NEKJAPAIIAS. O COOTBETCTBHUM

JEKJIAPAHT, MPUHUMAIOIIHMU JEKJAPAITUIO O COOTBETCTBHH

340 "CAHOO3"

Ceedenus o pecucmpayuu opeanwsayuu.; Meacpationnas uncnexyus Pedepansroi Haro2080u cyscbel Ne 46 no
2. Mockee 01,01.2008, OI'PH 1027739159601, dama npuceoexus OI'PH 06.09.2002.

Aopec: 1253135, 2. Mockea, Jlenunzpadckuii npocnexm, 0.72, kopn.3. Teneghon: 8(495)660-75-09.

B ruye: Pyxosodumens omoena nozucmuxu ([Ipuxas Ne GX - 601 00/18 om 15.11.2018) Enucees H.B.

3ASABJUIET, YTO

NeKapcmeentoe cpeocmso; AMOKCUKIaE, NOPOWOK OiA NPU20MOoBNeHUA PACMBOPA ONA BHYMPUBEHHO20
eeedenun 1000 mz+200 m2, naronwi (3), nauku xapmonnvie, PY Ne IT N012124/02 om 29.06.2011 (dama
samenvt 17.10.2016) ewdano Jlex 9.0., cepus JK6026, napmus 38892 ynaroeok, 200en 0o 31.12.2020,
npoussodcmea Candos Im6X, Ascmpus, Sandoz GmbH, Biochemiestrasse 10, A-6250 Kundl, Austria ko0
OKIIJ2 21.20.10.191, koo TH B3/ 3004100008, xoumpaxm Ne 02/Candos AI'/12 om 01.02.2012, unsoiic Ne
4190480308 om 06.02.2019

COOTBETCTBYET TPEBOBAHHUSAM

HIT 42-929-06 usm. Ne 1-4

JAEKJIAPALINS ITPUHSITA HA OCHOBAHHHA

cepmugpuxam anarusa npouzeodumens om 18.01.2019, Cepmughuxam coomeememsus cucmemb
MeHedocmMenma kavecmea 6 Cucmeme 0ob6posonvrot cepmuguxayuu "PAPM-PETHCTP" Ne POCC

AT @)K[0.K.00140, cpox deiicmeus ¢ 09.01.2018 2. no 16.12.2019 2, OO0 "Oxpyoicos yenmp KOHMpPons
kawecmea", Poccus, 115280, 2. Mockea, yn. Macmepxkoea, 0. 4, am. J, nom. I, kom. 1

JATA DFBHATESA JEKJIAPALIMH 13.02.2019
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CBEJAEHMS O PETUCTPAIINA

OPTAH I10 CEPTHO®UKALIMH, 3APETHCTPHPOBABIIHI JEKJIAPALTHIO

RA.RU.11®M08 OPTAH ITO CEPTH®HKALMH ITPOIYKLIHH OBLECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJIA KAYECTBA",

aodpec opaanuzayuu: 115280, 2. Mockea, yn. Macmepkoea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmuchuxayuu: 115280, POCCHA, 20pod Mocxkea, yn. Macmepkoga, 0. 4, am. 5., men.:(493)788-02-88, eeb-
catim: OYKK.pgh.
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Ceninka: 1801190703

Boimytuen;

A Novartis Cannos 'm6X
SAN Do Division Broxemumtpacce 10
6250 Kynus
Ascrpua

Ten+43 5338 200

CEPTHO®UKAT COOTBETCTBUA

[poayxr: AMOKCHKIJIAB 1,2 r nopowoK /U1 NPHroTORIEHHS PacTBOpa [Is
BHYTPMBEHHOTO BBEIEHHA 5 (nakoHos PP
Toprosoe nanmenosanse: AMOKCHKIIAB
Ho3uposka: 1 r+200 mr
®opma 103HPOBKY: [Topoiox Ans MPUroTOBIEHHA PACTBOPA AN HHBEKLHIH/MH]Y3Hi
YnaxkosKa; dnakoH
Ob6nem ynakoBku: 5 ¢nakoHoB X 1 yn.
Kon: 498491 Tun Boinycka: BhIMyck Ha peIHOK
BHyTpeHHssA ccblIKa: JK6026 Cepus Ha ynakoBke: JK6026
JaTa npon3soacTaa: 05.12.2018 JHara seinycka: 17-01-2019
CpoK roaHocTH: 31.12.2020 Koanyecrso: 38892 yn.
AJlpec npou3BoOAMTE/S: CAHIO3 'MEX
BHOXEMHUIITPACCE 10
6250 KYHUTb
ABCTPHA
Cocras!:
[MpoaykT: AMOX/CLAYV nopouok s NpuroToBIEHHS pacTBOpa A
BHYTpHBeHHOro BBeaeHua | r+ 200 mr AT12 CS 08
Kon: 42025322 Cepua: JK6022
O6wmit obbem: 194463
Aapec NPOH3BOAHTEIA: CAHJI03 'MBX
BHUOXEMHLUUTPACCE 10
6250 KYHJUTh
ABCTPUA

Mpoaykr:
Kon:
Aapec NpOH3BOAHTENSA!

