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Form to SOP-8013721 Version : 6.0

AHanuTU4ecKuii NacnopT Ha roTOBYIO NPOAYKLIMIO

TvueHauna Ha ocywecTBNeHke NPOV3BOACTBA NEKapCTBEHHBIX cpeacTs Ne00153-NC 000 "HosapTuc Hepa"
Pocecus, Cankr-MeTtepbypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHTponb kavyecTea

Quality Control
Homep nacnopra: _QOA. Bepcus:1.0
Certificate number 4-996-1125 Version
1. OBIWAA UHPOPMALIMA
GENERAL INEORMATION.
HaumeHoBaHue npogykumn: laneyc Met® TabneTku, NoKpbITbIE NNEHOYHOM o6onoukoid, 50 mr + 500 mr
Product Name Ne30

JIN-N2(001986)-(Pr-RU)-200524 Tansyc MeTt®, TabneTku NOKpbITblE
nneHoyHoit obonoukoi 50 mr + 500 wmr, 50 + 850 mr, 50 + 1000 mr Moaynb
MpoeepeHo Ha cooTBeTcTBMe ¢: | Mapkuposka J1M-Ne(001986)-(PI-RU)-270723

Checked against (Cneundvikaums kavectBa Ha [anByc Met®, TabneTky MOKPbITHIE
nneHoyHor obonoukoit 50 mr + 500 mr Ne 30 SPEC_FDF_00080122,
Bepcus: 17.0)

BHyTpeHHuit kopg, Homep cepun
HepacdpacoBaHHOM npogykumu: | 42027185 HepacdacoBaHHOI npoaykuuy PW6483
Product Code Bulk Batch Number Bulk
BHyTpeHHMIl Koa ynakoBaHHOM Homep cepumn ynakoBaHHon
NPOAYKLMN: 44068549 npoayKumnm: PX17621125
Product Code FDF Batch Number FDF
Hata nponzeogcrea:
Manufacturing Date 13.11.2025

: Pasmep cepuu 3a BbIYEeTOM
g;:r;fecep““- 11 839 yn. npo6: 11 801 yn.

Batch size without samples

2. TOJTYYEHHbIE PE3YNbTATbI
TEST RESULTS

Ne MNokaszatens* Metog ucnbitanuii / TpeGoBavue Pesynbrar
5 Parameters Analytical method / Requirement Result

BuayanbHslia OBanbHble TabneTkn co CKOLLIEHHBLIMY
OBarnbHble TabneTku CO CKOLUEHHbIMIA | KDasiMK,  MOKPLITBIE  MNEHOYHOIA
. Kpasamu,  NOKpbiTbie  MAEeHOYHOW | 0BOMOYKOW  CBETMO-XENnToro  co
1 | Onucanue 00OMoYkoiA  CBETMO-KENTOro €O | crnabbiM po30BaThIM OTTEHKOM LIBETA.
Appearance cnabbiv po3oBaTLIM OTTEHKOM LiBeTa. | Ha  ogHoin  ctopoHe  TabneTkw
Ha opHon cropoHe Tabnetku | mapkuposka «NVR», Ha Apyroin
mapkupoBka «NVR», Ha papyroii | ctopoHe - «LLO».
CTOpOHe - «LLO».

B3XX

Bpems yaepxuBaHusi OCHOBHOrO Nvka
Ha XxpomaTtorpamme WCMbITYEMOro
pactsopa 1 AOIMKHO
COOTBETCTBOBATL BPEMEHM
YAEpXKMBaHWA NUKa BUNAArNUNTUHA
Ha XxpomaTtorpamme CTaHAapTHOro
pacTeopa.

MpenTudpmukaumn
Identification -
Bungarnuntud

CooTteeTcTBYET

B3XX.

Bpems yaepxuBaHus OCHOBHOIO Nuka
Ha XxpomaTtorpamme WCMbITYeMoro
- MeTtdhopmuHa pacteopa 3 HOMKHO
rmapoxnopug COOTBETCTBOBATH BpPEMEHW
yaepxuBaHua nuka MetcopMuHa Ha
Xpomarorpamme cTaHaapTHoro
pacteopa.

