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1. OBLIASA UHOOPMALMA
GENERAL INFORMATION

HanmeHoeaHue npogykumn:
Product Name

50 mr + 1000 mr Ne30

Faneyc Met® TabneTku, NoKpbITbIE NAEHOYHO 060n04Ko,

lpoBepeHo Ha COOTBETCTBME C!
Checked against

nneHo4yHon obonoukor 50 mr + 500 wmr,

JIN-Ne(001986)-(PI-RU)-200524 Tansyc MeT®, Tabnetku NOKpbITbIE

50 + 850 mr, 50 + 1000 mr Moaynb

Mapkuposka JTM-Ne(001986)-(PI-RU)-270723
Cneundpukaums kavecTea Ha Maneyc MeT®, TabneTku NOKpLITbIE MAEHOYHOI!
obonoukor 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcus: 17.0

BHyTpeHHui koq Homep cepun
HepacchacoBaHHOM npoaykunu: | 42027187 HepacthacoBanHoOM npoaykummu PU8692
Product Code Bulk Batch Number Bulk
BHyTpeHHWiA Ko ynakoBaHHON Homep cepumn ynakoBaHHO#M
npoaykumu: 44068551 npoAayKuMK: PV66511025
Product Code FDF Batch Number FDF
Ta NPOU3BOACTEA:
ﬂgnufacrgﬁng Da?;q 04.10.2025
Pasmep cepum 3a BblueTOM
BPasMQP cepun. 5 963 yn. npo6: B 5954 yn.
afch Size ; ;
Batch size without samples
2. NMONYYEHHLIE PE3YNbLTAThI
TEST RESULTS
Ne lNMokazarens* MeTopn ucnbiranni / TpeGosaHue Pesynbrar
Parameters Analytical method / Requirement Result
BuayanbHsbiia OeanbHble TabneTku co
OsanbHble TaBNeTkM co cKoLEHHbIMU CKOLUEHHbIMW  KpasMW, MOKPbITbIE
Ciiiicaiing Kpaamu, NOKpbITLIE NAEHOYHON 0BONOYKON NNEHOYHOW  0BOMOYKOW  TEMHO-
1 Appoarsince TEMHO-XENTOro C CEPOBAaTLIM OTTEHKOM XENToro ¢ CcepoBaTbiM OTTEHKOM
useta. Ha oaHol cTopoHe TabneTkn ugeta. Ha ogHoii cTopoHe TabneTku
mapkuposka «NVR», Ha apyroi ctopoHe — mapkupoeka «NVR», Ha pgpyroi
«FLO». cTopoHe — «FLO».
B3XX
Bpems yaepKUBaHWA OCHOBHOrO NUKa Ha
Egﬁ:ggg:a“"" Xpomarorpamme UCnbITyemMoro pacTeopa 1 Cootsercrayer
- BASEAFTTR AOIDKHO COOTBETCTBOBATL BPEMEHU
YAEPKMBAHNA Nika BUNAArNUNTUHA Ha
2 XpomarorpaMme CTaH4apTHOro pacTeopa.
B3XKX
Bpems yAepUBaHWsA OCHOBHOIO NUKa Ha
- MeTdopmuHa XpomarorpaMmme ucnbITyemoro pactsopa 3
rmapoxnopug AOMKHO COOTBETCTBOBATL BPeMeHN Cooraevcrsyer
yaepxueaHua nuka MeTgopmMuHa Ha
XpomarTorpammecTaHAapTHOro pacTeopa.
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Ne MNMokazatene* MeTtog ucnbitauuia / TpeGoeauue Pezynbtat
5 Parameters Analytical method / Requirement Result
BIMX 98% OT 3asBNEHHOro CoaepKaHus
He meHee 80% (Q) ot zasBneHHoro SRR RIATONG HE565 30 MG
cofepxaHua BungarnuntuHa yepes 30 A P T
3 Pz_acTBopeHue MUHYT P .
Dissolution He meHee 80% (Q) OT 3asBneHHOro i CEOOTM?:;?EHH(?;;T ;’S:H::
coaepxaHus MeTopMmHa rugpoxnopuaa 30 Mme Ap o
yepes 30 MUHYT. &
Bopaa MeTog K. ®uwepa ”
4 Water He 6onee 1,0%. 4%
iy 202-01 - meHee 0,1%;
202-01 (amuna): He Gonee 0,5% 209-01 — He 06Ha' }KéHa‘
Mpumecu 209-01 (UMKNUYECKNIA aMUaNH): Py ?
. 207-01 — He oBHapyxeHa;
Related He 6onee 0,2% EAuHMYHaS
.Iglubstances- ig‘;g;ésg{;;:n”"ep A} HeWAEHTUDULUMPOBAHHAA NPUMECh
pHIsacis ! , — He oBHapyXeHa;
BungarnuntuHa EAvHUYHON HenaeHTUULMPOBAHHOI i
npuMeck: He Ganee 0.2% OCy;n:/nna BCEX MPUMECEl — MeHee
5 Cymma Bcex npumeceii: He Gonee 1,0% i
B3IXX 1-LUnanoryaHuauH — meHee 0,01%;
1-LUunaHoryanmnamH: He Gonee 0,02% EavHWqHas
- Mpumecu EvHuinon HEWACHTUGULMPOBAHHON | HeupeHTUDMLMPOBaHHAR NpUMECs
MeTdhopmuHa npumeck: He Gonee 0,] %o — He oBHapyXeHa:
ruapoxnopnaa Cymma Bcex npumeceii; He Gonee 0,6% Cymma BCEX npuMeceil — MeHee
rx 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OpHopogHoCTh
003MPOBaHHbLIX BunparnuntuH — B3XKX —
g | eAunny MeTtdomuHa ruapoxnopug - meTos Eﬂgﬂ)&;ﬂm:‘;"r': A\;mg'sm .
Uniformity of BapuaLun macc AV=16 P PUA:
dosage AV =150 !
units
B3»X
Ot 95,0% po 105,0% sungarnuntuHa oT
SofsesvesHios 3afBNEHHOro coaepkaHus
onpegenexue 99.7%
:ﬂtgf‘iy ST BHyTpeHHuit npegen Ha Boeinyck (IRL): He
7 A MeHee  97,9%  BuUnNgarAMnNTUHa  OT
3afiBNEeHHOro coaepaHus
B3XKX
Wit o Or 950% po 1050% wmetdopmmra | 100,6%
ap puA ruapoxnopuaa oT 3asBNeHHOro CoaepaHus.
Mo 6 TabneTok B 6nncTep
YnakoBka Mo 6 Tabnetok B Gnuctep MNA/AR/MBX u .
8 Packing anoMUHNEBON onbru. [A/ANTIBX v aniomuHiesoi

