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Quality Control
Homep nacnopra: _Q0R. Bepcua:1.0
Certificate number 4-995-1125 Version
1. OBLUASA UHOOPMALIMA
GENERAL INFORMATION
HaumeHoBaHue npoaykuuu; ranByc MeT® TaGneTky, NOKPLITLIE MNEHOUHOR obonoukon, 50 mr + 850 mr
Product Name Ne30

JIN-Ne(001986)-(Pr-RU)-200524 TanByc Met®, TabneTku NOKpbIThIE
nneHo4Hown obonoykoit 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogynb

MpoBepeHo Ha CooTBETCTBME C: | \apypoia IM-Ne(001986)-(PF-RU)-270723

Checked against "
Cneundmkauus kauecTsa Ha aneyc MeT® TabneTku, NOKpbITbIE MAEHOYHO
oGonoukor 50 mr + 850 mr Ne 30 SPEC_FDF 00080123, Bepcusi: 17.0.
BHyTpeHHUIA kog Homep cepun “’
HepacdacoBaHHOM npogykumn: | 42027186 HepacthacoBaHHOM npogykuun PW6481
Product Code Bulk Batch Number Builk
BHYTpeHHUM KOA YNaKOBaHHON Homep cepuu ynakoBaHHOM
npoayKuun: 44068550 npoAaykuun: PX14161125
Product Code FDF Batch Number FDF
Data npouseopcTea:
Manufacfgrfng Date 13.11.2025
Pasmep cepuu 3a BblyeTOoM
Fialian ropu: 7077 yn. NpoG: oLl 7 068 yn.
izZe ; :
Batch size without samples

