! NOVARTIS Doc No. : FRM-8015490

Form to SOP-8013721 Version : 6.0

AHanutuyeckui nacnopT Ha roToBYK NPOOYKLMIO

JInueHsus Ha ocyLecTBNEHNE NPOM3BOACTBA NEKaPCTBEHHLIX cpeacTs Ne00153-NC 000 "HoeapTuc Hesa"
Poccus, Cankr-NeTepbypr,
Dopora B Kamenky, 8.40, kopn. 3, nutepa A

TenedoH: +7 8§12 336 9891
novartis.neva@novartis.com

KoHTponk kavectea
Quality Control
Howmep nacnopra: .9709. Bepcun:2.0
Certificate number 4-979-1125 Version
1. OBWAA UHOOPMALINA
GENERAL INFORMATION
HaumeHoBaHue npoayKumun: laneyc MeT® TabneTku, NoKpbITbIE NMNeHOYHOW 060M0YKON,
Product Name 50 mr + 1000 mr Ne30
JMN-Ne(001986)-(PI-RU)-200524 Tansyc Met®, Tabnetku noKpbITbie
n . | nneHoyHoii oGonoukon 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moayns
CHORCDOND Ha COOTBETCTBNE C: | Mapkuposka /1M-Ne(001986)-(Pr-RU)-270723
ecked against i
Cneuunduraums kayectsa Ha aneyc MeT®, TabneTkn NOKpbITLIE NNEHOYHOR
obonoukoii 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, Bepcus: 17.0
BHyTpeHHWIA Kog Homep cepumn
HepacdacoBaHHo npogykuun: | 42027187 HepacdacoBaHHoi npogykumm PW1452
Product Code Bulk Batch Number Bulk
BryTpeHHMIA Kog ynakoBaHHOWN Homep cepun ynakoBaHHOW
npoayKumu: 44068551 npoayKuun: PW90501125
Product Code FDF Batch Number FDF
[Hara npousBoacrea:
Manufacturing Date 02.11.2025
. Pasmep cepum 3a BbIueTOM
g;gr;icep““' 5 957 yn. npo6: 5948 yn.
Batch size without samples
2. NONYYEHHLIE PE3YNbTATHI
TEST RESULTS
Ne Moxkasarenk* Mertoa ucneitaHui / TpeGosauue Pesynwbtar
Parameters Analytical method / Requirement Result
BuayankHeIi OBanbHble TabneTtkn co
OBanbHble TabneTkn Co CKOLLIEHHBLIMA CKOLUEHHBIMW  KpasiMKi, MNOKpbITble
7, W KpasmMu, NOKPbITBIE NNEHOYHON 06ONOYKON nneHoyHorn  obonouykoli  TEMHO-
1 A TEMHO-XKENTOro C CepoBaThiM OTTEHKOM XENToro C CcepoBaTbiM OTTEHKOM
ppearance , %
useta. Ha ogHoii cTopoHe Tabnetku useTa. Ha oaHoli cTopoHe Tabnetku
mapkuposka «NVR», Ha apyroi ctopoHe — mapkuposka «NVR», Ha Aapyroi
«FLO», CTopoHe — «FLO».
B3XX
penmumaen | PEo0m ebnsn cconior e e
fdg Rishaalion [OMKHO COOTBETCTBOBATb BPEMEHU RncTRETGTR e
- Bunparnuntud
yAepxusaHusa nuka sungarnunTuHa Ha
2 XpomarorpaMme cTaHAapTHOTO pacTeopa.
B3X
Bpems yaepxuBaHua 0CHOBHOro Nuka Ha
- MeTtcopmurHa XpomaTtorpaMmmMe 1cnkITyemoro pacteopa 3
rugpoxnopug AOIMKHO COOTBETCTBOBATL BPeMEHU Cooreercrayer
yAepKuBaHus nuka meThopmimHa Ha
XpomaTorpammecTaHAapTHOro pacTeopa.
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AHanNUTUYECKUI NACNOPT Ha FOTOBYH NPOAYKLUMIO

