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1. OBWAA NH®OPMALIMA

GENERAL INFORMATION
HaumeHoBaHue npoaykumun: Faneyc Met® TabneTku, NOKPbITbIE NAEHOYHON 060M04K0N, 50 Mr + 850 Mr
Product Name Ne30
NN-Ne(001986)-(Pr-RU)-200524 Tansyc MeT®, TabneTku nOKPbITbIE
. | nneHo4Hon obonoukoit 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moayns
g'g’e‘c’fe‘fgg;g;a COOTBETCTBME C: | Mapkuposka JIM-Ne(001986)-(Pr-RU)-270723
Cneundukauns kavecTsa Ha ManByc MeT® TabneTku, NOKPbIThIE NAEHOYHON
o6onoykon 50 mr + 850 mr Ne 30 SPEC_FDF_00080123, Bepcus: 17.0.
BHyTpeHHUA kog Homep cepun
HepacdhacoBaHHOW npogykumm: | 42027186 HepacdacoBaHHOW npoaykuum PT7598
Product Code Bulk Batch Number Bulk
BHyTpeHHUI KOA ynakoBaHHON Homep cepum ynakoBaHHOM
npoayKLuun: 44068550 npoayKumMm: PU44100925
Product Code FDF Batch Number FDF
aTa npou3BopCTBa:
ﬁanufacfgﬁ‘ng Date 06.09.2025
Paamep cepuu 3a BbIYETOM
gasmgp e St 6 981 yn. npo6: s 6 972 yn.
alch Size iy
Batch size without samples
2. NMONYYEHHbIE PE3YNbLTATHI
TEST RESULTS
Ne Mokasarenw* Metoa ucneitalnii / TpeGosaHue PesyneTtar
Parameters Analytical method / Regquirement Result
BuayanbHbii OBanbHble TabneTkn co
OeanbHele TabneTku Co CKOLWEHHBLIMA CKOLUEHHBLIMI  Kpasmu, NOKpbITbIE
Dincatss Kpasamu, NoKpbITbIe NNEHOYHOW oBonoukoi NNéHOUYHOW 060NOYKON XENTOrO CO
1 A XenToro co cnabbiM cepoBaThiM OTTEHKOM cnabblM  cepoBaTbIM  OTTEHKOM
ppearance = -
ueeTa. Ha ogHoii cTtopoHe TabneTku useTa. Ha oaHoM cTopoHe TabneTku
mapkupoBka «NVR», Ha apyroii ctopoHe — mapkuposka «NVR», Ha gpyron
«SEH», cTopoHe — «SEH».
B3»X
Bpems yaepxumeBaHmsa 0CHOBHOrO NWKa Ha
WaoenTudukayusa =
s poMartorpaMme UCNbITYeMOro pacrsopa 1
fdgﬁﬁggfﬁﬂsmﬂ AOSKHO COOTBETCTBOBaTL BPEMEHU Ll o
yAepXuBaHua nuka BUNAArNUNTUHA Ha
2 XpomaTorpamMmme CTaHgapTHOro pacTeopa.
B3XX
Bpewms yaepusaHus OCHOBHOTO NKa Ha
- MeTchopmuHa XpomarorpaMme UcnLITyeMoro pacreopa 3
rmapoxnopug AOSKHO COOTBETCTBOBaTL BPEMEHU Coareercreyer
yOepKUBaHWA NUKa MeTopMnHa Ha
XpomaTorpammecTaHAapTHOro pacTeopa.
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Ne MNokazarens* MeTtopa ucnbitanuii / TpeboBaHue Pesynbrar
Parameters Analytical method / Requirement Result
BIXKX :
He menee 80% (Q) oT 3asBneHHOro 23;:’ ;;;ﬁ::a:-lae::ore% gg'fmp:iﬂm
P cogepxaHusa sBungarnuntuHa Yyepes 30 . P m
3 acTeopeHue MUHYT 2
Dissolution He menee 80% (Q) oT 3asBNeHHOMO :ﬂgggoo-rms::;f:HHSE;T:;’E;”:?
cofepxaHusi MeThopMuHa rmapoxnopuaa 30 MHHpT ap P P
yepes 30 MUHYT. y
Boga MeTog K. ®uwepa :
%) Weter He Gonee 1,0%, o
B3XX o -
202-01 (amupg): He 6onee 0,5% 333:31 ::jz%i£'1:zél_la_
Mpumecn 209-01 (UMKNNYECKN A amMUanH): 0T i oﬁnagim Py
Related He 6onee 0,2% EnuHisiRas !
substances- ik (,que:unmnepaawﬂ). HEeMAEHTUULMPOBAHHES NPUMECH
Mpumecu E;Gonee 0,2% ® N — He oBHapyXeHa;
BungarnuntuHa WHUYHOU HEMAEHTUPUUWNPOBAHHON ! o
npumeci: He Gonee 0,2% gy;ng’ma BCEX Npumeceil — meHee
5 Cymma Bcex npumeceii: He Gonee 1,0% o
BIOXX 1-Lnanoryaruaun — 0,01%;
1-UmnaHoryaHnamH: He Gonee 0,02% EavHuuHas
- Mpumecw EAnHndHO HENAEHTUDULMPOBAHHON | LeyneHTUULMPOBAHHAS NPUMECH
MeTdpopmmuHa npumecu: He Gonee 0,]% . — He 0BHapyxeHa;
FMAPOXNOpKAa Cymma Bcex npumeceit: He Gonee 0,6% g)éngga BCEX npumeceil — MeHee
X it
366-98 — He Gonee 0,2% 366-98 — meree 0,1%
OgHopogHOCTh
003MPOBaHHbLIX BungarnuntuH — BOXKX . -
g | eAvHMY MeTdomuHa rugpoxnopua - MeToa agﬁgagﬂﬂ:;"'m A\éx}l;'% 3
Uniformity of Bapuauum macc AV=18 Ap paR:
dosage AV =150 :
units
B3IKX
KonuuecteeHHoe | OT 95,0% po 105,0% BungarnunTuHa oT
onpepeneHue 3afBNEHHOro coaepxaHmna 5
o : 99,8%
Assay BHyTpeHHui npepen Ha Bbinyck (IRL): He
e | = BungarnuntuH mMeHee 97,8% BUMOarnMnTUHa oT
3aABNEeHHOro coaepXaHna
B3XX
- MeTdpopmuHa = 3 5
FBPOXIOPIA Or 950% ano 1050% wmerdopmuHa | 99,4%

