EBPA3UVCKHWI SKOHOMUYECKHUHN COIO3
MHWHUCTEPCTBO 3JIPABOOXPAHEHUMS PECITYBJIUKU BEJIAPYCH

CEPTU®UKAT
COOTBETCTBHUA TPEBOBAHUSIM TTPABUJT HAJIJIEXAILEN ITPOM3BOJICTBEHHOM
ITPAKTHKU EBPA3UICKOI'O SKOHOMHWYECKOI'O COI03A

Ne GMP/EAEU/BY/0165-2022
Cpok peiictBus ¢ 14.07.2022 no 13.07.2025

Briman no wrtoram mpoBeneHHs (apMaleBTHYECKON MHCIEKIMM B COOTBETCTBHH C
IIpaBunamu nipoBeneHus hapManeBTHIECKUX WHCIIEKITHA.

MunucrepcTso 3apaBooxpanenus Pecy6iuku benapycs noarepskaaet\Giedyromee:

NpoBeaeHa (apMalleBTUICCKas MHCIEKIIUS
OTKPBITOro aKiuoHepHoro odbmecrsa «I'poaHo Azory, Pecniybika Beaapych
(nonHoe HaUMEeHOBaHHWe MPOU3BOIUTEIS)
230013, r. I'poano, np. Kocmonasros, 100, Pecny6inka Benapych
(appec MPOU3BONCTBEHHOM TIIOUIZAKH)
Ha OCHOBaHMM MpuKaza MHHUCTEPCTBA 3ApaBoOoXpapeHus \Pecnybnuku benapych or
23.06.2022 Ne 845 «O npoBeieHUN HHCIICKTUPOBAHUSAY.

Ha ocHoBaumm cBelieHUH, MONYYeHHBIXC MPA NpOBencHUM (hapMaleBTUYECKOi
VHCTICKLUH, TOCTACIHAS M3 KOTOpPBIX Obulag poBeneHa”c 11.07.2022 no 14.07.2022,
CYMTACTCS, YTO MaHHBIH (PapMaleBTHYECKUINIPOU3IBOANTEb COOTBETCTBYET TPEOOBAHUIM
[IpaBui HauTexKaIIEN IPOU3BOACTBEHHOM NPAKTUKHEBpasniickoro SKOHOMIYECKOTO COr3a.

Hacrosmmii cepTudukar oTpa)aes “cTaryc CTpOM3BOICTBEHHON IUIOMAAKH Ha AaTy
TNpoBeeHus papMaleBTHIECKOH HHCTICKIINN KNIO UCTEYEHUH 3 JIET C JaThl IPOBEICHHS HTOM
(hapMaLeBTHYECKOH HHCIEKIUW™HS IQKEH MPUHMMATECS B KauyecTBE ' JOKYMEHTa,
CBUICTEJILCTBYIOIIETO O CTAPYEENCOOTBEICTBUSA. CpOK AeiCTBUS cepTH(UKATA MOKET OBITH
COKpallleH WIH PacUIUPeH MPUACHOIR30BAHIN COOTBETCTBYIOIINX MPUHIIMITOB YIIPABICHUSA
pPUCKaMU IPU HaJMYUK COQTBETCIBYIOLIEH 3amucu o0 3ToM B moje «OrpaHudeHus WU
NOSICHUTENBHBIC 3aMgIKH], Kacaromuecs 001acT IPUMEHEHHUS HACTOSIIEr0 CepTHHUKATA.

Ceprudukat SBIf€ICs ACHCTBUTEIBHBIM B Cllydae MPEICTaBIEHHS BCEX €0 CTPaHHUIL
(Kax OCHOBHBIX (THGTOB, TAKY JIOTOJHHUTENHHEIX JIUCTOB).

