Syuzeva #x

Ceputka: 1607211124

SANDOZ 555

Beimyuren:

Cannos I'moX
Buoxemumrpacce 10
6250 Kynnns
ABCTpHS

Ten+43 5338200

CEPTUD®HUKAT COOTBETCTBUS

Mpoayxr:

Ho3nposka:

Dopma 103HpoBKHM:
¥Ynakoska:

O0bem ynakoBKkH:
Koa:

BuyTpennss cebiika:
Jdata nponssoacrsa:
Cpoxk rogsocru:

Alpec NpoH3BOAHTEIS:

Aapec BbInycka:

Crpana umnoprep:
Poccuiickas Qepnepauns

TOPTOBOB HAHMEHOBAHHE:

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

1 r+200wmr

[Topowok anst npuroToBeHns pacTropa s HHBEKUHH/MH Y31
PnakoH

5 maxonor x 1 yn.
498491

LH5325

12:05:207]

30.04.2023

CAHJIO3 I'MBX
BUOXEMHILUTPACCE 10
6250 KYHIJIb

ABCTpHA

CAHJ03 I'MBX
BUOXEMMILTPACCE 10
6250 KYHIJTb

ABcTpus

Tun Beinyexa: Beimyck Ha peIHOK
Cepus Ha ynmakoske: LH5325
Hara Beinyera: 16.07.2021
Koanuecrpo: 8638 yn.

Perncrpannonnoe ynocrosepenue:
TTN012124/02

HI/M3m.Ne: HJT 42-929-06 U3m. 1-5

Cocras:
Ipoayxr: AMOX/CLAV (AMOKC/KJIAB) PSOIJ 1G+200MG AT12 CS 05
Kon: 42024672 Bank [Ipoxyxr Cepus: LH5296
O6mnii odwvem: 130141 wr.
AZpec NPOM3BOAMTENS: CAHIIO3 I'MBX

BUOXEMUILTPACCE 10

6250 KYHIJTb

ABCTPHA

Crp.: 1/4

*B naHHOM DOKYMEHTe nocTasieHa SJICKTPOHHAA I0ANMHCE B COOTBETCTBHH €O cTaHaapToM CaHno3




Brinymen:
s ANDO A Novartis Cannos 'moX
Division Broxemuwrpacce 10
6250 Kyunae

ABCTpHSA
Ten+43 5338200

Cesuka: 1607211124

CEPTH®HUKAT COOTBETCTBMUSI

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

Toprosoe nanmenosanne: AMOKCHKJIAB

Kon: 498491 Buyrpenunssa cepiika:  LH5325

Cocras:

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

Koa: 40004113 Axrupnas Papm.CyGeTanuus Cepusi: B604435
AJpec NPOH3BOAHTENNA: Canno3 Mupactpuan [Mponakre CA

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

Cepust npoH3BOAHTES: B604435

Crp.: 2/4 *B naHHOM J0KYMeHTe rocTap/1eHa 3ICKTPOHHAA MOAMHCH B COOTBETCTBHHU cO cTanaapTom Canmos




Brimyien:
s ANDO A Novartis Cannos I'm6X
Division Broxemuiurpacce 10
6250 Kynane

ABcTpHs
Ten+43 5338200

Ceninka: 1607211124

CEPTH®UKAT COOTBETCTBUSI

Mponykr: AMOKSIKLAV(AMOKCHKJIAB) 1,2G 5PSOIJ RU
Toprosoe naumenopanne: AMOKCUKJIAB
Kox: 498491 Buyrpennss ceprnka:  LHS5325

KommenTapun k cepruduxary

Hacrosumm noarsepsxnato, urto sce TPOM3BOACTREHHEIE STAMB] 3TOH NAPTHH FOTOBOH NPOJAYKLUMH ObUTH POBEIEHbI B
NOTHOM COOTBETCTBHHU ¢ TpeGoBaHuamMu GMP u tpeGosanism GMP EC u (koraa He B EC) ¢ tpeGoBanusimu
PEryIATOPHEIX OPraHOB CTPAHLI/CTPAH HA3HAYEHHS.