rnapoxnopuga ot 3asaBneHHoro cogepxaHua.
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Ne Mokasatens* MeTon ucneitannii / TpeGosaHue Pesynbtar
Parameters Analytical method / Requirement Result
Esp. @., ®. CWWA, An. ®. unu
®EA3C 2.1.6.6,2.1.6.7
MukpoGuonoruye | Kareropua 3A:
g | ckas uncrora OBLuee umcno aspobHbIX MUKPOOPraHW3MoB ‘
Microbiological — He Bonee 10*° KOE B 1 T; Menee 50 KOEB 1T;
purity Obwee uncno ApoXOKEBBLIX U NNECHEBbIX
rpuBoe — He Gonee 102 KOE B 1 MeHee 10 KOE B 1T,
OtcyTcTeue Escherichia colis 1T. OtcytcTeme s 1.
lNo 6 Tabnetok B 6nuctep MA/AN/TNBX un Mo 6 Taﬁgemh: B Gnvicrep .
anioMUHNEBOI horbri. MA/ARTIBX n antomuHneBoin
9 YnakoBka Mo 5 6nucTepos BMecTe ¢ NMMCTKOM- ﬁggbé::‘ucre p—
Packing BKNAAbILLIEM B KAPTOHHYIO NauKy. P 25
[lonyckaeTtca Hannyve KOHTPONsA NEpBoro RIEERIM-G RIBSRIBE:B SARTARNyID
navky. [MpucyTcTBYET KOHTPONb
BCKPbITUSA.
NepBoro BCKPbLITUS. N
MepBUYHasA BHYTPeHHNAA ynakoBKa MepBUYHAN BHYTPEeHHASA
Ha 6nucrepe ykasbiBaeTcs: ynakoBka
1. Toproeoe HauMmeHoBaHWe NpenapaTa ¢ Ha 6nucrepe ykazaHo:
npeaynpeautenbHOn Mapkupoekoin ® 1. ToproBoe HavmeHoBaHue
2. MexgyHapogHoe HenaTeHToBaHHoe npenapata c npeaynpeaunTenbHOM
HanmeHoBaHwe (aybnupyetcs Ha MapKuposkoi ®
aHrNUNCKOM A3bIKe) 2. MexayHapogHoe
3. llorotun AepxaTens perncTpaunoHHoro HenaTeHToBaHHOE HauMeHoBaHWe
YAOCTOBEpPEHWs (Ha aHrMUMACKOM A3bIKe) (BybnupyeTca Ha aHrnuinckom
4. lexapcTBeHHas cdopma A3bIKE)
5. loanpoeka 3. Nlorotun agepxarens
6. Homep cepum PErncTpaLnoHHoOro yA0CToBEpeHns
7. Oata ucteyeHuns cpoka rogHocTu (B (Ha aHrnuiickom s3blke)
thopmare: rogeH ao...) 4. IlexapcTBeHHasa gopma
8. [lata npounsBoacTea 5. foanpoeka
10 MapkupoBka 9. JonyckaeTca HaHeceHUe BHYTPEHHINX 6. Homep cepum
Labelling ynakoBOYHbIX KOAOB KoMNaHun. B cnyuae 7. [aTa ucteyenms cpoka rogHocTu
npown3sofcTea Ha nnowaake OO0 (e chopmare: rogeH go...)
«HoeapTtuc Hesa» Ha BnncTepe ykasbiBaoT 8. [laTa Npou3BOACTBa HE yKasaHa
TONbKO NEpeMeHHble AaHHbIe Bea ykasaHus 9.BHYTpEeHHWE ynakoBOYHbIE KOabl
npeduKkcos HoMepa cepun 1 gaTbl KOMMaHW1 OTCYTCTBYHOT.
OKOHYaHWA CpOKa ro4HOCTH, Ha 6rnnctepe Ana Homepa cepuu u
[ara npouseoacTea He ykasbliBaeTcs. AaTbl OKOHYaHWUS CpoKa roAHOCTH
BropuyHas ynakoBka (KapTOHHas nadka) yKkasaHbl TOMNbKO NepemMeHHbIe
Ha kapToHHO nauke ykassieaerca: AaHHble 6es ykasaHna npedukcos .
1. Toproeoe HauMeHoBaHWe npenaparta ¢ Hata npovseoacTBa He ykazaHa.
npeaynpeauTensHoW MapkMpoBKor ® BropuyHasa ynakoBka (kapToHHas
2. MexgyHapoaHoe HenaTeHToBaHHoe nauka)
