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1. OBWAA NHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npoayKLum:

Product Name 50 mr + 1000 mr Ne30

laneyc MeT® TabneTkun, NOKPLITLIE NNEHOYHOW 0GOMOYKOI,

lMpoBepeHo Ha COOTBETCTBME C!

Checked against

JIN-Ne(001986)-(Pr-RU)-200524 Taneyc MeT®, Tabnetku NoOKpbIThie
nneHoyHon oGonouykoit 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogynb
Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723
Cneundmkaums kavecTsa Ha Maneyc MeT®, TaBneTKuU NOKPLITLIE NAEHOYHOM
oBonoykoit 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcus: 17.0

BHyTpeHHUi kog Howmep cepun
HepacdhacoBanHoWn npoaykuun: | 42027187 HepacthacoBaHHoM npoaykuun PS4571
Product Code Bulk Batch Number Bulk
BHyTpeHHUI koA ynakoBaHHOM Homep cepuu ynakoBaHHO#M
NPOSyKUMUN: 44068551 NpoayKuuu: PS61320725
Product Code FDF Batch Number FDF
Ta NPoOU3BOLACTEA:
ﬂ:nufacfgrfng Da?e‘tq 30.07.2025
Pasmep cepum 3a BbIYETOM
Pasmep cepuu: 5972 yn. npo6: R - 5 963 yn.
Batch Size j !
Batch size without samples
2. MONYYEHHLIE PE3YNbTATbI
TEST RESULTS
Ne Mokasarenk* MeTtop ucneitanuii / Tpe6oBaHue PesynbTrar
Parameters Analytical method / Requirement Result
BusyanbHblii OBanbHble TabneTkn co
OBanbHble TabneTk co cKoWeHHbIMW CKOLUEHHbIMW  KpasMK, MOKPbITblE
o Kpasmu, NoKpbITbIE NIeHOYHOK 060N04YKon nneHoyHol  obBonoukoit  TEMHO-
|3 m;ca:::z TEMHO-XETOrO C CEpOBaTLIM OTTEHKOM XENTOr0 ¢ CepoBaTbiM OTTEHKOM
pp ueeTa. Ha ogHoi cTopoHe TabneTku useTa. Ha ogHoli ctopoHe TabneTku
mapkuposka «NVR», Ha apyroii ctopoHe — Mapkuposka «NVR», Ha pgpyroi
«FLO». cTopoHe — «FLO».
BIMX
Bpems yaep1BaHna OCHOBHOTO NWMKa Ha
:;nerqmp_mxauun XpomaTorpaMme UCnbITyeMoro pacTeopa 1
entification CootBeTcTByeT
I ———— AOMKHO COOTBETCTBOBATE BPEMEHU
YAEPXKUBAHUS NMUKa BUNZArMUNTUHA Ha
5 XpoMaTorpamme CTasHAapTHOrO pacTeopa.
B3»KX
Bpemsa yaepxusaHnsa OCHOBHOrO Nuka Ha
- MeTcopmuHa XpomaTorpaMme UCNbITYEMOro pacTeopa 3
rnapoxropug AOMKHO COOTBETCTBOBATL BPEMEHM Coosercrayer
yaepXuBaHna Nika meTcopmMuHa Ha
XpomartorpamMmecTaHAapTHOro pacreopa.
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Ne Moxkasarenk* MeTtoa ucnbitanuii [ Tpeboganue PesynbTar
Parameters Analytical method / Requirement Result
B3XX
He meHee 80% (Q) oT 3asiBneHHoro 100% ot 3asBneHHOro cogepxaHus
cofepxaHua BungarnuntiiHa depes 30 BRTArIunTHHE Yepea 30 M,
3 | Pacteopenue MUHYT
Dissolution He meHee 80% (Q) oT 3asiBNEHHOro 101% oT 3aaBnNeHHOro cogepxaHus
cogepxaHua meTcopMuHa ruapoxnopraa ;ﬂg qu.ﬁp :nmna THEPOXTIORIAS EpEs
yepes 30 MUHYT. y
Boaa MeTog K. ®uwepa =
* | Wister He Gonee 1,0%. o
B3XKX —_—
202-01 (amug): He Gonee 0,5% et i
Mpumecu 209-01 (UMKNMYECKUiA aMUANH): Py t
P 207-01 - He obHapyxeHa;
Related He BGonee 0,2% EAvHnIHas
ﬁ‘;bj;i’ﬁfs“ ig?{;g;ésbakg;?nunepasm}: HeWAEHTUULMPOBAHHAR NpUMECH
oy : — He obHapyxeHa,
Bunparnuntuxa Eﬁ::g::o: e”g;'ﬁ:gg‘ Czt:)’IZLI.HPOBaHHOM CymMma BCex npumeceil — MeHee
. ¥ o,
5 Cymma Bcex npumeceii: He Gonee 1,0% 8, 1%
B3XX 1-UnanoryaHugux — 0,01%;
1-LlMaHory?Hm|nH: He Bonee 0,02% _ | Ennruunas
- Mpumecu EanHuyiHoi HEABHTU(MUMPOBAHHON | heupeHTUDULMPOBaHHaS npumecs
MeTchopmmHa npumecu: He Gonee 0,]% ’ — He 0BHapyXeHa;
ruapoxnopuaa Cymma Bcex npumeceii: He 6onee 0,6% CymMma Bcex npumeceil — meHee
rx 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OpgHopogHocTh
A03MpPOBaHHbIX BungarnuntuH — BaX AV =
g | eavHuy MeTdpomuHa rugpoxnopug - mMeTos, Eﬁ:’gfg;::;"& Azxncz)'i .
Uniformity of Bapuauum macc AV =11 Aap PHR:
dosage AV <150 :
units
B3XX
Ot 950% po 105,0% sungarnunTuHa oT
KonkuectBentos 3anBMEHHOro coaepaHus
onpepeneHue 98 9%
:qgf,l?_'y — BHyTpeHHWI npenen Ha Boinyck (IRL): He
7 A MeHee  97,9%  BungarnMnTMHa  OT
3asaBMeHHOro cofepXkaHus
B3OXX
;HMELTI?g”“““a Or 950% ngo 1050% wmerdopmusa | 100,5%
Ap PYA rMApoxnopuaa oT 3asBNEeHHOTO COAEPKaHUS.
8 Ynakoeka Mo & Tabnetok B 6nuctep MNA/AR/MBX 1 qu!i;?lsil giTSZis;ﬂiLipaoﬁ
Packing AOMAHIGEN thonE. ¢ponbru. No 5 Gnuctepos emecTe ¢

