NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 4.0

AHanUTU4YeCKWi NacrnopT Ha roToByio npoAayKuu IO

NuueHsnA Ha ocyllecTBNeHWe NPOM3BOACTBA nekapcTeenHblx cpeacts Ne00153-11C ot 09 HorGps 2015

rona

0O "HoeapTuc Hesa"

fopora B KameHky, 4.40, kopn. 3,
nut, A, nut. B

194362, Poccus, Cankr-Netep6ypr

Tenedon: +7 812 336 9891

KoxTpone kavectea

Howmep nacnopra:
Certificate number

4-91-0221 Bepcusa:1.0

1. OBLIASA MHOOPMALIUA

GENERAL INFORMATION
HaumeHoBaHWe npoayKuuu: Fansyc MeT® TabneTku, NOKpbITLIE NNEHOYHOM obonoukoi, 50 mr + 500 mr
Product Name Ne30
JICP-001749/09-200918 Tlaneyc MeT®, eungarnunTUH + MEeTOPMUH,
TabneTku NoKpbITbIe NNEHOYHON 06onoykoi 50 mMr + 500 mr, 50 + 850 mr, 50
+ 1000 mr
lNpoBsepeHo Ha cooTBeTCTBME C: | MameHeHme Ne 1 oT 12.11.2018
Checked against MameHenue Ne 2 ot 21.05.2020
Cneundmkaums kavectsa Ha Mansyc MeT®, TabneTku MOKPbITLIE NNEHOYHON
oBonoukoin 50 mr + 500 mr Ne30 SPEC_FDF_00080122, Bepcus 3.0
BHyTpeHHUWiA Koa Homep cepuu
HepaccpacoBaHHOM npogykuunu: | 42027185 HepacthacosaHHoW npoAykuum:| LD5413
Product Code Balk Bateh Number Balk !
BHyTpeHHuI koA ynakoBaHHOM Homep cepum ynakosaHHo#
npoAyKuuM: 44068549 npoayKkuvn: : LE42120221
Product Code FDF Batch Number FDF
aTta NpouM3BOACTBaA:
ﬁanufac!grfng Dar;:l 13.02.2021
. Pasmep cepuu 3a BLIYeTOM
EosMen reD 12 003 yn. i e 11992 yn.
Batch size without samples
2. NMONYYEHHLIE PE3YNbLTAThI
TEST RESULTS
Ne Mokazatenk* TpeGoBaHue Peaynbrar
Parameters Requirements Result
OsarnbHble Tabnetkm co ckoweHHbiMK | OBafbHbIE TaBNeTkN CO CKOLLEHHBIMM
KpasMu, NoKpbITbie NNEHOYHOW 0BONOYKON | Kpasmu, NOKPbITbIE NNEHOYHON
Scanng CBeTno-Xeénrtoro co cnabbim po3oBaTbiM | 060NOYKON CBETNo-X&nToro co
1 Appearance OTTEHKOM UuBeTa. Ha opHOW CcTOpoHe | cnabbiM Po30BaThIM OTTEHKOM yseTa.
Tabnetku mapkuposka «NVR», Ha gpyroii | Ha  oaHoii CTopoHe  Tabnertku
CTOpoHe - «LLO». mapkupoBka «NVR», Ha  apyroi
cTopoHe - «LLO».
Bpema yaepXuBaHWSA OCHOBHOrO nuka Ha
XpomaTorpaMMe MCnbITyeMaro pacrsopa 1
NoanunHocTs AOMXHO  COOTBETCTBOBATb  BPEMEHM
Identification YOEPKMBAHWS NWKa BUNAArNMNTMHa Ha | BOMKX. CooTsetcrayer
Xpomarorpamme CTaHaapTHOro pacTeopa.
- Bunparnuntid PasHuua Bo BpemeHu yaepXKuBaHUs He
AormkHa coctasnate Gonee + 2,0%.
2 Bpems ynepXuBaHMA OCHOBHOFO NMWKAa Ha
XpomaTorpamme UCnbITYEMOro pactsopa 3
AOMKHO COOTBETCTBOBATHL BpeMeHu
- MeTdopmMuHa YAEPKUBAHMA nvka MmeTgopmmHa
,-mpocfngpm rmapoxnopuga Ha XpomaTorpamme BINX. Cootsercreyer
CTaHaapTHoro pacteopa. PasHuua BO
BPEMEHW  yAepXMBaHMA He  [oMKHa
coctaenaTe Gonee + 2,0%.
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Version : 4.0

