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SANDoz A Novartis

Division

Cepiika: 0304201434

Brinyuien:

Cannos ['mOX
Buoxemuwrpacce 10
6250 Kynuan
ABCTpus

Ten +43 5338 200

CEPTUO®UKAT COOTBETCTBHA

[MpoaykT:

Hdo3npoBKa:

dopma 103HPOBKH:
¥nakoBka:

O0beM YyNaKOBKH:
Kon:

BuyTpeHHss cCblIKa:
JlaTa npou3BoacTBa:
CPpOK roaHocTH:

Toprosoe HaHMeHOBaHHE:

Ajpec MPOH3BOAHTE/H:

AMOXICILLIN(AMOKCHULMJUUIMH) SDZ 1G 12FCT RU
AmMokcuunaann Cannosz 1 r

Ir

TabneTku NMOKPbIThIE MIEHOUHOH 000104KOH

Baucrep

2 yn x 6 TabneTok

44030657 Tun Beinycka: BblMyck HA PbIHOK
KI2301 Cepns Ha ynakosre: KJ2301
24.02.2020 Jara eeinycka: 31-03-2020
31.01.2024 Koanyecrso: 48560 yn.

CAHJ0O3 I'MBX
BMOXEMMWIUTPACCE 10

6250 KYHJ1b H/ U3men Ne: TINO11270/01-310812

Anpec npoH3BOAHTE/IS:

ABCTPHSI Ham. 1-2.7
Cocras:
IpoaykT: AMOXICILLIN 3HDR (Amokcuuunnuna tpuruapat) FCT 1G AT12 EU
Koa: 120202 bank [Mpoaykr Cepusi:  KH9194
O6wnii oobem: 588000 wr.

CAHAO3 I'MBX
BUOXEMHMLUTPACCE 10
6250 KYHJb
ABCTPHA

[MpoaykT:
Kona:

Alpec MPOH3BOAHTEIS:

AMOXICILLIN 3HDR (Amokcuummnuna tpuruapat) N ES31 PW C1 UE
472191 AkrupHas ®apm.CyocTanims Cepua: B556383
CAHIO3 MHJACTPHAJT IMPOJAKTC C.

C-251 km 4

Crta. Granollers Cardedeu

08520 LES FRANQUESES V.

Spain

Crp: 1/4

*B I1aHHOM JI0OKYMEHTE MOCTaB/Ie¢HaA JIEKTPOHHAA MOJANHCH B COOTBETCTBHH CO CTAHAAPTOM CaHnos




SANDOZ v

Cceninka: 0304201434

Beinyien:

Canzos 'm6X
Buoxemumrrpacce 10
6250 KyHaas
ABCTPHA

Ten +43 5338 200

CEPTU®UKAT COOTBETCTBHSI

IMpoaykr: AMOKCHLIUIIJIMH SDZ 1G 12 FCT RU

Toprosoe Awmokcuunanun Canaos 1 r

HAHMCHOBAHHeE:

Koa: 44030657 Buyrtpennsisi cepiika: - KJ2301
MpoaykT: AMOXICILLIN 3HDR (Amokcuunnnuna tpuruapat) N ES31 PW C1 UE
Koa: 472191 AxrtusHas ®apm.Cydctanums Cepusi: B555671

Alpec NpoH3BOAHTE/A:

Cepust n1poH3BOANTE/ISA:

CAHJZI03 UHJACTPHAT MPOOJAKTC C.
C-251 km4

Crta. Granollers Cardedeu

08520 LES FRANQUESES V.

Spain

B555671

IMpoaykr:
Koa:

Ajpec MpPoOH3BOAHTE:

AMOXICILLIN 3HDR (Amoxcuuuannna Tpuruapat) N ES31 PW C1 UE
472191 AxtusHas ®apm.CydcraHims Cepusi:  B552776
CAHJ103 UHIACTPHUAJI ITPOOAKTC C.

C-251 km 4

Crta. Granollers Cardedeu

08520 LES FRANQUESES V.

Spain

Crp: 2/4

*B naHHOM JIOKYMEHTE MOCTaB/1eHa 31EKTPOHHAsA MOINKCH B COOTBETCTBHH CO CTAHIAPTOM Canno3s




Boinyuien:

SANDOI A Novartis Canjos ['MOX
Division Buoxemurpacce 10
6250 KyHuib
ABcTpHd
Ten +43 5338 200

Cepinka: 0304201434

CEPTH®UKAT COOTBETCTBHUAA

IMpoaykr: AMOKCHIUMJIJIMH SDZ 1G 12 FCT RU

Toprosoe Amokcuuunnnn Cannos | r

HaHMeHOBAHHE!

