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Certificate number 4-855-1025 Version
1. OBLWWAA UHOOPMALIMA
GENERAL INFORMATION
Haumenoeanue npogykumm: Fansyc MeT® TabneTku, NoKpbITbie NNEHOYHOI 060NOUKON,
Product Name 50 mr + 1000 mr Ne30

JIN-Ne(001986)-(Pr-RU)-200524 Tansyc MeT®, Tabnetku NOKPbITbIE
. | nneHo4Hoir obonoykon 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogynb
Mposepetio Ha cooTBeTCTBME C: Mapkuposka M-Ne(001986)-(PI-RU)-270723

Checked against .
Cneuwndkauus kayecTsa Ha Fansyc MeT®, TabneTku NOKPbLITLIE NNEHOYHOM
obonoukorn 50 mr + 1000 mr Ne 30 SPEC_FDF 000801286, Bepcus: 17.0

BHyTpeHHu# Kog Homep cepum

HepacdacoBaHHOM npoaykuun: | 42027187 HepacthacoBaHHOM npoaykuuy PU8680

Product Code Bulk Batch Number Bulk

BryTpeHHMiA kog ynakoBaHHOMN Homep cepum ynakoBaHHOM

npoayKunu: 44068551 npoayKumm: PV46921025

Product Code FDF Batch Number FDF

Hara npouzBopcTea:

Manufacturing Date 04.10.2025

. Pasmep cepumn 3a BblyeTOM
BPa?»MF-‘P cepuu: 5924 yn. npo6: 5915 yn.
atch Size :
Batch size without samples

