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JNuueHsua Ha ocyluecTeNeHve NPOM3BOACTEA NeKapcTBeHHLIX cpeacTts Ne00153-NC

KoHTponk kadecTtea
Quality Control

Bepcus:1.0
Version

Homep nacnopra:

Certificate number 4-866-1025

1. OBLAA UHOOPMALINA
GENERAL INFORMATION

ransyc MeT® Tabnertku, NoKpbITLIE NAEHOYHON 06ONOYKON,

HaumeHoBaHMe NpoayKunN:
50 mr + 1000 mr Ne30

Product Name

JIN-Ne(001986)-(PI-RU)-200524 [anmeyc MeTt®, TabneTtkm nNOKpbIThbie
nneHo4Hon obonoykoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogynk
Mapkupoeka J1M-Ne(001986)-(Pr-RU)-270723

Creundukaums kayectsa Ha Mansyc MeT®, TabneTky NOKPbLITLIE NNEHOYHO
obonouykoi 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, sepcus: 17.0

MpoBepeHo Ha cooTBETCTBUE C:
Checked against

BHyTpeHHWMIA Kog Homep cepun
HepacthacoBaHHoM npoaykuuu: | 42027187 HepacdacoBaHHOM npoaykuuu PUB706
Product Code Bulk Batch Number Bulk
BHyTpeHHUH KOO YnaKkoBaHHOM Homep cepuu ynakoBaHHOM
NpoayKUnn: 44068551 npoayKumu: PV72271025
Product Code FDF Batch Number FDF
Hata npoussopcTea:
Manufacturing Date 04.10.2025
- Paamep cepuu 3a BbIYETOM
= 20RD cRpMi: 5 937 yn. npo6: 5928 yn.
Batch size without samples
2. NONYYEHHLIE PE3YJ/IbTAThI
TEST RESULTS
Ne Mokaszarens* Meroa ucnbitanuil / TpeGosanue PesynbTar
= Parameters Analytical method / Requirement Resuit
BusyanbHeli OBanbHble TabneTku co
OearnbHble TabneTkn Co CKOLIEHHbIMW CKOLUEHHBIMW  KpaaMu, NOKpbITEIE
Kpasmu, NOKpbITblE NNeHoYHo oBonoykon NNeHo4YyHol oBonoykoi  TemHo-

1 OnucaHue

A TEMHO-XXENTOro ¢ CepoBaThiM OTTEHKOM
ppearance

ueeTa. Ha ogHoi cTtopoHe TabneTkn
mapkuposka «NVR», Ha apyroi ctopoHe —

XENTOro C CEepoBaTbiM OTTEHKOM
useTa. Ha ogHoi cTopoHe TabneTku
mapkupoeka «NVR», Ha pgpyroi

«FLO». cTopoHe — «FLO».
B3XX
Bpems yaepXuUBaHua OCHOBHOT a
WaeHTudmkauus i yaep i s
e T XxpomarorpaMmme UcnbITyemoro pacteopa 1
Identification ROMItO COOTBETCTBOBATE EDEMEHM CooteeTcTByeT
- BungarnuntuH P
yAepKUBaHWA NKa BUNAarnunT1MHa Ha
2 Xpomartorpamme cTaHAapTHOro pacreopa.
B3XKX
Bpems yaepXXmBaHna OCHOBHOIO NuKa Ha
- MeTdopmuHa XpomaTorpaMmMme UCnbITYEeMOoro opa 3
hop P P bl peaTeCR CooteercTByer
rmapoxnopua [JOITKHO COOTBETCTBOBATHL BPEMEHM

