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AHanMTU4YECKNI NAcCNOPT Ha FOTOBYHO NPOOYKUUIO

TUueH3ua Ha OCYLeCTBNEHNE NPOU3BOACTEA NeKapCTBEHHLIX CPEACTB Ne00153-NC

000 "HoeapTuc Hesa"
Poccusi, CankT-Metepbypr,
Jopora B KameHky, 4.40, xopn. 3, nutepa A

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

Kontponk kavecTsa
Quality Control

Homep nacnopra:

Certificate number

4-309-0425

1. OBLWAA NHPOPMALIMA
GENERAL INFORMATION

Bepcus:1.0
VersjoL_

Praduct Name

HaumeHoBaHKe NPOAYKLNMU:

50 mr + 1000 mr Ne30

Fansyc Met® TabrieTku, MOKPbITbIE NEHOUHON 0G0S0UKON,

— .

Checked against

MpoBepeHo Ha COOTBETCTBHE C:

JIN-Ne(001986)-(PI-RU)-200524 Tansyc MeT®, TabneTkm nOKpbiTble
nneHouHoM o6onoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
Mapkuposka J1N-Ne(001986)-(Pl-RU)-270723
Creuncvkauus kadecTea Ha FanByc MeT®, TabneTkvi rnokpbITbie NEHOYHON
oBoroukoit 50 mr + 1000 mr Ne 30 SPEC_FDF_000801286, Bepcus: 17.0

BHyTpeHHW# KOA, Howmep cepun
HepacdracoBaHHO npoaykunu: | 42027187 HepacgacosaHHoi npoaykumy PM4733
Product Cods Bulk Batch Number Bulk
BHyTpeHHUA KOA YyNakoBaHHOW Homep cepun ynakosaHHOM
npoayKumn: 44068551 npoayKumm: PN07930425
Product Code FDF Batch Number FDF
DaTta npou3BoAacTBa: 19.04.2025
Manufacturing Date
L Pasmep cepuu 3a BbIMETOM
Eaep copi: 5 959 yn. npo6: i 5 950 yn.
Batch size without samples
2. MONYYEHHbIE PE3YNbTATbI
TEST RESULTS
Ne Mokasarenk* MeTtoa ucnbitanui / TpeGoBaHue PesynbTar
- Parameters Analytical method / Requirement Result
BuayanbHbli OsanbHble TabneTku co
OsanbHble TabneTk CO CKOLLEHHbIMA CKOLLEHHBIMU  KPasiMK, MOKpbITbIE
Onnéatitio KpasaMu, NOKPLITHIE NIIEHOUHON 0GONOYKON NNeHoYHol  ODONOYKOW  TEeMHO-
1 Appearance TEMHO-XeNTOoro ¢ CepoBaThiM OTTEHKOM WEnToro C CepoBaTbiM OTTEHKOM
ypeta. Ha oaHoii cropoHe TabneTku yseta. Ma ogHoi cTopoHe TabneTku
mapkumposka «NVR», Ha apyroli CTopoHe — mapxupoBka «NVR», Ha Aapyroi
«FLO». cTopoHe — «FLO».
B3XX
Bpems yaepxuBaHua OCHOBHOTO Nuka Ha
zgiz;i:gt’igza“m XpomaTtorpamme WCNbITYyeMoro pacTsopa 1 CootBeTCTBYET
- BARAArMANTIH [JOIMKHO COOTBETCTBOBATEL BPEMEHU
YOEPXUBaHUA NVUKa BUNAArIUNTAHA Ha
2 XpoMaTorpamMme CTaHOapTHOro pacysopa.
BIMX
Bpema yAepXvMBaHUA OCHOBHOrO nuka Ha
- MetchopmuHa Xpomatorpamme UCTbITyemoro pacteopa 3 CooTaeTCTBYET
rnapoxnopua JIOMKHO COOTBETCTBOBaTL BPEMEHU
YAEPXKMBaHWSA N1Ka MmeThopmuta Ha
XPOMaTOrpaMMeECTaHAaPTHOIO pacTBopa.
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AHanuTUYeCKuii NAcnopT Ha roToByH0 NPOQYKLMUIO

