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SANDO

Cepinka: 0608200926

A Novartis
Division

Beimymen:

Cangos 'MOX
buoxemuwrpacce 10
6250 Kynane
ABCTpHS

Ten +43 5338 200

CEPTU®HUKAT COOTBETCTBUA

[MpoaykT:

Jo3upoBKa:

Mopma 103HPOBKH:
YnakoBka:

OobeM YNAKOBKH:
Koa:

BHyTpenHsifl cChblIKa:
JlaTa npon3BoaCcTBA:
CpOK roHOCTH:

Aapec npou3BoAHTENN:

Crpana umnoprep:
Poccuiickas Penepauus

TOPFGBOE HANMEHOBAHHE:

AMOKSIKLAV(AMOKCHKIJIAB) 1.2G 5 PSOIJ RU
AMOKCHUKIIAB

| r+200 mr

[TopoLIoK 415 PUIOTORJIEHHS PacTBOPA JI/14 HHBEKUMIA/MHDY3HI
®nakoH

5 ¢nakoroe x | ym.

498491 Tun Bbinycka: Bbinyck Ha peIHOK
KS3393 Cepun Ha ynakoBre: KS3393
23.06.2020 Jara seinycka: 06.08.2020
31.05.2022 Koauuecrso: 23081 ym.
CAHJIO3 I'MBX

BUOXEMHILUTPACCE 10
6250 KYHJIb
ABCTpHA

PerncTpalHOHHOE Y10CTOBEPEHHE:!
T1N012124/02

H/ /M Ne: HTT 42-929-06 HMam.1-5

Oo6wnii 0obem:
Anpec NPOH3BOAHTEH:

Cocrag:
Mpoaykr: AMOX/CLAV (AMOKC/KJIAB)PSOLJ 1G + 200MG AT12 CS 05
Kox: 42024672 bank [lpoaykr Cepun: KS3382

185920 wi.
CAHI03 I'MBX
BMOXEMMHWILUTPACCE 10

Ajpec npoH3BOAUTEIS:

6250 KYH/J1b
ABCTPHA
CocTaBn:
Mponykr: AMOX SOD/POT CLAV 5:1 ES33 PW C1 GE 02
Kon: 40004113 AxtupnHas @apm.Cy0OcTaHums Cepusi: B565271

Canno3 Muaactpuan Ipoaakre CA
C/Gorg del Moli d# En Puigverd
08389 Palafolls/ Barcelona
Hcnanusa B i

Crp.: 1/3

*B 1aHHOM JIOKYMEHTE NOCTAB/IEHA JIEKTPOHHAA NOAMHCH B COOTBETCTBHMN CO CTAHAAPTOM Cannos




Brimymen:

SANDO A Novartis Canaos T'meX
Division Bruoxemuurpacce 10

6250 Kynane
ABCTpHS
Ten + 43 5338 200

Ccrinka; 0608200926

CEPTU®HUKAT COOTBETCTBHSI

Mpoaykr: AMOKSIKLAV(AMOKCHKIJIAB) 1,2G 5PSOIJ RU
Toprosoe naumenoanne:  AMOKCHKIIAB
Koa: 498491 BuyTtpennsn cesiika:  KS3393

KommenTapun k ceprudurarty

HacToALLMM [101TBEPYIAI), UTO BCE NPOM3BOACTBEHHbIE ITAMbI IO MAPTHH FOTOBOM NPO/LYKLMH GbITH NPOBE/ICHDI B
MonHOM cooTBeTcTBHM ¢ Tpebosannamu GMP u tpedosanusm GMP EC v (koraa He B EC) ¢ TpedoBaHuaAMHY
PEryJISTOPHbIX OPraHOB CTPaHbI/CTPaH HA3HAYEHHS.