AMOX SOD/POT CLAYV 5:1 ES33 PW C1 GE 01
40003594 Cepus:
CAHJ03 HHOACTPHAIN ITPOOAKTC C.A.
Poligon Mas Puigverd

08389 Palafolls / Barcelona

B478901

Spain
CepHa NPOH3IBOAHTENS: B478901
3akaouenne: .
HacToAumm noaTsep»aaio 10CTOBEPHOCTE H TOMHOCTE BILIEYKA3aHHO# wH(opmaumy. [laHHas cepHs ApETH QidAa, <
MpOM3BENCHE, YNIAKOBAHA U HCMBITAHA HA KAYECTBO HA BRIICYKA3AHHOM/bIX 3aBOJE/AX B MOJTHOM COOTRETCTEVIFEIPEGLBAHHUAMH

«GMP» rocy1apcTBEHHBIX OPraHOB PErHCTPALHH H CTICUHHKALMAMHY, YKa3aHHBIMH B PA3PELUEHHH HA MPOAAXY JCKAPCTBCHHBIX
CPEACTB, BBUAAHHOM B CTPaHe HMMOpTepa. [laHHble 06 HIrOTOBNEHHH, YNIAKOBKE H AHAMH3aX CepHH GBUTH NPOBEPEHLI U
NOATBEPKACHO UX COOTBETCTBHE YCnoBHAM «GMPy,

N« 1D

*R nauunw nawrvMeNTe NNCTARNTEHA AMEKTDOHHAS MOAMHCH B COOTBETCTBHH CO CTAHIAPTOM Canpo3s




BuimymeH:
s ANDoz A Novartis Canpos Tm6X
Division Broxemuurrpacce 10
6250 Kynane
ABCTpHA
Ten+ 43 5338 200

Cebinka: 1801190703

CEPTU®HUKAT COOTBETCTBUSA

MpoayxT: AMOKCHKJIAB 1,2 r nopomwok Jyis MPUroTOBICHHA pacTsopa 1Jid
BHYTPUBEHHOrO BBEIEHUA 5 (1axoHOB PO

Toprosoe nanmenosanne: AMOKCHKJIAB
Koa: 498491 BuyTpennsas cebiaka:  JK6026

KommenTapHH:

B npoliecce MPOM3BOACTBA H YMAKOBKH NPOAYKTA He OO 3aUKCHPOBAHO KAKHX-TTHOO OTKIOHEHHH, KOTOPBIC MOT/IH

OBl BJAMATE HA BRITYCK MPOIYKTa.

Brimyck cepun / CepTHduKaT co31aH Mar. [p3enak MoHHKa, yITOTHOMOYEHHOE JIHLIO
Baimyck cepun / Jlata cepruduxara / Bpems 17.01.2019/ 15:38:24
lara co3nanua cepTHdHKara / Bpems 18.01.2019/06:03:52
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Crp.: 212 *B naHHOM J0KyMEHTE NOCTaB/IeHa 3JIEKTPOHHAA NOANNCE B COOTBETCTBHH CO CTAHAAPTOM Canpos




