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AHanuTU4ecKuit NacnopT Ha roToBYI NPOAYKLIMIO

TinueHans Ha ocyliecTereHe NPOM3BOACTBA NEKAPCTBEHHBIX cpeacte Ne00153-M1C 000 "Hoeaptuc Hesa"

Poccun, Canir-MNetepbypr,
Hopora & Kameiy, .40, kopn. 3, nutepa A

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

KoHTponb kauecTea
Quality Control
Homep nacnopra: 683 Bepcua:1.0
Certificate number 4-983-1125 Version
1. OBLLUAA MHOOPMALIUSA
GENERAL INFORMATION
HanmeHoBanue npoaykuuu: Fansyc MeT® TabneTku, NOKpbITLIE NNEHOYHO 060MN0YKOI,
Product Name 50 mr + 1000 mr Ne30

Checked against

JIN-Ne(001986)-(PT-RU)-200524 Taneyc MeT®, TabneTku NOKpPbITbIE
nneHo4Hol obonoykoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb

lNpoBepeHo Ha cooTBeTCTBME C: Mapkupogka J1M-Ne(001986)-(PT-RU)-270723

Creundukauma kayectsa Ha Mansyc MeT®, TabneTku NOKPbITbIE NNeHOYHON
obonoukoti 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, Bepcusi: 17.0

BuyTpeHHuUi kog Homep cepun
HepacgacoBaHHoOW npoaykumu: | 42027187 HepacdacoBaHHOM npoaykunu PW6462
Product Code Bulk Batch Number Bulk
BHyTpeHHUI KoA ynakoBaHHOM Homep cepuu ynakosaHHOM
npoaykuum: 44068551 npoayKumu: PX00741125
Product Code FDF Batch Number FDF
Hara npousBoacTea:
Manufactgﬂng Date 12.11.2025

Pa 14
Pasmep cepun: 5 983 yn. nng?p ol dl 5974 yn.
Batch Size s :

Balch size without samples

2. NONYYEHHLIE PE3YNbLTATbI

TEST RESULTS
Ne Mokasarens* Meton ucnbitaHuii | Tpe6oeaHue PeaynkTar
Parameters Analytical method / Requirement Result

BuayanbHbii OBanbHble Tabnetkm co
OsanbHble TaBneTky Co CKOLIEHHBLIMM CKOLUEHHbLIMU  KpasiMu, MOKpbIThIE

o Kpasmu, NoKpbITbIe NNEHOYHON 060M0YKoi nneHoyHo  oBOMoYKoi  TemHo-

1 A;D‘:::n':g TEMHO-XENTOro C CePOBaThLIM OTTEHKOM XENToro € CcepoBaTtbiM OTTEHKOM

useTa. Ha oagHol cTopoHe TabneTku useTa. Ha ogHoii cTopoHe TabneTku
mapkuposka «NVR», Ha Apyroii cTopoHe — MapkupoBka «NVR», Ha apyroii
«FLO». CTOpoHe — «FLO».
B3XX

Bpewms yaepxuBaHWs 0CHOBHOro nuka Ha

;,:x:_;;%g:auun XpomarorpamMme UCMbITyemoro pacTsopa 1 CooTeetcrayer
- BT AOIMKHO COOTBETCTBOBATL BPEMEHM
yAEepXKMBaHUA NUKa BUNAArNANTUHA Ha
2 Xpomarorpamme CTaH4apTHOTO pacTeopa.
B3IMXX
Bpems ynepxuBaHua 0CHOBHOrO NKKa Ha
- MeTdhopmuna XpomarorpaMme UCnbITyemMoro pacteopa 3 Gooreerciayer
ruapoxnopug AOMKXHO COOTBETCTBOBAThL BPEeMeHU

YAEpXnBaHua nuka MeTopmMmrHa Ha
XpomarorpamMmecTaHAapTHOro pacTeopa.
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B3»KX N
He meHee 80% (Q) oT 3ansneHHoro 23}:" ;_L:ﬁf:::ﬁ:og ggﬁﬂ‘?"ﬂ
copepxaHua BunaarnunTHa Yepes 30 o P T
3 | PactBopeHue MUHYT .

