EBPA3UVICKUIN DKOHOMUYECKH COIO3
MUWHVCTEPCTBO 3/IPABOOXPAHEHNSA PECITYBJIMKY BEJIAPYCh

CEPTUOUKAT 5
COOTBETCTBUA TPEBOBAHUSM ITPABUJI HAJUIEXAILEN ITPOM3BOACTBEHHOU
TTPAKTUKU EBPA3UIICKOIO DKOHOMUNYECKOT'O COIXO3A

Ne GMP/EAEU/BY/0216-2023

Cpok neiicteus ¢ 13.01.2023 mo 12.01.2026

Beigan mo uroraMm mpoBefeHHs (apManeBTHYECKOM HHCIEKIMH B CQQIBETCTBUHU C
[TpaBunamu mpoBeneHust papManeBTUIECKUX HHCIIEKIUH.
MunncrepcTBo 3apaBooxpanenus Pecirybmuku benapych NOATBEpKHACTICIIEAYIOIIEE:
npoBezieHa dapMarieBTHUECKasi HHCIIEKIHS
Pharmaceutical Works POLPHARMA S.A., Production Departmen#ifi Dughnice

(HOHHOC HauMCHOBAHUC HpOH3BO}Il/ITCHﬂ)

@apmanesruyecknii 3aBoj « I TOJIbOAPMA» AQO, IlpousBoacTBeHHBE oTedB JlyxHuiax

28/30 Ozarowska St, 05-850 Ozaréw Mazowiecki, Poland

(aapec MPOU3BOACTBEHHOM IIIOILAKKH)
yi1. OxxapoBcka 28/30, 05-850 OxapyB Ma3zoserku, [1ojibiig
Ha OCHOBaHWH TIpHKaza MUHHUCTEPCTBA 3IpaBogXpakeHus Pecnyomuku benapycs ot
23.12.2022 Ne 1856 «O6 opranu3anyi HHCIIEKTHPOBaH.

Ha ocHOBaHMH CBeleHMI, INOJNyYEeHHBIR,, TIpU ~OpoBeseHun (dapManeBTHYECKOM
WHCIIEKIINH, TOCIIEIHSS U3 KOTOPhIX ObLia TigoBeAeHa ¢:d0.01.2023 mo 13.01.2023, cunraercs,
YTO JaHHBIM (hapMaleBTUUECKUH MPOU3RQIMTENE, COOTBETCTBYET TpeboBaHusAM Ilpasui
Ha/IexKaIiel Iporu3BOICTBEHHON NMpak Ky EBPa3HiicCKOro 3KOHOMUYECKOI'0 COI03a.

Hacrosmuii ceprudukar oTpakaeT CTATYC IMPOM3BOACTBEHHOHM IUIOIIAAKM Ha [IaTy
npoBeaeHus papMarieBTHUECKOMMHEIICKIIMI M 10 CTEYEHNH 3 JIET ¢ JaThl IPOBEAECHUS DTON
(dapManeBTHUECKOH HHCIEK(NN SHEe JQDKeH IpUHUMAaThCd B KauyecTBE JOKYMEHTA,
CBUJIETEJIBCTBYIOIIETO O CTATYee coqrReTcTus. Cpok AeifcTBas cepTH(UKaTra MOXeT ObITh
COKpAIIIeH HJIM PaCIIUPEH TP UCHOAB30BAHUK COOTBETCTBYIOIIMX NPUHIMIIOB yIPABICHHS
PUCKaMH TNpPU HATUYEM COOTBEPCTBYyIOINeH 3amucu 00 3ToM B nosie «OrpaHuveHus Wiu
TIOSICHUTEJIbHBIE 3eMETKH, KaCalOIIrecs 001aCcTi MPHUMEHEHNS HAaCTOSIIEr0 cepTH(UKaTay.

