Syuzeva :
Ekaterina

SANDOZ ;)

Cerinka: 1607211121

Brinymen:

Cannos 'm6X
Buoxemumrpacce 10
6250 Kyunns
ABCTpHs

Ten+43 5338 200

CEPTU®HUKAT COOTBETCTBUS

IIpoaykT:

JosupoBka:

@opma 103HPOBKH:
Ynakoska:

O0beM ynakoBKH:
Kon:

BuyTpeHHsia ceblika;
Jata nponsBoacrea:
Cpok roasocru:

Anpec npoussoanTens:

Anpec BblycKa:

Crtpana umnoprep:

Toproeoe Hanmenopanme:

AMOKSIKLAV(AMOKCHKIJIAB) 1,2G 5 PSOIJ RU
AMOKCHKIIAB

I r+200 mr

[lopouok nns npuroToBIeHNs pacTBOpa Wis UHBEKUMH/MH Y 3ui
Dnakon

5 dnakoHoB X 1 ym,

498491 Tun seinycka: Beinmyck Ha peiHOK
LH5340 Cepus Ha ynakoske: LH5340
13.05.2021 Jata Beinycka: 16.07.2021
30.04.2023 Koanuecrro: 14974 ym,

CAHIO3 I'MBX
BUOXEMMILTPACCE 10
6250 KYHIJIb

ABCTpus

CAHAO3 'MEX
BUMOXEMMILTPACCE 10
6250 KYHIJIb

ABcrpus

Perucrpannonnoe yiocrosepenne: HIYHM3m.Ne: HJT 42-929-06 M3m.1-5

Poccuiickas Qenepauns ITN012124/02
Cocras:
Mponyxr: AMOX/CLAV (AMOKC/KJIAB) PSOIJ 1G+200MG AT12 CS 05
Koa: 42024672 bank IMpoayxkr Cepusn: LH5299
O0wnii oobem: 74972 wr.
AJpec NpOH3BOANTENS: CAHJI03 'MEX

BUOXEMMIITPACCE 10

6250 KYHIJIb

ABCTPHUA

Crp.: 1/4

*B JAAHHOM JOKYMEHTE MOoCTaBJ/ieHa JIEKTPOHHAA NMOJAMNHCH B COOTBETCTBUH CO CTaHaapToOM Canno3




Beinyuien:

SANDoz giwg;fr: i Cannos I'm6X

Buoxemumrrpacce 10
6250 KyHunb
ABCTpHs

Ten +43 5338200

Cerinka: 1607211121

CEPTU®HUKAT COOTBETCTBUS

[MpoaykT: AMOKSIKLAV(AMOKCHKIJIAB) 1,2G 5PSOIJ RU

Toprosoe nanmenosanne: AMOKCHKJIIABR

Kon: 498491 Buyrpennss ceeiaka:  LH53340

Cocras:

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

Kon: 40004113 Axrusnas ®apm.Cy6ctanims Cepus: B604436
Anpec npoH3BOAHTEN: Cannos Mupacrpuan Ipogakte CA

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

Ctp.: 2/4 *B ZaHHOM N0KYMEHTe MoCTaBeHa 3MeKTPOHHAs MOAMNCH B COOTBETCTBHU CO crannaptom CaHmos




Beimymien:

SANDoz Simgxﬁ:ﬁs g}i:i::;iﬁ?;;cce 10
6250 Kynans

ABcTpus
Ten+ 43 5338200

Cepinka: 1607211121

CEPTH®UKAT COOTBETCTBUS

MpoaykrT: AMOKSIKLAV(AMOKCHKJIAB) 1,2G 5PSOIJ RU
Toprosoe nanmenosanne:  AMOKCHUKIIAB
Kon: 498491 Buyrpenusisi ceninka:  LH5340

KommenTapnu k cepruduxary

Hacrosiwum noaTsepykaato, UTo BCe NPOM3BOACTBEHHbIE 3TaMbl 3TOH MAPTHU FOTOBOI NPOAYKLMH GbUTH NIPOBEEHbI B
nosHoM cooTBeTcTBiH ¢ TpeGoBanusimMu GMP u tpeGosannam GMP EC u (koraa ne B EC) ¢ TpeGoBannamu
PEryNATOPHBIX OPTAHOB CTPAHBI/CTPAH HA3ZHAYEHHS.