AHanuTUYeckuit NAcCNOPT Ha NOTOBYH NPOAYKLUMIO

OO0 "HorapTuc Hesa"

[Jopora B KameHky, .40, kopn. 3,
nuT. A, nuT. b

194362, Poccun, Cankr-MetepBypr

TenedoH: +7 812 336 9891

KoHTponb kavecTsa

Homep nacnopra: 91, .
Cortfcate number 4-91-0221 Bepcus:1.0
Ne Nokaszarens* TpeGoBanue Peaynutar
Parameters Requirements Result
He wmeHee 80% (Q) or 3amBneHHoro | 101% OT 3asBneHHoro copepxaHus
cofepXaHua  BUNZArMMNTMHa  uYepes | BUNAArMNTUHA yepes 30 MUHYT;
3 PacTBOpaH"e 30 MUHYT
Dissolution He meHee 80% (Q) oT 3asABneHHoro 101% oT 3anABNEHHOro coaepxaHuA
copepxaHus MeTopMMHa ruapoxnopuaa | MeTopMuHa ruapoxnopuaa yepes 30
yepes 30 MUHYT. MUWHYT
4 | Boma 0,2%
0,
Water He 6onee 1,0%. /o
202-01 - MeHee npegena
KONMUYECTBEHHOIO onpeAeneHus
(0,1%);
= . (+) i -—
PoacTBeHHbIe 202-01 (amup): He ngee 0.5 /o. 209-01 MeHee npeaena
209-01 (uMKnnyeckin amuauH): KONMYECTBEHHOro onpeaeneHva
fgepmgjc:ubstances HO Banes 0,2% (0.1%);
207-01 (aukeTonunepasnH): 207-01 - MeHee npegena
- Noumecw He Gonee 0,2% KONMMYECTBEHHOro onpeneneHus
BmF-: AArAMNTHHE EavHnaHow HeuaeHTuuumporanHoi | (0,1%);
npumecy; He Gonee 0,2% EavHuuHan HewgeHTMMUMpOBaHHaN
Cymma Bcex npumeceid: He Bonee 1,0% npumech — He o6HapyXeHo;
Cymma BCex npumeceldl — MeHee
npegena KONWYECTBEHHOrO
5 onpegenexua (0,1%)
1-LinaHoryaumauH — meHee npepena
KONMYECTBEHHOrO onpegeneHus
_ . (0,01%);
1-LinaHoryaHnamn: ve Gonee 0,02% _ | EAvHMYHas  HeuwpeHTUUUMPOBaHHER
EavHuuHOR HEeWAEHTUULIMPOBAHHOMW npUMEc _ e npeaena
. 0,
npumecy: He Gonee 0,1% KONMYECTBEHHOTO onpeaenexus
- Mpumecwu 5 5 SN,
MeTdopmuna Cymma Bcex npumeceit: He Gonee 0,6% (0,05%);
FHADOXMOPMAA Cymma Bcex npumeceid — MeHee
P puL npeaena KONUYECTBEHHOIO
onpegenexuna (0,05%)
366-98 — He Bonee 0,2%.
3 366-98 - MeHee npegena
KOMWYECTBEHHOro onpegeneHus
(0,1%)
OaHopoaHOCTL
g | Ao3npoBaHua AV < 15.0 Bungarnuntui: AV =18
Uniformity of dosage g MeTchommHa rmgpoxnopua: AV = 1,2
units
ggn:q:ﬁ:ziznoe Ot 95,0% no 105,0% sunaarnuntuHa oT 101 2%
Assajfl 3aABMEHHOTO COAEPKaHUA e
7. BungarnunTuH Or 950 % po 1050 % wmeTdopmuHa
- MetchopmuHa rngpoxnopuga oT 3anBneHHoro | 99,2%
rnapoxnopua coaepXaHus.
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Doc No. : FRM-8015490
Version : 4.0

