JEKJAPAIIUA O COOTBETCTBHUHU

NEKJAPAHT, IPHHUMAIOIITHNHI AEKJIAPALIMIO O COOTBETCTBHHU

340 "CARJO3"

Ceedenus o pezucmpayuu opeanusayuu: Mexcpationnas wicnexyun Dedepanvroit naroz060h caycbor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739159601, dama npuceoenus OI'PH 06.09.2002.

Aopec: 1253135, 2 Mockea, Jenunepadckuii npocnekm, 0.72, xopn. 3. Tenethon: 8(495)660-75-09.

B nuye: Pyxosodumens omoera nozucmuxu (llpuxas GX-601 00/18 om 15.11.2018) Eaucees Huxoaaii
Bracusmuposuy

3ASIBJIAET, UTO

nexapcmeennoe cpedcmeo.: Amoxcurnas Keuxmab, mabnemxu oucnepeupyemvie 500 me+125 m2 2 wm.,
ynaxosxu sueiixogsie xonnyprvie (7), nauku xapmonwie, PY Ne JICP-005243/08 om 04.07.2008, cepus JJ0570,
napmun 20155 ynaxoeox, zoden oo 31.10.2021, npouseodcmsa Jlek 0.0., Crosenusn, Lek d.d, Perzonali 47,
SI-2391 Prevalje, Slovenia xkod OKIT/2 21.20.10.191, koé TH B3 3004100008, xowmparxm Ne 02/Candos
AI712 om 01.02.2012, uneotic Ne 4190473762 om 04.01.2019

COOTBETCTBYET TPEEOBAHISIM
JICP-005243/08-040708 (HI 42-15175-08 wam. Ne [-3)

JEKJAPAIIUS IPUHATA HA OCHOBAHHWH

cepmugbuxam ananusa npouzeodumens om (05.12.2018, Cepmughukam coomeemcmsus Cucmesi
amenedacmenma xavecmaa 8 Cucmeme dobposonvnoti cepmudpuraytin "PAPM-PELHCTP" Ne POCC
SILPXKI0.K.00169, cpox deticmaun ¢ 10.04.2018 . no 31.03.2019 2., OO0 "Oxpyorcrou yenmp KOHMPOAR
kauecmea', Poccun, 115280, z. Mocxea, ya. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1

JATA TIPHHATHS AEKJIAPAIIMH /4.01.2019
AEKJAPAIMS JEHCTBUTEIBHA 10 3/.10.2021

. o

dextapanm MOANHCD

CBEJEHMUS O PETUCTPAIIUA

OPI'AH IO CEPTUGHKALMH, 3APETVICTPHPOBABIIINT JIEKJIAPALIHIO

RA.RU.11DM08 OPFAH IIQ CEPTHOHKAIIHH ITPOLYKUHH OFIIECTBO C OF PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH [[EHTP KOHTPOJIS KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana ng
cepmupurayuu: 115280, POCCHA, 20pod Mocxea, ya. Macmeproga, 0. 4, am. 5., men..(495)788-02-88, 6¢6-
caiim: oyxx.pg.

JAEKJI ", O COOTBETCTBUM 3APETUCTPUPOBAHA A POCC RU -S1.OM(8.B.12383/19
le - PEFHGLPAIIHY 14.07.2019
3
Loy /)
e Q{/’ﬂ‘('/ HAnaenko V.5,
opean ng . TNOOfNNCE Pyxosogurens OC

% Y
2‘%% g'@pn:ug’)mgﬁu

A
(T




CAHOO3

Cebinka: 0512181315

Bhinyuien;

