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Homep nacnopra: _ogr0. Bepcua:1.0
Certificate number 4-989-1125 Version
1. OBWAA WUHPOPMALMUA
GENERAL INFORMATION
HaumeHoBaHue npogykuum: lansyc Met® tabneTku, NOKpbITLIE NNEHOUHON 06ONOYKOA,
Product Name 50 mr + 1000 mr Ne30

NN-Ne(001986)-(Pr-RU)-200524 Tansyc Met®, TabrneTku nOKpbITbIE
= . | nneHoyHoi obonouykovi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moagyns
CPOBCREND Ha COOTBETCTBME C! | \apkvposka JM-Ne(001986)-(PT-RU)-270723
ecked against &
Cneuvdmkauns kauecTsa Ha Maneyc Met®, TaBneTku NOKPLITLIE NIEHOYHOI
o6onoykoi 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcus: 17.0

BHyTpeHHU# Kon Homep cepumn
HepactacoBaHHoW npogykuuu: | 42027187 HepacdacoBaHHoNM npoaykuun PW6473
Product Code Bulk Balch Number Bulk
BHyTpeHHuUi Kog ynakoBaHHOW Homep cepum ynakoBaHHo#M
NpoAYKUMK: 44068551 npoAayKuuu: PX07071125
Product Code FDF Batch Number FDF
Hata npousBogcTea:
Manufacturing Date 12.11.2025
; Paamep cepuu 3a BbiyeTOM
CAIMen NN 5 947 yn. npo6: % 5938 yn.
atch Size ! A
Batch size without samples

2. NONYYEHHbIE PE3YNbTATbI

TEST RESULTS
Ne Mokasatens* MeTopa ucnuitanuiit / TpeGoBaHue Peaynetar
3 Parameters Analytical method / Requirement Result

BusyanbHblii OBankHble TabneTku co
OeanbHble TaBNETKU CO CKOLLEHHLIMU CKOLUEHHBLIMIU  KpasMW, MOKPbITbIE

o Kpasimu, NOKPLITbIE MNEHOoYHOW 060noYKoIA nneHoyHo  obonoykoil  TemHo-

1 A:;:;f:ﬂ";g TEMHO-XENTOro C CepoBaThiM OTTEHKOM KENTOro ¢ CepoBaThiM OTTEHKOM

useta. Ha ogHoli cTopoHe TabneTku useTa. Ha oaHoii cTopoHe TabneTku
mapkrpoeka «NVR», Ha Apyroii cTopoHe — mapkupoeka «NVR», Ha apyroi
«FLO», cTopoHe — «FLO»,
B3XX
Bpems yaepxuBaHns 0CHOBHOTO NMka Ha