Dissolution He meree 80% (Q) ot 3asBneHHoro ngifcbcg iﬂamﬂ:; f: Ho;:;{? .qep:( 3: ”:3
coaepxaHus MeTchopmMuHa rugpoxnopuga 30 Mu HP Ap Pt hep
vepes 30 MUHYT. ¥

Boga Metop K. duwwepa "

4 Water He Gonee 1,0%. 2%
B3XX .
202-01 (amug): He Gonee 0,5% el s s e
Mpumecn 209-01 (UMKNUYECKNit amMUanH): 207-01 Py j
o -01 — He obHapyxeHa;

Related He Bonee 0,2% EqiHnusas

‘l‘fl”b";ta”c"fs' ig?{;g; e(glaxglznnnepaame) ' HEUAEHTU(DULMPOBAHHAS NPUMECH

pume: , _ ;

Bungarnuntuxa EanHnyHom HemaeHTUdMUMpoBaHHON CHE obHapyxes, P
npumeck: He 6onee 0,2% gmma PERE: Tpuuecsd = e

5 Cymma Bcex npumeceii: He 6onee 1,0% i
B3XX 1-UnaHoryanuaux — mexee 0,01%:
1-HMaHOW?HMAHH: He 6onee 0,02% _ | EavHmynas

- Mpumecn EavHuuHon HenaeHTUUpoBaHHoM HENAEHTU(UUMPOBAHHAs MPUMECH

MeTdhopmuna npumecu: He Gonee 0,]% — He oBHapyXeHa;

ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% Cymma BCeX npuMecel — MeHee
X 0,05%

366-98 — He Gonee 0,2% 366-98 — meHee 0,1%

OpHopogHoCTL

[03UPOBaAHHbLIX BungarnuntuH — BaXX B . _

mngar WH: AV = 1.4
6 | eAnHMy MeTdhomuHa rugpoxnopuna - mMeToza M ET'SJOST'E; MMAPOXIOpUA;

Uniformity of Bapvauumn macc AV =14 '

dosage AV <150 '

units
B3KX
Ot 95,0% ao 105,0% eungarnunTuHa oOT

KonuuyecTteeHHoe ! !

onpenensHme 3aABMEHHOr0 cogepXaHua S

iﬂgiiy S—— BHyTpeHHuiA npegen Ha Bbinyck (IRL): He

7 A mMeHee  97,9%  BunparnunTMHa Ot
3aABNEHHOro cogepXaHnsa
B3XX
;"Me;?:ﬁg'““”a Or 950% pmo 1050% meTcbopmura | 100,6%
Ap Pua rMapoxnopuaa oT 3asBMNEeHHOro CoaepXaHus.
8 YnakoBka Mo 6 Tabnetok B Gnuctep NAJ/AR/MBX n HL%;?S;?E';?E;%LZ’L”
Packing SITRMURISRGE honbris. donbru. Mo 5 Gnuctepos BmecTe ¢
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Parameters Analytical method / Requirement Result