NIULEH3Ns Ha OCYILIECTBIIEHWE NPOUIBOACTBA NeKapCTBEHHLIX cpeacts Ne00153-NC

000 "HopapTuc Hesa"
Poccus, Cankr-Netepbypr,
[opora B KameHky, 8.40, kopn. 3, nutepa A

novartis.neva@novartis.com

KoHTpons xayecTsa

Tenedon: +7 812 336 9891

Quality Control
Homep nacnopra: ’ an0. Bepcus:1.0
| Corificats umber DU %S lvess
Ne NokaszaTens* Metoa ucnbitanui / Tpe6oBanue Pesynbrar l
Parameters Analytical method / Requirement Result |
B3XKX o
He meHee 80% (Q) oT 3aaBneHHOTO 2:1:" :;:::::':::0'; ggﬁfﬁ:ﬁ'ﬁm
coaepxaHus BunpgarnuntnHa Jyepes 30 A P yT.
3 | PacTBopeHue MUHYT .
Dissolution He meHee 80% (Q) oT 3asBNIEHHOTO 9% or sEnehHoro copiE i
cofepXaHus meTdopmmHa rmapoxnopuaa “;g TM?I?*p“T"MHa FUAPOXTIOPUAA HEPE3
vepes 30 MUHYT. Y
Bopa MeTog K. duwepa o
4 Water He 60nee 1,0% 0,3 %
B3»KX .
202-01 (amug): He Goriee 0,5% ggg:g} B '::':)%ig'1 )(:éH .
MNpumecu 209-01 (LMKNUYECKNA aMUAVH): 207-01 6 Py '
Related He Gonee 0,2% E " — HElaDESRypReN;
substances- 207-01 (aukeTonunepasuH): AHHWIHER
Mpumec He Gonee 0.2% HeMAEHTV(I)qm}_MPOBaHHaﬂ npumech
" " — MeHee b;
BungarnuntuHa EAVHUMHON HEngeHTuhVLMPOBaHHOW S L Ll
npumeck: He Boree 0,2% qung/ma BCEX npumecell — MeHee
5 Cymma Bcex npumecein: He 6onee 1,0% i
BOXX . 1-LinaHoryaruauH — 0,01%;
1-HmaHOW?HMAMHZ He Gonee 0,02% _ | EauHmnunas
- Mpumecy EAvHW4HOMK He“(;quTWQ)”H“POBaHHOW HeugeHTuduLMpoBaHHas npMmech
MeT(bOpMMHa npumecu: He 6onee 0,:! % . — He 06Hapy)|(eHa;
rmapoxnopuaa Cymma Bcex npumeceit: He Gonee 0,6% Cymma BCex npumeceii — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OaHopoAHOCTb
[O3NPOBaHHbLIX Bungarnuntd — BXX . -
g | eAnHul MeTdomMuHa rmapoxnopug, - MeTos ll?llgfgm::n A\éxn;'f; .
Uniformity of Bapuauun macc AV =10 AP PUA:
dosage AV =150 ’
units
B3XX
OT 95,0% po 105,0% BungarnuntuHa oT
ﬁ::;:ﬁ;':i:"oe 3aaBMeHHOro coaepxaHus
99,0%
'_4;‘;?1}’ T a— BHyTpeHHUA npeaen Ha Bbinyck (IRL): He
7 A MeHee 97,9% BUNgarnMnTMHa  oT
3aABJIEHHOTO coAepKaHus
B3XX
;MMeLfﬁg"":‘“a Or 950% pno 1050% MeTchopmuna | 99,4%
AP pua rMAPOXFIOpUAA OT 3aABMEHHOMO COAEPXaHua.
YnakoBka Mo 6 Tabnetok B 6nuctep MNA/ARTIBX n Iloj6iraciicrok 8 OsMCTeR .
8 Packing antoMuH1eBoW gornbru MA/AATIBX n anioMuineson |
' chonbri. Mo 5 6nmucTepos BMecTe ¢ |
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AHAnNUTUYECKMI MACNOPT HA rOTOBYIO NMPOAYKLMIO