gﬁﬁg};‘?&gf“““ XpomaTorpamme ucnbITyemoro pacteopa 1 Cootsercrayer

R —— AOMMKHO COOTBETCTBOBATL BpeMEHU
yaepXuBaHus Nka BUNSarnuMnTuHa Ha

2 XpomMartorpamme CTaHgapTHOrO pacreopa.

B3XKX
Bpems yaepXvBaHys 0CHOBHOTO NMKa Ha

- MetchopmuHa XpomaTtorpaMmme UCnbITYemoro pacteopa 3 CooTsetcrayer

ruapoxnopug AOMKHO COOTBETCTBOBATL BPEMEHU
YAEPKUBAHUA NUKa MeTGOPMUHA Ha
XpomarorpaMmecTaHAapTHOro pacTsopa.
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B3XX
98% OT 3aABNEHHOro cofepXaHus
He meHee 80% (Q) ot 3asiBNeHHOro :
p coaepxaHusa BungarnunTuHa Yepesa 30 BUNARMNTIHIR yepes 3D WAy,
! acTBOpeHue MUHYT .
Dissolution He meHee 80% (Q) oT 3asBneHHoro 32;;? :ﬂa::;aigogxgnep:ﬁnga
cofiepx}aHua meTchopmMuHa rugpoxnopraa 30 le'IHpT P puAa tep
yepes 30 MUHYT. y
Boga MeTog K. duwepa -
4 Water He 6onee 1,0%. 0.2%
B3XX _
202-01 (amua): He Gonee 0,5% ggg'gl 8 ogHapymeHat
Mpumecn 209-01 (LMKIMYECKIAN aMUAUH): b il ol
(4 5 RN 207-01 — He obHapyxeHa;
Related He Bonee 0,2% EHiniHaS
substances- 207(;01 (,qug(;;onunepazm-l): HeuaAeHTUULMPOBaHHAA NPUMECH
Mpumecn HRGUIE0 L N ~ He oBHapyxXeHa;
BunparnunTuxa EAnHMYHOMN Hgm,quTcl)dcg;lLlMPOBaHHDH Cymma E’u)c).’ex r;pmmeceﬁ ™
npumecu: He Gonee 0,2%
5 Cymma Bcex npumeceii: He 6onee-1,0% oSk apjieHs
BIXKX 1-LinaroryaHuauH — meree 0,01%:;
1-LnaHoryaHnaun: He 6onee 0,02% EauHuuHas
- Mpumecy EavHnqHoi HEMACHTUDULIMPOBAHHOM | HeypeHTUGMLVPOBAHHaS NMPUMECH
MeTdopmmuna npumecn: He Gonee 0,1% . — He oBHapyxeHa,
rMApoOXNopuaa Cymma Bcex npumeceit: He 6onee 0,6% CyM:na BCEX MpuMeceil — MeHee
X 0,05%
366-98 - He Gonee 0,2% 366-98 — meree 0,1%
OaHopofgHOCTb
[03UPOBaHHbIX Bungarnuntun — BOXX . -
g | eAnHuL MeTtdomuHa rugpoxnopug - meton a‘g‘_‘g}f;::;":; Agxn;'s )
Uniformity of Bapuaumm macc AV =13 Ap PHA:
dosage AV =150 !
units
B3XKX
Or 95,0% po 105,0% eungarnunTuHa oT
KanuuacTREeHHOS 3afBNEHHOrC CoAemKaHns
onpegeneHue 99.1%
Assay s '
BHyTpeHHui? npegen Ha Bbinyck (IRL): He
7 |- BunaarunTaH mMewee  97,9%  BunaarnuMnTMHa  OT
3asiBNeHHOro coaepxaHusa
B3XX
;MMe:i);)gM':ﬂlHa Or 950% po 1050% metdopmuHa | 98,9%
AP pvA rMAPOXNOPUAA OT 3asBIIEHHOMo COAEPKaHMS.
YnakoBka Mo 6 Tabnetok B Gnuctep MA/ANMBX n Mo 6 Tabnetok 8 Gnuctep =
¢ Packin anoMUHUeBORN honbru PAJASIFTER 1 arioMHMEE0)
g i doneru. Mo § GnucTepos BMecTe ¢
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Ne Moxasarens* MeTtopn ucnbitauuii / Tpe6oeaHue Pesynbtar

