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Quality Control

Bepcuna:1.0

Homep nacnopra:
Version

Certificate number 4-993-1125

1. OBLLIASA UHOOPMALINS

GENERAL INEFORMATION

HaumeHoBaHue npoaykuum: Faneyc Met® TabneTku, NoKpbITbIE NAEHOYHON 06ONOYKOM, 50 Mr + 850 Mr
Product Name Ne30

NN-Ne(001986)-(PT-RU)-200524 Tansyc MeT®, Tabnetkn NOKpbITbIE
nnexHoyHoi o6onoukoii 50 mr + 500 mr, 50 + 850 wmr, 50 + 1000 mr Moayns
Mapkmposka J1M-Ne(001986)-(Pr-RU)-270723

Cneuudomkaums kauecTsa Ha aneyc MeT® TabneTku, NOKpPbITLIE NNEHOYHOI
o6onoukoi 50 mr + 850 mr Ne 30 SPEC_FDF 00080123, Bepecun: 17.0.

MpoBepeHo Ha cooTBETCTBUE C:
Checked against

BHyTpeHHu# koA Homep cepuu "l
HepacdpacoBaHHOM npoaykuun: | 42027186 HepactacoBaHHoi npoaykumun PW6479
Product Code Bulk Batch Number Bulk
BHyTpeHHUI Kof ynakoBaHHOM Homep cepuu ynakosanHoi
npoaykuun: 44068550 npoaykuun: PX14131125
Product Code FDF Batch Number FDF
Ta NPou3BOACTEA:
ﬂ:nufactgﬁng Datéq 12.11.2025
Pa3mep cepuu 3a BblueToMm
gaameP cepuu: 6981 yn. npoe: e 6943 yn.
tch Size ; h
Batch size without samples
2. TIONYYEHHbIE PE3YNbTATbI
TEST RESULTS
Ne lMokasarenk* Meton ucneitaHuii / Tpe6osaHue PesynesTar
Parameters Analytical method / Requirement Result
BuayansHsiii OBankHble TabneTku co
OsanbHble TaBNETKU CO CKOLLIEHHBIMU CKOLUEHHLIMW  KpasiMi, MOKpbITbIe
i KpasmMW, NOKpbITbIe NNEHOYHOI 0BONOYKOA nnéHoyHor o6onoYKkon xentoro co
1 Appeaisinee XKENTOro Co cnabbiM CEPOBATLIM OTTEHKOM cnabbiM  cepoBaTbiM  OTTEHKOM
Lgeta. Ha ogHol cropoHe TabneTtku useTa. Ha ogHo# cTopoHe TabneTku
mapkuposka «NVR», Ha apyroi cTopoHe — mapkupoeka «NVR», Ha pgpyroi
«SEH», cTopoHe — «SEH».
B3»KX
Bpems yfepXyBaH1A 0CHOBHOTO NUKa Ha
ggg;}g&g:a""ﬂ Xpomarorpamme UCnbITyeMoro pacTeopa 1 Coorsercrayer
I —— A0IDKHO COOTBETCTBOBATL BPEMEHM
yOepXKMBaHusa nuka BUnNaarnMnTuHa Ha
2 XpomarorpammMe CTaHAapTHOrO pacTeopa.
B3XX
Bpems yaepXUBaHUS OCHOBHOMO NUKa Ha
- MeTchopmuHa XpomaTtorpamme UCNbLITyeMoro pacteopa 3
ruapoxnopug AOMKHO COOTBETCTBOBATL BpEMeHW CooTasrcrayer
yAepK1BaHUA nuka meThopmmHa Ha
XpomarorpammecTaHgapTHOro pacTeopa.
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B3XX b