2. NONYYEHHbLIE PE3YNbLTATHI

TEST RESULTS
Ne MokasaTtens* Metoa ucnbitauuii / TpeGoraHue Pesynbrar
1 Parameters Analytical method / Requirement Result
BuayanbHslii OBansHble TabneTkn co
OeanbHble TabneTku Co CKOLLUEHHBIMA CKOLUEHHBIMW KpasMK, NOKpbITble
o Kpasamu, nNoKpbITble NNEHOYHOK 06onoyKkoin NnéHoYHol oBonoYKON XenToro co
1 A;::;?:ﬂ';g )XenToro co cnabblM cepoBaThbiM OTTEHKOM cnabbiM  cepoBaTbiM  OTTEHKOM
useta. Ha ogHoli cTopoHe TabneTtkn useTa. Ha oaHoii cTopoHe TabneTku
mapkupoeka «NVR», Ha apyroii ctopoHe — mapkmnpoeka «NVR», Ha gpyroii
«SEH». cTopoHe — «SEH».
B3XX
Bpewms yaepxusaHus 0CHOBHOrO Nvka Ha
rd‘gﬁ;};:?&g:au"" XpomartorpaMme WCnbITyeMoro pacTeopa 1 Cooteetcrayer
- BUnAaFnWITHA AOSTKHO COOTBETCTBOBATL BPEMEHM
yaepKuBaHus Nuka BungarnuntuHa Ha
2 XpomarorpamMme CTaHAapTHOro pacTeopa.
B3XX
Bpewms yaepxueaHns OCHOBHOrO nvka Ha
- MeTchopmuHa Xpomarorpamme UCTLITYemoro pacTeopa 3 CooTeercrayer
rMApoOXNopua AOIMKHO COOTBETCTBOBATL BPEMEHM
yaepXXnsaHus nuka meTopMmHa Ha
XpomMaTorpaMmecTaHaapTHOro pacTeopa.
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Ne Mokazarens* MeTtog ucneitanuin / Tpe6oBanue PezynbTar
Parameters Analytical method / Requirement Result
B3MX 0
He meHee 80% (Q) oT 3aseneHHoro gif ;L:ﬁ::ﬁ:::og ggﬂ:bdpﬁljlwﬂ
Pa cogepxaHua BunaarnuntuHa yepes 30 A P ¥
3 CTBOpeHue MUHYT
; i 100% OT 3asBNEHHOro coaepaHus
Dissolution He meHee 80% (Q) oT 3asBneHHoro ATl OpasE D oxnopfnapqepea
cogepxaHua MeTgopMuHa ruapoxnopuaa 50 ah
yepes 30 MuHyT. yT
Boga Metop K. duwepa
% Water He Gonee 1,0%. 0.8%
B3XX o/ -
202-01 (amm): He Gonee 0,5% ki S i
Mpumecu 209-01 (UMKNUYECKNA aMUANH); P :
5 207-01 — He o6HapyxeHa;
Related He Bonee 0,2% EauHUuHas
substances- 20201 (.qugcg;gnunepaaun}: HeuaeHTUVLMPOBaHHAA MpUMech
Mpumecu He bonee U, — He obHa .
s . pyxeHa;
BungarnuntuHa EAVHWYHOA HenaeHTUULMPOBaHHOM s
npumecy: He Gonee 0.2% OC%t;Ma BCEX NpuMmeceii — MeHee
5 Cymma Bcex npumeceii: He 6onee 1,0% 12
BOXX 1-UmnaHoryannanH — meHee 0,01%;
1-UnaHoryaHuguH: He 6onee 0,02% EauHnyHas
- Mpumecn EautmnyHod HEUASHTUDULIMPOBAHHON | HeypeHTUMLMPOBAHHaR NPUMECh
MeTdopmuna npumecu: He Gonee 0,:1 % . — He oBHapyeHa;
ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% g%’;’:}f‘ BCEX npuMeceli — meHee
X ' ;
366-98 — He Gonee 0,2% 366-98 — meree 0,1%
OaHopogHOCTL
A03UPOBaHHbLIX BungarmunTux — BOXKX . -
nTuH: AV = 1,
g | eAuHnY MeTcbomuHa ruapoxnopua - metoa 3’;2‘3%33“ a ruap oxn;pam a:
Uniformity of Bapuaumm macc AV =12 ’
dosage AV =150 '
units
B3IXX
KonuuectBeHHoe | Ot 950% go 105,0% sungarnuntuHa oT
onpegenexue 3anBNEHHOro CoaepXaHns 98 6%
Assay BuyTpeHHuii npegen Ha Beinyck (IRL): He Gt
7 | - Bunaarnuntuu MeHee 97,8% BUNAarnunNTUHa oT
3aABMeHHOro cogepXaHus
B3XX
;H";e;fﬁg””"”a Or 950% po 1050% wmerchopmuma | 98,7%
P pua rMApPoOXNopuAa OT 3assBNEHHOIO CoAepKaHus.
Mo 6 TabneTok B GnucTep
8 Ynaxpaxa Mo 6 *raﬁnero“r: B 6nuctep MA/AR/MBX n MAARMNBX u armomiHwesod
Packing antoM1uH1eBoi chonbru. donbru

(Native) Information Print Date:27 November 2025

Page 2 of 5

Business Use Only - ESOPS D2




i

NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTU4eckuii NacnopT Ha roTOBYIO NPOAYKLUIO

NnueHansa Ha ocylecTBNEHNE NPOM3BOACTBA NEKAPCTBEHHLIX cpeacTs NeQ0153-NC

00O "HoeapTtuc Hesa"
Poccus, Caukr-MNetepbypr,
[opora 8 Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTponk kayecTBa