2. TIONYYEHHbIE PE3YNbTATbI

TEST RESULTS
No Nokazarens* MeTopg ucniiranum / Tpgﬁosaﬂue Pesynerar
Parameters Analytical method / Requirement Result
BusyanbHbii OeanbHble Tabnetkn co
OBanbHble TabneTku co ckoLeHHbLIMU CKOLUEHHbIMW  KpasmK, NOKpbIThIe
ChiiiGaivids Kpasmn, NOKpbIThIE NIeHOYHOW 060noYKkoit nneHouyHoi  oBonoYkol  TemHo-
1 Appearanis TEMHO-XENTOro ¢ CEpoBaTLIM OTTEHKOM JKENTOro C CepoBaThiM OTTEHKOM
useta. Ha ofHoii CTOpoHe TabneTku useta. Ha oaHoii cTopoHe TabneTku
mapkupoeka «NVR», Ha apyroii cTopoHe — mapkuposka «NVR», Ha Agpyroi
«FLOw». CTOpoHe — «FLO».
B3XX
Bpems yaepxuvBaHua 0CHOBHOrO nuka Ha
rd’;ﬁ;;:;%g;a“"" XpomaTorpamme MCMbITyeMoro pacteopa 1 Cootsercrayer
o BT AOIMKHO COOTBETCTBOBATL BPEMEHM
yOepXuBaHUS NuKa BUNAArnuMnTUHa Ha
2 Xpomarorpamme CTaHAapTHOro pacteopa.
B3»X
Bpems yaepxuBaHns 0CHOBHOrO nuka Ha
- MeTdchopmuHa XpomMarorpaMme UCNbLITYeMoro pacteopa 3 Coorsercrayer
rmapoxnopua AOMKHO COOTBETCTBOBaTL BPEeMEHM
yAepXuBaHus nuka MeTopMmHa Ha
XpomarorpaMmmecTaHaapTHOro pacTeopa.
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BIXX 0
He meHee 80% (Q) oT zasBneHHoro 23,:0 .Cl.;r Lv?r?:::ae::grez gg‘ﬁ:‘;i‘_*“"
coaepxaHua BungarnunTuHa vyepes 30 .
3 | PacTBopeHue MUHYT .
Dissolution He meHee 80% (Q) oT 3asiBrieHHOro 101% oT 3aaBneHHoro cogepxaHus
coAepxaHua MeTqopmmMHa ruapoxnopuaa ;ﬂg ':ﬂd:;p:nm-ia PRSPPI Sepea
yepes 30 MUHYT. y
Boaa Metoa K. duwepa 0
4 | ter He Gonee 1,0%. e
B3XX o/ -
202-01 (amug): He Gonee 0,5% e gt o
Mpuvecn 209-01 (LUMKAMHECKIA aMUAVH): 207-01 y :
5 -01 — He oBHapyxeHa;
Related He Bonee 0,2% EanHWuHas
substances- 20201 (makg’onnnepaam): HeWAEHTUMDULMPOBAHHAS NPUMECD
anMeCH He bonee U,2£% He 06Ha .
. , - pyXeHa;
Bungarnuntuxa EAnHWYHO K HeupeHTUMLMpOBaHHOM g
npuMeck: He Gonee 0,2% g;;n‘:l/ma BCEX MpUMecein MeHee
5 Cymma Bcex npumeceii: He Gonee 1,0% R
B3XX 1-UmnaHoryaHuauH — meHee 0,01%;
1-L|,H8HOI’Y?HM,E|,HHI He Gonee 0,02% _ | EavHmnuHas
- Npumecy EAMHH“HFM HEH§EHTH¢WHHP033HH°“ HeugeHTUULMpOBaHHas npUMech
MeTCpOpM“Ha npuMmecn. He tonee D‘:! Yo . — He oﬁﬂapymeHa;
ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% g%hg%;a BCEX npumeceli — meHee
rXx 05%
366-98 — He Gonee 0,2% 366-98 — menee 0,1%
OpHopoJHOCTL
O031POBaHHbLIX BunaarnuntuH — BaKX B . _
" nTuH: AV = 2.0
g | eAvHnu MeTdomuHa rugpoxnopua - meTos, Me:ﬁ;g;ﬂHa rMapox no;m.u'
Uniformity of Bapuvaumn macc AV =17 )
dosage AV <150 !
units
B3XKX
Ot 95,0% po 105,0% BungarnunTUHa oT
Konwecraetitoe 3a8BNEHHOIO CoAepPXaHus
onpegenexHue 99 7%
:qg‘:lay T BHyTpeHHUit npeaen Ha Bbinyck (IRL): He
7 na mMeHee  97,9%  BungarnunTMHa  OT
3aABNEHHOro coaepXaHus
B3XKX
: Me;ﬂ’ﬁg""“”a Or 950% g0 1050% meTcopmuna | 100,3%
viap puA rMApOXNopuaa OT 3aABNEHHOMO COAepPXaHWs.
8 Ynakoeka lNo 6 TabneTok B Gnuctep NA/ANMBX 1 ﬂg&;?gg?ﬁ';ig;ﬂﬂi‘;oﬁ
Pecking SUNCRAMHUSEOI (PanKrY. donbru. Mo 5 Gnuctepos smecTe ¢
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BCKPbITUA.

Mo 5 6rmucTepoB BMECTE C MUCTKOM-
BKNaablLeM B KapTOHHYHO Nauky.
[LonyckaeTca Hanuune KOHTPONSA NepBoro

NUCTKOM-BKNafbILLIEM B KAPTOHHYHO
nayky. MNpucyTcTByeT KOHTpOnb
nepBoro BCKPbITUS.

5. Noanposka
6. Homep cepumn

9 MapkupoBka
Labelling

lNepBUYHaA BHYTPEHHNANA YNakoRKa
Ha 6nuctepe ykasbisaeTcs:

1. ToprosBoe HaumMeHOBaHWe npenapara ¢
npeaynpeanTensHon mapkuposkoi ®
2. MexayHapoaHoe HenaTeHToBaHHoe
HaumveHoBaHue (aybnupyetca Ha
aHrMUNCKOM A3bIKe)

3. Jlorotvn Aepxatenst perncTpauuoHHOro
YAOCTOBEPEHUS (HA aHITIMIACKOM A3bIKE)

4. llexapcTBeHHasn opma

7. [laTa ucteyeHns cpoka rogHocTM (B
chopmarTe: rogeH fo...)

