OEKJTAPALNA O COOTBETCTBUA

HaumeHoBaHWe opraHusayuy, NpUHABLLEN AeKnapayuio 0 COOTBETCTBUM:

O611ecTBO C OrpaHNYeHHOW 0TBETCTBEHHOCTbLIO "HosapTuc Hesa" (OO0 "HosapTuc Hesa")
3aperncTpuposaHo : Mea/cpaiioHHas MHcnekums degepanbHoi HaNOroBomn cny>kobl Nel15 no
CaHkT-MNeTepbypry OFPH 1117847093210 oT 17.03.2011

Adpec mecTa Haxo>kpaeHusa: 194362, r. CaHkT-lMeTepbypr, Jopora B Kamenky, .40, kopn.3.
TenedoH/akc: (812)3366180/'(812)3255192.

JosepeHHoe nnuo: TopuH A.C., gosepeHHocTb: oT 11.02.2019

SAABNAET, UTO
NeKapcTBEHHOE cpeacTBo: anByc®, TabneTku 50 Mr 14 w., 6nmcTepsbl (2), Nayka KapToHHas, cepus

JN92030219, konmuecTBO 34876 ynakoBok, rogeH o 31.01.2022, npoussogcTea OO0 “"HosapTuc Hesa", T.
CaHkT-lMeTepbypr, Aopora B KameHky, A 40, kopn. 3, inT. A, inT. b, Poccns, kog OKMA2 OK 034-2014
(KNEC 2008) 21.20.10.119, nacnopT kayecTsa 0T 11.03.2019 OO0 "HosapTuc Hega"

COOTBETCTBYET TPEBOBAHUAM
NICP-008119/08-041214 n3m. Ne 1,2,3,4,5

OJEKNAPALNA MPUHATA HA OCHOBAHIWI
permcTpaunoHHoe ygocTosepeHne JICP-008119/08 o1 14.10.2008 (maTa 3ameHbl 02.04.2018) gep>kaTenb

(Bnageney) HosapTuc dapma Al [LUseiyapus], BbigaHo MuH3sgpasom Poccun, cepTudmkaT Ne 18.1575.026
oT 13.09.2018, peiicTBuTeneH Ao 13.09.2021, OpraH no cepTudUKaumm cMCTeM MeHed>KMeHTa Accoumaumm
no cepTudgmkaumm "Pyccknii Pernctp" (POCC RU.0001.21TA45), nacnopT kadyecTsa oT 11.03.2019 000

"HosapTuc Hesa"

CBEAOEHUNA O PEI'MCTPALUN

OPIrAH MO CEPTUDUKALIMW, 3APETMCTPUPOBABLUNIA AEKNAPALNIO

PerncTpaynoHHblii Homep POCC RU.0001.11dMO03 OpraH no cepTudukaumm npogykuyum 000
«OKpY>KHOW UeHTp cepTudukaunm Cesepo-3anag», agpec : 194156, Poccus, ropoa CaHkT-MeTepbypr,
CseTnaHoBCKMiA np., A.2, othuc 413, ocuc 503, odmc 505, Ten/chakc: (812) 380-06-34.

NoAnuch



Form

Certificate of Analysis of Finished Product Galvus®, tablets 50 mg

ID: RUSP-FRHV1-017Q6

”) NOVARTIS Version: 2.0
Effective Date: 19-Feb-2019

Parent document; RUSP-AP-01053

JInueH3na Ha ocyLlecTB/ieHne NPOou3BOACTBA SlekapCTBEHHbIX cpefcTs Ne00153-/1C 00O «HosapTuc Hesa»
oT 09 HoA6psa 2015 roga [fopora B KameHky, g. 40, k. 3
194362, CaHkT-INeTepbypr, Poccus

TenecdpoH: +7 812 336 9891
KoHTponb kayecTtsa

Homep nacnopTa: ~
Certificate number i-vt.iv

Certificate ©f Analysis Cif Finished Product Galvus®, tablets 50 mg
AHanNTUYeCKNiA NacnopT Ha roToByto Npoaykumto MNaneyc® tTabnieTkm 58 mr

1. OBWAA NHPOPMALINA
GENERAL INFORMATION

HanMeHoBsaHue npoaykumu: Fansyc® Ta6neTkn60 Mr Ne 28
Product Name
N1CP-008119/08-041214 ransyc tabnetkn 50 mr
M3meHeHne Ne 1 oT 14.10.2016
. V3meHeHue Ne 2 ot 14.02.2017
MpoBepeHO Ha COOTBETCTBUE: VsMeHeHuii Ne 3 oT 20.12.2017
Checked against - T
M3meHeHne Ne 4 oT 02.04.2018
M3meHeHne Ne 5 oT 02.07.2018
RUSP-QSP-01453, Bepcua 7.0
BHYyTpeHHUIi Kog NpoayKUUN:
Product Code 44068548
Homep cepun: Aata
Batch Npumbepr ' JN92030219 npousBoACTBa: 01.02.2019
Manufacturing Date