Parameters Analytical method / Requirement Result

fto-5 6rmcTepoE BMECTE C TRCTROM- NVCTKOM-BKNaAbILLIEM B KAPTOHHYHO
BKNaAbILLEM B KGPTOHHYIO Nauky. nayky. MpuUcyTCTBYET KOHTPONb
[onyckaeTca Hanuyne KOHTPONSA NEepBoro NepBOro BCKPLITUS.
BCKPBITUS.
lMepBUYHas BHYTPEHHARA yNakoBKa lMepeuyHas BHYTpeHHANA
Ha 6nucrepe ykasbieaercs: ynakoBKa
1. ToproBoe HaumeHOBaHWe npenapara ¢ Ha 6nucrepe ykasaHo:
npegynpeauTensHoOW MapKkupoBkoi ® 1. Toprosoe HaumeHoBaHue
2, MexayHapoaHOe HenaTeHTOBaHHoe npenaparta ¢ npeaynpeauTensHoi
HaumeHoBaHue (oybnupyercs Ha MapKupoBKon ®
aHrnUcKoM A3bIKE) 2. MexgayHapoaHoe
3. Jlorotun gepxarens perucTpauuoHHoro HenaTeHTOBaHHOE HauMEHOBaHWe
YAOCTOBEPEHUs (Ha aHIMNACKOM fA3bIKe) (Aay6nupyeTca Ha aHrMuIACKoM
4. IlexapcTBeHHas copma A3bIKE)
5. JosmpoBka 3. Jlorotun pepxarens
6. Homep cepum perucTpaunoHHoro yaocToBepeHns
7. [laTa ucteueHus cpoka rogHocTy (8 (Ha aHrnuincKkom a3bike)
tpopmare: rogeH go...) 4. lekapctBeHHan copma
8. Mlata npoussoacTea 5. foanposka
9. HonyckaeTca HaHeCeHWe BHYTPEHHMNX 6. Homep cepum
yNaKoBOYHbIX KOA0B koMMnaHun. B cryuyae 7. [ata vicTeYeHs CpoKa rogHOCTH
nponssoAcTea Ha nnowaake 000 (B chopmate: rogeH fo...)
«Hosaptuc Hesa» Ha Bnuctepe ykasbiBatloT | 8. [lata npouasoacTea He ykasaHa
TONBKO NepemeHHbIe JaHHble e ykasaHus 9.BHYTpEeHHME YNakoBoOYHbIE Kogb!
npedukcos HOMepa cepum 1 AaTbl KOMMaHWW OTCYTCTBYIOT.

9 | Mapkuposka OKOHYaHUS CPOKa rogHOCTH. Ha 6nuctepe ana Homepa cepum u

Labelling [ara nponssoAcTBa He ykasbiBaeTcs. AaTbl OKOHYaHWS CpoKa roAHOCTH

BropuyHas ynakoBka (KapToHHas navka)
Ha KapToHHOW Nayke ykasbliBaeTcs:

1. ToproBoe HaumeHOBaHWe npenapaTta ¢
npeaynpeanTenbHoOl MapKupoBkoii ®

2. MexgayHapogHoe HenaTeHTOBaHHOE
HaunmeHoBaHue (aybnupyercs Ha
aHrNUACKOM A3bIKe)

3. lloroTvn pepxatens perucTpaunoHHoro
YOOCTOBEPEHUA (Ha aHrNUIACKOM si3blKe)

4. HaumeHoBaHwe aepxarens
PerncTpaLuoHHoro yA0CToBepeHus 1
NPoU3BOANTENA NeKapcTBEHHOro Npenapara
(BBINYCKAOLWWIA KOHTPONMb KavecTsa)

5. Aapec (cTpaHa) aepxarens
perucTpaunoHHOro yaocToBeperns 1
Npou3BOAUTENs NEKapCTBEHHOro Npenaparta
(BBINYCKAIOLWMWIA KOHTPONb KavecTsa)

6. INlekapcTeeHHas dopma

7. Josmpoeka

8. KonuyecTso nekapcTBeHHOro npenapara B
ynaKkoeke

yKasaHbl TONbKO NepeMeHHble
AaHHble 6e3 ykasaHusa npedukcos .
Hata npovssogcTtea He ykasaHa.
BropuyHas ynakoBka (kapToHHas
nauyka)

Ha kapToHHON Nayke ykasaHo:

1. Toproeoe HaumeHoBaHue
npenapara ¢ npeaynpeauTensHoii
MapKUpOBKoi ®

2. MexayHapogHoe
HenaTeHToBaHHOE HauMeHoBaHue
(Ay6nupyeTca Ha aHrMUIACKOM
A3bIKE)

3. NNoroTun aepxarens
pervcTpaLuoHHoro ya0cToBepeHust
(Ha aHrnuiAcKoM A3bIKe)

4. HaumeHoBaHue gepxatens
perucTpaunoHHoro yAoCTOBEPEeHUs!
1 NPOW3BOANUTENA NEKAPCTBEHHOMO
npenapara (BbiNyCcKaloLLuii
KOHTPOMNb Ka4ecTBa)
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S HanMeHoBaRWs W COAEpKanns 5. /AOpec (cTpaHa) gepXaTtens
OeliCTBYIOLUWX BELLEecTB PerucTpaumoHHOTo YA0CTOBEPEeHMS
10. Yenoeusi xpaHeHns 1 NPOW3BOAUTENSA NEKAPCTBEHHOO
11. MyTb BBEAEHUA npenapara (BbinyckatoLuii
12. Ycnoeus otnycka KOHTpOnb KayecTBa)
13. MpeaynpeautenbHbie Hagnucn: «Cnocob | 6. flekapcTBeHHas dhopma
NPYMEHEHWA: CM. NMUCTOK-BKNaObILL», 7. oavposka
«XpaHuTb B HeAOCTYNHOM AnAa AeTeil mecTe» | 8. KONMUYECTBO NEeKapcTBEHHOro
14. Homep cepun npenaparta B yrnakoBke
15. Jata npouseogcrea 9. HaumeHoBaHuUs 1 cogepxaHus
16. [laTa ucreyeHus cpok rogHocTu (B AeNCTBYIOWMX BELLECTB
thopmare: rogeH ao...) 10. Ycnosua xpaHeHus
17. Wrpux-kog 11. MyTe BBEASHUS
18. [lonyckaeTcs HaHECEHWE BHYTPEHHUX 12. Ycnosua otnycka
ynakoBOuHbIX KOA0B [ononHUTENbHO MOTyT 13. MNMpepynpeauTentbHble Haanucu:
ObITb HaHECEHb! CPeACcTBa MaeHTUUKALIMNA «Cnocob npyMeHeHWs: CM. NINCTOK-
ANA MOHWUTOPWHIa ABMXKEHWUA NeKapcTBEHHbIX | BKNagblluy, «XpaHuTb B
npenaparTos OT NpoW3BoAWNTENS A0 HEOCTYNHOM ANA AeTel MecTe»
KoHeuHoro notpebuTtens (HaHeceHue 14. Homep cepun
BO3MOXXHO C MCMONbL30OBaAHUEM CTUKEPA). 15. Jara npoussoacTea
16. [laTa UcTe4eHUs CpoK rogHOCTH
(B dhopmare: rogeH no...)
17. Wrpwnx-koa
18. HaHeceHbl BHyTpeHHMe
ynakoBoYHbIE KOAbI,
[JononHuTensHo HaHeceHb!
CpeAcTBa naeHTudvKaumm ans
MOHUTOPUWHIa ABNKEHNA
neKapcTBeHHbIX MpenapaTos oT
NpoOW3BOSUTENSA OO0 KOHEYHOTO
notpeburens (6e3 ucnons3oBaHUs
CTUKepa).
10 )S(gi_:;""e MNpu TemnepaTtype He Bbiwe 30°C.
CpoK rogHocTH
(MepuoanyHocTL
11 | koHTpoORn=A) 2roga 2 ropa (31.10.2027)
Shelf life (Frequency
of control)

* - MNokasartent «MukpoBuonornieckas YNCTOTa» He ABNAETCA PYTUHHLIM METOA0M aHanuaa 1 MoXeT OTCYTCTBOBaTL B

nacnopre KoMnaHun.
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3. 3AKINKOYEHMUE
CONCLUSION

NekapcTBenHbIi npenapat Manesyc MeT®, TabneTtku NOKPbITLIE NEHOYHON 0605104K0MA, 50 Mr+ 1000 mr Ne30,
Homep cepun PX07071125 cooTseTcTyeT TpeGoBaHsAM HOPMaTUBHON AOKYMEHTaLMK JIM-N2(001986)-(Pr - ;
RU)-200524 ransyc MeT®, TabneTku NokpbIThbie NAeHOUHo| 06onoukoil 50 mr + 500 mr, 50 + 850 Mr, 50 % ‘100%’

mr Mopyns Mapkuposka J1M-Ne(001986)-(PI-RU)-270723. 4
CrapwminA  cneuvanucT  no
Yreepaun | 100010 kayecTsa Anekcees B.O. | 93 \I. 2Q%9
Approved by
HonxHocTe (Position) DUO (Full name) Oaxg BaghT A ure)
lr X
Version Description of change p
(Bepcus) (OnucaHue nameHeHui)
1.0 HosbIl nacnopt
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