8. llata nponssoacTea

9. [lonyckaeTcs HAHECEHUE BHYTPEHHNX
yNakoBOYHLIX KOAOB KoMnaHuw. B cnyyae
npounssoAcTea Ha nnowagke Q00
«HoBapTuc Hesa» Ha BnucTepe ykasbiBaioT
TONBKO NepemMeHHbIe AaHHble 6e3 ykazaHus
npedkcos HoMepa cepum 1 gatel
OKOHYaHWA CPOKa rOAHOCTH.

Hata npon3BoACTBa He ykasbiBaeTcs.
BropuyHas ynakoska (kapToHHas navka)
Ha kapToHHOI nayke ykasbiBaeTcs:

7. Joanposka

YNakoBKe

1. ToproBoe HanmeHoOBaHUe Npenapara ¢
npeaynpeanTensHOn mapkuposkon ®
2. MexayHapoaHoe HenateHToBaHHoe
HaumeHoBaHWe (gybnupyertcs Ha
aHrNUIACKOM A3blKe)

3. Jlorotun Aepxatens perucTpauroHHoro
YAOCTOBEPEHUSA (HA aHIMUACKOM A3bIKE)
4. HaumeHoBaHwe aepxartens
PEerucTpaLuoHHOro yaoCTOBEPEHUS 1
NPOM3BOAUTENA NEeKapCTBEHHOro Npenapara
(BbINyCKalOWWA KOHTPOIb KavecTea)
5. Agpec (cTpaHa) gepxartens
pPerncTpauuoHHoro yaocToBepeHns u
NPOM3BOAMTENSA NEKapCTBEHHOro Npenapara
(BbINYCKAIOLA KOHTPONb KayecTsa)
6. llekapcTeeHHan gopma

8. KonuuecTso nekapcTBeHHOro npenapara B

MepBuU4Han BHYTpeHHAR
ynakoBka

Ha 6nuctepe ykasaHo:

1. ToproBoe HaumeHoBaHWe
npenapara c npeaynpeauTensHon
MapK1poBKoK ®

2. MexxayHapogHoe
HenaTeHTOBaHHOE HauMeHoBaHue
(aybnupyerca Ha aHrnuiAckom
A3bIKe)

3. llorotun gepxatens
pPerncTpauuoHHOro yAoCTOBEPEeHMS
(Ha aHrnuickom s3blke)

4. JlekapcTBeHHan dopma

5. osnpoBka

6. Homep cepun

7. [lata uctedeHns cpoka rogqHocTu
(B chopmaTe: rogeH 4o...)

8. [lata npounsBoacTBa He ykasaHa
9.BHYTpeHHWe ynakoBouHsle koAbl
KOMNaHWW OTCYTCTBYHOT.

Ha 6nuctepe ans Homepa cepun u
AaTbl OKOHYaHWA CpoKa rogHoCTH
yKa3saHbl TONbKO NepemeHHble
AaHHble 6e3 ykasaHus npeduKcos .
Hata npoussoacTea He ykasaHa.
BropuyHan ynakoBka (KapToHHas
na4ka)

Ha kapToHHOW navke ykasaHo:

1. ToproBoe HaumeHoBaHVe
npenapara ¢ npeaynpeanTensHon
Mapkuposkoi ®

2. MexxayHapoaHoe
HenaTeHTOBaHHOE HauMeHoBaHWe
(Ay6GnupyeTtca Ha aHrnuACKom
A3bIKE)

3. Nlorotun gepxatens
pPerncTpauuoHHoro yaocToBepeHns
(Ha aHrnuincKom fA3bike)

4. HaumeHoBaHue gepxatens
PErMcTpaunoHHOro yA0CTOBEPEHUS
W NPOU3BOAUTENS NEKAPCTBEHHOTO
npenapara (BbinyckatLwnii
KOHTpO/b KayecTBa)
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8. HaumeHoBaHua 1 cogepxaHus 5. Agpec (cTpaHa) AepxaTens
AeACTBYIOWMX BELLeCcTB perncTpaunoHHoro yAoCToBEpeHus
10. Ycnosua xpaHeHus 1 NPOM3BOANTENS NEKapCTBEHHOMO
11. MNyTeb BBEAEHMA npenaparta (BbinycKarLuia
12. Ycnoeus otnycka KOHTPOIb KayecTsa)
13. MNpepaynpeautensHele Hagnuck: «Cnocob | 6. NlekapcTeeHHas dhopma
NPUMEHEHUA: CM. NTUCTOK-BKNAaAbILL», 7. Josuposka
«XpaHWTb B HEAOCTYNHOM ANA AeTei mecTe» | 8. KOnMuecTBO NEKapCTBEHHOO
14. Homep cepun npenapara B ynakoske
15. ata nponssoacrea 8. HammeHoBaHus 1 cogepxaHus
16. [lata ucrteveHus cpok roagHocTK (B AENCTBYIOLLMX BELLECTB
c¢opmare; rogeH go...) 10. Ycnosusa xpaHeHns
17. Wrpux-kopn, 11. NyTb BBEAEHMSA
18. flonyckaeTca HaHeceHWe BHYTPEeHHUX 12. Ycnoeus oTnycka

YNakoBOYHbIX Ko4oB [lononHUTENbHO MOryT 13. NpegynpeauTencHble HaaNUCK:
ObITb HaHeceHbl cpeacTBa uaeHTUGUKaLmmn «Cnocob npuMeHeHWs: CM. NMUCTOK-
AN MOHUTOPUHIa ABMKEHWUSA NEKAPCTBEHHBLIX | BKNAAbIWL», «XpaHUTb B

npenapaTtoB OT NPOWU3BOAUTENS A0 HeOCTYNHOM 4NA AeTel MecTe»
KOHeYHoro noTpebutens (HaHeceHne 14. Homep cepumn
BO3MOXHO C UCNONb30BaHWUEM CTUKEpa). 15. lata nponsBoacTea

16. JaTta ucrtevyeHus cpok rogHoCTK
(8 thopmarte: rogeH ao...)

17. Wrpux-kopa

18. HaHeceHb! BHYTpeHHWE
YNaKoBOYHbIE KOAbI.
JononHuTensHo HaHeceHb!
cpeacTea naeHTudKauum ans
MOHWTOPWHra ABUXEHWUA
neKkapcTBeHHbIX NpenapaTos oT
npou3BoANTENs A0 KOHEYHOro
notpeburens (6e3 ucnonb3oeaHus
CTuKepa).

10 XpaHeHue

Storage Npw Temnepatype He Bbiwe 30°C.

CpoK rogHoOCTH
(MepuognyHOCTL
11 | koHTpONSA) 2roga 2 ropa (30.09.2027)
Shelf life (Frequency
of control)

* - MNokasartent «Mukpobuonoriyeckas YUCTOTa» He ABMNAETCA PYTUHHBIM METOAOM aHanmsa u MOXeT OTCYTCTBOBATL B
nacnopTe KomnaHuu,
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3. 3AKIMKOYEHME
CONCLUSION
JlekapcTeeHHbIn npenapat ManByc MeT®, TabneTkn NOKpbIThie NNEHOYHOR 060MNoYUKO 00 mr Ne30,

Homep cepumn PV46921025 cooTeeTcTByeT TpeboBaHNsM HOPMaTUBHO AOKYME
RU)-200524 Nansyc MeT®, TabneTk1 NoKpbIThle NneHo4YHoi 060104KoiM 50 Mr 4/
mr Moayne Mapkupoeka J1M-Ne(001986)-(Pr-RU)-270723.
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