MuHucTepcTBO 3apaBooxpaneHus Pecnybnuku benapych /\,b
(HOHHO€ U COKpAILICHHOC HAMMEHOBAHHW YITOJHOMOYEHHOTO opral@'
MOATBEPIKAACT CleyroLiee: 2y
nposejeHa papMaLeBTHYECKAs HHCTIEKLMS _ é@’
COBMECTHOT0 00I1IECTBA ¢ OrPAaHUYEHHON OTBCTCTBCHHOQﬁ;O «JIEKDOAPM»
(nonHoe HaMMEHOBAHUE npomBonmenﬂ)&,’\

Pecnybnuka benapycs, MuHckas obnactb, Jlorolckuit,pakoH, @ Jlorotick, ya. MuHckas, a. 2A/4
(anpec NPOM3BOACTBEHHON ILIOLLAIKH)
Ha OCHOBAHHUHU: &
npukaza MuHUcCTepcTBa 3ApaBoOXpaHeHUst PecriyOanku B.eiapycs oT 4 ¢eppans 2026 r. Ne 89 «O06
OpraHu3aLMy UHCMIEKTHPOBAHUSY. %‘7\

Ha OCHOBaHMM CBEJGHWH, MONyHeHHbIX. MPALIPOBEICHUH MHCMIEKTHPOBAHNS, NOCTe/Hee 13
KOTOpLIX Oblio mpoBeaeHo ¢ 6 anpens 2026%g. 10 }?panpem 2026 r., ycTaHOBJIEHO, YTO JaHHOE
dapmalieBTHUECKOE MTPOU3BOACTBO COOTBeTCTByeTyggpe(SOBaHmM Hannexaiei npou3BOACTBEHHOM |
NpPaKTHKKW, SKBHBaJIEHTHOW [IpHHLMNaM Pyx@ﬁbuCTBy Esponeiickoro coro3a 1o HaJiekailei ;
MPOU3BOACTBEHHON TpaKTHUKe neKapCTBeHHbl@ CpelcTB Uil MEAWLMHCKOrO W BETEPUHAPHOro
MpUMEHeHNs 1 npuHLUnaM CHCTeMbf COTPY AHAYECTBA HapMALICBTHUYECKUX MHCTICKLIMH (PIC/S).

Hacroswumii  ceprudukar OTp&)KﬁC”§CT3WC NPOM3BOACTBEHHON  IIOLIAAKH HA MOMEHT
nipoBeieHusl papMaLleBTHUECKON MHCIIEKLAN W MO UcTeueHUH OGonee 3 JIeT OT JaThl MOC/IEAHEro Hs
MOCJIeIHer0 WHCMEeKTHPOBaHUs He MO CUMTATbCA JOKYMEHTOM, CBHUAETEIbCTBYIOLIUM O CTaTyCce
cooreTcTBUs. CpoK AeHCTBUA™ cepfudukata MoXeT ObITh COKpallleH MPH  HCII0JIb30BaHHH
COOTBETCTBYIOLLMX NMPUHLUTIOR ynpiﬁieﬂm PUCKaMH MPU HAJTMYMK COOTBETCTBYIOLLEH 3aNMCH B 10J1€
«OrpaHuyeHus wuiu no;ICHuTenb,g@le 3aMETKM, Kacaiolluecs o0JacTH MPUMEHEHHs HACTOALLEro
cepTHdUKaTay. \c}}‘

Ceptudukar sgensercs GH\eFICTBHTeanHM B Clydae MpEACTABIEHUS BCEX €ro JMCTOB (Kak
OCHOBHBIX JIHCTOB, TaK U IIOT\(O\IIHHTGIIBHLIX JIMCTOB).