CooTseTcTByeT
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Homep nacnopra: Bepcua:1.0
Cediﬁcge numberp 4-996-1125 Vergion
Ne MokazaTenw* Metog ucneitaHui / TpeboeaHue PeaynbkTar
Z Parameters Analytical method / Requirement Result
B3XX
He meHee 80% (Q) oT 3asBneHHoro | 99% OT 3asBIIEHHOrO COAEPaHWUs
coflepXaHus BUNZarnUNTUHa 4vepes | BUNarnunTuHa Yepes 30 MuHyT,
3 Pa_lcraopeﬂue 30 MUHYT
Dissolution He meree 80% (Q) oT 3assneHHoro | 100% OT 3asBNEHHOrO coAepXaHusa
coaepaHus MeTchopMUHa | MeTcopMMHa rugpoxnopuaa yepes
rmgpoxnopuaa yepes 30 MUHYT. 30 MuHyT
Bona MeTtoa K. duwepa G
[ He Gonee 1,0%. Haie
B3KX
202-01 (amnp): He Bonee 0,5% 202-01 — He 0BHapyxeHo;
Npumecn 209-01 (umknuueckuii amuaunH): He | 209-01 — He 06HapPYKeHO;
Related substances Gonee 0,2% 207-01 — He 0BHapyXeHo;
207-01 (AvkeTonMnepasuH):  He | EAVHWYHAS HeuaeHTudUUMpoBaHHas
- Mpumecu Gonee 0,2% NpUMech — He 0BHapYXeHO;
BunparnuntiHa EAanHWyHoi HenpaeHTUULMPOBaHHOR
npumecw: He Gonee 0,2% Cymma BCcex npumecern — He
Cymma Bcex npumeceii: He Gonee | oGHapyXeHO.
5 1,0%
B3»X
1-LinaHoryaHuanH: He Gonee 0,02% | 1-LaHoryaHnamH — mewee 0,01%;
EAVHUYHON HEWAEHTUULUPOBAHHOI EAvHUYHas HeuaeHTuuuMpoBaHHas
- Mpumecn npumeck: He Gonee 0,1% NPUMECH — HE oGHapy:Kel:lo;
MeTcpopmura Cymma Bcex npumeceii: He Gonee CYM&""‘ BCEX nNpumecen — MeHee
ruapoxnopuaa 0,6% 0.05%
lasoBas xpomaTtorpadus 366-98 — meHee 0,1%
366-98 — He Bonee 0,2%.
OanopopHocTs BungarnuntuH — BOX»KX
A03UPOBaHHbLIX ) _
6 | eauuuy MeTtchomuHa ruapoxnopug - MeTon BungarnuntuH: AV = 1,8 ’ _
Uniformity of dosage Z%pge%nu macc MetcomuHa ruapoxnopua: AV = 1,2
p <150
units
B3XX
Ot 95,0% no 105,0%
KonuyectBeHHoe BUNAArNANTUHA OT 3a8BNEHHOrO
onpegenexue COAEpPKaHna 99 3%
Assay BHyTpeHHU npeaen Ha BbINyck '
- BungarnunTtuH (IRL): He meHee 96,8%
7 BUINZarnUNTUHA OT 3aABeHHOro
cogepxaHus
B3»KX
- MetdhopmuHa Ot 95,0% Ao 105,0% meTtdopmuHa 99.7%
rmapoxnopua ruapoxnopuga  oOT  3asiBNEHHOro '
cogepxaHus.
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AHanuTMYecKuii NAcMmopT Ha rOTOBYIO NPOAYKLUIO

