JyL«lLt'Vd
Ekaterina

Brmymen:

-
SANDoz S_Noyartis Canzos ['m6X
IVISIOn

buoxemuurpacce 10
6250 Kynans
ABCTpus

Ten+43 5338 200

Cepinka: 2107211555

L

Mpoaykr: AMOKSIKLAV(AMOKCHKI{AB) 1.2G 5 PSOlJ RU

Toprosoe naumenosanne: AMOKCHKIJIAB

Ho3uposka: 1 r+200mr

®opma 103uposkn: [Topourok nns [IPHIOTOB/IEHUS pacTBOpa Uisi MHBEKUMH/ MH (Y 31it
¥nakoska: Dnakon

Obvem ynakobkn: 5 ¢nakonos x | ym.

Kon: 498491 Tun Beinycka: Beimyck Ha prinox
Buyrtpennss ccbiaka: LJ9865 Cepus na ynakoske: 1.J9865
Mata nponssoacrea: 14.06.2021 Aara seinyeka: 21.07.2021
Cpok roanocrn: 31.05.2023 Koanuecrpo: 14708 ym.
Anpec npoussoanrens: CAHZIO3 'MBX

CEPTU®UKAT COOTBETCTBUS

BHOXEMHUUITPACCE 10
6250 KYH/1JIb
ABcTpus
Anpec Boimycka: CAHIO3 'MEX {
BUOXEMHWUITPACCE 10
6250 KYH]JIb J
ABcrpua ‘
Crpauna umnoprep: Perucrpaunonnoe YA0CTOBEpenHe: HUM3m.Ne: HJT 42-929-06 M3pm.1-5
Poccuiickas denepauns [TN012124/02 -
Cocrag:
Hpoaykr; AMOX/CLAV (AMOKC/KJIAB) PSOLJ 1G+200MG ATI12 CS 05
Kona: 42024672 bank [Mponykr Cepusn: LJ9859
Obmuii 06nem: 138567 .

Ajapec npousBoauTens: CAHJTO3 TMBX
BUOXEMMUIITPACCE 10
6250 KYHJIb
ABCTPUA

Crp.: 1/4  *B nannom AOKYMEHTE [10CTaB/IEHA IIEKTPOHHAS MOJITHCE B COOTBETCTBUH €O cTaHnapToM Cannos




Brimymen:

SANDO A Novartis Canzos T'm6X
Division Broxemuurrpacce 10
6250 Kynnie

Asctpus
Ten+43 5338200

Cepinka: 2107211555

CEPTU®UKAT COOTBETCTBUS

IMponykT: AMOKSIKLAV(AMOKCHKIJIAB) 1.2G 5PSOIJ RU

Toprosoe nanmenosanne: AMOKCHKJIAB

Kon: 498491 Buyrpennsis cebuika:  LJ9865

Cocrag:

Mpoaykr: AMOX SOD/POT CLAV 5:1 S ES33 PW C1 GE 02

Kon: 40004113 Axtihas ®apm.CyGcTanims Cepus: B607748
Azpec npoussoauTesn: Cannos Munacrpuan lMpopakre CA

C/Gorg del Moli d# En Puigverd
08389 Palafolls/ Barcelona
Hcmanus

Cepust npoussoanTens: B607748

Crp.: 2/4 *B naHHOM J10KyMeHTe rocTaBieHa JIeKTPOHHAs MOAMHCH B COOTBETCTBUHM co cTangaptoM Canos



BoinyueH:
SAN Do A Novartis Canznos M'mGX
Division Buoxemuurrpacce 10
6250 Kynnne

ABcTpus
Ten +43 5338 200

Ccebinka: 2107211555

CEPTUD®UKAT COOTBETCTBUS

Ipoaykr: AMOKSIKLAV(AMOKCHKIIAB) 1,2G 5PSOIJ RU
Toprosoe nanmenoBanne: AMOKCHUKIIAB
Kon: 498491 Buyrpenunss ceoika:  LI9865

KommenTtapun k ceprudnkary

Hacrosinm noarsep:xaato, 4To Bee NPOM3BOACTBEHHBIE ITAMbI HTO NAPTHH FOTOBOI NPOAYKLHH BbIM NPOBEIEHBI B
nonHOM cooTBetcTBHI ¢ TpeboBaHusMu GMP u tpebosanuam GMP EC u (koraa e B EC) ¢ TpeGoBanusamu
PErynATOPHBIX OPraHoOB CTPaHbI/CTPaH Ha3HAuEHHs.

