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MMHMCTHKTBOSHPABOOXPAHEHMHPECHYBHMKMBEHAPYCB

CEPTUOUKAT

COOTBETCTBUSA ITPOMBIIIJIEHHOI'O ITPOU3BOJACTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHISIM
HAVIEXKAIEUA ITPON3BOACTBEHHOU NIPAKTUKHA R]R

Ne 0294/2025/GMP @Q

Cpok netictus ¢ 5 uroHst 2025 r. o 4 nexabps 2026 p. \\Q
Beigan no wurtoram npoBeaeHHs HWHCNEKTUpoBaHHs ((dapmalleBTHUECKOH uﬂgﬁéxunn) B
coorsercTBUM ¢ [lonoxeHneM o mnopsaxke M YCAOBUSX WHCHEKTUPOBaHMs (papmatieBTIUecKoi
MHCIEKLWK) NPOMBILLIEHHOTO NPOM3BO/ICTBA JIEKAPCTBEHHbIX CPECTB Ha SOOTBETCTBHE TPEOOBAHHAM
Hannexalneil npou3BOACTBEHHOH TMpPaKTHKH, YTBEPXKASHHBIM nocTa.HoBnel-u/lergl-Q MunucrepcTsa
3apaBooxpaHeHus Pecriy6nuku benapych ot 18 HosOps 2020 r. Ne 102. S
MunucTepcTBo 3apaBooxpaHeHus Pecnybnuku benapychb &
(HOHHOC U COKpALICHHOC HAMMEHOBAHNUA YITOJJHOMOYCHHOIO opraHa)
NOATBEPKAAET clelylolee: Q
nMpoBe/ieHa papMaLeBTHUECKas HHCTEKUMs Q}(’)
6eNopyCCKO-roIaHACKOro COBMECTHOTO MPeANPHATHA OOLIECTBA ¢ OrPaHUUCHHOMH

o

oTBeTcTBeHHOCThIO «PAPMJIDHMY &
(MoJHOE HAUMEHOBAHUE NMPOU3BOAUTEAS) «/

K
Munckas o61., HecBrxckuii p-H, r. Hecprk, yi. J&_@HMHCKaﬂ, 124B-1
(anpec NpoU3BOACTBEHHOMH nnomaﬂg)
. ©

Ha OCHOBaHHHU: &
npukasa MuHucTepcTBa 31paBooxpaHeHus PecryOmuKu Be\x@pycx) ot 6 mas 2025 r. Ne 542 «O6
OpraHM3aLy UHCTIEKTHPOBAHUAY. &

Ha ocHoBanuu cBeneHuii, monyuyeHHBIX TPU npq;ﬁ%neﬁuu HHCTIEKTHPOBAHMS, MOCJEAHEE U3
KOTOpbIX Obl10 npoBeaeHo ¢ 2 uroHs 2025 M, no SSuions 2025 r., YCTAHOBAEHO, YTO JaHHOE
(bapmaleBTHUECKOE MPOU3BOACTBO COOTBETFCTBYET 1&%603211—[14;11\4 Haanexaineil npousBoACTBEHHON
NPaKTUKK, DKBHMBajleHTHOH [lpuHumnam/w PyKO'QDQﬁCTBy EBponelickoro coro3a no Hajnexatied
NPOU3BOJCTBEHHONH MNpaKTHKe HeKapCTBeHHLIX{{ZEpe}lCTB JUIs  MEAMLIMHCKOrO W BETEPHHAPHOIro
NpUMEHEHHs U NpuHUMNamM Cucrembl COprIlHJiﬁéCTBa ¢dapmauesTuueckux uHcnekuuii (PIC/S).

Hacrosawuii ceprudukar ofpaicact §TaTyc MPOU3BOACTBEHHONW TUIOIIAAKM HA MOMEHT
npoeaeHus (papMaleBTHUECKON MHEHEKLMIRHY 110 HCTeueHUH Goliee 3 JieT OT AaThl MOCIEIHEro JHs
MOC/IEIHErO MHCTIEKTHPOBAHHS HE MOXKET CUHTATHCS JOKYMEHTOM, CBHUAETENbCTBYIOLMM O CTaTyce
coorBetcTBHs. CpOK JaelcTBMA Cepridukata MOKeT ObITb COKpALIEH TMPH  HMCMONb30BAHUH
COOTBETCTBYIOLLMX MPUHUUAOBYPABASHUS PUCKAMU NPU HATMYHUH COOTBETCTBYIOLIEH 3aMicH B NoJie
«OrpaHuveHnsl UM TMOSCHUTISAbHBIE 3aMeTKH, Kacawoluuecs 00nacTh NPHMEHEHHS HAaCTOSLLEero
cepTHdUKaTaY. XD

Cepruduxkar spfsercs z@\l’dcmmenbﬂbm B Clydae NpelACTaBleHHs BCEX €ro JIMCTOB (Kak
OCHOBHbBIX JINCTOB, TAKWM non@menbﬁblx JIUCTOB).

AYTEeHTHYHOCTh (non;g@YHHOCTL) HacTOALIero cepTuduKara MOXKHO NMPOBEPUTL B 0a3e AaHHBIX
MuHucrepcrsa . 3ApaBo K paHeHUs Pecnybnuku  benapycs, pacnonoxkeHHoOd no  aapecy:
https://minzdray.gov.by/rG/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zdravookhraneniya/index.php (Peectp ceprudukaros GMP).

