JEKJIAPAIIAS O COOTBETCTBUU

Haumenosanue opzanuzayuu, npunssuieil dexnapayuio o coomeememeuu:

Obwecmso ¢ ozpanuyennoti omeememsennocmoio "Hosapmuc Hesa" (000 "Hosapmuc Heea")
3apezucmpuposaro : Meoicpaiionnas uncnexyus PedepanvHoil HAT020601 cnyoicoul Nel5 no
Canxm-Ilemepbypey OI'PH 1117847093210 om 17.03.2011

Aopec mecma naxoocoenus: 194362, 2. Canxm-Ilemep6ype, Hopoza ¢ Kamenxy, 0.40, Kopn. 3.
Teneghon/paxc:(812)3366180/(812)3255192.

Hosepennoe nuyo: Iopun /1.C., doeepennocmo: om 11.02.2019

SASABJIAET, UTO

nexkapemeentoe cpedcmso. Iangye Mem®, mabnemxku, nokpeimeie nienoynoii o6onouxoi 50 me+1000 mz 6 wm.,
Gaucmepul (5), nauka kapmonnas, cepus JR29810219, xonuvecmeo 5817 ynakosox, 200en do 31.01 2021,
npouseodcmea OO0 "Hosapmuc Hesa", 2. Canxm-Ilemep6ype, Hopoea s Kamenxy, 0. 40, kopn. 3, num. A, num. b,
Poccus, koo OKIIJ] 2 OK 034-2014 (KITEC 2008) 21.20.10.119, nacnopm kavecmesa om 08.04.2019 000
"Hosapmuc Hesa"

COOTBETCTBYET TPEBOBAHUAM
JICP-001749/09-200918

AEKJIAPAIIASI ITIPUHSITA HA OCHOBAHUH
pezucmpayuorroe yoocmoeepenue JICP-001749/09 om 10.03.2009 (0ama samens 20.09.2018) depocamens

(enaoeney) Hosapmuc @apma AT, [Ilseimyapus], eoidano Munzdpasom Poccuu, cepmuchuxam Ne 18.1575.026
om 13.09.2018, oeiicmeumenen oo 13.09.2021, Opzan no cepmuduxayuu cucmem menedorcmenma Accoyuayuu
no cepmugpurayuu "Pycckuit Peeucmp” (POCC RU.0001.21I'445), nacnopm xavecmea om 08.04.2019 00O
"Hosapmuc Hesa"

JATA ITPUHATHUS JEKJTAPALIAU [0.04.2019

JEKJIAPALIUASA IEMCTBUTEJBHA 10 31.01.2021
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" CBEJIEHHSI O PETHCTPALIMYU

OPT'AH I1O CEPTU®HKALIUH, 3APETUCTPUPOBABIIUIA JEKJIAPALIUIO

Pezucmpayuonnerii nomep POCC RU.0001.11®PM0O3 Opzan no cepmuurayuu npooykyuu 000
«Oxpyoicnoti yenmp cepmugpurayuu Cegepo-3anady, adpec : 194156, Poccus, 20pod Canxm-Ilemepbype,
Ceemnanosckuii np., 0.2, ogpuc 413, ouc 503, opuc 503, men/gpaxc: (812) 380-06-34.

AEKJAPAH¥S O COOTBETCTBUM 3APETHCTPHPOBAHA M POCC RU JI-RU.®MO03.B.09127/19
TATAPETWCTP AT 10.04.2019
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i‘) NOVARTIS

Nnuensns Ha npon3soAcTBO NekapcTBEHHbIX cpeacTB Ne
Ne 00153-J1C ot 09.11.2015

cebinka: 0804191248
MacnopT KauecTBa

Kog npogykra: 44068551
HaumeHoBaHue npogykra: FANIBYC MET TAB /MO 50+1000MI™ Ne30
Homep cepum: JR29810219
Tun ynakoBku: BIINCTEP
Pasmep ynakoBku: 6 WT
Oara npousBoacTBa: 18.02.2019 Fopex po: 31.01.2021
[ara Bbinycka: 08.04.2019 Buinyckaemoe konuvectBo: 5817 WT
MpousroacTBeHHasi 00O "Hosaptuc Hesa", 194362, Cankr-TeTepbypr, Jopora B8 KameHky, .40 ,
nnouwaaka: kopn.3, nut.A, nut.b
Homep pernctpaumoHHOro ygocTtoBepeHus CchINoYHbIN AOKYMEHT (Hanpumep,
JICP-001749/09 ot 10.03.2009 aHanuUTU4YecKuin nacnopr)

