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MWHUCTEPCTBO SHPABOOXPAHEHVIH PECITYBJIVIKV BEJIAPYCh

CEPTUOUKAT

COOTBETCTBUS ITPOMBIIJIEHHOI'O ITPOU3BOACTBA
JEKAPCTBEHHBIX CPEJICTB TPEBOBAHMAM Q
HAJMJEXAHNIEA ITPON3BOACTBEHHOU ITPAKTUKHA QQ

_\_
Ne 0299/2025/GMP .qu’
Cpok peiicteus ¢ 18 centabps 2025 r. nmo 17 mapra 2027 >

%

BbiiaH 1o wuTOraM MpoBEAEHHs WHCNEKTHpoBaHHs (dapMalleBTHHeCKOM Mg&lexunn) B
coorsercTBuM ¢ IlonoxkeHHeM O NOpsAAKE M YCJOBUAX MHCHEKTHpOBaHUs “(PappaueBTHIecKoH
MHCIEKIIMH) NTPOMBIILIEHHOTO NPOU3BOJCTBA JIEKAPCTBEHHbIX CPEJCTB HA COOTBETCTBIE TPEOOBAHUAM
Haanexcawedt npou3BOACTBEHHOW TNpPAKTHKM, YTBEPXKAEHHbIM TOCTAHOBIGHHEM MHUHMCTepCcTBa
3apaBooxpaHeHus Pecriy6iuku benapych ot 18 Hoa6ps 2020 r. Ne 102. &

N
MunucTepcTBO 3apaBooxpaneHus Pecnybnnku benapycob /\,b
(HOHHOC U COKpalCHHOC HAUMEHOBAHWUA YTNTOJHOMOYCHHOTO opraHRZ)

MOATBEPKIAET ClieAyoLIee:
npose/jeHa (hapMalleBTHUECKast HHCNEKLHA
y4eOHO-HaY YHO-ITPOHU3BOACTBEHHOTO pecyOIHKaHCKOro yﬂn@uoro NpeanpusITUs
«YHUTEXITPOM BIF¥» .

(nosHOE HAaNMEHOBAHUE TPOU3BOMNTEN ) O’

&
N
&

’

&
Pecny6isinka benapych, r. MUHCK, yi1. Axanemuga Kypuarosa, 1A-2
(aapec MPOU3BOACTBEHHON ﬂJ]OLU.éajB@I)

Ha OCHOBAaHHWMU:
npukasza MuHUCTepCcTBa 3aApaBooXpaHeHust PecyOnrku Bgﬁpycr: ot 8 asrycta 2025 r. Ne 912 «O6
OpraHM3alH UHCTIEKTUPOBAHHUSAY. g

Ha ocHOBaHMM CBelEHHWi, MOTYUEHHbIX, JIPH NPOBENIEHHH WHCIEKTUPOBAHUS, TMOC/IEAHEE W3
KOTOpbIX ObL10 MpoBeaeHo ¢ 15 ceHtsdps 2025,r. noﬁem%pﬂ 2025 r., yCTaHOBJIEHO, YTO JIaHHOE
tapmalieBTHUECKOE NPOU3BOACTBO COOTBETCTBYET, arpeboanuam Hapnexatuedi NpoM3BOACTBEHHOR
NpaKTUKH, SkBHBaJIeHTHOH [IpuHuMnam, u Py\ onctey EBponefickoro corosza no Hajjiexalleh
MPOU3BOJICTBEHHONH NpPaKTUKE JIEKAPCTBEHHBLIX CPEACTB /i MEAMLMHCKOrO W BETEPUHAPHOro
NpUMeHeHHs U NpuHIMnaM CUCTeMBIGOTPYARMUECTBA (papMALEBTHUECKUX HHCTIEKLIWI (PIC/S).