YnakoBka

500 Mr amokeHHA 1 100 Mr K1aBy.1aHoBoil KueaoTsl nan 1000 mr amokenuninuua u 200 Mr K1aBy1aHoBof
KHC/0TbI BO (hr1akoHe GECLIBETHOTO CTEK/IA. 3aKPbIThIH Pe3HHOBOH npoOKkoit 1 00xaThIH ATIOMHHHEBLIM KOJIMAYKOM C
[U1aCTMACCOBOI KPBILIKOM. 5 (h1AKOHOB BMECTE ¢ MHCTPYKLKEH N0 MEIHLHHCKOMY TIPHMEHEHHIO B KapTOHHOI1 nauke.

MapkupoBka

Ha nepsuuHoii ynakoske ((J1akoHe) Ha PyCCKOM f3bIKE YKA3bIBAKOT: HAUMEHOBaHHE Npenapara ¢ npeaynpe1nTebHON
MapKupoBKoii ®, 103UPOBKY. JeKapCTBEHHYIO (OpMY, HAHMEHOBAHHA H CONEP/KAHUA AKTHBHBIX BEILECTE BO (akone,
«Crocol NPHroOTOBIEHHs PACTBOPOBR: CMOTPH HHCTPYKIHMIO MO NPHMEHEHHIO.», « XPAHHTE B HEIOCTYITHOM 14 aeTei
MeCTe.», HOMEp CepPHH, CPOK FOAHOCTH (FOJeH 110), HAMMEHOBAHHE 1 CTPaHy HOPHAHYECKOr0 LA, HA UMA KOTOPOTO
BbIJAHO PErHCTPALHOHHOE YI0CTOBEPEHHE, NOroTHN «leky, BHYTPEHHHE KObl KOMNAHHH NPOH3BOAHTEA,

Ha BTopHuHOIi ynakoeke (KapTOHHOI NaukKe) Ha PyCCKOM fI3bIKE YKA3biBAIOT: TOPrOBOE HAHMEHOBAHHE Npenapara ¢
npesly IpeaHTENBHOI MAapKUPOBKOI ®), NeKapcTBeHHYIO (JopMYy, 103UPOBKY, FPYNMHPOBOYIHOE HAMMEHOBAHUE (Ha
PYCCKOM M aHTJTHHCKOM A3bIKAX), KOJHUECTBO (IAKOHOB B YNAKOBKE, MPEIyNPEAHTE/IbHbIC HAAMHCH: («BuumarenbHo
MPOYMTANTE MPUIAraeMyr HHCTPYKLHIO fiepel NPHMEHEHHEM npenapara.»), HIHMEHOBAHHA 1 COAEPIKAHUA AKTHBHBIX
gewecTB Bo (nakoue, «Crocod NPHroTORJIEHHs PACTBOPOB: CMOTPH HHCTPYKUHIO N0 NPUMEHEHHIO.», crnocod
BBeneHus («J1na BHY TPHBEHHOTO BBEIEHUA.»), YCIOBUA XPAHEHUA, YCIOBHA OTMYCKa, HOMEP CepHH, AaTy
NPOM3BOJCTBA, CPOK FOJHOCTH (FOEH 10), HOMEP PErHCTPALMOHHOTO YI0CTOBEPEHHA, HAHMEHOBAHHE 1 A1pec
JOPHMMUECKOTO ML, HA MMA KOTOPOTO BbIAAHO PETHCTPALMOHHOE YI0CTOBEPEHHE, HAMMEHOBAHHUE U A/IPEC KOMMAHUH
npu3BoauTeNs, 10roTHn «leky», WTPHX- KO, BHYTPEHHUE KOAbI KOMIIAHHH NPOH3BOLHTEA.

JIonoAHUTENBHO MOKET ObITh HAHECEHa HH(OPMALINA 1717 MOHHTOPHHIA ABMAKEHHA JIEKAPCTBEHHDIX MPENAapaToB OT
['IpOH?BO,JHTEﬂH 10 KOHEYHOTo ['IOTpeﬁHTE:J'Iﬂ.

