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1. OBLWASA UHOOPMALIUA
GENERAL INFORMATION

lansyc MeT® TabneTku, NoKpbITLIE NNEHOYHON 060n0ukon, 50 Mr + 850 mr
Ne30

HaumeHoBaHWe NpoayKuum:
Product Name

NN-Ne(001986)-(Pr-RU)-200524 Tlansyc Met®, TabneTku nOKpbIThE
nneHo4Ho o6onoykoin 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb

Mposepeto Ha cooTeercTaMe C: Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723

Shioapals Cneuundbrkaums kauecTsa Ha Mansyc MeT® TabreTku, NOKPLITLIE NIEHOYHO
oGonoukoi 50 mr + 850 mr Ne 30 SPEC_FDF 00080123, Bepcus: 17.0.
BHYTpeHHWIA Ko, Homep cepumn
HepacthacoBaHHOI npoaykumm: | 42027186 HepacdhacoBaHHON npoaykuun PW6480
Product Code Bulk Batch Number Buik
BHYTpeHHUI Ko ynakoBaHHOM Homep cepum ynakoBaHHO
npoayKuun: 44068550 npoayKuum: PX14141125
Product Code FDF Batch Number FDF
ara NpoU3BOACTEa:
ﬁanufac!ﬂrfng Date 13.11.2025
5 Pazmep cepuu 3a BbiYeTOM
g:}g?;%cepuu. 7 058 yn. npo6: 7 049 yn.
Batch size without samples
2. NMONYYEHHLIE PE3YNbLTATbI
TEST RESULTS
Ne lNMokazarens* MeTtoa ucneitaluii / TpeGosanne PesynbTar
Parameters Analytical method / Requirement Result
BuayanbHsbiii OBankHble TabneTtkm co
OBankHbie TabNeTkn Co CKOLLEeHHLIMW CKOLUEHHbIMW  Kpasmui, MOKpbITkie
Onucanue KpasiMu, NoKpbIThbie NNEHOYHON 060MoYKon NNEHOYHOW 0BONOYKOIA XenToro co
1 Abpearsnce )KenToro co cnabblM cepoBaThiM OTTEHKOM cnabbiM  cepoBaTtbiM  OTTEHKOM
useta. Ha ogHoit cTopoHe TabneTku useTa. Ha oaHol ctopoHe TabneTku
mapkuposka «NVR», Ha apyroii cTopoHe — mapkupoBka «NVR», Ha papyroi
«SEH». cTopoHe — «SEH».
B3XX
Bpewms yaepXvBaHua OCHOBHOrO NuKa Ha
ggﬁ;;ggg:a“"" XpomMarorpamme WUcnbITyeMoro pacteopa 1 CooTeercrayer
- BARAAITMNTUN HAOIMKHO COOTBETCTBOBATL BPEMEHM
yAepKMBaHUA NKa BungarnMntHa Ha
2 XpomMarorpaMme CTaHAapTHOro pacTeopa.
B3IXX
Bpems yaepxuBaHUa OCHOBHOMO NK1Ka Ha
- MeTtchopmuHa XpomarorpamMmMe UCMbITYeMoro pacTteopa 3
ruapoxnopug BOMKHO com‘ae-rcraoaa);b BpEeMeH! ; bRt e
yAepXxuBaHus nuka metchopmMrHa Ha
XpomarorpaMmecTaHaapTHOro pacTeopa.
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Ne Mokasarens* MeTop ucneitanuii | Tpebosanue Pezynbrar
Parameters Analytical method / Requirement Result
B3IXX .
He meHee 80% (Q) ot 3asiBneHHOro 23 % ;;;?:::;ﬂ:og ggﬁﬁra'ﬁ“ﬁ
coaepxaHua BungarnuntuHa vyepes 30 nA P T,
3 chmopeuue MUHYT %
Dissolution He meHee 80% (Q) oT 3asBMNeHHOro :ngr JOOTM:iHa:aB?:HHg;ﬁgofe:ﬁ:'*::
cofepxaHua meTcopmrHa rmapoxnopuaa 30 anp-r AP PUA P
yepes 30 MUHYT. y
4 | Bopa Metog K. ¢MI.I;IEpa 0,3%
Water He 6onee 1,0%.
B3MX o/ -
202-01 (amup): He BGonee 0,5% ggg:g: :r:?%igj ;ﬁéna‘
Mpumecn 209-01 (LMKNMYECKUA aMUaNH): Py 6
4 207-01 - He oBHapyxeHa;
Related He BGonee 0,2% Emiiiiian
%ubsta:cces- 5223; e(guaxg;{}onunepasnu) : HeNAEHTUUUMPOBaHHaA npUMech
pumecu - " — He oBHapyxeHa;
B“nnarn“"mﬂa EﬂHHHqHOH He“,[leHTMCbHLIMpOBaHHOH 2 -
npuMeck: He Gonee 0.2% g)fln‘;ua BCEX npumecei MeHee
5 Cymma Bcex npumeceit: He Gonee 1,0% ——
BOXX 1-LinaHoryanuant — meree 0,01%:
1-LnaHoryanuauvH: He Gonee 0,02% EauHUuHas
- Mpumecu EAnHnyHori HEUREHTVDMUMPOBAHHO | HeypeHTUGMLMPOBAHHES NpUMECs
MeTdopmuna npumecu: He Bonee 0,:! Yo — He oGHapyxeHa;
ruppoxnopuaa Cymma BCeX npumecen:. He Bonee 0.6% CyMM& BCEX npmmeceﬁ — MeHee
X 0,05%;
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OpHopogHOCTL
A03MPOBaHHbLIX BungarnuntuH — B3XX . -
g | eAvHUY MetdhomuHa rugpoxnopua - metoa ag‘gaaggﬂf‘;”:" A\;xn;’?ﬂ )
Uniformity of Bapuaumm macc AV =19 it IR
dosage AV =150 '
units
B3XX
KonuuectesenHoe | OT 950% pgo 105,0% BungarnuntuHa oT
onpeaenexue 3anBMEHHOro coaepKaHus 98 7%
Assay BHyTpeHHWit npepen Ha Boinyck (IRL): He e
7 | - Bungarnunrux MeHee 97,8% BUNgarnunTuHa oT
3asBMNEHHOTO cofiepXKaHus
B3»X
: Me;‘fﬁg””“a Or 950% g0 1050% metchopmuna | 98,7%
wap PYA rMapoxnopuaa ot 3asBNeHHOro CoaepKaHus.
YnakoBka lNo 6 Tabnetok B 6Gnvctep MA/ARMBX 1 Mo 6 TaGnerok 5 Gnuctep "
8 : 5 MNA/ARMBX 1 antoMUHWEBOIA
Packing anoMuH1UeBol chonbri. donbrit