Koa: 44030657 Buyrpennsist cepinka:  KJ2301

KommenTtapuu k Ceprudurary:

YnaxkoBka

MMepsuunas ynakoska: 6w 10 tadnetok B dnuctepu 13 [MBX/TIBAX/antoMUHHS.

BropHuHas ynakoska: 2 6ructepa (coepkalnx no 6 TabaeTok) B KapTOHHOMN Mauke ¢ HHCTPYKLMEH M0 MPUMEHEHHUIO.
Vhakopka s crauuonapos: 100 auctepos (coaepxalunx no 10 1abneToK) ¢ paBHLIM KOJIHYECTBOM MHCTPYKLMH 110
NPHMEHEHHIO B KAPTOHHOH YITAKOBKE.

Ipumeuanue: C Lebi0 KOHTPOIIS MEPBOTO BCKPLITHS ¢ ABYX CTOPOH KapTOHHOI nauKH/KOPOOKH 10MYCKAeTCA HATHYHE
Npo3payHbIX HAKIEEK.

MapKHpPOBKa
Ha nepenunoii ynakoske (611CTep) Ha PyCCKOM f3blke yKa3biBatoT: Toprosoe HanMeHoBaHue npenapara ¢
MpeaynpeAuTebHOI MapKHPOBKOH ®), MEK/TyHAPOAHOE HEMATeHTOBAHHOE HAMMEHOBAHHE, 103HPOBKY, IEKAPCTBEHHYIO
dopMy, TOroTHI AeprkaTens (B/1aje/bLa) PerHcTPaLMOHHOTO YIOCTOBEPEHHA, 1Ty MPOH3BO/CTBA, CPOK TOAHOCTH
(roaeH 10), HOMEpP CepHH.

Ha BTOpHUHOI ynakoBke (KapTOHHAA Mauka) Ha PYCCKOM A3bIKE YKa3bIBAOT: Toprogoe HauMeHOBaHUE Npernapara ¢
npeaynpeauTeabHoi MapKHpoBKOit ®, Mesk1yHapOAHOE HEMATEHTORAHHOE HAUMCHOBAHNE, NEKAPCTBEHHY IO thopmy,
03MPOBKY, HAMMEHOBAHHE, AAPeC  JIOrOTHI AepxKaTens (B1aje/1blia) PErucTPALHOHHOTO Y0CTOBEPEHHA. KOTHHECTRO
TabeTOK B YIIAKOBKE, HAUMEHOBAHME 1 COJIePiKaHNe AKTHBHOIO BELLECTBA B OJHOT TabaeTKe, YCI0BHS XPaHEHHs,
npeaynpeauTenbhble Haanuck («BHNMaTebHO NPOUNTAliTE NPHIAraeMyro HHCTPYKLMIO Nepel NpHEMOM Mperapara.»,
«XPaHHUTb B HEAOCTYITHOM 1A JeTeii MecTe.»), Cnocod NpUMeHeH!A, HOMEP PErncTPaLHOHHOTO YA0CTOBEPEHH,
yCJI0BMA OTITYCKA, HAMMEHOBAHHE H a1pec KOMMNaHHH- MPOU3BOIUTENS, AaTy NPOH3BOACTBA, CPOK FOJHOCTH (roaex 1o),
HOMEP CepuH, LWTPHX KOIL.

JIOMOAHUTENBHO MOKeT ObITh HaHeceHa MHGOPMALNA 117 MOHHTOPHHIA IBUAKEHHA JIEKAPCTBEHHBIX NPENapaTos o1
MPOM3BOANTENA 10 KOHEUHOTO NOTpeSHTeA.

