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CEPTHOUKAT COOTBETCTBUS

Buinywen:

Nex ®apmaceioTakanc AR,
Beposwkosa, 57

1526 Mobnsna,

Cnosewus

Ten.: +386 1 580 2111
®Dake: + 386 1 5683517
wWww lek si

NuyeHaun xa NpOU3IBOACTBO;
800-8/2020-5

-
Mpoaykr AMOKSIK LAV(AMOKCHKJIAB) 1 G 14 FCT RU
ToproBoe naumenoranune AMOKCHK1aB
Josuposka 875 Mr+ 125 mr
Jexapersennan gpopma Tabnetkn, nokperrsie 1:1enouHOI 000104K0j
¥nakoska Bmucrep
Ob6bem ynakoskn 2 6amctepa X 7 rabnetok
Homep marepuaaa 308845 Tun Bemycka: Boinyck wa PBIHOK
Cepusi Canpos LE8573
Jdarta npoussoacrea 02.03.2021 Aata Beinycka: 22.03.2021
Cpox roanocrn 28.02.2023 Koanuecrso: 27361 yn.
Aapec nponsBoantens Jlex MapmacsioTnkans 1.1, Jnuensnsn: 800-8/2020-5
[epsonanu 47
2391 Ilpesanse,
Crnobenus
Anpec Bpinycka Jlex ®apmackioTikans 1.1 JInuensus: 800-8/2020-5
[epsonanu 47
2391 Ilpepanve,
Crosenns
Cocrag:
Mpoaykr Amoxke/knas FCT 875+125 MG SI07 RW
Kon 42022132 bank IMpoaykt Cepun: LE3718
O6muii o6nem 388341 wr
Alpec nponsBoauTens Jlex ®apmacsiotrkam 1., Juuensun: 800-8/2020-5
[Tepsonanu 47
2391 IlpeBasnbe,
L Crnosenus
Cocras:
Ipoaykr Knasynanar xanua-D AB(ZB) PN 100% -P
Kon 783544 Axtusnas dapm. cyGetanmis Cepus: B597115
Aapec npoussoanreas Jlek a.a. Jlennasa naant API Jlnuensus: 800-8/2020-5
Tpummuun 2D
9220 Jlenaasa
Crnopenus

Crmp.: 173 *B nanHoM nokymenTe noctasnena ICKTPOHHAN NOANHCH B COOTBETCTRHH €O craraaprom Cannos




SANDOZ ;) Tex 3w

Division fex ®apmacsiotukanc 4.4
Beposwkosa, 57
1526 Nwbnana,
Cnoeexun
Ten.: +386 1 580 2111
Pakc: + 386 1 5683517
waay lek s
fuexana Ha npouasoaACTEO:!
800-872020-5

Cewinka: 2203211630

CEPTHOHKAT COOTBETCTBHS

poaykr AMOKSIKLAV(AMOKCHKIJIAB) | G 14 FCT RU
Toprosoe nanmenoBanne  AMokcHKIan

Kon 398845 Cepust Canpos: LES8573
Cocras:

[Ipoaykr Amokenunnann 3HDR N ES31 DC C1 UE

Kon 472205 AxtnsHas dapm. cyGetanums Cepusi: B587592
Aapec npon3BoanTes Canzos Mupacrpuan IMponaxre C.A.

Crta. Granollers C-251 km.4
E-08520 Les Franqueses Del Valles, Barcelona
Henanus

Cepus npoussoaure.is B587502

Jakaouenne:

HacTosmmy noATREPAIAO, YTO RCE NPOHIBOICTBEHHBIC YTAIK HTOH NapTHH roToRoit HPOAYKUHHE GhiH TIPOBCICHB B HOIHOM
cooTseTeTBHH ¢ TpeGopanmavu GMP w tpeBonarian GMP EC # (koraa ne » EC) ¢ tpeGonanusyu peryasTopumx opranos
CTPAHBI/CTPRH HAZHAYEHHA,

KommenTapsn:

B npouecce npoussoactsa it ynakosky NPOOYKTa He GbL10 3adHKCHPOBAHO KaKUX-THEO OTKI0HeH M, KOTOpBIE MOTIIH
0wl BAHATH HA BLINYCK NpoaykTa. [TpoaykT npoananuiuponai, NPOMAPKHPOBAH H YIIAKOBAH B COOTBETCTBHH C
cymectsytounm HIT Ne TT N012124/01-100420. Creayronme ynakosousic Marepuainl coaepxar: donsra: 46217401
/ Mnetpykuna: 46252566 /Kapron: 46255024/ YITAKOBKA: 7 tabnetox s Gancrep w3 An/Ax. o 2 6ancrepa
cosepkautne no 7 TabNeTOK B KAPTOHHYIO NAUKY BMECTE ¢ HHCTPYKIHEH 1o npumenenio. [pusevanne: ¢ uenvio
KOHTPO/IA NEPBOr0 BCKPBITHA C IBYX CTOPOH KapTOHHOI Nauky JONYCKACTCA HATHYHE NIPO3PAYHBIX HAKTEEK.
MAPKHPOBKA: Ha nepsuunoii ynakoske (Grmucrepe) Ha pycckoM s3bike YKQ3bIBAKOT: TOPrOROE HAHMEHOBAHME ¢
npeaynpeanTeibHol MapKHPOBKOTi ®, HAAMMCH «2X», J0IMPOBKY, FPYNIHPOBOUHOE HAMMEHORAHIE NEeKAPCTREHHOTO
npenapara, 1eKapcTBeHHYIo GOpMY, J0TOTHII KOMIAHHK-NIPOHIBOANTENA, HOMEp CepHi, CPOK roaHocTu (roaen 10). Ha
BTOPHYHOM YNaKOBKE (KAPTOHHOM nauke) Ha PYCCKOM A3BIKE YKa3biBAOT: TOProBOEC HAHMEHOBAHNUE NpenapaTa ¢
NpeaynpeanTeasHoR MapkupoBKoil ®, HAAMHCH «2X», T0IMPOBKY, NEKAPCTBEHHYIO (opaty, rpynnuposouHoe
HANMEHOBAHHE EKAPCTBEHHOTO NPenapaTa (Ha pycCKOM i aHIINACKOM R3BIKAX), HaUMEeHOBRHTIE 11 fé“iﬁp;gmzue
ACHCTBYIOWMX BelecTs B | TabneTke, KOMHUECTBO TA0NETOK B YHAKOBKe, i G

Crp.: 23 *B 21aHHOM 10KyMeHTE NocTaBAeHa MIEKTPOHHAS MIOANNCH B COOTBETCTBHMCO cTaHIapTos Canaos




SANDOZ )= o doput
Division Nex PapMmaceioTHkanc 5.4.

Beposwekosa, 57
1526 Mobnana,
Cnosenus
Ten, : +386 15802111
Daxc: + 386 1 5683517

Ceuinka: 2203211630 vy iek s
Jluexann Ha NnpoU3IBOACTBEO
800-8/2020-5

CEPTH®UKAT COOTBETCTBUS

HMpoaykr AMOKSIKLAV(AMOKCHKIJIAB) 1 G 14 FCT RU
ToproBoe nauMeHoBAHHE  AMOKCHKIIAB
Kona 398845 Cepus Canjosz: LESS73

NpeaynpeAHTEIbHbIC HaanuCH («BHUMATENLHO NPOUNTAHTE IPHAATAEMYIO HHCTPYKIIHIO MEpel NPHEMOM npenapata.»,
«XpaHuTb B HEJOCTYNHOM JUIA AeTeil MeCTe. »), YCAOBHA XpateHis («XpannTs B OpHTHHATBHON YNakoske (Gauctep B
nayKe) npy remneparype He Boiuie 25°C.»), YCIOBHA OTNVCKA, HOMEP CEPHH, ATy NPOHIBOICTRA, CPOK TOAHOCTH
(rogen 10), cnoco® npumenenis («[L1a nprema BHYTPS.»), HAMMEHOBAHHE M aIpec, KOMNAHNH-BAALCbLA
PETHCTPAUHOHHOTO YAOCTOBCPCHHA, HAHMCHOBAHHE, ropoa, CTpany H 10roTun KOMNaHHH-TIPOH3BOANTENSA, HITPHX-ROI,
HOMEp PerHcTPalHOHHOTO YAOCTOBEPEHHA, BHYTPEHHHE KOl KOMIIAHHH-APOM3BOANTE M. JIONONHUTENBHO MOKET
ObITH HaHECEHA Hii‘bUpMﬂuE{ﬂ 1A MOHHTOPHHTA ABIKCHHA JIEKAPCTBEHHBIX Mpenaparon oT NPOHIBOJAHTENA 10
KkoHeuHoro notpeGurens. YCIOBUA XPAHEHWS: XpanuTh B opiriHanbHoil ynakosxe (611CTep B nauke) npu
Temnepartype He suiwe 25 °C

Buinyck cepun / CepruduxaT co3aan Kanes I'pocensh, yNoIHOMOYEHHOE W10
Beinyck cepum / lata ceprudmrara / Bpems 22.03.2021/15:24:21
Jara co3panns ceprudurara / Bpemsn 22.03.2021 /7 15:30:54