AYTeHTUHOCTP (I10J/IMHHOCT) HACTOSIIEr0 CepTH(UKATA MOMKHO IIPOBEPUTH B 0a3e
NaHHbIX, MunucTepETBa 31paBooxpaneHus Pecmy6Giuku benapych, pacronoXeHHOH [0
aapecy http://minzdtav.gov.by/dlya-spetsialistov/lekarstvennaya-politika/index.php (Pecctp
ceprudpukarop.GMP EADC).

Ecmu ceprudukar He mpeacrasieH B yKa3aHHOH 0Oa3e NaHHBIX, CICAYeT OOpaTUTLCA B
YIOJHOMOYEHHBIN OpraH, €ro BEIJaBIIHA.
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I JlekapcTBeHHbIE CPEACTBA IS MEAUIIMHCKOTO NIPUMEHEHHUS
00 BerepuHapHble JIeKapCTBEHHBIE CPEACTBA
[0 OkcnepuMeHTAIbHBIC CpECTBa

[MpousBoacTso U koHTpousb kadectsa 1. [IPOU3BOJICTBEHHLBIE OIIEPALINH - IEKAPCTBEHHAA
I[MPOAVKLUA
1. Cmepunvuas npodyxyus
UI1. TIpomyKuus, IPUTOTOBJIEHHAS ACENTUYECKUM TTyTeM (onepauuy 06paboTKu JUIs CAEAYOUIUX JTeKapCTBEHHbIX
dhopm):
0O xupkue nekapcrBeHHbie GOPMBI GOJIBILIOTO 0ObeMa
0 xxuakue nexapcTBeHHbie HOPMbI MANoOro o6beMa
O nucnepcuu
[J nnodunusatel
[l tBepabie nekapcTBeHHbIE HOPMBI U NIMILTAHTATHI
[I msirkue nekapcTBeHHbIE HOPMBI
L1 npouas npoaykuus
O 2. IMpoaykuus, noasepraroiasics GUHUIIHON CTepUIM3aLKH (OnepaunudOpadoTKu A eNeayomuX
JIEKapCTBEHHbIX (hopMm):
0 xuakue nekapcTBeHHbIe HOPMBI 60JIbLIOTO 00BEMA
[ »xupkue nekapcreeHHbIe GOPMBI MATIOTO 06beMa
0J TRepabie nexapcTBeHHbIE HOPMBI U HMILTAHTATBI
0 markue nekapctBeHHbie HOPMbI
[J npouast nponykuus, JeKkapcTBEHHbIE (GOPMBI
[J 3. Beinmyckarouiuii KOHTPOJTb KauecTBa
2. HecmeptinvHaa fipooykyus
M 1. Hecrepunbhas npoxykius (onepannp.06pabeoTku 1 EleAyOnIuX TeKapcCTBEHHBIX (opM):
[J kanicynbl B TBEpOit 0605104KE
[] kancynbt B Markoit 060s104Ke
[ xxeBaTeNbHbIE JIEKAPCTBEHHDLE (POPMBI
0] uMnperHupoBaHHbIe JeKapCTBeHHEIE (OPMBI
0 xuaxue fexkapcTBeHHBIENPOPMBI LLHAPYKHOTO MPUMEHEHHUS: PACTBOPLI
(] sxupkue gexapctBeHAbie GOPMBITLis BHYTPEHHErO MPUMEHEHHSI
M mexuumHcKkuelrassl
O npoune TBEP apiSiekapErBeHHbIE POPMBI:
U] npenaparbiusaxoismdecs o AaBjieHueM
0 repepasopb! paaroHyKIUI0B
CRvisikue nexapcTBeHHble GOPMbI: renu
& cBeun (cynfrezuropun)
[ Ta6bneTku
[] TpayeepManbHbie MIACTBIPH
L] yerpoiicta st HHTPAPYMHHAIBLHOTO (BHYTPUPYOIIOBOrO) BBEIEHUS
M 'npouas mpoaykuus: hapMaleBTHUECKas CyOCTaHIUS — a3 MEAULIMHCKUI KPHUOTE€HHbIIH
2. Boinyckaroumii KOHTPONb Ka4ecTBa

