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AHanUTUYeCKUIN Nacnopr Ha FOTOBYH NPOAYKUMIO

TNuueHans Ha ocywecTeneHmne NPOU3BOACTBa NeKkapCcTBeHHbLIX cpegceTe Ne00153-NC

000 "HosapTuc Hesa"
Poceus, CaHir-MNetep6ypr,
Hopora B Kametky, 4.40, kopn. 3, nutepa A

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

—

KoHTporb kayecTsa
Quality Control

Homep nacnopra:
Certificate number

4-713-0725

Bepcus:1.0

Version

1. OBLIAA WHOOPMALMA
GENERAL INFORMATION

Haumenosanue npogyxumm;
Product Name

50 mr + 1000 mr Ne30

Maneyc Met® tabneTku, NOKPLITbIE NNEHOYHON 060NOYKOIA,

MposepeHo Ha cooTBeTCTRBHE C:

JIN-Ne(001986)-(Pr-RU)-200524 T ansyc MeTt®,
nnexoyHoun obonoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moayne
Mapkumposka NN-Ne(001986)-(Pr-RU)-270723

Tabnetkn nokpbIThie

Checked against

Cneundukaums kayectea Ha lansyc Met®, Tabnetku NOKPbITLIE NNIEHOYHOR
obonoukoii 50 mr + 1000 mr Ne 30 SPEC FDF_00080126, sepcus: 17.0

BHYTpeHHuUit kog Homep cepun
HepaccacosaHHon npoaykuuu: | 42027187 HepacdhacosaHHOW npoaykumu PS4578
Product Code Bulk Balch Number Buik
BHyTpenHuii kog ynakoBanHo# Homep cepuu ynakoBaHHo#M
npoAyKuum: 44068551 npoaykuum: PS65560725
Product Code FDF Batch Number FDF
Ta NPoM3BOLOCTEA:
ﬂ:nufactgdng Da{en 31.07.2025
Pasmep cepuu 3a BbIveTOM
gas""‘“"_i’ Sophie 5995 yn. npo6: e 5986 yn.
Latch o Balch size without samples
2. NMONYYEHHLIE PE3YNbTATbI
TEST RESULTS
Ne Mokazarens* MeTtoa ncnbitanuii / TpeGosaHue Peaynkrar
Parameters Analytical method / Requirement Resuit
BuayanbHbii OBanbHble TabneTku co
OBarbHble TabneTku Co ckoLEeHHbIMM CKOLLEHHBIMWA  KpasaMu, MOKPbIThIE
Kpasnmu, NOKpbITble NAEHOYHOW 060NoYKO NNEHOYHOW  O0BONOYKOW  TeMHOo-
1 g"';gf;::g TeMHO-XeNTOro ¢ CepoBaThbIM OTTEHKOM KENToro ¢ cepoBaTbiM OTTEHKOM
o useta. Ha oaHoii cTopoHe TabneTku LieeTa. Ha oiHoM cTopoHe TabneTku
Mapkuposka «NVR», Ha apyroii CTOpOHE — Mapkuposka «NVR», Ha ppyroii
«FLO». cTopoHe — «FLOwy,
B3XKX
Bpems ynepxuveanus ocHoBHOro nuka Ha
;.gﬁ;;:g;::auua Xpomarorpamme WCnbITyemoro pactsopa 1 CooTaercrayer
- BRAaSr A AOMKHO COOTBETCTBOBATL BPEMEHM
YAEPXWBAHWA NMKa BUNAArnunNTUHA Ha
2 XpoMmarorpamme CTaHAapTHOrO pacTeopa.
B3XKX
Bpems yaepxusanua ocHoBHoro nuka Ha
- MeTchopmuna Xpomartorpamme 1cnbITyemoro pactsopa 3 Cootsercrayer
ruapoxnopus, AOIKHO COOTBETCTBOBATbL BPEMEHU
YAEPXKvBaHWUA Nka MeTOpMUHA Ha
XpomaTorpaMmmecTaHaapTHOro pacTeopa. J
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AHanuTu4eckmit nacnopT Ha rotoeyio npoayxkuuio

