JEKJIAPAIIASI O COOTBETCTBUHA

JEKJIAPAHT, TPUHUMAIOLIWI JEKJAPAIIMIO O COOTBETCTBUU

340 "CAHOO3"

Ceedenus o pezucmpayuu opeanusayuu: Medxcpationnas uncnexyus Qedepansroii Hano20601i cayxctur Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739159601, oama npuceoenus OT'PH 06.09.2002.

Adpec: 125313, 2. Mockea, Jlenunzpadckuii npocnexm, 0.72, xopn.3. Teneghon: 8(495)660-75-09.

B nuye: Pykosooumens omoena nozucmuxy (npuxaz Ne GX-60100/18 om 15.11.2018 2.) Enucees H.B.

SASIBJIAET, UTO

nexapcmeenHoe cpeocmeo.: AMOKCUKNAE, NOPOULOK ONAL NPU2OMOGNEHUS PACEOPA ONA BHYMPUBEHHO20
ssedenus 1000 me+200 me, gnaronst (5), nauku kapmonuvie, PY Ne IT N012124/02 om 29.06.2011 (dama
samenvr 25.07.2018) evidano Candos 0.0., cepus KA0839, napmus 22848 ynaxosox, 200en do 30.09.2021,
npoussodcmea Candoz ImbX, Aecmpus, Sandoz GmbH, Biochemiestrasse 10, A-6250 Kundl, Austria, xod
OKII2 21.20.10.191, ko0 TH B3 3004100008, xonmpaxm Ne 02/Candoz AI'/12 om 01.02.2012, uneoiic Ne
4190521879 om 23.10.2019

COOTBETCTBYET TPEBOBAHUSAM

HIT 42-929-06 uam. Ne 1-5

AEKJIAPAIIMSA ITPHHATA HA OCHOBAHHUHA

cepmugpuxam ananuza npouseodumens om 18.10.2019, Cepmugpuxam coomeemcmeus cucmems
menedxcmenma kavecmea é Cucmeme do6poeonvioti cepmugpurayuu "®APM-PETHCTP" Ne POCC

AT D)K/0.K.00140, cpox oeticmeun ¢ 09.01.2018 2. 00 16.12.2019 2., OO0 "OxpyscHoii yenmp xonmpons
xawecmea" (000 "OLIKK"), 115280, 2. Mocxkea, yn. Macmepxosa, 0.4, am. 5, nom.I, xom. 1

K / :Yw ‘-“/ i A I ‘.I, HO)an \::lJ ..““
flol il |3
\’ - - N1 4 / \:- i
~ i NN e S5
a’_," ,‘“‘ : Fa) \‘ s ¢ /
' Enucees H.B. + 7~

MOAMKCh ®.1.0

CBEJEHUS O PETUCTPAITAN

OPT'AH IO CEPTHO®HUKAIUU, SAPETHCTPUPOBABIIUN JEKJIAPAIIUIO

RA.RU.11®OM08 OPI'AH ITO CEPTHO®HKALIHH ITPONYKILHH OFL[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH JEHTP KOHTPOJIA KAYECTBA",

aopec opaanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, z0pod Mockea, yr. Macmepxosa, 0. 4, sm. 5., men. :(495)788-02-88, geb-
caiim: oykk.pg.

AEKJIAPAIIHS O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU J-AT. ®M08.B.42879/19
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Bbinywen:

A Novartis Cannos 'MGX
SANDO Division Broxemuurtpacce 10
6250 Kynans
ABCTpusA

Cceobinka; 1810190705

Ten +43 5338 200

CEPTU®HUKAT COOTBETCTBHSA

Mpoaykr:

Toproeoe HanmeHOBaHHe:

[JlozupoBka:

®opma 103HPOBKM:
¥YnakoBka:

O0bem ynakoBku:
Koa:

BHyTpeHHas ccblaka:
JlaTa npou3Boacrsa:
Cpok roaHocTtu:

Alpec npoH3BoAMTENN:

AMOKCHKIIAB 1,2 r nopoiuok A/t NpUroTOBIEHHMs PacTBOpa A
BHYTPMBEHHOIO BBeaeHus S ¢nakonos PP

AMOKCHKIIAB

1 r+ 200 mr

[lopoLok 413 NpUroToBAEHMA pacTBOpa A/ HHbEKUMIH/MHDY3HH
Dnakox

5 dnaxonos x 1 yn.