JlnueHana Ha ocyllecTeneHue NPOU3BOACTBA NEKapCTBEHHLIX cpeacTs Ne00153-NC
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Ne MNMokazarens* MeTtog ucnbitaduii / TpeGoBaHue Pesynbtar
Parameters Analytical method / Requirement Result
B 99% oOT 3as8BNEHHOro cofepKaHwus
He menee 80% (Q) oT 3aaeneHHoro MR RA ARAG SO N
cofepXaHns BunaarnunTuHa Yyepes 30 e P Yo
9 ch:'raopeuue s 100% oT 3aABNEHHOro CoAepXaHn
Dissolution He mexee 80% (Q) ot 3asBneHHoOro o c;o G RO B0 f a':ue e:
cofepxaHusa meThopMuHa rmgpoxnopuaa 30 mu HPT Ap PHAR e
yepes 30 MUHYT. y
Boga MeTog K. ®uwepa o
* | ater He Gonee 1,0%. 0:2%
B3XX -
. 202-01 (amnz): He Goree 0,5% - ﬁg’;%igp} i
nmecu € Y : SliEs ,
P 209-01 (ummlowecxmm aMuauH): 207-01 — He OBHapyXeHa
Related He bonee 0,2% EAMHUdHASR
substances- e (,quxe:onunepasmn). HeWAeHTUMLMPOBaHHAA NPUMECH
Mpumecn E;Gonee 0,2% ® . — meHee 0,1%;
Bunpgarnuntuna MHWYHOW HEWAEHTUULMPOBAHHON Lo _
npumeci: He Gonee 0,2% OC);I‘\;MEl BCEX MpUMeceili — MeHee
5 Cymma Bcex npumeceid: He Gonee 1,0% oA
BOXX 1-UmaHoryaHnauH — menee 0,01%;
1-UwaHoryaHnaun: He Gonee 0,02% EquHuYHas
- Mpumecy EavhuiHoA HEUACHTUDULIMPOBAHHON | HempeHTUMLMpOBaKHaS NpUMech
MechopMHHa npuimecwn:. He Bonee 0,:! Yo s — He 06Hapy>KEHa;
rMapOXNopuaa Cymma Bcex npumeceii: He 6onee 0,6% Cymma BCEX npuUMecei — MeHee
[ 0,05%
366-98 - He Gonee 0,2% 366-98 — meHee 0,1%
OaHopoAHOCTL
L03UPOBaHHbIX BungarnuntuH — BOXXX ! -
6 | eAuHny MeTchomuHa ruapoxnopua - MeTos E‘Ig'?bac:;::;”; n?’gxngbow.u‘
Uniformity of BapuauumM macc AV =13 :
dosage AV =150 ?
units
B3XX
Ot 95,0% po 105,0% sungarnunTMHa oOT
KonuiecTasnnce 3aABNEHHOro coaepxaHuna
onpegeneHue 99 4%
‘_q;fqay ——— BHyTpeHHUi npegen Ha Bbinyck (IRL): He
7 nA MeHee  97,9%  BuUnNgarnunTUHa  oT
3afABMEHHOro coaepXaHus
- MetcopmuHa BOMX
R Or 950% po 105,0% wmetdopmuHa | 101,1%
ap puA rMAPOXNOpUAa OT 3aABNEHHOTO COAEPKaHUSA.
8 YnakoBka Mo 6 Tabnetok B Gnuctep MA/AR/MNBX 1 Hgfi;?l?l S;Tﬁkaigﬂ:ffeioﬁ
Packing AFKIMWdAREOH Choner, donbru. Mo 5 Gnuctepos BmecTe ¢
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Ne MNMokasarenb* Metog ucnsuitauuin / TpeGoanue PesynwTar

