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AHanUTUYECKUI NACTIOPT Ha rOTOBYIO NPOAYKLUIO

NuueHaus Ha ocylwecTBNeHNE NPONIBO/CTBA NEKAPCTBEHHLIX cpeacTs Ne00153-N1C 000 "Hoeaptuc Heea"
Poccus, Cankr-lNetepbypr,
[opora 8 Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTpone kayectBa
Quality Control
Homep nacnopra: 089 Bepcus:1.0
Certificate number 4-982-1125 Version
1. OBLWAA UHOOPMALINA
GENERAL INFORMATION
HaumeHoBaHue npogykuuu: Faneyc MeT® TabneTku, NOKpbITbiE NNEHOYHON 06ONOYKOI,
Product Name 50 mr + 1000 mr Ne30

JIN-Ne(001986)-(PT-RU)-200524 Tansyc Met®, TabrneTkn MOKpbiTble
. | nneHoyHoi oGonoykor 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogyns
gf“‘*l"*“? Ha COOTBETCTBME C: | \apkuposka JMT-Ne(001986)-(PT-RU)-270723
ecked against "
Cneundmkaums kauecTsa Ha lansyc MeT®, TabneTku NOKpbITbIE NNEHOYHO
obonoukoit 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcusi: 17.0

BHyTpeHHui kog Homep cepum
HepacacoBaHHO| npoaykumun: | 42027187 HepaccpacoBanHoi npoaykumuu PW6461
Product Code Bulk Batch Number Bulk
BHyTpeHHMIA KOg ynakoBaHHOMN Homep cepum ynakosaHHoOn
npoayKumu: 44068551 npoayKumum: PX00731125
Product Code FDF Batch Number FDF
Jara npousBoacrTea:
Manufacturing Date 12.11.2025
; Pazmep cepuu 3a BbiveTOM
g:tamgp copui. 5 985 yn. npo6: 5976 yn.
'ch Size - ;
Balch size without samples