4-53-0319 OT 05.04.2019
3akntoyeHue

Hactoswum s nogteepxaalo, 4To ykasaHHas nHgopMaums ABASETCA OCTOBEPHOI UTOYHOIN. Cepus 6bina
npovssefeHa U NPOKOHTPONIMPOBaHA B COOTBETCTBUN C NULIEH3NER HA NPOU3BOACTBO NEKAPCTBEHHbIX
cpencts, TpeGoBaHUAMK PErUCTPaLMOHHOMO Aocke, Tpebosarnusimu Mpasun Hagnexalye Npou3BOACTBEHHOM
NpaKTuKu,

B xope nponssoacTBeHHOro npolecca:

OTCYTCTBYIOT OTKITOHEHUSA, KOTOPbIE MOrYT NOBMNUSATH HA BbIMYCK NPOAYyKLMK

[ npoBeAeHbl paccnefoBaHNs OTKNOHEHUI, KOTOPbIE MOTYT NOBMMATL Ha BbINYCK NPOAYKLUMA, CM
KOMMeEHTapuu

KomnoxenTsi: (HepacdacosanHaa npogykuus-HI, dapmauestuueckas cy6eranuus - C)

HaunmeHoBaHue matepuana (HM, $C): MET®OPMUHA TMAPOXNOPWA MPAH S10MI/T
No matepuana (HM, ®C): 40005472

Homep cepuu: B503274

MpousBogutens: Novartis Pharma Produktions GmbH

CcCbINoYyHbIN 4OKYMEHT (Hanpumep, aHanuTu4deckuin 1-139-1218 OT 17.01.2019
nacnopr)

HauwmenoBaHue marepuana (HM, ®C): BUNOAMMNNTUH CYBCTAHLIMA-MOPOLLIOK
No marepuana (HM, ®C): 40005211

Homep cepuu: B495208

MpoussoauTens: NOVARTIS PHARMA STEIN AG

CchbInoyHbIN 4OKYMEHT (HanpuMep, aHanuTuyeckun 1-97-1018 OT 07.11.2018
nacnopr)

KommeHTapuu:

OTKITOHEHUN HET

Cepus BbinyweHa YNONHOMOYEHHbLIM FIMLIOM Tatyana Budaeva 5 ygcre o U .3
Mognuck o ) 1/;7}2(’/

Hara nevartu : 08.04.2019 crﬁ“ﬁﬁhua 1 us1




Form

Certificate of Analysis of Finished Product Galvus

Met®, Film-coated tablets 50 mg + 1000 mg Ne30

(' NOVARTIS ID: RUSP-FRM-01701
Version: 1.0

Effective Date: 27-Dec-2018

Parent document: RUSP-AP-01458

JlnueHsus Ha ocyliecTeneHne NPou3BoACTBa NekapcTBeHHbIX cpeacts Ne00153-J1C 00O «HosapTuc Hesa»
ot 09 Hosbpsa 2015 roaa DHopora B KameHky, a. 40, k. 3
194362, Cankr-lNeTepbypr, Poccus

TenedoH: +7 812 336 9891
KoHTponb kayecTBa

Homep nacnopra: 4-53-0319

Cetrtificate number
Certificate of Analysis of Finished Product Galvus Met®, Film-coated
tablets 50 mg + 1000 mg Ne30
AHanuTUYeckui nacnopT Ha roToBy0 Npogykuuio Mansyc Met®, Tabnetku

NOKpbITble NeHo4YHon obonouvkomn, 50 mr + 1000 mr Ne30

1. OBLLIASI UHOOPMALIUA
GENERAL INFORMATION

Haumenoranue npoaykumu: | Fansyc Met®, TabreTku nokpbITble NAEHOYHON 0GONOYKOI, 50 Mr +
Product Name 1000 mr Ne30

J1CP-001749/09-200918 Mansyc MeT®, BunaarnunTuH +
MposepeHo Ha cooTBeTcTBUE: | METAIOPMUH, TABNETKMU NOKPbITLIE NNEHOYHOR 06onoYykoi 50 Mr +
Checked against 500 wmr, 50 + 850 mr, 50 + 1000 mr

RUSP-QSP-01470, Bepcusi 5.0

BHyTpeHHUI koA NPOAYKUMK: | 44068551

Product Code
. Lara
ga?:;lﬁv%n?:ee""' JR29810219 NPOM3BOACTBA: 18.02.2019
Manufacturing Date
g Pasmep cepum 3a
g:tg/:n Sei?ecepuu. 5829 wr BbI4€TOM Npo6: 5817 wr
Batch size without samples