Crpanuua 2 u3 4 % 006 7 )

3




GMP/EAEU/BY/0165-2022

3. Buonozuueckas nekapcmeeHHas npoOyKyus

L1 1. Bronoruueckast JiekapcTBEHHasH MPO1y KLU

[l nmpoaykThl KpoBU

0 uMMyHomnorudeckas mpoayKuys

0 npoaykTsl Ha OCHOBE COMATUYECKUX KIIETOK

0 reHoTepaneBTHYECKUE NPOTYKTHI

U npoaykThl TKaHEBOM UHKEHEPUH

[ 6rorexHosoruyeckas npoayKLus

U npomyKThl, SKCTPArMpOBaHHbIE U3 JKUBOTHBIX HCTOYHUKOB MJIM OPraHoOB (TKaHeil) uesoBeka
U npouas npoxykuus

] 2. Beimyckaroluii KOHTPOJIb KayecTBa (IepeveHb THIOB PO KLIMK):

U] npoaykTsl KpoBH
00 umMyHonoruueckas npoayKLus K\Q
U npoxyKThl HA OCHOBE COMATHYECKUX KJIETOK
U reHoTepaneBTHYECKUE NPOLYKThI b‘é*
L] mponyKThl TKAHEBOW MHKEHEPUH \\
00 6uorexHonorMuecKas IpoayKLs
U] mpomyKThl, 3KCTParupOBaHHBIE U3 KUBOTHBIX HCTOUHUKOB MK OB (TK% qenoseka
0] npouas npoaykuus ({/
4. [Ipouas npooykyus unu npou360<) Has ()e HOCMb

O 1. MpousBoacTBo: (bﬁ

U pacTutensHOM NpoayKLMH

0] romeonariueckoi NpoayKIuy 4@0
[] npouas npoaykuus
0 2. Crepuiusaiuys akTUBHBIX BELIECTB, BC % I@ecm TOTOBOM MPOAYKIMH:

01 dunbTpauus

O cyxoxapoBas cTepun3aLus

O crepunuzauus napom

O xumuueckas crepunusanys

O crepuiusaius raMmma-uilydeHIEM \%

\\QJ
\\%

O CTEpuIu3aLug 3Jie OHHBIM H3J1 HEM.

[ 3. ITpouee

M 4. Nepsuynas

D

'Bgﬁ)osxa

O Kal'lchIbl TBEPIOH 0 i\lO‘{KC
O Kanc B ﬂFKOI@J‘IO‘lKC

T bHBIE J@Qpcmeﬂﬂme bopmbl
aneanpeéaHgble JIeKapCTBEHHbIE POPMBI
ZlKI/]e apCTBeHHLIe (hOpMBI 171 HAPY)XHOTO MPHMEHEHHUST: PACTBOPBI
O )KHH.Q((x/HeKapCTBCHHbIe (opMBI 151 BHYTPEHHETO NPUMEHEHHS
um{cme raspl
xpoqne TBEPIbIE JIEKAPCTBEHHBIE (POPMBI

\% npenaparsl, HaXoAAMHECA MO AaBJICHUEM

[ renepaTopsl pagvioHyKIHI0B
O Markue nekapcTBeHHbIE POPMEI
[ cBeuu (cynmo3uropun)

[ tabnerku

U TpancaepMaibHble MIACTHIPH

O ycTpolicTa mist MHTpapyMHHAJIBHOTO (BHYTPHUPYOLIOBOr0) BREICHUS

Crpanuua 3 u3 4 0 0 0 6 7 6



GMP/EAEU/BY/0165-2022

M npouas npomykuws, JekapcTBeHHbIe QOPMBI: GapMaleBTHUECKas CYOCTAHINS — ra3 MEIHLMHCKHI
KpUOTEHHBI I