2. NMONYYEHHLIE PE3YNbTATbI

TEST RESULTS
Ne MNMokazaTens* Metog ucneiTaHui / Tpgﬁoaauue PezynbTar
Parameters Analytical method / Requirement Result
BuayanbHsiin OeanbHble TabneTtkn co
OsanbHble TabneTku co CKOLIEHHLIMW CKOLUEHHBIMW  KpasmMK, MOKpbITbie
o Kpasmm, NOKpbITbIE NNeHOYHON 060NoYKoi nneHo4yHon obonoykol  TemHo-
1 A;}";g?a"n'g TEMHO-)XENTOro C CEPOBATLIM OTTEHKOM XENnToro C CepoBaTbiM OTTEHKOM
useta. Ha ogHoli cTopoHe TabneTku useTta. Ha ogHoii ctopoHe TabneTku
mapkuposka «NVR», Ha gpyroi ctopoHe — mMapkupoeka «NVR», Ha pgpyroi
«FLO». cTopoHe — «FLO»,
B3XX
Bpewms yaepxusaHns 0CHOBHOroO NuKa Ha
ro,‘gﬁg;:g:f::a”m XpomMarorpamme mucnbiTyemoro pacrtsopa 1 Cooreercreyer
- BUNErnMrTIvN AOIMKHO COOTBETCTBOBATL BPEMEHN
yAepXKUBaHUA NUKa BUNAArNMNTUHA Ha
5 XpomMaTtorpamMmmMe CTaHgapTHOrO pacTeopa.
B3XX
Bpems yaepxuBaHua 0CHOBHOO nuka Ha
- MetdopmuHa Xpomartorpamme UcnbITyemMoro pacreopa 3
rm,qpo(fngpu,q ,q?:n;mo ggmsem‘raoagb spenﬁenu P Cooreamcrayer
YAEPXKMBaHWA NKa MeTopMUHa Ha
XpomaTorpaMmMecTaHAapTHOro pacTeopa.
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Ne Mokasatens* Metog ucnbitanuii | TpeGosaHne Pesynbrar
;i Parameters Analytical method / Requirement Result
B3XX e
He meHee 80% (Q) oT 3asiBneHHoro :Z . i;:ﬁ:‘::;'::og gg'ﬁf:i{"m
cofepxaHus BungarnunTuHa Yepes 30 e P yT
3 | PacTteopeHue MUHYT S
Dissolution He meHee 80% (Q) oT 3asBNEHHOro Mggcgomma::; J:: Hﬂg;ﬁcf Oﬂee? t{: H::
cofepxaHua metcopmiHa rugpoxnopuaa 30 MPIHpT AP FRRRRY
yepes 30 MUHYT. y
Boga MeTog K. ®uwepa o
% | it He Gonee 1,0%. 9.2%
B3XX i
202-01 (amug): He Gonee 0,5% oo
Mpumecu 209-01 (UMKIMYECKNit aMUaNH): praahis,
3 207-01 - He oBHapyxeHa;
Related He 6onee 0,2% EfMHutHaR
aubstances— iggg: éggkg;gnunepasuu): HeMAEHTUMUMPOBaHHAA NpUMECh
pumecn ) = .
Bungarnuntuxa EovHWYHOM HenaeHTUUUMpOBaHHOI i G0HBpYIeHa; =
npUMeci: He Bonee 0.2% Cymma Bcex npumeceit — He
5 Cymma Bcex npumeceii: He 6onee 1,0% oBHapyMeHa
BIXX 1-LinaHoryanuauH — meree 0,01%:;
1-Linaroryarunaut: He Gonee 0,02% _ | Eantnynan
- Mpumecy EpnHnyHon HEH,QEHTH(bMHHpOBaHHOH HEHAEHTVICDMLIHpOBaHHaFl npumMech
MeTcbopmuna npumMecu: He 6onee 0,:1% . — He obHapyxeHa;
ruapoxnopuaa Cymma Bcex npumeceii: He 6onee 0,6% Cymma BCex npumeceii — MmeHee
X 0,05%
366-98 — He Gornee 0,2% 366-98 — metee 0,1%
OaHopoaHOCTL
[03MPOBaHHbLIX Bunaarnuntud — BIXKX B
g | eAvHUY MeTtdomuHa ruapoxnopug - metosq Eiﬁiiﬂ:ﬂ?rtn?)gmgﬁn
Uniformity of Bapuawummn macc AV=009 ;
dosage AV =150 .
units
B3X
OT 95,0% po 105,0% BunaarnMNTUHa oOT
gg::;:ﬁ:ii:"oe 3aABNEHHOMO CoAepXaHUA
99,8%
_Agzay —— BuyTpeHHuit npenen Ha Beinyck (IRL): He
7 A MeHee  97,9%  BUnNgarnuMNTMHa  OT
3afBNEeHHOro coaepXaHus
B3XX
“Metdhopwia | or U95,0% mo  105,0%  merchopmuma | 100,7%
Ap PvR rMAPOXNOpKAa OT 3aABNEHHOMO COAEPKAHUS.
8 YnakoBka Mo 6 TabneTok B 6nuctep MA/AN/MBX n Hf\!?\;?gg?sgigzszeepaoﬁ
Feaking AHIHRHIEDH ok donbru. Mo 5 Gnucrepoe Bmecte ¢
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Ne Mokazarenk* MeTtopa ucneitanui / Tpebosanue Pesynbrar