AHanuTUYeckuii NacnopT Ha roToBYHO NPOAYKLNI

OO0 "Hosaptuc Hesa"

[Lopora B KameHky, 4.40, kopn. 3,
nut. A, nut, B

194362, Poceun, Cawkr-lMeTepBypr

Tenedon: +7 812 336 9891

KoHTpone kavecrsa

Homep nacnopra:
Certificate number

MokazaTtens*
Parameters

£k

4-91-0221

Bepcua:1.0

TpeboBanue
Requirements

PeaynbTar
Result

Hanuyue KOHTPONS NEPBUYHOrO BCKPLITUA
Ha KapTOHHOW nadke.

B cnyuae ynakoekm Ha OOO «Hosaptuc
Heea» noKpbiBaloLWwasn dhonera
cooteeTcTByeT OCT 745-2014, conera
XonopHoro ¢OpPMOBaHWA COOTBETCTBYET
FOCT P 52145-2003, kapToHHas naqka
cooteeTcTByeT [OCT 33781-2016.

nadkxy. Hanuuve KOHTPONSA
MNEePBUYHOIO BCKPLITUA Ha KAPTOHHOW
navke. MokpbiBakowas conbra
cooteetcteyer [OCT  745-2014,
cdonbra xonogHoro  ¢pOPMOBaHMA
cooteetcreyeT TOCT P 52145-2003,
KapTOHHaA Mnad4ka COOTBETCTBYET
"OCT 33781-2016.

MapkupoBka
Labelling

Ha Gnuctepe Ha pvcckoMm  sAsbike
YKa3biBAKT:  NOroTMN  KoMnaHuM  (Ha
naTuHuue), TOpProBoe  HauMeHoBaHWe
npenapara c npeaynpeavTensHom
MapKWpOBKOWA ®, [03UPOBKY,
nekapcTBeHHY0 ¢opMmy, rpynnupoBOYHOE
HaumeHOBaHWe, [JaTy OKOHYaHWS Cpoka
roAHoCTH, HOMep cepun, nary
Npou3BoACTBA.

Honyckaetcs Hanuuue
YMaKoBOYHbIX KOAOB KOMMAHWUW.
B cnyyae ocyulecTBneHus nepBuMHON
YNaKOBKM Ha NPOU3BOACTBEHHON Nnowaake
000 «Hoeaptuc Hesa», Poccua para
NPOW3BOACTBA HE YKa3blBAETCH.

Ha KkapToHHOW nayke Ha pycckoM u
2HINUIACKOM _S3blKaxX YKasbiBaKT. NOroTun

KOMNaHwM (Ha naTuHWUEe), Toprosoe
HanmeHoBaHWe npenapara c
npeaynpeauTensHoid  Mapkuposkon  ®,
rpPYNNVpoBOYHOE HaumeHoBaHwe,
AO3NPOBKY, Ha3BaHWMA W  copgepkaHue
deActeylowmx sewects B 1 Tabnetke,
NeKkapcTBeHHYl0 ¢opMy M KONWYECTBO
Tabnetok B ynakoBke, «OnA npuéma
BHYTpb», YCMOBWA XpaHeHWs, YCrnoBusa
oTnycka, «XpaHWTb B HELOCTYNHOM ANA
Aeten mecten, «lMogpobHble ykasaHws no
npumeHeHuio npenapata npuBegeHbl B
NPUNOXKEHHON VHCTPYKUMU», HOoMmep
pervcTpauMoHHoOro  yaocroBepenuss  (Ha
PYCCKOM fA3blke), Ha3saHue W agpec
(cTpaxa) KOMNaHum - Bnagensua
perncTpauvoxHoro yAoCTOBEpeHuUs,
HassaHWe W agpec (ropoa, CTpaHa)
KOMaHnu - npounssoanTens
(BbINyCKaOWMA  KOHTPONbL  KavecTsa),
WTpUX-KOA, AaTy OKOHYaHWA  CpoKa
rOAHOCTM (Ha pYycCKOM sA3blke), HoMep
cepuu (Ha pycckoMm  A3bike), AaTy

BHYTPEHHUX

Npou3BOACTBA (Ha PYCCKOM A3bIKe).