Nuuenana Ha ocywecTenexne MPOU3BOACTEA NeKapCTBeHHLIX cpeacTe Ne00153-11C

000 "Hosaptuc Hesa"
Poccus, Cankr-TeTepbypr,
Hopora B Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTponb kavuecTea
Quality Control
Homep nacnopra: 742, Bepcus:1.0
Certificate number 4-713-0725 Version
Ne Mokazarens* MeTon ucnbitanuii / TpeGosanue PesynbTar
Parameters Analytical method / Requirement Result
B3X a
He meHee 80% (Q) ot 3aseneHHoro gg . ac:-;;:r?f::aezzog gg‘clfup:{ a'_"”q
CoAepXaHua BungarnunTuHa Yepes 30 e P AL
3 Pa_ucraopeuue MUHYT 999 .
Dissolution He meHee 80% (Q) ot 3aseneHHoro MET(;D?Z)T i,,::;f:m;gnc;ﬂ:p:{ﬁ;":s
coaepXaHns MeThopMmUHa ruapoxnopuaa 30 Mqu . Ap PlAsYEp
Yepes 30 MUHYT, y
Boaa MeToa K. ®uwwepa 5
B3XKX 0.
202-01 (amug): He Gonee 0,5% S et o
Npumecu 209-01 (UmMKNUYECKit aMUAVH): 207-01 Py ;
0 -01 - He o6HapyxeHa;
Related He Gonee 0,2% Eniussas
substances- 20701 (awnkeTonunepaaum): HeuzeHTUUMpoBaHHas npumecs
Mpumecy Ee Goree 0,2% " _ — He oBHapyXeHa;
BungarnuntuHa AVHWHHOW HenaeHTUUUMpoBaHHOT : .
npUMecH: He Bonee 0. 2% g);t:;,Ma BCEX Mpumecen MeHee
5 Cymwma Bcex npumeceit: He Gonee 1,0% ’
BOXX 1-LinaHoryanuaus — menee 0,01%:
1-LinaHoryaunamn: He Gonee 0,02% EavHuyHas
- NMpumecn E.D.HHWH_OFP He“feHT"CDHHHPOBaHHOﬁ HenaeHTUuUMpoBaHas npumecs
npumMecu: He Gonee 0,1% — He oBHapyxeHa:
Metdopmuna o :
ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% Cymma BCcex npumeceil — meHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meree 0,1%
OpnHopogHocTb
A03MPOBaHHLIX Bungarnuntun — B3XKX . "
6 | eAnHny MeTtdomuna rugpoxnopug - meToa Eﬂgﬂgﬁﬂﬂ:;":' A\;xncllsm i
Uniformity of BapuaLuum macc AV =13 viap pua:
dosage AV=150 '
units ]
B3KX
Ot 95,0% no 105,0% eunmarmunTuHa ot
Konuuectaentoe 3asBMEHHOro coaepaHus
onpegenexue 99 0%
Assay " ’
! BHyTpeHHUIn npegen Ha Bbinyck (IRL): He
7 BunparnunTis mMeHee  87,9%  BunparnuntuHa ot
3aABNEeHHOro cogepXaHus
BOXX
;“Me;i’ﬁg'““”a OT 950% o 1050% merchopmuma | 99,9%
ap PiA MAPOXIIOpMAA OT 3asBMNEHHOr0 CoAepaHus.
8 Ynakoska Mo 6 TabneTok B 6nuctep MA/ARMBX 1 Egl?\;?l'? ;;Tﬁgﬁgﬂﬂﬂiioﬁ
L Packing anoMUHUEBON chonbru,

conbru. Mo 5 6nuctepos Bmecte ¢
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AHanuTM4YecKkui nacnopT Ha roToRyo NPOAYKLMUIO

NuleHana Ha ocywecTeneHne Npou3soacTea nexkapcTeeHHbIx cpeacts Ne00153-N1C

000 "HosapTtuc Hesa"
Poceus, CankT-MeTepbypr,
Hopora 8 KameHky, 4.40, kopn. 3, nutepa A