XpaHeHnue
XpaHHTh B 3aLHLIEHHOM OT CBETA MECTE MPH TeMIEpaType He Bbllle 25°C

[NonHoe HanmeHoBaHue matepuana API Homep 40004113
Knasy/laHOBas KHCI0TA H AMOKCHLIMIUTHH

KommeHTapuu:

HeoBX01MMO paceMoTpeTh CleayIoULy 10 A0MNOTHHTE bHYIO HH(OPMALIHIO 0 BbILIEYKa3aHHOH NapTHi:
Mat.Nrm. der bedruckten Packmittel 46235100 SET AMKL 1000MG+200MG 46235101 BZ AMKL 46265858 FS
AMKL 1000MG/200MG 5 PSOLJ 498491-9 SET fiir VS.

Crp.: 2/3 *B 1aHHOM A0KYMEHTE MOCTABIEHA Y1eKTPOHHAS MOAMKHCh B COOTBETCTBHM €O cTaHaapTom Cakaos




BhinyueH:

SANDO A Novartis Canjos [MoX
Division Buoxemuwrpacce 10

6250 KyHans
ABCTpHA
Ten+43 5338 200

Cebinka: 0608200926

CEPTU®UKAT COOTBETCTBUSI

MpoaykT: AMOKSIKLAV(AMOKCHKIIAB) 1,2G 5PSOLJ RU

Toproeoe naumenosanue:  AMOKCHKIIAB

Kon: 498491 Buyrpenuss cewlaka:  KS3393

Boinyck cepun / CeprudHKaT cozaan Kupau I'laBap, MmeHeKep BhINYCKa O0TIENA KauecTsa
Buinyck cepun / Tata cepruduxaTa / Bpems 06.08.2020 / 06:16:26

Jlata coznanun ceprudukara / Bpems 06.08.2020 /07:26:10

Crp.: 3/3 *B 1aHHOM J0KYMEHTE 0CTaBJIeHa 1EKTPOHHAS MOANKHCh B COOTBETCTBUM €O cTaHaapTom Canio3



Beinywen:  Cannosz I'moX
A Novartis buoxemuwrpacce 10
SANDOZ Division 6250 Kyuain, Asctpus
Ten +43 5338 200
Cceinka: 000000298651
CEPTU®UKAT AHAJIU3A

HaumeHoBaHue: AMOKCHKIIAB 1,2G 5PSOLI RU Cepus Cannos: KS§3393
ToproBoe HaMMeHOBaHME: AMOKCHKIIAB Cepus bank I: KS53382
Koxa npoaykra: 498491 CpOK roiHOCTH: 31.05.2022
Cepus Ha ynakoBke 1: KS3393
bank Homep 1: 42024672
[TpoBepka Ne: 000408164453
JlaTa NpoH3BOACTBA: 23.06.2020
CpoK rogHocTH Ha yn-ke 1: 05 2022
Cneunduraums 6077.1.1
HUcnoeiTanus Cnennpuxkanus Pe3yiabTaThl
Onucanue Or Genoro 1o kenrosarto-Oenoro uera | CooTBeTcTBYET
MOPOLLOK
Moanuuuocts amokenLmainH (BOXX) CooTteetcTByeT CooreercTBYET
[ToanMHHOCTL K/1aBYJ1aHOBOM KHCJIOTHI CooTBeTcTBYET CooTBeTcTBYET
(BOXKX)
LigetHocTb pacTeopa npu 490 HM <02 0.0
uepes 5 MMHYT
[Tpo3payHOCTb [Tpo3pauHslii, onanecuenuns He gomxkHa | CoOTBETCTBYET
MPeRbILATE  OMAJECLeHLMIO  JTANoHA
cpasHenus II (Esp.®@.)
CpenHsis Macca HaroJHeHHs Jlns nHopMauuu 1,404 r
Cpennss Macca HarnoaHeHua+/-10% > 90% Bo ¢nakoHe 100%/ conep.
CpenHss Macca HanonHeHua+/-20% > 100% Bo paakoue 100%/ conepix.
CopepskaHue BObI <3,0% 0.4 %
pH 8.0-10,0 8.8
< 6000/¢gnakon 21/ynaxon
MexaHH4ecKkHe BKIIOUYEHHS
donee uem 10 MKM
(nerkoe 3aTemMHeHHeE)