CeprudHkat SBIIeTCs NeHCTBUTENBHBIM B Cllydae IPEJCTaBIEHHs BCEX €r0 CTPaHHIL
(xax OCHOBHBIX IFICTOB, TAK U JOMOJIHUTENBHBIX JIUCTOB).

AYTEHTHYHOCTS (IIOAIMHHOCTE) HACTOSIIET0 CepTH(UKATa MOXKHO IIPOBEPHUTH B Oase
Janfielx’ MUHUCTEPOTBa 31paBooXpaHeHusi PecnyOnuku benapychk, pacronoXeHHOM IO
anpecy Shttp:A/minzdrav.gov.by/dlya-spetsialistov/lekarstvennaya-politika/index.php (Peectp
ceprupuxardp’GMP EADC).

Eeit cepTudukar He MpecTaBlieH B yKa3aHHOHN 0a3e TaHHBIX, ClIeAyeT 00OpPaTUThCS B
YHOJHQMOUYEHHBIH OpraH, €ro BEIABIIUH.
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M JlekapcTBEHHBIE CPEACTBA A MEAUIMHCKOTO IIPUMEHEHHUS
[] BerepuHapHbIe JIeKapCTBEHHBIE CPEICTBA
[] DxcrniepuMeHTaTbHbIE CPEACTBA

[Tpon3BOACTBO M KOHTPOJIb KayecTBa
I. TIPOU3BOJCTBEHHBIE OITEPATIVHN — JIEKAPCTBEHHA ITPOIYKIIVA
1. CrepuibHast npoXyKIus

M 1. ITpoayKimsi, NPUrOTOBIEHHAS ACEIITHIECKUM Iy TeM (OIeparyu 06paboTKu JIs CIIS Y FOIIHX
JIEKapCTBEHHBIX POPM):

U] sxunxue nexapctTBeHHbIe GOPMBI GOTBITOrO 00beMa

0] sxunkue nekapcTBeHHBIE HOPMBI MaJIoro oobemMa

U nucnepcuu

L] maodunmsarst

V] TBepABIe eKapCTBEHHbIE (OPMBI M MMILIAHTATHI

[] msarkue nexapcTBeHHBIE GOPMBI

L] mpouast mpoayKuus
U 2. Tpoxykiusi, moaBepraroiascs (UHUINHON CTepPUIH3AIMK Y(Omeparmi: 00paboTkn Ui
CIIEIYFOIIUX JIEKAPCTBEHHBIX (OPM):

L] sxumkue ekapcTBEHHBIE HOPMEI GOIBIIOro 06HeEMa

[ sxunxue nexapcTBeHHbIE HOPMBI MATOTO 00BEMa,

[J TBepmble ekapcTBEHHBIE HOPMBI U HMILIAHTATHI

L] markue nekapcTBeHHBIE POPMBI

L] mpoyas mpoyKuusi, IekapCTBEHHBIE (HOPMBL
M 3. BhlycKaroIuii KOHTPOJIb KA4€CTBA

2. Hecrepusibeas np@ayKius

7 1. HecrepuisHas IpoayKius (onepadpiioOpaboTkl 1ist cieMy omux JeKapCTBEHHbBIX HOopM):

[] xamcyisl B TBEpIOi 000I0YKE

[ xancyJibl B MATKO#M 0607108Re

[] sxeBaTeNbHBIE JeKapCTBEHHbBIE (hOPMBI

L] mMperHupoBaHHbBIeIGKaPCPBEHARIE POPMBI

[ sxunxue nexapcTBEHHEBIE HOPMS! ISl HAPYIKHOTO TIPUMEHEHUS

L) sxunkue nexap€rBeHHbIe (OPMBI JJIst BHY TPEHHETO TPUMEHEHUSI

] MegunmHCKie Ra3bl

L] mpoune aBepmsIc NieKapeTBEHHbBIE POPMBI

U] mpenapazpl, HaXQASIMECS 10| JaBICHUEM

L] reHepaTops! paIOHY KITHI0B

=), MTKIEe TekapETBEHHBIC (POPMBI

&1 cBeun (cymmosutopuw)

