MVHMCTEPCTBO SZIPABOOXPAEHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT

COOTBETCTBMSA ITPOMBIIIIJIEHHOI'O ITPON3BOACTBA
JEKAPCTBEHHBIX CPEJCTB TPEBOBAHUAM R
HAJJIEXKAIIEN TPOU3BOJACTBEHHOU TPAKTUKI Q

&
Ne 0257/2024/GMP S

Cpox neiictBus ¢ 21 mapra 2024 r. no 20 mapra 2027 &, >

Beiman no wMTOraM mnpoBeleHHs WHCIEKTHPOBaHMsS ((hapMalieBTHdeckOM I/g;x‘\cnexunn) B
coorBercTBiU ¢ [lonoxenweM O mopsake W YCIOBMAX WHCHEKTUPOBaHUS “((apMaleBTHUECKOM
MHCTIEKLIHH) NPOMBILIIEHHOTO IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB HA COOTBETCIBYE TPEOOBAHUSIM
Hapnexauieii NpoU3BOACTBEHHOM MPAKTHKM, YTBEPHKIEHHBIM nocraHosneHgg?« MuHucrepcTBa
sapaBooxpanenus Pecrry6muku benapycs ot 18 HosGps 2020 r. Ne 102. Q&

N
MunucTepcTBo 3apaBooxpaHeHus PecyGuiiku Benapych /\/b
i (osHOE ¥ COKpALIEHHOE HAUMEHOBAHKS YIIONTHOMOYEHHOT'0 opraH@
o
HNOATBEPXKIAET ClIeAYIOlIEe: &

npoBeficHa (hapMaLeBTHIeCKass MHCIIEKLMS _ é@’
N

COBMECTHOTO OOLIECTBA C OrpaHHYeHHOM oTBeTCTBeHHOCTEIO « Tpaiinndapm»
(rIoTHOE HAaUMEHOBaHHUE MPOU3BOJUTEIS) \,‘\
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Pecriy6nuka benapycs, Munckas o61., p-H JIoroékuii, . J@roﬁcx, yn. Munckas, 1. 2b
(aapec NpoU3BOACTBEHHOM THIOIIA
Ha OCHOBaHHH: &
npukasa MuHHUCTEPCTBA 3apaBooXpaHeHus PecryOuiviku Bw\apy% ot 23 ¢espans 2024 r. Ne 246
«O06 opraHu3alMK UHCTIEKTHPOBAHKSA. a}?

Ha ocHOBaHWM cBeneHMH, MOMydYeHHBIX \MPH|TPOBEACHHH HHCIICKTHPOBAHHUS, TOCIEAHEE 13
KOTOpBIX Ob110 mpoBeneHo ¢ 18 mapra 2024, Tio &‘LS)MapTa 2024 r., yCTaHOBNEHO, YTO JaHHOE
(hapmaLieBTHYECKOE MPOU3BOACTBO COOTBETETRYET gﬁ‘e6oaaHHﬁM Hannexateii mpou3BoacTBeHHOIM
NPaKTHKH, 3KBHBaleHTHOH IIpuHUMMIamM/ 1 Pyxog@acmy EBponelickoro corosa mo Hajiexaren
IPOM3BOACTBEHHON TMpaKTHKE neKapCTBeHHblx\q'?cpemTB Uil MEOULIMHCKOIO M BETEPHHAPHOrO
NPUMEHeHHs U nprHLMnaM CucTeMsl €OTpYIHHHeCTBa (papMaLieBTHUeCKuX uHenekuwmit (PIC/S).

Hacrosmmii ceprudukar OFpakaer €TaTyc MpPOM3BOACTBEHHOM "IMIOIAAKA HAa MOMEHT
NpoBeeHHUs (apMaLeBTHUECKOH HcheKunﬁO W M0 UCTeYeHUU Oojiee 3 JIeT OT JaThl MOCIEAHEro JAHA
MOCNEHEro MHCNIEKTUPOBAHHUS fie MOXKET CUHTAThCA JOKYMEHTOM, CBHETENBCTBYIOUMM O CTATyCe
coorBerctBus. Cpok JelicTBUS cepgmi)m(aTa MOXKET OBITh COKpalleH MNpH HCMOJAb30BaHUN
COOTBETCTBYIOIMX MMPUHLIMHOB, ynpan\ﬁeHm[ PHCKaMU IIPY HAJIMYUK COOTBETCTBYIOLIECH 3aMMCH B MOJIE

- «Orpann4enus WM TIOSACHUTENBHER 3aMeTKH, Kacaloluecs o6JacTH NMpPHMEHEHUs HACTOSIIEro
ceprudukara. @l(p

Ceprudukar sBASETCH ASHCTBHTENBHBIM B Cllyyae MPEACTAaBIICHUA BCEX €ro JIMCTOB (Kak
OCHOBHBIX JIACTOB, Tak U JOTIQJIHUTEIILHBIX JIHCTOB).