2. NMONYYEHHbIE PE3YJIbTATbI

TEST RESULTS
Ne MokasaTtennb TpeGoBanue PesynbTat
g Parameters Requirements Result
OeanbHble Tabnetkn co ckoweHHbIMU | CooTBeTCTBYET
Kpasmu, NoKpbITblE NNEHOYHOM
1 OnucaHue 060104KOV TEMHO-XKESTOro C CepoBaThiM
Appearance oTTeHkom UBeTa. Ha opgHoW CcTOpoHe
TabneTkn mapkuposka «NVR», Ha apyroi
cTopoHe - «FLO».
Bpems yaepxmBaHus 0OCHOBHOrO nuka Ha
Xpomarorpamme WUCnbITyemMoro pacresopa
MNoanuHHoCTL 1 [AOMKHO COOTBETCTBOBATL BPEMEHU
Identification YAEPXKMBAHMA MVKa BUNAAMANTMHA Ha
xpomarorpamme CTaHfjapTHOro ERICR. CooTRETOTRYET
- BungarnuntuH pactBopa. PasHuua BO  BpemeHu
YOEPXKUBAHUA He [JOMKHA COCTaBMATb
5 Gonee + 2%.
Bpems yaepxuvBaHMa OCHOBHOrO NUKa Ha
Xpomartorpamme UCrbITyemMoro pactsopa
3 [AOMKHO COOTBETCTBOBaTb BpeMeHU
- MetdopmuHa yAepxusaHus nuka MeTopMUHa B3KX. CooTsercrayer
ruapoxnopug, rmgpoxnopuga Ha  xpomartorpamme
cTaHAapTHoro pacrsopa. PasHuua BO
BPEMEHN yAepXuBarua He [OoJKHa
cocTasnsTh bonee + 2%

OrPH 1117847093210, HH 7814494665, KM 781401001
Print Date: 5 April 2019 Page 1 of 3




Form

Certificate of Analysis of Finished Product Galvus
Met®, Film-coated tablets 50 mg + 1000 mg Ne30
ID: RUSP-FRM-01701

Version: 1.0

Effective Date: 27-Dec-2018

Parent document: RUSP-AP-01458

00O «HoapTuc Hesa»
[Hopora B KameHky, a. 40, k. 3
194362, CaHkr-lNeTepbypr, Poccus

U NOVARTIS

JlnueHsua Ha ocyulecTeneHue NPoU3BOACTBA NekapcTBeHHbIX cpeacTs Ne00153-11C
oT 09 Hosbps 2015 roga