He meHee 80% (Q) ot 3asBneHHOro ;22 A’;;ﬂ?_jiii’;e::oég ;g.ttf“p:(?rljllﬂﬂ
cofepXaHua BUNAgarnunTuHa yepes 30 A P yr.
3 | PactBopenue MUHYT oo
Dissolution He metee 80% (Q) ot 3asBneHHoro :Jg TCEODTMS::aBJ:eHHg;ﬁ;DAe: ’::H::
coAepaHus MeTthopMyHa rmapoxnopuaa 30 M“HPT wap Riga Hep
yepes 30 MUHYT. y
Boga MeTtoa K. ®uwepa 5
* | Wedor He Gonee 1,0%. Dk
B3XKX _
202-01 (amup): He Gonee 0,5% ggg_g} » :.: gg::py}}:zzzf
Mpumecn 209-01 (LMKNNYECKuii amuauH): i
207-01 — He oBHapyxeHa;
Related He bonee 0,2% EauHWuHas
?Iubstance& iggg;éggleznunepaam). HenaeHTUULNPOBaHHAA npUMech
pHMEcH 0 _ — He oBHapyxeHa;
Bunparnuntuna 5&:;:::9::;;‘?2?; ga;;uuposamou Cymma Bcex npumeceii — He
5 Cymma Bcex npumeceii: He Gonee 1,0% obHapyKena:
BIXX . 1-UnaroryaHnanH — meHee 0,01%:
1-HM3HOW?HMAMH: He Gonee 0,02% _ | EavHnynas
- Npumecy EAnHU4HOM HEUACHTUDULIMPOBAHHON | HeupeHTUULMPOBAHHAA MpUMECH
MeTdopmuna npumecu: He Bonee 0,]% — He 0BHapykeHa;
ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% Cymma Bcex npumeceil — meHee
X 0,05%;
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OnHopogHocTh
H03UPOBaHHbIX BunaarnuntuH — BXKX o
6 | eAvHuy MeTcbomuHa ruppoxnopug - MeTos aﬁgﬁ)a;;::;”; A\;x:_l;’s )
Uniformity of Bapuaumm macc AV =13 Ap Pua:
dosage AV <150 !
units
B3XX
KonuyecteenHoe | OT 95,0% po 105,0% BungarnuntuHa oT
onpegeneHue 3aABNEHHOro CoaepXXaHWA 99 0%
Assay BHyTpeHHuit npesen Ha Bbinyck (IRL): He '
7 | - BunparaunTuH MeHee 97,8% BUNOArnuNTUHa oT
3a8BNEHHOTo coaepKaHus
B3XX
- MeTdopmina Or 950% pno 1050% meTchopmuna | 99 4%
rUapoxnopua
rMAPOXNOpWUAa OT 3aA9BNEHHOIO COAEPKaHUA.
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Esp. ©., @. CA, An. @. unu
®EASC 2.16.6,2.1.6.7
Mukpo6uonoruye | Kareropus 3A:
g | ckas umcToTa O6wwee yncro aspoBHbIX MUKPOOPraHU3MOB
Microbiological - He Gonee 10°KOEB 1T, Menee 50 KOE B 1;
purity O6bLyee Ynicno APOXKEBLIX W NIECHEBbIX
rpu6oB — He Gonee 102 KOE B 1 1: Meree 10 KOE B 1T;
Orcytcteue Escherichia colis 1. Otcytcteue B 1 1.
Mo 6 TabneTok B 6nuctep MA/AR/MBX 1 gifi;?l?lgiTskaigﬂ:ﬁLeez i
angmgnueaoﬁ chonbru. chonbr &
YnakoBka Mo 5 6nucTepos BMECTE C NACTKOM- :
S | Packing BKNaALILEM B KAPTOHHYIO NAvKy. Mo 5 Bnuctepos smecte c