VYnakoska

500 mr avokcuunnuna 1 100 Mr knaBynanoBoii kucnote! nian 1000 Mr aMokcHIMIIMHA 1 200 MT KNaByT1aHOBOI
KHCJIOTHI BO (p1akoHe OeCLIBETHOTO CTEKIIA, 3aKPHITHIH Pe3HHOBOI MpoBKOIl 1 00KaThIil AMOMHHHEBBIM KOJIIAYKOM C
MIACTMACCOBOI KPBILIKOH. 5 (1aKOHOB BMECTE C MHCTPYKIIMEH 110 MEAHLHHCKOMY [PUMEHEHHIO B KapTOHHOIH nauke.

Mapkunposka
Ha nepsuuHoii ynakoske ((/1akoHe) Ha pyCCKOM A3bIKE YKa3bIBAKOT: HAMMEHOBAHME MPENApATa C MPeIy IpeiHTeNbHOI
MapKHPOBKOH ®), T03MPOBKY, JIEKapCTBEHHYIO (OpMY, HAMMEHOBAHHS H COJEPKAHHSA AKTHBHEIX BELIECTR BO (IAKOHE,
«Cnocob npUroTOBNEHNs PaCTBOPOB: CMOTPH MHCTPYKLHIO 110 IPHMEHEHHIO.», « XPAHUTh B HEJOCTYIIHOM IS AeTeil
MECTe.», HOMEp CepHH, CPOK rOHOCTH (FOIEH 10), HAMMEHOBAHNE M CTPAHY IOPHANYECKOr0 JIMLA, HA UM KOTOPOro
BBLIAHO PETUCTPALIHOHHOE YIOCTOBEPEHHE, TOTOTHIT ((lEk‘J}, BHYTPCHHUE KOJbLI KOMMaHUH TMPOM3BOAHTENSA.

Ha Bropunoii ynakoBke (KapTOHHOIi Iauke) Ha PyCCKOM A3bIKe YKA3BIBAIOT: TOPrOBOE HANMEHOBAHHE MpernapaTa ¢
npeaynpeIuTelsHOH MapKUpOBKoii ®, nekapcTBeHHYI0 GOpMY, T03HPOBKY, rPYNMHPOBOUHOE HAMMEHOBaHHe (Ha
PYCCKOM H aHIIMHACKOM A3bIKaX), KOJHYECTBO (IAKOHOB B YNIAKOBKe, NpeayNpeanTeabHble HaanucH: («BHuMaTensHo
NPOYHTANTE MPHIIATAEMYIO HHCTPYKUMIO Nepesl IPHMEHEHHeM MPEenapara.»), HaHMEHOBAHUSA M COIeP/KaHNs AKTUBHBIX
BEIECTB BO (akoHe, «Crnoco® NPUroTORIEHHA PaCTBOPOB: CMOTPH HHCTPYKLIHMIO 110 MPHMEHEHHIO.», CrTOcos
BBefeHHA («/11 BHYTPHBEHHOrO BBEIGHUA.»), YCIIOBHS XPaHEHHS, YCIOBHS OTITYCKA, HOMEp CepHH, JaTy
TNIPOH3BOJICTBA, CPOK OJHOCTH (TOIEH 10), HOMEp PErHCTPAIMOHHOTO YAOCTOBEPEHHS, HAMMEHOBAHHE H alpec
FOPHAHYECKOTO JIMLA, HA MMA KOTOPOTO BbIAAHO PErHCTPALMOHHOE Y0CTOBEPEHUE, HAMMEHOBAHKE H alpec KOMIAHUHU
NPOU3BOAUTEIA, IOrOTHI «lek», INTPUX- KO, BHYTPEHHHE KOJIbl KOMITAHHH NPOH3BOIUTEN.