Crp.: 3/3 *B 1annoM J0KyMeHTE NOCTapACHa YICKTPOHHAR NOANKHCH B COOTBETCTBHM CO cTannapToM Canzol




Nex ®apmacsioTvranc 4.4,

KoHTpons xavecrsa

32804 neHMUMNAKHOBOM npoAYKUMM

Mepaonanu 47

Cn-2391 r'!peaanue Cnosenns
Ten.: +386 (0} 3
Pakc: + 386 ()

MepacHanu, 47

Cn-2391 Npesanse, Cnosenus
Ten.: +386 (C) 2 B24 63 43
axc: + 386 (0) 28231775

CEPTUOUKAT AHAJIU3A

' PACTBOPEHHE /cpeance
| IHAYCHME

BOJIA

- OIIHOPOJIHOCTD

OJTHOPOJIHOCTh

. HO3HPOBAHH Sl/cpennee
| 3aienne -

. OIHOPOJIHOCTD
JO3HPOBAHH S kpurepn
| i npremIeMocTh

| <10,5%

AMOKCHUHATHH
- AO3UPOBAHHUS/emunna

| KHCITOTHE 32 30 Mun.

INPOJAYKT: AMOKCHKIJIAB, 875 mr + 125 M, TaDJeTKH, HOKPLITbIE
IUIEHON0# 060 10Kl

HOMEP P.V.: TITN012124/01

HOMEP CEPHH: LE8573
' I[TAPAMETPBI TEXYCJIOBUS PE3YJIBTATHI
! BHELHHMH BUIL Beasie win nouTH Genible, IPOAONTORATHIE, Coomfn'cmyef
ABOAKOBBLITIYKIIbIE, NOKPBITHIE TLIEHOYHOI

- 06onovkoil TabneTkH, ¢ HaceuKoi 1
oTTHCKOM «875/125» Ba oawoii cropore u
| «AMC» na apyrofi CcTopoHe

NMOJUIMHHOCTD BOXKX AMOKCHUWIIHH (B fopme Cowucfemycr
o — AMOKCHIUWIIHHA TPHUIHIpATa) _ _ _
F NOJUIMHHOCTB BOWKX Knasynauosas kucnora (g thopme Kanus Cootsercrayer
e | usynawam)

KOJIMYECTBEHHOE | 787.5 - 918,8 Mr/Tat AMOKCHUMATHE 894 .4 mr/Tad
 OMPEAENEHUE BOKX | 8750mr/1a6. (90,0-105,0%)
 KOJTMYECTBEHHOE [112,5-1313 Mr/Tab Knanynanosan 125,96 Mr/Ta6
. OMPENIEJIEHUE B2XKX kucaora: 125,0 mritaG. (90,0 - 105,0 %)
' PACTBOPEHWE/enunnua  He mence 85% (Q) amokeHumMmANKA 32 102 99 104 99 100 98

30 mun.

- PACTBOPEHHE /cpeanee 100
| 3HaucHue =~ !
- PACTBOPEHWE/eammmua  He menee 80% (Q) KNaBYIaHOBOI 104 93 104 99 100 92

99

' 88%
899,57 887,06 891,06 892,19 894,11
889,31 893,17 911,11 903,71 882,49
804,38

/* HcnbiTanue npooantca  BeGopouHo.

YTBCPKAEHHbIM rpadukom.
DNEKTPOHHAS NOAMHCE

Henerranne nposoautes na

Crp. 1wl
OTACALHBIX CEPHAX B COOTBETCTBMH ¢




INPOJAYKT:

HOMEP P.V.:
HOMEP CEPHUH:

Nex ®apmacsoTrrkanc 4.4

3aBoa neHuUMANUHOBOR NPOAYKLMM

Mepaowanu, 47

Cn-2391 Npesanse. Cnosenus
Ten.: +386 (0) 2 824 63 21
Daxc: + 386 (0) 2 B23 16 68