Mo 5 6nucTepos BMECTE € NUCTKOM- NUCTKOM-BKNaAbILEM B KAPTOHHYHO
BKNagbllUeM B KAPTOHHYIO Navky. nayky. MNpucyTcTByeT KOHTPONb
[onyckaeTtca Hannuue KOHTPONS NepBoro NepBoro BCKPbITKS,
BCKPbITUA.
MNepBUYHaA BHYTPEHHARA YrakoBKa MepBUYHaAA BHYTPEHHASN
Ha 6nucrepe ykasbiBaeTcs: ynakoBka
1. ToproBoe HaumeHOBaHKe Npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpegnTensHOW MapKuposkol ® 1. ToproBoe HaumeHoBaHWe
2. MexxayHapoaHoe HenaTeHToBaHHoOe npenapara ¢ npefynpeavTensbHoit
HanmeHoBaHwe (aybnupyetcs Ha MapK1poBKon ®
aHrMnnckom s3bike) 2. MexxayHapopaHoe
3. JloroTun pepxartens perncTpaLmroHHoro HenaTeHToBaHHOE HauMeHOoBaHne
YAOCTOBEPEHWA (Ha aHrMUIACKOM SA3bIKe) (aybnupyeTca Ha aHrNWIACKOM
4. llekapcTBeHHasa cdopma A3bIKE)
5. Doanposka 3. lorotun gepxartens
6. Homep cepun pPerucTpaUnoHHOro Y40CTOBEPEHUS
7. HaTa ucteveHuns cpoka rogHocTu (B (Ha aHrnuiAckom asbike)
copmare: rogeH fo...) 4. [NlexapcTBeHHan dopma
8. [ata npoussoacrea 5. NoavpoBka
9. [lonyckaeTcs HaHeCEHWe BHYTPEHHMUX 6. Homep cepun
YNakoBOYHLIX KOAOB KoMNaHuu. B cnyvae 7. [lata ucteyeHns cpoka roaHocTu
npousBoAcTea Ha nnowaake 000 (B thopmare: roaeH po...)
«Hosaptuc Hesa» Ha BnucTepe ykasbiBaloT | 8. [laTa npoussoacTBa He ykasaHa
TONbKO NEpemMeHHble AaHHble 6e3 ykasaHus 9.BHyTpeHH1e ynakoBOYHbIE Koapl
npecuKcoB Homepa cepum 1 aaTbl KOMMaHWKU OTCYTCTBYHOT.

9 | Mapxupoeka OKOHY@HWA CPOKa roAHOCTH, Ha 6nuctepe ans Homepa cepun v

Labelling [Lata npousBoacTea He yKasbiBaeTcs. AaTtbl OKOHYaHUA CpoKa rogHoCTU

BTopuyHas ynakoBKa (KapTOHHasA nNa4ka)
Ha kapToHHOW nayke ykasbiBaeTcs:

1. Toprosoe HavmeHoBaHWe npenapata ¢
npeaynpeauTensHoi MapkupoBKoi ®

2. MexpayHapoaHoe HenaTeHToBaHHoe
HaumMmeHoBaHue (aybnupyetcs Ha
aHrMUNCKOM A3bIKE)

3. JloroTun Aepxarens perucTpaumMoHHOro
YAOCTOBEpEeHUs (Ha aHrNUIACKOM A3bike)

4. HaumeHoBaHve aepxarens
PErUCTPaLIMOHHOrO YAOCTOBEPEHUS U
NPOM3BOAUTENS NEKapCTBEHHOro Nnpenapara
(BbINYCKAIOLWMIA KOHTPOIb KAYecTBa)

5. Agpec (cTpaHa) aepxaTtens
perucTpaLnoHHOro yA0CToBEPEHUs 1
Npon3BOAWUTENSA NEeKapcTBEHHOro Npenapara
(BbINYCKAOLLMIA KOHTPOIL KauecTBa)

6. JlekapcTBeHHas dopma

7. Joanpoeka

8. KonnyecTso nekapcTBEHHOrO npenapara B
ynakoBke

yKasaHbl TONbKO NepemMeHHbIe
AaHHble 6e3 ykasaHus NpeduKkcos
Hata npon3BoacTBa He yKasaHa.
BropuyHas ynakoBka (kapToHHas
naska)

Ha kapTOHHOM Nayke yka3aHo:

1. Toprosoe HanmeHoBaHue
npenapara ¢ npeaynpeavTensHoin
MapKk1poBKoi ®

2. MexxayHapogHoe
HenaTeHTOBaHHOE HauMeHOBaHue
(aybnupyeTcs Ha aHrIUACKoM
A3bIKE)

3. NoroTtnn gepxaTens
perucTpaUuoHHOro yAoCToOBEpeHUs
(Ha aHrnuickom A3bike)

4. HaumeHosaHue gepxarens
perucTpaunoHHOro yA0CTOBEPEHUN
W NPOU3BOANTENA NEKAPCTBEHHOIO
npenapara (BblinycKatoLuii
KOHTpOIb KayecTea)
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9. HaumeHoBaHuWs 1 cogepxaHus
AelCTBYIOLUUX BELLECTB

10. YcnoBua xpaHeHus

11. MNyTb BBEAEHUA

12. Yenosus oTnycka

13. MpeaynpeanTentHble Hagnvek: «Cnocob
MNPUMEHEHUA: CM. NUCTOK-BKNAAbILL»,
«XpaHWTb B HEJOCTYNHOM Ans AeTeil mecTey
14. Homep cepun

15. lata npouseoacTea

16. lata ucteueHns cpok rogHocTu (8
topmare: roaeH Jo...)