HanmeHoBaHue (aybnupyeTcs Ha Ha kapTOHHOI nayke ykasaHo:
aHrMUACKOM A3bIKE) 1. ToproBoe HanmeHoBaHWe
3. Nlorotvn aepxarens perucTpaumoHHoro npenaparta c npeaynpeauTensHoOn
YAOCTOBEPEHWA (Ha aHrNMNCKOM R3bIKE) Mapkuposkon ®
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4. HaumeHoBaHne gepxarens 2. MexayHapogHoe
perncTpaLmnoHHOro yaAoCTOBEpEeHNs 1 HEenaTeHToBaHHOe HaumeHoBaHne
npou3BOAUTENA NeKapcTBEHHOro npenapata | (ay6nupyeTcsa Ha aHrAMRCKOM
(BBINYCKAOLWWIA KOHTPOMNb KavecTsa) A3blke)
5. Agpec (cTpaHa) fepxaTens 3. NoroTun gepxarens
PErncTPaLMoHHOro YAOCTOBEPEHWNA W perncTpaLuoHHOro ya0CTOBEPEHNS
NpoU3BOANTENA NEKapcTBEHHOro nNpenapaTa | (Ha aHrMACKOM A3blke)
(BbINyCKaOLLMIA KOHTPONb KavecTsa) 4. HaumeHoBaHue gepxatens
6. lNexapcTeeHHasn chopma PerucTpaLuoHHOro yAoCTOREpEeHUA
7. Joaupoeka 1 NPOU3BOANTENA NEKAPCTBEHHOro
8. KonnyecTso nekapcTBeHHOro npenapara B | npenapara (BbinycKaoLLuii
ynakoske KOHTpOnb KavyecTsa)
9. HaumeHoBaHuA 1 cogepxaHus 5. Aapec (cTpaHa) gepxartens
AeNCTBYIOWMX BELLECTB perucTpaunoHHoro yaAoCTOBEPEHS
10. YcnoBua xpaHeHus 1 NPOU3BOANTENA NEKapCTBEHHOTO
11. MNyTb BBEAEHUSA npenapata (BbinyckaoLwunii
12. Ycnosus otnycka KOHTpOMb KayecTsa)
13. MpeaynpeautensHble Haanuck: «Cnocob | 6. NlekapcTeeHHas dopma
NPUMEHEHWA: CM. NUCTOK-BKNAABILW», 7. [o3anposka
«XpaHuTb B HEAOCTYNHOM AN AeTeil mecTe» | 8. KonuuecTso nekapcTeeHHOro
14. Homep cepum npenapara B ynakoske
15. [ata npoussoacTea 9. HaumeHoBaHWs 1 cogepxaHus
16. [laTa ncteyeHns cpok rogHoCTU (8 AENCTBYIOWMNX BELLECTB
dopmarte: rogeH go...) 10. Ycnosus xpaHeHus
17. Wrpux-kog 11. MNyTb BBEAEHUSA
18. llonyckaeTcs HaHeCEHWE BHYTPEHHIX 12. Ycnosus otnycka
YNakoBOYHbLIX KOLO0B 13. MNpepynpeanTensHele HaANUCK:
HononHnTensHo MoryT BbiTh HaHeCeHbI «Cnocob npuMeHeHUs: CM. NNCTOK-
cpencTsa uaeHTUMUKaLMKM ANs MOHUTOPUHA | BKNAAbILW», «XpaHUTb B
ABWKEHWA NekapCTBEHHbIX NpenapaTos oT HEAOCTYNHOM ANA OeTeil MecTe»
npousBoAnTeNs A0 KOHeYHoro notpebutens | 14. Homep cepun
(HaHeceHWe BO3MOXHO C UCNONL30BAHUEM 15. lata npoussopacTea
cTukepa). 16. [laTa ucteyeHus cpok rogqHocTK
(B hopmate: rogeH ao...)
17. Wrpux-kog,
18. HaHeceHbl BHyTpeHHMe
yNakoBOYHbIE KOAbI.
HononuutensHo HaHeceHb!
cpeacTea naeHTuukagyn ana
MOHWUTOPUHIa ABWKEHUA
neKkapcTBEHHbIX NpenapaToB oT
NpPOW3BOAUTENA 1O KOHEYHOro
notpeburtens (6e3 ucnonb3oeaHus
CTuKepa).
11 gg?:g‘:""e Mpu TemnepaType He Bbiwe 30°C.
12 | Cpok rogHocTK 2 ropa 2 roaa (31.08.2027)
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AHanuTMYecKunit NacnopT Ha roToBYH NPOAYKLUIO

