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STADA

HAeknapauus 0TBETCTBEHHOTO NKLIa O COOTBETCTBUM NPOAYKLMUM

Ne X®-973 /10.11.2020

HavuMmeHoBaHWe NeKapCcTBEHHOMo
cpeacTsa, AO3MPOBKA, hacoeka,
hopma Bbinycka

AMOKCWUMNNUK, Kancynbl 500 mr 8 wr.,
KapTOHHblE

Brivictep (2), nadku

Homep perucrTpaumnoHHoro
YAOCTOBEPEHMA

M NO011641/01 ot 30.11.2011
(narta 3ameHbl 27.09.2019)

Bnaneney PY

Xemocpapm A.[l., Cepbus / Hemofarm A.D.;
26300, Vrsac, Beogradski put bb, Serbia

Homep cepuu T1NNSA
MapTtus (KONMYECTBO yNaxKoBOK) 24 597 yn.
Cpok rogHocTu 31.10.2024

lMpoussoguTens

Xemodhapm A [l. Bpwau, npoussogcTseHHas nnowaaka [ly6oeau, Cepbus
/ Hemofarm A.D. Vrsac, branch plant Dubovac, Serbia;
Dubovac, Cara Lazara bb, Serbia

BoinyckatoLwmit KoHTponb

Xemodpapm Al., Cepbua / Hemofarm A.D., Serbia;
26300, Vrsac, Beogradski put bb, Serbia

[oroBop/koHTpakT 2 Hem-AD_NF ot 12.01.2015
WHBoiic 90525440 ot 29.10.2020
Wmnoprep AQO «Hwxdapm»

(AQ «Hwxeropoackuii XMMUKO-hapMaLeBTUYECKIiA 3a80A»)

AZpec umnopTepa, Ten, gakc

Poccua, 603950, r. HwkHuin Hosropog, yn. CanraHCKaﬂ a.7,
8 (831) 278-80- 88!430 72-13

CooteeTtcTeyeT TpeGoBaHuaM
(Ne H1, namMeHeHnn)

MNO011641/01-270919

Ceptudumkar/nacnopt
npousBoguTens

B/H o1 28.10.2020

Ceptucoumkar
cooteeTcTBUsA/Neknapauusa Y

B/H oT 28.10.2020

flexnapauws feicTeuTeNbHa A0

31.10.2024

A, [amaroHosa MpuHa BUKTOpOBHA, BEAYLLNA MEHEAXKED NO KOHTPOMNK 38 KOKTPaKTHOR Ty
npuBneYEHHOW NpoayKunen, fosepeHHoCcTb Ne 1228-Hd or 29.11.2019

(d)amnnm, MMA, OTYECTBO, AOMKHOCTL OTBETCTBEHHOMO Jinua uMnopTepa NekapCreeHHbIX CpEACTB)
HaCTOALLMM MOATBEPXAalo, YTO BbllUeykasaHHas Ccepus npoaykuuu Gbina npousBefeHa, ynakoeaHa
¥ MNPOKOHTPONMpOBaHA B COOTBETCTBUM C PEruCTPaLMOHHBIM AO0ChE NEKapCTBEHHOTO CpeacTBa,
u TpeGoBaHuaMKM Hagnexallen npousBoacTBEHHOWM npakTvkK, 4To HO,ELTBepH(,{J,aeTCH YNonHOMOYEHHbIM