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

KoHTponb kadectea

Quality Control

Homep nacnopra: Bepcus:1.0

Ced.-’ﬁcge numberp 4-713-0725 Vergjon

Ne Mokasarens* MeTog ucnbitanuit / TpeGosanue PeaynTar

Parameters Analytical method / Requirement Result
Mo 5 6GnucTepoB BMECTE G NUCTKOM- NCTKOM-BKNaAbILLIEM B KaPTOHHY
BKMNaAbILIEM B KAPTOHHYIO Nauky. nauky. MNpucyTcTBYET KOHTPONL
[onyckaetca Hanuyre KOHTPONS Nepeoro NepBoro BCKPbITUS,
BCKPbITUS,
MepeuyHan BHYTPeHHNAN ynakoBKa MNepBuyHas BHYTpeHHARA
Ha 6nuctepe ykasbiaeTcs: ynakoBKa
1. Toprosoe HaumeHoBaHWe npenapara ¢ Ha 6nucrepe ykazaHo:
npeaynpeanTensLHOW MapkupoBKon ® 1. ToproBoe HammeHoBaHKe
2. MexnyHapoaHoe HenaTeHToBaHHoe npenapara ¢ npegynpeanTensHoi
HaumeHoBaHue (gybnupyeTcs Ha MapKupoBKoin ®
aHITWACKOM si3blke) 2. MexpyHapogHoe
3. llorotun aepxaTens perucTpauuoHHoro HenareHToBaHHOe HauMeHoBaHue
YAOCTOBEPEHMA (Ha aHrMUNCKOM A3bIKe) (ny6nupyeTcsa Ha aHruicKom
4. lexapcTBeHHas ¢opma A3bIKE)
5. [loanpoeka 3. llorotun aepxarens
6. Homep cepun PEerucTpaLluoHHOro yaocToBepeHns
7. [lata ucreyeHus cpoka roaHocTm (8 (Ha aHrnuiickom a3bike)
dhopmate: rogeH ao...) 4. llekapcTeeHHas dopma
8. [lata npounssoacTea 5. [losuposka
9. [lonyckaeTcs HaHeceHUe BHYTPEHHUX 6. Homep cepum
yNaKkoBOYHbIX KOLOB koMnaHun. B cnyuae 7. [laTa ncTeueHUs cpoka rogHocTH
nponsBoAcTBa Ha nnowaake 000 (B thopmare: rogeH go...)
«HosapTuc Heea» Ha 6nuctepe ykasbiBalor | 8. [lata NPOW3BOACTBA He yKasaHa
TONbKO NepemeHHble AaHHble 6e3 ykasaHus 9.BHYTpeHHWe ynakoBoYHbIE Kokl
npedurKcoB HoMepa cepun 1 AaThbl KOMMNaHW1 OTCYTCTBYIOT.
9 | Mapkupogka OKOHYaHWA Cpoka roAHoCTH. Ha 6nuctepe ans Homepa cepun n
Labelling [aTa nponseoacTBa He ykasbiBaeTcs. AaTbl OKOHYaHWA CpoKa rogHoCTH

BTopuuHas ynakoska (kapToHHasa navka)
Ha kapTOHHOI nayke ykasblBaeTcs:

1. ToproBoe HaumeHoBaHve Npenapara ¢
npeaynpeauTensHoi MapKupoekon ®

2. MexayHapogHoe HenaTeHToBaHHoe
HanMmeHoeaHue (gybnupyeTca Ha
aHIrIACKOM A3biKe)

3. lloroTun Aepxatens perucTpaLMoHHOMo
YAOCTOBEPEHUs (Ha aHrnUACKOM A3blke)

4. HaumeHoBaHve gepxatens
PerncTpaunoHHoro YAOCTOBEPEHUS 1
NPON3BOAUTENSA NEKapCTBEHHOIO Npenaparta
(BbINyCKalOWMIA KOHTPOMNb KayecTsa)

5. Agpec (cTpaHa) gepxaTtens
PerucTpalyoHHOro y40CTOBEPEHUA 1
NPOU3BOAUTENA NEKapPCTBEHHOro Npenapara
(BbINyCKAIOLLMIA KOHTPOMb KayecTBa)

6. llekapcTBeHHas dopma

7. JosnpoBka

8. Konnyectso nekapcTBeHHOro npenapara B
ynaxkoske

YKasaHbl TOMLKO NEpeMEHHLIe
AaHHble 6e3 yKasaHus npecukcos .
[ara npousBoacTea He ykasaHa.
BropuyHas ynakoBka (kapToHHas
na4ka)

Ha kapToHHOW nayke ykasaHo:

1. Toprosoe HaumeHoBaHue
npenapara ¢ npeaynpeauTenbHoil
MapKMpoBKoit ®

2. MexpayHapogHoe
HenaTeHToBaHHOE HauMeHoBaHMe
(ay6nnpyeTcs Ha aHrnMiCKoM
A3bIKe)

3. llorotun pepxarens
PerucTpaLoHHOro Y/ 0CTOBEPEHIS
(Ha aHrnuitckom a3bike)

4. HaumeHoBaHwWe gepxartens
PerucTpaLoHHOro y0CTOBEPEHNs
¥ NPOU3BOAUTENA NEKAPCTBEHHOro
npenapara (BbinycKakoLLWiA
KOHTpOnb kayecTea)
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AHanuTu4YecKkuit NacnopT Ha roTOBYIO NPOAYKLINIO

NueHansa Ha ocyllecTeneHne NPoU3BOACTBA NEKaPCTBEHHBIX cpeacTs Ne00153-11C

000 "Hosaptuc Hesa"
Poccus, Cankr-MNetepbypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A
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KoHTponk kavecTtea