498491 Tun Beinycka: Bbinyck Ha peiHOK
KAO0839 Cepus Ha ynakoBke: KA0839

03.09.2019 Jara Bbinycka: 16-10-2019
30.09.2021 Koanuecrso: 22848 yn.

CAHJI03 T'MBX
BUOXEMMILTPACCE 10

6250 KYHJ1b
ABCTPHUA

Cocrag:

MpoaykT: AMOX/CLAV nopoLwok s npUroToBAeHus pacTeopa A1s
BHYTpUBEHHOro BeejieHust 1 r+ 200 mr AT12 CS 05

Koa: 42024672 bank [Ipoaykt

O6wuii 06bem:
Ajapec npoH3BOAMTENA:

Cepun: KA0834
143320

CAHJI03 'MBX

BUOXEMMULUITPACCE 10

6250 KYH/J1b

ABCTPHA

Crp.: 172

*B naHHOM NOKYMEHTE NOCTABNEHA 3JIEKTPOHHAA NOANHUCH B COOTBETCTBUM CO CTaHAapTOM Canpo3s




Bbinyuuen:

A Novartis Cannos M'M6X
SANDO Division buoxemuwtpacce 10
6250 Kynans
Amctpus

Ten + 43 5338 200

Ccoinxa: 1810190705

CEPTU®UKAT COOTBETCTBUSI

Mpoaykr: AMOKCHKIJIAB 1,2 r nopoLuok A3 npuroToBieH|s pacTeopa a/1s
BHYTPUBEHHOIO BBE€ACHUA 5 (hnakoHOB PO

Toprosoe HaumenoBanne: AMOKCHKIIAB

Kon: 498491 Buyrpennss cebiika:  KAO0839
[Ipoaykr: AMOX SOD/POT CLAV 5:1 ES33 PW C1 GE 01

Kon: 40004113  Bank [Tpoaykt Cepusi: B530865
Anpec npoM3BOAUTENA: Canpnos Mupactpuan [lponakte CA

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

Cepust npoM3BoauTES: B530865

3akawueHue:

Hacrosawmm noATBep#aai0 A0CTOBEPHOCTb M TOHHOCTD BblLIEYKA3aHHOH HHpOpMauuy, /laHHas cepus npenaparta Oblna
NPOU3BEAEHA, YIAKOBAHA M UCILITAHA HA KAYECTBO HA BbILIEYKA3aHHOM/bIX 3aBOJE/aX B 10J1HOM COOTBETCTBUU C TPEOOBAHHAMM
«GMP» rocynapcTBeHHbIX OPraHOB PErHCTPALMM U CHEUM(UKALMAMM, YKA3aHHBIMA B PA3PELLIEHUH HA [IPOJAKY JIEKAPCTBEHHbIX
CPE/CTB, BbIIAHHOM B CTpaHe umnoprepa. JlanHbie 00 M3roTOBNEHHH, YNIAKOBKE M aHAIU3aX CepHH BbUM NPOBEPEHBI M
NOATBEPKAEHO MX COOTBETCTBUE YCI0BHUAM «GMP».

KommenTapumu:

B npouecce npou3BoacTBa M yNAKOBKM NPOJiyKTa He Obl10 3a(MKCUPOBAHO KAKHUX-1HDO0 OTKIOHEHHUI, KOTOPblE MOTH
Obl BAMATb HA BbIMYCK [POAYKTA,

Beinyck cepun / Ceptudukar cozaan Mar. I'pesnak MoHuKa, yNOIHOMOUYEHHOE JIX
Beinyck cepun / Jlata ceprudukara / Bpema  16.10.2019 / 13:25:09
Hata coznanus ceptudukara / Bpems 18.10.2019 / 05:05:50

Crp.: 2/2 *B naHHOM NOKYMEHTE NOCTAB/EHA 3NEKTPOHHAS NOANUCHL B COOTBETCTBUM CO cTaHaaptrom CaHnos



Boinywen:  Cannod ['m6X

A Novartis buoxemuiupacce 10
SANpoz Division 6250 Kynane, Asctpus

Ten +43 5338 200

Ccbinka: 000000256101

CEPTUOHUKAT AHAJIU3A

HaumeHoraHue: AMOKCHKIIAB 1,2 r nopowok ans Cepus Canpos: KAQ0839
[PUrOTOBJEHUS pacTBopa /uis
BHYTPUBEHHOrO BBEACHMS