Benyiui
/ﬂfv‘f e &
. lamaroHosa VipuHa BukToposHa npoaykuued & *
(Moanwck) (®.1N.0.) (donxHo
Nara /9’? o PR
AD «Himdapmn ten. <7 (837)278 80 &8 MoCKoBCKOe NPEACTABUTENLEIBO | 1017 (495) 757 31 10

yn. Canrarcxan, A7, BOKC Ned59,
r. Hwxiini Hoprropop, Peccen,
603450

Gaxc +7 (831) 43072 13
med@stada.ru
waw.stada.ru

AQ «HuMmdpapm»
yn. bonvian Opantiika, A. 44, crp. 4,
1. Mockse, Poccus, 119017

dake ~7 (495) 797 31 11
moscow@steda.ru
www.stada.ru
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XEMO®PAPM A . - O®APMAHNEBTHYECKO-XUMHWYECKAS INTPOMBINIJIEHHOCTD

r. BPIIAIL CEPBHSI

CEPTHOUKAT Ob AHAJIU3E
Hassanne nponykra : AMOK CHLIH/IVIHH kancy/nisi 500 me
KouTtponbhblii Ne; 1 INN9A
JlaTa u3roToBieHNs: 10 2020
Cpok rojHocTH: 10 2024
Crpanuua: 1 33
Tpebosanun ucnoimaniuii Pesyrnomamesi
Onucanue ConiepXKMMOE Karcybl: rpaHyauposanupii  COOTBETCTBYET
NOpoIoK 0T OEI0ro 10 CBETI0-KEITOro
Bera.
Jlonyckaercs HaJlMuMe CIpeccoOBaHHOTO
LMJIMHZIPA OPOLIKA, KOTOPbIH NPH JIETKOM
HaKaTHH CTEKJIAHHOH NaJIOUKOi
IPEBpAIAETCS B ChITYUHii OPOIIOK
Teep/pie xKenaTHHOBbIE Kancybl Ne:
KPBIIIEYKA - KPACHOI'0 1BETA, KOPITYC —
KeJITOro nBera.
[ToutHHHOCTD:
a) MK-cniekrpockonus UndpaxpacHblil CEKTp CyXoro ocraria, CootBeTcTBYET
CHSATBIN B JIMCKE C Kaaus OPOMH/IOM B
o6macti ot 4000 10 400 em”, o
[1OJIOKEHHUIO TTOJIOC TIOTJIOMIEHH S JIOJIKEH
COOTBETCTBOBATH CIIEKTPY CTaHIAPTHOIO
obpasia aMOKCHITHJUIMHA TPHIHJpaTa.
6) BOKX Bpems yiepKuBaHusa OCHOBHOTO 1THKA Ha CooTBeTcTBYET
XPOMaTOIPaMMe HCIIBLITYEMOT0 PacTBOPA,
[PUTOTOBJIEHHOIO JUIS KOJIMYECTBEHHOTO
orpeeeHns, IOIKHO COOTBETCTBOBATh
BPEMEHH YEPKHBAHHS OCHOBHOI'O ITHKA Ha
XpoMaTorpaMMe CTaH1apTHOIo pacTBOpa.
Pacreopenue He menee 80 % (Q) aMOKCHIIMIUIHHA Yepes 102 %
60 muH. :
PoscrBenHble npuMecH:
- Epnnnynas ne 6onee 1,0 % 0.4 %
HenJAeHTHPHIIMPOBAHHAs
IpuMech
- CyMMa Bcex npumecei ne 6onee 5 % 0.9 %
Bona He Gonee 14,5 % 12.1 %




XEMO®APM Ad - O®APMALEBTHYECKO-XUMHUYECKAS NPOMBINIVIEHHOCTD

___r. BPUIAIL CEPBUSI

CEPTUO®UKAT Ob AHAJIU3E
HasBanue npojykra : AMOKCHHHJIJIHH KAncyJnl 500 m2
KonTtposnbhbiit Ne: 1INN9A
JlaTa u3roToBiieHUs: 10 2020
CpoK ro/IHOCTH: 10 2024 :
Crpanuua: ‘ 2u33
Tpebosanun ucnvimanui Pezynomamol

MukpoGuosnoruueckas uncrora®  O6miee uuc/I0 a9poOHLIX MHKPOOPIaHU3MOB
ne 6onee 10° KOE B 1 1
obuiee YUCIIO JPOIOKEBLIX H IJIECHEBBIX
rpuboB
ne Gosnee 10° KOE B 1 1;
orcyrersue Escherichia colip 1 r

