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1. OBLWWAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHWe NpoayKLuun:
Product Name

lransyc MeT® TaBneTKun, NOKPLITLIE NAEHOUHONH 06ONOYKOIA,

50 mr + 1000 mr Ne30

HPOBBPBHO Ha coOoTBeTCTEMNE C:

Checked against

NMN-Ne(001986)-(PI-RU)-200524 TlaneByc MeT®,

TabneTkn NOKPbITbIE

nneHoyHol obonoykoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723
Creuudprkaums kavecTsa Ha [[anByc MeT®, TabneTkv NOKpbITbIE NNEHOYHOM
obonouykoli 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, Bepcus: 17.0

BHyTpeHHuUiA ko Homep cepun
HepacdacoBaHHO npoaykunn; | 42027187 HepaccacoBaHHOl npoaykumy PU8708
Product Code Bulk Batch Number Bulk
BHYTpeHHUIA KOoA ynakoBaHHOR Homep cepumn ynakoBaHHOW
NpoayKLnn: 44068551 npoayKuuu: PV72281025
Product Code FDF Batch Number FDF
ara npousBogcTRa:
ﬂanufactﬂrmg Date 04.10.2025
i Paszmep cepum 3a BbIMETOM
PN o 5928 yn. npo6: Ahiid 5919 yn.
Batch size without samples
2. NOJIYYEHHBLIE PE3YNbLTATHI
TEST RESULTS
Ne lNMokasarenn® MeTon ucneitavunia / TpeGoBaHue PeaynbTar
i Parameters Analytical method / Requirement Result
BuayanbHblii OeanbHble TabneTkn co
OanbHble TabneTkn co CKOLWEHHLIMN CKOLLEHHbIMWA  KpasiMid, MOKPbITkIE
S Kpasmu, NOKPbITbIE MNEHOYHOK 060M0YKOoi nneHoYHon  OBOMNOYKON  TEMHO-
1 Appasrance TEMHO-KENTOro ¢ CEPOBaTLIM OTTEHKOM ENTOro ¢ CepoBaTbiM OTTEHKOM
useTa. Ha ogHol cTopoHe TabneTtku userta. Ha oaHoi cTopoHe TabneTku
mapkuposka «NVR», Ha apyroi ctopoHe — mapkuposka «NVR», Ha apyroi
«FLO». cTopoHe — «FLO».
B3XX
WaeHTudukauus Bpems yaepxuBaH1Ws OCHOBHOrO N1Ka Ha
identification Xpomartorpamme ucneitTyemoro pacrsopa 1 CoamRiraTElien
ye
A ——— AOMKHO COOTBETCTBOBATL BPEMEHU
yAepKUBaHNA NKa BUNAArNUNTAHA Ha
9 XpomMatorpaMme CTaHAapTHOro pacTeopa.
BOXX
Bpems yaepk1BaHus OCHOBHOTO MUKa Ha
- MetdopmuHa Xpomarorpamme UcnbITyemoro pacteopa 3
rMAPOXNopUA AOMKHO COOTBETCTBOBATL BPeMEHU Cooeerayayer
yAEPKNBAHNA Nka MeThOpPMUHA Ha
XpomMarorpamMmmMmecTaHjapTHOro pacTeopa.