Parameters Analytical method / Requirement Result
Mo 5 6nuctepos BMecTe C NMUCTKOM- TIUCTKOM-BKNaAbILLEM B KAPTOHHYIO
BKMaAbILLIEM B KaPTOHHYIO NadKy. nauky. [pucyTcTByeT KOHTpOnb
HonyckaeTcs Hanuuve KOHTPONsA Nepeoro nepBoro BCKPLITUS,
BCKPbITUS.
MepBuUYHas BHYTPEHHANA YyNaKOBKa MNepBu4Han BHYTpeHHAR
Ha 6nuctepe ykasbiBaercs: ynakoBka
1. ToproBoe HaumeHoBaHue npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTensHon Mapkupoekon ® 1. ToproBoe HaumeHoBaHue
2. MexgyHapoaHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeanTenbHo
HavmeHoBaHue (gybnupyeTcs Ha MapK1UpoBKoi ®
aHrMUACKOM A3bIKe) 2. MexayHapogHoe
3. IloroTnn gepxarens perucTpaUvioHHOro HenaTeHToBaHHOe HauMeHOBaHKe
YAOCTOBEPEHUs (Ha aHrMUIACKOM A3blke) (ayBnupyeTca Ha aHrMUIACKOM
4. NekapcTBeHHas chopma A3bIKE)
5. [osuposka 3. Nlorotun gepxatens
6. Homep cepun perucTpaunoHHOro yAoCToBEpPEHNA
7. OaTa ucteyeHus cpoka rogHocTu (B (Ha aHrNMIACKOM A3bIKE)
copmare: rogeH po...) 4. NexapcTBeHHas dopma
8. [laTa npouseopacTea 5. [loanposka
9. [lonyckaeTca HaHeCEHME BHYTPEHHUX 6. Homep cepuu
ynakoBOYHbIX KOAOB KoMnaHuu. B cnyyae 7. [laTa ucteyeHus cpoka rogHocTu
npou3soAcTea Ha nnowaake 000 (B thopmare: rofieH go...)
«HoBapTuc Hesa» Ha 6nucTepe ykasbiBatotr | 8. [laTa npou3BoAcTBa He ykasaHa
TONBKO NepeMeHHbIe AaHHbIe 6e3 ykasaHus | 9.BHyTpeHHUe ynakoBouYHbIe Koapl
npecuKcoB HOMepa cepumn 1 AaTb! KOMMaHWK1 OTCYTCTBYIOT.
9 MapkupoBka OKOH4YaHWA cpoka rogHoCTHW. Ha 6rnucrepe ans Homepa cepum 1
Labelling [Hata npousBoacTBa He yKasbiBaeTcs. AaTbl OKOHYaHWA CpoKa rogHOCTN

BTopuyHasa ynakoska (kapTOHHasi nayvka)
Ha kapToHHOW nayke ykasbiBaeTcs:

1. Toproeoe HavmeHoBaHue npenapara c
npeaynpeauTensHon MapkMpoBKoii ®

2. MexayHapogHoe HenaTeHToBaHHoe
HammeHoBaHue (gybnupyeTcs Ha
aHrnuinckom si3blke)

3. IloroTun gepxartens perucTpaunoHHoro
YAOCTOBEpeHWUs (Ha aHrMUIACKOM A3blke)

4. HanmeHoBaHWe gepxatens
perncTpaLuoHHOro yA0CTOBEPEHUA U
NPoU3BOAUTENS NeKapcTBEHHOro Npenapara
(BBINYCKAIOLWUIA KOHTPOMb KayecTsea)

5. Anpec (cTpaHa) aepxarens
pPerucTpaLmoHHOro yA0CTOBEPEHNS U
Npou3BOAUTENA NEKapPCTBEHHOrO Npenaparta
(BbINYCKAOLWIA KOHTPOIMb KavecTsa)

6. lNekapcTeeHHan dopma

7. Dosnpoeka

8. KonuyecTso nekapcTBEHHOro npenapara B
ynakoeke

yKasaHbl TONbKO NepeMEHHbIE
AaHHble 6e3 ykasaHua npedukcos .
[Hata nponssoacTea He ykasaHa.
BropuyHas ynakoBka (KapToHHas
nayvka)

Ha kapToHHOW Na4ke ykasaHo:

1. Toprosoe HaumeHoBaHWe
npenapara ¢ npeaynpeavTensHoi
MapKuposkoin ®

2. MexayHapogHoe
HenareHToBaHHOe HauMeHoBaHue
(ayBnupyeTcs Ha aHrAKIACKOM
A3bIKE)

3. NNoroTun gepxarens
pPerucTpauvoHHoro yAocToBepeHus
(Ha aHrnUUCcKkoM A3bike)

4. HaumeHoBaHWe pepxarens
PErMcCTPaunoHHOTO YA0CTOBEPEHUA
1 NPOU3BOAUTENS NEKAaPCTBEHHOMO
npenapara (BbinyCcKatoLLWiA
KOHTpOnb kavecTea)
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3 Parameters Analytical method / Requirement Result

9. HaumeHoBaHuA 1 copepxaHus
OeCTBYIOLWMX BeLLecTs

10. Ycnosus xpaHeHns

11. MNyTb BREAGHUA

12. Ycnosus otnycka

13. MNpeaynpeautenbHble Hagnucu: «Cnocot
NPUMEHEHWA: CM. NNCTOK-BKNaAbILL»,
«XpaHUTb B HEQOCTYNHOM AN AeTeit MecTe»
14. Homep cepun

