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Form to SOP-8013721 Version : 6.0

AHanuTu4eckuii NacnopT Ha roToBYI0 NPOAYKLUIO

JlnueHaua Ha ocyllecTeneHne NpoN3BOACTBA NEKkapcTBeHHbIX cpeacTs Ne00153-11C 000 "Hoeaptuc Hesa"
Poccua, Cankr-lNetepbypr,
DHopora 8 KameHky, 4.40, kopn. 3, nutepa A

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

KoHTponb kadecTea
Quality Control
Homep nacnopra: _Q8A. Bepcua:1.0
Certificate number 4-986-1125 Version
1. OBLIAS UHOOPMALUA
GENERAL INFORMATION
HaumenoBaHue npoaykumu: Fansyc MeT® TabneTku, NOKpbITLIE NNEHOYHON 0GONOYKON,
Product Name 50 mr + 1000 mr Ne30

JIN-Ne(001986)-(Pr-RU)-200524 TaneByc MeT®, Tabnetku mnOKPbITHIE
. | nneHouHow oBonoykoii 50 mr + 500 mr, 50 + 850 wmr, 50 + 1000 mr Moaynb
Qfegfeeﬂ,gg;g £ COOTBETCTBUE C: | Mapiyposka NIM-Ne(001986)-(PT-RU)-270723

Cneumdumkayus kayectsa Ha Mansyc MeT®, TaBneTKi NOKPbITLIE NIEHOYHOV
oBonoukoit 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcusi: 17.0

BHyTpeHHu# kog Howmep cepun “l
HepacchacoBaHHOM npogykumu: | 42027187 HepacdacoBaHHOI npoaykuuy PW6465
Product Code Bulk Batch Number Bulk
BHYTpeHHMIA KOA YnakoBaHHOMN Homep cepuu ynakosaHHOM
npoaykuuu: 44068551 npoayKuMu: PX00801125
Product Code FDF Batch Number FDF
Harta npouzBogcTea:
Manufacturing Date 12.11.2025

< Paamep cepum 3a BbiyeToM
Fanien sepies 6 000 yn. npo6: 5991 yn.

Batch size without samples

2. NONYYEHHBIE PE3Y/IbTAThI

TEST RESULTS
Ne lNMokazarens* MeTtog ucnbitauuii / TpeGosaHne Peaynbrar
Parameters Analytical method / Requirement Resuit
BuayanbHsiin OBanbHble TabneTku co
OsarnbHble TaBNETKM CO CKOLLEHHLIMY CKOLUEHHbIMW  KpPasiMi, MNOKPbITble
- P Kpasmu, NoKpbITbIE NNEHOYHON 060N0YKOoi nneHouyHon oBonoykol  TemHo-
1 Appsarnce TEMHO-XENTOro C CepoBaThbiM OTTEHKOM KENTOro C CcepoBaTbiM OTTEHKOM
ueeta. Ha oAHoN cTopoHe TabneTkn useTa. Ha oaHoli cTopoHe TabneTkn
mapkupoeka «NVR», Ha Apyroii ctopoHe — mapkupoeka «NVR», Ha pgpyron
«FLO». cTopoHe — «FLO»,
B3XX
Bpems yaepuBaHWs OCHOBHOrO Nuka Ha
“”e'!'r."q:'.“"a"‘"" xppomanarpgmme uenbITyemoro pacrsopa 1
Identification CooTteeTcTBYyeT
- BUnaaramTH HOMKHO COOTBETCTBOBATL BPEMEHMN
YAEPXKMBaHWA NUKa BUNOArnMNTMHA Ha
2 Xpomarorpamme cTaHAapTHOro pacTeopa.
B3XX
Bpewms yaepuBaHusi OCHOBHOMO NMWKa Ha
- MeTdopmuHa XpomarorpaMmme UcnbITyeMoro pacteopa 3 Cooreercrayer
rmapoxnopua AOMKHO COOTBETCTBOBATL BPEMEHN
yAepXuBaHua nika metTgopmmnHa Ha
XpomarorpaMmecTaHgapTHOro pacteopa.
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AHanuTUYeCKUA NAacnopT Ha roTOBYIO NPOAYKLMIO

Nuuensna Ha ocyllecTeneHre nponasoacTea nekapcTeeHHbix cpeaceTs Ne00153-NC

000 "Hosaptuc Hesa"
Poceus, Caukr-MNetepbypr,
fAopora B Kamenky, .40, kopn. 3, nutepa A