(Native) Information Print Date:28 August 2025 Page 2 of 5

Business Use Only - ESOPS D2




NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTUyeckuii NacnopT Ha FoTOBYIO npoayKkuuw

Nuuenawn Ha ocylecTenenne npoussoacTea nexkapcTeeHHblx cpeacts Ne00153-NC

00O "Hoeaptuc Hesa"
Poceus, Cankr-Metepbypr,
Hopora B Kamenky, .40, kopn. 3, nutepa A

novartis.neva@novartis.com

KoHTponb kadecTea

Tenedon: +7 812 336 9891

Quality Control
Homep nacnopra: Bepcua:1.0
Certificate number 4-709-0725 Version
Ne Mokasarens* MeTog ucnbitanuii / TpeGosanue PezynbTar
Parameters Analytical method / Requirement Result

Mo 5 6nucTepoe BmMecTe ¢ NUCTKOM-
BKNaabILLeM B KAPTOHHYIO Nauky.
HonyckaeTca Hanuuve KoHTpons nepsoro
BCKPbITUS.

NCTKOM-BKNAABILLEM B KADTOHHYIO
nayky. MpucyTcTByeT KOHTPONbL
Nepeoro BCKPbITHSA.

9 Mapkuposka
Labelling

MepBuyHan BHYyTpeHHAs ynakoBka

Ha 6nuctepe ykasbiBaercs:

1. Toprosoe HaumeHoBaHWe npenapara ¢
npeaynpeauTensHoN MapkMpoekon ®

2. MexayHapogHoe HenaTeHTOBaHHoe
HaumeHosaHue (gybnupyeTcs Ha
AHIMWACKOM SA3bIKE)

3. NloroTun fepxarens perucTpaLoHHoro
YAOCTOBEPEHUA (Ha aHFNUIACKOM S3biKe)

4. llexapcTBeHHas thopma

5. [loanposka

6. Homep cepum

7. [laTa victedeHuns cpoka rogHocTu (B
¢opmare: rogeH go...)