YnakoBka

500 mr amokcuummmHa u 100 MT K1aBy1aHOBOMH KHCI0TE Hin 1000 M- amoxcnwLinHa ¥ 200 Mr knaBynaHoBoit
KHCIIOTHI BO (p1akoHe GecliBETHOrO CTEKIA, 3aKPbITHI PE3MHOBOH NPOOKOH M 00KaTHIH ATIOMHHHEBBIM KOJIMAYKOM C
MIACTMACCOBOH KPBILIKOIL. 5 hiakoHOB BMecTe ¢ MHCTpY KLHeili 1o MEULHHCKOMY MPHMEHEHUIO B KAPTOHHOH Mmauke.

Mapkupoeka

Ha nepeuunoii ynakoske ((iakoHe) Ha pycckoM A3bIKe YKA3bIBAIOT: HAMMEHOBAHME npenapara ¢ npeaynpeauTensHoii
MapKUpOBKOii ®, 103HPOBKY, JIEKapCTBEHHYIO (hOPMY, HAMMEHOBAHMA K COnepaHHa aKTHBHBIX BELIECTB BO (hakoHe,
«Crnoco6 MpHrOTOBNEHNS PacTBOPOE: CMOTpH HHCTPYKLMIO MO NPUMEHEHHIO.», « XpPaHHTb B HEAOCTYTHOM /IS AeTeil
MECTC.», HOMEP CEpHH, CPOK FOAHOCTH (TOJIeH [10), HAUMEHOBAHHE U CTPAHY IOPHIHIECKOr0 JIMLIA, Ha UMs KOTOPOro
BBITIAHO PErHCTPALIHOHHOE yI0CTOBEpeHHE, NOToTHI «lek», BHyTpeHHHe Kombl KoMMaHuK MPOH3BOJUTEIIS,

Ha BropuuHoii ynakoske (kapToHHoii mauke) Ha PYCCKOM A3BIKE YKA3bIBAIOT: TOPrOBOE HAMMEHOBAHHE Npenapara ¢
MpeynpeauTebHOH MapKupoBKoii ®, leKapcTBeHHYIO (opmy, HO3MPOBKY, IPYMIHUPOBOYHOE HAHMEHOBaHHe (Ha
PYCCKOM H aHIJIMIACKOM S3bIKaX), KOTHYECTBO ()JIAKOHOB B YIIAKOBKE, NpeaynpeauTenbHble Haanucu: («BHuMarensHo
NPOYMTANTE PHIIAraeMyl0 HHCTPYKUMIO Mepell IpUMeHeHHeM nperapara.»), HAMMEHOBAHHA M COMEPKAHHS AKTHBHBIX
BEILECTB BO akone, «Crnocob npurotosmenus PacTBOPOB: CMOTPH HHCTPYKUHMIY MO MIPHUMEHEHHIO.», crnocos
BBenenHa (« s BHYTpUBEHHOTO BBEICHUSA.»), YCIIOBHA XPAHEHUs, YCIOBH OTMyCKa, HOMEpP CepHH, OaTy
MPOH3BOACTBA, CPOK FOAHOCTH (FOJEH J10), HOMEP PEruCTPaunOHHOrO YAOCTOBEpeHNs, HAUMEHOBAHHE M alpec
TOpPHAMMECKOrO JIHLA, HA MM KOTOPOro BBIAAHO PErMCTPALHOHHOE YI0CTOBEPEHHE, HAMMEHOBAHHE H ajzipec KOMMaHUH
NPOU3BOAMTENS, IOrOTHIT «leky», WTPHX- KOJ, BHYTPEHHHE KOIbI KOMMAHHH NPOU3BOANTE,

HononHuTeNBHO MOKeT GBITh HaHeCeHa MH(OPMALIHS 111 MOHHTOPUHTA ABHIKCHHS NEKapCTBEHHBIX [IPEMapaToB OT
MPOH3BOJANTENA 10 KOHEUHOIrO NOTPeBHTENS.