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

KoHTponb kavectsa
Quality Control
Howmep nacnopra: _ORA. Bepcus:1.0
Certificate number 4-986-1125 Version
Ne Moxkazatens* Metopn ucneitaunii / Tpe6osaHue Pesynbtar
Parameters Analytical method / Requirement Result
B3XKX -
He meHee 80% (Q) oT 3aseneHHoro gg;f) (g_l:ﬁ::: :::02:; gg'ﬁmp:?_"m
cojepxaHus BungarnuntuHa vyepes 30 el P yn
3 | PacTBopetue MUHYT .
Dissolution He menee 80% (Q) ot 3asBneHHoro 396_;:1)? ::ﬂa:::t:mog;:;p.:pms:u:a
cofepxaHua meTopmMrHa rugpoxnopuaa 30 Mqu vAp PUAa vep
Yepes 30 MUHYT. yT
Boga MeTog K. dnwepa o
4 Water He 6onee 1,0%. 0.2%
B3XX i
202-01 (amup): He Gonee 0,5% ggg_g} ] ::s:%ig’1 }f: i
Mpumecn 209-01 (UMKNMYECKNIA aMUANH): i s
o -01 — He oBHapyxeHa;
Related He bonee 0,2% EnuHWNHaS
ubdaes | 2701 g e s
gl " — He oBHapyxeHa,
BungarnuntuHa EAvHWYHO HenaeHTUULMPOBaHHOA o
npuMecy: He Gonee 0,2% g);a;ﬁma BCEX npumeceii MeHee
5 Cymma Bcex npumeceii; He 6onee 1,0% :
BIXX 1-UwnaHoryaHuguH — mexee 0,01%;
1-Linaroryanuauk: He Gonee 0,02% _ | EavHmunan
_ anMecu E.QHHHLIHOH HeMﬂEHTH(bHHHpOBaHHOH Henﬂem“(bmumpoaaHHa;' npUMech
MetchopmmHa npumecu: He Gonee O,]% — He oBHapyXeHa;
ruppoxnopuaa CyMMa BCEX Npumecen: He Bonee 0,6% Cymma BCEX npumeceﬁ — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OgHopogHoOCTL
L03UPOBaHHbIX BungarnuntuH — BaX . s
g | eAnHnY MeTdomuHa ruapoxnopug - metop Eigj:lr?ba;;::?:«i A\cixng’?a .
Uniformity of Bapuauum macc AV =08 AP pua:
dosage AV =150 )
units
B3IXKX
Ot 95,0% po 105,0% eungarnunTuHa oT
KonuyecteeHHoe !
onpeaernenve 3aABMEHHOrO CoAepXaHus 08.9%
Assay y . L
B — BHyTpeHHWit npenen Ha Bbinyck (IRL): He
7 A MeHee 97,9%  BungarnMMNTMHa  OT
3a8BJ/IEHHOIO cogepPXaHua
B3»KX
: Me;fﬁg""”“a Or 950% 4o 1050% MmeTchopmuHa | 98,8%
AP PuA rMAPOXNOPKUAA OT 3asBNEHHOTO COAEPXaHMS.
8 ¥nakoBka Mo 6 Ta6netok B 6nuctep NMA/AN/MBX 1 ﬂgfi;?l?lg?f:';ﬁgaszepaoﬁ
Packing anoMUHWEBOI onbri. donbrit. Mo 5 6MCTEpoB BMecTe ¢
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AHanuTU4yecKuin NacrnopT Ha FTOTOBYIO NMPOOYKLUWIO

JInueH3ua Ha ocyLecTBeHWe NPOU3B0ACTBA NeKapcTBEHHBLIX cpeacts Ne00153-NC

000 "HosapTuc Heea"
Poccus, Caunkr-TNMetepbypr,
[lopora B Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTponb kavecTea
Quality Control

