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AEKJIAPAITAA O COOTBETCTBUHA

Hawmenosarue opzanusayuu, npunseweii dexnapayuio o coomaememeuu:
Obujecmaeo ¢ oapanuuennol omaemensennacmuio “Haosapmuc Hesa" (000 “Hosapmuc Hean") l
3apecucmpuposana : Meacpaiannan uncnexyus Gedepansnoi; nanozosoi enyxcGot Nel3 no Canxm-ITemepGypey
OFPH 1117847093210 om 17.03.2011 Ll :

Adpec mecma naxoncdenus: 1943632 2. Cauxm-IlemepGypz, Jlopoza & Kavenxy, .40, xopn.3.
Tenechou/ghanc:(812)33661 80/(812).'?2551 92
Losepennoe nuyo: Iopun J.C., dosepennocms: om 11.02.2019
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3AABJUIET, YTOQ ; i
fnexapcmeennoe cpedcmeo: angyc Mem®, mabaemnu, nokpuime naenounoi oborouxod 50 Mz+850 m2 6 wm.,
Grucmeput (5), nauka xapmoxnan, cepun JT92570419, xonuecmeo 6046 ynaxoaox, 200ex 80 31.03.2021,
npowseademea 000 "Hosapmuc Heea" 2. Canxm-IlemepBype, flopoza ¢ Kamenxy, 9. 40, xopn, 3, aum. A, aum, B,
Poccun, x0d OKITT 2 OK 034-201 ¢ (KITEC 2008) 21.20.10.119, nacnopm xavecmea om 28.06.2019 000
"Hosapruc Hega" ! i
{

; !

]
COOTBETCTBYET TPEEOBAHUAM
JICP-001749/09-200918 uzm. Ne |

AEKJAPALMA ITPUHATA ELA OCHOBAHUH I

pezucmpayuonnoe yoocmosepenue] JICP-001749/09 om 10.03.2009 (dama samens: 20.09.2018) depxcamens
(enadeney) Hosapmuc dapma Al ([Ileeiiyopun], avidano Munsdpasom Poccuu, cepmugpukam Ne 18.1575.026
om 13.09.2018. deficmeumenen do113.09.2021, Opear no cepmughuraruu cucmen Menedxncmenma :‘}CCOH‘HGJ{UH
no cepmughuxayuu "Pycexuds Pezrjcmp" (POCC RU.0001.217°445), nacnopm ravecmea oin-28.06.2019 000
"Hoeapmuc Heea"
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CBEJEHMS O PETHCTPAILIAN

OPT'AH IO CEPTU®HKALIUH, 3APEIHMCT PHPOBABIUHI IEKJIAPALIUFO :
Pezuempayuonnoit nomep POCC RU.0001.11 OMO3 Opzan no cepmugpurayuu npodyxyuu 0o
«Oxpyarcnoii yenmp cepmughuxayuu Cesepo-3anads, adpec : 194156, Poccus, 20pod Canxm-Ilemep6ype,
Ceemaanoscxuii np., 0.2, oghuc 413, oguc 503, oguc 505, mer/chaxc: (312) 380-06-34. {

HE%{Q\COOTBETCI;BHH 3APETHCTPHPOBAHA M POCC RUA-RU.0OM03.B.12943/19
JATAPELHCTPANEM 02.07.2019 |
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(> NOVARTIS

NuyeHsna Ha NponaBoAacTBO m:upcruum.lx cpeacte Ne ;
Ne 00153-NC ot 08.11.2015 ' i

ccbinka: 2806192100
Macnopt kavecrasa

.
e ———— —
|

Koa nponyxra: 1 44068550 ,
Haumenosanne npopyxra: ¢ TANBYC MET TAB /MO 50MI+850MI™ Na30 |

: [
Homep cepuu: [ JT92570419 T
Tun ynakosxu: | BNUCTEP
Pa3mep ynaxosion: N T) ¢ i
BAava npoussoacrsea; | 04.04.2019 Fonen go: 31.03.2021
Hfara seinycka: ! 28.06.2019 Brinycxaemoe konuuecteo: 6048 LU
NponaroncTeeHnan 000 "HosapTic Heea", 194362, ca«rr-rfo_jygpaypr, Dopora s I{gnqeuxyt ,q.‘40 -

|Anomiagia: " T xopn.3, AuTA mWrB -~ T h i

Homep peructpaunonnoro yuoé‘mnpmm CcbinoyHbIR AOKYMEHT (Hanpumep,
NCP-001749/08 ot 10.03.2009 | ananuTHyeckud nacnopr) |

i 4-110-0418 OT 14.05.2019 j

3axmovenns : i

Hacroswum s nogreepxaas, yto YKasaHHan HHPOPMaLNA RBNABTCA JOCTOBEPHOM W TONHOR. Cepus Gbina
NPOU3BEAEHE U NPOKOHTPONWPOBENHE B COOTBETCTBNM C NYeHIneR Ha NPOUIBOACTBO NEKAPCTBAHHLIX |
CpencTs, TpeGoBaHuAMK pemcrpi'quounoro Aoce, TpeGosaHuaMy Mpasun Hagnexaw el NPOMIBOACTBEHHON
npakTam, |

