&' > NOVARTIS MpousseaeHo:

000 «HoeapTuc Hesa»

[Oopora B KameHky, A.40, kopn. 3, nuT. A,
nwt. b

194362 CankT-MeTepbypr

WHauBMAYanbHbIA HOMep: 2904200036

[TacnopT KayecTBa

HaumeHoBaHMe npoAayKTa: HOMEPWO TAB MN/MO 100MI™ Ne28
[Ao3upoBKa:
lNekapcTBeHHan opma:’ TabneTkn, NOKPbITbIE NNEHOYHOW 06oNoYKoH
TwUn yNakoBKK: BNNCTEP
Pa3mep ynakoBKu: 2WT x 14 WT Homep GMP NeGMP-0151-000292/18
cepTuchukara:
Ko matepuana: 44086016 Twvn BbINyCKa: Bbinyck Ha pbIHOK
BHYTpPEHHUWIA HOMEP CEepUK: KK9545 MeuyaTHbIA HoMep KK95450220
cepuu:
[aTta npousBoacTea: 19-0EB-2020 [arta Bbinycka: 29-AMNP-2020
FopeH po: 31-AHB-2023 Bbinyckaemoe 8689 WIT
KONMUYeCTBO:
MpoussoacTBeHHas nnowaaka: 000 "HosapTuc Hesa"
[opora B KameHky, .40, kopn. 3, nuT. A, nuT. B
194362, Poccus, Cankr-MNeTtepbypr
CTtpaHa-umnoprep: HoMmep perucTpauuoHHOro yaoCTOBEPEeHUR:
Pocecun NN-003532 OT 25.03.2016
KoMnoHeHTbI:
HaunmeHoBaHue maTtepuana: IOMEPWO TABE N/MO 100MI
Kopg matepuana: 42027181 HepacdacosaHHbiil NpoaykTt  Homep cepuum: KJ4705
Ob6uwee KONU4YECTBO 246849 WIT
HepacdacoBaHHOro NpoAyKTa::
MpouzBoacTBeHHana nnowaaka: 000 "HoeapTtuc Hesa"
[Nopora 8 Kamenky, A.40, kopn. 3, nut. A, nuT. B
194362, Poccus, Cankr-lNeTepbypr
KoMnoHeHTbI:
HaumeHoBaHue maTepuana: CAKYBUTPUNA W BANCAPTAHA CYB-TOP.
Kop matepuana: 40005801 dapm. CybecTaHums Homep cepuu: B557543
MpoussoacTeeHHas nnowapgka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
Leehyapus
Cepwua npoussoauTtens: C0326

CTpanuua; 1/2 MoanncaHo 3NeKTPOHHO B COOTBETCTBUWM C nonuTvkon CaHao3 No 3NeKTPOHHBIM NoANUCAM



Mpoun3BeaeHo:

d > N OVART IS 000 «HoeapTuc HeBa»

»
[opora B Kamerky, 4.40, kopn. 3, nuT. A,

nut. b
194362 Cankr-MeTepbypr

MHaveuayansHbIR Homep: 2904200036

MacnopT ka4yecTBa

FOMEPWO TAB M/MO 100MI™ Ne28
44086016

HaumeHoBaHue npoaykKra:
BHyTpeHHUH! KK9545

Kop matepuana:
HOMep cepuun:

3aknwoueHue

*aako, YTO ykasaHHas MHOPMaLKA ABNASTCA AOCTOBEPHOM U TOYHOW. Cepusi NpoayKTa, yKkasaHHas Bbile

HacToawwmm A noaTeep:
yKa3aHHbIX Bbile, B NOMHOM

6bina NPOU3BEAEHA, YNIAKOBaHa W MPOKOHTPONUPOBaHa Ha MPOU3BOACTBEHHEIX nnowaakax,
COOTBETCTBMM C TPEBOBAHUAMM NoKanbHelx Mpasun Hagnexaen NPOM3BOACTBEHHON NPaKTUKK U PErucTpaunoHHoro A0Cke.