Homep nacnopra: Bepcus:1.0

Ceﬁfﬁcage numberp 4-986-1125 Vergion

Ne Mokazarens* MeTopa ucnuitanuii / TpeGoBaHue PesynbTar

- Parameters Analytical method / Requirement Result
Mo 5 6rnucTepoB BMECTE C NMCTKOM- NUCTKOM-BKNAAbILLEM B KAPTOHHYIO
BKNaAbILLEM B KAPTOHHYIO Naudky. nadky. MpucyTcTBYET KOHTPONb
[HonyckaeTca Hanuune KOHTPONA NepBoro NepBoro BCKPbITUSA.
BCKPBITUA.
MepBUYHaA BHYTPEHHASA yNaKkoBKa MepBuYHaA BHYTPEHHAA
Ha 6nuctepe ykasbiBaeTcs: ynaxkoBka
1. ToproBoe HaMmeHoBaHWe nNpenapara ¢ Ha 6nuctepe ykasaHo:
npeaynpeanTenbHOR MapkMposkoi ® 1. ToproBoe HaumeHoBaHue
2. MexpayHapogHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeauTensHom
HaumeHoBaHue (gybnunpyertcs Ha MapK1poBKol ®
aHrnUIACKOM R3bIKe) 2. MexxayHapogHoe
3. IloroTun pepxarensa perucTpaumoHHoro HenaTeHTOBaHHOE HauMeHoBaHne
yAoCToBepeHUs (Ha aHrnMickoM Asbike) (AyBnupyeTtca Ha aHrNUACKOM
4. NNekapcTBeHHan copma A3bIKE)
5. Doanposka 3. NNoroTtun gepxarens
6. Homep cepun pervcTpayoHHoro yaocToBEepeHNs
7. [lata ncteveHus cpoka rogHocTn (B (Ha aHrnuiickom Asbike)
cdopmare: rogeH ao...) 4. lekapcTBeHHas hopma
8. [laTa npoussogcrtea 5. floanposka
9. flonyckaeTcs HaHeceHue BHYTPEHHNX 6. Homep cepuu
YNaKoBOYHbIX KOGOB komnaHuu. B cnyyae 7. [JaTa ucTe4eHus cpoka rogHocTm
npounsBoacTea Ha nnowaake 000 (s dbopmarte: rogeH ao...)
«HoBapTuc Hesa» Ha GnucTepe ykasbieaoT | 8. [lata npon3BoacTBa He ykasaHa
TOnNbKO NepemeHHbIe AaHHble 6e3 ykasaHus 9.BHYTpeHH1e ynakoBOYHbIe KOkl
npeduKCoB HOMEPa Cepun 1 AaThbl KOMMaHWW OTCYTCTBYIOT.
9 MapkupoBka OKOHYaHWA CpoKa rogHOCTU. Ha Bnucrepe AnsA Homepa cepun 1
Labelling [ata npousBoACTBa He yKasblBaeTcs. JAaTbl OKOHYaHWA cpoKa rogHOCTU

BTopuuHas ynakoBka (KapToHHas nayka)
Ha kapToHHOW nayke yKasbiBaeTcs:

1. Toproeoe HaumeHoBaHWe Npenapara ¢
npeaynpeanTenbHol Mapkupoekon ®

2. MexxpayHapoHoe HenaTeHTOBaHHoe
HaumeHoBaHKe (oybnupyerca Ha
QHINUACKOM S13bIKe)

3. NoroTun gepxarens perucTpaunoHHOro
YAOCTOBEPEHUA (Ha aHrMUIACKOM A3bIKe)

4. HanmeHoBaHue aepxarensi
perncTpaumnoHHOro yA0CTOBEPEHUA U
Npown3BoAWTENA NeKapCTBEHHOro Npenapara
(BbINyCKAaIOLWMIA KOHTPONb KavecTsa)

5. Aapec (cTpaHa) aepxatens
perncTpaunoHHOro yA0CTOBEPEHUA U
Npou3BOAWTENA NeKapCTBEHHOro Npenapara
(BbINYCKAOLWWIA KOHTPOSb KaYecTsa)

6. IlexapcTteeHHas dopma

7. dosunpoeka

8. KonnyecTBo nekapcTBeHHOro npenapara B
yrnakoBke

yKa3saHb! TONbKO NepeMeHHbIe
OaHHble 6e3 ykasaHua NpeguKkcos .
[Jara npov3BofcTBa He yKasaHa.
BropuuHas ynakoBska (KapToHHasA
navka)

Ha kapToHHOI Nayke ykasaHo:

1. Toprosoe HavMeHOBaHWe
npenapara ¢ npeaynpeauTensHoi
MapkupoBkon ®

2. MexxayHapoaHoe
HenaTeHToBaHHOe HauMeHoBaHue
(aybnupyeTcsa Ha aHrnuncKom
A3bIKe)

3. Norotun pepxarens
perucTpaunoHHoro yaocToBepeHns
(Ha aHrnuiAcKom s3biKe)

4. HanmeHoBaHue gepxartens
perucTpauuoHHoro yaocToBepeHns
1 NPOU3BOAWNTENS NEKapCTBEHHOro
npenaparta (BbInycKalowwuia
KOHTpOInb KavecTsa)
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AHanuTMYeckuii NacnopT Ha roTOBYIO NPOAYKLMIO

TuueHsus Ha ocywlecTeneHne NPOU3BOACTBA NeEKapCTBEHHBIX cpeacTs Ne00153-NC

000 "HosapTtuc Heea"
Poccua, Cankr-NMetepBypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

Tenecpon: +7 812 336 9891
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KonTpone kayectea