JInueHsns Ha ocyLiecTsreHvie NPou3BOACTBA NEKapCTBEHHbIX cpeacTs Ne00153-NC

000 "HoeapTtic Hepa"
Poccus, Cankr-NeTepbypr,
Hopora B Kamenky, 1.40, kopn. 3, nutepa A

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

KoHTponb kauecTsa

Quality Control o T TN G|
Howmep nacnopra: ! 4-309-0425 Bepcmsa:1.0
Certificate number | _ ! Version .
Ne MNokasarens* Metop ucneitaHun / Tpe6osaHue PesynbTtar
it Parameters Analytical method / Requirement Resuilt
Mo 5 6nuctepos BMECTE C NUCTKOM- NIMCTKOM-BKNagbilieM B KapTOHHYIO
BKNAAbLILLEM B KAPTOHHYIO Nadky. nayky. MpucyTcTBYET KOHTPOIb
[onyckaeTtcs Hanuuue KOKTPONSA NepBsoro NepBOro BCKPLITUA.
| BCKPbLITUSA.
TMepBUYHan BHYTPEHHAA yNakoBKa flepBuyHas BHYTPEHHAA
Ha 6nvcrepe ykasbisaeTcs: ynakoBkKa
1. ToproBoe HaumeHOBaHue Npenapara ¢ Ha 6nuctepe ykasauo: |
npeaynpeauTensHON Mapknposko ® 1. Toprosoe HammeHoBaHNe [
2. MexayHapoaHoe HenaTeHToBaHHoe npenapara ¢ npegynpeauTensHoi |
HavMeHoBaHue (AyonupyeTca Ha MapKupoBkor ®
aHITUACKOM AA3bIKE) 2. MexpyHapoaHoe
3. Jlorotun gepxarens pernctTpalmoHHoro HeNnaTeHTOBaHHOEe HauMEHOoBaHue
yOOCTOBEPEHUS (Ha aHINIKACKOM A3bIKE) (aybnupyeTcs Ha aHrMUACKOM
4. llekapcTBeHHas dopma A3bIKE)
5. fosuposka 3. Norotun gepxarens
6. Homep cepun perncTpaLmnoHHOro yA0CcToBepeHns
7. [aTta ncreuyeHus cpoka rogHocTu (B (Ha aHTNMIACKOM A3bIKE)
tdopmare: roaeH ao...) 4. NlekapcreeHHas opma
8. NlaTa nponseoacTea 5. [losmpoeka
9. lonyckaeTca HaHeCeHNe BHYTPEHHUX 6. Homep cepuu
yMaKkoBOUHbLIX KOAOB KOMMNaHuK. B cnyvae 7. [ata ncreueHus cpoka rogHoCTH
npowseoAcTea Ha nnowagke OO0 (B hopmarte: roaeH ao...)
«HoeapTtuc HeBa» Ha 6riuctepe ykassiBaloT | 8. [lata npoussoacTea He ykasaHa
TONbKO NEpeMeHHbIe AaHHbie 6e3 ykasaHua | 9.BHYTpeHHue yrnakoBOoYHble KOab!
npedunKcoB HOMepa cepun 1 AaThbl | KOMNaHWM OTCYTCTBYIOT.
9 MapxupoBka OKOHYaHUS CPOKa roAHOCTH. ‘ Ha 6nuctepe ans Homepa cepun U
Labelling [ara npoussoAcTBa He ykasbiBaeTCs. | AaTbl OKOHYaHWUSI CpOKa roAHOCTH

BropuyHas ynakoBka (KapTOHHas navka)