Nek GapMmackOTUKANC A 4.
Beposiukosa, 57

1526 NwbBnsiKa, CnoaeruA
Ten.: +386 1 580 2111
®akc: + 386 1 5683517
www ek si

NWueH3nA Ha NpoU3BOACTRO:
800-45/2017-11

CEPTH®HUKAT COOTBETCTBHS

IIpoayxr

Toproepoe HauMeHOBaHHE

Hdo3uposka

®opma 103HPOBKA
Ynakopka

O6hemM yNakoBKH

Kon

Cepusn Cangos

JdaTta nponzBoacTaa
Cpoxk rogHocTH

AJpec NPOH3IBOAMTES

AMOKCHKIIAB KBUKTAB 500Mr+125mr 14 nqucneprupyeMsIx
tabnerok V1 P®

AMOKCHKIIAB KBUKTAB

500 Mr + 125 Mr

Tabnetkn nucneprupyemele

Bbncrep

7 6aucTepoR x 2 TadNeTKH

44050770 Tun Beimycka: BEBINycK Ha pEIHOK
JI0570

30.10.2018 Hara Beimycka: 05-12-2018
31.10.2021 Koanuecrro: 20155 ym,

Jlex dapmackroTHKAIC 4.0. Jdunenznn: 800-45/2017-11
[epzonanu 47

2391 IpeBansbe,

Cnosenus
Cocras:
Ipoxyxr Amokcurnae 625 mr CJI07 QT RW
Koxn 42015014 Banx Cepnsa: JH7739

O6muii 06bem
Anpec Ipou3BOAHTENA

289281 mrT.

Jlex @apMacblOTHKAIIC JI.1.
llepaonanu 47

2391 Ilpepanne,

CroseHus

Janensua: 800-45/2017-11

Hpopgykr
Kon
Ajpec IPOHU3BOAHTEA

Knasynanar xamus -D AB(ZB)PN 100% -P
783544 Cepun: B490811

Jlex n.a. Jlenpara nnant API JInnensus: 800-45/2017-11
Tpumnuuu 2D
9220 Jlennara
CnoBenus

Crp.: 172

*B nannom AOKYMEHTE [TOCTABJICHA 3NCKTPOHHAA MTOANHCE B COOTBETCTBHM CO CTaHaapToM Cannos




CAHH03 BuinyweH:

Nex ®apmackoTHKanc 4.4.

BeposLuxora, 57

1526 NobBnaHa, CnoeeHuna

Ten.: +386 1 580 2111

dake: + 386 1 5683517
Cebinka: 0512181315 www ek si

TMUyeH3nA Ha NPON3BOACTEO!

800-45/2017-11

CEPTUOPUKAT COOTBETCTBHSIL

Hponykr AMOKCHKIJIAB KBUKTAE 500Mr+125Mr 14 mucneprapyeMbix
Tabierok V1 PO
Toprosoe nanmenopanne AMOKCHUKIIAB KBUKTAB

Koa 44050770 Cepng Canpgosz: JJ0570
IIpoayxr AmoxcHumnea Tpuraapar N AT12 DC C1 UE
Kox 440017 Cepun: B481299
Anpec NpoH3BOHTEIA Canjo3 I'mox

Buoxummrpacce 10

6250 KyHmib

ABcTpHs
Cepus NPpON3IBONTEH B481299
3aknoveHue:

HacTosuwHM NOATBEPHCARID, YTO BCE [IPOM3BOACTBEHHEIE HTATNB! ITOH MAPTHH FOTOBOH IPOAYKIHH GBUTH NPOBENEHH B MOIHOM
co0TBETCTBUH ¢ TpeGoBanuaMH GMP 1 TpeGosanuam GMP EC u (koraa ve B EC) ¢ TpeGoBaHHSIMY PETYIATOPHBIX OPraHOB
CTPAHLI/CTPaH HA3HAMEHHS,

KoMmentapuu:

B npoliecce MpOH3ROACTRBA H YIAKOBKH NPOYKTa He OBIN0 32 MKCMPOBAHO KAKUX -THG0 OTIIOHEHKH, KOTOPBIE MOTTH GBI BIMATE HA
BBLINYCK NPOAYKTA.

Brrnyck cepuu / Ceprudinkar cosnaH I'abpuena Ocenek, pyKOBOOHTENE BLINYCKA, YITOMHOOYHH
Brinyck cepitu / Jlata cepruduxara / Bpems 05.12.2018/12:14:48
Jara coznanus ceptudnkara / Bpems 05.12.2018/12:15:45

Mo
Crapp ¥
Crp.: 272 *B HaHHOM AOKYMEHTE [10CTABIIeHA 31eKTPOHHAA MOAMUCH B COOTBETCTBUM CO CTAHAADFOM-LH



Jlek ®apmacbloTUKanc 4.4.