OJIHOPOTHOCTD JI03HPOBAHKS B coorBercTBUM ¢ TpeOOBAHUAMH CootBeTcTBYET
AV=14
Komnuectsennoe onpeaenenue ot 450 1o 600 MI aMOKCHIIHILIMHA 497 mr/kancyne
B karnicyrne, ot 90 1o 120 % ot 3asiensoro 99 %
COJIepIKaHHs.
YnakoBka [lo 8 kancyn B Oiictep U3 IICHKH CootrBeTcTBYET

MOJIMBHHHIIXJIOPHIHOM U (POJIbIH
ATIOMHHHEBOIA.

2 Gaucrepa BMECTE ¢ HHCTPYKIHUEH 110
MEIMIIHHCKOMY IIPUMEHEHHIO
JIEKapCTBEHHOTO [penapara B 1auky
KapTOHHYIO.

MapkupoBka Iepeuunan ynakoska CooTBeTcTBYET
Ha Gsincrepe yKaspIBaloT TOProBoe
HAMMEHOBaHUE Iperapara, JIeKapCTBEHHYIO
(GopMmy, 103MPOBKY, HAKMECHOBAHHE
HPEANPHATHSA, OCYHICCTBIISIONIETO
BBIMYCKAIOIIMI KOHTPOJIb Ka4ecTBa, ero
JIOTOTHII, CTPAHY H IOpo/1, HOMEP CEPHH,
JIaTy U3rOTOBJICHHSA, T'OJICH JI0.

Bmopuunas ynakoexa

Ha nauke yKa3sbIBalOT TOProBoe
HAMMEHOBAHUE Nperapara, JIeKapeTBeHHYIO
GopMy, 103UPOBKY, KOJHUYECTBO KAICyJl B
YNAKOBKE, HANMECHOBAHUE MPEANPHATHA,
OCYHIECTBIIAIOLIEIO BBITYCKAIOLIH

KOHTPOJIb Ka4€CTBa, €ro JIOrOTHIl, CTpany "



XEMO®PAPM AJ. - ®APMAHEBTHYECKO-XUMHUYECKAS IIPOMBINVIEHHOCTD

r. BPIIALL, CEPBHS

CEPTUD®UKAT Ob AHAJIU3E

Hasanue npojiykra : AMOKCH UHHJ] HH KancyJisl 500 me

Konrposbhblii Ne: 1 INN9A
JlaTta H3roToBJICHHUS: 10 2020
CpoK rojjHocTH: 10 2024

Crpanuna:

3u3zl

Tpebosanun ucnvimanuit

Pezyromamot

MapxupoBka

ropoj, «I1ponssomurens: Xemodapm AJL.

CootBercTBYeT

Bpiuail, npou3Bo/icTBEHHAs MIOIIA/IKA
Jly6ogau, CepOusi», HauMeHOBaHHE H
KOJIMYECTBO JCHCTBYIOLIETO BelecTna B 1
KancyJie, HaJuTuch 110 bpaitmo juis cienbix
(amokcuimune 250 mMr unu 500 mr), «JLis
npuemMa BHYTpb», «llepe/t npuMeHeHHEM
BHUMATEJIBHO H3YUYHUTD IPUIIOKEHHYIO
MHCTPYKIHIO», «XPaHUTh B HEJIOCTYITHOM
Jutst iereit mecten, «llpenapar cojiepkur
kpacuTesib azopybun [E122], kpacurens
cosnHeunbli 3akar xkentslii [E110] u apyrue
BCIIOMOI'aTe/IbHbBIC BEUIECTBA, YKa3aHHbIC B
MHCTPYKIIHHA 110 NIPHMEHEHHION (TOJILKO JUIs
n03upoBkr 500 Mr), ycinoBHs XpaHeHH,
YCIIOBHS OTITYCKA, HOMEP PErHCTPAIlHOHHOIO
YJI0CTOBEPEHHS, HOMEP CEPHH, JIaTy
H3TOTOBJIEHHS, TOJICH 110, HITPHX-KO/L,
(hapMKOJ1 YIIaKOBKH, JIOITyCKaeTCs
HaHEeCeHHE CPEeJICTB HaeHTHpUKAIHT JUIs
MOHHTOPHHIA IBHIKCHHS JIEKAPCTBEHHBIX
[penaparos.