Ha_ 6nuctepe Ha pycckoMm  asbike

YKasaHbl: NOroTUN  KOMNaHuK (Ha
natuHUuLe), TOProBoe HauMeHoBaHWe
npenapata c npegynpeanTenbHOM
MapKUpPOBKOIA ®, [031pOoBKa,
nexkapcTBeHHasa dopma,
rpynnnpoBoyvHoe HavmeHoBaHue,
AaTa OKOHYaHWA CpoKa rogHOCTW,
Homep cepuu, BHYTPeHHWe
ynakoBoYHele Kodbl KomnaHuW. [ata
Npon3BOACTBA OTCYTCTBYET.

Ha kapTOHHOA Nauyke Ha DYCCKOM U
8HrNUACKOM A3bIKaX YKa3aHbl: NOFOTHN

KOMNaHuM (Ha naTvHuuUe), Toprosoe
HavMeHoBaHwe npenapara c
npepynpeauTensHOW Mapkupoekon ®,
rpynnupoBoYHoe HavMeHoBaHue,
A03NPOBKa, HasBaHWs U coAepXaHue
AedcTeylownx sewecte 8 1 TabneTke,
nexapcrseHHas popma U KOnW4ecTso
Tabnetok B ynakoeke, «0na npuéma
BHYTPb», YCITOBUSA XpaHeHMWs, YCNoBus
oTnycKka, «XpaHuTb B HEZOCTYNHOM
AnR  petei  mecte», «loapobHbie
yKasaHns no npuMeHeHWo npenapara
npueeaeHsl B NPUNOXKEHHOI
MHCTPYKLUM», Homep
PETVCTPaUNOHHOTO  YAOCTOBEPEHUS
(Ha pycckom RA3blke), Ha3BaHWe o
agpec  (cTpaHa) KOMNaHum -
Bnagensua perucTpaumMoHHoro
YAOCTOBEpeHWsi, HasBaHwe U agpec
(ropoa, cTpaHa) KOMnaHum -
npouv3eoanTENA (BBINYCKAIOLMIA
KOHTPONkL KadecTsa), Wrpux-koq, Aarta
OKOH4YaHWA CpoKa rogHoctn (Ha
PycckoM A3bike), Homep cepuu (Ha
PycckoMm fA3bike), AaTta NpPoM3BOACTBa
(Ha pycckom s3blke), BHyTPeHHue
YyNaKoBOYHbIE KOAbl KOMNaHWUK.

HaHeceHbl cpefcTBa WAEHTUMKALIMK
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AHanWTUYeCcKuit NacnopT Ha roToByI0 NPoOAYKLUKIO

00 "HosapTuc Hesa"

[lopora B KameHky, n.40, kopn. 3,
T, A, nuT. B

184362, Poccun, Cankr-MetepGypr

Tenedon: +7 812 336 9891

KOHEYHOro noTpeburens.

KoHTponb kayectea L
HotlspiauopTa: iy | 4-91-0221 Bepcwsi:1.0
Ne Mokasarens* Tpe6oBaHue Pesynbrar
Parameters Requirements Result

HonyckaeTca Hanuune BHYTPEHHMX | AnA MOHUTOPWHra ABWKEHWA
YNaKOBOMYHbIX KOAOB KOMMaHWA. NEeKapcTBEHHLIX  NpenapatoB  AnA
OononHutensHo MoryT 6biTb  HaHECEHB! | MEAWLMHCKOro npUMeHeRKA oT
cpeactea UAEHTUUKaLUN ANA | Npon3BoAUTENs Ao KOHEYHOro
MOHUTOPWUHIA [OBWXEHWA IeKapcTBeHHLIX | noTpebuTens.
npenapaTos Ans MeguLUHCKOro
npPUMeHeHnA oT npouvssogurens Ao

