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1. OBLIAA UHOOPMALIUA

GENERAL INFORMATION

HaumeHoBaHue npoaykuun:

Product Name

50 mr + 1000 mr Ne30

[aneyc MeT® TabneTku, NOKPLITLIE MSIEHOYHOR 0BOMOYKON,

MpoBepeHo Ha COOTBETCTBMUE C!

Checked against

nneHoyHol obonoukoit 50 mr + 500 wmr,

JIM-Ne(001986)-(PT-RU)-200524 [ansyc Met®, Tabnetku MOKpbITbie

50 + 850 mr, 50 + 1000 mr Moayrnb

Mapkuposka J1M-Ne(001986)-(PI-RU)-270723
Cneuudukaums kauecTsa Ha 'ansyc MeT®, TabneTkun NoKpPbITLIE NIEHOUHOMR
obonoukoti 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcus: 16.0

BHyTpeHHuit ko Homep cepuu
HepacdacosaHHOM npoaykuun: | 42027187 HepacdacoBaHHOt npoaykumu PE2821
Product Code Bulk Batch Number Bulk
BHyTpeHHUI KOg YNnakoBaHHOW Howmep cepum ynakoBaHHoi
nNpoayKunn: 44068551 npoayKuuu: PJ28730125
Product Code FDF Batch Number FDF
Dara npoussogcrTsa: 20.01.2025
Manufacturing Date =~
Paamep cepuu 3a BbiNeTOM
gasme_p el 5888 yn. npoo: . 5879 yn.
atch Size . )
Batch size without samples
2. NONYYEHHDLIE PE3YJILTATh!
TEST RESULTS
Ne lMokazarenn* Meron ucnbrranui / Tpe6oBaHue Pesynbrar
ok Paramefers Analytical method / Requirement Result
BusyanbHblii OsarnbHble TabneTku co
OsanbHble TabnNeTkn CO CKOLLEeHHbIMK CKOLUEHHBIMN  KpasiMi, MOKpbIThbIE
Onucanme Kpasmu, NoKpbITele NNEHOYHOW 06004KOMN M1eHOMHON  0BONOYKOW  TeMHO-
1 % opEarsice TEMHO-XENTOro C CepoBaThiM OTTEHKOM KENTOro C CEepoBaThbiM  OTTEHKOM
useta. Ha ogro# cropoHe TabneTkn uBeTa. Ha ogHol ctopoHe TabneTku
Mapkuposka «NVR», Ha Apyro ctopoHe — mapkupoBka «NVR», Ha ppyroi
«FLO». cropoHe — «FLO».
B3»KX
Bpems yaepxusaHns 0CHOBHOTO nnka Ha
I,?j.qeﬂ'r‘mp'ukauun XpoMaTtorpamme UcnbITyeMoro pacreopa 1
entification CootBeTcTByeT
= Byt ShRTH AOMKHO COOTBETCTBOBATL BPEMEHU
YAEPXUBAHUA NVKa BANGArNMNTUHA Ha
2 XpomMaTorpamme CTaHgapTHOrO pacTeopa.
B3XX
Bpems yaepxusaHus OCHOBHOFO Nuka Ha
- Metdopmumna Xpomarorpamme UCNbITYeMoro pacTeopa 3 CooTsercreyer
riapoxnopug JAOMKHO COOTBETCTBOBATL BPEMEHU