CpoK roiHOCTH 4 rona CoOTBETCTBYET

¥ . jjokasaTellb MOXKET OTCYTCTBOBaTh B ceprudukare aHanuza (QupMbL, AHAIM3 110 JIAHHOMY
[oKa3aTeo MPOBOAMTCS Ul Kak/10il JeCATOl cepuH, HO HE pexe oiHOro pasa B roi. Kauecrso
npenapara no JJaHHOMYy 1OKa3aTesio rapaHTHPYeTCs POU3BOJAMTENICM.

YosHoMoueHHoe nuno, QP

\_/L: ‘u:\J ’-\S_ﬂ

ﬂ%}KO Hﬁuigmb\}%ﬁh
EUTSKO-
Wmc 26300 VR §AC

Jlata Beimycka:
28 10 251>



HEMOFARM A.D. Farmaceutsko~-hemijska industrija

XEMO®APM A.A. dapMaueBsTUHECKO-XUMHUYECKana NPOMbILWIEHHOCTb
Obezbedenje kvaliteta Vrsac, Republika Srbija
O6ecneyeHne KayecrTsa r. Bpway, Pecny6nuka Cepbun

CERTIFIKAT O USAGLASENOSTI PROIZVODA

CEPTU®UKAT COOTBETCTBUA NPOAYKLUN

Kontrolni broj: 11NNSA
KoHTponbHelid N2: 11NN9A

Naziv proizvoda; Amoksicilin 500 mg 16 kaps.
HazeaHwe npoayKta: AMOKCHUMNNKMH Kancynbl S00Mr N216

TrziSte: Ruska Federacija
PbIHOK: Poccunckan denepauns

Broj redenja o registraciji, datum izdavanja, datum unosenja izmena:
MNO011641/01 od 30.11.2011., 27.09.2019.

HoMmep perMcTpauroHHOro yAOCTOBEPEHUS, AaTa BblAaun, AaTa BHECEHWA U3MEHEHWNA:
MNO011641/01 ot 30.11.2011., 27.09.2019.

Naziv i adresa nosioca registracionog resenja

Hemofarm AD, Beogradski put bb 26300 Vrsac, Srbija

HauMeHoBaHWE W aapec AepxaTens perncTpauMoHHOro yA0CTOBEPeHUs
Xemodapm A. 4., Cepbusa, 26300, r. Bpwau, Beorpaackui nyTtb 66

Oznaka ND-a i datum izmene:
ND: MM N011641/01-270919
Dizajnersko re$enje br. 011641/01-270919

Uputstvo za lek br. 011641/01-301111
- Izmena br. 1 od 23.05.13.
- Izmena br. 2 od 29.05.15
- Izmena br. 3 od 29.01.16
- Izmena br. 4 od 27.09.19

O6o3navenune H v gata UaMeHeHus:
HAO: M N011641/01-270919

Maker N2011641/01-270919

MMMNMN N°011641/01-301111

- MameHeHue N1 ot 23.05.13
- MameHeHue N2 ot 29.05.15
- MameHeHune N3 ot 29.01.16
- MameHenue N4 ot 27.09.19

Serija poluproizvoda: 11NN9
Cepus nonynpoaykta: 11NN9

Serija gotovog proizvoda: 11NN9A
Cepus rotoBoro npoaykra: 11INNSA

Prilog 7 HFM_OP_15_A_0010, rev 26, Certifikat o usagladenosti proizvoda sa sajta Strana 1 od 3