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Quality Control
Homep nacnopra: s Bepcua:1.0
Certificate number 4-867-1025 Version
Ne Mokazarens* Metoa ucneitanuil / Tpe6oBaHue PesynbTar
Parameters Analytical method / Requirement Result
B3XX -
He meHee 80% (Q) oT 3asBNeHHOrO ;22' :’;;H?ﬁﬁge: ::erg gg.q:ﬁ:;il.-mﬂ
P cofepxaHusa BungarnuntuHa Yepes 30 '
3 acTeopeHue MUHYT
i ? 102% oT 3as8BneHHOro cogepXaHus
Dissolution He meHee 80% (Q) oT 3asBnEHHOro o q:DpMMHa rn,qpoxnoplf,ngepea
cofepaHua MeTgopMuHa rnapoxnopnaa 300 Wi
yepesd 30 MUHYT. T
Boga MeTtog K. ®uwepa i
% Water He Gonee 1,0%. 0.2%
B3XX o/
202-01 (amua): He Gonee 0,5% ggg:g] - E:';%ig‘ ::éHa‘
Mpumecu 209-01 (LUMKNMYECKIIA aMALNH): Py j
o 207-01 — He oBHapyxeHa;
Related He 6onee 0,2% - et
Substances- 20?(:';01 (JJ.LE)K;I/OI’IMHEDﬁSMH)Z HeuaeHTUhNLMPOBaHHAs MPUMECH
Mpumecu HRARHES. o7 . — He oBHapyxeHa;
Bungarnuntuxa EAvHUYHOR HenaeHTUdULMPOBaHHOR Cymma ngx npu:imecelﬁ o
npumeck: He Bonee 0,2% 0.1%
5 Cymma Bcex npumeceii: He 6onee 1,0% A
B3XX 1-UnaHoryannanH — mexee 0,01%;
1-LinaHoryaHunauH: He Gonee 0,02% EanHuuHas
- Mpumecn EAuHnyHO HENAEHTUDNLNPOBAHHON | yeypeHTUDUUMPOBAHHAS NPUMECH
MechopMMHa npyumecn. He bonee 0,10/0 " — He OSHQPY}KEHQ;
ruapoxnopuaa Cymma Bcex npumecein: He Gonee 0,6% g%gzja BCEX NpuUMecelt — MeHee
rx U270
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OpHopogHOCTL
OO3UPOBaHHbLIX BunaarnuntuH — BOXKX Bun . _
garnunTtuH: AV =28
eauHUL MeTdomuHa rugpoxnopug - MeTog )
6 Uniformity of Bapuaumm macc E\?T:b; T”Ha e hiads ol -
dosage AV =150 !
units
B3XX
0, 0,
. Or 95,0% po 105,0% sungarnuntuHa oT
3asBNEHHOro cofepXaHuns
onpegeneHue 101 2%
iﬂ;ﬁay TR BHyTpeHHu# npegen Ha Bbinyck (IRL): He l
7 ™ MeHee 97,9% BUNgarnMnTuHa oT
3aABMeHHOro cofepkKaHua
- MeTtchopmuHa BOMC
Or 950% a0 1050% wmetdopmuHa | 101,8%
ruagpoxnopug
rMapoxXnopuaa oT 3asBNeHHOro cogepXaHus.
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AHanuTM4eckuii NacnopT Ha roTOBYIO NPOAYKLMIO