17. Wrpux-koa

18. [lonyckaeTcs HAaHECEHWE BHYTPEHHMUX
ynakoBOYHbIX KogoB [lononHUTENEHO MOTyT
6bITh HaHeceHbl cpeAcTBa uaeHTUUKaLA
AN MOHUTOPWHIa ABWKEHWUSA NEKaPCTBEHHbIX
npenapaTos OT Npou3BoOAWUTENA [0
KOHeYHoro notpeburens (HaHeceHne
BO3MOXHO C UCNOIb30BaHUEM CTUKEPA).

5. Appec (cTpaHa) gepxarens
PErucTpaLmroHHOro ya0CcToBEpEHNs
1 NPOWU3BOAWNTENSA NEKAPCTBEHHOIO
npenapara (BbinyckaloLwuii
KOHTpOrb KayecTea)

6. INlexapcTBeHHas dopma

7. Josumposka

8. KonunyectBo nekapcTeeHHoro
npenapara B ynakoske

9. HanmeHoBaHus 1 copepxaHus
[AENCTBYIOLMNX BELIECTB

10. Ycnoeusi xpaHeHna

11. MyTb BBEAEHUA

12. Ycnosus otnycka

13. MpepynpeauTensHbie Haanucu:
«Cnocob npuMeHeHUs: CM. NTUCTOK-
BKNaAbIWy, «XpaHUTb B
HeAoCTYNHOM ANg feTeil MecTen
14. Homep cepum

15. [lata nponsBoacTBa

16. [daTa ncreyeHus cpok rogHoCTM
(B hopmarte: rogeH ao...)

17. Wrpux-kog

18. HaHeceHb! BHYTpeHHue
ynakoBOYHbIE KOAb!.
[ononHuTensHo HaHeceHsl
cpefcTBa uaeHTUMKaUMW ons
MOHWUTOpWHIa ABMKEHNA
neKkapcTBEeHHbIX NpenapaTos oT
NPOVW3BOAWNTENS A0 KOHEYHOro
notpeburtens (6e3 ucnonb3osaHus
CTUKepa).

XpaHeHue
10
Storage

Npu Temnepatype He Bbiwe 30°C.

Cpok rogHocTH
(MepuoguuHoCcTL
11 | koHTpon=A)

Shelf life (Frequency
of control)

2 roga

2 ropa (31.10.2027)

* - MNokasaTenb «Mw xpoﬁnonomqecxan HMUCTOTa» He ABNAETCH PYTWHHBIM METOAOM aHannaa u MoXeT OTCYTCTBOBATL B

nacnopTe KoMmnaHwm,
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3. 3AKMIOYEHUE
CONCLUSION

TNekapcTeeHHbIi npenapat Maneyc MeT®, TabneTku NoKpbITLIE NNEHOYHO 060M04KONR, 50 Mr + 1000 Mr Ne30,
Homep cepun PX00741125 cootsetcTayet TpeboBaHWAM HOPMATUBHOM AOKYMEHTaLIV J11)-Ne(001986)-(Pr- 4
RU)-200524 "aneyc MeT®, TabrieTkn nokpbITbie NIeHOUHOM 060MouKoil 50 Mr + 500 MF50+ 850 e, 50 + 1000

mr Moayne Mapkvpoeka J1M-Neg(001986)-(PIr-RU)-270723. /S /
CTapwmii  cneuuanucT  no 21 sty W/
Yteepaoun KOHTF;JOJTIO B Anekcees B.0. O\, 3 pes=
Approved by | 2\ Novartie
AonurocTe (Position) DAQ (Full name) \"\- . (Signature)
Version Description of change
(Bepcus) (OnucaHue nameHeHuA)
1.0 Hosbl nacnopT
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