Mpunoxenxne 7 HFM_OP_15_A_0010, pea. 26, CepTudukaTr COOTBETCTBMA NPOAYKLMMU C NPOM3BOACTBEHHOR NNOWAAKA
Crpanuua 1 13 3



Naziv API: Amoksicilin 3-hidrat kompaktiran
HaumeHoBanue ADW: AMOKCUUWNNWHE TpUrkuapar

Broj serije API: 0304942
Homep cepun AQK: 0304942

Proizvodni sajt API: Deretil. S.A, Villaricos, Spain
MNpoussoacTeeHHas nnowanka AOW: Aepetun C.A., Bunbapukoc, cnaHus

Naziv, adresa: Deretil. S.A, Villaricos, Spain - 04616 Cuevas Del Almanzora, Aimeria
HaumeHoBaHue, agpec: Aepetnn C.A., Bunbapukoc, Ucnawus - 04616 Kyasac-Llen-AnbMarcopa,
AnbMmepus

Mesto proizvodnje: Hemofarm AD pogon Dubovac,Cara Lazara BB 26224 Dubovac,Srbija
MNpoussoacTeerHas nnowaaka: Xemodapm A[l npoussoacTBeHHas naowagka [y6osau, yn. Uaps
Nazapa 66 26224 [ly6osau, Cepbus

Mesto pakovanja: Hemofarm AD pogon Dubovac,Cara Lazara BB 26224 Dubovac,Srbija
YnakoBoYHbIA y4acTok: Xemodapm A[l npousBoAcTBeHHas nnowaaxka Ady6osau, yn. Llapa Nasapa 66
26224 ly6osau, Cepbus

Pogon za kontrolu kvaliteta prilikom oslobadanja:
Hemofarm AD, Beogradski put bb 26300 Vr8ac ,Srbija

Mnowaaka BbinyCcKawWwero KOHTPONs:
Xemodapm A.L., Cepbusa, 26300, r. Bpwau, beorpaackuit nyth 66

Datum proizvodnje: 10.2020
[ata warotosnenuns: 10.2020

Rok trajanja: 10.2024
lopeH ao: 10.2024

Veli¢ina serije: 24597 pakovanja
Paamep cepuu: 24597 ynakoBoK

v

Ova serija leka je proizvedena, spakovana i ispitana u skladu sa zahtevima GMP-a,
lokalnih regulatornih tela i registracionim dosijeom. Koris¢ene serija/e API su
proizvedene u skladu sa GMP zahtevima.

Protokoli o izradi i pakovanju, kao i izvestaj o ispitivanju su pregledani I utvrdeno je
da su u skladu sa GMP zahtevima.

3anAsneHne 0 COOTBETCTBMYW NPOAYKUMK:

3T1a cepun nexapcrseuﬂoro‘ npenaparta 6bl1a U3roTOB/I€Ha, yNnakoBaHa U NpoBepeHa B
COOTBETCTBMM € TpeboBaHMAMM Hagnekauwled npow3BOACTBEHHOW npakTukn (GMP),
MECTHbIX PerynMpyrowmnx OpraHos M perncTtpauMoHHbiM gocbe. Mcnonb3osaHHasA/bie
cepua/vn A®W 6b11n M3roToBNEHbI B COOTBETCTBMM C Tpebosannamn GMP,

MpOTOKONbI M3rOTOBNEHUA W YNAaKOBKW, 3 TAKXKE OTHET O MNPOBEAEHWMM MCMbITAHWMN,
6blIM paccMOTpPEeHbl M OHW NPH3HaHbI COOTBETCTBYHOWMKWMK TpeboBaHnam GMP,

Prilog 7 HFM_OP_15_A_0010, rev 26, Certifikat o usagladenosti proizvoda sa sajta Strana 2 od 3