Myrabnetku

] TpaleiepManbHble IACTHIPU

[ y€rpoiicTBa M1 HHTPAPYMHUHAIBEHOTO (BHY TPUPYOIIOBOT0) BBEICHUS

L) fipouast mpoxykiust
M, 2:BrIny cKaromuii KOHTPOJIb KauecTBa
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3. Buonoruyeckast JJieKapcTBEHHAs! POy KLU

L1 1. Buonoruueckas jgekapCTBEHHAS MTPOXYKIIUSA

[] mpoayKThl KpOBH

[l ummyHOIOTHYecKast TIPOAYKIIHS

[ mpoayKThl HA OCHOBE COMATHYECKHX KIIETOK

[ reHoTepaneBTHYECKIE TTPOAYKTHI

[ mpoAyKThI TKAHEBOM HHIKEHEPHH

[] OuoTexHOIOTHYIECKAs PO KITHSI

[J mpomyKThl, 3KCTparupoBaHHBIE M3 J>KMBOTHBIX HCTOYHHKOB WIJIM OpPraHoB (TKaHEH)
JeoBeKa ‘

L] npouast mpoayKiust
[ 2. Beimyckaromuii KOHTPOJIb KauecTBa (IlepedeHb THIIOB MPOIYKIUN):

[] npoyKThI KpOBH

[l uMMyHOJIOTHYECKAs TIPOTYKITHS

L] mpoayKThl HA OCHOBE COMAaTHYECKHX KJIETOK

[] reHoTepaneBTHYECKHE TIPOIYKTHI

[] mpoAyKTHI TKAHEBOH HHKCHEPHH

[l GuoTexHONMOrHYUECKas IPOLYKIIHSI

[J mpoayKThl, 3KCTparMpoOBaHHbIE W3 J>KABOTHBIX HETQUHHWKOB MM OpPraHOB (TKaHEH)
JeoBeKa

L] npoyas mpoxyKuus

4. Tlpoyast IpOIYKIUS WK TPOH3BOACTBCHHAS ACSITEIBHOCTD

M 1. [IpouzBoAcTBO:

L] pacTuTenpHOM TPOAYKIIUA

L] roMeonmaTHyecKo mpoayKIIHA

[ npoyas mpoaykuus  aHTHOAKTePUAIBHEIS” JIEKAPCTBEHHBIE  CPEACTBA _ TPYIINbI
1e¢asoCcopruHOB
[1 2. Crepunu3anus akTHBHBIX BEHIECTBy BCIIOMOTATEIbHBIX BEIIECTB, TOTOBOM POy KIUK:

[ ¢punprpanus

[ cyxoxapoBasi cTepuia3auunst

L] crepunm3anust mapeM

[ xumudeckast cpepuIA3arivist

[ crepum3amishraMMa-u3sy YeHHEM

L] crepunuzaitisg >AeKEPOHHBIM H3TyYCHUEM.
[1 3. Ipouee
M 4. TlepBudrasi (BHYyTPEHHSS) YIIAKOBKA:

[=] Kaficy el B 188pHOI 060I0UKE

[} xafcy sl B MATKOM 060109Ke

(YoxeBatesibHbIC IEKapCTBEHHBIE (POPMBI

[J umrfpernupoBaHHbIe JIeKapCTBEHHBIE (POPMBI

L] aunKue ekapCTBeHHBIE POPMBI JUIS HApy>KHOTO TPUMEHEHUS

L KuaKue mekapcTBEHHBIE HOPMBI ISl BHY TPEHHETO TIPHMEHEHHS

[] MequnMHCKHE Ta3bl

[l npoure TBepbie JIeKapCTBEHHBIE OPMBI

L] npemapatsl, HaxoasIIHecs MO JaBICHUEM

L] reHepaTopsl paauOHYKIHI0B

[] msrkue nekapcTBEHHBIE (POPMBI

L] cBeun (cynmo3uTopun)