AyTEHTHYHOCTB (nqg)i?inﬂﬂocn) HacTOALIEro cepTudHKaTa MOXKHO MPOBEPUTHL B 0ase JaHHbIX
MunucTepcTpa 3apaBooxpaHeHns PecnyGnukn benapychb, pacnonoskeHHo#H 1o aapecy: :
hitps://minzdtay:gdv.by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstvaszdravookfiraneniya/index.php. :

Eeau cepT@uKaT He TMpeJCTaBlieH B YKa3aHHOH 0a3e daHHBIX, CleAyeT obpaTuThcs B
ynonHOMOquH@opraH, ero BblAABILUH.
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JlOMOIHHUTEILHbI JIHCT

K cepTHQHMKATY COOTBETCTBHSA NPOMbILIIEHHOT0 MPOU3BOACTBA JIEKAPCTBEHHBIX
cpencTs TpedoBanuam Hannesxauieii Npou3BOACTBEHHON NPAKTUKH

Ne 0321/2026/GMP

V] JlekapcTBeHHbIE CpeAcTBa AJSl MEAMLMHCKOTO MPUMEHEHHUS
[ JlekapcTBeHHbIE MpenapaThl AU KIMHUYECKHUX UCCeJoBaHMH (MCTIbITaHUH)

Kon | HaumeHoBaHUe :

1. TPOU3BOJJCTBEHHBIE OIIEPALIMHU - IEKAPCTBEHHAS MPOJYKIUA, A’?

1.1 CrepusipHas NpoayKLHs &

1.1.1. TIpou3BoaMMas B aceNTUUECKUX YCIOBHSX (Omepaluu o6paGoTky, At cyg\e%lyromux
JNleKapcTBEHHBIX Popm): o

1.1.1.2. YKuznkue nekapcTeeHHble GopMbl MAIOro 00bema AOV
1.1.1.3. JInodunusatsl L

1.1.3. Boinyckarouuii KOHTPOJIb Ka4eCTBa (BbIMYCK CEPHUH) ,72\’

~
ﬂpoqas[ JICKapCTBEHHAas NpoayKLHs WK NPOU3BOACTBCHHAA JESATENIbHOCTD

1.4.3. Tlpouee: 2

XpaHeHue MaTepHaioB U NpOAYKLMU: MuHckas obnactb, Horoifl@{@nﬁ paiioH, r. Jlorokck,
yn. Munckas, 1. 2A (nowm. 5, 17, 63, 66, 72, 76, 166, 167 168),\§A/4 (nowm. 220);
KOHTpOJIb KauecTBa: MuHckas obnacth, Jlorockui paﬁox—b\qﬁ Jlorotick, yn. MuHcKas,
. 2A/4; &

BbIMYCKAIOWMHA  KOHTPOJIb  KauyecTBa (ceprudpuxaums cepun): MuHckas — 06nacTb,
Jlorolickuii pakion, r. Jloroick, yi. MuHckas, 102A, 2A74.
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1.5.2. BropuuHas ynakoBKa ;éb
KoHTtpoJib kauecTBa RN
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1.6.1. MukpoOuonorudeckue UCIbITaHNs: CTCPRIIBHOCTD

J
1.6.2. MukpoGuonoruyeckne NCTLTaRUs: MEKpoOuoiornyeckas Y4McTora

1.6.3. Xumuueckue (dpusnueckug) HernbItasiis
T

>
1.6.4. buonoruueckne UCMLITAHHUS X

OrpanuyeHus Win @HCHHTCHBHL[C 3aMETKH,
Kacaoluees 06facty TpuMeHeHHs cepTudukara:
JIeHCTBHE AaHHOTO cepTHdHKATA pacnpocﬁamemﬂ Ha TIPOU3BOJICTBO JIEKAPCTBEHHDBIX CPEICTB B
LIEXE 10 MPOU3BOACTBY JKHUAKHX JIEKAPCTBEHHBIX HOPM;
CpPOK IEHCTBHSA JAHHOTO cepmdmxamgéoxpameﬂ 110 2 JIeT ¢ y4eTOM OLEHKH BHYTPEHHErO pUCKa,
MpUCYLIEro NPoM3BOJACTBEHHOMITIIGIIA/IKE, U PUCKA, CBA3AHHOIO C C GrironeHneM “FpeboBaHui
GMP (no pe3ynbrataM WHCIeKTUPSBaHNS). i
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MuHucTpa 3;1pa300xp%ﬁ7eﬂm
PecnyOauki Benapygh

((pamuaus, cOOCTBEHHOE UM, OTYECTBO (€C/IU TAKOBOE
PIM&?CTCH)S‘&DH)KHOCTL CITyKaIIEero)
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