TenedpoH: +7 812 336 9891

KoHTponb kayecTsa

Homep nacnopra:
Certificate number 4-53-0319
Ne Mokazatenb Tpe6oraHue PesynbTtar
3 Parameters Requirements Result
He menee 80 % (Q) ot 3assneHHoro | 99%
cogepxaHua sungarnuntuHa dvepes 30
3 | PacTBopeHue MUHYT
Dissolution He meHee 80 % (Q) ot saseneHHoro | 99%
coaepxaHus MeTdopmMMHa
rmapoxnopuaa yepes 30 MUHYT.
Boga 0 )
4 Water He 6onee 1,0 %. 0,2%
202-01 (amua): He Gornee 2,0% 202-01 - menee npegena T
209-01 (LKIAYECKuiA aMnauH): KonuuecTeeHHoro obHapyxerus (0,1%);
NocTopoHHue o : 209-01 — He oBHapyxeHo;
npuMecy He Gonee 1,0% 207-01 — He o6HapPYXEHO;
: 207-01 (aukeToNMNepasnH): EAvHnYHasA HenaeHTudbmumposaHHas
Degradation products He Bonee 1,0% APMMEC - MeHee npeaena
EAUHWYHOI HEVUAGHTUULMPOBAHHOI | KONMYeCcTBeHHoro 06H§py>|<eva (0,1%);
- BunparnuntuHa S ELREEH TS Bonse 0.2 Cymma Bcex npumecei - MeHee
P » = ° o npeAena KoMYecTBeHHoro
Cymma Bcex npumeceii: He Bonee 3,5% obHapyxetus (0,1%)
5 1-LinaHoryaHuauH - meHee
npenena KonM4ecTBEeHHOro
[ TAY
1-UnaHoryaHuguH: He 6onee 0,02 % gi:i%’ﬁg:m Py,
- MeTdopmuHa EAMHMHH?M HeVI,quTI/ICbI;ILl,VIpOBaHHOVI HEAEHTUMLMPOBAHHAS
rmapoxnopuaa npumecn: He 6onee 0,1 % .
CymMma Bcex npumeceii: He Gonee 0,6% | NPVIMECH - He e
y P : 2% | Cymma Bcex npumecel — meHee
npenena KonM4ecTBeHHoro
obHapy>keHus (0,05%)
MocTopoHHsASA 366-98 — meHee npepena
6 | npumechb 366-98 — He 6onee 0,4 %. KONMn4ecTBEeHHOro obHapyxeHus
Degradation product (0,1%)
OagHopoAHOCTL BunaarnuntuH:
Lo3npoBaHus & AV =21
7 Uniformity of dosage P S 150 M\?chopMVIHa rmapoxnopua;
units AV =11
KonuuyectBeHHOE
onpegeneHue Ot 95,0 % po 105,0 % BungarnunTuHa 100.1%
Assay OT 3asBNEHHOro cogepXxaHus e
8 | - BungarnunTuH
Ot 95,0 % po 105,0 % meTdopmuHa
;MMe;?:;’gMM”Ha rmgpoxnopuga oT 3asaBneHHoro | 98,1%
Ap PYA cofepxaHus.
Kateropus 3A:
ObLwee yncno aspobHbIX
Mukpobuonoruyecka | MUKpoopraHusmos: He Gonee 10° KOE B | MeHee 10 KOE B 1 T;
9 f1 YncToTa 1
Microbiological purity O6wee uncno apo)okesbIX U NnecHesbix | MeHee 10 KOEB 1 T;
rpubos: He 6onee 102 KOEB 1T;
Ortcyrcreue Escherichia colis 1. OTcytcteyeTrB 1T

OrPH 1117847093210, NHH 7814494665, KIMN 781401001

Print Date: 5 April 2019

Page 2 of 3




Form
Certificate of Analysis of Finished Product Galvus
' Met®, Film-coated tablets 50 mg + 1000 mg Ne30
l NOVARTIS ID: RUSP-FRM-01701
Version: 1.0
Effective Date: 27-Dec-2018
Parent document: RUSP-AP-01458
JlnueHans Ha ocylecTeneHme NPOM3BOACTBA NEKapcTBEeHHbLIX cpeacTs Ne00153-N1C 000 «HosapTuc Hesa»
ot 09 Hoabps 2015 roaa [Dopora B KameHky, 4. 40, k. 3
194362, Cankr-lNeTepbypr, Poccus

TenedoH: +7 812 336 9891
KoHTponb kayecTsa

Homep nacnopra:

Certificate number 4-53-0319

Ne Moka3saTenb TpeGoBaHue Peaynbrat

& Parameters Requirements Result

YnakoBka

10 Packaging CornacHo Tpe6oearuto HI CootBeTcTBYET
MapkupoBka

11 Labelling CornacHo Tpe6osanuio HI CootBeTcTBYET
Cpok rogHoOCTH
(MepuoguyHoCTL

18 | Eamp ) 2 ropa 31.01.2021
Shelf life
(Frequency of control)

3. 3AKNIOYEHUE
CONCLUSION

FoToBas npoaykumsi Fansyc MeT®, TabneTku, MOKPbITbIE NIEHOUYHON 060M04KoiA, 50 Mr + 1000 Mr Ne30,
Homep cepun JR29810219, cooTseTcTByeT TpebosaHusam H Ne ICP-001749/09-200918 Maneyc MeT®,
BANZArNMNTVH + MET(OPMUH, TabNeTkn NOKPbITLIE NEHoYHON 0Gonioykon 50 Mr + 500 mr, 50 + 850 wmr, 50 +
1000 Mr, no npoBepeHHbIM NoKa3aTensam KayecTsa.

Macnopt oz
noaroroBun XUMUK-aHanuTuK Wckakosa E.W, - [elta
Prepared by [HomxkHocTb (Position) DO (Full name). (Signature) (Data)
MeHeaxep no KOHTPONIo Ka4ecTsa 1 A\Y P :
YTBepaun nepeHocy v BanuaaLmMm e Us 06 2018
Approved by aHanMTUYECKUX METOAMK CoporynB U \ T — Fara
HomkHocTb (Position) PUO (Euliianie) (Signature) (Data)

Or'PH 1117847093210, UHH 7814494665, KINM 781401001
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