Vnakoska

500 mr amokcuunannba u 100 Mr knasynanoBoii kueaotsl win 1000 Mr amokeutmnanuaa i 200 Mr K/1aByJIaHOBOI
KHCJIOTBI BO (hriakoHe GeclBeTHOT0 CTeK/Ia, 3aKpbIThlil pe3HHOBOI MPOGKOIl i OBKATBIH ATOMHHMEBBIM KOINAYKOM ¢
M1aCTMACCOBOM KPBILIKOH. 5 (h1akOHOB BMECTE ¢ MHCTPYKIHETT 110 MEIMLIMHCKOMY MPHMEHEHHIO B KapTOHHOI natke.

Mapkuposka

Ha nepsitnoii ynakoske ((prnakoHe) Ha pycckom si3blKe YKa3blBalOT: HANMEHOBAHMNE MPenapata ¢ mpeaynpeanTebHoil
MAapKHPOBKOH ®, 103HPOBKY, /IEKAPCTBEHHYIO OPMY, HAHMEHOBAHUS 1 COEPIKAHNA AKTHBHBIX BELIECTB BO (IaKoHe,
«Crioco0 MPUrOTOB/IEHHs PACTBOPOB: CMOTPH MHCTPYKLIHIO [0 NPHMEHEHHIO.», « XPaHHTb B HEAOCTYMHOM /15 [1eTeil
MECTE.», HOMEp CEPHH, CPOK FOIHOCTH (FOEH 10), HAMMEHOBAHHE U CTPaHy IOPHIMYECKOrO JIHLA, HA UM KOTOPOTO
BbIJIAHO PEriCTPalMOHHOE YA0CTOBEPEHHE, T0roTHN «leky», BHY TPeHHHUE KO/1bl KOMIIAHHH MPOU3BOJANTENA.

Ha Bropnunoii ynakoske (KapTOHHOIA Mauke) Ha PyCCKOM A3bIKE YKa3blBAKOT: TOPrOBOE HAMMEHOBAHHE NPEnapara ¢
NpeAyNpeanTeTbHOM MapKHpoBKOoil ®, neKapcTBeHHYH0 (PopMY, JO3HPOBKY, FPYMMHPOBOYHOE HAMMEHOBaHHE (Ha
PYCCKOM H aHTTHHCKOM A3BIKAX), KOJMYECTBO (pJIAKOHOB B YNAKOBKE, MpeaynpeanTenbHele Haanuck: («BHuMaTensHo
NPOYHTANTE MPHJIAraeMyro HHCTPYKUMIO Nepesl IPUMEHEHUeM Mpernapara.»), HAHMEHOBAHHA H COIEPKAHUA AKTHBHBIX
BellecTB BO (riakowe, «Crocod NpUroToBieHuA pacTBOPOB: CMOTPH HHCTPYKLIMIO 110 MPUMEHEHHIO.», CIIOCo0
BBefieHus («/1ns BHYTPMBEHHOTO BBEICHHA. »), YCIIOBHA XPAHEHHSA, YCIOBHA OTIYCKA, HOMEp CepHH, ATy
MPOM3BOLCTBA, CPOK FOAHOCTH (FOJIEH /10), HOMEDP PETHUCTPALIMOHHOIO YI0CTOBEPEHHS, HAUMEHOBAHUE U alpec
HPHIXYCCKOro auia, Ha UMA KOTOPOro BbIAAHO PErucTpauuoHHOe YAOCTOBEPEHHE, HAMMEHOBAHHE M aapeC KOMIaHHH
MPOU3BO/INTENS, TOTOTHUI «lek», INTPHX- KO, BHYTPEHHHE KOJIbl KOMMAHUHM MPOU3BOIHTENS.

