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STADA

Aeknapauns OTBETCTBEHHOTO NULIA O COOTBETCTBUW NPOAYKLNM

Ne X®-949 /09.11.2020

HavmeHoBaHWe nekapcTBeHHOro
cpeacTea, 403UpoBKa, hacoeka,
hopma Bbinycka

AMOKCULMINKUH, kancynbl 250 mr 8 wt., 6nucteps (2)
Nayku KapTOHHbIE

Homep perncTpaunoHHoro

M N011641/01 ot 30.11.2011

YAOCTOBEPEHUA (paTa sameHbl 27.09.2019)
Bnapeneuy PY Xemodpapm AL, Cepbus /
Hemofarm A.D.;
26300, Vrsac, Beogradski put bb, Serbia
Homep cepun 11MASA
Maptus (KONUYECTBO YNakoBoOK) 43 533 yn.
Cpok roaHocTu 30.09.2024

MpownssoguTens

Xemocpapm A.[l. Bpwau, nponssoacTeeHHas nnowaaxa fQyGosau /
Hemofarm A.D. Vrsac branch plant Dubovac:
Dubovac, Cara Lazara bb, Serbia

BbinyckaroLwmin KOHTPOnb

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

[orosop/kKOHTpakT 2 Hem-AD_NF ot 12.01.2015
WHBoiic 90524741 o1 22.10.2020
Wmnoptep AO «Hwxdapm»

(AO «Hwxeropoackuii XWMUKO-(DapMaLieBTUYECKNIA 3asoa»)

Anpec umnopTepa, Ten, ake

Poccus, 603950, r. HuxHuit Hosropog, yn. Canravckas, 4. 7
8 (831) 278-80-88/430-72-13

’

CooteetcTeyet TpeboBaHnam
(Ne H[l, uameHeHwi)

M N011641/01-270919

cootseTcTeuns/dexnapauus Y1

Ceprtucbukat/nacnopr B/H oT 22.10.2020
npoussoguTens
Ceptudpumkar B/H ot 22.10.2020

[eknapauwvs gercTeuTenbHa 4o

30.09.2024

A, lamawHosa WpuHa BukTopoBHa, Beaywmii meHeaxep no KOHTPONIO 3@ KOHTPAKTHOW W NPWBMEYEHHOI
npoaykuuen, aosepeHHocTs Ne 1228-Hd ot 29.11.2019

(Pamunus, MR, OTHECTBO, AOMKHOCTL OTBETCTBEHHOIO NULA UMNOPTEPA NEKAPCTBEHHLIX CPEACTE)

HacTORWMM  MOATBEPXKAAID, 4TO  BbllueyKasaHHas Cepus NpoAykuMM Bbina  npousseseHa,
W NPOKOHTPONWUPOBAHA B COOTBETCTBUM C PETUCTPALIMOHHBIM AOChE NEKAPCTBEHHOrO cpe
Haanexawei Npou3BoACTBEHHOW NPaKTWKWM, 4TO MOATBEPXKAEETCSH YnOnHouoqe
¥ pesynsTaTamu UCCNeA0BaHUA TOTOBON NPOAYKLIMK. &

<A

ynakoeasa
[ craa 1 TpeboBaHuamMu

Beaywwi :
amaionosa MpuHa BukToposHa 338 KOHTPaKTHQ

AQD «Hmrdapm» 1C41,
yn. Canralickas, 7.7, hoke Nod59,
r. Haxinali Honropos, Pocuns,
603950

(Mognucs) (©.1.0) (o E

lara _£% 7 Ao e

17(821) 278 80 88
dakc +7 (827) 43072 3
med@stada.ri
vwistada.ru

Mockosdkoe npepciasmienscTeo | 1o 7 (495) 797 37 70
AQ «Humkdapmn Gake +7 (495) 797 31 11
yn. beniinas Opyoiika, 7. 44, ¢tp. 4,  moscow@stada.ru

1. Mocksa, Poccrn, 179017 wvestada.ru
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XEMO®APM AJ. - DPAPMAHEBTHYECKO-XHMHYECKAS MPOMBIIIJIEHHOCTD
r. BPUIALL, CEPBUS

CEPTU®HKAT OB AHAJIM3E

Hassanue nponykra: AMOKCHUH/IVIHH kancyavt 250 m2

Koutposbnblii No: 11MASA

JlaTa u3roroBieHus: 09 2020

Cpok rojHocTH: 09 2024

Crpanuia: 1 u33
Tpebosanun ucnsimanuii Pesyromamot

Onucanue CojlepkuMoOe Kancyibl: IpaHy/IHpOBAHHbIii CootsercTBYET
MOPOLIOK 0T OEJI0ro 110 CBETIO-KEATOTO
1BETA.