YASPKUBAHNA NUKA METHOPMUHA Ha
XPOMaTOrPaMMECTaHAaPTHOrO PacTBopa.
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Ne Nokasarens* MeToza ucniirauuii / TpeGoBanue PesynbTar
. Parameters Analytical method / Requirement Result
B3»KX 9
He menee 80% (Q) oT 3asBneHHoro 23}? A ac:_ ;::::: ae 3::;2 gg‘ffxiwﬂ
coAepxXaHuA BungarnuntuHa Jyepes 30 y
3 | PacTBopenue MUHYT e
i 7 T 3asBAEHHOrO CoAepXaHus
Dissolution He MeHee 80% (Q) OT 3asiBrIEHHOTO e qgopMMHa i v‘?n:uepea
cofepxaums MeTdopmuHa ruapoxnopmnaa 30 MUHVT
yepes 30 MUHYT. y
Boga MeToa K. duinepa 5
4 Water He Gonee 1,0%. Beese
B3XKX o/
202-01 (amup): He Gonee 0,5% 38381 B ::Z::: g}é’ :
Mpumecw 209-01 (LMKRMYECKUI aMUAUH): 207-01 — e 06Ha;;yx:éna'
Related He Gonee 0,2% EMHIaHEs !
substances- 207-01 (AMKeIonmnepast). HeMAEHTUULIMPOBAHHAS MPUMECH
Mpumeck Ee Bonc=0;2% ® , — meHee 0,1%;
Bunnarn“n'r““a AUHNYHON HeUASHTUEULIMPOBAHHOW ! ! o
npuMeck: He Gomee 0 2% OCzlgllma BCEX npumeceil — MmeHee
5 Cymma Bcex npumeceir: He Gonee 1,0% R
BIXX 1-UnaHoryaruamH — 0,01%;
1-Uunaroryaruavs: He Gonee 0,02% EauHuuHas
- Npumeck EnnnnuHon HeUAEHTUDNLNPOBAHHON HEMAEHTUDULMPOBaHHAA NPUMECh
MeTCbopMMHa npuMecn: He 6onee 0,] % — He °6Hapy}KeHa;
ruapoxsnopuaa Cymma Bcex npumeceis: He Gonee 0,6% Cymma BCEX npumeceil — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — He oGHapyxeHa
OpHopoaHOCTL
A03UPOBaHHLIX Bungarnuntun — B3XX Bun . _
parnantun: AV = 2,1
eauHuLy MeTgomuHa ruapoxnopug - meton )
: Uniformity of Bapviaumm macc X’ST’? ':MHa TApOXnopuA:
dosage AV =150 ’
units
B3»KX
Or 95,0% po 105,0% sungarnunTHa OT
KonuyecrBeHHOe ! ’
onpenenetne 3aABNEHHOTO coaepxaHns 100.0%
Assay = ’
] BHyTpenHuit npegen Ha Bbinyck (IRL): He
7 EXIRARTHTHH meHee  97,9% BUnaarnunTuHa or
3aABJIEHHOTO cofepXaHus
B3KX
i Ot 950% g0 1050%  wmeTchopmuna | 99,8%
ap puA rMapoxXnopuaa oT 3asBNEHHOIO COLEPXaHUNA.
Mo 6 Tabnetrok B 6nmcTep
YnakoBka [o 6 Tabnetox B 6nuctep NA/ANMIBX n _
: Packing arnoMuHMeBoi honbru. [AANTIBX u amiomtnesoit

donkru. Mo 5 6nuctepos BMecTe ¢
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Ne MNokazatenn* MeTtop ucnbitaHui / Tpe6oBaHue PesynbTtar
= Parameters Analytical method / Requirement Result
Mo 5 6nncrepoB BMecTe ¢ NMCTKOM- NIUCTKOM-BKNaAbILLEM B KAPTOHHYIO
BKNaAbILLEM B KAPTOHHYIO nadky. nauky. NpucyTcTBYET KOHTPOSb
[oryckaetcs Hanuume KOHTpons nepeoro nepBoro BCKPbITUS.
BCKPbITUS.
MepBuuHas BHYTPEHHSss ynakoska lNepBuuHas BHYTPEHHSS
Ha 6nucrepe ykasbiBaeTca: ynaKkoBka
1. ToproBoe HaMmeHoOBaHue fpenapaTa ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTensHon Mapkuposkoin ® 1. Toproeoe HaMmeHoBaHne
2. MexxayHapogHoe HenaTeHToBaHHOe npenapara ¢ npegynpeanTensHoi
HanmeHosaHue (ay6bnupyeTcs Ha MapKUpOBKOW ®
aHrMMIACKOM Ai3biKe) 2. MexpgyHapogHoe
3. NNoroTun fepxaTenst perucTpaUMoHHOrO | HEMaTeHTOBaHHOE HaUMEHOBaHME
YAOCTOBEPEeHUs (Ha aHrNUACKOM SA3bIKe) (By6rmpyeTcs Ha aHImMUIACKOM
4. NlekapcrseHHas hopma AA3blike)
5. [loauposka 3. floroTun pgepxarens
6. Homep cepum perncTpaLmnoHHoro yAoCTOBEPEHNS
| 7. OaTa ucreueHus cpoka roqHocTy (B (Ha aHrnuiickom s3bike)
dopmare: rogeH fo...) 4. JlekapcreeHHasn hopma
8. fata npoussoacTea 5. [losanpoBka
9. [lonyckaeTcs HaHeceHWe BHYTPEHHUX 6. Homep cepuu
yNakoBOYHbBIX KOZOB KoMnaHun. B cnyuyae 7. NaTa ncteueHus cpoka rogHoCTH
NpousBoAcTBa Ha nnowagke 000 (B hopmarte: rogeH fo...)
«HosapTuc Heea» Ha GnucTepe ykaswiBaioT | 8. [lata NnpousBOACTBa He yKasaHa
TOMBLKO NEepeMeHHble AaHHble 6e3 ykasaHus 9.BHyTpEHHMe yNakoBOYHblE KOAbI
npegurKcos Homepa cepuu U gaTbl KOMMaHUW OTCYTCTBYIOT.
9 Mapkupogska | okoHuYaHWA cpoka rogHocTw. Ha 6nucrepe ans Homepa cepum 1
Labelling [ara npoussoacTsa He ykasbiBaeTcA. JAaTbl OKOHYaHWA CpoKa rofHOCTM