Ha KapTOHHOWN Nayke yKasbiBAETCH:

1. Toprosoe HaumeHoBaHWe npenapara ¢

npeaynpeauTenbHON MapkUpoBKon ®

2. MexxayHapoaHoe HenaTeHToBaHHoe

HanMeHoBaHue (gyonupyeTtca Ha

aHrNNIACKOM S3bIke)

3. loroTun aepxarens pernctTpaLmoHHoro

yaocTosepeHUs (Ha anrnuiACKOM A3biKe)

4. HanmeHoBaHue aepxarens

pPervcTpaynoHHOro yA0CTOBEPEHUS N

Npou3BoAMTENS NIeKapCTBEHHOro NpenaparTa

(BLINYCKaOLWMIA KOHTPOb KavyecTBa)

5. Appec (cTpaHa) gepxatens

perncTpaUmnoHHoro yaocToBepeHus 1

| npousBogUTENsA NekapcTBEHHOro npenaparta
(BbINyCKaOWMIA KOHTPOSL KayecTsa)

| 6. NNekapcTeeHHas dopma

E 7. Ooauposka

| 8. KonwuecTBo NekapcTB@HHOro npenapara B

| ynakoBke

ykasaHbl TONbKO NepemMeHHble
AaHHble 6e3 ykaszaHusa npedukcos .
Harta npousBoACTBa He yKasaHa.
BropuuHas ynakoBka (KapTOHHas

|
nayka)

Ha kapToHHOW Nayvke ykasaHo:

1. Toprosoe HaumeHoBaHNe
npenapara ¢ npeaynpeanTenbHoON
MapKupoBKoil ®

2. MexgyHapoaHoe
HenaTreHTOBaHHOE HaUMEHOBaHNe
(aybrnmpyeTca Ha aHrnMicKom
A3bIKE)

3. Jlorotun pgepxarens
perncTpaumnoHHOro yaocToBepeHuns
(Ha aHrNUIACKOM SA3bIKE)

4. HavmeHoBaHwWe gepxarens
perucTpaumoHHOro yaocToBepeHus
1 NPOU3BOAUTENS NEKapCTBEHHOro
npenapara (BbiMyCcKaloLWnui
KOHTpONb kayectsa)
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AHanuTUYeCKNA NacnopT Ha roToBYIO MPOJYKLNIO

JINLieH3ust Ha OCYLECTENEHWE NPOU3BOSCTBA NekapcTBeHHbIX cpeacts Ne00153-11C

000 "Hosaptuc Hesa"
Poceus, CaHkT-MNeTepbypr,
DNopora B Kamenky, A.40, kopn. 3, nutepa A

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

KoHTpons KadecTBa

Quality Control
Howmep nacnopra: 4-309-0425 Bepcua:1.0
Certificate number e o | Version _
Ne MNokasatens* Merog ucnbitanui / Tpebosanne Pesynbrar
Parameters Analytical method / Requirement Resuilt

9. HavmeHoBaHWs U cofepXxaHns
OEeNCTBYIOWKNX BELWECTB

10. Ycnosus xpaHeHusi

11. MNyTe BBEAECHUR

12. Ycnosusa otnycka

13. MpeaynpegutensHble Hagnuck: «Crnocob
NPUMEHEHNS: CM. NTUCTOK-BKIAABILLIY,
«XpaHuTb B HEQOCTYNHOM ANA JeTei MecTe»
14. Homep cepuu

15. [lata npousBoacTBa

16. [laTa ncTeueHuss CpoK rogHocTH (B
dopmate: rogeH £o...)

17. Wtpux-koa

18. donyckaeTcsi HaHeceHne BHYTPEHHUX
YNaKOBOUHbIX KOA0B [JOMONHUTESbHO MOTYT
ObITb HAHECEeHbl CpeAcTBa UaeHTUNKaLIUKA
ANS MOHUTOPUWHTA ABWKEHNS NeKapCTBEHHbIX
npenaparToB OT NPOU3BOAUTENA A0
KOHeuHoro notpeburens (HaHeceHue
BO3MOMXHO C UCMIONb3OBAHUEM CTUKEPA).