JlonyckaeTcs HaJIMuMe CIPecCOBAHHOTO
LH/IHHAPA NOPOIIKA, KOTOPBII MPH JIErKOM
HAKATHH CTEKJIAHHOH NaIo4yKoi
[PEeBpPALACTCA B CHITYYHii IOPOLIOK.
Trepapbie xenaTHHOBBIE Kancyibl Ne2:
KPbIIIEYUKa - TEMHO-3€/IEHOT0 1IBETA, KOPNyc —
0eI0ro ¢ JKeJITOBATHIM OTTEHKOM 11BETA.
[opmuHOCTE:
a) MK-cnektpockonus Hndpakpacublii ciekTp cyxoro ocrarka, CoorsercTByeT
CHATHI B JIMCKE C Kaus OpOMHIOM B
o6mactu ot 4000 10 400 cM™', 1o monoxenuio
OJIOC TIOMJIOMIEHHS JI0/DKEH COOTBETCTBOBATE
CIICKTPY cTanjapTHoro obpasia
AMOKCHITMJLTHHA TPHIHJIpaTa.
6) BOXX Bpems yjiepikuBaHusi OCHOBHOTO [THKA Ha CootsercTByeT
XpOMAaTorpaMMe HCIBITYEMOTO pacTBopa,
[NPHTOTOBJIEHHOTO /U KOJIHYECTBEHHOTO
onpe/ie/icHus, J10IKHO COOTBETCTBOBATE
BpeMEHH yepKHBaHHWA OCHOBHOTO ITHKA Ha
XpOMaTorpaMMme CTaHnJapTHOrO pacTBOpa.

Pactpopenne He menee 80 % (Q) amokcunmumana yepes 60 104 %
MHH.

PozicTBenHbIe IpUMeECH:

- Emanunas He dosee 1,0 % 0.4 %

HEeHJIeHTHOUIMPOBAHHAS

[pUMech

- CyMMa BCex IpUMecei He Gonee 5 % 1.4%

Bona He Gonee 14,5 % 12.3%
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XEMO®APM AJl. - PAPMALEBTHYECKO-XHMHWYECKAS NPOMBIUVIEHHOCTH

r. BPILIALL, CEPBUSA

CEPTU®UKAT Ob AHAJIU3E

Haspauue npojaykra : AMOK: CHUHJIJIHH Kancyisl 250 me

Koutponbhbrii Ne: 1IMASA
Jlata u3roToBJIEHHA: 09 2020
Cpok roanoctu: 09 2024
Crpanmuua: 2u33
Tpebosanun ucnvimanuii Pezyavmamoi
Mukpobuonornueckas uucrora*  OGiee yuca0 aIpOOHBIX MHKPOOPIaHH3MOB
ne Gosee 10° KOE B 1 1 CoorsercTByer
o01ee YHCII0 APOXKIKEBBIX H ILUIECHEBBIX
rpuboB
ne Gonee 10° KOE B 115 CootBeTcTBYET
orcyrcreue Escherichia coli 1 r CootBercTByeT
OaHOPOIHOCTH 103HPOBAHKS B coorsercTBiH ¢ TpeboBaHusMH CootsercrByer

Konmgectsentoe or Ipe/IC/ICHHUC

Ynakoska

Mapkuposka

or 225 no 300 Mr aMOKCHUM/IHHA B
kancyie, or 90 jgo 120 % ot 3asBieHHOrO
cojlepKaHus

Ilo 8 xancyn B GiucTep U3 MieHKH
NOJIMBUHWIXJIOPH/IHOM 1 (posibrn
AMOMHHHEBOH.