B xone npouasogcTeenMara npoyecea:

[0 oTeyTcTey0T OTKNOKEHMA, KOTOPbI8 MOTYT NOBMUATL Ha BbINYCK npoayKky1u

& npoBenewbl paccnagoBaHuA OTKIOHEHAA, KOTOPbLIS MOTYT NOBNUAT HA BLINYCK NPOAYKLMM, CM
KOMMEHTapUK

KomnoneHTs:: (Hepacdacomannan npoAyxuHa-HI, drapmauesTuyeckan cyGeTaHyms - @C)

Haumerosanne marepnana (HN| ®C); MET®OPMUHA TMAPOXNOPUA MPAH 810MITT
No matepuana (HM, ®C): | 40005472
Homep cepun: ! B513268 t
Mpoussopurans: 5 Novartis Pharma Produktions GmbH |

' |
Cebinounnidt nokymenT |mnpnmlop, aHanuTMyeckui  1-28-0219 OT 21.03.2019 l
nacnopr) ! “
Haumenosanne mMaTepuana (HM, ®C): MET®OPMUHA TMAPOXNOPKA MPAH S10MITT
No marepwana (HI, ®C): 40005472 i
Homep cepun: ' B513270 !

|

Npounasogurens: ; Novartis Pharma Produktions GmbH
| 5,
Ceninoynsii goxymenT [ulnpm'ap. aKanuTuueckud 1-30-0219 OT 21.03.2018

nacnopr} i

Aara nevarw : 28.06.2019 CTpaMnua 1 us 2
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'U) NOVARTIS

Ne 00153-1C ot 09.11.2015

|
'

cceinxa: 2806192100 !

Tuuensun na npoussoacTeo nenpcrnnnux cpencra Ne

MacnopT kavyecTBa

i

¥

Hawmenosanwe matepwana (M, ®C):
No marepuara (HN, ®C):

Homep cepuu: H
NponssoguTens: '

Ceninoynuiii noxyment (nanpuuep. AHANUTHYECKMI
nacnopr) |
1
l

BAATTIMITTUH CYBCTAHLMRA-NOPOLIOK
40005211 :
B509464 |
NOVARTIS PHARMA STEINAG |

f

1-03-0119 OT 18.02.2019

Haumenceanne MaTepuana (l;m, ®C):
No maTepuana (HM, @C): !
Homep cepun:
Mponssogurens: H

!

Ceninoynsih aoxyment (nmpnuep, BHANHTHYECKHA
nacnopr)

BUNOArNUNTIH CYBCTAHLMH-I’IOPOLUOK
40005211

B501043 [
NOVARTIS PHARMA STEIN AG

L

1-130-1218 OT 13.12.2018 -

KommenTapmuu:

#1717705

Cepun Buinymiena Ymuouonlenmu NHUOM

Aata nevarw : 28.08.2019

Tatyana Budaeva
Mopnmes 7 ,;,:Aa by

/7 /ﬁf

CTpaHmya 2 I:il 2




U, NOVARTIS

‘ Fo
! Cartificate of Analysis of Finlshed Pc-rduct

{
|

m
ID: RUSP-FRM-00848

Version: 5,0
Effective Date: 04-S8p-2018

Parent document: RUSP-SOR-00624

Nuuensun va ooy B2 NexapcTeenMbx cpeacTs Ne0Q153-NC Q00 «HosapTic Hesas H
oT 09 HosGps 2015 roga Qopora a Kamercy, 2. 40, & 3 !
194362, Cammm.!’m"
| Tenecon: +7 812 336 0891,
S el g Hodir Koupone kavyecTea e
[m1 ORI O 4-110-0419

AHanuTHYeCKHA NacnopT Ha FOTOBYIO NPOAYKLUUK
1. OBLLAS MHOOPMALIMA

Certificate of Analysis of Finished Product

sbe

OrPH 1117847003210, MHH 7814494665, KININ 781401001 !
Aata nevarw: 14 May 2019 | Cpiim3d
]