8. llata npouseoacTea

9. [lonyckaeTca HaHEeCeHWUe BHYTPEHHIX
yNaKkoBOYHbIX KOAOB KOMNaHuu. B cnyyvae
npouasoAcTea Ha nnowaake 000
«HoeapTuc Hesa» Ha 6nvcTepe ykasbiBatoT
TONBKO NepemMeHHbIe AaHHble 6e3 ykasaHus
npeguKcoB HoMepa cepumn 1 AaThb!
OKOHYaHWA Cpoka rogHOCTH.

[ara npoussoacTea He ykasbisaeTcs.
BropuuHas ynakoBska (kapToHHas navka)
Ha kapToHHOW nayke ykasbiBaeTcs:

1. Toprosoe HaumeHoBaHWe npenapara ¢
npeaynpeauTensHoin Mapknpoekon ®

2. MexayHapogHoe HenaTeHToBaHHoe
HavMeHoBaHwe (oyBnupyeTca Ha
aHIMACKOM A3blKe)

3. Norotun AepxaTens perucTpauroHHOro
YACCTOBEPEHWS (Ha aHrMMIACKOM SI3bIKe)

4. HaumeHoraHue gepxarens
PerucTpaunoHHore yaocToBepeHus 1
Npoun3BOAMTENS NeKapCTBEHHOro npenapara
(BbINYyCKaIOLLWIA KOHTPONb KayecTsa)

5. Aapec (cTpaHa) aepxartens
PerucTpaunMoHHOro yA0CTOBEPEHUS 1
npousBoavTens NekapcTBeHHOro npenapara
(BbINyCKAOLLWIA KOHTPOMNb KayecTsa)

6. lekapcTBeHHasn dopma

7. HosunpoBka

8. KonuuecTeo nekapcTeeHHoro npenapata 8
ynakoBke

MepBuyHaa BHYTpeHHAS
ynaxkoska

Ha 6nucrepe ykasaHo:

1. ToproBoe HaumeHoBaHWe
npenapara ¢ npegynpeauTensHon
Mapkuposkoii ®

2. MexayHapogHoe
HenaTeHTOBaHHOE HaUMeHOoBaHWe
(aybnupyeTcs Ha aHrnuinckom
A3blke)

3. NloroTun aepxarens
pPerucTpaumnoHHoro yaoCcToBepeHus
(Ha aHrnmiickom s3bIke)

4. NekapcTeeHHas chopma

5. [loanpoeka

6. Homep cepum

7. [laTa ncteueHus cpoka rogHoCTU
(B chopmare: rogeH go...)

8. llata nponseoacTBa He ykasaHa
9.BHYTpeHHWe ynakoBoYHbIe Kofbl
KOMMaHWUM OTCYTCTBYIOT.

Ha Gnuctepe ans Homepa cepum un
AaTbl OKOHYaHWA CpoKa rogHOCTH
yKaszaHbl TONbKO NEpemMeHHbIe
AaHHble 6e3 ykasaHus npedukcos .
[ata npouseoacTBa He ykasaHa.
BropuyHas ynakoeka (KapToHHas
na4ka)

Ha KkapToHHoi nauke ykasaHo:

1. Toprosoe HaumeHoBaHue
npenapara ¢ npeaynpeavTensHoii
MapKnpoBkon ®

2. MexayHapogHoe
HenaTeHTOBaHHOE HauMeHoBaHWe
(aybnupyeTcs Ha aHrnniicKom
A3bike)

3. Nlorotun gepxatens
PerucTpaumnoHHoro ya0cToBepeHus
(Ha aHrnuiickom si3blke)

4. HaumeHoBaHwe aepxartens
pervucTpaunoHHero ya4ocToBEpEeHUs
W NPOU3BOAMTENSA NEKapCTBEHHOro
npenapara (BbInyCKatoLLWiA
KOHTPOIb Ka4ecTBa) J
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Ne MNokasatens* MeTtog ucnbitanuii | TpeGoBanue PesynkTtar
o Parameters Analytical method / Requirement Result
9. HaumeHoBaHua 1 cogepxaHus 5. Agpec (cTpaHa) fepxartens
[eViCTBYIOLUMX BELLECTB PErMcTpaunoHHOro YAoCTOBEepeHus
10. Ycnoeusi xpaHeHus 1 NPON3BOAUTENS NEKapCTBEHHOro
11. MNyTb BBEAEHUSA npenapara (BbinycKatoLuia
12. Yenoews oTnycka KOHTpOnNb KavecTea)
13. MNpeaynpeaunTensHsie Haanucu: «Cnocob | 6. JlekapcTeeHHas opma
NPUMEHEHUN: CM. NINCTOK-BKNAAbILL», 7. Noaupoeka
«XpaHuTb B HEAOCTYNHOM ANA AeTeit MecTe» | 8. KonmuecTso nekapcTBEHHOro
14. Homep cepun npenapara B ynakoske
15. Oara npoussoacTea 9. HaumeHoBaHUA 1 coaepXaHus
16. [lata ucteyeHuna cpok rogqHocTu (B OenCcTBYIOWNX BELLECTB
topmare: rogeH Jo...) 10. Ycnosus xpaHeHus
17. Wrpmx-kon 11. Nyt BBEACHNA
18. [lonyckaeTcsa HaHECEHWE BHYTPEHHIX 12. Ycnosusa otnycka
ynakoBOYHbIX KoA0B [ononHUTENbHO MOryT 13. MpegynpeavTencHble HAANUCH:
ObITb HaHECEeHb! CpeacTBa MaeHTUMKaLUA «Cnoco6 npUMeHeHWs: CM. NMUCTOK-
ANA MOHUTOPWHIA ABWKEHWUA NEKapPCTBEHHbIX | BKNAAbIW», «XpaHWUTb B
npenaparos OT NPOM3BOAUTENS A0 HEOCTYNHOM ANS AeTel MecTe»
KOHeyYHoro notpebutens (HaHeceHue 14. Homep cepun
BO3MO)KHO C UCMOMb30OBAHUEM CTUKepa). 15. [lata npousBoacTea
16. [lata ncreyeHus cpok roqHocTH
(B chopmare: rogeH go...)
17. WTtpux-kog
18. HaneceHb! BHYTPEHHME
ynaKoBOYHbIE KOAbI.
HononHuTensHo HaHeceHb!
cpeacTea uaeHTUdVKaUMn ans
MOHWUTOPWHIa ABUKEHUA
nekapcTBEHHbIX NpenapaToe oT
npou3BoAVNTENA A0 KOHEYHOro
notpebutens (6es Ucnonb3osaHUA
CTUKepa).
10 ggf;gz""e Mpw TemMnepartype He Bbiwe 30°C,
CpoK rogHoCTH
(MepuopnyHocTL
11 | koHTpons) 2ropa 2 rofa (30.06.2027)
Shelf life (Frequency
of control)

* - MNokasarens ﬁMHKpOGHOﬂOI‘M‘lBCKEﬂ HucToTa» He ABARETCH PYTUHHBIM METOAOM aHanuaa u MoXeT OTCYTCTEOBATL B

nacnopTe KOMnaHuu.
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3. 3AKNIOYEHUE
CONCLUSION

NekapcTeeHHbIii npenapat Maneyc MeT®, TabneTku NOKPbITLIE NAEHOYHON 0BONOYKOW, 50 mr + 1000 mr Ne30,
Homep cepun PS61320725 cooTseTcTByeT TpeGoBaHUAM HOpMaTUBHOM AoKyMeHTaLuy TT71-Ne(001986)-(PT-
RU)-200524 Mansyc MeT®, TabneTku NoKpbITEle NneHouHo 06onoyko 50 Mr + 500 M, 50+-850 Mr, 50 + 1000°
mr Moayne Mapkuposka J11-Ne(001986)-(Pr-RU)-270723.
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