5 ¢nakoHo PO o s:—ﬁ?{‘\
Toprosoe HaMMeHOBaHHUE: AMOKCHKIIAB | ,@*‘L T 'Q’«{,\ Cepus bank 1: KAO0834
Koa npoaykra: 498491 ‘ AHJI03"\e) \ Cpok roaHocTu: 30.09.2021
Cepus Ha ynakoske 1: KA0839 g : :
bank Homep 1: 42024672 =
Ipoeepka No: 000407972950 \2\
[lata npon3BoacTea: 03.09.2019 '
Cpok rogHocTH Ha yn-ke 1: 09.2021
Crneundukaums 6077.1.1 :
HcnbiTanns Cnenudukanus Pesyabrarhl
Onucanue Ot Genoro ao xeatosaro-0enoro CootsetcTBYET
LiBETA MOPOILLIOK
[loaaunHocts CootBetcTBYeT CootBeTcTBYET
aMOKCHUMMIHH (BDXKX)
[loanMHHOCTL KNABY1aHOBOH KHCIOThI CooteeTcTRYET CooteercTryer
(BOXX)
LigeTHocTb pactBopa ripu 490 Hm He 6onee 0,2 0,0
uepe3 5 MUHYT
[1po3paunocTs [Ipospauneiii, onanecueHuuss He | CooTBeTcTRYyET
JO/KHA [1PEBbILLATb ONAJECLEHLIMIO
atanoHa cpaeHeHus II (Esp.®D.)
CpenHss macca HanoJHEHMS Jns uHpopmanmu 1,427 r
Cpennsas macca HanonaHeHua+/-10% He menee 90% Bo dnakone 100%/ conepsx.
Cpennsis macca HanojaHeHusa+/-20% He menee 100% Bo dnakoxe 100%/ conepx.
CopnepkaHue BO/bl He 6onee 3,0% 0,5 %
pH 8,0-10,0 8,9
MexaHuueckue BKIOYEHHs He Gonee yem 6000/dnakon 124/nakon
Gonee uem 10 MM
MexaHuueckue BKIOUEHUS He 6onee uem 600/dhnakon 3/thnakoH
Bonee uem 25 MM
Poacreennsie npumecu (BIXX)
[IpoayKkTel Aerpanaumu
3-31Un-2,5-6Mc-(2-ruaApoKCHITIHN) He 6onee 2,0% nexknap 1,4% nexnap.
nupa3uH

Crpanuua 1 13 3
B naHHOM 10KyMEHTE MOCTABNEHA JNEKTPOHHASA NOANKUCH B COOTBETCTBMM €O cTaHaapTom CaHao3



SANDOZ "

Cceinka: 000000256101

CEPTUO®UKAT AHAJIM3A

Canpo3 'm6X
Buoxemuwtpacce 10
6250 Kynans, Asctpus
Ten + 43 5338 200

HaumenoBaHue: AMOKCHKIIAB 1,2 r nopotuok ans Cepus Canpoz:  KAO0839
NPUrOTOB/IEHHS pacTBOpa A
BHYTPHBEHHOIO BBE/ECHMA
5 ¢makoHos PO
Kon npoaykra: 498491
Cepus Ha ynakoske 1: KAO0839
HcenbiTanus Coenuduranuu PezyabTarthl
Poacreennble npumecu (BOMKX) He Gonee 2,0% nexnap 0,72 % nexnap

[lpoaykTel aerpanaulu
Enunnunas npumecs
PoncreenHbie npumecu (BIAX)
[lpoaykThl Aerpanauuu

B CyMMe

[MuporenHocts (CLLUA @)
CrepunbHocts Esp.@/ CLUA @
KonuvectBeHHoe onpesneneHue

amokcHuurHa (B2XKX)
KonuuecrsenHoe onpeaeneHue

He 6onee 5,0% nexnap

He nuporenHsblit
CrepuabHo
900 - 1200 mr/dn

170 = 240 mr/dn

CootBeTcTBYET
CooteetcTBYyeT
1038 mr/ca

203 mr/dn

Menee 0,04 % npexnap

K1aBy/1aHOBOH kuca0Thl (BIXKX)

3akn4eHune:
Cepus cootBercTByeT TpeboBaHuAM. HacTodwmM noareepaiaaem, 4To naHHas HH(OpMaLKMsA 1O0CTOBEPHA
M BEpHA, AHANIW3 MPOBOAMIICA B MOJHOM COOTBETCTBUM C TpeboBaHuAMMU «GMP».

CrpaHuua 2 u3 3
B naHHOM AOKYMEHTE [10CTABJIEHA 3JIEKTPOHHAA NOANKCL B COOTBETCTBHH CO CTaHaapTOM Canpno3



Beinywen:  Cannos 'm6X

A Novartis Buoxemuwrpacce 10
SANDO Division 6250 Kyuans, Asctpus

Ten +43 5338 200

Ccbinka: 000000256101

CEPTHOHUKAT AHAJIU3A

HanmeHoBanue: AMOKCHKIIAB 1,2 r nopowok s Cepus Cangoz:  KAO0839
[IPUIOTOBJIEHMA pacTBOpa A1

BHYTPUBEHHOIO BBEACHUA
5 ¢nakoHos P®D

Kon npoaykra: 498491
Cepus Ha ynaxkoske 1: KAO0839
Bhlnyme HO KOHTPOJIEM Ka4yecTsa HOnus X0¢)MHHH, MEHEKED Jlﬂ60paT0pH|’I KOHTPOJIA Ka4ecTBa

BoinyueHo koHTponem kayectsa nara/ Bpema  10.10.2019 14:49:08

Cepus BbinyweHa/Ceprudukar BoinylueH Mar. I'peznak MoHuUKa, yNnoJIHOMOYEHHOE NHLO
Cepus Boinyuwiena/ [lara ceprudurara/ Bpems  16.10.2019 13:25:09
Bbinyck ceptudukara gata/ Bpems 18.10.2019 05:24:08

Crpanuua 3 u3 3
B naHHOM 10KyMeHTe NOCTaB/eHa 3NEKTPOHHAs MOLNKCL B COOTBETCTBMM €O cTanaapTom Canmos