KouTpons kavecrsa

Mepacxann, 47

Cn-2391 Npesanse, Cnosesun
Ten.: +386 () 2 824 83 43
@akc: + 386 (0) 2 873 17 75

CEPTHOUKAT AHAJIU3A

AMOKCHK/JIAB, 875 mr + 125 MT, TAbJIeTKH, NOKPhITHIC

TVICHOUO0# 000.109K01
I NO012124/01
LE8573

| IAPAMETPBI

" OIHOPOJIHOCTh
- ,'IOSHPOBAHHermu_a_nua

| OJTHOPOJIHOCTh

ﬂO3HPOBAHHHscpeanc

| 3HaveHHe o

' OJAHOPOJIHOCTh

| AO3HPOBAHHSA xpurepnit
| IPHEMIEMOCTh

- POJICTBEHHBIE [TPUMECH
| BOXKX

| TEXYCJI0BHST

knaa) faHAT KATHA

| £4,6 % Cymma Beex npimeceii

| POACTBEHHBIE [IPUMECH

i

.‘ B3XKX

, POJICTBEHHBIE NTPUMECH

- BOKX

POHCTBEHHHE [IPUMECH
| BIXKX

' POJICTBEHHBIE TPUMECH

: CBOXKX

' POJICTBEHHBIE TIPUMECH

- BOKX

| POJICTBEHHBIE TPUMECH

| BOXKX

| POJICTBEHHBIE [IPUMECH

CBOAKX

' POJICTBEHHBIE IPUMECH

' BOXKX

" POJICTBEHHBIE MIPUMECH
| BIKX

| POIICTBEHHBIE IPUMECH

- BOKX

< 0.5 % Eannnunoii
ncuncmnqauuupnsanHoﬁ
= 0,7% 4- mnpoxcn@cmmrmmuu

|2 1,6 %0 AMOKCHUITTHHICHIIULTIORAS

| KHC/I0Ta

S S— PRSP, ¢

<03 {
; 6 i\MIIl!OﬂCHHHH"I’I’l"OBEm KHC}'{OT&

< 1,0 % 4- r:mpoxcu

rbeim ATTHUHAAMOKCHUHATHH

<0,6 % numep |
Ammcnummmneuufmosaﬂ KHCAOTA
<0,6 % anmmep 2
Ammcmmﬂmmnemmnosaa KHC10Ta

s i U % A\ioxcuummm
quscewmmep'mm

= 1.0 % Mupainn Dtun npomssoanoe

,Elamepnuf& AMOKCHLULIHH

0,15 %
1 023%

1017%

" 0,25 %

| PE3YJIbTATBI

| 12431 126,10 126,40 126,42 125,61 |
126,15 124,28 127,42 128,85 124,10

' 5'!2596
129

1,47 %

< 0,04 %

| <004 %
<004 %

: .. T w

* Mcenwitaune nposoautes mmGopouno.

YTBEPKIAEHHBIM rpauKoM.
INEKTPOHHAN NOANKUCEH

Cmp.2ma3

Henwiranse NPOBOIHTCR Ha OTACALHBIX CEPHAX B COOTBETCTBHM ¢




Nex ®apmacsiotukanc A4 Konrpons kauecrsa
3aBOA NEHULUANUHOBOR NPoAYKUMI

Mepaonanu 47 MNepaonanu, 47

Cn-2391 MNpeeanse, Cnosenus Cn-2391 Npeaanse, Cnoeenua
Ten.: +386 (0) 2 824 83 31 Ten.: +386 (0) 2 824 63 43
Daxc. + 386 (0) 2 823 16 88 Daxc: + 386 (0) 2823 17 75

CEPTUOUKAT AHAJIU3A

NMPOAYKT: AMOKCHKJIAB, 875 mr + 125 mr, Tabiaerku, MOKPLITLIC
IVIeHoOHoI 060a04K0iT
HOMEPP.Y.: ITN012124/01
HOMEP CEPHH: LE8573
| HAPAMETPBI | TEXYCJAOBHs | PE3VJIbTATHI B
- MUKPOBHOJIOTHYECKAS | 1e Gonce 10} KOE/r [/ I o

E YUCTOTAEBP. ® 5.1 4. i |
| OBILEE YHCJIO | §
| ADPOBHbIX BAKTEPHI | —_— |
| OBLLEE YHUCJIO JIPOXKEH i He Gontee 102 KOE/r |
| MIVIECEHEBBIX T'PHBOB | . R B
| Escherichia Coli | oTeyTeTBHE /T . |

Jlata npomsroactea: 02.03.2021

Cpoxk roanocts: 28.02.2023

Yenosus xpasenns: [P TEMIEPATYPE HE BbIILIE 25°C, B OPHI'MHAJILHOM YMAKOBKE (6ancrep B nauke)
Orseuaer tpeGopanuam cneunukaunn Peructpaunontoro YaocTosepensts

Kourtpons kauectsa

Hata yreepmaenus: 19.03.2021 lynss @pece-Oaepran
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Crp.3m3 3

/* Hcnpitanue nposoamTes seifopouno. HMcnwitanue TPOBOINTCA  HA  OTACABHBIX CEPHAX B COOTRETCTBHN ¢
YTBEPKACHHBIM rpadiKkoM.
DAEKTPOHHAR NOANHCH




