AERKJIAPAIIUASA O COOTBETCTBUUA

Haumenoeanue opeanuzayuu, npuHaguiett Oeknapayuio 0 coomeememaeu:

Obwgecmeo ¢ ozpanuyennou omeememeennocmoio "Hosapmuc Hesa" (000 "Hosapmuc Hesa")
3apezucmpuposano : Meacpationnas uncnexyus PedepaneHoii Hanozo60t cayaicbor Nel5 no
Canxm-Ilemepbypey OI'PH 1117847093210 om 17.03.2011

Aodpec mecma naxoocoenun: 194362, . Cankm-Ilemepbype, lopoza 6 Kamenxy, 0.40, kopn. 3.
Teneghon/gparc:(812)3366180/(812)3255192.

Hoeepennoe nuyo: I'opun /].C., 0oeepennocme: om 11.02.2019

3ASBJISIET, UTO .
nexapemeentoe cpedocmeo: Iansyc®, mabnemiu 50 m2 14 wm., 6rucmepel (2), nauka kapmoHHas, cepus

JN85030219, konruvecmeo 34491 ynaxosok, 2o0en 0o 31.01.2022, npouzeoocmea OO0 "Hoeapmuc Hega", 2.
Canxm-Ilemep6ype, [opoza 6 Kamenxy, 0. 40, kopn. 3, aum. A, aum. B, Poccus, koo OKII/] 2 OK 034-2014
(KITEC 2008) 21.20.10.119, nacnopm kawecmeéa om 27.03.2019 OOO "Hoeapmuc Hesa"

COOTBETCTBYET TPEBOBAHUSIM

JICP-008119/08-041214 usm. Ne 1,2,3,4,5

JAEKJIAPAIIUS ITIPUHSTA HA OCHOBAHUU

pezucmpayuonnoe yoocmoeepenue JICP-008119/08 om 14.10.2008 (0ama samenwr 02.04.2018) oepocamens
(eradeney) Hosapmuc Papma Al [Llseimjapus], evioano Munzopasom Poccuu, cepmucpuxam Ne 18.1575.026
om 13.09.2018, oeiicmeumenen oo 13.09.2021, Opean no cepmugpurayuu cucmem menedicmenma Accoyuayuu
no cepmugpuxayuu "Pyccxuiui Pezucmp" (POCC RU.0001.21T'445), nacnopm xkawecmea om 27.03.2019 OO0
"Hosapmuc Hesa"

JATA IIPUHSATHSA NEKJIAPALIAU 28.03.2019

JAEKJIAPAIIA EJIbHA 10 31.01.2022
M.I] Z/ ['opun J1.C.
dernap n‘;/i‘“} ©Jnofmucs ®.1.0

“SEBEJEHNS O PETUCTPALIN

OPIr'AH 10 CEPTU®UKALMH, 3APETUCTPUPOBABILIUI JEKJAPALIAIO

Pezucmpayuonnviii nomep POCC RU.0001.11DMO0O3 Opzan no cepmughuxayuu npodyxyuu OO0
«Oxpyacnou yenmp cepmugpuxayuu Cesepo-3anady, aopec : 194156, Poccus, 20poo Cankm-ITemepéype,
Ceemaanogckuit np., 0.2, ogpuc 413, ogpuc 503, ogpuc 505, men/paxc: (812) 380-06-34.

JEKJIAPAIHSLO COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU /J-RU.OM03.B.08538/19
JATA PECHCTPALIMY 28.03.2019
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) NOVARTIS

INnuensnna Ha npou3BoACTBO NekapcTBeHHBLIX cpeacTs Ne
Ne 00153-11C ot 09.11.2015

ccbinka: 2703190755
MacnopT kavyecTBa

Koa npopykra: 44068548
HaumenoBanue npogykra: FAJNIBYC TAB 50MI™ Ne28
Homep cepuu: JN85030219
Tun ynakoBku: BIMUCTEP
Pazmep ynakoBku: 14 WT
Hara npousBoncrea: 01.02.2019 logen po: 31.01.2022
Hara Bbinycka: 27.03.2019 Bbinyckaemoe konuuecrteo: 34491 WUT
lMpouasoacreeHHasn 000 "Hosaptuic Hesa", 194362, Cankr-MeTepbypr, lopora B KameHky, .40 ,
nnowaaka: kopn.3, nuT.A, nut.B
Homep perncTpauMoHHOro ya0cToBepeHus CcbinoyHbIi AOKYMEHT (HanpuMep,
NCP-008118/08 ot 14.10.2008 aHanuTUYecKkuii nacnopr)

4-26-0219 OT 25.02.2019
3aknyeHune

HacToswmm 5 noaTBEpXAalo, YTO ykasaHHas MHOpPMaLMs ABNAETCA 4OCTOBEPHOI UTOYHOI. Cepusi Gbina
npouseegeHa U NPOKOHTPONMpoBaHa B COOTBETCTEBMMW C NWLUEH3NEN Ha NPOW3BOACTBO NeKkapCTBEHHbIX
cpeacTs, TpeGoBaHMAMU perucTpaunoHHoro gocke, TpebosaHusmu MNpasun Hagnexalyen NpoW3BOACTBEHHOW
NPaKkTUKN.

