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1. OBLLUAA UHOOPMALIKA
GENERAL INFORMATION

HaumenoBaHue npogykumu:
Product Name

Fansyc MeT® TabneTku, NOKpPbITLIE NNEHOYHON 0GONOYKOM,

50 mr + 1000 mr Ne30

lNpoBepeHo Ha cooTBeTCTBME C:

NIN-Ne(001986)-(PT-RU)-200524 Taneyc Met®, TabneTtku NoKpbITbIE
nneHoYHoit o6osoukoii 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogyne
Mapkuposka J1M-Ne(001986)-(PIr-RU)-270723

Checked against s
Cneuvdpurauus kavectea Ha Maneyc MeTt®, Tabnetku NOKPLITLIE NNEHOYHOIA
obonoukoii 50 mr + 1000 mr Ne 30 SPEC FDF 00080126, Bepcus: 17.0
BHyTpeHHUIT kKog Homep cepumn
HepacdacoBaHHON npogykumn: | 42027187 HepacthacoBaHHoM npoaykuun PU868Y
Product Code Bulk Batch Number Bulk
BHyTpeHHUIA KOoA ynakoBaHHOMN Homep cepuu ynakosaHHoM
NpoAayKuMmn: 44068551 npoayKuuu: PV66501025
Product Code FDF Batch Number FDF
Ta NPOU3BOACTBA:
ﬂ:nufactgﬁng Daréq 04.10.2025
i Pazmep cepuu 3a BbIueTOM
g;gr;gacepuu. 5931 yn. npooG: i 5922 yn.
Batch size without samples
2. MONYYEHHBIE PE3YNbTATbI
TEST RESULTS
Ne Mokasarens* Metoa ucnbitanun / TpeGosanue PesynbTar
Parameters Analytical method / Requirement Result
BuayanbHsbin OsanbHble TabneTku co
OBanbHble TabneTky co cKoLLEHHBIMI CKOLUEHHBIMM  Kpasmu, NOKpbITbIE
o Kpasmu, NOKpbITbIE NAEHOYHOW 0BoNoYKon NneHo4yHon  oBonoukoin  TemHo-
1 A m::r’;:;z TEMHO-XXEJITOro C CepoBaThLIM OTTEHKOM XENnToro C cepopatbiM OTTEHKOM
PP ueeta. Ha ogHoit cTopoHe TabneTku useTta. Ha ogHol cTopoHe TabneTku
mapkuposka «NVR», Ha apyroi cTopoHe — mapkuposka «NVR», Ha pgpyroi
«FLO». cTopoHe — «FLO».
B3IXX
Bpewms yaepUBaHWA OCHOBHOMO NUKa Ha
Eﬂﬁ;;:ﬁg:a“"" XpomartorpaMme UcnbiTyemoro pacteopa 1 Coorsercrayer
- HAOIMKHO COOTBETCTBOBATL BpeMeH!
yAepXUBaHWA N1ka BungarnunTyuHa Ha
5 XpomarorpaMme CTaH4apTHOro pacTsopa.
B3IXX
Bpems yaepxumBaHna 0CHOBHOTO NUKa Ha
- MetchopmuHa XpomaTtorpamme UcneiTyemoro pactsopa 3
ruapoxnopug AOIMKHO COOTBETCTBOBATL BPEMEHHU Cooraerorayer
YAEPHKMBAHUA NKA METOPMIUHA Ha
XpoMartorpammecTaHfapTHOroO pacTeopa.
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AHanNUTU4YECKWIA NAcNopT Ha roToBYIO npoaykuuo

NleH3ns Ha ocyLiecTBNEHNe NPON3BOACTBA NEKAPCTBEHHBIX cpepcts Ne00153-NC

000 "HosapTuc Hesa"
Poccun, CaHkr-Metepbypr,
Hopora 8 Kamerky, 4.40, kopn. 3, nutepa A

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

KoHTponb kadectea

Quality Control
Homep nacnopra: 4-859-1025 Bepcua:1.0
Certificate number Version
Ne Mokazarenw* Metoa ucneiTatuit | TpeGosaHue PeszynbTtat
Parameters Analytical method / Requirement Result
B3XX .
He MeHee 80% (Q) oT 3asBneHHoro 98% OT 3asBNeHHOro coaepxaHus
cofepxXaHuws BungarnunTuHa Yepes 30 BANAArMNTUHA Yepes 30 MuHyT,
3 | PacTBopeHue MUHYT
. . 0,