M TabneTku
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L] TparcaepmabHbIE IUIACTHIPH
] ycrpoiicTBa A1 HHTPAPYMHHAIBHOTO (BHYTPUPYOII0BOTO) BBEACHUS
[ mpouast mpoayKIwsl, IeKapCTBEHHbIE (OPMBI
M 5. Bropuusas (moTpebuTenscKas) yrakoBKa
M 6. BoimycKaromuii KOHTPOJIb Ka4ecTBa
V1 7. MukpoOHOIOrHIeCKOe TECTHPOBAHKE: CTEPUIBHOCTD
M 8. MuKpOOHOIOTHYECKOE TECTUPOBAHHE: HECTEPHIBHOCTD
M 9. Xumuueckoe (pu3nuecKkoe) TECTHPOBAHHE
M 10. Bronoruueckoe TeCTHPOBAHUE

[J 1. KoHTpoJis KayecTBa HMIIOPTHPYEMOH JIEKapPCTBEHHON POy KI[UH
] MEKpOOHOIOTHYECKOE TECTUPOBAHUE: CTEPUIBHOCTD
[ MEKpOOHOIOTHYECKOE TECTHPOBAHNE: HECTEPHIIBHOCTD
L] xumudeckoe ((pu3ndecKoe) TECTUPOBAHUE

1I. KOHTPOJIb KAUECTBA IIPU IMITOPTE JIEKAPCTBEHHOM I1 Q KIINH

[l Ouonormyeckoe TeCTUPOBAHHUE.
[ 2. Bemmyckaronuii KOHTPOIIb (cepTH(UKaLus cepuii) I/IMHOP eMoi npg@%mn
(] CrepunsHas mpoLyKIHs: \g)“
U mpomykuus, IpUTOTOBJICHHAS. ACENITUYECKUM Iy TE \\\
u&auun

[ mpoaykius, nojBepraromasics GUHUIIHOMN cTep
[J HecrepuiibHast TPOAYKIUS ’

O 3 S
Buomnorunueckast iekapCcTBEHHAst IPOIYKIIHS: @

(] mpoayKThl KpOBU ,{\Q

[J *MMyHOJIOTHYECKAS TIPO,TYKITHSI AQJ

[] mpoyKThI Ha OCHOBE COMAaTHYECK TOK ,&C)_)\'

[] reHoTepaneBTHYECKHE TPOTYKTH! \L_‘G

[] mpoayKThl TKAaHEBOH MHXKE \QJ

[] 6uoTexHOIOrHYECKAS TIP, 9 OA

[J mpoayKTel, SKCTpar Ble @’)KI/IBOTHHX ACTOYHMKOB HJIA OpraHoB (TKaHeEi)
yeJIoBeKa D

L] npouast Hponme@ \C?\
[ 3. IIpoyas nesTenbHOCTD IO U @%Ty (BBO3Y):

L] murormazx “MmIopTa (BB032)

U ummmop \ﬁo IIPOJIyKTa, [OJBEPraroLerocs qanpHenineii o6paboTke

U npoqe

Orp I/IJII/I CHI/ITGJ‘IBHBIC 3AMETKH, Kacaroluecs 00IacT MpUMEHEHHs! cepTuduKara:
€ I/I(I)I/IKaTa pacIpOCTpaHAETCSs Ha JIEKapCTBEHHBIE (OPMBI  I'PYIIIIbI
He(i) op 833 TIOPOIIIKH.

[.2.1,1.4.4 fe¥icTBue cepTUUKaTa pacHpOCTpPaHSETCs Ha JIeKapCTBeHHBIe (GbopMBbl TpyIIEI
ue(bano {IOPHHOB: TabIETKH, TOKPHITHE 060I0UKOM.

A\

%HHI/I‘-ICHKO A.B.,
3aMecTuTeslb MUHHCTpa 31paBOOXpaHEHHUS
Pecny6nuku benapycs

22 OEB 2023
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