B X0[e Npon3BOACTBEHHOMC npouecca:

[X] OTCYTCTBYIOT OTKNOHEHUA, KOTOPLIE MOTYT MOBMUATL Ha BbINYCK NPOAYKLUK

[0 npoBeaeHbl paccnedoBaHKs OTKNOHEHWIA, KOTOpbIE MOTYT NOBMNWATL Ha BbINyCK NpoayKLuW, cm
KOMMEHTapun

KomnonenTsbi: (Hepaciacosannas npoaykuus-HI, hapmaueBTuyeckas cy6cTaHyms - @C)

HaumeHoBaHue matepuana (HM, ®C): BUNOANUATUH CYBCTAHLUMA-NOPOLLOK
No matepuana (HM, ®C): 40005211

Homep cepuu: B495208

MpousBoguTens: NOVARTIS PHARMA STEIN AG

CcbinoyHeIn QOKYMEHT (Hanpumep, aHanuTuyeckuin 1-97-1018 OT 07.11.2018
nacnopr)

KommeHTapun:
| OTKNOHEHWI HET
Cepusa BbinyweHa YnonHoMo4YeHHbIM NULOM Tatyana Budaeva _
n j‘_"_ v eb i 3
oAnuck %4 eba ¢/ &
./ff /

i

HNara nevyaru : 27.03.2019 cTpaHuua 1 mz 1



Form

‘ Certificate of Analysis of Finished Product Galvus®, tablets 50 mg
o ID: RUSP-FRM-01706
) NOVARTIS Linsobl -
Effective Date: 19-Feb-2019
Parent document: RUSP-AP-01053
JNuueHana Ha ocylecTBneHWe NPOMIBOACTBA NEKapcTBeHHLIX cpeacTs Ne00153-NC 000 «Hosaptic Hepa»
ot 09 Hosbpa 2015 ropa [Oopora B KameHky, 4. 40, k. 3
194362, Cankr-Netepbypr, Poccus

TenechoH: +7 812 336 9891
KoHTponk kadecTea

HDMBp nacnopra.
Certificate number 4-26-0219

Certificate of Analysis of Finished Product Galvus®, tablets 50 mg
AHanuTU4eckun nacnopT Ha rotoBylo npoaykuuto ManByc® Tabnetku 50 mr

1. OBLAA NHPOPMALIUA
GENERAL INFORMATION

HaumenoBanue npoaykuum: raneyc® TabneTkn50 mr Ne 28

Product Name

NCP-008119/08-041214 l'aneyc TabneTku 50 mr
Mamenenne Ne 1 ot 14.10.2016
. | NiameneHune Ne 2 ot 14.02.2017
E'&mg‘;:g  Ha COOTBETCTEHE: | 3yenennit Ne 3 ot 20.12.2017

MameHeHne Ne 4 ot 02.04.2018
NaveHeHne Ne 5 ot 02.07.2018
RUSP-QSP-01453, sepcusa 7.0

BHyTpeHHMIA KO NpoayKuuK: 44068548

Product Code
Homep cepuu: JN85030219 ﬂ:lf,amma- 01.02.2019
Batch Number Menufacturing Date
3 Pasmep cepuu 3a
g:t:h“‘;fscep“"' 34573 wr BbIYETOM NpOG: 34491 wr
Balch size without samples

2. NMONY4YEHHLIE PE3YNIbTATbI

TEST RESULTS
Ne MokazaTtenob TpeGoBaHue Pesynbtat
Parameters Requirements Result
Ot Genoro pgo ceeTno-xentoro LUBeTa | CoOTBETCTBYET
1 OnucaHue Kpyrnble rnagkue TabnetkM co CKOLUEHHLIMA
Appearance KpaaAmu, ¢ rpaevposkoin «NVR» Ha ogHo#
cTopoHe 1 «FB» Ha gpyroii cTopoHe.
Bpema ygOepxwBaHWs OCHOBHOrO MUKa Ha
Xpomarorpamme WCNbITYEMOro pacTeopa,
NPUroTOBMEHHOrO  ANA  KOJIMYECTBEHHOD
onpefeneHns, [AOMKHO COOTBETCTBOBATHL
TR BPEMEHWN yAEPXUBAHMA NUKa BUNAArNUNTUHA CogTRaTeTRyeT
> | Identification Ha xpomMartorpamme CTaHAapTHOrO pacreopa
- BHAGATVETTIN 1a. OTnuume BO BpemeHax yaepKUBaHUA
[OMKHO cOCcTaBnATE He 6Gonee +2%.
Ha xpomaTorpamme wcneiTyemoro pacresopa
OCHOBHOE MATHO MO nonoXeHuto, okpacke u | CooTBeTCcTBYET
BENWYUHE AOMKHO COOTBETCTBOBATL NATHY HA
Xpomarorpamme CTaHA3aPTHOMO pacTeopa.
3 PacreBopeHue He meHee 80% (Q) BungarnunTiHa SOMKHO 94 %
Dissolution nepentu B pacteop 4yepe3 30 MuHyT