JlomoNHUTENBHO MOXKET ObITh HaHeCeHa MH(BOPMALHA JU1si MOHHTOPHHIA ABHKEHHS JIeKapCTBEHHBIX TIPEMapaTos OT
MPOU3BOJMTENA O KOHEUHOr0 NoTpeGuTeNs.

XpaHeHue
XpaHuTh B 3aIUMILEHHOM OT CBETa MeCTe NP TeMIepaType He Bhie 25°C

[TonHoe nanmenoBanue matepuana API Homep 40004113
KnapynaHoBasg KHCIOTA M AMOKCHIMILTHH

KommenTapuu: N o TEGe8 2
B mpoutecce npon3BOACTBA U yNaKORKH MPOYKTa He GbII0 3aHKCHPOBAHO KAKUX-THEO OTKITOHEHTN, KOTOpbIE MOTIH
OBl BIMATE Ha BBIMYCK MPOIYKTA.

Crp.: 3/4 *B naHHOM l0KyMEHTe MOCTaBIeHA 3/IEKTPOHHAS MOJIITHCh B COOTBETCTBUH CO cranaaprom Cannos



Berinyen:

s ANDOZ A Novartis o Tt
Division

buoxemumrpacce 10
6250 Kyuane
ABCTpUS

Ten + 43 5338 200

Ccrinka: 1607211121

CEPTU®UKAT COOTBETCTBHUSI

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

Toprosoe nanmenosanne: AMOKCHKIIAB

Kon: 498491 Buyrpennss cesiaka:  LH5340
Beinyck cepun / Ceprudukar coznan Jp. Aua Bertep, ynolHOMOUEHHOE U0, YOTHOMOYEHHOE JIHII0
Beinyck cepun / lata ceprudukara / Bpema  16.07.2021/09:21:15
Jara coznanus cepruduxara / Bpems 16.07.2021 /09:21:39

Crp.: 4/4 *B 1aHHOM [JOKYMEHTE NOCTaB/IeHa 3eKTPOHHAsA MOMHUChH B COOTBETCTBUM O cTaHaapToM CaHao3



Bemnywen:  Cangos ImoX

A Novartis Buoxemuutpacce 10
SANDO Division 6250 Kynanb, Asctpus

Ten+43 5338 200

Ccbinka: 000000357778

CEPTH®UKAT AHAJIM3A
Haumenosanue: AMOKCHKIIAB 1.2G 5PSOIJ RU Cepus Canpnos: LHS5340
Toproeoe HanMeHORaHHKE: AMOKCHKITIAB Cepus bank [: LH5299
Kox npoaykra: 498491 Cpok roaHocTH: 30.04.2023
Cepus Ha ynakoBke 1: LH5340
bank Homep 1: 42024672
[Tposepka Ne: 000408349974
Jlata npouseojcTea: 13.05.2021
Cpok rogHocTd Ha yn-ke 1: 042023
Crienudukaums 6077.1.1
Henvimanus Cnennduranus PesyabTaTsl
Onucanue Ot Genoro 10 KenToBaTo-0€10r0 LBETa CooTBeTcTBYET

NOPOLIOK

[MonnuHHOCTE aMoKeHIMIITHH (BDXKX) CooTsercTBYET CootBetcTByeT
[loanuHHOCTD KBy TaHOBOH KHCIOTE] CooTserctByeT CooTeeTcTBYET
(BOXKX)
L{geTHocTh pacTBOpa npu 490 HM <0,2 0,0
uepes 5 MHHYT
[Ipo3pauHocTs [Tpospauneiit, onanecuenuus He gomkHa | CooTBeTcTBYET

NPEBRIIATE  ONANECUEHLHIO  3TATOHA
cpasnenua I (Eep.@.)

