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EBPA3UINCKIIA DKOHOMUYECKWIA COKO3 ‘
MWHUCTEPCTBO 3[1PABOOXPAHEHWSA PECMYBJINKW BEJTAPYCb

COOTBETCTBUS MPOU3BOACTBA IEKAPCTBEHHbIX CP
TPEBOBAHUAM NPABWJT HAANEXALLEW NMPON3BOACTBEHH
EBPA3UINCKOIrO SKOHOMMWYECKOIO COIO

Ne GMP/EAEU/BY/00486-2026

Cpoxk neiictus ¢ 17 nexabps 2025 r. no 16 aexkabps

Bblaan no uroram mpoBeaeHMs (apMalEBTHUECKON MHCMEKLWH OTBEICTBAN C ITpaBunamu

npoeeAeHUs (hapMaLEBTHUECKHX WHCMEKUUH, YTBEp)KACHHbIMH ue&vf Cogera EBpasuiickoii

JKOHOMMHYECKOH Komuccun ot 3 Hosibps 2016 r. Ne 83. é}

MuHHCTEpCTBO 3/1paBooxpaHeHusi Pecnybnrku benapych s L
CHH

(rosIHOE M COKpALLEHHOE HAMMEHOBAHUS YO or@)prana)
NOATBEPIKAACT CleYOLIEe: S
nposesieHa apMaleBTHUECKas HHCNIEKLUS :
APL Health Care

(ﬂOﬂHOC HauMCHOBAHHUEC
Unit 1, Plot. No. S1/B, Sy. No. 410/P, 411/P, 458 [SHC, Green Industrial Park, Polepalle

Village, Jadcherla Mandal, Maha i Iict, Telangana State, India
aJKH)

Ha OCHOBAaHUM: S

npukasza MuHucTepcTBa 3apaBooxpaHerus Pe nm%i"\BenapyCL ot 29 oxta6ps 2025 r. Ne 1285 «O6
OpraHu3alyi UHCTIEKTUPOBAHHUS Y. <9 :

Ha ocHoBaHuM cBejieHUiA, NONyUeHHbIX pOBQI?eHMM MHCIIEKTUPOBAHMS, MOCJIeJHEE U3 KOTOPBIX
Obulo nposeaeHo ¢ 15 aexabps 20 ; a7 nekabpsi 2025 r., yCTaHOBJIEHO, UTO JaHHOE
dapmanieBTHUECKOE  NPOU3BOJACTBO Técmyw Tpeboanusm  [lpaBun  Hagnexaiuei
MPOU3BOCTBEHHON MPAaKTUKU EBp@ 5KOHOMHMUYECKOTO COK3a, IKBUBATICHTHBIX [TpuHuunam u
PykoBoactey Eponefickoro co HaW¥iexallleil NPOU3BOACTBEHHON NMpPAKTHKE JIEKapCTBEHHbIX
CPEICTB /1l MEMUMHCKOTO U BETEPUHAPHOrO MPUMEHeHHs U MpHHLMNaM CUCTeMbl COTPYIHHYECTBA
(hapmaLeBTHYECKHUX UHCTTEKLMH /1Sy
Hacrosiumii ceprudukar aeT g?;Tyc NPOM3BOACTBEHHON MIOIAAKH HA MOMEHT MPOBEAEHUS
(hapmaLeBTHYECKOH MHC M B ucTeueHun Gonee 3 NET OT AaThl MOCAEIHErO AHS MOC/EAHEro
MHCTIEKTHPOBAHHUS He T CAUPATECS JOKYMEHTOM, CBHUAETEIbCTBYOLIUM O CTaTYCE COOTBETCTBHS.
Cpok peiictBus cepfHipukaTas"MOKeT ObITh COKpalleH NpPU MCMONB30BAHHH COOTBETCTBYIOLIMX
NPHUHLMIIOB ynpasnm p@camu MpM  HAIMYMK COOTBETCTBYIOUIEH 3amucu o6 >ToM B MoJie
«OrpaHuueHus oxc@’%ﬁenwble 3aMETKH, Kacarouidecs 00NacTH TPUMEHEHUS HACTOSILEero
cepThdUKaTay. 0 '

Ceprudukar csl (g@HCTBl/lTeﬂbelM B Cjlyyae MpelcTaBleHUs BCEX €ro JIMCTOB (KaK OCHOBHBIX,
JIUCTOB, JOMHOTHUTELHBIX JIUCTOB). , ,

AyTeHT Th (I@Jnuﬂuocrb) HacTosILLEero cepTUdUKAaTa MOXKHO TPOBEpUTH B 0ase JaHHbIX |
MuHuctepe paBooxpaHeHus Pecny6nukn  bBenapych, pacnonoxeHHOH no  aapecy:
hips://minzdraygov.by/ro/dlva-spetsialistov/lekarstvennaya-politika/farmatsevticheskiv-inspektorat-
eecTp ceprudukaros GMP EADC).

Ecan cepréihukaT He mpeAcTaBieH B yKa3aHHOW | 6a3ze JaHHbIX, ClelyeT o0OpaTuThcs B
YHOJHOM HHbIH OpraH, ero BblJaBLUKH.
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Ne GMP/EAEU/BY/00486-2026

M JlekapcTBeHHbIE CPEACTBA A1 MEAMLIMHCKOTO MPUMEHEHHUS
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CrbITAHUH

; HaumeHoBaHue :
1. TIPOU3BOJICTBEHHBIE OIEPALIMU — HEKAPCTBEHHAH [MTPOAYKLIMUA

O JlekapcTBeHHbIe npenapaThbl A/ KIWHHYECKUX UccieJoBaHuH (1
1.2 |HectepunbHas npoaykuus

71eKapCTBEHHBIX (HOPM)

1.2.1.1. Kancysnbl B TBepnoii ob6osouxe

Q

1.2.1.2. Kancynsl B Markol obonouke

1.2.1.13. TaOnerku

@m,\m

1.2.2. Boinyckaroliuii KOHTpoJIb kauecTBa (CepTHdHUKaALHSA CePUH)

1.5.1. TlepBuyHas ynakoBka

/4

1.5.1.1. Kancynsl B TBepao# ebosiouke

4

1.5.1.2. Kancynbl B Msirkoli obonouke

1.5.1.13. TabneTku

1.5.2. BropuuHas ynakoska

MHKpOOHO

1.6.2. MUKpOGHONIOrHYECKHE UCTIBITAHHUS

1.5 |YnakoBka

1.6 |KoHTponb KauecTBa
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C-YHEeTOM OLECHKH BH
B#3dHHOro ¢ cobiroaeH

CpPoOK JIEHCTBUSA JAHHOIO CEpTH
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G/M TpeboBaHH

YTPEHHEro pUCKa,

He

%

¢ukara cokpalleH a0

~

(d.M.0., 101%HOCTS)

29 anpens 2026 .
(rara noanucaHus, JA.MEC.ITIT)

CraposoiitoB A.T.,
MuHHCTpa 31paBooXpaHeHHs
Pecny6ninkn benapych

npucywero npoussoaCTBEHHOM Ijiowaake, H p
3aMECTHUTETb
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