OrPH 1117847093210, MHH 7814494665, KNI 781401001
Hara nevatu: 22 February 2019 Crp.1ma2
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NOVARTIS

Form

Certificate of Analysis of Finished Product Galvus®, tablets 50 mg
ID: RUSP-FRM-01706

Version: 2.0

Effective Date: 19-Feb-2019
Parent document: RUSP-AP-01053

JlnueHans Ha ocyllecTBNeHUE NPOM3BOACTBA NekapcTeEeHHbIX cpeacta Ne00153-NC

ot 09 HoABpa 2015 roga

000 «HosapTuc Hesa»
Hopora & Kamenky, 4. 40, k. 3

194362, Cankr-MeTtepBypr, Poccuna

TenedoH: +7 812 336 9891

KoHTponk kavecTsa

Homep nacnopra:
Cerﬁﬁcfre numberp 4-26-0219
Ne Mokazartensb TpeboaHue PesynbtaTt
Parameters Requirements Result
W e He Gonee 2,9 % %
202-01 (amna): He BGonee 2,0% meHee 0,1 %
i ) i
Mocropokime 529‘:_;3; éléuaxg:recmm aMnanH): meHee 0,1 %
5 BP"MQC“, 207-01(aukeTonunepasnH): He Bonee 0,5% He oBHapyxeHa
egradation products E o = 0.1 %
- BnaarwiTvHa AVHAYHOW HEMAEHTUMOULMPOBAHHOR meHee 0,1 %
npumecn; He bonee 0,2%
Cymma npumeceii: He 6onee 3,0% meHee 0,1 %
OgHopogHoOCTL
A03MpoBaHusA 15
6 | Uniformity of dosage AV =150 g
units
-BunaarnuntuH
KonuyectBeHHoe
7 | onpeaenexue Ot 95,0% po 105,0% sunpgarnunTuHa oT 99 3 %
Assay HOMWHANbLHOro CoOAePXKaHUsA '
- BungarnunTuH
Kateropus 3A:
Obwee 4ncno aspobHbIx meHee 10 KOEeB 1 T;
8 :ﬂ::z:g::nomqecua MwkpoopraHunamos - He 6onee 10° KOE B 1T;
Microbiological purity O6bLee Y1Cno ApPOXKEBbLIX W meHee 10 KOEB 1T
nnecHesbix rpubos - He Gonee 10°KOE B 1T;
OtcytcTeue Escherichia coliB 1 r OTCYTCTBYET B 1
9 Ynakoska CooTBetcTByeT TpeGoBanmam HL CooTBetcreyeT
Packaging
10 LMaab%‘:‘;;r?; — CooTteetcTByeT TpebosaHuam HL CRTEGTE
Cpok rogHOCTH
(MepuoguuHocTh
11 | KoHTpOnA) 3 roga bl
Shelf life
(Frequency of conirol)
3. 3AKNKYEHWE
CONCLUSION

loToebi npenapat MNansyc® Tabnetky 50 mr Ne28, Homep cepumn JN85030219 cooTeeTcTBYET TpEGoBaHKMAM

JICP-008119/08-041214 ¢ nameHeHuamn 1, 2, 3, 4, 5 no NnpoBepeHHbIM NOKa3aTensam kadecTea

MacnopTt — QZY /
noaroToBun XUMUK-BHANUTUK Wk B4 18E NN '\\ .
Prepared by fonxrocts (Position) , DUO (Full riagie) Ty, Mognucs (Signature) Lara (Data)
£ !
Yreepaun MeHeaKep No KOHTPONIO Ka4YECTBa U NEPEHOCY U f/:' / Uega» \=\ = P
Appm%by BANUAALMA BHANUTUUSCKNX METOANK ‘ _C"Qq:anquﬂjﬂ.il we NE- - \ ?k_}‘- 2“ Q'} ng
LomkrocTs (Position) Il « |~ L (O PPhariE) | Nioanuct (Signature) [ara (Data)
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[Nara neuwatu: 22 February 2019
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