5. Appec (cTpaHa) pepxarens
pPerncTpaLoHHOro yAocToBepeHus
Y NpOM3BOAUTENA NeKapCTBeHHOro
npenapara (BbiNycKaioLLui
KOHTPONb Ka4ecTBa)

6. INekapcTBeHHasn opma

7. dosuposka

8. KonnyecTBo nekapcTBeHHOro
npenapara B ynakoske

9. HaumeHoBaHusa u coaepxaHuns
OefCTBYIOLNX BELLECTB

10. YcnoBusa xpaHeHus

11. NyTb BBEAESHWA

12. Ycnosusa oTrnycka

13. MpegynpeguTernibHsie HAAAWCK:
«Cnocob NpUMEHEHWS: CM. JTUCTOK-
BKNaAblu», «XpaHuTb B
HeaoCTYNHOM ANst AeTel MecTe»
14. Homep cepun

15. [lata npoussoacTBa

16. [lata ncreyeHust Cpok roaHoOCTuK
(B hopmare: roaeH Ao...)

17. Wrpux-xko4

18. HaHeceHb! BHyTpeHHue

| ynakoBouHble KOAbi.

JononHutesnbHO HaHeCceHb
cpencTBa uaeHTUdMKaLmm Ana
MOHWUTOPUWHra ABUKEHNR
neKapcTBEHHbIX NpenapaTos oT
Npou3BOAUTENSA [0 KOHEYHOro
notpeburens (6e3 ucnonb3oBaHNA
cTukepa).

XpaHeHue
19 Storage

Mpu Temnepatype He Boille 30°C.

Cpok rogHocTH
(MepuoanvHOCTL
11 | koHTpONs)

Shelf life (Frequency
of control)

2rona

2 roga (31.03.2027)

* « Mokasartens «wapoﬁmonormquKaﬂ YUCTOTa» HEe ABNAETCA PYTUHHLIM METOLAOM aHanNu3a u MOXeT OTCYyTCTBOBaThL B

nacrnopre KoMmnawn.
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AHanuTUYECKMit NacNOPT Ha FOTOBYH NPOAYKLIMIO

SIuLieH3ns Ha OCYLWECTBIIEHNE NMPOU3BOACTBA NekapCTBeHHBIX cpeacTs Ne00153-NC 000 "HoeapTnc Hesa"
Poccusi, Cankr-Tetepbypr,
[opora B Kamerky, 4.40, kopn. 3, nutepa A

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

KoHtponb KauecTBa
Quality Control

Homep nacnopra: _a00. Bepcua:1.0
Certificate number 7 = ey — = ‘ Y‘?_'fiof_ BE=ieeee)
3. 3AKINIOYEHUE
CONCLUSION

TNMekapcTseHHbIN npenapat Mansyc MeT®, TaGneTku NOKPbITbIE NieHouHoi 06onoukoi, 50 Mr+ 1000 Mr Ne30, v
Homep cepun PN07930425 cooTeeTcTByeT TpeGoBaHMAM HopMaTuBHOI AokymerTaLun J1M-Ne(001986)-(PT- 7~
RU)-200524 Maneyc MeT®, TabneTku nokpbiTbie NneHouHom obonoukoi 50 mr + 500 wmr, 50 + 850 mr, 50 %
mr Moayns Mapkupoeka J1M-Ne(001986)-(Pr-RU)-270723.

Crapwwii  cneuvanucT  no =
8 B.0O. g = e
yTBepaun | o roomio kavecTea ArERcEcElB:0 20. 0 Qi 3X°
Approved by
/
[
Version Description of change X ot
(Bepcus) (OnucaHve n3aMeHeHuin)
1.0 Hoebith nacnopTt
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