3anucu no NPou3BOACTBY, YNAKOBKE U KOHTPOIMIO ka4ecTea BbINK COOTBETCTBYOWMMY TpeboBaHUAM
MpaBun Hagnexatlen NPOW3BOACTBEHHOW NPaKTUKW. J

KoMmeHTapuit K cepTUduUKaTy:

B X0A€ NPOM3BOACTEEHHOrO NPOLIECCa OTCYTCTBYIOT OTKNOHEHUS, KOTOPLIE MOrYT MOBNUATE Ha BBINYCK NPOAYKLIMK,

Cepwusn BbinyleHa: TaTtbsaHa Byaaesa, YnonHoMo4YeHHOE NnLo
Dara ! Bpems Bbinycka cepum:  29-AMNP-2020 /22:36:00 UTC

[ata / BpeMA co3AaHus cepTudpukaTa: 29-AMNP-2020/
22:36:34UTC

CtpaHuua: 2/2 MoanucaHo 3NeKTPOHHO B COOTBETCTBUV C nonuTukoi CaHao3 No 3NeKTPOHHBIM NOANMUCAM




.

NOVARTIS

Form to SOP-8013721

Jiuensus Ha ocyllecTeneHe NPOU3BOACTBA NekapcTaeHHbIX cpeacTe Ne00153-N1C ot 09 Hoab6ps

2015 ropa

Doc No. : FRM-8015490
Version : 2.0

AHanuTUYecKMit NacnopT Ha roTOBYIO NPOAYKLMIO

000 «HosapTuc Hesa»
[Hopora B Kamenky, a. 40, . 3
194362, Caunkr-MeTepBypr, Poccua

Tenedon: +7 812 336 9891

KoHtponb kavecTsa

Homep nacnopra:
Certificate number

4-37-0320

1. OBLLAA UHOOPMAUMUA
GENERAL INFORMATION

HaumeHoBaHue

NpooyKuum:
Proguct Name

KOnepwo, TabneTku, NOKpbITbIe NNeHoYHoR o6onoykon 100 mr Ne28

MpoeepeHo Ha

COOTBEeTCTBUE C:
Checked against

MameHeHve Ne 1 o1 13.10.2016
MameHeHune Ne 2 o1 26.12.2017
MameHeHne Ne 3 o1 22.01.2019
MameHeHune Ne 4 o1 21.08.2019

TN 003532-250316 KOnepwuo, TabrneTku, NOKpsITbIE NNEHoYHON 060M04KoA 50 Mr
(25,7 mr + 24,3 mr), 100 mr (51,4 mr + 48,6 mr), 200 mr (102,8 mr + 97,2 mr)

(BHYTpeHHss cneundmkauma SPEC_FDF_00094946 sepcus 2.0)

BHyTpeHHM# Ko

npoayKuuu; 44086016
Product Code
Homep cepun: Hara npouzBoacTea:
Batch Number KK85450220 Manufacturing Date 19.02.2020
i Pazmep cepuu 3a
Pasmep cepuu: 8707 wr BbIYETOM Npob: 8689 wr
Batch Size i
Balch size without samples
2. NMONYYEHHbLIE PE3YNbLTATbI
TEST RESULTS
Ne | Mokasatens TpeboBaHue PesynbTaTt
Parameters Requirements Result
OeanbHble  [BOSKOBbINyKNble  TabnetkW, | OsaneHbIe [ABOSIKOBbINYKNblE
MOKPbITbIE MNNIEHOYHOW OBOMOYKOA CBETNO- | TabneTkn, MNOKPLIThIE  MSIEHOYHO
4 | OnucaHune XenToro useTta ¢ dhackoid, 6e3 puckn. Ha | 0Bonoykol ceeTno-KenToro ugeTa ¢
Appearance O[IHOW CTOPOHe HaHeceHa rpasupoBka «L1», | cbackolt, 6Ges puckn. Ha ogHon

Ha apyroi- «NVR».

CTOPOHE HaHeceHa rpaBuposka «L1»,
Ha apyrov- «NVR».