- Parameters Analytical method / Requirement Result
Mo & 6nucTepoe BmecTe ¢ NMCTKOM- NUCTKOM-BKNaAbILLEM B KAPTOHHYIO
BKNaAbIleM B KAPTOHHYIO Nadky. navky. MpucyTCTBYET KOHTPONb
[onyckaeTcs Hanuume KOHTPONS NEPBOro NepBOTro BCKPLITUA.
BCKPBITUS.
MepBuYHan BHYTPEHHNAA yNakoBKa MepBuyHaa BHYTpeHHAR
Ha 6nucTtepe ykasbiBaetcs: ynaxkoBka
1. ToproBoe HaumeHoOBaHWe npenapara ¢ Ha 6nucrepe ykasaHo:
npedynpeanTenbHoONn MapkupoBkoi ® 1. Toprosoe HaumeHoBaHue
2. MexxayHapogHoe HenaTeHTOBaHHoe npenapara ¢ npeaynpeauTensHoi
HanMeHoBaHue (aybnupyerca Ha MapKUpoBKoin ®
aHrMUNCKOM A3bIKe) 2. MexpyHapopgHoe
3. lloroTun pepxarens perncTpaumoHHOro HenareHToBaHHOe HaMEeHOBaHue
yAoCTOBepeHUs (Ha aHrMUIACKOM A3blke) (aybnupyeTcs Ha aHrMUCKOM
4. lekapcTBeHHas cdopma A3blke)
5. Joavposka 3. Jlorotun pepxarens
6. Homep cepum PEerucTpauuoHHoro yA0CTOBEpPeHUA
7. [laTa ucteyeHusn cpoka rogHocTu (B (Ha aHrnuiickom A3blke)
dopmare: rogeH ao...) 4. lNekapcTBeHHas dopma
8. [ata npownssoacTea 5. [loavpoeka
9. [lonyckaeTcA HaHeCeHWe BHYTPEHHNX 6. Homep cepun
YNakoBOYHbIX KOAOB KomnaHun. B cnydae 7. [aTa ucreveHus cpoka rogHocTu
npou3BoAcTBa Ha nnowaake 000 (e dhopmare: rogeH ao...)
«Hosaptuc Hesa» Ha BnucTepe ykasbisalor | 8. [laTa npoussoacTea He ykasaHa
TOMbKO NepemMeHHble JaHHble 6e3 ykasaHus 9.BHyTpeHHMWe ynaKoBOYHble Koabl
npedKcoB HoMepa cepun 1 aatsl KOMNaHuu OTCYTCTBYIOT.
9 MapkupogBka OKOHYaHWA CpoKa rogHoCTy. Ha 6nuctepe ans Homepa cepun 1
Labelling [Hara npousesoacTea He ykasbiBaeTcs. AaTbl OKOHYaHWSA CPOKa ro4HOCTU

BropuyHas ynakoBKa (kapToHHas nayka)
Ha kapToHHOW Nauke ykasbiBaeTcs:

1. Toproeoe HaumeHoBaHWe npenapara ¢
npeaynpeanTenbHOi MapKkMposkoi ®

2. MexxayHapoaHoe HenaTeHToBaHHOe
HanmeHoBaHue (gybnupyetcsi Ha
aHrMNIACKOM A3bike)

3. lorotun aepxarens perucTpauuoHHoOro
YAOCTOBEPEHWs (Ha aHrMIACKOM A3blke)

4. HanmeHosaHue gepxatens
perucTpaumuoHHoro yaAoCTOBEPEHUS 1
NpOW3BOAUTENA NEKapCTBEHHOro Npenapara
(BbINYCKAIOLLWIA KOHTPONb KauyecTsa)

5. Agpec (cTpaHa) aepxarens
perucTpauuoHHoro yaocToBEPEHUS U
NMpOWU3BOAWTENSA NEeKapCTBEHHOTO Npenapara
(BbINyCKaOLWMiA KOHTPONb KayecTsa)

6. IlekapcTBeHHas dopma

7. Noanposka

8. KonnuecTeo nekapcTBeHHOro npenapara B
ynakoeke

yKasaHb! TONbKO NEepeMEHHLIe
AaHHble 6e3 ykasaHusa npednkcos .
[lara npoussoacTea He ykazaHa.
BropuuHas ynakoBka (kapToHHas
nayvka)

Ha kapToHHol nayke ykasaHo:

1. Toprosoe HaumeHoBaHue
npenapara c npegynpeauTensHon
MapkupoBKol ®

2. MexayHapogHoe
HenaTeHToBaHHOe HanuMeHoBaHue
(AybnupyeTcs Ha aHrnuiAcKom
A3blKe)

3. Norotun gepxarens
perucTpauuoHHoro YAoCcToBepeHnus
(Ha aHrnuiAckom s3bike)

4. HanmeHoBaHWe gepxartens
PErucTpaunoHHOro ya0CTOBEpPEHMA
W NPON3BOAUTENS NeKapCTBEHHOro
npenapara (BbinycKaoLwni
KOHTPOIb KayecTsa)
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9. HaumeHoBaHus 1 cogepxanHms 5. Agpec (cTpaHa) gepxaTens
AefCTBYIOWNX BELLECTB PerncTpaunoHHOro yAoCToBEpeHuUs
10. YcnoBus xpaHeHus ¥ NPOW3BOAUTENS NEKAPCTBEHHOO
11. MyTb BBEAGHUSA npenapata (BbinycKatoLmii
12. Yenoeus otnycka KOHTPOMb KavyecTsa)
13. MpepynpeauTensHble Hagnucu: «Crnocob | 6. NlekapcTeeHHas dopma
NPUMEHEHWNA: CM. NTUCTOK-BKNaAbILL», 7. loaupoeka
«XpaHUTb B HEAOCTYNHOM Ans AeTel mecTe» | 8. Konuuectso nekapcTBEHHOro
14. Homep cepun npenapaTa B ynakoBke
15, [laTa npou3soacTea 9. HanmeHoBaHus n copepxanns
16. [laTa ucteyeHnss cpok rogHoCTK (B AeiCTBYIOLLMX BELLECTB
chopmare: rogeH go...) 10. Ycnosusa xpaHeHWs
17. Wrpux-koa 11. MyTb BBEAEGHUA
18. [lonyckaeTca HaHeceHUe BHYTPEHHNX 12. Ycnosus otnycka

yNakoBOYHbIX KOA0B [lononHUTENLHO MOryT 13. MNpeaynpeguTenbHble HaaNvcK:
ObITb HaHeCeHbl CPeACcTBa UABHTUMDMKALIN «Cnocob NpUMEeHeHus: CM. MIUCTOK-
ANA MOHNTOPVHIa ABUKEHWUS NEKapCTBEHHbIX | BKNAAbIW», «XpaHWTb B

npenapaToB OT NPOM3BOAUTENSA [0 HEAOCTYNHOM A4NA AeTel MecTe»
KOHeYHoro notpebutens (HaHeceHne 14. Homep cepum
BO3MOXHO C MCNOMBL30BAHUEM CTUKEPA). 15. [lata npouseoacTea

16. [aTa ucteueHns cpoK rogHocTH
(B hopmare: rogeH ao...)

17. Wrpnx-kog

18. HaHeceHbl BHyTpeHHMe
ynakoBOYHbIE Koabl.
[ononHutensHo HaHeceHs!
cpencTea ugeHTudukaumm ans
MOHWUTOPUWHIa ABWKEHWS
nekapcTBEHHbIX NpenapaTtos oT
NPOW3BOAUTENS A0 KOHEYHOrO
notpeburens (6es ucnonszosaHus
CTUKepa).

10 XpaHeHue

Storage Mpu Temnepartype He Bbiwe 30°C.

Cpok rogHocTu
(MepuoguyHoCThL
11 | KoHTpons) 2ropa 2 ropa (31.10.2027)
Shelf life (Frequency
of control)

* - [okasarens «MHKPO'SI"IOFIOI’W-IECK&H HYUCTOTa» He ABNAETCH PYTUHHLIM METOAOM aHanu3a u MoXeT OTCYTCTBOBaATL B
nacnopTe KOMNaHWU.
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3. 3AKNIOYEHMUE
CONCLUSION

TNekapcTBeHHbIil npenapar Mansyc MeT®, TabreTkn NOKPbITHIE NAEHOYHON o6onoukoit, 50 mr + 1000 mr Ne30,
Homep cepun PX00731125 cooTeeTcTByeT TpeGoBaHWUsIM HOPMaTUBHOM AokymenTauum J1M-Ne(001986)-(Pr-
RU)-200524 lansyc MeT®, TabneTku nokpbITbie nneHoYHoi 060nouKkoi 50 mr + 500 Mr 543 + 850 mr, 50 + 1000
mr Mogynb Mapkuposka J1M-Ne(001986)-(PI-RU)-270723. e 100

4 \ y ,/
CrapwmiA  cneynanucT  no = \z\
es B.0. : X
Yreepaun |\, ro0ni0 kavectsa Aracoss BOy | o0 \of -
Approved by
HonmHocTs (Position) @O (Full name} gnature)
Version Description of change - 7S
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