JononHUTeNLHO MOKeT ObITh HaHeceHa MH(OPMALMA I8 MOHHTOPHHIA IBHKEHHS J'[E:KapCTBCHHbIX npenapaTOB or
NPOH3BOIUTENS 10 KOHEYHOrO MOTpeduTENA. = :

XpaHeHue /
XpaHHTh B 3alMLIEHHOM OT CBETA MECTe TIPH TeMIepaType He Bbille 25 rpaxycos L(enbcua

[TonHoe HaumenoBanue matepuana API Homep 40004113 .
KnaBynaHoBas KHCIOTA M aMOKCHLIHIUTHH =N\

KommenTapuu: N

—

B mpouecce npon3BoacTBa M yNaKOBKM MPOAYKTA He GbLI0 3a)MKCHPOBAHO KAKMX-TMO0 OTKIOHEHHI1, KOTOpblE MOIJIH
OBl BIHATE HA BLITYCK POAYKTA.

Crp.: 3/4 *B naHHOM J0KyMeHTe MOCTaB/IeHa 3NeKTPOHHAA MOAMNCH B COOTBETCTBUM €O cTanaapTom CaHio3



Boimymen:
SANDOZ A Novartis Cannos 'M6X
Division Buoxemumrpacce 10
6250 Kynane

ABcTpus
Ten+43 5338200

Ccepinka: 2107211555

CEPTU®UKAT COOTBETCTBUS

[poayxr: AMOKSIKLAV(AMOKCHKIIAB) 1,2G 5PSOIJ RU

Toprosoe naumenosanne: AMOKCHKIIAB

Kon: 498491 Buyrpenuss ccuinka:  [LJ9865
Beinmyck cepun / Ceprudmkar coznan Hunn. M. Peiinxonn ByTka, ynonHoMo4eHHoe THLO
Brinycx cepun / Jata ceprudpmxara / Bpema  21.07.2021/13:54:54
Jara co3nanun ceprudpukara / Bpemn 21.07.2021/13:55:17

Crp.: 4/4 *B naHHOM [0KyMeHTe MOCTaB/IeHa 3MeKTPOHHAs MOANKHCEH B COOTBETCTBMM €O cTaHmapToM CaHmios



A Novartis
Division

SANDO

Cchbinka: 000000358264

Cannos I'moX
Buoxemuwrpacee 10
6250 Kyunns, Apctpus
Ten+43 5338 200

Beimywen:

CEPTU®UKAT AHAJIM3A
_

Haumenosanue: AMOKCHKIIAB 1,2G 5PSOIJ RU Cepus Cannos: LJ9865
Toproeoe HanmeHoBanue: AMOKCHKIJIAB Cepus Bask I: LJ9859
Kon nponykra: 498491 Cpok rogHocTH: 31.05.2023
Cepus Ha ynakoeke 1: LJ9865
bank Howmep 1: 42024672
[Tpoepka Ne: 000408370848
Hata npouspoactea: 14.06.2021
Cpok rogHocTH Ha yr-ke 1@ 05 2023
Crneundukaums 6077.1.1
Hcenbitanus Crnemnduranns Pesyabtatei
Onucanue Or Genoro 10 entoBato-6enoro Lsera Cootsercrpyer

NOpOLIOK
[MonmuHHOCTE aMOKCHUMMTHH (BDIKX) CooteeTcTByer CootserctByer
[lopnusnocTs knaBynanosoit kne1oTh Cootsetcryer CootBercTByer
(BDXKX)
LiBetHocTh pactsopa npu 490 um =02 0,0
qepes 5 MHHYT
[Tpo3paunocts Ipospaunsiii, onanecuenuns ne nomkHa Cootgercrayer

NPEBBILIATE  OMAECUEHLHMI0  3TanoHa

cpashenus II (Eep.d.)
Cpennsas macca Hanonnenus Hna nudopmanin 1412 r
Cpennss macca Hanonsenus+/-10% > 90%CO 100%CO
Cpenusia Macca Hanonuenus+/-20% = 100%CO 100%CO
Conepsxatne Bobl <3,0% 0.4 %
pH 8.0-10,0 ) 8.8