GENERAL INFORMA'HOIN :
HauueHoBanue nponyrwi: || Fansyc MeT®, Tabnenor NOKPLITEIE NNEHOUHON 0Gonoukom, 50 Mr +850 mr
Product Name . =" 11| Ne3g ]

A : NICP-001749/09-200918 [aneyc MeT®, BUNJATNUITTIAH + METCHOPMMN,
TAGNETIN NOKPLITBIE NNEHOYHOA 0GONOYKORA 50 Mr + 500 mr, 50 + 850 mr,
60+ 1000 mr '

; Vsmenenve Ne 1 ot 12.11.2018 ‘ 1
: RUSP-QSP-01471 sepcus: 8.0 2 !
Hish KO,
e 44088550
Lo Rara
5 JT92570419 npowlaoncTea: 04.04.2019
3 Manulacluring Date
Pasmep cmu ‘3 |
£ BHIY6TOM Npob; !
EERe N 6102 wr Batch slze without 6945(.1;1' :
R G samples oE

2. MONYMEHHLIE PE3YNLTATI )

TEST RESULTS i

Ne * Tloxkasarens TpeGosanue Peaynbrar
Parameters : Requirsments Result
OsanbHuie  Tabnemat co  cKoWenHLIMA

KpaAMu, noxpoiTeie nnéHowMoi oBonoukod 3
1 Onucanuwe XB/TTOro co CNalisiM CEPOBATLIM OTTEHKOM Cootaetcrayer. .
" | Appearance era. Ha opHoit cropone TaBnerxu
apxvposka «NVR», Ha apyrod cropowe — ;
4SEH», i
Bpemn ynepmieaHua ocHoBHOTO nwka na i
XpOMaTOrpaMme MCnuTyeMoro pacreopa 1
Moanunnoc™s AOMXHO  COOTBETCTROBETL  BpeMeHM
Identification YASPHMMBAHWA MWKE BUNAANMTTMHA Ha | BIXKX, CooTsercrayer |
- Bunparnunmy XpoMaTofpamMMe CTEHASPTHOTO pacTaopa. !
PalHiua BO BpeMeMM yaepMMBEHWA He ;
2 ONKHa cocTasnats Sonee + 2.0%. |
) Bpema ynepwoeanus ocHosHoro nuka Ka i
POMATOrPAMME UCNLITYeMOrD pacTsopa 3 }
" AOMXHO  cooTBeTcTEOBATL  Bpemenw i
- Metdopmuna YAepMuBaHua nuka MeTPOpPMUHE !
MAapoxnopna Xnopuaa Ha xpomartorpamme BIMX. CooTeercrayer !
TTBHAADTHOMO  pacTeopa. Pasdwua so ; f
SpemMeHN  ynepwmBaHus  He Aonxra -
gocrasnaTe Bonee & 2 0%. ]
He meHee B80% (Q) or 3aneneHHoro | 103% oT Jan Horo
3. ;?Bsolut““plon-"“ c;oaepmm BunaarmnTMHa  wepes 30 | cogepxanus auma:;;"rmua
] 104% or JansneHHoro

!




U, NOVARTIS

el

Form

Certificate of Analysis of Finished Product

ID: RUSP-FRM-006848
Version: 5.0
Effective Date: 04-Sep-2018

i Parent document: RUSP-SOF-00624

n M8 OCYWLeCTN: BA NBKADCTREHMIX Cp Ne00153-NC O00Q «Hosapve Heaas “-~

o7 08 nonlpa 2015 roae { fopara s Kamenxy, . 40, k. 3 {
i 184362, Caver-Tlerepbypr, Pocc |
Tenechon: +7 812 336 9891 \

T ¥ : KoHTpons kauscTea ‘
HOMAR. nAChOPRS - 41100419 I
- Mowasatent. i Tpososamn Peaypikrat g

Hc veree 80% (O) OT 3aABNEHHOrO | cogepXanus  MeThopMUMa
CoAepXaAHMR MeTHOPMMHA MAPOXNOPMZA | FMAPOXNOPUAA Yepes 30 munyT
—_— Ham 30 muHyT. {
4 MBGAIW He Sonee 1,0%. 0,3% i
& ] 202-01 - menee npa.qena
| KONUYECTBEHHOM
i oBxapywerus (0,1%);
202-01 (amnp): ve Gonee 2,0% 209-01 - He obHapyxeHo;
209-01 (UMKNUYECcKAR aMuamnH): 207-01 - He oduapymno