TNuueHana Ha ocylwecTeneHe NPOM3BOACTBA NEKapCTBEHHBIX cpeacTe Ne00153-11C
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Quality Control
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Ne Mokasarens* Mertog ucnwitaHuit / TpeGoBauue PeayneTat
Parameters Analytical method / Requirement Result
Esp. @., . CLLUA, An. ®. unu
®EASC 2.16.6,2.16.7
Kateropus 3A:
O6bwee ynecno asapobHblx
Mukpo6uonornyeckan MWKPOOpPraHuamMos — He Bonee 10° Meree 50 KOEB 1T;
8 | uucrora KOE B 1r:
Microbiological purity OBLuee UnNCno APONOKEBLIX 1 Menee 10 KOEB 1 1;
nnecHesbIx rpuéos — He Gonee 102
KOEB 1T,
Orcytcteue Escherichia colis 1. Otcytctene B 1.
Mo 6 TabneTtok B BnucTe
NA/ANMBX n amommumepl;oﬁ Ua 9 Jebnerox = . Grerep
chonbru, MA/ANITBX 1 antoMUHUEBOI hoNbri.
9 | Ynakoska Mo 5 GNMCTEpPOB BMECTE C NIMCTKOM- [103 SHUSISPOR SWEETE € [METRRN-
Packaging BKNaAbILIEM B KAPTOHHYIO Nauky. ;Knanbu.uem B XRpIOMIID  TENE)
fonyckaeTca Hanuume KOHTpOnNs o g el oLl
Nepeoro BCKPbITUSA. RUNHRTAR:
MepBuyHan BHYTPeHHAA ynakoBka | MepBuUYHaA BHYTPEHHNAA yNakoBKa
Ha 6nucrepe ykaswiBaeTcs: Ha 6nucrepe ykasaHo:
1. Toproeoe HanmeHoBaHNe 1. ToproBoe HaMmeHoBaHWe
npenapara ¢ npeaynpeanTenbHo npenapara ¢ npeaynpeanTensHoN
MapKupoekon ® MapKuposkoi ®
2. MexxayHapogHoe 2. MexpyHapoaHoe
HenareHToBaHHOe HauMeHoBaHue HenaTeHTOBaHHOe HaUMeHOBaHne
(ny6nupyeTca Ha aHrnWiACKoM f3bike) | (AyBGNUPYETCA Ha aHIMUIACKOM S3blKe)
3. NNorotun pgepxarens 3. NoroTun aepxarens
perucTpaumuoHHOro y4ocToBEepeHns perucTpaumnoHHoro yaoCcToBepeHns
(Ha aHrNUNCKOM SA3bIKE) (Ha aHrnMiRcKoM A3bIKE)
4. NlekapcTBeHHas cdopma 4. NekapcTBeHHas dopma
5. floauposka 5. Joauposka
6. Homep cepuu 6. Homep cepumn
10 | Mapkupogka 7. [lata nctedeHns cpoka rogHocTu 7. [lata ucteveHnsa cpoka roaHocTn
Labelling (e dhopmare: rogeH go...) (B dhopmare: rogeH go...)

8. [lata npoussoacTea

9. [lonyckaeTca HaHeceHue
BHYTPEHHWX YNaKoBOYHbIX KOAOB
komnanuu. B cnyyae nponssopcTea
Ha nnouwagke OO0 «HoeapTuc
Hesa» Ha 6nucTepe ykasbiBaoT
TONMbLKO NepemMeHHble faHHble 6ea
yKasaHus npecuKkcoB Homepa cepum
1 AaTbl OKOHYaHUA CPOKa FOAHOCTM.
[Jata npouaBoacTsa He
YKa3bIBAETCH.

BropuuHas ynakoBka (KkapToHHas
nayvka)

Ha I{aQTOHHOI;‘"I Nayvke yKasblBaeTca:

8. [lata npon3soAcTBa He yKasaHa
9.BHYTpEeHHME ynakoBoYHbIe KOgbl
KOMNaHWN OTCYTCTBYIOT.

Ha 6nucTepe ana Homepa cepum 1
AaTbl OKOHYaHWUSR CPoKa rogHOCTM
yKazaHbl TONbKO NepeMeHHble
AaHHble 6e3 ykasaHusa npedmKcos .
[ata npov3BoAcTBa He yKkasaHa.
BropuyHas ynakoBka (KapToHHasi
nadka)

Ha kapToHHOW navke yKasaHo:

1. ToproBoe HaumeHoBaHue
npenapara ¢ npeaynpeauTensHon
MapkupoBkon ®
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1. Toprosoe HavMeHOBaHWE
npenapara ¢ npeaynpeauTensHon
MapKuposkor ®

2. MexayHapogHoe
HenaTeHToBaHHOe HauMEHOBaHKe
(aybrnvpyeTca Ha aHrNUIACKOM A3blke)
3. Norotun pepxarens
pernucTpaunoHHoro ya0CToBEPEHNA
(Ha aHrnuicKom A3bike)

4. HammeHoBaHNe gepxarens
perncTpaunoHHOro yAoCTOBEPEHUSA 1
NPOWU3BOAUTENS NEKAPCTBEHHOO
npenapata (BbiNyCKaroLWMiA KOHTPOIb
KayecTsa)

5. Agpec (cTpaHa) aepxarens
PerucTpaunoHHoro yA0CToBEpeHNs 1
NpOWU3BOAUTENS NEKAPCTBEHHOTO
npenapara (BbiNyCKatoLWUA KOHTPOsb
KayecTsa)

6. llekapcrBeHHas gopma

7. Doanpoeka

8. KonnyecTBo nekapcTBeHHOro
npenapara B ynakoBke

9. HaumeHoBaHWA 1 cofepxaHus
OelCTBYIOLMNX BELLECTB

10. Yenosus xpaHeHus

11. MNyTb BBEASHUA

12. Ycnosua otnycka

13. MNpeaynpeauTensHblie HAaaNUCK:
«Cnocob NpuMeHeHNA: CM. NACTOK-
BKNagbil», «XpaHWTb B
HefoCTyrNHOM ANsA AeTeid MecTe» 14,
Homep cepun

15. [laTta npoussoacTea

16. [laTa ucTeveHusa Cpok rogHocTun
(B chopmarte: roaeH Jo...)