HonyckaeTcs HanMuue KOHTPONsA Nepeoro SMCTRON-GEAB RO B KERTaHHYI0
BCKLITAS, navky. MpucyTCcTBYeT KOHTPONb
nepsoro BCKpbITUA.
MNepBu4Han BHYTPeHHAR yNaKoBKa MepBUYHaAs BHYTPEHHNASA
Ha 6nuctepe ykasbiBaerca: ynakoBka
1. Toprosoe HaumeHoBaHWe npenapaTa ¢ Ha Bnuctepe ykasaHo:
npegynpeavTenbHOW MapKupoBkoi ® 1. Toproeoe HaumeHoBaHue
2. MexxayHapoaHoe HenaTeHToBaHHOe npenapara ¢ npeaynpeauTenbHoMi
HaumeHoBaHue (aybnupyerca Ha MapKupoBkoin ®
aHrMUNCKoM s3blke) 2. MexpgyHapogHoe
3. JloroTvin pepxaTens perucTpauuoHHOro HenaTeHToBaHHOEe HauMeHOoBaHue
yAOCTOBEPEHUS (Ha aHrTMACKOM A3blke) (pyBnupyeTcs Ha aHrnuiickom
4. [lekapcTBeHHan copma A3bIKe)
5. [loaupoeka 3. Norotun gepxarens
6. Homep cepun perncTpaLuoHHoro yaoCTOBEPEHUA
7. [aTa ucteueHus cpoka rogHocTu (B (Ha aHrnUACKOM fA3kike)
dopmare: rogeH go...) 4. llekapcTBeHHasn ¢opma
8. flata npounssoacTtea 5. [losuposka
10 MapkupoBka 9. [lonyckaeTcst HAHECEHWE BHYTPEHHUX 6. Homep cepum
Labelling YNaKoBOYHbIX KOA0B KoMnaHuw. B cnyyae 7. daTa ucreveHuns cpoka rogHocTm
npousBoAcTea Ha nnolagke 000 (B dpopmare: rogeH go...)
«HoBapTtuc Heea» Ha 6nucTepe ykasbiBatoT | 8. [laTa NpousBogCTBa He ykasaHa
TONMbKO NepemMeHHbIe AaHHble 6e3 ykasaHus 9.BHYTpeHHWe ynakoBoYHbIe Kol
npeguKcoB HOMepa cepun 1 gatel KOMMaHW1 OTCYTCTBYIOT.
OKOHYaHWs CpoKa rogHOCTU. Ha 6nuctepe ans Homepa cepum 1
[Harta npoussoacTBa He yKa3biBaeTcs. 0aTbl OKOHYaHWA CPOKa rogHOCTU
BTropuuHas ynakoBka (kapToHHas nayka) yKasaHbl TONbKO NepeMeHHble
Ha kapToHHOW nayke ykasblBaeTcs: AaHHble 6e3 ykasaHus npednKcos .
1. Toprosoe HaumeHoBaHWe npenapara ¢ Harta nponssoAacTBa He ykasaHa.
npeaynpeanTenbHOW MapkupoBKkoi ® BropuuHan ynakoBka (KapToHHas
2. MexayHapoaHoe HenaTeHToBaHHoe navka)
HaumeHoBaHue (gybnupyetca Ha Ha kapToHHOW nayke ykasaHo:
aHIrMUIACKOM A3bIKe) 1. Toprosoe HaumeHoBaHVe
3. [loroTun gepxarens perucTpaumoHHOro npenaparta c npeaynpeanTensHon
YOOCTOBEPEHUA (Ha aHrNWMIACKOM 5I3bIKe) Mapkunposkoin ®
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4 HavMeroBaHve gepRaTens
PerucTpaunoHHOro yAOCTOBEPEHUS 1
NPoOU3BOAUTENA NEKapCTBEHHOro Npenapara
(BbIMyCKaOLLMIA KOHTPOSb KaYecTsa)