XpaHeHue
XPaHHTB B 3ALIHILEHHOM OT CBETA MECTe Npu TeMIepatype He Bbiwe 25°C

[TonHoe HanmeHosanue matepuana API Homep 40004113
Knasynanopas KHC/I0TA M aMOKCHIHIUTHH

7 /S

Kommenrapun: \ . ,;{/
| N

B npouecce npoussozctBa u ynakoBki npomykra He Gbio 3aMKCHPOBaHO KaKHX-JTHB0 OTK/IOHEHHI KOTOpPbIE MOIIH

Obl BIMATH HA BBIMTYCK MPOIYKTA. S——

Crp.: 3/4 *B naHHOM IOKYMEHTe NMoCTaBieHa S/IEKTPOHHAsA MOANKCE B COOTBETCTBHH €O cTaHmapToM Canmo3




Brinymen:

s ANDO A Novartis Cannos I'm6X
Division

buoxemumrpacee 10
6250 Kynnis
Apcrpus

Ten+43 5338 200

Ccrinka: 1607211124

CEPTU®UKAT COOTBETCTBUSA

IMpoaykT: AMOKSIKLAV(AMOKCHKJIAB) 1,2G 5PSOIJ RU
Toprosoe naumenosanne: AMOKCHUKJIAB
Kon: 498491 Buyrpeunss ceniaka:  [H5325
Beinyck cepun / Ceprudukar coznan Hp. Ana Bertep, ynonHoMoueHHOe 11O
Beinyck cepun / lata ceprupuxata / Bpems  16.07.2021 /09:24:01
JaTa coznanus ceprudukara / Bpemsn 16.07.2021 /09:24:24

o

*B 1aHHOM 10KyMeHTe NoCTaB/IeHa MeKTPOHHAS MOAMHCH B COOTBETCTRIN co crangapTom Canmos

Crp.: 4/4




Brimywen:  Cannos I'mgX

A Novartis Buoxemumrpacee 10
SAN Do Division 6250 KyHanb, ABcTpus

Ten +43 5338 200

Ccebinka: 000000357776

CEPTUO®UKAT AHAJIU3A
Haumenopanue: AMOKCHKIIAB 1,2G 5PSOIJ RU Cepusa Canpos: LH5325
ToproBoe HaumeHoBanue: AMOKCHUKIIAB Cepus Basik 1: LH5296
Kox npoaykra: 498491 Cpok rogHocTH: 30.04.2023
Cepus Ha ynaxoske 1: LH5325
Bank Homep 1: 42024672
ITposepka Ne: 000408349970
Hata npoussoscTea: 12.05.2021
Cpok rogHocTd Ha yri-ke 11 04 2023
Cneuudukanms 6077.1.1
Henbitanus Cneunduxanus Pesyabratsi
Onucanue Or 6enoro 1o skeatoBato-6es0ro Lpera Cooteercrayer

NOPOIIOK

HoanuuuocTs amokenummuH (BIXKX) CootBercTByer CootsercrByer
[ToamMHHOCTD K1aBy 1aHOBOI KHCIIOTHI Cootsertcrayer Cootsercrryer
(BOXKX)
L[BeTHOCTL pacTBopa mpu 490 M <02 0,0
4epes 5 MUHYT
HpOBpa‘iHOCTL Hpo3paqulﬁ, onanecneHUMs He J0JKHa COOTBCTCTB)’ET

NPEBLIIATE  OTaNeCLeHUHIO  JTAI0HA
cpaeHenns 11 (Esp.®.)