yAEpXKUBaHUA NKa METHOPMUHA Ha
XpomarorpamMmecTaHAapTHOro pacTeopa.
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Ne Mokazartens* MeTtoa ucneitauuii / TpeGosanue PeaynbTar
Parameters Analytical method / Requirement Result
B3XX
100% oT 3asBNeHHOro coaepKaHusa
He mexee 80% (Q) ot 3asBneHHOro Bun,q;rnnnTMHa uepes 30"1'10?HVT'
coaepxaHua sungarnunTuHa Yyepes 30 '
3 | PacTteopeHune MUHYT 102%
Dissolution He meHee 80% (Q) oT 3aaBneHHoro it c;o(:JTMiqa:;?:;::;ﬁggﬁ;ﬁ:;:g
coaepxaHua MeTchopMUHa ruapoxnopuaa 30 M
yepes 30 MUHYT. yT
Boga MeTop K. duwepa .
4 Water He 6onee 1,0%. 2%
B3X o
202-01 (amua): He Gonee 0,5% o o - I
Mpumecu 209-01 (UMKNNHECKMIA aMUANH): 207-01 — He oﬁﬂag;meuaf
Related He 6onee 0,2% EnuHuuHas '
substances- 2070:01 (A%Kgl}onnnepaam): HeUAEHTU(ULMPOBAHHAA NPUMECH
npumec“ He oonee U,2% He oBHa :
- i - pyXeHa;
BungarnuntuHa EAWHWYHON HenaeHTUULMPOBaHHOM i
npUMecy: He Bonee 0,2% UC);T&nna BCEX NpuUMecei MeHee
5 Cymma Bcex npumeceii: He 6onee 1,0% '
BIXX 1-LinarHoryaHuauH — meHee 0,01%;
1-UnaHoryaHnauH: He 6onee 0,02% EQuHNYHas
- Mpumecn EauHnuHon HEVAEHTUCULNPOBAHHON | HeypeHTUDULMPOBaHHAS NpUMECk
MeTtbOpMI»‘IHa npumecn. He bonee 0,3% . — He OGHapy)KeHa;
ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% Cymgna BCEX npumecell — meHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OaHopoaHoOCTh
O03UPOBAHHLIX BungarnuntuH — BOXKX - -
g | eAuHuy MeTdomuHa ruapoxnopua - MeTos Eﬁ:‘;‘iﬂ::;"a A\;xng‘i )
Uniformity of Bapvauum macc AV =11 Ap pia-
dosage AV =150 '
units
B3XX
Ot 95,0% po 105,0% sunpgarnunTHa ot
KonuyecteeHHoe : i
onpeaernenme 3anBMNEHHOro CoAepXaHus ——
_A;ﬁlay STV BryTpeHHMiA npegen Ha Bbinyck (IRL): He
7 L MeHee 97,9% BUNAArnMnTUHa oT
3a5IBNEHHOTO CoAepXaHus
B3»X
;Mngegcfﬁgmmna Or 950% pmo 1050% wmercopmmuna | 101,2%
P PUA ruapoxnopuaa ot 3asBNEeHHOro coaepKaHus.
Mo 6 TabneTtok B 6nucTep
YnakoBka Mo 6 Tabnetok B Gructep MA/ANTIBX 1 "
8 Packing aniMuHueBon onbsri. NA/ANNBX w aniomvmesoil

conern. Mo 5 GnucTepoB BMecTe ¢

(Native) Information Print Date:27 October 2025

Page 2 of 5

Business Use Only - ESOPS D2




U

NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTU4ecKui NAacnopT Ha roTOBYIO NPOAYKLUIO

NMueHans Ha ocyliecTeNeHWe NPOW3BO/CTBA NEKApPCTBEHHBIX cpeacTs NeD0153-11C

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

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

KoHTpornb kadecTsa
Quality Control

Homep nacnopra: Bepcua:1.0

Certificate number 4-866-1025 Version

Ne Mokazarenb* MeTtoa ucnbiTanuin / Tpebopanue PeaynbTar
Parameters Analytical method / Requirement Result

Mo 5 6nucTepoB BMECTE C NUCTKOM-
BKNagblLLeM B KAPTOHHYHO Nauyky.
[onyckaeTca Hanuuue KOHTPONS NepBoro
BCKPLITMA.

NUCTKOM-BKN2AbILLEM B KAPTOHHYIO
nauky. MpucyTCTBYET KOHTPOb
NEpPBOro BCKPLITWA.