17. Wrpux-kop,

18. JonyckaeTca HaHeceHne
BHYTPEHHUX YNaKoOBOYHbIX KOAOB
19.[ononHuTensHO MoryT BbIThb
HaHeceHbl cpeacTea
UAEHTUPUKALMMA ANA MOHUTOPWHIA
ABVKEHWUSA NeKapCTBEHHbIX
npenapaToe OT NPOM3BOAUTENSA 40
KOHe4Horo noTpeburens (HaHeceHue
BO3MOXHO C MCNONb30BaHUEM
CTUKepa).

2. MexxpayHapopgHoe
HenaTeHToBaHHOE HauMeHOBaHNe
(Ay6nupyeTcs Ha aHrMMACKOM S3bIKe)
3. Norotun aepxarens
perucTpaLmoHHOro y40CTOBEPEHUS
(Ha aHrnuiAickom A3biKe)

4. HaumeHoBaHwe pepxarens
perncTpaLuoHHoro yA0CTOBEpPEHUs U
NPOWU3BOAUTENS NEKAPCTBEHHOrO
npenapara (BbiNyCKaoLWWiA KOHTPOIb
KavecTea)

5. Appec (cTpaHa) fepxarens
perucTpaunoHHOro YAOCTOBEPEHUA U
NpoOU3BOANTENA NEKapPCTBEHHOMO
npenapara (BbINyCcKaloLWWiA KOHTPOIb
KauecTBa)

6. llekapcTBeHHasn cdopma

7. JosupoBka

8. Konn4ecTBo nekapcTBEHHOMO
npenapara B ynakoBke

9. HaumeHoBaHusa u cogepxaHns
AeNCTBYIOLMX BELECTB

10. YcnoBusi XpaHeHus

11. MNyTb BBEAEHUSA

12. Ycnoeus oTtnycka

13. MNpepynpegutensHbie Haanucw:
«Cnocob npuUMeHeHUs:: CM. TUCTOK-
BKMaAbIiLL», «XpaHuTb B
HefocTynNHOM AN geten mecte» 14,
Homep cepun

15. [lata npoussogcTea

16. [lata ucreyeHns Cpok rogHocT
(s chopmare: rogeH go...)

17. WTpux-kog

18. HaHeceHbl BHYTpeHHNe
ynakoBOYHbIE KoAbl.

19. JononHuTensHo HaHeceHbI
cpeacTBa MAeHTUUKaLMKM ans
MOHWUTOPWHra ABWKEHUA
nexKapcTBEHHbIX NpenapaToB oT
NPOV3BOAWNTENS A0 KOHEYHOrO
notpebutens (6es ucnonb3oBaHus
CTUKepa).
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AHanuTuyeckun nacnopT Ha roToByk NpPpoaykKuu
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Ne Mokazarens* MeTtop ucnkiTaHuii / TpeGoBaHue PesynbTaT
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XpaHeHue o
11 Storage Mpu TemnepaType He Boiwe 30°C.

Cpok rogHoCTH

(MepuognyHOCTL
12 | koHTpONS) 2 roga 2 ropa (31.10.2027)

Shelf life (Frequency of

control)

* - MNokazartens ﬂMHKpOﬁHOﬂOI’H%ECKaﬂ YUCTOTa» He ABMASTCA PYTWHHLIM METOAOM aHannaa n MOXeT OTCYTCTBOBETL B
nacnopTe KomMmnaHu.

3. 3AKIHOYEHUE
CONCLUSION

JlekapcTBeHHblii Npenapat Manesyc MeT®, TabneTku nokpbiTble NneHouHow oGonoukoii, 50 mr + 500 mr Ne30,
Homep cepum PX17621125 cootBeTcTByeT TpeboOBaHMAM HOPMaTMBHOM AokymeHTauun JiT1-Ne(001986)-(Pr-RU)-
200524 ransyc Met®, TabneTku nokpbIThie NneHo4Hon obonoykon 50 Mr + 5007 Mr! B0+ 850 mﬁgo + 100& wr
Moayne Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723 Vs

Crapwwii  cneuvanuct  no
Yreepaun KOHTPOMIO KayecTea Anexcees B.0O. Q\. \l
Approved by
NomwrocTs (Position) DAO (Full name) \'\:\""' \ Jignature)
Version Description of change
(Bepcua) (OnucaHne UameHeHnn)
1.0 HoBblin nacnopt
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