(Native) Information Print Date:27 November 2025

Page 2 of 5

Business Use Only  ESOPS D2




NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0
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Ne MokasaTens* MeTtog ucnbiTanui / Tpe6oBaHue Pesynbrar

Parameters Analytical method / Requirement Result

[0 5 BNMCTEPOB BMECTE C NNCTKOM- Mo 5 6nucTepos BmecTe ¢
BKNaAbILLEM B KAPTOHHYIO Mauky. NUCTKOM-BKNAAbILLEM B KAPTOHHYO
[HonyckaeTca Hanuuue KOHTPOMs NEepPBOro navky. MNpucyTcTByeT KOHTpOnbL
BCKPbITUS. NepBOro BCKPbITHA.
lepBuYHas BHYTPEHHSAA ynakoBKa MepeuyHas BHyTpeHHsA
Ha 6nuctepe ykasblsaeTcs: yrnakoBka
1. Toprosoe HanmeHOBaHWe npenapara ¢ Ha 6nwucrepe ykasaHo:
npeaynpeavTensHon Mapkupoekoi ® 1. Toprosoe HaumeHoBaHue
2. MexayHapogHoe HenaTeHToBaHHoe npenaparta ¢ npeaynpeanTensHon
HaumeHoBaHue (aybnupyeTcs Ha MapKkuposkoin ®
aHIMNACKOM A3bIKE) 2. MexxpayHapogHoe
3. llorotun gepxatens perucTpaumMoHHoro HenaTeHToBaHHOE HauMeHOoBaHue
YAOCTOBEPEHUA (Ha aHIMUIACKOM A3bike) (BybnupyeTca Ha aHrnuiickom
4. lekapcTeeHHan dopma A3bIKe)
5. Joanposka 3. Nlorotun gepxartens
6. Homep cepun PEerncTpaLmoHHoro ya0cToBepeHmna
7. [lata ucteyeHna cpoka rogHocTh (B (Ha aHrNUIACKoM a3bIKe)
cdopmare: rogeH go...) 4. lekapcTBeHHas dopma
8. [lata npownsBopcTBa 5. [loanposka
9. [lonyckaeTca HaHeceHue BHYTPEHHWX 6. Homep cepun
yNakoBoOUHbIX KOZOB KoMnaHuu. B cnyvae 7. [aTa ncreyeHus cpoka rogHocTu
npouseoAcTBa Ha nnowaake 000 (B hopmarte: rogeH ao...)
«HoeapTuc Hesa» Ha 6nmuctepe ykasbiBaloT | 8. [lata Npon3BoACTBa He yKasaHa
TONBKO NepemMeHHble JaHHble 6e3 ykasaHus 9.BHyTpeHHne ynakoBoYHble koapl
npecukcos Homepa cepun 1 aaTbl KOMMaHWK1 OTCYTCTBYHOT.