Bourywen:  Cannos ['m6X
A Novartis Buoxemumrpacce 10
SANDOZ Division 6250 Kynans, ABctpis
Ten + 43 5338 200
Cebinka: 000000223567
CEPTH®HUKAT AHAJIU3A
HaumeHoBaHue: AMOKCHKIIAB 1,2 r nopoluok ans Cepus Cannos:  JK6026
IPUTOTOBJIEHHS PacTBOpa /1A
BHYTPHBEHHOIO BBEJCHHA
5 ¢pnakonor PO
ToproBoe HaUMEHOBaHHE: AMOKCHKIJIAB Cepus bank 1: JK6022
Koz npoaykra: 498491 Cpok rogsocti:  31.12.2020
Cepus Ha ynaxoBke 1: JK6026
Bank Homep 1: 42025322
[Tpoeepxa Ne: 000407802127
Jlata npoH3BOACTBA! 05.12.2018
Cpoxk rogHocTd Ha yn-ke 1:  12.2020
CrieuuHkaLus 6077.1.1
HcenbiTaHAA Cnennduanns PesyabTaThl
Onucanue Or Genoro 10 xenroparo-6enoro CootseTcTBYET
LBETa MOPOLLOK
[ToanuHHOCTB CootsercTBYET CootBeTcTBYET
amokcHuwUuH (B3XKX)
[ToanuHHOCTE KNaByNaHOBOH KHCA0TEL | CooTBETCTBYET CooteeTcTBYET
(BOXKX)
[{seTHOCTH pacTBOpa npu 490 HM He 6onee 0,2 0,0
yepes 5 MHHYT
[IpospayHocTh [Ipospaunbifi, omanecueHuus He [ COOTBETCTBYET
AOJDKHA TPEBBIIATh ONMANECLEHLHIO
sranona cpasHenus II (Esp.®.)
CpenHas Macca HanoJNHEHHA Insa nHpopMaLKH 1,400 r
Cpennas Macca HanonHenua+/-10% He menee 90% Bo ¢dnakoHe 100%/ copepik.
Cpennas Macca HanonmHeHuA+/-20% He menee 100% o dnakoHe 100%/ conepx.
ConepxaHue BObI He Gonee 3,0% 0,5 %
pH 8,0-10,0 8,9
MexaHHUeCKHE BKIOYEHHA He Gonee yem 6000/dnaxon 47/dbnakon
Gonee ueM 10 MkM
MexaHHYeCKHe BKIIIOUEHHA He Gonee uem 600/dpnaxon 1/¢nakon
Bonee yeM 25 MKM
Popcreennsie npumeck (BIXX)
[MpoaykTHl AerpajaLyu .
3-31Un-2,5-6Mc-(2-ruapoKCHITH) He Gonee 2,0% ﬂema%—:ﬁfﬁﬁx\ Menee 0,04 % nexnap.
MHPa3uH /-;Qo}%’:'""“"*f 23N
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Beimywen:  Canpos I'm6X
Buoxemutpacce 10
SAN Doz gl?igi\gar: s 6250 Kynnne, Asctpis
Ten + 43 5338 200
Cceinka: 000000223567
CEPTHOUKAT AHAJIU3A

HaumeHoraHue: AMOKCHKIIAB 1,2 r noporok s Cepua Canpnos:  JK6026

MPHUrOTOR/IEHHA pacTBOpa s

BHYTPHBEHHOTO BBEACHHS

5 ¢nakonos POD
Kon nponykra: 498491
Cepus Ha ynakoBke |: JK6026
HceneiTanns Cneundukannn PesybTaThl
Poncreennsie npumecu (BIXKX) He Gonee 2,0% nexnap 0,39 % nexnap
[TpoaykTsl Aerpanaunu
EavHHYHaA NpHMeCh
Poncreennsie npumecu (BOXX) He Gonee 5,0% nexnap 0,82 % nmeknap
ITponyxThl ferpanauun
B CyMMe
[Tuporennocts (CILA @.) He nuporenHbiit CooreercTRYyET
CrepunsHocTs Ep.®/ CLLIA @ CrepunsHo CoorsercTByeT
KonuuectseHHoe onpepenenue 900 — 1200 mr/dn 1019 mr/dn
amMokcuuuLiMHa (BOXKX) '
KonuuecTBenHoe onpeaeneHue 170 — 240 mr/gn 207 mr/gn
KJIaByNlaHOBOH KHCnoTh (BIXKX)

3akinovenne:
Cepus cooTBeTcTByeT TpeGoBaHHAM. HacToawwmm nogreepxkaaem, yro naHHas HHGOPMALMS J0CTOBEPHA
M BEpHa, aHaNH3 MPOBOJMICA B MOJTHOM COOTBETCTBHM ¢ TpeboBaHHAMH «GMP.

BbimyiuieHo KOHTpONEM KayecTBa Marreo JlaH3a, pykoBoauTenb 1abopaToOpHK KOHTPOIIA KauyecTsa
Bbimymero koHTponeM Kauectsa Aata/ Bpems  15.01.2019 14:30:01 /fﬁffé?ﬁj’?\\\
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B naHHOM f10XYMeHTe NOCTAB/ICHA AMEKTPOHHAA MOANHKCE B COOTBETCTBHH o cTaHmapToM Calzios