Crpannua | 13 3 B naHHoM 10KYMEHTE MOCTaB/EHa 3TEKTPOHHAsA MOANKCHL B COOTBETCTBHH €O cTanzapToM Cauuos



Boinyiien:  Canzaos [moX
Guoxemuwirpacee 10
6250 KyHanb. ABCTpHA
Ten +43 5338 200

SANDOZ "
Division
Ccsinka: 000000298651

CEPTUD®UKAT AHAJIU3A

HaumeHoBaHHe! AMOKCHKIJIAB 1,2G 5PSOIJ RU

Kon npoaykra: 498491 Cepus Canpmoz:  KS3393
Cepus Ha ynaxkoBke 1. KS3393

HcnbiTanus Crnenndunkannn PesyabTaTthl
MexaHHYecKHe BKIHOYEHHA < 600/dhnakon 0/¢pnakon

Gonee yueM 25 MKM
(nerkoe 3aTeMHEHHE)

PoncTeeHHBIE NpUMECH
[TpoayKThl AerpajaunH
B cymme (BDXAKX)

< 5.0% neknap 1,2 % neknap

MpoayKTbl Aerpajaliim 0,62 % nexnap

Enunuunas npumecs (BDXKX)

< 2.,0% peknap

[1poayKThl Jerpaialuu < 0,04 % nexnap

3-5THn-2,5-0Mc-(2-THAPOKCHITHL)
nupasuH

<2,0% neknap

IMuporennocts (CLUA @.) He nuporeHHbIi CoOTBETCTBYET
CrepunsHocts (EBp.@/ CLIA @) CTepHiibHO CoOTBETCTRYET
KonnuecTBeHHOE OMnpeiesieHue 900 — 1200 mr/¢n 1024 mr/n

amokcuunnta (BDXKX)

Ko/imuecTBeHHOE onpeaesieHue
KJ1aBy 1aHoBO#H knenoTel (BOAKX)

170 — 240 mr/¢n

210 mr/dn

JakaueHune:

Cepus cooTBeTCTBYeT TpeGoBaHisAM. HacTosmmm noaTRepskaaem, 4To JaHHas HHOPMALIMA 10CTOBEPHA
M BEPHA, AHAJIN3 TPOBOIMICA B MOJIHOM COOTBETCTBHH ¢ Tpebosannsmi GMP.

Crpanuua 2 u3 3

B 1aHHOM 0KYMEHTE I0CTABNEHA IEKTPOHHAA NOANHCE B COOTBETCTBUH ¢o crannaptom Canaos




Bemyviwen:  Canpos I'mo6X

A Novartis buoxemuurrpacee 10
SANDOZ Division 6250 Kyuane, Apctpus

Ten +43 5338 200

Ccbinka: 000000298651

CEPTU®UKAT AHAJIU3A
HaumeHoBaHue: AMOKCHKIIAB 1,2G 5PSOI] RU
Kon npoayxra: 498491 Cepus Cannos: KS3393
Cepus Ha ynakoBke 1: KS3393
Bhiny1eHo KOHTpOJIEM KauecTsa Tumnsa Mpma Kokene, MeHesKep KOHTPOIA KavecTsa

BeinyieHo koHTponem kadectsa aata/ Bpema  24.07.2020 12:53:38

Cepus einyulena/CepTuduKaT BbIMYyLLEH Kupan [laBap, MeHeqxep BbiyCcKa OT€1a KauecTBa
Cepus seinywena/ lara ceptudukata/ Bpemss  06.08.2020 06:16:26

Beinyck ceptudukara nata/ spems 06.08.2020 07:25:57

Crpanuua 3 u3 3
B nanHoM 10KyMeHTe nocTaB/eHa dMeKTPOHHAS MOAMUCH B COOTBETCTBHH co cTaHaapToM CaHaos