BTopuuHas ynakoBKa (kapTOHHasi nauxa)
Ha kapToHHOW nauke ykasbiBaeTcs:

1. Toprosoe HavmMeHoBaHuWe npenapara ¢
npeaynpeauTenbHoi MapkupoBkon ®

2. MexgyHapoaHoe HenareHToBaHHoe
HauMmeHoBaHue (Ay6nupyercs Ha
aHrNUNACKOM A3blke)

3. JNloroTun pepxarens perncTpaLoHHoOro
YAOCTOBEPEHWNs! (Ha aHINIACKOM A3biKe)

4. HanmeHoBaHue aepxatens
perncTpaumnoHHOro yAOCTOBEPEHUA U
NPOM3BOAUTENSA NEKAPCTBEHHOrO Npenapara
(BbINyCKaOLLWA KOHTPONb kKavecTsa)

5. Aapec (cTpaHa) gepxarens
PEerncTpaLmnoHHOro yA0CToBEpeHns 1
NpPou3BOAUTENS NeKapcTBEHHOro npenapatra
(BLINYCKAOLLUIA KOHTPOSb KA4ecTBa)

6. lNekapcTBeHHas opma

7. Dosnposka

8. KonuyecTtBo neKkapcTBEHHOTO Npenapara B
ynaxkoBke

yKasaHbl TONbKO NepeMeHHble
AaHHble 6e3 ykasaHua npeduKkcos .
Hata npounsBoacTBa He ykasaHa.
BropuuHas ynakoBka (KapToOHHast
navka)

Ha xapToHHOI nayuke yKaszaHo:

1. Toprosoe HauMmeHoBaHWe
ripenapata ¢ npeaynpesMTensHoON
Mapkuposkoi ®

2. MexpgyHapogHoe
HenaTeHToBaHHOE HavMeHOoBaHue
(aybrmpyeTcs Ha aHrnuACKoM
A3bIKe)

3. NoroTun gepxarens
PerucTpaLnoHHOro YA0CTOBEPEHUN
(Ha aHrnuiickoM A3bike)

4. HaumeHoBaHWe aepxatens
PErncTPaLMoOHHOro YACCTOBEPEHUS
VI MPOU3BOAUTENS NNEKAPCTBEHHOIO
npenapara (BbINycKaloLLuia
KOHTpOIb KavecTsa)

(Native) Information Print Date:13 February 2025

Page 3 of 5

Business Use Only « ESOPS D2




NOVARTIS Doc No. : FRM-8015490

Form to SOP-8013721 Version ; 6.0

AHanuTH4ecKUi NAcMopT Ha FOTOBYIO NPOAYKUMIO

Nuvuensna Ha ocyulecTBnEHNe NPOUBOACTBA JleKapcTaeHHbIX cpeacTs Ne00153-1IC 000 "HosapTuc Hesa"
Poccus, Cankr-Merepbypr,
[Hopora 8 Kamenky, .40, kopn. 3, nutepa A