9 MapkupogBka OKOHYaHUA CpoKa rogHoOCTU. Ha 6nuctepe ana Homepa cepum u

Labelling [ata nponasofcTBa He ykasblBaeTcs. AaTbl OKOHYaHWA CpoKa rofgHOCTK

BropuyHas ynakoBKa (KapTOHHas navka)
Ha kapTOHHOI Nayke ykasbiBaeTcs:

1. ToproBoe HauMeHOBaHWe npenapara ¢
npegynpeauTenbHon Mapkupoekoli ®

2. MexxayHapogHoe HenaTeHToBaHHoe
HanMeHoBaHue (AybnupyeTcs Ha
aHrnunckom siabike)

3. lloroTun Aepxarens perucTpauuoHHoro
YAOCTOBEPEHUS (Ha aHITIUIACKOM A3blke)

4. HanmeHoBaHWe gepxaTens
perucTpaunoHHoro yAoCTOBEPEHUNA 1
NpPoM3BOAUTENSA NEKapCTBEHHOro npenapara
(BbINYCKAIOLLMIA KOHTPOSb KaYecTea)

5. Appec (cTpaHa) aepxartens
perncTpaLmoHHoro y40CTOBEPEHUS 1
NPOWM3BOAWTENA NEKapCTBEHHOrO Npenapara
(BbinycKaoLWWIA KOHTPOIb KavyecTsa)

6. llekapcTBeHHas copma

7. Noanposka

8. KonuyecTeo nekapcTBeHHOro npenapara B
ynakoske

yKasaHbl TONbKO NepemMeHHbIe
AaHHble 6e3 ykasaHus npedukcos .
[Hata npoussogcTsa He ykasaHa.
BropuuHas ynakoBka (KapToHHas
navka)

Ha KapToHHOW nayke ykasaHo:

1. Toprosoe HaumeHoBaHue
npenapara ¢ npeaynpeauTensHoi
MapKupoBKoii ®

2. MexayHapogHoe
HenaTeHToBaHHOE HauMeHoBaHMe
(ay6nupyeTcs Ha aHrnuiUcKom
A3bIKE)

3. NoroTun gepxaTtens
PEerncTpaunoHHoOro yaoCcToBepeHus
(Ha aHrnuicKkom a3bike)

4. HanmeHoBaHne gepxarens
perncTpaymnoHHoro yaoctTosepeHus
1 NPOV3BOAWUTENA NeKapCTBEHHOro
npenapara (BbiNyCKaroLLWii
KOHTpOnb KavyecTsa)

(Native) Information Print Date:27 November 2025

Page 3 of 5

Business Use Only - ESOPS D2




U

NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTUYeCcKuii NacnopT Ha rOTOBYIO NPOAYKLMIO

JlnueHana Ha ocyllecTeneHne NPOM3BOACTBA NEKapPCTBEHHLIX cpeacTs Ne00153-NC

000 "HosapTuc Heea"
Poccun, Cankr-MNeTepbypr,
Hopora B Kamenky, 4.40, kopn. 3, nutepa A

TenechoH: +7 812 336 9891
novartis.neva@novartis.com

KoHTponb kayecTBa

Quality Control
Homep nacnopra: G0 Bepcus:1.0
Certificate number 4-994-1125 Version
Ne Mokazarene* MeTtoa ucnbitadui / TpeboBaHue PesynbTar
Parameters Analytical method / Requirement Result