Quality Control
Homep nacnopra: Bepcus:1.0
Ceﬂfﬁcall:;e numberp 4-986-1125 Vef‘ngﬂ
Ne Mokaszarens* Metopg ucneitannii / TpeGoBanue Pesynutar
Parameters Analytical method / Requirement Result
9 HaMeHOBaHWst U COAEpXaHua 5. Appec (cTpaHa) gepxartens
AenCTBYIOLMX BELLECTB PerncTpaunoHHoOro yAoCToOBEPEHUA
10. Ycnosusa xpaHeHus ¥ Npoun3BOAUTENA NEeKapCTBEHHOrO
11. NyTL BBEgEHUA npenapata (BbinycKaoLWii
12. Yenoeua otnycka KOHTpOMNb Ka4ecTea)
13. MpegynpeauTensHele Haanucu: «Cnocob | 6. JlekapcTeeHHas dopma
NMPUMEHEHWSA: CM. JIUCTOK-BKNAaAbILL», 7. [loavposka
«XpaHuTb B HEAOCTYNHOM ANA AeTeil mecTe» | 8. KONWYeCTBO NekapcTBeHHOro
14. Homep cepun npenapaTa B ynakoBke
15. [lata npouseoacTea 8. HaumeHoBaHua 1 coaepianns
16. [lata ncteyeHus cpok rogHocTu (B OECTBYIOLLMX BELLECTB
topmare: rogeH 1o...) 10. Ycnosusa xpaHeHus
17. Wrpux-kog 11. MNyTe BBEASHNA
18. [lonyckaeTca HaHECEHWE BHYTPEHHUX 12. Ycnoeus otnycka
yNaKoBOYHbIX K040B JONOAHUTENEHO MOTYT 13. MNpeaynpeguTentHble Hagnuew:
6bITh HaHECEHBI CPeACTBa MASHTUDUKALIMN «Cnocob npuMeHeHWs: CM. MMCTOK-
ANA MOHUTOPUHIa ABWKEHNS NeKapCTBEHHbIX | BKNagbiwy, «XpaHuTs B
npenapaTos OT Npou3soauTens go HeAoCTYNHOM ANs AETeW MecTe»
KOHe4yHoro noTpebutens (HaHeceHue 14. Homep cepun
BO3MOXHO C UCNONb30BAHUEM CTUKEPA). 15. flata npoussogcTea
16. [lata UcTeYeHMs CPOK roAHOCTH
(e dhopmare: rogeH fo...)
17. WTpux-kog,
18. HaHeceHbl BHYTpeHHue
ynaKkoBOYHbIE KOAbI.
[ononHUTEnbHO HaHeCeH b
cpeacTea naeHTUUKaUMW ans
MOHWUTOPWHra ABWKEHUS
NeKapcTBeHHbIX npenapaToB oT
NPON3BOAUTENS A0 KOHEYHOrO
notpebutens (6e3 ncnonbsoBaHus
CTUKEpa).
10 Xpatenne Mpu TemnepaType He Bbiwe 30°C.
Storage
Cpok rogHocTH
(MepuoguyHoCTL
11 | koHTpoONSA) 2 rofa 2 ropa (31.10.2027)
Shelf life (Frequency
of control)

* - Mokasarens «MHKPOﬁHOI’IOI‘K'{eCKaH HUCTOTa» He ABNAETCA PYTUHHBIM METOAOM aHanusa U MOoXeT OTCYTCTBOBAThL B

nacnopTe KoMnaHWuK.
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AHanuTUYeCKuiA NacnopT Ha rOTOBYIO NPOAYKLMIO

Nuuenansn Ha ocylwecTBneHne NPON3BOACTBA NeKapCTBEHHbIX cpeacte Ne0Q0153-NC 000 "HoeapTuc Hesa"
Poccus, Cankr-lNetepBypr,
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Quality Control
Homep nacnopra: _0RA. Bepcus:1.0
Certificate number 4-986-1125 Version
3. 3AKINKYEHUE
CONCLUSION

NexapcTeenHblit npenapat Mansyc MeT®, TabneTku NoKpbITble NNEHOYHOW 060MOUKOIA, 50 Mr + 1000 Mr Ne30,
Homep cepuv PX00801125 cooTeeTcTayeT TpebGosaHmnsm HopMaTUBHOM AokymeHTauun JIN-Ne(001986)-(Pr-
RU)-200524 "ansyc MeT®, TabneTku NokpbITbie NneHo4Hoi o6onoykon 50 mr + 500 mr, 50 + 850 wmr, 50 + 1000
mr Moaynb Mapkupoeka J1M-Ne(001986)-(Pr-RU)-270723. : 4

Crapwuii  cneumwanucT o
Yreepaun KOHTPOSIO KaYecTBa ekcees 6.0 93 .\, 245
Approved by
HAonkHocTs (Position) @O (Full name) Nama \Datey |
g
J': o
Version Description of change ! -
(Bepcus) (OnwucaHnne uaMeHeHuin)
1.0 Hosblit nacnopt
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