INueHsus Ha ocyLLecTRNeHne Npou3BoACTBA NekapcTeeHHbIX cpeacte Ne00153-NC
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KoHTponk kavecTsa
Quality Control

«HoeapTtuc Hesa» Ha BnucTepe ykasbisaloT
TONbLKO NepemMeHHble AaHHble Be3 ykazaHus
npedukcoB HoMepa cepuv 1 AaThbl
OKOHYaHUA CPOKa roAHOCTM.

Hata nponssoAcTBa He yKa3sbiBaeTcs.
BTropuyHan ynakoBKa (kapTOHHasi na4ka)
Ha kapToHHOIA Nayke yka3biBaeTCs:

1. Toproeoe HaumeHOBaHWe Npenapara ¢
npeaynpeauTensHoli MapKkipoBKoi ®

2. MexpayHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHWe (gybnupyeTcs Ha
aHrMUIACKOM A3bIKe)

3. lloroTun pepxartens perncTpaumuoHHoro
YAOCTOBEPEHNA (Ha aHrMUIACKOM S3bIKe)

4. HanmeHoBaHWe gepxarens
perncTpaumoHHOro yAoCTOBEPEHNSA 1

Hougp nacnopra: 4-867-1025 Bepcua:1.0
Certificate number Version
Ne Mokazarene* MeTon ucnbitanui / TpeGosaHue PesynbTar
Parameters Analytical method / Requirement Result
Eep. @., ®. CLWLA, An. ®. unu
DEASC 2.1.6.6,2.16.7
MukpoGuonoruye | Kareropusa 3A:
g | ckas uucrora OBwee uncno aspobHbIX MUKPOOPraHM3MOB
Microbiological —He Gonee 10°KOE B 1T; Meree 50 KOE B 1;
purity Obee yncno ApoXCKEBbIX U NNECHEBbLIX
rpubos — He Gonee 102 KOE B 1 T; Me+ee 10 KOEB 1T,
OtcyTtcTaue Escherichia colis 1. Orcytctaue B 1.
Mo 6 TabneTok B Gnuctep MA/AR/TBX 1 Mo & TabneTtok B Bnuctep
anioMuHneBon donbri. MA/ANIMBX n antoMUHWeBO
9 YnakoBka Mo 5 6nncTepor BMecTe ¢ NUCTKOM- donbru. Mo 5 6nucrepos BmecTe ¢
Packing BKNaablllemM B K2PTOHHYIO nadky. NUCTKOM-BKNAAbILLEM B KAPTOHHY O
HonyckaeTcsa Hanuuue KOHTpons Nepeoro nadky. MpucyTcTBYET KOHTPONb
BCKPbITUS. NepBoro BCKPbITUA.
MNepBuyHas BHYTPeHHNAA YNAKOBKa MNepBuyHan BHYTPEeHHARA
Ha 6nucrepe ykasbiBaeTcs: ynakoBka
1. Toprosoe HaumeHOBaHue npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeanTenbHon MapKupoBkoi ® 1. ToproBoe HavMeHoBaHWe
2. MexgyHapogHoe HenaTeHTOBaHHOE npenapara ¢ npeaynpeauTensHon
HaumeHoBaHue (fybnupyetcs Ha MapKknposkon ®
aHrnuUncKom A3blke) 2. MexayHapogHoe
3. JloroTun aepxartens perncTpaunoHHoro HenaTeHToBaHHOE HauMeHoBaHWe
YOOCTOBEPEHWA (Ha aHrNWMIACKOM A3bIKE) (AyBnupyeTca Ha aHrnUACKoM
4. llekapcTBeHHasn dopma A3blke)
5. floanpoeka 3. NoroTun fepxatens
6. Homep cepuu perucTpauMoHHOro yaoCcToBEpeHUs
7. [aTa ucteyeHus cpoka rogHocTu (B (Ha aHrnuMircKoM A3biKe)
cdopmare: rogeH go...) 4. lexapcTBeHHas dopma
8. Nlata npoussogcTea 5. osnposka
9. lonyckaeTca HaHeceHne BHYTPEHHMX 6. Homep cepuu
10 MapxkupoBka yNaKkoBOYHbIX KOAOB KomnaHuwn. B cnyuae 7. [aTa ncteyeHms cpoka roaHocTr
Labelling npon3BoACcTBa Ha nnowaake 000 (B chopmare: rogeH go...)

8. llata npoussoacTBa He yKkasaHa
9.BHYTpeHHWe ynakoBOYHbIE KOAbI
KOMMaHWK1 OTCYTCTBYHOT.

Ha 6nuctepe ans Homepa cepun n
AaTbl OKOHYaHWS CpoKa rogHOCTW
yKasaHbl TONbKO NepeMeHHble
AaHHble 6e3 ykasaHma npeduKcos .
lata nponssoacTea He ykasaHa.
BTopuuHas ynakoBka (KapToHHasn
navka)

Ha KapToHHOW Navke yKasaHo:

1. ToproBoe HaMmeHoBaHWe
npenapara ¢ npeaynpeanTensHoi
MapK1poBKon ®

2. MexxayHapopgHoe
HEenaTeHToBaHHOE HaUMeHOBaHWe
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AHanuTuyeckui NacnopT Ha roTOBYIO NPOAYKLUUIO
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i KoHTpornk kavecTea