9. HaumeHoBaHus 1 cogepaHus
AeicTBYIOLUNX BELLECTB

10. YcnoBusa xpaHeHus

11. NyTb BBEASHUA

12. Ycnosua otnycka

13. MNpeaynpeautensHble Hagnuck: «Cnocod
NMPUMEHEHUA: CM. NTUCTOK-BKMAABILLY,
«XpaHuUTb B HEJOCTYNHOM ANs AeTel MecTe»
14. Homep cepumn

15. [lata npousBoacTBa

16. [laTta ncreyeHusa cpok rogHocTu (B
dopmare: rogeH go...)

17. WTpux-kog

18. OonyckaeTcs HAaHECEHWE BHYTPEHHIX
YNaKoBOYHbIX KOA0B

[HononHutensHo MoryT 6biTh HAHECEHBI
cpeacTea uaeHTUUKaUMM AN MOHUTOPUHra
ABWXEHWA NekapcTBEHHbIX NpenapaTos oT
NPoOV3BOAUTENS A0 KOHEeYHOro noTpebutens
(HaHeceHWe BO3MOXHO € UCMONb30BaHWEM
cTuKepa).

5. Appec (cTpaHa) gepxartens
PEerucTpaLmoHHOro yAOCTOBEPEH S
¥ NPOU3BOAUTENSA NEKAPCTBEHHOIO
npenapara (BbInyCcKarLWmii
KOHTPOMb KayecTsa)

6. lekapcTBeHHas gopma

7. [loavpoeka

8. KonuyecTBo nekapcTeeHHoro
npenapaTa B ynakoBke

9. HaumeHoBaHuUs 1 cogepxanns
AeNCTBYIOLNX BELLECTB

10. Yecnosusi xpaHeHus

11. MyTb BBEAEHUSA

12. Ycnosusa otnycka

13. MNpepynpeauTentHbIe HAANUCH:
«Cnocob npuMeHeHWs: CM. NUCTOK-
BKNaAbil», «XpaHuTb B
HeAOCTYNHOM ANs AeTel MecTe»
14. Homep cepun

15. [lata nponssogcTea

16. [lata ucreyeHns CpoK TOAHOCTU
(B chopmare: roaeH go...)

17. Wrpux-kog,

18. HaHeceHbl BHYTpeHHue
ynakoBOYHbIE Kogbl.
HononHuTensHo HaHeceHb!
cpeacTBa aeHTUUKauum ans
MOHUTOPWHIa ABUKEHUA
NeKkapcTBEHHBIX NPenaparTos oT
NPoU3BOAUTENS A0 KOHEYHOrO
notpebutens (6es ncnonb3oBaHus
cTukepa).

10 XpaHeHue
Storage

Mpu TemnepaType He Boiwe 30°C.

Cpok rogHocTu
(MepuoguyHoCcTL
11 | koHTpons)

Shelf life (Frequency
of control)

2rona

2 ropa (31.10.2027)

* - MNokaszartens GMHKPOGMODOFH'-IECKaﬂ YUCTOTa» He ABNAETCA PYTUHHBIM METOAOM aHanu3a U MOXeT OTCYTCTBOBaTL B

nacnopTe KoMnaHwu.
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3. 3AKMIOYEHUE
CONCLUSION

IlexkapcTBeHHbIl npenapar Maneyc MeT®, TabneTkn NOKpbIThlE NMeHouHol obonoykor, 50-mr + 850 mr Ne30,
Homep cepun PX14141125 cooTBeTcTByeT TpeboBaHUAM HOPMATUBHOM AokymeHTawwm JIF1-Ne(00 1986)-(PIr-R U)-
200524 Mansyc MeT®, TabneTku NOKPLITHIE MNEHOYHOI 060M0YuKoA 50 Mr + 500 mr, 50 + 850 mr; 50 1000 mr

Mogayne Mapkuposka J1M-Ne(001986)-(PI-RU)-270723. ' 3 /Y
Crapwwin  cneuuanuct  no _ ol
Yrsepann | oumonio kavectea Anekcees B.O. | 52 \\. Ra}Novan
Approved by \
HomwHocTs (Position) @O (Full name) SarayUatey ™o
Version Description of change -
(Bepcus) (Onucanue nsmeHeHui)
1.0 Hoeblil nacnopt
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