MoanuHHOCTL
Identification

- Cakybumpun
- BancapmaH

WMK-cnektp ucneiryemoro o6pasua 8 obnactu
ot 1850 go 1650 cM-1 MO NOMNOXEHWUK K
Npotumnild  nNonoc  NOrnoweHus  AOMKeH
cooTseTcTBOBaTh WMK-cnekTpy craHAapTHOro
ofpasuya € XapakTepuUCTUYEecKON Monocow
nornoweHus okono 1712 cu!

WMK. CooTtBercTayeT

Bpems ynepXwBaHWA OCHOBHbLIX MWUKOB Ha
XpomaTtorpamme  WCMbITYeMOro  pacTeopa
OOMKHO COOTBETCTBOBATL BpeMeHu
YAEPXUBAHUA  MUKOB BancapraHa "
cakybutpuna Ha Xpomartorpamme
CTaHpapTHoro pacTeopa Ta. OTtnuuue BO
BpeMeHax yAepKvBaHWA SOMKHO COCTaBNATL
He Gonee + 2%

B3XX. CooTBeTCTBYET

3 PactBopeHue
Dissolution

He mexee 80% (Q) cakyButpuna uepes 30
MUH;
He meHee 80% (Q) BancapTaHa Yepea 30 MuUH

98 % cakybuTpuna 4yepes 30 MuH;
100 % sancapTtaHa Yepes 30 MuH

PoacreeHHble
npumMecu

Metoa 1. Mpumecn cakybutpuna:
- 534-06 — He BGonee 0,2%
- 535-06 — He Gonee 0,2%

Mpumecu cakybutpuna;
- 534-06 — He oBHapyxeHa
- 535-06 — He oBHapyxeHa
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', NOVARTIS

Form to SOP-8013721

NnueHsuA Ha oCyLUeCTBNEHe NPOM3BOACTBA NeKapCeTBEHHbIX cpeacTs Ne00153-N1C ot 09 HoRGpA

2015 ropa

Doc No. : FRM-8015490
Version : 2.0

AHanuTuyeckuin NacnopT Ha roTOBYIO NPOAYKLMIO

000 «HosapTuc Hesa»
Hopora & Kamenky, 4. 40, K, 3
194362, Caukr-Metepbypr, Poccus