conern. Mo 5 6nucTepos BmecTe ¢
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BCKPbITUS.

Mo 5 6nucTepos BMECTE C NUCTKOM-
BKNaabillem B KaPTOHHYH nayky.
DonyckaeTca Hanuuve KOHTPOIs Nepsoro

NCTKOM-BKNadbILLeM B KapTOHHYO
nauvky. MpucyTcTBYeT KOHTPOIbL
NepBoro BCKPLITUA.

5. [oanposka
6. Homep cepum

9 MapkupoBka
Labelling

MepBuyHaa BHYTPEeHHAA ynaKkoBKa
Ha 6nucTepe ykasbisaeTcs:

1. ToproBoe HaumeHoBaHwWe Npenapara ¢
npeaynpeauTenbHol Mapkupoekon ®
2. MexpyHapoaHoe HenaTeHToBaHHOe
HaumeHoBaHue (nybnupyeTca Ha
aHrnMMUCcKoOM A3bIKe)

3. IloroTun AepxaTens perncTpaLyuoRHoro
YAOCTOBEPEHUS (HA AHINMIACKOM A3bIKE)

4. llekapcTBeHHas copma

7. [laTa ucteveHus cpoka rogHoCTH (B
cdopmare: rogeH ao...)

8. lata npoussogctea

9. fonyckaeTcsl HaHECEHUE BHYTPEHHUX
yNakoBOYHbIX KOAOB kOoMRaHuu. B cnyyae
npownssoacTea Ha nnowagke 000
«HoeapTuc Hesa» Ha 6nucTepe ykasbisaoT
TONBKO NepemeHHble JaHHble Be3s ykasaHmns
npedkcos HOMEpPa Cepun U AaThl
OKOHYaHWs CpoKa rogHoCcTH.