Po"::::“"m #e Gonee 1,0% Eaunminan

;':n’ od substances 207-01 (avxeTormnepasny); HenaeHTUdMUMpos uﬂnqu

- Tirstiaetas we Gonee 1,0% npUMeECs - Mexee npeaena

Bug:arnumua _Emumnoﬂ HenaenTiduLMpoBaHHOM KONMUYECTREHHOTD '

npumecu: He Gonee 0,2% oSHapyxenus (0,1%);
Cymma Beex npumeced: ve Gonee 3,5% Cymma Bcex ' npumeced -
MeHee npeaena
H KONWYECTEEHHOD
i oSHapywenun (0 1%)
5 i 1-UwnaHoryaHmaud - Mexee
" npesena XONUYECTBGHHOrO
obHapyxeH1n (O 01%);
EauHnynar 4y

Npumeck 'I-L.Luauoryamrnm He Gonee 0,02% Heugemcpuuvpoaauuan

MeTdo i EAnnMunoi uammcpuunponmoa npumMecs - Mmewae npe.p,ana

Wmm npumecn: He Gonee 0,1% KONWNECTBEHHOM

?ymua scex npmaeceﬂ He Bonee 0,6% oBHeapyxeun (0, 05%) |
Cymma BCex npumeckd -
MmeHee npegena
| KO/THY4BCTBEHHOO
— i o6napywenun (0,05%)

PoacTeenxan it

R 4&93 - e Gonee 0,4%. 0.16%

degradation product

OpnopoaHoETS ; Bunaarmunmun: ;

AO3INPOBAHUA AV=15
8. Uniformfty of dosage ﬁI«V $150 Metdomuna mapoxnopv!,n.

units ! AV=19 !

Konnuecreennoe { i

onpeaenesue Or 950% Ao 105,0% swngarnumrmma or 09.7%

3 A;ssy = ?umwmm coaepmanna '
+ |=Bunnarni |
- MeTdhopmyHa Or 950 % Ao 1050 % wergopmuHa
mapoxnopuaa or 3anenexxoro | 89,5%
TApONTENG cofepxarus,
vo6won Obuwee yneno 23pobHeix | MeHee 10 KOE B 11
B. r:crun cKan MYKDOODIaHHIMOB: He Bonee 10° KOE 8 11 A
Microblological Ofwee 4nCno APOXOKEBLIX M NNECHEBLIX Menee 10 KOE®B 11 i
puty rpuSos: e Gonee 10°KOEs 1

OrPH 1117&7%10 VHH 7814494685 KM 781401001
AaTe nevsTw: 14 May 2019 i

Cm.2ml




@k 'Form
Cortificate of Analysis of Finished Product

U NOVARTIS ID: RUSP-FRM-00048

Version: 5.0

Effective Date: 04-Sgp-2018

: Parent document: RUSP-SOR-00624
m Ha oCy NPonsoACTeE NexapcTREMMLI CPBACTE N200153-NC 000 cHosaprwc Hesar |
ot 09 HoRGpa 2015 rona Qopors s Kamesxy, 2. 40, & 3 i

184362, Carxr-NerenBypr, Poccwn |
Tanedow: +7 812 336

e dodia § Kontpons kavecrsa i
| mﬂ""“"’% o f 4-110-0419
- Noxa3arens TpeGoBaHue Peaynkrar
o & Parameters i Requirements " _Result
Otcyrcrsue Escherichia colfe 1. OrcyrereyeTs 1 r
9. :amckm IComacHo TpeGosannio HA Cooreercrayer X
10, xm I ;bornacno TpeBosarmio Hf| CooTseTcrayer |
Cpox roguocm !
11 Shelf iife - 2rogs 31.03.2021
12.3AKNIOYEHUE | ‘ l
CONCLUSION i B8
lorosan npoaywma ['ansyc » TAGNETIM, NOKDLITHIE NNEHOUHOA OGONOIKOR, 50 Mr + 850 Mr Ne30,
HOMEp Cepuu JTH2570419, 7 T TpeSopanmam HI] Ne ICP-001745/09-200918 Fansyc Met®,
mmm+WMmmumamemW0&nmﬂ&Dw+ﬁm mr, 50 + 850 mr, 50 +
1000 mr Mamerenue Ne 1, no NPOBEPEHHLIM NOKASATENAM KBYECTBA. r
P 0 0w H i
' % 14.05.2019
5 | Xvux-ananuri ‘ lara
: Horwriocms (Position) (Data)
:] Mexeaxep no komrponio 14.05.2019
Ka4ECTBa U hepeHocy U {
BaniaaLmm | fara
BHRNUTUIBCKMX g {(Data)
MeTOAM OkWH ova it i
Aorxiocts (Position) |\~ ‘®MG (Full name) |/ ;
N ¥

| A

|
|

OFPH 1117847093210, MHH 7814494865, KN 781401001 :
Bata nevam: 14 May 2019 ! Crp. w2 3
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