Quality Control
Homep nacnopra: Bepcua:1.0
Ceniﬁcapte numberp 4-867-1025 Ve.-gion
Ne Mokazatenk* MeTtop ucnbitanuii / TpebosaHue PezynbTtar
AF Parameters Analytical method / Requirement Result
NPOV3BOAWTENA NeKapcTBEHHOro npenaparta | (Ay6nupyeTcs Ha aHrnMMitcKom
(BbINyCKAOLWMIA KOHTPOMNb KaYyecTBa) A3bIKE)
5. Anpec (cTpaHa) aepxarens 3. lloroTun gepxarens
perncTpaLvoHHOro yA0CTOBEPEHUA 1 perucTpaLuoHHOro yAoCTOBEPEHNS
NPOU3BOANTENS NEKApCTBEHHOMO Npenaparta | (Ha aHrnuiickom asblke)
(BBINYCKAIOLMIA KOHTPONb KayecTBa) 4. HaumeHoBaHue pepxatens
6. JlekapcTBeHHas chopma perucTpaunoHHoro yAoCTOBEPEHA
7. Jo3nposka W Npou3BoaWTENSA NEKapcTBEHHOro
8. KonuyecTso nekapcTBEHHOro Npenapata B | Npenapara (BbinycKaloLwnii
yrnakoske KOHTpOnNb KayecTsa)
9. HaumeHoBaHusA 1 cogepxaHua 5. Agpec (cTpaHa) gepxartens
AEeNCTBYIOLMX BELLECTB perucTpaLnoHHoOro yaocToBepeHns
10. Ycnoeus xpaHeHus v NPOV3BOAUTENA NEKAPCTBEHHOMO
11. MNyTb BBEQEHUA npenapaTta (BbInyCcKaroLWii
12. Ycnosusa otnycka KOHTpOIMb Ka4ecTsa)
13. MNpepynpeanTenbHble Hagnucu: «Cnocob | 6. MlekapcTeeHHan dopma
NPYUMEHEHUA: CM. NTNCTOK-BKNAABILL», 7. floaupoBka
«XpaHWUTb B HEAOCTYMNHOM ANa AeTel mecTe» | 8. KonMYecTso NekapcTBeHHoro
14. Homep cepun npenapaTa B ynakoske
15. [lata npoussogcTea 9. HanmeHoBaHusa 1 cogepxaHns
16. [laTa ucre4eHus cpok rogHocTu (B OelCTBYIOLMX BELLECTR
dopmare: rogeH ao...) 10. Ycnoeus xpaHeHus
17. Wrpux-kog 11. MNyTb BBEAEHUA
18. [JonyckaeTcs HaHeceHUe BHYTPEHHIX 12. Ycnosus otnycka
ynaKoBOYHbIX KOA0B [loNONHUTENBHO MOryT 13. MNpepynpeanTensHsie HagNUcK:
ObITb HaHeceHbl cpeacTBa MaeHTUgUKALMN «Cnocob npvMeHeHUs: CM. NUCTOK-
AN MOHWTOPUHTa ABWKEHWS NEKapCTBEHHbIX | BKNaAbIlW», «XpaHuTe B
npenapaTtos OT NPOU3BOAUTENS A0 HEeoCTYNHOM ANS AeTell MecTe»
koHeyHoro noTpeburens (HaHeceHue 14. Homep cepuu
BO3MOXHO C MCNONb30BaHWEM CTUKepa). 15. [lata npousBoacTea
16. [lata ucTe4eHns CpoK rogHoCTH
(B chopmaTe: roaeH ao...)
17. Wrpnx-kopg,
18. HaHeceHbl BHYTpeHHNE
YyNakoBOYHLIE KOAbI.
ﬂOHOI‘IHMTERbHO HaHecCeHbl
cpeAacTBa uaeHTUUKaUMW ans
MOHWTOPWHIa ABUKEHUS
NnekapcTBeHHbIX NpenapaTos oT
NpoM3BoAMUTENA 40 KOHEYHOTO
notpebutens (6es ucnonbsoeaHus
CTUKepa).
11 gg?:;uue MNpu Temnepatype He Bobiwe 30°C.
Cpok rogHocTH
12 | (MepuoguuHocTL | 2 roga 2 ropa (30.09.2027)
KOHTpons)
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KoHTponk kayectsa

Quality Control
Homep nacnopra: s Bepcua:1.0
Certificate number 4-867-1025 Version
Ne Mokazarens* MeTog ucneitadmin / TpeboraHue PeaynbTar
i Parameters Analytical method / Requirement Result
Shelf life (Frequency
of control)

* - [Nokasartens «Muxpuﬁuonoruqecxaﬂ HUCTOTa» He ABNAETCA PYTUHHBIM METOAOM aHanu3a U MOXeT OTCYTCTBOBaTL B
nacnopTe KoMnNaHWK.

3. 3AKNIOYEHUE
CONCLUSION

NekapcTtBeHHbIN npenapat Mansyc MeT®, TabneTkn NoKpbITble NneHouHol obonoukoil, 50 mr+ 1000 mr Ne30,
Homep cepuu PV72281025 cooTBeTcTByeT TpebGOBaHMSAM HOPMAaTMBHOR OOKYMEHTA T kNe(0G

RU)-200524 "ansyc MeT®, TabneTku NOKpbITbIE NeHoYHON 0Bonoukoit 50 mr + 50 _&qr“:»stf + 850°M] 4o
mr Moayns Mapkupogska J1M-Ne(001986)-(PI'-RU)-270723. VR 2
Il &7
CrapwwiA  cneuvanuct o e o
yrBepaun | o o010 kavecTsa Anaicees 5.0, 24 .\0 Jk“‘” Rovartis w
Approved by ' \\"1' .\ -
DonuHocT (Position) ®AQ (Full narme} ‘&\\'—‘3 & foxy
. "
Version Description of change [
(Bepcua) (OnucaHne MameHeHui) 5.
1.0 Hoewlin nacnopt
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