9 MapkupoBka
Labelling

MNepBuyHaa BHYTPeHHASA ynaKkoBKa

Ha 6nuctepe ykasbiBaeTcs:

1. Toproeoe HaumeHoBaHWe npenapara ¢
npeaynpeauTensHoR MapKMpoBKoin ®

2. MexgyHapogHoe HenaTeHToBaHHOe
HaumeHoBaHue (ayénupyertcs Ha
aHIMUIACKOM A3biKe)

3. JloroTun pepxatens perucTpaunoHHOro
yAOCTOBEPEHUS (HA aHrMUIACKOM A3bIKE)

4. lNNexapcTBeHHas cdopma

5. [loanpoeka

6. Homep cepun

7. Nata ucteveHunst cpoka rogHocTu (B
dopmaTe: rogeH go...)

8. flata npounasoacTea

9. [lonyckaeTcsl HaHeceHWe BHYTPEHHUX
yMaKoBOYHbIX KOAOB KomMnaHuu. B cnyyae
npounseogcTtea Ha nnowagke 000
«HoeapTuc Hesa» Ha BnucTepe ykaabiBaloT
TONbKO NepemMeHHble AaHHble Bes ykasaHus
npepuKkcoB HoMepa Cepun 1 4aThbl
OKOHYaHWA CpoKa ro4HOCTU.

[ara nponssoacTBa He ykasblBaeTcs.
BropuyHas ynakoBKa (kapTOHHas navka)
Ha kapToHHOW Nayke yKasbiBaeTCcs:

1. Toproeoe HaumeHoBaHWE Npenapara ¢
npegynpeauTensHon Mapkuposkor ®

2. MexpyHapoaHoe HenaTeHToOBaHHoe
HaumeHoBaHwe (aybnupyeTtcs Ha
aHrNUICKOM A3bIKe)

3. lorotnn aepxarens perucTpaumoHHoro
YAOCTOBEPEHWA (Ha aHrNNIACKOM A3bIKE)

4. HaumeHoBaHue gepxarens
perucTpaLmoHHOro yaocToBepeHus 1
NpoWsBOAWUTENS NEeKapCTBEHHOro Npenapara
(BBINyCKAOLWMIA KOHTPONb KayecTBa)

5. Agpec (cTpaHa) aepxaTens
perucTpaumuoHHOro y4oCTOBEPEHUS 1
NPOU3BOAUTENSA NEKapCTBEHHOroO Npenapara
(BbINYCKAOLWMIA KOHTPONb KayecTea)

6. JlekapcTBeHHas dopma

7. Ooanpoeka

8. KonuyecTso nekapcTBeHHOro npenapara B
yrnaxkoBKe

MNepBU4HaA BHYTPeHHSAA
ynakoBka

Ha 6nucrepe ykasaHo:

1. Toprosoe HaumeHoBaHue
npenapara ¢ npeaynpeauTensHoi
mMapkuposkon ®

2. MexpayHapogHoe
HenaTeHToBaHHOE HauMeHoBaHue
(aybnupyeTcsa Ha aHrnuiickom
A3bIKE)

3. NoroTun pepxartens
perncTpaumMoHHOro yaocToBepeHus
(Ha aHrnMncKoM A3bIKe)

4, lekapcTBeHHan hopma

5. llosuposka

6. Homep cepun

7. [lata uctedeHns cpoka rogHocTn
(B dopmarte: rogeH fo...)

8. [lata npon3soacTBa He yKasaHa
9.BHyTpeHHWe YyNakoBOYHbIE KOAbI
KOMNaHWW OTCYTCTBYIOT.

Ha 6nuctepe ana Homepa cepum 1
AaTbl OKOHYaHWUA CPoKa rogHOCTK
yKasaHbl TONbKO NepeMeHHble
AaHHbie 6e3 ykasaHusa npedukcos .
[Hata npoussoacTea He ykasaHa.
BropuyHasn ynakoBka (KapToHHas
nauka)

Ha kapToHHOW nNadke yKkasaHo:

1. ToproBoe HaumeHOBaHWe
npenaparTa ¢ npeaynpeanTensHoi
Mapkupoekoin ®

2. MexayHapogHoe
HenaTeHTOBaHHOE HauMeHOBaHue
(By6nmpyeTcs Ha aHrMMACKOM
A3bIKE)

3. NoroTtnn pgepxarens
perncTpaLlvoHHOro yA0CTOBEPEeHUA
(Ha aHrnUnCKOM A3bIKe)

4. HaumeHosaHwe aepxatens
perncTpaunoHHOro yAoCTOBEPEHMUS
1 NPON3BOANTENS NEKAPCTBEHHOTO
npenapara (BbiNycKatoLnii
KOHTPONb KavyecTea)
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Parameters Analytical method / Requirement Result
9. HaumeHoBaHWA 1 copepKaHUA 5. Agpec (cTpaHa) gepxarens
AEVCTBYIOLLMX BELLECTB pEerucTpaumMoHHOro YA0CTOBEPEHMS
10. Yecnoeus xpaHeHus 1 NPOM3BOAWUTENS NEKapCTBEHHOro
11. MNMyTe BBEASHUA npenapara (BbinycKatLLuii
12. Ycnosua otnycka KOHTpOnb Ka4yecTea)
13. MpepynpeauTeneHble Hagnucu: «Cnocob | 6. llekapcTeeHHan opma
NPUMEHEHUSA: CM. NIUCTOK-BKNAAbILL», 7. Oosuposka
«XpaHuTb B HEAOCTYNHOM Ana AeTei mecte» | 8. KonuyecTBo nekapcTBeHHOro
14. Homep cepun npenaparTa B ynakoeke
15. [lata npouaBoAacTBa 9. HaumeHoBaHWs 1 cofepxaHuns
16. [laTa ncreyeHms cpok rogHocTn (B AefcTBYyOWNX BELLECTR
thopmare: rogeH 1o...) 10. YcnoBus xpaHeHus
17. Wrpux-kog 11. MyTb BBEAEHUS
18. lonyckaeTcs HaHeCeHWe BHYTPEHHWUX 12. Ycnoeus otnycka
yNakoBO4YHbIX KOA0B [JONONHUTENBEHO MOTYT 13. MNpepynpeauTensHblie Hagnucu:
BbITb HaHeceHb! cpeacTBa uaeHTUUKaLMmn «Cnocob npumeHeHus: cM. NMCTOK-
ANA MOHWTOPWHIa ABWKEHWA NEKapCTBEHHbIX | BKNaAbIL», «XpaHUTb B
npenapartos OT NPOW3BOANTENS A0 HegoCTyNHOM ANs AeTel MecTe»
KOHeYyHoro notpeburens (HaHeceHne 14, Homep cepum
BO3MOXHO C UCMOMb30BaHWEM CTUKepa). 15. llarta nponssogcTea
16. [laTa ncreyeHuss Cpok rogHoOCTH
(B chopmaTe: rogeH go...)
17. Wrpux-kog
18. HaHeceHb! BHYTpPEHHWE
YNaKoBOYHbIE KOABI.
HononHuTensHoO HaHeCEH I
cpeAcTBa uaeHTUdrKaumy ans
MOHWUTOPWHIa ABUXEHUS
nekapcTBeHHbIX NpenapaToe oT
Npon3BoOAUTENA A0 KOHEYHOro
notpeburens (6e3 ncnonb3osaHns
CTUKepa).
10 gg?:g‘:""e Mpn TemnepaTtype He Boiwe 30°C.
Cpok rogHocTH
(MepuognyHoCTL
11 | kouTpons) 2 ropa 2 ropa (30.09.2027)

Shelf life (Frequency
of control)

* - MokasaTtens «Mukpobuonornyeckas YUCTOTa» He ABNAETCA PYTWHHbIM METOAOM aHann3a n MOXeT OTCYTCTBOBATE B
nacnopTe KoMmnaHuu.
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AHanNUTUYECKWUi NacnopT Ha roTOBYIO NPOAYKLUIO
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Quality Control
Homep nacnopra: _RAA. Bepcus:1.0
Certificate number 4-866-1020 Version
3. 3AKNKOYEHUE
CONCLUSION

NekapcTBeHHbIN npenapat Maneyc MeT®, TabneTkn NOKPLITEIE NAEHOYHOR OSOHOHI{O,M,EQ
Homep cepum PV72271025 cooTBeTcTBYET TpeGoBaHNAM HOPMaTUBHOW AOKYMEH

RU)-200524 Nanesyc MeTt®, TabneTku nokpbeiThle nneHo4Hown obonovkon 50 mr ’Mr 50 + BN'
mr Mogyne Mapkuposka J1M-Ne(001986)-(PI-RU)-270723. -

-'i "m)uc_.},'
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