5. Apgpec (cTpaHa) nepxarens
PErncTpaunoHHoOro yaoCTOBEPEHNA U
NPOV3BOAUTENS NeKapcTBEHHOro npenapara
(BbINyCKAOLWMIA KOHTPOIL KauecTsa)

6. IekapcTeeHHas opma

7. Doanposka

8. KonnyecTso nekapcTeeHHOro npenapara B
ynakoBke

9. HaumeHoBaHWa U cogepianns
OelCTBYIOLWUX BELLECTB

10. Ycnoeus xpaHeHus

11. MNyTb BBEAEHUSA

12. Ycnosua otnycka

13. MNpeaynpeauTenbHble Hagnucu: «Cnocob
NPUMEHEHUA: CM. NINCTOK-BKNAALILLY,
«XpaHWUTb B HEJOCTYNHOM ANS AeTel MecTe»
14. Homep cepun

15. [laTa npoussoacTea

16. [lata ucteyeHus cpok rogHocT (B
cdopmare: rogeH go...)

17. WTpux-kog

18. JonyckaeTcs HaHECEHWE BHYTPEHHUX
YyNakoBOYHbIX KOAOB

[HononHutenbHo MoryT 6biTk HaHECEeHb!
CpeAcTBa UAEHTUUKALMUW ANA MOHWTOPUHIa
ABWKEHWS NeKapcTBEHHbIX NpenapaTos oT
npoussoAuTENA A0 KOHeyHoro notpebuTens
(HaHeceHKe BO3MOXHO C UCMONb30BaHNEM
cTuKepa).

2. MexpyHapogHoe
HenaTeHToBaHHOEe HauMeHoBaHue
(Ay6nupyercsa Ha aHrnNMinCKoMm
A3blIKe)

3. Nlorotun gepxarens
perucTpaLroHHOro yaocToBepeHns
(Ha aHrnuiickom s3bike)

4. HanmeHoBaHue gepxarens
perucTpaunoHHOro yA0CTOBEpEHMS
M NponN3BOAMUTENS NEKAPCTBEHHOMO
npenapara (BbinyckaroLwmi
KOHTPOIb Ka4yecTea)

5. Agpec (cTtpaHa) gepxarens
perucTpaumoHHOro yAoCToBepeHus
1 NPOV3BOANTENA NEKapCTBEHHOro
npenapara (Bbinyckarowuin
KOHTpOnb KayecTsa)

6. lNekapcTBeHHas dopma

7. OoavpoBka

8. KonuyecTBo nekapcTeeHHOro
npenapara B ynakoBke

9. HanmeHoBaHwuA 1 cogepXaHus
AENCTBYIOLMX BELLECTB

10. Ycnosus xpaHeHus

11. MNyTb BBEAEHNA

12. Ycnosus otnycka

13. MNpegynpeguTtensHble HagNUeK:
«Cnocob npuMeHeHUs: CM. INCTOK-
BKNaAbIWy, «XpaHUTb B
HEJOoCTYNHOM ANSA AeTen mecTe»
14. Homep cepumn

15. [lata npouseoacTea

16. [laTa ucteueHus cpok rogHocTu
(e chopmare: rogeH po...)

17. Wtpux-kog

18. HaHeceHbI BHYyTpeHHNE
YNakoBOYHbIE KOABI.
HononHurensHo HaHeceHb!
cpeacTea uaeHTUdMKkaumm gna
MOHUTOPWHIa ABUKEHUA
nexkapcTBeHHbIX NpenapaToB oT
npou3BoaMTENs A0 KOHEYHOro
notpebutens (6es ucnonb3osaHms
CTUKepa).

11 XpaHeHue
Storage

Mpw TemnepaType He Bhiwe 30°C.

12 | Cpok rogHoCTH

2 roga

2 roga (31.10.2027)
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Ne Mokazarens* MeTopn ucnsitanuii / TpeGoBaHue PesynbTar

i Parameters Analytical method / Requirement Result

{Hepuoguutocts
KOHTpoOnS)

3. 3AKIMIOYEHUE

CONCLUSION

* - MNokaszatens «Mukpobuonoruueckas YNCToTa» He ABRSETCS PYTWHHBIM METOAOM aHannaa u MOXeT OTCYTCTBOBaTh B
nacnopTte KOMNaHum.

JlekapcTBeHHbIl npenapat Mansyc Met®, TabneTku NOKPbITLIE NneHouHoi obonoykol, 50 mr + 850 mr Ne3Q,
Homep cepun PX14131125 cooTseTcTByeT TpeGoBaHIsAM HOPMaTUBHO nAokymeHTauumr F1-Ne(001986)-(Pr-RU)-
200524 Fansyc MeT®, TabneTku NOKPLITbIE MIEHOYHOI 060M0UKo 50 Mr + 500 MF, 50 + 850 Mr; 50+ 1000 mr/]
Moaynb Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723. N N 2 )

Crapwwit  cneuwanuct o _ sl
:;:r:v‘;ﬂg] KOHTPOIIO KAYECTBa Anexcees 5.0. 27\ 1% : -
DomkHocTs (Position) QO (Full name) Llana, ';.m‘-, . o
Version Description of change : \ =z
(Bepcus) (OnucaHue nameHeHuin)
1.0 Hosblii nacnopt
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