Pasmep cepuu: Pasmep cepun 3a
Batch sige putt 34906 wt BbIYETOM Npo6: 34876 wt
Batch size without samples

2. MONYYEHHbIE PE3Y/NbTATHI

TEST RESULTS
No Mokasartenb TpeboBaHune PesynbTar
- Parameters Requirements Result
OT 6enoro po ceeTno-xentoro ugeta CooTBeTCTBYeT
1 OnwucaHne Kpyrnble rnagkve TabneTky €O CKOLIEHHbIMU
Appearance Kpasmu, c rpaBupoBkoii «NVR» Ha opgHoW
CTOpOHe 1 «FB» Ha gpyroii cTopoHe.
Bpema yAepxuBaHWs OCHOBHOIO MuKa Ha
XxpomaTorpamMme  UCMbITYeMOro pacTteopa,
NMPUroTOB/IEHHOTO A/ KOJIMYECTBEHHOIO
onpegeneHvs, [O/HKHO  COOTBETCTBOBATb
CooTBeTCcTBYET
BpEMEHN yAepXuBaHua nNuka sungarnmninHa
floanuHHoOCTS Ha XxpomartorpammMe cTaHAapTHOro pacTBopa
2 Identification b P Aap P b
la. OTnnume BO BpemeHax YyAepXuBaHuA
- BungarnuntuH o
[O/MKHO COCTaBNATbL He 6onee +2%.
Ha xpomaTtorpamme MCnbITyeMoro pactsopa
OCHOBHOE MATHO MO MNoJsioXeHuto, okpacke n CooTBeTcTBYET
Be/INYMHE [0/IHKHO COOTBETCTBOBATL MATHY Ha
XpomaTorpamme cTaHAapTHOro pacrtsopa.
3 PacTtBopeHune He meHee 80% (Q) BungarnnuntuHa [OSKHO 93 %
Dissolution nepeiTtn B pacteop yepes 30 MUHYT

OrPH 1117847093210, IHH 7814494665, KMNM 781401001
[aTa nevatu: 22 February 2019 Ctp. 1u3 2




(b NOVARTIS

JInueH3nsa Ha ocyLlecTB/IeHne NPOM3BOACTBA JlekapCTBeHHbIX cpeacTs Ne00153-/1C

oT 09 Hosbpst 2015 roga

Homep nacnoprta:
Certificate number

Ne

4

10

[Nokazartenb
Parameters
Bopa
Water

[NocTopoHHVEe
npumecu
Degradation products
- BungarnuntunHa

OpHopoAHOCTb
[031poBaHnA
Uniformity of dosage
units
-BunpgarnunTtuH
KonnyectBeHHoe
onpeaeneHne
Assay

- BungarnuntuH

MUWKpOBUOIOrnMyeckm
A yucroTta
Microbiological purity

YnakoBka

Packaging
MapkupoBka
Labelling

CpoK rogHocTu
(MeprognyHOCTL
KOHTPOJSI51)

Shelflife

(Frequency of control)

3AK/TIOYHEHVE
CONCLUSION

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

OO0 «HosapTuc Hesa»

[fopora B KameHky, g. 40, k. 3

194362, CaHkT-lMeTepbypr, Poccus

TenechoH: +7 812 336 9891

KoHTponb kayecTtsa

4-27-0219

Tpeb6oBaHue
Requirements

He 6onee 2,9 %

202-01 (amup): He 6onee 2,0%

209-01 (UMKINYECKUI aMUAONH):

He 6onee 0,3%

207-01 (aukeTonunepasuH): He 6onee 0,5%
EQVHNYHON HENMAEHTU(ULUPOBAHHO
npumecu: He 6onee 0,2%

Cymma npumeceli: He 6onee 3,0%

AV< 15,0

OT 95,0% po 105,0% BungarauntMHa oT
HOMMWHANILHOTrO cofepXaHus

KaTteropua 3A:

O6uee yncno aspobHbIX

MwukpoopraHu3smos - He 6onee 103KOE B 1;
O6Lee YNCNo APOXOKEBBIX U

naecHeBbIX rpu6oB - He 6oniee 102KOE B 1T;
OrtcyTtcTBue Escherichia coliB 11

CooTtBeTcTBYeT TpeboBaHusAm HJ,

CooTtseTcTBYeT TpeboBaHuam HJ,

3 roga

Pe3ynbTart

Result
1,9 %

meHee 0,1 %
meHee 0,1 %

He obHapyxeHa
meHee 0,1 %

meHee 0,1 %

2,0

99,1 %

meHee 10 KOE B 1T;
meHee 10 KOE B 1T;

oTcyTcTByeT B 1
CooTBeTcTBYET

CootBeTCcTBYET

01.2022

loToBbIi NpenapaT ManByc® tabneTtkn 50 mMr Ne28, Homep cepumn JN92030219 cooTBeTCTBYET TpEHOBAHUAM
NICP-008119/08-041214 c nameHeHuamn 1, 2, 3, 4, 5 No NpoBepPEHHbLIM NoKasaTensM kayecrtsa

MacnopTt

noarotoBusn

Prepared by

YTBEepamn
Approved by

[aTa nevartun: 22 February 2019

XUMUK-aHaNUTUK

VckakoBa E

[LlonxHocTb (Position)

MeHe[pKep Mo KOHTPO/IIO KauecTsa v NepeHocy n
Ba/IMAALMN aHATIMTUYECKNX METOANK

[JlonxHocTb (Position)

OlPH 1117847093210, NHH 78144941

2. 2009

[Nlata (Data)

25, 02. 2019

CTp. 213 2

[Nlata (Data)



v> NOVARTIS

JINueH3nsa Ha NPOVN3BO/CTBO /leKapCTBEeHHbIX cpeacTB Ne
Ne 00153-/1C o1 09.11.2015

cebinka: 1103190734
NMacnopT KayecTBa

Kog npoaykra: 44068548
HavmeHoBaHue npoaykra: FAJIBYC TAB 50MI" No28
Homep cepuun: JN92030219
Tun ynakoBKW: B/ICTEP
Pa3mep ynakoBku: 14 WT
Jata npomnsBoacTBa: 01.02.2019 lfopeH po: 31.01.2022
JaTta Bbinycka: 11.03.2019 Bbinyckaemoe konuyectso: 34876 LUT
Mpou3BoacTBeHHasA OO0 "HosapTtnc Hea", 194362, CaHkT-leTepbypr, Jopora B KameHky, 4.40 ,
naowlaaka: Kopn.3, nutT.A, nut.b
Homep perncTpaumoHHOro yAoCTOBEPEHUA CcCbI/104YHbIA JOKYMEHT (Hanpumep,
NICP-008119/08 o1 14.10.2008 aHa/IMTUYECKNI nacrnopT)

4-27-0219 OT 25.02.2019
3aknoyeHne

HacTosllmMM S NOATBEPXAA0, YTO YKasaHHas MHJopMaLms ABNSieTCsl 4OCTOBEPHOIN uTouHoli. Cepus 6bina
npov3BefeHa v NPOKOHTPOIMPOBaHA B COOTBETCTBUM C JIMLLEH3MEN HA NPOV3BOACTBO SIEKAPCTBEHHBIX
CpefcTB, TPe6oBaHVSIMU PEerucTPaLVMoHHOro focke, TpeboBaHuaMY MpaBun Hagexalleli NPoVu3BOACTBEHHONM
MPaKTUKU.

B xo4e nNpou3BoACTBEHHOIO MpoLecca:

LY OTCYTCTBYIOT OTK/IOHEHWSI, KOTOPbIE MOTYT MOB/MSITb HA BbIMYCK NPOAYKLMN

O npoBefeHbl paccnefoBaHns OTKIOHEHWIA, KOTOPbIE MOTYT MOB/MSATL HA BbIMYCK NPOAYKLMK, CM
KOMMEHTapum

KomnoHeHTb!: (HepacdacoBaHHas npoaykuusa-HIl, papmaueBTndeckasa cybctaHums - dC)

HanmeHoBaHue matepuana (Hr, ®C): BUNOATNVNTUH CYBCTAHUNA-NMOPOLLIOK
No matepuana (Hr, ®C): 40005211

Homep cepuu: B495208

Mpou3BoguTens: NOVARTIS PHARMA STEIN AG

CCbINNOYHbIN AOKYMEHT (Hanpumep, aHannTuyeckuii  1-97-1018 OT 07.11.2018
nacnopr)

KommeHTapuu:

OTKNOHEHUN HET
Cepusa BbInyueHa YNo/THOMOYEHHbIM JTINLOM Tatyana Budaeva

Moanucob m-/a r‘ r

Jata neuyatun : 11.03.2019 cTpaHunua 1 mn3 1