Cpok rogHocTH
(MepuoguyHocTL
10 | koHTpoON=A)

Shelf life (Frequency of
control)

2 roga

2 roga (31.01.2023)

XpaHeHue
11
Storage

[Mpu TemnepaType He ebiwe 30°C,

* - MvukpoGronorinyeckas YACToTa» He ABNASTCA PYTUHHBEIM METOAOM aHannsa U MOXeT OTCYTCTBOBaTbL B cepTutbukare

aHanuaa KkoMnaHun

3. 3AKIIOMEHUE

CONCLUSION
JlexapcTeeHHblid npenapar Manesyc MeT®, TabneTku noKpbiTbie NNEHOYHOW oBonoukoi, 50 mr + 500 mr Ne3D,
Homep cepum LE42120221, cooTeeTcTByeT TpeGoBaHuam HOpMaTvMBHOW AokymeHTauuum JICP-001749/09- 200918
nameHeHune Ne 1, usmeHeHue Ne2, &
o
KoopauHaTop (r3nKO-XMMUYECKOH
YrBepaun NBGORETODHM Anekcees B.0 6. o1
Approved by
[LonxHocTe (Position) DUO (Full name)
Version Description of change’ &/ T \* 1
(Bepcus) {OnucaHmne uaueneunn% / _*Hosapruc Heasw | \»
1.0 HoBbi nacnopt g1 H{Warm Mevallr
\‘ ._i\. T ."f
".\? 1 ;\.Rj:“’ Sraenion S
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nut. B

WNHavsnayansHbin Homep: 1803211440

[TacnopT kayecTBa

d) N OVA RT I S gg‘g:—lz‘:::?;c Hesa»

Hopora B KameHky, A.40, kopn. 3, nuT. A,

194362 CaHkr-lNeTepbypr

HaumeHoBaHKe NpoaykTa: FANBYC MET TAB N/MO 50MIr+500MI™ Ne30
JlekapcTBeHHas dopma: TabneTku, NOKpbITbIE NNEHOYHOW 060nNoYKon
Tun ynakoBku: BJINCTEP
Pa3smep ynakoBku: 5WT x6 WT Homep GMP NeGMP-0151-000292/18
cepTudukara:
Kop maTtepunana: 44068549 Tun BbINycKa: Bhinyck Ha pbiHOK
BHyTpeHHUIA HOMep cepuun: LE4212 MeyaTtHbin HOoMep LE42120221
cepun:
[ara nponsBoacTBa: 13-0EB-2021 Aata Bbinycka: 18-MAP-2021
FogeH po: 31-AHB-2023 Bbinyckaemoe 11992 WT
KONW4eCcTBO:
MpouzeoacTReHHan nnowagka: 000 "HoeapTnc Hera"
[lopora B KameHky, 4.40, kopn. 3, nuT. A, nuT. B
194362, Poccus, CankT-MNeTepbypr
Beinyckarowmn KOHTponb 000 "HoBaptuc Hesa"
KaJecTBa [opora 8 KameHky, A.40, kopn. 3, nuT. A, nuT. B
194362, Poccusn, CaHkT-MNeTepbypr
KoHTponb kavecTBa: 000 "HoeapTuc Hesa"
Hopora B KameHky, 4.40, kopn. 3, nuT. A, nuT. B
194362, Poccusa, Cankr-MNeTepbypr
CrpaHa-uMmnoprep: Homep pervcTpaunoHHOro yaocToBepeHHUS:
Poccusn JICP-001749/09 OT 10.03.2009
KoMnoHeHTkI:
HaumeHoBaHUWe maTepuana: FANBYC MET TAB N/MO 50MIM+500MI
Kon matepuana: 42027185 HepacdpacoBaHHbIM NpoaykT  Homep cepum: LD5413

Ob6uwee konNu4ecTBO 360496 LWUT

HepaccacoBaHHOro NpoAykra::