Tenedon: +7 812 336 9891

KoHTponb KavectBa
Homep nacnopra:
Certificate number 4-37-0320
Ne Mokasarensb TpeboraHue PesynbTar
Parameters Requirements Result
Related - 536-06 — He Goree 0,2% - 536-06 — He oBHapyxeHa
substances Mpumeck sBancapTaHa: Mpumecw Bancaptana:
- CGP 49309 - He Bonee 1,0% - CGP 49309 — He o6HapyxeHa
Mpumecu cakyburtpuna:
- 900-04 -0,4%
Metop 2. MNpumecu cakybuTpuna: ' .
- 900-04 — He Gonee 0,7% '__'E‘L”;:;i":‘:g”cama”a'
MNpumecn BancapTana;
HenageHTUUUMPOBaHHas NpUMeck —
- EAvHm4Has HeuneHTudumMposatas MeHee n:)pegenpa KOMWYECTBEHHOrO
npumect — He Gonee 0,2% oBHapyseHns (0,1%)
- CyMM& HeWReHTUCDULIMPOBEHHBIX -Cymma HeH,q'GHTVICbHuI.’IDOBaHHbIX
npumecen (cknovas 900-04) — He Gonee npumecedi (vckniovas  900-04) —
[
0;5% MeHee npefena KonW4ecTBEHHOro
obHapyxeHus (0,1%)
OpHopogHoCTL
SOSHPORAHIY CakybuTpun: AV = 6,2;
5 Uniformity pf AV £ 15.0
dosage units BancaprtaH: AV =6,4
- Cakybumpun
- Bancapman
KonuvecrtsenHo G o 99,8% cakybuTpuna ot
e onpenenexHve Or 95,0% Ao 105,0% cakyutpuna ot HOMWHaNbLHOIO COAEPXaHus,
6 | Assay gomv‘:;ggbuorc; co,q?/px(aHMH
- Caky6umpun y c:'Mgm-;anlﬁgroocsc;coleo ;gﬂﬁipm“a or 98,8% BarncapTaHa oT
- Bancapman P HOMWHaNLHOIO COAEPIKAHUS.
KaTteropus 3A:
Mukpo6uonoruy | OBwee uicno aspoBbHbIX MUKPOOpraHMaMoB | MeHee 50 KOERB 1 1
7 | eckas yucTtoTa — He 6onee 10°KOEB 1T
Microbiological OBLee YCNO APOXCKEBBIX U MNECHEeBbIX Menee 10 KOEB 1 1;
g p
purity rpubos — He Gonee 102 KOE B 11,
Oreyrcreve Escherichia colis 1 r. OTtcyTcrBre s 1.
MepBu4yHas  ynakoBka: no 14
MepsuyHan ynakoska: no 14 TabneTok B
: “
Bnvcrep w3 MBX/MBOX v aniomMuHWeson ;i?onhf;:: :ng'g;ii::f MEAT RS
y gionEdy. . BTopudHas ynakoska: no 2 6nucrepa
8 NaxkoBKa BropuuHas ynakoeka: no 2 wnu 4 6nuctepa BumCTe 4 UHCTPYKLMER A
Packaging BMECTE C WHCTPYKUWEW No MeanuvHCKoMy MEAMLHCKOM NBVMEHBHWIO a
MPUMEHEHWIO B KAPTOHHYIO NadqKy. KAPTOHHYIO naﬂw P
ﬂonycxaemﬂ Hannyne KoOHTpONA NepBMU4YHOro KOHTPOJ‘Ib !'IepBW-I.HOFD BCKPBITUA Ha
BCKPLITUA Ha KAPTOHHOW Naudke. KAPTOHHOI NAYKE NPUCYTCTBYET.
Ha Onuctepe Ha pycckoM W aHrmUACKOM
u
A3blKaX yKasblBAOT: SIOTOTUM  KOMMNaHWW- ::mngg:ocn:es)e HS:IiEIX pycf,';z?aw
:gz:ﬂzz%’ige;: (Hoimnfgrwug;hc?g;mf noroTMN  KOMMaHWU-NPou3BoAUTENS
9 Mapxuposka CakyGutpun Hclnms cepwn i par OKOF:-NS.HMFI (ha METMELE), B gy
Labelling YERTTRM, i y . | HauMeHoBaHwe, [031pOoBKa,
CpOKa roAHOCTW (Ha PYCCKOM A3blke B BUAE: Bancapran + Caky6uTpun, Homep
o i
FReEHHe SHyTOOM JaKSbar, Kopton | CEPM W ASTA_ oKoiaAA_Cpora
R yte y “ roAHOCTYU (Ha pycCKOM A3biKe B BUAOE:

(Native) Information Print Date:30 March 2020

Page 2 of 3

Business Use Only « ESOPS D2




NOVARTIS

Form to SOP-8013721

TuueHaua Ha ocywectenenme MPOM3BOACTBA NEKAPCTBEHHBLIX CpeacTa Ne0O1 53-11C ot 09 Hos6ps

2015 ropa

Doc No. : FRM-8015490
Version : 2.0

AHanuTuyeckui nacnopt Ha TOTORYIO NPOAYKLMIO

000 «HesapTuc Hesax»
Oopora B Kamenky, 4. 40, k. 3
194362, CankT-Metepbypr, Poccus

KoHTponk kauecraa

TenecoH: +7 812 336 9891

Homep nacnopra:

Certificate number 4-37-0320
A
bg MokazaTtens TpebosaHue Pesynerar
Parameters Requirements 5 Result
Ha «kapToHHoi nauke wa pycckom u | Cepus Ne/ TogeH go), BHyTpeHHue