Ha ynakoBke CTalHOHApOB (KApTOHHAs YMAKOBKA) Ha PYCCKOM A3bIKe yKasbiBatoT: Topropoe HauMeHOBaHNe Mpenapara
¢ npeaynpeauTenkHoit MapknpoBKoil ®, MesKIyHapOAHOE HEMAaTeHTOBAHHOE HAUMEHOBAHNE, IEKAPCTBEHHYIO thopmy,
[103MPOBKY. HAMMEHOBaHHE 1 COAEPKAHHE AKTUBHOIO BELLECTBA B 0HOI Tad/IeTKe, YCI0BHA XPAHCHHUA,

HAMMEHOBAHHE, aApec U JIOrOTHI AepskaTes (B/Jalelblia) PErHcTPaMOHHOTO YA0CTOBEPEHHA, MPE1yNpeanTeIbHbIC
Haanuew («BHUMATeNLHO MPOUuHTaiiTe NPUAAraeMyto HHCTPYKLMIO Nepel NpUeMoM npenapara.y, «/lns npuMeHeHus B
YCIOBHAX CTALMOHAPA.»), COCO0 NPUMEHEHHA, HOMEP PErUCTPALHOHHOIO YA0CTOBEPEHM, KOJIHYECTBO GaMcTepoB B
VIIaKoBKe M KoJnuecTBo Tadnetok B Smuctepe («100 Gnucrepos no 10 TabaeToK»), HAUMEHOBAHHE U APEC KOMTIAHNH-
MPOM3BOAMTENA, 1ATy MPOUIBOACTRA, CPOK FOAHOCTH (FOJEH /10). HOMEP CEPHH, LITPHX-KOL.

J1OMOMHUTENBLHO MOKET ObITh HaHeceHa HH(OPMALHA 1% MOHHTOPHUHIA IBUAKEHNA IEKAPCTBECHHBIX NPeNnapartoB-of.
MPOM3BOAMTENS 10 KOHEUHOTO MOTpeOHTENs. 7 08 ETT80 X
XpaneHnue 4
Tpu TemnepaType He Bhile 25°C.

= e n

KomenTapumu: | g.‘ =01 .
B npouecce NpoM3BOACTBA NPOIYKTa He GbII0 3a(UKCHPOBAHO KAKHX-TTHOO OTKIOHEHHUH, KOTOpble MOTyIM OBl BAMSTE, . /.
Ha BbLINMYCK MPOAYKTa NEN_ cepra

|

Crp: 3/4 *B 1aHHOM J0KyMEHTE [0CTaB/I€Ha YIEKTPOHHAsA MOANNUCH B COOTBETCTBHM CO cTaH1apTomM CaH1o3



Beinyuen:
SANDO A Novartis Cango3 'm6X
Division BuoxesuiTpacee 10
6250 Kynais

ApcTpus
Ten +43 5338 200

Cepiaka: 0304201434

CEPTH®UKAT COOTBETCTBUS

Ipoaykr: AMOKCHUMJIJIMH SDZ 1G 12 FCT RU

Toprosoe Amokcuunind Canpos | r

HAHMEHOBAHHE:

Koa: 44030657 Buyrpennss cepiika:  KJ2301
Beinyck cepun / Ceprudurar coznan Muixaena ['posesi, YNOTHOMOYEHHOE JIMLLO

Buinyck cepun / Jlata cepTudnkara / Bpems 31.03.2020/ 14:03:59

Jlara cosnanns cepruduxarta / Bpems 03.04.2020 / 12:34:22

'\

Crp: 4/4 *B 1aHHOM JOKYMEHTE MOCTARNEHA NEKTPOHHAS MOAMNCH B COOTBETCTBMH CO CTaHIAPTOM Cannos™ v -



A Novartis
Division

SANDO

Ccbinka: 000000278044

CEPTUO®UKAT AHAJIM3A

Beinyuen:

Cannoz [MOX

Buoxemuirpacce 10

6250 Kynans/Asctpus
Ten +43 5338 200

HauMeHoBaHHE: AMOXICILLIN(AMOKCHUUMJIJIMH) SDZ 1G 12FCT RU
ToproBoe HaMMeHOBaHHE! Amokcnumianud Canaos 1 r
Martepnan Ne: 44030657
Cepus HaneuyaTaHHas | KJ2301
Kon npoaykra 1: 120202 Cepusa Cangosz:  KJ2301
KoHTponbHas napTus 000408082548 Cepusa 6ank 1. KH9194
Jarta npou3BoACTBa: 24.02.2020 Cpok roavoctu:  31.01.2024
Cpok rogHocTH: 01-2024
Hane4yaraHHbii 1:
Crneundurkauus No 2014.11
HenbiTanns Cneunduxaunu PesyabTarhl
BHewHuni B1a
®opma OgasibHas, ABOAKOBBIMYKNas, ¢ HaceukaMu | COOTBETCTBYET
C IBYX CTOPOH
LseT Ot Genoro 40 CBeT0-KeNTOro, MOKpbITas CooTseTcTBYET
nieHouyHOH obonoykoi TabneTka
[MopaunHocTh aMokcHuMAIHHA | JlomKeH cOOTBETCTBOBATD CootBeTcTBYET
(BDIKX)
OnHOpPOAHOCTE MAacChl
Cpennsist macca MH]opMaTHBHEIHA 1,350r
Cpennsist macea, % 95,0 -105,0% 100.0 %
Maccbl 0TAe/bHBIX TabNIeTOK f&/
Cpeanss macca = 5% He menee 90% TabneTok, NOKPbITHIX 100 % {E
MJIeHOYHOH 000104KOH A
Cpenansa macca + 10% He menee 100% TabneTok, NOKPLITLIX 100 % A\ :
MJIEHOYHOH 000104 KO '
PacTBopenne amokcHUMIIHHA 2
(BOJA)
Yepes 30 munyT Q=80% ot 3asBneHHoro cosepxkanus, niaH | CooTBeTCTBYET
venbiTanui cornacHo ®apm. CLUA
Craams 1 (6 enunmL) He menee 85,0% 0T 3asBieHHOr0 100.6 % nexnap.
(Boaa) co/iepKaHms
MuHHUMa/IbHBIE OT/IE/IbHbIE HudopmatueHeiii 100,6 % neknap.
3HadeHus Craauu 1(Bopa)

Crpanuua | u3 2

3116}(1'[)0!-[}!&5! NnoanMuch B COOTBETCTBHH C CTAHOAAPTOM 3I[€KTpOHHOF! noanucn Canaos




SANDOZ o'

Ccebinka: 000000279044

BuIMyLIEH:

Cannos I'm6X
Buoxemuwrpacee 10
6250 Kynans/Asctpus
Ten +43 5338 200

CEPTHO®UKAT AHAJIU3A

HaumMeHnoBanue: AMOXICILLIN(Amokcuunnaun) SDZ 1G 12FCT RU

Marepuan Ne: 44030657 Cepus Canpo3:  KJ2301
Cepus naneuaransas 1:  KJ2301

HenbiTanus Cneundgurauun PesyabTarhl

MakcumMasbHble OTAe/IbHBIE MudopmaTHBHBIH 102,9 % neknap.
snauyenus Craauud 1(Boaa)

Cpentee 3HaueHue Craauu | HHdopmaTHBHBIH 101.6 % nexnap.
(Boaa)

OTHOCHTE/IbHOE CTAH1apTHOE MH(popmaTHBHBIH 1,0 %

otknonenue Ctaaun 1(Boaa)

Bona 10,5-13,5% 11,8 %

CoaepraHnie aMOKCHLIH/ITHHA 925 — 1050 mr/radneTky, NOKPLITYIO 989mr/  TalbneTky, TOKPBITYIO
(B2XAKX) NIeHoYHOH 000104KOH MIeHOUHOH 000104KOH
3akmwouenne:

Cepusi cooTBETCTBYET TpeGoBaHmMsIM. HacToawmmMm noarsepsk1aem, 4To AaHHas HHGOpMAUKA J0CTOBEPHA H

BEpHA, aHATM3 MPOBOIKIICS B MOMHOM COOTBETCTBHM ¢ Tpebosannamu «GMPy.

BbinyeHo KOHTPOJIEM KavecTBa Tumes Mpma Kokcue, MeHekep 1adopaTopHi KOHTPOJIA KauecTsa
BoInyueHo KOHTPOJ1eM KayecTBa aata/ 23.03.2020 10:18:24

Bpems

Cepus BbinyuleHa/CepTudHKaT BbINYyLUIEH Muxaena ['pozes , ynoJHOMOUEHHOE JTHLO

Cepus Beinyuiena/ lata ceprudurara/ 31.03.2020 14:03:59

Bpemsa

Beinyck cepTdukaTa nata/ Bpems 01.04.2020 07:31:33

X vy
ZurATIOY
CAHIOS

Crpanuua 2 u3 2

BHGKTPOHHEUI MOAMNMHCH B COOTBETCTBHH C CTAHIAPTOM ')J'IEKTpOHHOﬁ noanucu Canmos