Ecmu cepmd{ﬁ?(;aT He TNpencTaBleH B YKa3aHHOH 0a3e JaHHbIX, CllelyeT oOpaTHTbCs B
ynonHomoquHbu‘/’@ raH, ero BbIJaBLIMM.
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MVHNCTEPCTBO SHPABOOXPAVEHVIH PECITYBJIVIKV BEJIAPYCh

CEPTUDOUKAT

Ne 0294/2025/GMP

[/ JlekapcTBeHHbIE CPEACTBA VIS MEAULIMHCKOTO IPUMEHEHHS
[ JlekapcTBeHHble NpenapaTsl 415 KIMHUYECKUX UCC/e0BaHUH (MCTIbITaHHH)

Koa | HaumeHoBanue :
1. TPOM3BOJICTBEHHBIE OINEPALIMU - TEKAPCTBEHHAS IMTPOAVKNUSA &
1.1 CrepuibHas npoaykuus > ’
1.1.1. IlpousBonuMas B aceNTHYECKHUX YCJIOBHUAX (onepauun o6paborku, 1/is cnga%&omux
JIEKAPCTBEHHBIX GopM): )
1.1.1.2. XKunkue nexapcTBeHHble Gopmbl Masioro oobema
1.1.1.3. JInodunuzarsl L
1.1.3. Beinyckarowiuii KOHTPO/Ib KayecTBa (BbIMYCK CEPHN)
HectepuibHas npoaykius
1.2.1. HecrepunbHas npoaykuus (TEXHONOrMYECKHE onepa_u(lo@ UIs TOJTy4eHus
CIIEAYIOLMX JIEKAPCTBEHHbBIX HOPM): L
1.2.1.1. Kancynbi B TBep/i0#i 060510uKeE ‘,@
1.2.1.13. Ta6nerku L
1.2.2. BeinmyckaroLiuii KOHTPOIIb KauecTsa (cepTHduKanms gﬁmu)
[Tpouas nekapcTBeHHAs MPOAYKLMS WM NPOU3BOJCTBEHHAR NeATeNbHOCTD
1.4.1. IlpousBoacTao: >
1.4.1.3. TIpouas npoaykuwus: LlI/ITOCTaTI/IKI/I/U,l/ITOTOKC@M‘
1.4.3. Tlpouee: xpaHeHHe MaTepUaIOB 1 npouykuug\& MuHckas 061., HecBrkckuii p-H,
r. Hecux, yn. Jlenudckas, 124/1, 124B-1y AN
KOHTpPOJb KauecTBa — MUHcKas o6u1., Hecsmxcxggﬁ p-H, r. HecBwx, yi. Jlenunckas, 124,
124/1;
BbIMYCKAOLMI KOHTpOb (cepTUdmKaLus @nn) — Munckas 0611., Hecekckui p-H,
r. Hecemxk, ya. Jlenunckas, 124J1. R
Ynakoeka N
1.5.1. llepBuuHas ynakoBka; R
1.5.1.1. Kancynisl B TBepao# o6ono%ﬁé
1.5.1.13. Tabnerku ,,S‘K
1.5.2. BropuuHas ynakoBKa
KoHTponb kauecTsa
1.6.1. Mukpo6uoforiueckmé HCTbITaHus: CTEPHILHOCT
1.6.2. MMKpo6Honoruqeg@e MCTIbITAHUS: MUKPOOHOJIOrHYeCcKas YUCTOTa
1.6.3. Xumnyeexne ((1),143?1%01(%) UCTIBITAHUS
1.6.4. BHoNORHYEEKHE NCTIBITAH NS
C/&?pal-mqeﬂuﬂ WY NOSCHUTENIbHBIE 3aMETKH,
l\q@a}omueca obnacTu npuMeHeHus ceptidukara:
JeHCTBHE JAHHOTO cep;@(bukam pacrpocTpaHseTcs Ha y4acTOK MO NMPOU3BOACTBY TBEPIBIX U
KUIKHX mepnnwuxﬁexapcmex—mux dopm Ne 1, yqacTok no Npou3BOACTBY TBEPAbIX
HECTEPHIIbHBIX JIeKAPCTBEHHbIX hopm Ne 3
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MMHVCTEPCTBO 3[IPABOOXPAHEHVIA PECITYBJIIKM BEJIAPYCh

s
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CEPTUOUKAT

Ne 0294/2025/GMP

1.2.1.1, 1.2.1.13 — neficTBMe pacnpocTpaHsieTcs Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX MPENapaToB.
JUISL KITUHUYECKUX UCCASA0BAHUM (UCTIBITaHHIA); +Q
1.4.1.3 — B orHowenuu 1.1.1.2 1 1.1.1.3. ¥
Cpoxk aeicTBust HacTosllero cepTuduKara cokpauieH a0 1,5 et ¢ yuetom oueHKk BHy:Fpe!ﬁ;%FO
pHcKa, MPUCYLIEro NPOMU3BOACTBEHHOHM IUIOLAaAKe, W pHCKa, CBSI3aHHOIO_ C ?Kyb%éﬂnem
Tpebosanuii GMP (1o pesysibTaTaM HHCHEKTUPOBAHMS). &

Craposoiito A.T"., . o

3aMecTUTENb ‘

MunucTpa 31paBoOXpaHEeHHs

Pecniy6bnuku benapychb

(pamunnsg, cobcTBEHHOE UM, OTUECTBO (EC/IM TAKOBOE
HUMEETCs), NOMKHOCTD CITy’Kalllero)

14 okta6ps 2025 r.

(nara noxnucanus)
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