15. flaTa npou3eogcTea

16. [lata ucreueHus cpok rogHocTu (B
chopmare: rogeH [o...) '

17. Wrpmnx-kop,

18. [lonyckaeTca HaHeCeHWe BHYTPEHHMX
YNaKoBoYHbIX KOAOB [oNoNHUTENBHO MOTYT
ObITb HaHeCeHb! cpeacTBa WaeHTUdUKaLMK
ANA MOHUTOPUHIa ABWKEHWUS NEKaPCTBEHHbIX
npenaparos OT Npou3BOANTENA A0
KOHeYHoro noTpebuTens (HaHeceHue
BO3MOXHO C MCMOMb30BaAHWEM CTUKEPa).

5. Agpec (cTpaHa) aepxarens
perucTpauUmnoHHOro YA0CTOBEPEHIA
1 NPOU3BOAUTENS NEKAPCTBEHHOO
npenapata (sbinyckatowmii
KOHTpOnb kayecTea)

6. NlekapcTBeHHas dopma

7. Josunposka

8. KonuyectBo nexkapcTBeHHOro
npenapara B ynakoske

9. HaumeHoBaHua 1 cogepxaHus
[AenCTBYIOLMX BELLECTB

10. YcnoBus XpaHeHus

11. NyTL BBEAGHWSA

12. Yenosusa oTnycka

13. MNpeaynpeauTensHbIe Haanucu:
«Cnocob npyMeHeHns: CM. NNCTOK-
BKNagbiWw», «XpaHuTb B
HeAOoCTYNHOM ANA JeTerh MecTe»
14. Homep cepum

156. [lata npounseoacTea

16. [laTa ncrevyeHus cpok rogHoCTI
(B chopmare: rogeH o...)

17. WTpux-kon

18. HaHeceHbl BHYTpeHHWE
yNakoBOYHbIE KOAbI.
LononHUTenNbHO HaHeCceHb!
cpeAcTsa uageHTudvkaumm ans
MOHWUTOPUHIa OBUMKEHUA
neKapcTBEHHbLIX NpenapaToe oT
Npou3BOAUTENSA [0 KOHEYHOro
notpeburens (6e3 ucronb3oBaHWA
CTUKepa).

10 XpaHeHue
Storage

Mpu Temneparype He Bbiwe 30°C.

Cpok rogHocTU
(Mepuogn4HOCTL
11 | kouTpons)

Shelf life (Frequency
of control)

2ropga

2 ropa (31.10.2027)

* - Mokasatent «Mukpobuonormyeckas YyucToTa» He ABNAETCA PYTUHHEIM METOAOM aHanMaa v MOXEeT OTCYTCTBOBaTb B

nacnopTe KoMnaHuu,
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3. 3AKNIOYEHUE
CONCLUSION

NexapcTeeHHblii npenapat Maneyc Met®, TabneTku MOKPbITEIE NNeHouHol oGonoykoi, 50 mr+ 1000 mr Ne30,
Homep cepuv PW90501125 cooteeTtcTayeT TpeGoBaHWAM HOPMATUBHOI OKYMEHTALMN 11M-Ne(001986)-(Pr-
RU)-200524 ansyc Met®, TabneTku NOKpbITLIE NAEHOMHOM 060104KoN 50 Mr + 5 0, 50 # 850 mr, 50 + 100q A

mr Moaynbe Mapkuposka JIM-Ne(001986)-(Pr-RU)-270723. P R
7 ; v,
Py NN 74
Crapwwii  cneumanucT no [ & 7
Yreepaun KOHTPOJIO KayecTBa Anexcees B.0. 02.\2 X L ek ctngaidll % | §
Approved by | S |H P —— -/
\\ £\ " wva LLC 4
HomxHocTe (Position) ®IO (Full name) ‘\‘ Hara oabmol; KAYBCTE, £ .-"r
-.\‘.-__ __\Jl-" J ::f?.r‘f'g"n.
i
Version Description of change N fereppis
(Bepcws) (Onucanne nsMeHeHui) =
1.0 Hosbli nacnopt
2.0 BHeceHa KoppeKT1poBKa AaTbl NPOU3BOACTBA B COOTBETCTBUM C QE-67710

(Native) Information Print Date:2 December 2025 Page 5of 5 Business Use Only « ESOPS D2