aHrMWACKOM  A3biKax ykasbiBaoT: noroTun
KOMnaHuu-npoussoanTens (Ha naTtuHunye),
Toprosoe HanMeHoBaHue, L03MpOoBKY,
NekapcTeeHHyl0  dopmy, Bancapran  +
Cakybutpun, HaseaHue u coaepxaHue
AelcTeylolero Bellectea B 1 Tabnertke,
HOMep perncTpaunoHHoro YAOCTOBEpeHus
(Ha pycckom sskike), KonuuecTeo TabneTok B
ynakoeke, «[ns npuema BHyTpb», «XpaHuTb
B HejocTynHom ans  pevei MecTe»,
«lMoapoBHble ykasawms o NPUMEHEeHUIo
npenapata npusedeHbl B  NPUAOKEHHOV
WHCTRYKUMW»,  HaumeHoRaHwe u agpec
(ropos, crtpaHa) KOMNaHmn-npon3soguTens
(BBINYCKAOWMIA KOHTPONB KayecTsa), ycrosus
XPaHeHWs, ycriosus oTnycka, Homep cepum,
AaTy NPOW3BOACTBA M AaTy OKOHYGHMUS CpoKa
FOAHOCTU, LWITPUX-KOA,

HonyckaeTtes HaHeceHue BHYTpPEeHHUX
YNaKoBOYHbLIX KOAOB KOMNAHWMK.
HonanHutensHo MOryT BbITb  HaHeceHb

CPEACTBa MAEHTUDUKALIMK ANA MOHUTOPUHIa
ABUXEHWA NEKapCTBEHHbIX NMpenapaToB Ans
MeauUuUHCKoro NpUMEHEeHUs oT
MPOM3BOAUTENS 40 KOHEYHOrO NOTPeBUTens,

YnaKkoBOYHbIE KOAbl KOMMNAHWN.
Ha kapToHHoW nauke Ha pycckom u
aHrMuACKoM A3blKax yKa3aHsbl;
J10roTUN - KOMNaHUK-NpoMaBoAMTENS
(Ha natuHuue), Toprosoe
HaumeHoBaHue, A03MpoBKa,
NekapcTeeHHas thopma, BancapraH +
Caky6utpun, HasBaHue )
coaepxaHue AelicTayloLero
Bellectea & 1 Tabnetke, Homep
PEMMCTPaLMOHHOMO  yaoCTOBEPEHNS
(Ha pycckom A3biKEe), KoNMYyecTeo
TabneTok B ynakoske, «[nsa npuema
BHYTPb», «XpaHuTb B HeAoCTynHOM

Ans  pgeten mecte», «MoapobHbie
yKasaHus no NPUMEHEHUIO
npenapara npuBeeHsbl B
NPUNOXXeHHOK UHCTPYKLUMW»,

HanveHoBaHMe ¥ apgpec (ropog,
CTpaHa)  KOMNaHUU-NPOM3BOAUTENS
(BBINyCKAOWMA KOHTPOML Kauyecrsa),
ycnosus XpaHeHus, ycroeus
0Tnycka, Homep cepuw, parta
NpOU3BOACTB2 W paaTa oOKoHYaHUs
cpoka rogHocTy, WTpux-Koa,
BHYTpEHHME  ynakoBOuYHblE  Kogs
KOMnaHuu.

CpeacTBa

MOHUTOPUHra
NEeKapCTBEHHbIX

MAeHTUUKaUMKM  ans
ABUKEHNA
npenapatoe ans
MeAWLMHCKOro npuMeHeHmns  orT
npoussoauTens ao KOHEeYHoro
notpebuTtens oTcyTCTBYIOT.

Cpok rogHocT

L 10 | sheifiife I Simps 3 ropa (31.01.2023)
XpaHeHue R
i1 Storage ) Mpu Temnepatype He sbiwe 25°C

3. 3AKNIOYEHUE
CONCLUSION

lNekapcTeeHHbIH npenapat Onepwo, TabneTku, nokpbitele nneHouHol o6onoukon 100 mr Ne28, Homep cepun

KK95450220, COOTBETCTBYET TPeGoBAHMAM HOPMATMBHON AokymeHTauuu SN 003532-1?5_(}3'1‘8-5-f1-

)

MameHeHune Net,
Ll - ,

2,3, 4. oty
Crapwwmit cneumanuer no A < N\
KOHTROMIO KavecTsa Wupsesa 10.B. »C

YTBepaun p wpsiesa O f\?zz”’»

Approved by

AomxHocTe (Position) I PUO (Full name)

iy Noamcs (ngiwature)

f.
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