[aTa npov3BofCcTBa HE YKa3biBaeTCs.
BTropuyHas ynakoeka (kapToHHas nauka)
Ha kapToHHOI nayke ykasbiBaeTcs:

7. [osupoeka

ynakoske

1. Toprosoe HanmeHoBaHWe npenapara ¢
npeaynpeauTensHol MapKkmuposkon ®
2. MexgyHapoaHoe HenaTeHToBaHHoe
HanmeHoBaHue (aybnupyeTcs Ha
aHrMUICKOM 5i3bIKE)

3. INloroTun AepxaTens perucTpaLyMoHHoro
YAOCTOBEPEHMA (Ha aHrMUNCKOM A3blke)
4. HaumeHoBaHWe gepxartens
PEerMcTpaLuoHHoro yAoCToOBEpPEHNs 1
npou3BoANTENsA NeKapcTBeHHOro npenaparta
(BbINYCKALWWIA KOHTPONL KayecTsa)
5. Aapec (cTpaHa) gepxatens
PerncTpaunoHHoro yaocToBepeHns 1
NPOU3BOANTENA NEKAPCTBEHHOrO NpenapaTa
(BbINyCKaOLLMIA KOHTPOMb KayecTsa)
6. NekapcTBeHHas dopma

8. Konnuectso nekapcTBeHHOro npenapara B

MepBUYHAA BHYTPEeHHSASA
ynakoBKa

Ha 6nucrepe ykasaHo:

1. Toprosoe HaumeHoBaHue
npenapara ¢ npeaynpeavTenbHoii
Mapkupoekoi ®

2. MexpyHapogHoe
HenaTeHToBaHHOE HaUMeHoBaHWe
(BybnnmpyeTcs Ha aHrnuinckom
A3bIKe)

3. llorotun gepxatens
PerucTpaLoHHOro YA0CTOBEPEHNS
(Ha aHrnmiickom n3bIke)

4. lNNekapcTBeHHas opma

5. [loanposka

6. Homep cepun

7. [aTa ncteueHus cpoka roaHocTU
(B chopmare: roaeH ao...)

8. [lata nponaBoacTBa He ykasaHa
9.BHYTpeHHMe ynakoBoYHbIE KOab!
KOMNaHWK1 OTCYTCTBYIOT.

Ha 6nuctepe gns Homepa cepuu u
AaTbl OKOHYaHWA cpoKa roAHOCTM
yKasaHbl TONbKO NepeMeHHble
AaHHble 6e3 ykazaHus Npedukcos .
[ata nponssoacTea He ykasaHa.
BTopuuHana ynakoBka (kapToHHas
navka)

Ha kapToHHOW Nayke ykasaHo:

1. ToproBoe HanmeHoBaHKe
npenapara ¢ npegynpeguTensHo
Mapkupoekoi ®

2. MexayHapogHoe
HenareHToBaHHOe HauMeHoBaHKe
(aybnupyeTcs Ha aHrnuiickom
A3bIKE)

3. Jlorotun pepxarens
PEermcTpaLmoHHOro yaocToBepeHus
(Ha aHrnuiAickom A3blke)

4. HaumeHoBaHve aepxatens
perucTpauroHHOro yA0CTOBEPEHNS
1 NPOU3BOANTENS NEKAPCTBEHHOIO
npenapara (BbINyCKaoLWWiA
KOHTpOMb KayecTBa)
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9. HaumeHoBaHua 1 cogepxaHus
OeWCTBYIOWNX BELLECTB

10. Ycnosus xpaHeHus

11. MyTb BBEAESHWA

12. Ycnosus otnycka

13. MNpeaynpeauTtencHele Hagnucu: «Cnocob
NPUMEHEHWUA: CM, NIUCTOK-BKNAABILIY,
«XpaHuTb B HEQOCTYNHOM ANA AeTeit MecTey
14. Homep cepum

15. [lata npomnssoacTea

16. [lata ncteyeHna cpok rogHocTn (B
¢opmare: rogeH ao...)