Dissolution He meHee 80% (Q) oT 3asBREHHO 100% oT 3asBneHHOro coaepaHus
coaepxaHus MeTdopMUHa rmapoxnopuaa ;“g :ﬁ?‘pM“Ha PRIpOETIGpIR Hepad
uepes 30 MUHYT. 4F

Bogaa MeTtog K. duwepa o

4 Water He Gonee 1,0%. 0.2%
B3XX .
202-01 (amma): He Bonee 0,5% ggg'g: :::2%?,2’1 )ﬁéua'
Mpumecn 209-01 (LMKNYECKUiA aMUANH); Py :
207-01 - He oBHapyxeHa;
Related He 6onee 0,2% Bk HER
ﬁ:)'{:f:'a;?ccfs' ﬁg?ég; e(gbgkg:ﬁc:nunep i HEMAEHTUDUUMPOBAHHAA NPUMECH
7y 5 — He oBHapyxeHa;
EAVHWYHOI HeaeHTUMLIMPOBAHHOM 5
Bunparnuntuna nsmecm: i 6:ﬁee Oczb%u P Cmia BCEX MpUMecel — meHee
5 Cymma Bcex npumeceii: He Gonee 1,0% 0,1%
BOXKX 1-LinanoryaHuant — meree 0,01%:
1-UvaHoryaHuaun: He Gonee 0,02% _ | Eanrnunasn

- Mpumecy EAnHndHon HEVOGHTUULINPOBAHHON | LenaeHTUDMLMPOBAHHas NpuMech

MeTdopmuna npumeck: He Gonee O,j% — He obHapyxeHa;

ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% CymMma BCeX npuMecei — meHee
X 0,05%

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

OpHopogHoCTL

A03MPOBaHHLIX BungarnuntuH — BaXKX . -

g | eAvHUL MeTtcomuHa rugpoxnopua - metoa nsﬂg'gbfﬂﬂ:;”& .qﬁ\;xng,sn a:

Uniformity of BapuaLum macc AV =15 pua:

dosage AV =150 !

units
B3XX
Or 950% po 105,0% sungarnunTuha ot

Eg“:“:ﬁ:ﬁi:"oe 3anBMNEHHOro cogepXaHuns

g 99,4%

i Buny St BHyTpenHuit npefen Ha Bbinyck (IRL): He

7 A Menee  97,9%  BungarnUNTMHa  oT
3aABMEHHOro cogepXaHus
B3XX
- MeTapui-a Or 950% po 1050% wmerchopmuma | 99,8%
- Pha rnapoxnopuaa oT 3asBNEHHOr CoAepXKaHus.
8 YnakoBka Mo 6 Tabnetok B Gnuctep MNA/ANMBX n Hi’g;?r? S;Tﬁ';ig;:gg;oﬁ
Fepking RAIOMISHINEEON Qo coneru. Mo 5 6nucTepos BMecTe ¢
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AHanUTMYECKUIA NacNopT Ha rOTOBYIO NPOAYKLMIO

NuueHann Ha ocyuiecTBNeHMe NPOM3BOACTBA NEKAPCTBEHHDBIX cpeacts Ne00153-NC

000 "HoeapTuc Hesa"
Pocewn, Cankr-Metepbypr,
Dopora B Kametky, A4.40, kopn. 3, nutepa A

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

KoHTponb kayectsa

Quality Control
Homep nacnopra: _ Bepcua:1.0
Certificate number 4-859-1025 Version
Ne Mokaszarens* Metog ucneitanuii / TpeGosaHue Pesynbrar
. Parameters Analytical method / Requirement Result

BCKPbLITUS.

Mo 5 6nucTepos BMECTE ¢ NUCTKOM-
BKNagblLem B KAPTOHHYIO Nauky.
HonyckaeTcs Hanmume KOHTPONsA NepBeoro

NUCTKOM-BKIaAbILLEM B KAPTOHHYH
nayky. MNpucyTcTByeT KOHTPOIbL
NEPBOro BCKPLITUS.