fuueHans Ha ocywlecTsneHne NPOMSBOACTEA NEKapCTBEHHLIX cpeacTe Ne00153-NC 000 "HoeapTuc Hesa"
Poccua, Cankr-MNetepGypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHTponk kavecTea

Quality Control .
Homep nacnopra: _209.. Bepcuna:2.0
Certificate number 4-792-0925 Version
Ne Mokasarenk* Metog ucnsitanuii / Tpe6osaHue Pesynbrar
Parameters Analytical method / Requirement . Result
(MepuogunyHocTs
KOHTpOnnA)
Shelf life (Frequency
of control)

* - MNokasarent «MukpoBuonornieckas YuCToTa» He ABNSETCA PYTUHHLIM METOAOM aHannaa U MoXeT OTCYTCTBOBATHL B
nacnopTe KomnaHuu.

3. 3AKNKOYEHUE
CONCLUSION

NekapcTeeHHblit Npenapat Mansyc MeT®, TabneTku NOKpLITbIE NAEHOYHOM o6onoukoit, 50 mr + 850 mr Ne30,
Homep cepumn PU44100925 cooTBeTcTyeT TpeboBaHUsIM HOPMATUBHON JOKYMEHTaLMM NM-Ne(001986)-(PTr-RU)
200524 ansyc Met®, TabneTku MOKPbITLIE NAEHOYHON 0Bonoukoi 50 Mr + 500 mr, 50 + 850 mr, 50 + 1000 mr
Moaynb Mapkuposka I11-Ne(001986)-(Pr-RU)-270723.

Crapwwii  cneuwanucT  no
YTBEPAMN |\ oir00ni0 kavecTea Anexcees B.0. 03 \0, 2625
Approved by
HaonsrocTts (Position) DT (Full name} Lara (Date) inature)
Version Description of change
(Bepcus) (OnucaHwe nameHeHui)
1.0 Hosbl nacnopT
2.0 CkoppeKT1poBaH pasmep cepuu CornacHo akTy pacxoaa TML Ne125 ot 01.10.2025.

(Native) Information Print Date:3 October 2025 Page 5 of 5 Business Use Only - ESOPS D2