17. Wtpux-kog

18. [lonyckaeTca HaHeceHUe BHYTPEHHMX
yNakoBOYHbIX KO4OB [lONONHMUTENLHO MOTYT
ObiTb HaHeCeHbI CpeacTBa uaeHTUdKaLn
ANA MOHUTOPUHIa ABUXEHUA NEKAPCTBEHHbIX
npenaparos OT NPOW3BOAUTENS A0
KoHeyHoro notpebuTens (HaHeceHue
BO3MOXHO C MCMONb30BaHNEM CTUKEPa).

5. Agpec (cTpaHa) gepxartens
PEerncTpaLnoHHOro yAoCTOBEPEHS
N NPOU3BOAUTENSA NEKAPCTBEHHOrO
npenapara (BbInycKaroLwunii
KOHTpOnb KavecTea)

6. JlekapcTeeHHas dopma

7. JoaunpoBka

8. Konuyecteo nekapcTeeHHOro
npenapara B ynaKkoBke

9. HammeHoBaHuWa 1 coaepxanns
[ENCTBYIOLNX BELLECTB

10. Ycnoeus xpaHeHus

11. NyTb BBEAEHUA

12. YcnoBus oTnycka

13. MNpepynpeauTtensHble Hagnucw:
«Cnoco6 npumeHeHus: cMm. NNCTOK-
BKNagbllly, « XpaHuTh B
HEeJOoCTYNHOM Afs AeTel MecTe»
14. Homep cepun

15. [lata npouseoacTea

16. [laTta ucteyeHunn cpok rogHocTK
(B chopmare: rogeH fo...)

17. WTpux-Kkog,

18. HaHeceHb! BHYTpeHHME
YNaKoBOYHbIE KOZbI.
HononHurensHo HaHeceH bl
cpeacTea uaeHTUMMKaumm ans
MOHWUTOPWHIa ABUKEHUSA
NeKapcTBEHHbIX NpenapaToe oT
npon3soauTens 40 KOHEUYHOro
notpeburens (6e3 ucnonb3oBaHns
CTUKepa).

XpaHeHue
10
Storage

Mpn Temnepatype He Bobiwe 30°C.

Cpok rogHocTun
(MepuoanyHocTL
11 | koHTpon=)

Shelf life (Frequency
of control)

2 ropa

2 ropa (30.09.2027)

—

* - MNokasarens «MHK'DOSHOROI'M'-IECKEH HUCTOTa» He ABNAETCA PYTUHHBLIM METOAOM aHan1sa u MoxeT OTCYTCTBOBEATL B

nacnopre KoMnaHuu.

(Native) Information Print Date:24 October 2025

Page 4 of 5

Business Use Only - ESOPS D2



U

NOVARTIS Doc No. : FRM-8015490

Form to SOP-8013721 Version : 6.0

AHanUTM4ECKMiA NacNOPT Ha FOTOBYIO NPOAYKLINIO

NuuenHana Ha ocywecTBNeHre NPOM3BOACTBA NeKapcTBeHHbIX cpeacts Ne00153-NC 000 "HosapTuc Hepa"
Poccua, Cankr-MNetepbypr,
[opora B KameHky, 1.40, kopn. 3, nutepa A

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

KoHTponk kavectea

Quality Control
Homep nacnopra: AR Bepcuna:1.0
Certificate number 4-860-1025 Version
3. 3AKMNIOYEHUE
CONCLUSION

llexkapcTeenHbiil npenapar Mansyc MeT®, TabneTkn NOKPLITLIE MAEHOUHON oﬁonoqkoﬁ,wﬁgfn
Homep cepum PVB6511025 cooTeeTcTayeT TpebGoBaHusiM HOPMATUBHOI AoKyMeHTaw S
RU)-200524 raneyc MeT®, TabneTkn NOKpLITLIE NNEHOYHON 060M0YKoi 50 Mr +

%

mr Moayne Mapkuposka M-Ne(001986)-(PI-RU)-270723. 12/
Crapwwuii  cneuwanucT  no : i LNa ;
YTBEPAMN | |\ r00mi0 kavecTsa Anexcees B.O. 2.1 ﬂ\r" Z Row
Approved by \ 2 “HTDbns ko,
. Wo \:::luryuﬂ,
fenmwHocTe (Position) QO (Full name) e .:\Q\o?;
' Alerepl
Version Description of change
(Bepcus) (OnucaHue nameHeHuin)
1.0 Hosblid nacnopt
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