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

KoHTponk kadecrsa

Quality Control

Homep nacnopra: Bepcua:1.0

Certiﬁcapte numberp 4-26-0125 Vergion

Ne Mokasarens* MeTtop ucnbitaduin / Tpe6osanme Pesynsrar
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9. HaumeHoBaHusa 1 cogepxaHus 5. Anpec (cTpaHa) aepxatens
JeiCTBYIOLLMX BeecTB perncTpauuoHHoro yaocToBepeHns
10. Ycnosusi xpaHeHus ¥ IPOU3BOAKTENA NEKAPCTBEHHOrO
11. MNyTe BBEACHUA npenapata (BbinycKaowmi
12. Ycnosus otnycka KOHTPOMb Ka4ecTBa)
13. MNpegynpepuTtenbHbie haamnvey: «Cnocob | 6. flekapcTeeHKan opma
NPUMEHEHWA: CM. MUCTOK-BKNAAbILLY, 7. Oosnposka
«XpaHuTe B HEJOCTYNHOM ANA AeTeil mecTe» | 8. KOMMUeCTBO NeKapCTBEHHOro
14. Homep cepum fipenaparta B yrakoBke
15. Oata nponssoacrea 9. HaumeHoBaHus 1 cogepaHus
16. [laTa ucreveHns cpok rogHocTy (B JIENCTBYIOWMX BELLECTB
dopmate: rogeH go...) 10. Ycnosus xpaHerusi
17. Wrpux-kon 11. MyTb BBEACHUA
18. [lonyckaeTcst HaHeCEHME BHYTPEHHUX 12. Yenosus otnycka

yNakoBOYHBIX KOAOB JlononHUTensbHO MoryT | 13. MNpegynpeanuTesbHble HaanucK:
ObITb HaHeCeHbl cpeacTa naeHTdukaumm | «CnocoBd NPUMEHEHMN: CM. NNCTOK-
ANst MOHWTOPWHIa OBYWKEHNSA NEKapCTBEHHBIX | BKNAAbIWY», «XpaHUTh B

npernapaTos OT NPOU3BOAUTENS A0 HEeAOCTYNHOM ANA AeTeil MecTe»
KoHeuHoro notpeburens (HaHeceHue 14. Homep cepum
BO3MOXHO € MCMONMb30BAHWEM CTUKEPA). 15. [lata npousBoacTea

16. [lata ucTeueHns: Cpok roqHocTH
(B dhopmare: rogeH A0...)

17. Wtpux-kon

18. HaHeceHbi BHYyTpeHHue
YMAKOBOYHbBIE KOAbI.
JononHutensHo HaHeceHsI
cpeacTsa uaeHTudUKaLmm ans
MOHUTOPWHIa ABWXEHUA
feKapcTBEHHbIX NpenapaToBs OT
npoussoaunTens 40 KOHEYHOro
notpeburens (6e3 ucnonb3cBaHus
cTuKepa).

10 XpaHenue

Storage Mpv Temneparype He Bbiwe 30°C.

Cpok rogHoCTH
(MepuoanuHoCTL
11 | koHTpons) 2 roga 2 ropa (31.12.2026)
Shelf life (Frequency
of control)

* - Nokasarenb «MVIKPOGVIOJ'IOI’VNECKaFI YUCTOTa» He ABNAETCHA PYTUHHBIM METOLOM aHannsa n MOXeT OTCYTCTBOBaTbL B
nacnopTe KomMmrnarunu,

(Native) Information Print Date:13 February 2025 Page 4of 5 Business Use Only « ESOPS D2




NOVARTIS Doc No. : FRM-8015490

Form to SOP-8013721 Version : 6.0

AHanuTnyeckuil NacNopT Ha FOTOBYIO NPOAYKLUIO

Jlvuexsna Ha ocywecTBNeHe NPOU3BOACTBA NEKapCcTBeHHbIX cpeacts Ne00153-11C 00O "HoBapTuc Hesa"
Poccus, Cankr-NeTepbypr,
Hopora 8 Kamenxy, A.40, kopn. 3, nurepa A

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

KoHTpornk kauecTsa

Quality Control
Homep nacnopra: re Bepeus:1.0
Certificate number 4-26-0125 Version
3. 3AKIMIOYEHUE
CONCLUSION

JNexapcTeeHnbi npenapat Maneyc MeT®, Tabnerku NoKpbiTsie NNEHOYHOW 060mnouKkoi, 50 mr + 1000 mr Ne30,

Homep cepun PJ28730125 cooTeeTcTBYyeT TpeboBaHMsM HOPMaTUBHOM AokyMeHTaLmn T1TT-Ne(001986)-(PT-RU)-
200524 lansyc MeT®, TabneTkn NOKpbITLIe NNEHOUYHOW 06oroukoi 50 Mr + 500 mr, 50 +-850 wr;-50 + 1000 mr
Mogyns Mapkuposka J11-Ne(001986)-(Pr-RU)-270723.

VTBep.an CTapLIJVM cnednannct no Anekcees 5.0.

| 20oRss / /
A il KOHTPOMIO Ka4ecTBa \Y o2 % /

Sars (B o /;"'. :
74

/

Version Description of change ‘ =
(Bepcus) (OnucaHne nsmeHeHwnit)
1.0 Hosuit nacnopr
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