Quality Control

Homep nacnopra: Bepcua:1.0

Cemﬁcage numberp 4-995-1125 VerFs).i‘on

Ne Mokazarenb* MeTvog ucneitanuii / TpeGoranue Pesynbtar

Parameters Analytical method / Requirement Result

Mo 5 BrincTepoB BMECTe C NUCTKOM- Mo 5 Bnucrepos BmecTe ¢
BKNabILLEM B KAPTOHHYIO Nadky. NUCTKOM-BKNaAbILLIEM B KAPTOHHYHO
[onyckaeTca Hanuume KOHTPONs NepPBoro nadky. [pucyTcTBYET KOHTPOnb
BCKPbITUSA. NepBoro BCKPbITUS.
MepBuyHan BHYTPEHHAA YNaKoBKa MepBuYHas BHYTPeHHAR
Ha 6nuctepe ykasbiBaeTcs: ynakoBka
1. ToproBoe HavMeHoBaHWe npenapara ¢ Ha 6nucrepe ykasaHo:
npepynpeanTensHoi mapkupoBkoi ® 1. ToproBoe HaumeHoBaHWe
2. MexxayHapoaHoe HenaTeHToBaHHOe npenapara c npegynpeanTesHon
HaumeHoBaHue (aybnunpyercs Ha MapKnpoBKoin ®
2HIMUIACKOM AA3bIKE) 2. MexcayHapopaHoe
3. loroTun gepxarens perncTpauMoHHOro HenaTeHToBaHHOE HauMeHOoBaHne
YAOCTOBEPEHUA (Ha aHrNUIACKOM A3blke) (Ay6nupyeTca Ha aHrnuiickom
4. IlekapcTBeHHas copma A3bIKE)
5. Joavpoeka 3. Ilorotun gepxarens
6. Homep cepun PErucTpaLnoHHoOro yaoCToBEPEHUS
7. aTa ucteyeHusn cpoka rogHocTu (B (Ha aHrnuiickom A3bike)
copmare: rogeH go...) 4. lekapcTBeHHan dopma
8. [aTa npoussogcTea 5. [loanposka
9. HonyckaeTca HaHeceHUe BHYTPEHHNX 6. Homep cepun
YNaKoBOYHbLIX KOAOB KoMnaHuu. B cnyyae 7. [ata ncreyeHuns cpoka rogHocTu
npowussoacTea Ha nnowagke 000 (e chopmare: rogeH go...)
«HoBaptuc Heea» Ha 6nuctepe ykasbiBatoT | 8. [laTa npou3BoACTBa He yKkasaHa
TONbKO NEpeMeHHble AaHHble 6e3 ykasaHus 9.BHYTpeHHWe ynakoeoYHble Koabl
nNpeduKkcos HoMepa Cepun 1 gaThbl KOMMaHWN OTCYTCTBYIOT.

9 | Mapkupoeka OKOHYaHWA CpoKa rogHOCTW. Ha 6rnucTepe ana Homepa cepum 1

Labelling [ata nponssoacTea He yKasblBaeTcs. Oarbl OKOHYaHWA CpoKa rogHoCTU

BropuuHas ynakoBka (KapTOHHas navka)
Ha KapTOHHOW nauke ykasblBaeTcs:

1. Toprosoe HavmeHoBaHue npenapara ¢
npeaynpeanTensHon MapkupoBKoii ®

2. MexayHapogHoe HenaTeHToBaHHoe
HaumeHoBaHue (aybnupyetca Ha
aHIMNIACKOM A3bIKE)

3. lloroTun pepxarens perucTpauuoHHOro
YAOCTOBEPEHNA (Ha aHrNMIACKOM si3bIke)

4. HaumeHoBaHue aepxarens
pPervcTpaunoHHOro yAoCTOBEPEHUSA 1
npovu3BoAWUTENR NEKApCTBEHHOIO Npenapara
(BbINYCKAOLWWIA KOHTPONB KavyecTBa)

5. Agpec (cTpaHa) gepxarens
perucTpauunoHHOro yaoctosepeHns
NPOW3BOAUTENSA NEKapCTBEHHOrO Npenapara
(BEINYCKAMOLWWIA KOHTPONL KayecTBa)

6. llekapcTBeHHas chopma

7. Hoanpoeka

8. KonuyecTso nekapcTBeHHOro npenapara B
yrnaxkoBke

yKasaHbl TONBKO NEpEMEHHbIE
AaHHble 6e3 ykasaHusa npedukcos
Hata npoussoacTBa He yKasaHa.
BropuyHan ynakoBka (KapToHHas
na4ka)

Ha kapToHHOW nayke ykasaHo:

1. ToproBoe HanmeHoBaHWe
npenapara c npeaynpeauTensHom
MapKUpoBKoi ®

2. MexayHapogHoe
HenaTeHTOBaHHOE HaUMEHOBaHWe
(Ay6nupyeTca Ha aHrnuicKkom
A3LIKE)

3. Nlorotun pepxartens
PErucTpaunoHHoro yAoCToBEPEHIS
(Ha aHrnuiickom s3bike)

4. HavmeHoBaHue aepxaTens
perucTpauUuoHHoro yA0CTOBEPEHS
1 NPON3BOAWNTENS NEKAPCTBEHHOrO
npenapara (BbinyCcKaroLWiA
KOHTpOnb KayecTea)
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Parameters Analytical method / Requirement Result
9. HaumeHoBaHuA 1 cogepkaHus 5. Agpec (cTpaHa) aepxarens
AeACTBYIOWMX BELLECTB PErucTpaunoHHoOro yaocToBepeHus
10. YcnoBus xpaHeHus ¥ NPON3BOAWNTENSA NEKapCTBEHHOrO
11. MNMyTb BBEAEHUS npenapara (Bbinyckaowui
12. Ycnoeus otnycka KOHTpONb KayecTBa)
13. MpeaynpeauntensHbie Hagnucw: «Cnocob | 6. NlekapcTeHHas dopma
NPUMEHEHWUA: CM. NNCTOK-BKMNaAbILL», 7. Joanposka
«XpaHWTe B HEAOCTYNHOM ANA AeTeil mecTey | 8. KonuuecTso nekapcTBEHHOro
14. Homep cepun npenaparta B ynakoske
15. [lata nponsBogcTea 9. HaumeHoBaHua 1 cogepxanHus
16. [lata ncteyeHns cpok rogHocTu (B OenCcTBYIOLMNX BELLECTB
copmare: rogeH go...) 10. YcnoBus xpaHeHus
17. Wrpux-kog 11. MyTb BBEAEHUSA
18. [lonyckaeTca HaHeCeHUe BHYTPEHHUX 12. Ycnosus otnycka
YNakoBO4YHLIX KOJ0B 13. MNpegynpeantensHbie HAANUCK:
HononHutenbHO mMoryT BbiTh HAaHeCeHb! «Cnocob npUMmeHeHNsi: CM. MIUCTOK-
cpeAcTea UAEHTUMKALMM ANS MOHUTOPUHTA | BKNaapiw», «XpaHuUTb B
ABWKEHWS NeKapcTBEHHbIX Npenaparos oT HEeAoCTYMHOM ANS feTeil MecTe»
npouseoauTens Ao koHeyHoro notpebutena | 14. Homep cepum
(HaHeceHMe BO3MOXHO C MCMONb30BaHNEM 15. lata nponssoacTea
cTukepa). 16. [laTa ucteueHus cpok rogHocTH
(B dhopmarTe: rogeH go...)
17. Wrpux-kog
18. HaHeceHbl BHYTpeHHue
YNaKoBOYHbIE KOAbI.
[JononHuTensHo HaHeceHb!
cpeacTea naeHTUMKayun ana
MOHWUTOPWHIa OBMKEHUS
NeKapcTBEHHbIX NpenapaTos oT
Npown3BOAUTENS A0 KOHEYHOTO
notpebutens (6e3 ucnonb3osanns
cTMKepa).
10 ggf:gee""e Mpu TemnepaTtype He Boilwe 30°C.
Cpok rogHocTn
(MepuoanuHocTs
11 | koHTpons) 2 roga 2 roga (31.10.2027)
Shelf life (Frequency
of control)

* - Nokasatens «Mukpobuonoruyeckas YMCTOTa» He SBNAETCS PYyTUHHBIM METOAOM aHANN3a U MOXET OTCYTCTBOBATS B

nacnoprte KoMmnadHuu.
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AHanuTU4YecKunii NacnopT Ha roTOBYIO NPOAYKLMIO
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3. 3AKNKYEHUE
CONCLUSION

NekapcTBenHbIil Npenapat Mansyc MeT®, TabneTk NOKPLITLIE NAEHOMHOM o6onoukoii, 50 mr + 850 mr Ne30,
Homep cepun PX14161125 cooteeTcTByeT TpeGOBaHUAM HOPMATUBHOI OOKyMeHTaLun ﬂﬂ—h.‘é(001988)-(Pl'-RU)7;
200524 lansyc Met®, TabneTku NOKPbITLIE NAEHOYHON 060510UKOl 50 Mr + 500 MF, 50+ 850 mr, 50 + 1000 far
Moaynb Mapkuposka J1M-Ne(001986)-(PI-RU)-270723.

Crapwwii  cneuwanucT  no :
cees b.0. TR
Yreepaun KOHTPOMIO KayecTsa Anex 0 27\, %
Approved by :
[omkHocTe (Position) ®UO (Full name) Oasd o) [/
.
’F:' 3
Version Description of change \
(Bepcus) (OnucaHne namMeHeHui)
1.0 Hosblid nacnopt
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