3aB0/ NEHMLUMNNMHOBON NPOAYKLMY
Mepaonanu, 47

Cn-1391 Npeeanse, Cnoeenns
Ten.: +386 (0) 2 824 63 31

®akc: + 386 (0) 2 823 16 66

KoHTpone kavecTRa

MNepaonanu, 47

2391 MNMpesanse, Cnosexnuns
Ten.: +386 (0) 2 824 63 43
Qake: + 386 {0) 282317 75

3a 30 MuH,

CpeiHee 3HaueHne

CEPTUOUKAT AHAJIM3A
NPOAYKT: AMOKCHUKIAB KBUKTAB 500Mr+125mr taduerkn
Aucneprupyemsie 14 V1 P@
HOMEP P.V.: JICP - 005243/08
HOMEP CEPHHA: JJO570
ITAPAMETPBI TEXYCJOBUSA PE3YJ/IBTATBI
BHEIIHHWH BH]] MpononrosaTble BOCEMHYTOLHBIC CoOTBETCTBYET
TabIeTKH, CBETNO-KENTOTO LIBETA ¢
BKParIEHHAMH KOPHYHEBOTO LIBETA, C
- (BPYKTOBBIM 34IIAXOM.
TBEPAOCTD §— 14 kp CooTBETCTBYET
HCTHPAEMOCTD He Gonee 1% CooTseTcTBYET
CIOHOPOIOHOCTH EBp. dapm. CooTBeTcTBYET
JHUCTIEPCHH
CPEJHAA MACCA + 5 % , Esp.®apm. CoOTBETCTBYET
- BOJA He Gonee 7 % 7 %
NOJTTMHHOCTh: B3XKX AMOKCHUIUTHH CoOTBeTCTRYET
MOAJIMHHOCTE: BOXX KnasynaHat kanus Cbome’fcmyeT
KOJIMYUYECTBEHHOE 475,0 —525,0 mr/Tab AMOKCHIMUINTHH 512,5 wr/rad
OIMPEOEJIEHHE 500,0 mr/Tab. (95,0 — 105,0%)
118,8 — 131,3 mr/rab KnasynaHoras 122,}  Mr/tab
kucnoTa: 125,0 mr/tad. (95,0 — 105,0 %)
PACTBOPEHHE He menee 85% (Q) aMOKCHLMIIMHA 3a 103 100 104 103 100 103
30 MuH.
CIPEJIHCC 3HauUeHUe 102
PACTBOPEHHE He Menee 80% (Q) xnasynaHosoit kuciotet 101 98 101 102 99 104

/* HcnetanMe TNpoRoAMTCA BBIGOpOUHO. HCMBITAHME OpPOBOAMTCA Ha OTAENLHBIX CEPHSX B COOTBETCTBHH C

YTBEPHKASHHEIM rpadHKOM.

Ctp. 1u33




Nex ®apmaceloTUkanc 4.4.

3aBoA NeHMLMNAKHOBOA NPOAYKUUY
Mep3onanw, 47

Cn-1391 Npesanbe, CnoseHus
Ten.: +386 (0) 2 824 63 31

@ake: + 386 (0) 2823 16 66

MNepsoHanw, 47

CEPTHUDOHUKAT AHAJIU3A

KoHTpons kadecTea

2391 Npesanse, CnoseHWA
Ten.: +386 (0) 2 824 63 43
Pakc: + 386 (0) 282317 75

IJIECEHEBLIX T'PHUEOB:

/* HensitaHue npoeoautca BelGopouHo. HenwiTanue

YTBEPXKAEHHBIM IpaKoM,

ITPOJAYKT: AMOKCHKJIIAB KBHKTAB 500M1r+125Mr TadaeTkn
avcneprupyemble 14 V1 PO
HOMEP P.Y.: JICP - 005243/08
HOMEP CEPHUU; JJ0570
| MAPAMETPELI | TEXYCJIOBHUS | PE3YJIBTATBI
POJACTBEHHLIE HPUMECH He Gonee 2,6 % Cymma Becex mpHMeced 1.26 %
B2XX
PGJICTBEHHLIE [TPUMECH He Gosee 0,2 %0 0,08 %
B2XX EnnnuaHeR HenaeHTRGHLIMPOBaHHOH
POJACTBEHHEIE ITPUMECH ~ He 6onee 0,7% 4-ruapokcudeHHITIHUNH 0,25 %
BOXX
POIOCTBEHHELIE I'TPUMECH - He Gonee 0,8 % 0,25 %
BOXX AMOKCHUMNNHHNCHULHIIIOBAA KUCIOTA
POJICTBEHHLIE ITPHUMECH He Gonee 0,5% 6- AMMHONEHHLIILTAHOBAS Menee 0,04 %
B3OXWX KHCJIOTA
POJICTBEHHI:IE IMPYIMECH He 6onee 0,5 % 4-rugpokcu 0,30 %
BOXX _ (eHMNTNHLMNAMOKCHIEIUTMH ‘
POJICTBEHHBIE [TPUMECH He Gonee 0,3 % anumep 1 Menee 0,04 %
B2KX AMOKCHUMJLIMHITE HUIJTOBAs KMCJ10TA N ‘
POJICTBEHHBIE [IPHUMECH He 6onee 0,3 % anumep 2 0,05 %
- B3XKX AMOKCHIHIUTAHIIE HHILIOBAA KUCITOTA
POACTBEHHLIE ITPUMECH ' He Gonee 0,5 % AMOKCLIL{HJ‘[J‘IHH Menee 0,04 %
B3OXKX JHUKETONHIEPa3HH
POACTBEHHBIE ITPUMECH He 6onee 0,5 % TMupaszun 31wt Menee 0,04 %
BOXKX IIPOM3BOANOE e S
POHCTBEHHbIE NPUMECH He Goxee 0,7% Jlumep aMOKCHLIMNIIHHA 0,27 %
B2XX ' . N ]
OBUIEE YMCJIO ADPOBHBIX  He Goree 10%/r Menee 1000 KOE/r
BAKTEPHH:
OBIIEE YHCJIO JPOMOKEM M He Gomee 10%T




ek PapmaceloTMKanc 4 4. KoHTponb kavecrsa
3aBoj, NEHMUMNNUHOBOMA NPOLYKLMK

Mep3aoHanu, 47 Nepasonanu, 47
Cn-1391 MNpesanse, Cnosexus 2391 NpeBanbe, CnoseHuWs
Ten.: +386 (0) 2 824 63 31 Ten.: +386 (0} 2 824 63 43
daxc: + 386 (0) 2823 16 66 daxc: + 386 (0) 282317 75
CEPTUOUKAT AHAJIM3A
IMPOAYKT: AMOKCHKJIAB KBHUKTAB 500mr+125mr Taénerkn
aAucneprupyemslie 14 V1 PdD
HOMEP P.Y.: JICP - 005243/08
HOMEP CEPHH: JJO570
| IAPAMETPEI | TEXYCJIOBHSI | PE3YJIbTATBI |
Escherichia Coli: OTCYTCTBUE / T o CooTBercTByeT
YcnosHA XpaHeHUA: [1PH TEMIIEPATYPE HE BBIUIE 25°C, B 3AIIUIIEHHOM OT BJIATH MECTE

Otrevaer TpeCopanuaM cnenmupuxanud HopMaTHsHONH NOKYMEHTaUMH

Hara yreepxaenns: 05.12.2018 KoHtpons kauecTra

Mas Cyiuex

Crp. 3 m3
/* HcnbltaHue TMPOBOANTCA BRIOOPOHMHO. HCnBITaHue NPOBOAHTCA HA OTASNbHBIX CEPHAX B COOTBETCTBHH C
YTBEPXKICHHBIM rpaduKoM.
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