= 6000/¢nakon ‘ 51/¢pnaxon
Mexanuueckie BKIOMeHHA SN
Bonee yem 10 Mrm A2\
JIETKOE 3aTeMHeHue) r |

_ /5]
N ";;I;’

Crpannua 1 13 3 B gannom JNOKYM

€HTE MOoCTaBIeHa JEKTPOHHAA MOAMHUCH B COOTBETCTBUH CO CTaHaapToMm Canpgos




Buinymen:  Cauaos MmoX —‘
A Novartis Broxemuwrpacee 10
SANDO Division 6250 Kyuans, Asctpus
Ten+43 5338 200
Cceinka: 000000358264

CEPTU®UKAT AHAJIU3A
S
HaumeHnopauue: AMOKCHKIIAB 1.2G 5PSOIJ RU
Kox nponykra: 498491 Cepust Cangos:  1.J9865
Cepus Ha ynakoBke 1: LJ9865
Hcenbiranus Crneundukanuu Pesynbrathi
MexaHuueckue BKIOYeHUS < 600/¢pnaxon l/dpnakon

Oonee uem 25 mMrm
(n1erkoe 3aTemHenue)

PoncTeennsie npumecn
[poaykrel nerpanaumu < 5,0% nexnap 1.2 % nexnap
B cymme (BDIXKX)

[IpoayxTer aerpanaumm <2,0% aexnap 0,68 % nexnap
Enunnynas npumecs (BOXX)

IMpoaykTel aerpanatmu <2,0% pexnap < 0,04 % nexnap
3-91151-2,5-6ne~(2-ruapokcuaTiun)
nupasud (BOXKX) —

[uporennocts (CLLA ®.) He nuporennusiii ; ""‘COOTBETCTByeT
Crepunsocts (Esp.d/ CILIA ®) CrepunbHO [ G4 L T o ébOTBETCTBy'ET
KonunuectBennoe onpeneneuue 900 — 1200 mr/chn g . :}1631 Mr/ g

amoKcHUHIIHA (BDXX)

KonuuectBenHoe onpenenenne 170 — 240 mr/¢n o 209 mr/dn
KJ1aBy 1aHOBOH KHCJIOTBI (BDXKX)

3akayenue:
Cepus COOTBETCTBYET TPeOOBAHMAM TECTOBOM MoHorpaduu. Hactosumm NOATBEPKAAeM, YTO JaHHAN
UHpopmaLus AI0CTOBEPHA M BEPHA, aHAJIU3 NPOBOAW/ICA B IOTHOM COOTBETCTBHH C TpeGoBanuamu GMP.,

Crpanuua 2 u3 3 B 1aHHOM J0KyMeHTe rocTas/iena J7ICKTPOHHAsA MOIMHCEL B COOTBETCTBHH €O cTaHaapToM CaHmos




Boinymen:  Canzos I'moX 1

s ND A Novartis Broxemnuitpacce 10
Division 6250 Kyuans, Aectpus

Ten +43 5338 200

Ccbinka: 000000358264

CEPTUDUKAT AHAJIM3A
L J

Haumenosanue: AMOKCHKIIAB 1.2G 5PSOIJ RU
Kon npoxykra: 498491 Cepus Canpos: LJ9865
Cepwus Ha ynakoeke 1: LJ9865
Beinyueso koutposem kauecrsa 10ausa Xodmans, MEHEIKEP KOHTPOJIS KayecTRa
Beimymeno koutponem kavecrsa narta/ Bpemsa 16.07.2021 05:23:41
Cepus BbIMyIeHa/ CepTHdUKAT BbimyLieH Hnnn. Mk, Peitaxonn ByTka, ynonnomouennoe anuo
Cepus Brimymena/ [lata ceptudukara’ Bpems 21.07.2021 13:54:54
Beinyck ceprumrara nara/ BpeMs 22.07.2021 08:00:45

-~ Y

CTpaHHL[a 3u33 B AAaHHOM OOKYMEHTE MMOCTaBIeHAa 3JIEKTPOHHASA MOAIHCE B COOTBETCTBHH CO CTaHaapTOM Canpnos