Hacrosiuii  ceprudukar mpa;xaepo CTaTyC MpPOMW3BOACTBEHHOH [UIOIAAKH Ha MOMEHT
nposeaeHus $hapMaleBTHYECKOR HHEMEKLUHN 1 MO UCTEUEHHH Gosiee 3 JieT OT AaThl MOCAEAHErO AHA
MOCNEHEr0 HHCHIEKTHPOBAHUS HewMOXKET CUMTATBCA JOKYMEHTOM, CBMETENLCTBYIOLIMM O CTATYCE
cooreercTBus. Cpok neHemus ceprudukara MoxeT ObiTb COKpAlleH MPH  MCMOJb30BAHUH
COOTBETCTBYOLLMX NPHHUMIIOB ynp@eﬂm pUCKaMH NMPH HAJIMYHU COOTBETCTBYIOLLEH 3aMUCH B 110J1€
«OrpaHuueHds WU TNOSCHUTeNbHbIE 3aMETKH, Kacarolluecs o00JacTH MPHUMEHEHHS HACTOALLErO
cepTHPUKaTay. RN

Ceptuduxkar ﬂBnﬂeTCﬂ;;?eMCTBmeanblM B Cly4ae MpeCTaBleHHs BCEX €ro JIMCTOB (Kak
OCHOBHBIX JINCTOB{TAK. U uo@nﬁmenbﬂux JICTOB).

AYTEHTHYHOLTD (n@?muﬂocrb) HACTOsLIEro cepThUduKaTa MOXKHO NMPOBEPHUTH B 6ase JaHHBIX
MuHucTepcTad 3;LpaBoox$aHeHnﬂ PecnyOnuku benapyce, pacnosnoxxeHHOM 1o aapecy:
https://minZdravegov.by7ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministersty as LdlaonQnanemya/mdex php.

Ecnu cepT@mcaT HE MpeACTAaBIEH B YKa3aHHOM 0a3e AaHHbBIX, CledyeT oOpaTuThcs B
ynonHomoqumif?opraH, €ro BblAABLIN.
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CEPTUDOUKAT

Ne 0299/2025/GMP

1 JlexapcTBeHHblE CPEACTBA AM1S MEMLIMHCKOTO IPUMEHEHHUS
I JlexapcTBeHHbIE Npenapathl 415 KTMHAYECKHX UCCAEA0BAHMI (MCTIbITAHHIA)

Kon I Haumenosanue
1. TPOM3BOJICTBEHHLIE OINEPALIMHU - TEKAPCTBEHHAS HPOZIYKL[I/IH

1.1 CrepuiibHas npoayKuus o

1.1.2. Tlonsepraemas GpUHUILHOM cTepuiM3almu (onepaluu o6paGoTKu, A cx@nyromnx

JIEKapCTBEHHBIX GopM): ,;%

1.1.2.3. Teepable iekapcTBeHHbIE GOPMbI M MMILTAHTATBI: MOPOLIKH OAO

t
g

1.1.2.4. Msrkue nekapcTBeHHble GOPMBI: Fenu b\
1.1.2.5. Tlpouas npoxykums, noasepraemas pUHULIHOMN CTepunmaul/Imbcand)eTKH
JICKapCTBEHHbIE paccachiBarOIHECs [o‘)\
1.1.3. Boinyckarouiuii KOHTPOIb KauecTsa (BbIMYCK CEpUM) X0
1.5 Ynakorka L
1.5.2. BropuuHas ynakoska

3. ITIPOMU3BOJACTBEHHBIE OINEPALMH - @APMALLEBTI/I‘-I@@KI/IE CYBCTAHLIUU
®apmauepTudeckas cyberanuus (cybcranumu): TeMo3onOMHn 5%
3.1 [Mpou3sBoacTBO papmaueBTHYECKHX CYBCTaHLIMIA METOIOM XHMUUYECKOrO CHHTE3a
3.1.3. ConeobpasoBanue (OUHCTKA): nepexpnmannuza\g?m
3.5 3aBepLuarollye CTa/ M1 POU3BOICTBA (hapMALEBTHUESKUX CyGCTaHLMil
3.5.1. Craauu dpusuueckoii 06paGoTKU: CYLLKa, nspibpaneﬂue NpOCeHBaHUe
3.5.2. [epBuuHas ynakoska L
3. [TPOU3BOJICTBEHHBIE OIMEPALIH = d)AP%@fAL[EBTI/NECKI/IE CYBCTAHIIMH
®apmauesTuueckas cyberaHums (cybcranuun); Hutdpran
3.1 TIpoussoacTBo papmalieBTHUeCKAX Gy BCTAHINI METONOM XHMHMUYECKOrO CHHTE3a
3.1.3. Coneobpa3zoBatue (OUMCTKA); nepﬁk%nmannmauuﬂ
£ 3asepinaroiye cTaanu npousBoadraa dapmaLeBTHIECKHX CyGCTaHLMH
3.5.1. Craguu dusuueckoit 06pa60n@ CYILIKa, U3MeNbUYeHHe, MPOCECHBAHHE
3.5.2. [lepBu4Has ynakoska (\‘5\