5. lloanposka
6. Homep cepun

9 Mapkuposka
Labelling

MepBuyHan BHYTPeHHAs ynakoBka
Ha 6nuctepe ykasblBaeTcs:

1. ToproBoe HaumeHoBaHWe npenapara ¢
npeaynpeanTensHON MapkupoBkon ®
2. MexgyHapogHoe HenaTeHToBaHHoe
HaumeHoBaHue (gybnupyeTcs Ha
aHIMUIACKOM A3bIKE)

3. loroTun AepxaTens perucTpaUnoHHOro
y[OCTOBEPEHUS (Ha aHTMUNCKOM A3bIKe)

4. lekapcTBeHHas hopma

7. [aTa ucte4eHns cpoka rogHocTm (B
topmare: rogeH go...)

8. lata npoussoacTea

9. flonyckaeTcsi HaHECEHUE BHYTPEHHUX
yNakoBOYHLIX KOAOB KOMMaHUW. B crnyyae
npor3BoAcTBa Ha nnowagke 000
«HoBaptuc Hesa» Ha 6nucTepe ykasbisaioT
TONbKO NepemMeHHble AaHHble Bes ykazaHua
npecpukcos Homepa cepum 1 gatel
OKOHYaHWA cpoKa rogHoCTH.

Hata nponssoacTBa He yKasLIBaeTCs.
BTopu4Has ynakoBka (kapToHHas nauka)
Ha kapToHHOM nayke ykaskbiBaeTcs:

7. Hoanposka

yNakoBKe

1. Toprooe HavmeHOBaHue npenaparta ¢
npeaynpeauTensHoW MapkupoBKon ®
2. MexayHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHwe (gybnupyeTca Ha
aHrMUINCKOM A3bIKe)

3. floroTun AepxaTens perncTpauuoHHOro
YAOCTOBEPEHUS (Ha aHTNMUIACKOM A3bIKE)
4. HanmeHoeaHue aepxarens
PErncTpauMoHHOro yaoCTOBEpeHNs 1
NpoV3BOANTENSA NEKapCTBEHHOro npenapara
(BBINYCKAIOLIMIA KOHTPOIL KaYecTBa)
5. Agpec (cTpaHa) aepxarens
PerncTpaunoHHOro ya0CTOBEPEHUSA W
NpoV3BOANTENS NEeKapcTBEHHOro nNpenapara
(BbINYCKAOLLMIA KOHTPONbL KayecTsa)
6. llekapcTBeHHan chopma

8. Konuyecteo nekapctBeHHoOro npenapara B

MepBuyHan BHYTpeHHAR
yrnakoeka

Ha 6nucrepe ykasaHo:

1. Toproeoe HaumeHoBaHWe
npenaparta ¢ npegynpeauTensHonl
MapKupoBkoin ®

2. MexpyHapogHoe
HenaTeHTOBaHHOE HaUMEHOBaHUe
(AyBnuvpyeTcs Ha aHrMUIACKOM
A3bIKE)

3. lorotun gepxartens
pervcTpaLuoHHoro yaocToBepeHus
(Ha aHrnmiAickom si3bike)

4. llekapcTeeHHan gopma

5. [loaupoeka

6. Homep cepum

7. [aTa ucteueHns cpoka roaHocTu
(B chopmaTe: rogeH fo...)

8. [lata npounssoacTea He ykasaHa
9.BHYTpeHHWe ynakoBouHble KoAabl
KOMMaHW1 OTCYTCTBYHOT.

Ha 6nucTtepe ans Homepa cepum n
AaTbl OKOHYAHWA CpOKa roAHOCTK
yKasaHbl TONbKO NepemMeHHsIe
AaHHble 6e3 ykasaHusa npednkcos .
[ata npovssogcTea He ykasaHa.
BropuyHas ynakoeka (kapToHHas
naykay)

Ha KapTOHHOIA nayke ykasaHo:

1. ToproBoe HavmeHoBaHMe
npenapara ¢ npeaynpeauTensHo
MapKUPOBKOA ®

2. MexayHapogHoe
HenaTeHToBaHHOE HauMeHoBaHne
(aybnupyetca Ha aHrnuickom
A3bIKE)

3. llorotun aepxarens
PerncTpaumnoHHoro yAoCToBEpeHs
(Ha aHrnuiickom si3bike)