2 Gimcrepa BMeCTe ¢ HHCTPYKIHEH 1o
MEHLHHCKOMY NTPHMEHEHHIO
NIEKapCTBEHHOTO Mpenapara B nauky
KapTOHHY1O.

Ilepeuunas ynaxoexa

Ha GamcTepe ykasbiBalOT TOProBoe
HAUMEHOBAHHE Npenapara, JIeKapCTBEHHY IO
(dopmy, 103HPOBKY, HANMEHOBAHHE
IPeANPHATHS, OCYIIECTRIISIONMIETO
BBINYCKAIOUIHIA KOHTPOJIb Ka4ecTBa, €ro
JIOTOTHII, CTPAHY H rOPO/l, HOMEP CEPHH,
JIaTy H3rOTOBICHHA, TOJICH JI0.

Bmopuunas ynaxoexa

Ha nauke yka3eiBaloT TOproeoe
HaUMEHOBaHHE IPenapara, JIeKapCTBEHHYIO
(opmy, 103HPOBKY, KOJIHYECTBO KarcyJl B
YNAaKOBKE, HAMMECHOBAHUE [IPE/TIPHATHS,
OCYIIECCTBIIAIONIErO BHITYCKAIOMMI
KOHTPOJIb KA4eCTBa, ero JIOroTHII, CTPaHy H

ll

AV=32
255 mr/kancyne

CoortsercrByeT

CooTBeTcTBYET
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XEMO®APM AJI. - OAPMALEBTHYECKO-XUMHYECKASA ITPOMBIIIJIEHHOCTb

r. BPHIALL, CEPBHS

CEPTH®UKAT Ob AHAJIU3E

Ha3gauue npojaykra : AMOK: C”H”JIJ]HH Kancyoi 250 m2

Konrponbubiii No: 11MASA

Jlata H3roToBJjIeHus: 09 2020

Cpok romocTh: 09 2024

Crpaununa: 3uzl
Tpebosanus ucnsimanui Pesyavmamer

MapkupoBka ropoj, «lTpoussomrens: Xemodpapm A.J1.

Bpiuail, npou3Bo/icTBeHHAs 1UI01a/Ka
Jly6osai, CepOus», HaHMeHOBAHHE H
KOJIHYECTBO JICHCTBYIOLICTO BelecTna B |
Karicysie, Haanuch 1o bpaitio uis criensix
(amoxcuumtad 250 Mr wim 500 mr), «J/las
npuema BHYTphb», «llepejt npumenennem
BHUMATEILHO H3YYHTh NIPHIOKECHHYIO
HHCTPYKIHIO», « XPAHHTH B HEJLOCTYITHOM
s pereit mecrey, «lIpenapar copepxut
Kpacurelnb azopyoun [E122], kpacures
conneynslii 3akar xentwiii [E110] u apyrue
BCIIOMOTaTe/IbHBIC BELIECTBA, YKa3aHHbIC B
HHCTPYKLHH N0 NPHMEHEHHIO» (TOJBKO LIS
no3upoBku 500 Mr), yeroBus XpaHeHus,
YCIIOBHS OTITYCKA, HOMEP PerucTPaHOHHOTO
YJIOCTOBEPEHHSA, HOMEP CEPHH, JIaTy
H3TOTOBJICHHUA, I'OJICH /10, IITPHX-KOJI,
(apMKO/1 yIIaKOBKH, J01yCKaeTCs
HaHECEHHE CPE/ICTB HACHTH(HKALMH LIS
MOHHTOPHHI'A JIBHKEHHS JICKAPCTBEHHBIX
npenaparos.

Cpok roanocti 4 rona CootsercTByer

e —r—iin
M —

_——
* - mokasarelb MOXET OTCYTCTBOBATH B cepTH(HKare ananusza QUPMBL AHAIM3 10 JAHHOMY
I0Ka3aTeO MPOBOMUTCA JUIA KaX/10i JecaToil CepuH, HO HE pexe OJHOro pasa B roj. Kauectso
rpenapara 1o JJaHHOMY 10Ka3aTesio rapaHTHPYETCs [IPOH3BOIUTEIIEM.

Jlara Bbinycka: YnoaxnomouenHoe nuno, QP

e IMM
rim AD.