3. MTPOU3BOJACTBEHHLIE OHEP@T_[I/II/I OAPMALEBTHUYECKHUE CYBCTAHHI/II/I
®apmauesThueckas cybctaniius (CyGetanumn): [pocnuaus xnopua
3.1 [IpouseoacTeo papMauBruyeckyx cy6cTaHUMi METOIOM XHMHYECKOrO CHHTE3a
3.1.3. ConeobpazoBaHiue @()MCTKa): nepeKkpucTaIu3anms
3.5 3aBepuuarolye €Taiii IPOU3BOACTBA dapmMaLieBTHYECKHX CYOCTAHLIMIH
3.5.1. Cragun (bmwie@cou 00paboTkH: cyllKa, MPOoCeUBaHHE
3.5.2. TepBudHas ynakoska

OTpaHUUEHHS WK TOSICHUTENbHbIE 3aMeTKH,
Kacatolyecs o0nacTu npuMeHeHus ceprudukara:

1.1.2.3.— npou380}10TQ\;sHHbm yuacTok Ne 1 (BKjtoHas MpoOU3BOACTBO JIEKAPCTBEHHBIX IPenapaToB
JUT KITMHUYeCKUX u&nenosaﬁuu (vcnbiTaHUi);

1.1.2.4. — npousBojicTBeHHble yuacTkd Ne 1 u Ne 3 (BKirouas NMpOU3BOACTBO JIEKAPCTBEHHBIX
O

ST

SRR

T L L T L L LT

CANANMAMASASAMNNN N LAN AN A LA L

L UL e
PR Y PR




DADAD AN

i
| l/(zW
(RN

MVHWCTEPCTBO 3JIPABOOXPAHEHVI PECITYBJIVIKV BEJIAPYCh

CEPTUDOUKAT

Ne 0299/2025/GMP

npenapaTos [Ulsl KTMHUYECKHUX MCCleOBaHUM (UCTIbITAHUIA); N
1.1.2.5. — npousBoacTeennslit yuactox Ne 1; 9
Npou3BoAcTBO  (hapmaueBTHUeckux cybcraHumii  Temoszomomun w  [lpocnufus xnopgﬁ_
OCYUIECTBIIAETCS Ha MPOM3BOACTBEHHOM yuacTke Ne 1 \\Q
TIPOU3BOACTBO (hapMaLeBTHYECKOH cyOcTaH UK Hurapran OC}’HlGCTBJIﬂeTCH.\A(? Ha
NPOU3BOACTBEHHOM yyacTke Ne 2. &

Cpox neicTBus HacTosero cepTudukara cokpaiueH 10 1,5 ner ¢ yu TOM/OLICHKI'B €HHETO
pucKa, MPHUCYILEro MPOW3BOJACTBEHHOM TIUIOWIAAKE, W PHCKa 13aHHOTO c cdononeH em

TpeGosannii GMP (ro pesynbTaTam MHCIIEKTHPOBAHMS). , \0/
Craposoiitos A.T., s
3aMeCTHUTENb
Munncrpa 3npaBooxpaHeHus

Pecny6nuku benapycs
(hamunus, coberBeHHOE UMSL, OTYECTBO (€CIIH TAKOBOE
UMeEETCH), NOJKHOCTD CIYXKAILEro)

2 nexabps 2025 r.

(nara noanucanus)

N¢ 0000971