CpenHsas macca HaMoOTHeHUs Jna undopmaunu 1,413 r
Cpennsa Macca HanonHeHus+/-10% >90%CO 100%CO
Cpenuss macca nanonHenusn+/-20% > 100%CO 100%CO
CopepiaHue BOABI <3,0% 0,6 %
pH 8,0-10,0 8.8

< 6000/dnakon 40/pnakon

Mexanunueckue BKIOUCHHS
Gonee yem 10 Mxm
(;erkoe 3atemHeHHe)

\, f‘.‘
\\ < Ve .'j"
NGAN Py
by /

Crpannua 1 13 3 B 1anHoM mokymenTe nocrasena 3NeKTPOHHAs MOANKCH B COOTBETOTBIECO crangaprom Canmos




Beimywen:  Canzos I'wgX

A Novartis Buoxemumrpacee 10
SANDO Division 6250 Kynans, Apctpus
Ten +43 5338 200
Ccobinka: 000000357776

CEPTUD®HUKAT AHAJIM3A
HaumeHopaHue: AMOKCHKIJIAB 1,2G 5PSOIJ RU
Kon nponykra: 498491 Cepusa Canpos:  LH5325
Cepus Ha ynakoske 1: LH5325
Hcenbitanus Coenndurkanun PesyabTaTsl
Mexanuyeckue BKIIOUEHUs < 600/¢nakon 0/¢nakon

Oonee yeM 25 Mkm
(merkoe 3aTeMHeHHe)

Poncreennsie npumecn ,
[IpoaykTel nerpanaruu <5,0% nexnap 1.3 % nexnap
B cymme (BDXKX)

[TponykTel nerpagauun <2,0% aexnap 0,69 % nexnap
Enunnunas npumecs (B2XKX)

[IponykTel aerpanauuu <2,0% nexnap <0,04% nexnap
3-omun-2,5-6uc-(2-ruapokcHsTI)
nupasud (B2XKX)

[Muporennocts (CLUA @.) He nuporenxsii CootBercTryer
Crepunerocts (Egp.®@/ CLLA @) CrepuiibHo CooteercTayer
Konuuecrsennoe onpenenenne 900 — 1200 mr/da 1023 mr/¢n

aMokcHumMIHHa (BDXKX)

KonuyectBennoe onpenenenue 170 — 240 mr/¢an 210 mr/dn
KJ1aBY/1aHOBOM KHcs10Thl (BOXKX)

3akawyenne:
Cepwus coorBercTBYET TpeGOBaHMAM TECTOBOI MoHorpaduu. Hactosmm MOATBEPKIAEM, YTO JAHHAS
HH]OpMalns 1ocToOBEpHA M BEpHa, aHATN3 MPOBOMIICA B MIOTHOM COOTBETCTBUH ¢ TpehoBaHHsMH GMP.

4\ / "J’
Crpanuua 2 u3 3 B 1aHHOM 10KyMeHTe nocTapieHa 3JIEKTPOHHAs NOAMHCH B COOTBETCTBHHU CO crﬁi;vﬁﬁpmm Canpos
N a —— /_‘ “j‘.‘_’//"’-‘




Beinywen:  Cannos Tm6X

A Novartis Buoxemumrpacce 10
SANboz Division 6250 Kynans, Aectpus

Ten+43 5338 200

Ccbinka: 000000357776

CEPTUOUKAT AHAJIN3A
Haumenosanue: AMOKCHKIIAB 1,2G 5PSOIJ RU
Kona npoaykra: 498491 Cepusa Canmos:  LH5325
Cepus Ha ynakoeke 1: LH5325
BrimyllieHo KOHTpoJIeM KauecTBa HOnua Xodmann, MeHemKep KOHTPOIA KayecTBa
Boinyiieno koHTpoieM kauectsa aata/ Bpems 13.07.2021 07:12:38
Cepus pinyinena/ CepTudHKAT BBy LLIEH Hp. Aus BeTTep, ynonHoMoueHHOE JTHLO
Cepus Beinyiena/ lata ceprudukara/ Bpems 16.07.2021 09:24:01
Brimyck ceprudukara narta/ Bpems 20.07.2021 07:53:24

Crpanvua 3 13 3 B naHHOM JOKyMEHTE MOCTaB/AeHa 371eKTPOHHAs MOAMHCH B COOTBETCTBHHU CO cranaaptom Canaos