11 26300 VRSAC




HEMOFARM A.D. Farmaceutsko-hemijska industrija

XEMO®APM A.A. ®apMalUeBTUHECKO-XMMHNYECKanA NPOMbILLNEHHOCTb
Obezbedenje kvaliteta Vrsac, Republika Srbija
O6ecneueHne KayecrTsa r. Bpwau, Pecny6nuka Cepbnn

CERTIFIKAT O USAGLASENOSTI PROIZVODA

CEPTU®UKAT COOTBETCTBMA NPOAYKLIUN

Kontrolni broj: 11MASA
KoHTponbHbiit N2: 11MASA

Naziv proizvoda: Amoksicilin 250 mg 16 kaps.
Ha3paHue npoaykTa: AMOKCUUMANUH Kancynbl 250Mr N216

Trziste: Ruska Federacija
PoiHoK: Poccuitckas deaepauus

Broj redenja o registraciji, datum izdavanja, datum uno3enja izmena:
MNO011641/01 od 30.11.2011., 27.09.2019.

HoMep pervcTpauMOHHOro YAOCTOBEPEHUA, AaTa BbIAAYM, AaTa BHECEHWA M3MEHEHWNA:
MNO011641/01 or 30.11.2011., 27.09.2019,

Naziv i adresa nosioca registracionog redenja

Hemofarm AD, Beogradski put bb 26300 Vr3ac, Srbija

HauMeHOBaHWe W aapec AepXaTens perncTpauMoHHOro YA0CTOBEPeHUA
Xemodapm A.Q., Cepbusa, 26300, r. Bpwau, Beorpaackui nyTtb 66

Oznaka ND-a i datum izmene:
ND: N N0O11641/01-270919
Dizajnersko reSenje 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

O6o3navuerue H v AaTa 3MEHEHUA:
HA: M N011641/01-270919

Maker N2011641/01-270919

MMM N2011641/01-301111

- UameHenune N°1 ot 23.05.13
- U3meHenne N22 ot 29.05.15
- M3meHenne N?3 ot 29.01.16
- MameHenne N4 ot 27.09.19

Serija poluproizvoda: 11MAS
Cepwva nonynpoaykra: 11MAS

Serija gotovog proizvoda: 11MASA
Cepus rotoeoro npogykra:11MASA
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Naziv API: Amoksicilin 3-hidrat kompaktiran
HaumeHoBaHue AOW: AMOKCHMUWANWHA Tpuruapart

Broj serije API: 0298487
Homep cepun AOU: 0298487

Proizvodni sajt API: Centrient Pharmaceuticals Netherlands B.V., The Netherlands (DSM Sinochem
Pharmaceuticals Netherlands)

MpoussoacTeeHHas nnowaaka AOW: CeHTpuaHT GapMackloTUKan3 Huaepnanab B.B., HuaepnaHpb!
(ACM CuHokem ®apmacbioTkana Huaepnangbl)

Naziv, adresa: Deretil. S.A, Villaricos, Spain - 04616 Cuevas Del Aimanzora, Almeria
HaumeHoBauue, agpec: fepetun C.A., Bunbapukoc, Mcnanus - 04616 Kyasac-[len-Anbmancopa,
Anbmepus

Mesto proizvodnje: Hemofarm AD pogon Dubovac,Cara Lazara BB 26224 Dubovac,Srbija
NponsBoacTBEeHHas nnowaaka: Xemodapm Afl npoussoacTeeHHan nnowaanka fly6osau, yn. Uaps /lasapa
66 26224 Oy6osau, Cepbus

Mesto pakovanja: Hemofarm AD pogon Dubovac,Cara Lazara BB 26224 Dubovac,Srbija
YnakoBouHbIi yyacTok: Xemodapm AL npousBoaCTBeHHas nnowaaka fy6osau, yn. Laps Nasapa 66
26224 [ly6osay, Cepbun

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

Mnowaaka BbiNYCKAKLWEro KOHTPona:
Xemocpapm A.[., Cepbus, 26300, r. Bpwau, beorpaackuii nyTs 66

Datum proizvodnje: 09.2020
Jata narotosnenusa: 09.2020

Rok trajanja: 09.2024
fopex no: 09.2024

Velifina serije: 43533 pakovanja
Pasmep cepun: 43533 ynakoBok

Ova serija leka je proizvedena, spakovana i ispitana u skladu sa zahtevima GMP-a,
lokalnih regulatornih tela i registracionim dosijeom. Koriséene 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.