MNpounssoacTBeHHan nnowaaka: 000 "HosapTuc Hesa"
[Oopora B KameHky, 4.40, kopn. 3, nuT. A, nuT. b
194362, Poccusn, CaHkT-lNeTepbypr

Ctpanuua: 1/3 NognucaHo 3NeKTPOHHO B COOTBETCTBUKM C NONUTMKON CaHao3 No 3NeKTPOHHBLIM NOANUCAM




MpousseneHo:

d) NOVARTIS 000 «HoeapTtc Hesax

Hopora B KameHky, a.40, kopn. 3, nuT. A,
mt. B
194362 Cankt-lNeTepbypr

MHamsuayanbHblid Homep: 1803211440

[TacnopT kKayecTBa

HaumeHoBaHue npoAaykra: FANBYC MET TAB N/MO 50MIr+500MI" Ne30

Kop maTepmnana: 44068549 BHyTpeHHUNA LE4212
HOMep cepum:

KoMnoHeHTbI:

HaumeHoBaHue maTepuana: METOOPMWHA TMOPOXNOPWUA F’PAH 910MI/T 010
Kop matepmana: 40006442 Papm. CybcTaHums Homep cepum: B586290

MNpoussoacTBeHHan nnowaaka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

FepmaHns
Cepuna nponssoauTens: WPY10

KoMnoHeHTbI:

HaumeHoBaHMe maTepuana: BUNJAMMMNTWMH CYBECTAHUMA-MOPOLUOK

Koa martepuana: 40005211 ®apm. CybeTaHums Homep cepun: B592289
MpounssoacTBeHHan nnowaaka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
LWsenuapus
Cepusa nponssoauTens: C2527
3aknwyeHue

HacTosiLuM A NOATBEPXAAI0, YTO YKasaHHaA MHOpMaLMA ABNAETCA AOCTOBEPHOM M TOYHON. Cepus NpoaykTa, yKasaHHas Bbille
Bbina Npov3BeAeHa, ynakoBaHa M NPOKOHTPONMpOBaHa Ha NPOU3BOACTBEHHbIX NoLlaakax, ykazaHHbIX Bbille, B NONHOM
COOTBETCTBUM ¢ TpeboBaHMAMM NokankbHbIX [paBun Haanexallen NPoM3BOACTBEHHON NPAKTUKW M PerncTpaunoHHOro ocke.
3anuncy No NPoM3BOACTBY, YNAKOBKE M KOHTPOMIO KayecTBa BbiN COOTBETCTBYOLWMMKU TpEGOBaHUAM

[MpaBun Hapnexalle NPOU3BOACTBEHHON NPAKTUKN.

KommeHTapuia k cepTudpmkary:

B xope NPOW3BOACTBEHHOIO NpoLecca OTCYTCTBYIOT OTKIOHEHUA, KOTOPbIE MOTYT NOBNWATL Ha BbINYCK NpoAyKUWUA.

Ctpanuua: 2/3 MognncaHo anekTPOHHO B COOTBETCTBUM C NONWTMKOK CaH[03 NO 3NEKTPOHHLIM MOANUCAM



Yy NOVARTIS

WraveuayansHein Homep: 1803211440

MpouzeeneHo:

000 «Hosaptuc Hepan

[Hopora B KameHky, A.40, kopn. 3, nuT. A,
nut. B

194362 CankT-MeTepbypr

[MacnopT kayecTBa

HaumeHoBaHue npoaykTa: FANBYC MET TAB MN/NO 50MIr+500MI™ Ne30
Kopn maTtepwnana: 44068549 BHyTpeHHWIA LE4212
HOMep cepuum:
Cepwus BbinyeHa: TaTtbsHa Byaaesa, YnonHoMo4yeHHoe Nnuuo

Oata/ Bpems Bbinycka cepum:  18-MAP-2021/13:30:20 UTC

Harta / Bpema co3pnaHuna cepTudukara:
13:40:22UTC

18-MAP-2021 /

Ctpanuua: 3/3 NoanucaHo aNeKTPOHHO B COOTBETCTBUN C NONUTUKOW CaHA03 No 3NeKTPOHHLIM NOANUCAM