AyTeHTHYHOCTS (110, @Hﬁocm) HACTOALIEro cepTH(hUKaTa MOXKHO NMPOBEPUTh B 0a3ze JaHHBIX
MunncrepcTsa 3npaBooxpanenns Pecny6iiuku Benapycs, pacnonoxeHHoii o aapecy:
https://minzdrav.gow.by/sw/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
' ministerstva*zdravéokhfaneniva/index.php.

Ecaun ceandN)ﬁ(aT He TNpe[CTaBleH B yKa3aHHOW Oa3e HaHHBIX, CleayeT OOpaTuThCcs B
ynonHOMoquHm};@ﬁaraH, €ro BbIIABLIUIA.
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MUHNCTEPCTBO BILPABOOXPAHEHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT

Ne 0257/2024/GMP

M JlexapcTBenHble CPeACTBA AJIS MEAULIMHCKOTO TPUMEHEHHUS
[ JlekapcTBeHHbIE MpenapaThbl TSt KIMHUYECKHX UCCIeI0BaHUH (MCIIBITaHuI)

Kon I : HanmeHoBaHue
1. TIPOU3BOJACTBEHHBIE OIIEPAIIMHU - JEKAPCTBEHHAS TTPOTY KITH A L
1.1 CrepunbHasi Ipoay KLU &
1.1.1. Ipou3BoauMAas B acENTHYECKHUX YCIOBHUsIX (omepaiy o0paboTKumIA cneﬁy}omux
JIeKapCTBEHHBIX GOpM):
1.1.1.4. Teepaple nexkapcTBeHHbIe GOPMBI M UMILIAHTATBI
1.1.3. Beinyckaromuii KOHTPOJIb KayecTBa (BBITYCK CEPUH)
[pouas nekapcTBeHHas NPOAYKLMS WM NPOU3BOJCTBEHHAS nemenwoeaf

1.4.1. IIpousBoactao: {Co

1.4.1.3. lpoyast npoayKuus: aHTUOMOTHKM OeTa-JIaKTAMHOTO psifia. 5 O,Q’

1.4.3. TIpoyee: BHITYCKAIOIMI KOHTPOJIb KauecTBa (BbIIYCK CEPUR) CTEPUIIBHBIX
NeKapCTBEHHBIX GOpM (TMOGHIM3ATEI) ¥ HECTEPUITBHEIX neKap%T eHHBIX opMm (KarcyJbt
B TBEpAO# 06osouKe, TaOJIETKH) O
YrnakoBka &
1.5.2. BropuyHas ynakoBka (\03{
KoHTponb kayecTBa X
1.6.1. MUKpOOHOJIOrHUECKUE MCTILITAHMUSL: CTepHﬂLHQ&b
1.6.2. MukpoOGHOIIOTHYECKHE UCTIBITAHHUSL: MUKpOGHOIOrHyecKas YMCToTa
1.6.3. Xumuueckue (pusnueckue) UCIpITaHus O,S’
1.6.4. Bruosioru4eckne UCTIBITAaHUS ,7‘,@
OrpaHHYeHHs Wik TOSCHUFSTbHbIE 3ameTK¢gl,w””’““"*“~x
Kacaroupecs o01actu anMeﬁ(gHm cepmtbm(’ T4 HeT,
Crapogoiitos A.T'., X
3aMeCTHTEIb S
MuHHCTpa 3ApaBOOXpaHEHHS qy’Q
Pecny6nuku benapych (\Qr%

HMeeTCs ), IOHKHOCTB /Ty Kal

)

(aMunns, coOCTBEHHOE MM, OT‘{eCTB(‘)JgTIH TaKoBOE
0

10 deppans 2026

(nara noanucaHus)
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