CpenHss Macca HaroJHeHHs Jns uapopmannu 1,426 r
Cpennas Macca HanondeHus+/-10% >90%CO 100%CO
Cpennas Macca HanoJHeHua+/-20% > 100%CO 100%CO
ConepskaHue Bo/bl <3,0% 0.4 %
pH 8,0-10,0 8.8

< 6000/¢pnakon 21/dpnakon
Mexanuueckue BKIFOYEHHA -
Gonee uem 10 MkM
(nerkoe 3aTeMHeHe)

Crpanuua 1 u3 3 B 1aHHOM IOKYMEHTE [OCTAB/IEHA eKTPOHHAS TIOMHUCE B cooﬁg@sﬁﬁ co cranpapTom CaHmos



Beinywen:  Cangos I'm6X
o A Novartis Buoxemuwmrpacce 10
SAND Division 6250 KyHans, AscTpus
Ten +43 5338 200
Cceinka: 000000357778

CEPTU®HUKAT AHAJIU3A
Haumenosanue: AMOKCHKIIAB 1,2G 5PSOIJ RU
Kon npoaykra: 498491 Cepus Canmoz:  LH35340
Cepwus Ha ynakoske 1: LH5340
Hcenbrranns Cneunpurkannun PesyasTarsl
MexaHHuyecKue BKIIIOYEHHs < 600/dnaxon 4/chnakon

Oonee uem 25 MKM
(nerkoe 3aTeMHeHHe)

PoncTBenHble npumecu .
[MpoxyxTel nerpanauum < 5,0% neknap 2.0 % nexmap
B cymme (BDIKX)

[TpomyKThl Aerpagauuu <2,0% nexknap 0,77 % nexnap
Enunnunas npumecs (BRIKX)

[TpoayKThI Aerpasauu <2,0% nexnap <0.04 % nexnap
3-5mnn-2,5-61c-(2-ruapoKcHITHA)

nupasnl (B2XKX)

[Tuporennocts (CILIA @,) He muporennbi CootBeTcTBYET
Crepunshocts (Epp. @/ CILIA @) CrepuarHO CootBeTcTBY €T
KonnuecrseHHoe onpenenenne 900 — 1200 mr/dn 1042 mr/cn

amokcuuuHa (BRXX)

KonuvecTBeHHOE onpeeneHme 170 — 240 mr/dn 209 mr/dn
KJIaBy1aHOBOH KncaoTer (BOYKX)

3ak/o4enue:
Cepus cooTBeTcTBYeT TpeGoBaHMAM TeCTOBOI MoHOrpaduu. HacTosmmmm MOATBEPHAIAEM, YTO JaHHAsA
HH(OPMALMSA TOCTOBEPHA 1 BEPHA, AHATH3 MPOBOIUICA B IOJHOM COOTBETCTBHH ¢ Tpebosanusmu GMP,




Boinymwen:  Caunos PMGX

s A Novartis Buoxemurpacce 10
AND Division 6250 Kynnis, Asctpus

Ten +43 5338 200

Ccbinka: 000000357778

CEPTU®UKAT AHAJIM3A
HaumeHoaHue: AMOKCHKIIAB 1,2G 5PSOlJ RU
Kox nponykra: 498491 Cepus Canmoz:  LHS5340
Cepus Ha ynakoske 1: LH5340
BrinmylieHo KOHTponeM KauecTsa s Xopmann, MeHekep KOHTpONA KauecTBa
BeimyieHo kontponem kauectsa nara/ Bpems 13.07.2021 07:11:48
Cepus rimytiena/Ceprudukar BeInmyeH Hp. Aus Bettep, ynonHoMoueHHOe THLO
Cepus Boimymena/ /lata ceprudukara/ Bpems 16.07.2021 09:21:15
Beinyck ceprudiukara nata/ Bpems 20.07.2021 07:53:44

Crpanuua 3 u3 3 B 1aHHOM J0KyMEHTe MOCTaBieHa SJIEKTPOHHAsA MOJMHKCE B COOTBETCTBUH €O cTaHaapToM CaHmos