3anBNEHNE O COOTBETCTBUM NPOAYKUNN:

3Ta cepuA nekapcTBeHHOro npenapara 6bina M3roToB/ieHa, yNnakoBaHa M NpoBepeHa B
coorBeTcTBMM ¢ Tpe6GoBanmamm Haanexawei npousBoacTBeHHOW npaxkTtuku (GMP),
MECTHbIX PeryavMpylolWmMx OpraHoB U perMcTpaymoHHbiM focke. Ucnonb3osBaHHan/bie
cepua/vn ADWN 6binn M3roToBNeHbl B COOTBETCTBUM C TpeGoBannamu GMP.

MpoTOKONbI M3rOTOBNEHHWA M YNAKOBKM, a TaKKe OTHET O NPOoBegeHMM MWCMbITAHUN,
6binK paccMOTPEHbl U OHH NPHU3HaHbI COOTBETCTBYOWMMHK TpebosaHnam GMP,
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U toku proizvodnje / pakovanja / ispitivanja uocena odstupanja:
Bo BpeMs NpPOLECCOB NPOM3BOACTBA / YNAKOBKK / MCNbITaHMA Bbink 06HapyXeHbl OTKNOHEHWSA:!

Vot

i o Da (oznaka odstupanja):
o [Oa (o6o3HaueHne OTKNOHEHUA):
Neusaglasenost je zatvorena pre oslobadanja serije o
HecooTBeTCcTBME/WUA, NEPEUNCNEHHbIE HMXKE,
6bino/6binK 3aKpbiThl 40 BbINYCKA CEPUM o
Neusaglasenost/i, koje su dole navedene, nije zatvorena/zatvorene pre o

oslobadanja serije i proizvodal snosi odgovornost za sve rizike tokom
roka trajanja gotovog proizvoda

HecooTeeTcTBUE/Ust, NPUBEAEHHBIE HUXKE, HE 3aKPbITO/ 3aKpPbiThl 40 BbINyCKA o
Cepun 1 NPOM3BOAWUTENb HECEeT OTBETCTBEHHOCTb 3@ BCE PUCKM B TEUEHUe
CpoKa roAHOCTW roTOBOrO NPoAYKTa

Napomene: /
MNpuMeyaHus: v

Proizvod O%SWﬁE ODGOVARA za pustanje na:
I'%po.qyx‘r(CO CTB / HE COOTBETCTBYET ans Bbinycka:

z}'d&te o Transport
a

PbIHOK o ANA TPAHCNOPTUPOBKK

Pobn /1240, 1020

Odgovorna osoba (QP)
YnonHoMoueHHoe n1uuo

Potpis / Datum
Moanuce / fata
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BEAEPAALHAS CAYKEA 110 HAASODY «CBefieHnA o BBoje B FPaXdaHCKuMm odopoT B Poccuinckoi defepaunm nekapcTBEHHbIX
WEAREAABHAY {AVKEA NO LAFLE B i
AEORARLAIREA IO HALSOPY CPEACTB Mo COCTOAHMIO Ha 22.12.2020 15:23»
B OPEPE ZAPABOOXPAHEHMA
Jlata Baecenns B Toprosoe HMpoussommrens Hopmatusmas Bgﬁ:gﬁzﬁ::; Homep Homep, narta
AHC " Mpuona - (BBIMY CKARO M Crpana Ceenennst 0 cragusix nponssoncrsa oxp S iy — cepHm, paspemenus
Pocanpasuanzopa P " KOHTPOJIB) ROEY! u pa:g(:)apo(;xn napTHH Ha HJII
Xemodgapm A.J1. Bpmau, TPOH3IBOACTBEHHAS
nnomanka lybosan, Cepbus
. (¥ naxoeumr/acormux (s MEPBHYHY IO
.‘}.Muxczu;!;lgﬂﬂ.g ynakosky)): Xemocpapm A [ Bpurar, 1
03.12.2020 rancyx M Xemodpapm AJl. Cepbus MpOUsBOACTBEHHAA Nomanka [MyGosau, Cepbusa AO "Huxdpapm" 1IMASA
wr., GaucTeps (2), P

TIAYKH KapTOHHKIE

(¥ naxosuynx/acopmpk ( BTOPHYHASA/TPeTHUHAS
ynakoska)); Xemocbapm A.J1. Bpman,
MpOH3BOACTBERHAs Miomanka dy6osau, Cepbus
(Mpoussoaurens (rotosoit JId))

NO11641/01-270919