4. HaumeHoBaHue gepxartens
PErMcTpaLoHHOro yaoCToBEpEHUS
W NPOU3BOANTENS NEKAPCTBEHHOrO
npenaparta (BbInycKaloLwynii
KOHTPOIb Ka4yecTsa)
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AHanuTYecKWin NAacMopT Ha roTOBYH NPOAYKLUIO
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A Parameters Analytical method / Requirement Result

9. HaumeHoBaHWA 1 cogepxaHns
OeCTBYOLNX BEWECTB

10. Yenoeus xpaHeHus

11. MNyTe BBEAEHUA

12. Yenosus oTnycka

13. NpeaynpeautentHole Hagnucu: «Cnocob
NPVMEHEHWNA: CM. NUCTOK-BKNaAbILL»,
«XpaHuTb B HELOCTYMHOM ANS OeTen MecTe»
14. Homep cepun

15. [lata npou3BoAacTea

16. [laTta ucrteueHua cpok rogHocTu (B
dopmare; rogeH go...)

17. Wrpux-kog,

18. [lonyckaeTcsi HAHECEHWE BHYTPEHHIX
yNakoBOYHbIX KOA40B [loNoNHATENEHO MOrYT
ObITb HaHeCEHbI CPEACTBa MAEHTUMKaLIN
ANs MOHWUTOPWHIa ABWXEHWS NEKapCTBEHHbIX
npenaparToB OT Npou3BoAUTENs A0
KoHe4Horo notpebutens (HaHeceHue
BO3MOXHO C UCNONb30BaHUEM CTUKepa).

5. Agpec (cTpaHa) gepxartens
perucTpaLuoHHero yaoCToBEpeHns
1 NPOV3BOANTENS NEKAPCTBEHHOTO
npenapara (BbinyckaoLwuii
KOHTpOnb KavecTea)

6. IlekapcTeeHHas dopma

7. [loauposka

8. KonnyecTeo nekapcTeeHHoro
npenapara B ynakoBke

9. HaumeHoBaHus 1 cogepxaHus
OelCTBYIOLMX BELLECTB

10. Ycnosua xpaHeHus

11. MyTb BBEAECHMUS

12. Ycnosusa otnycka

13. MNpeaynpegurensHble Hagnueu:
«Cnocob npUMeHeHUs: CM. NIMCTOK-
BKNagpiWy», «XpaHuTb B
HegoCTyrnHom Ans AeTeil MecTte»
14. Homep cepuu

15. flata npouseoacTea

16. laTa ucreyeHws cpok rogHocTu
(e chopmare: rogeH ao...)

17. Wrpux-koa

18. HaHeceHb! BHYTpEHHWE
YNakoBOYHbBIE KOABI.
HononHuTensHo HaHeceHb!
cpencTea uaeHTUgukaymmn ans
MOHUTOPWHIa ABUXEHUA
neKapcTBeHHbIX NpenapaToe OT
NpPoW3BOAMTENA A0 KOHEYHOro
notpeburens (6e3 ncnonbaoBaHus
CTUKepa).

10 XpaHeHue
Storage

MNpu Temnepartype He Bbilwe 30°C.

Cpok rogHocTH
(MepuoguyHocTL
11 | koHTpons)

Shelf life (Frequency
of control)

2 roaa

2 roga (30.09.2027)

* - MNokazaTens «Mukpobuonornyeckas YUCToOTa» He SBNSETCS PYyTUHHBIM METOAOM aHanu3a u MOXeT OTCYTCTBOBATL B

nacnopTe KoMnaHuu,
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3. 3AKNKYEHUE
CONCLUSION

NekapcTteerHbIii npenapat Mansyc MeT®, TaBGneTky NOKpbITble NieHouHon obonovkoi, 50 mr + 1000 mr Ne30,

Homep cepun PV66501025 cooTBeTcTByeT TpeGoBaHWsAM HOPMATUBHOM AOKYMEHTA N 86)-(Pr-
RU)-200524 Maneyc MeT®, TabneTkn NOKpbITbie NNEHoYHOM o6onoykoii 50 mr + . 0+ 10!
mr Moayne Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723. ~ e 05 /_'.;-/

g 3
CTapwwii  cneuuanuct  no Y ey &
Anek O T A nay 1
Yreepaun KOHTpOMIO KadecTsa e L 27 .\ q <4
Approved by
fonmuHocTs (Position) PO (Full name}
Version Description of change
(Bepcus) (Onucanue n3ameHeHwiA)
1.0 Hoseblin nacnopt
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