Quality Control
Homep nacnopra: Bepcua:1.0
Cerﬁﬁcga numberp 4-713-0725 Vergion
Ne Mokazatens* MeTopg ucneitanuii / TpeGosaHue PezynsTar
Parameters Analytical method / Requirement Result
9. HaumeHoBaHus 1 coaepxaHus 5. Appec (cTpaHa) gepxarens
AeACTBYIOLWMX BELWECTB PEerucTpaLnoHHoro ya0CTOBEpPEHs
10. YcnoBus xpaHeHwa 1 NpoV3BOAUTENS NEKAPCTBEHHOTO
11. NyTe BBEAEHUS npenapara (BbinycKarowmia
12. Ycnosus otnycka KOHTpOnb KayecTsa)
13. MpepynpeauTensHble Hagnucu: «Cnocob | 6. JlekapcTseHHas hopma
MPUMEHEHUA: CM. NUCTOK-BKNAAbILL», 7. Ooanposka
«XpaHnTb B HEAOCTYNHOM AN geTei mecTe» | 8. KonudecTeo neKapcTBeHHOro
14. Homep cepum npenapara B ynakoske
15. [aTta npou3BoacTea 9. HanmeHoBaHusa 1 cogepxaHns
16. data ucreveHus cpok rogHocTu (B OeliCTBYHOLLMX BELLEeCTB
chopmare: rogeH go...) 10. Ycnoeusi xpaHeHus
17. Wrpux-kog, 11. MyTb BBEAEHMUA
18. [JonyckaeTca HaHeceHue BHYTPEHHMX 12. Ycnoeus otnycka
yNakoBOYHbIX K0A40B [loNONHATENLHO MOrYT 13. MpeaynpeautenbHbie HaaNUCK:
ObITh HaHECEHLI CpeAcTBa UAEHTUUKALMK «Cnocob npUMeHEHWsI: CM. NNCTOK-
AN MOHWUTOPWHIa ABWKEHWS NIEKApCTBEHHBbIX | BKNagbIWy, «XpaHUTb B
npenaparToe OT NPOW3BOAWNTENS A0 HEeAO0CTYNHOM ANA AeTel MecTe»
KOHe4Horo notpeburens (HaHeceHue 14. Homep cepun
BO3MOXHO C MCMOMb30BaHWEM CTUKepa). 15. [lata npouseogcTea
16. [laTta ncreveHns CpoK rogHocTu
(B hopmarte: rogeH fo...)
17. WTtpux-kog
18. HaHeceHb! BHyTpEeHHKE
ynaKkoBOYHbIE KOABI.
HononHuTensHo HaHeceHs!
cpeacTBa UASHTUGMKaUWK ans
MOHUTOPWHIa ABMKEHUA
neKapcTBEHHbIX MpenapaToe oT
nNpou3BOAUTENS A0 KOHEYHOrO
notpebutens (6es ucnons3oeaHns
| ~ CTukepa).
10 gg?:gi""e Mpw TemnepaTtype He Bbie 30°C.
CpoK rogHoOCTH
(Mepuogu4HOCTb
11 | koHTpoON=A) 2 roga 2 roga (30.06.2027)
Shelf life (Frequency
of control)

* - MNokasatenk «MukpoBronoruieckas YucToTay He ABASETCA PYTUHHBIM METOAOM aHaNM3a U MOXKET OTCYTCTBOBATL B
nacnopTe KoMMaHuu.
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NOVARTIS HecHe. i wieg
Form to SOP-8013721 ¥
AHanUTU4ECKNii NacropT Ha roToBYI0 npoayKuuio

Nuuensus Ha ocywecTeneHne NnpouaoacTBa nekapcTBeHHbIx cpegcte Ne00153-NC 000 "HosapTuc Hesa"
Poccus, Cankr-MNetepbypr,
[Hopora B KameHky, a.40, kopn. 3, nurepa A

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

KoHTponb KavecTea

Quality Control
Homep nacnopra: 749, Bepcus:1.0
Certificate number 4-713-0725 Version
3. 3AKNIOYEHME
CONCLUSION

NekapcteeHHbii npenapat Fansyc MeT®, TabneTkn NOKPbITHIE NAEHOYHOI o6ornoukait; 50 mr + 1000 mr Ne30, |
Homep cepun PS65560725 cooTseTcTsyeT TpeGoBaHnaM HOPMATUBHO AoKyMeHTaL I F-Ne(001986)-(Pr-

RU)-200524 l'ansyc MeT®, TabneTkit NOKPbITbIE NAEHOYHON 0GONOUKON 50 Mr +/B00mr, 50 + 850 mr, 50 + 1000

mr Moayne Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723. A
I
" I
Crapwmiii  creuvanvet  no i 3L Maw
YTeepaun i DHTppon al Ral-leclr-la - Anekcees B.O. 276 0& \ 2o 25
Approved by )
HonwHocte (Position) @O (Full name) Bard (Date 1
Version Description of change
(Bepcus) (Onuncatnune nameHeHuin)
1.0 Hoeblid nacnopt
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