O 5. Bropuunas (motpeGuTenbckas) ynakoBka

M 6. Beimyckaromuii KOHTPOJIL Ka4ecTBa

O 7. MukpoGHonoruieckoe TeCTUPOBAHKE: CTEPUIILHOCTD

O 8. Mukpo6HOnoruueckoe TeCTUPOBAHKE: HECTEPUIBHOCTD

M 9. Xumuueckoe (Hu3muecKoe) TeCTUPOBAHNE

[0 10. Buonoruueckoe TECTUPOBAHUE

1. KOHTPOJIb KAUECTBA TP UMITOPTE JIEKAPCTBEHHOM MPOIYKLIUN
0 1. KoHTposib kauecTBa UMIOPTHPYEMOH JIEKAPCTBEHHON MPOLYKLIMH:
[ MukpoGuosIorHyeckoe TeCTUPOBAHUE: CTEPHIBHOCTh
O MuKpoGHONOrHYEeCKOe TECTUPOBAHUE: HECTEPHIBLHOCTE

[ xumuueckoe (pusnueckoe) TecTUpOBaHUE &\Q
[ 6nonoruueckoe TecTupoBaHue. A_\~Q
[ 2. Bermyckaroiuii KOHTpOJIb (CepTUDHUKALMA CEPHiT) UMIIOPTUPYEMON MPOIYK b,(a
U CrepusibHast OpOLyKLIKS: \'{\\
U] npoaykuus, MPUrOTOBJIEHHAS aCENTUYECKUM MyTEM @ -\L(b'
U] npoaykuust, moasepraioiasncs GUHUIIHON CTEPUIU3ALUH (@ Q\®

I HectepunbHas MpoayKIus Q
Q" &

O Buonoruyeckas JieKapcTBEHHAS NIPOLYKIHUS: 4:@
U] npoaykTel KpoBu % &
[0 umMMyHosorueckas MpoLyKLust @Q
O npoayxTel Ha OCHOBE COMATHYECKUX KIIET

[] renoTepaneBTHYECKHE MPOLYKThI S
L] npomyKThl TKAHEBOM HHXKEHEPUH $ é}ﬁb
[ 6uoTtexHonoruueckas NpoLyKLHUs (& 4\\
[ mpoayKThl, 3KCTparnpoBaHHBI UBOTHBIX, HOTOUHHMKOB W/ OPraHOB (TKaHeH) uesoseka
(I npouas nponykuus @g \,\

[1 3. TTpoyas aeATeNbHOCTD IT y B%g%‘:

U nnomanka (bmuqecmrmnopm é%w)

O umnopT npomex OT0 MPOJLYK'TA, MOIBEPTAIOIEroCs AanbHeieli ob6paboTke

O npouee 4)%
AR

HCHI@ bIC 3aMETKH, KacarolmHuecsa obnactu NPpUMEHCHUA cepm(bMKaTa:

OrpaHuueH

I[eﬁcmt:@( (bm(@\ ‘pactpocTpaHseTcsi Ha MNPOMBIILIEHHOE MPOU3BOACTBE T[a30B, HCMOJL3YEMbIX B
uenK(QO

- ue eTa Y4acTOK TPOM3BOACTBA U OTIPY3KH JKHUAKOrO

(hapmauieBT

4

KOH cyOCTaHIMU — ra3 MeANLMHCKUH KPUOTEeHHBIIH;

" T A,
Zh

wﬁ?@xﬁf’&’ﬂ@wmaa: MPOU3BOACTBO
A;;

- HeX M 0Jia, OTACJICHNE HAIIOJIHEHUA 0aJIIIOHOB KUCJIOpOAOM, ydag ‘
A\
B
“(Yepenuuuenxo JI.B.,

3aMecTUTeNNb MUHHCTpA 31jpaBOOXpaHCHHUS
Pecny6imku benapych

17 Won 2022
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