Mpunoxenne 7 HFM_OP_15_A_0010, pen. 26, CepTudmkar COOTBETCTBMA NPOAYKLUWMK C NPOM3BOACTBEHHOM NAOWAAKH
CrpaHuua 2 v3 3



U toku prolzvodnje / pakovanja / ispitivanja uoCena odstupanja:

Bo BpeMs NPOUECCOB NPOW3BOACTBA / YNAKOBKK / MCnbITaHWi Gbinin 06HApYXeHbl OTKNOHEHUA!

o/ Ne

-4 Her
o Da (oznaka odstupanja):
o [a (0603HaueHne OTKIAOHEHUA):

Neusagla3enost je zatvorena pre oslobadanja serije
HecooTBeTcTBME/UA, NEPEYUC/IEHHbIE HUXE,
6b1n0/6bINK 3aKpbITbl A0 BbINYCKA CEPUMX

Neusagladenost/i, koje su dole navedene, nije zatvorena/zatvorene pre
oslobadanja serije i proizvodac snosi odgovornost za sve rizike tokom
roka trajanja gotovog proizvoda

HecooTseTcTBUE/UA, NPUBEAEHHbLIE HUXKE, HEe 3aKPbITO/ 3aKpPbIThbl A0 BbiNyCcKa
CepUU U NPOW3BOANTENb HECET OTBETCTBEHHOCTb 3@ BCE PUCKW B TEHEHMWE
CPOKa roAHOCTH roTOBOrO NPoAYKTa

Napomene:

MNpumMeyaHunsa:

Proizvod ORGOVARA-.NE ODGOVARA za pudtanje na: :
Mpoaykt COOTBETCTBYET / HE COOTBETCTBYET aAns Bbinycka:
bArsiste o Transport

[Ha pbIHOK O ANS TPAHCNOPTUPOBKH

A ]
/g;i,-:fk'v/) (P A0 Lo

Odgovorna osoba (QP)
YnonHoMo4eHHoe nuuo

Potpis / Datum
Moanuck / OaTta

Prilog 7 HFM_OP_15_A_0010, rev 26, Certifikat o usagladenosti proizvoda sa sajta

Strana 3 0d 3

MNpunoxenue 7 HFM_OP_15_A_0010, pea. 26, CepTucukaT COOTBETCTBUA NPOAYKUMM C NPOM3BOACTBEHHON NNOLWAAKK
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«CBefeHna 0 BBOAE B rpaxgaHckmm odopoT B Poccminckon denepauymm nekapCTBeHHbIX
CpencTB No COCTOAHMIO Ha 27.12.2020 17:55»

NMayKkH KapTOHHBbIC

(¥ nakosumuk/(pacoBuk (BTOPHYHAR/TPETHYHAS
ynakoeka)): Xemocpapm A.Jl. Bpwau,
npoM3Bo/cTBeHHas ruowazka Jdydosau, Cepbus
(Ipoussoaurens (rotosoi JIMD))

NO11641/01-270919

JlaTa BHECCHHS B IMpoussoaurens I Homep Homep, nara
Toprosoe . Hopmarushas BLIMYCTHBIAS B
AHC (BBINYCKAIHA Crpana CreJieHHs 0 CTAOHAX MPOH3BOACTEA CepPHH, paspemienus
HAHMEHOBAHHE JIOKYMEHTanHs rPaKIAHCKHIA
Pocanpasnansopa KOHTPOJIbL) NapTHH na HJITT
obopor
Xemodapm A.Jl. Bpmai, npov3BoacTBEHHASA
naomanka Jlybosau, Cepous
- . (Y nakoBuMk/pacoBiumk (B NepBHUHYIO
ému‘mnu:&);uul: 8 ynakoBky)); Xemocdapm A_Jl. Bpmau, n
03.12.2020 ;Jimgg:chrep:(”) Xemodpapm AL Cepbns npou3BoAcTBeHHas Wwiomanxka dyGosan, Cepbus AO "Humdapm"” 1INN9A -




