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KoHTporb kavectea
Quality Controfl

Homep nacnopra:
Certificate number

4-990-1125 Bepcua:1.0

Version

1. OBLWIAS UHOOPMALIMA
GENERAL INFORMATION

HavumeHoBaHue npogykuuu:
Product Name

laneyc MeT® TabneTkun, NoKkpbITble NNEHOUHOM obonoukoit,
50 mr + 1000 mr Ne30

Hpoaepeuo Ha COOTBeTCTBMHE C:

Checked against

NIN-Ne(001986)-(Pr-RU)-200524 Tansyc Met®, TabreTku nOKpbIThIE
nnexoyHol obonoykon 50 mr + 500 wmr, 50 + 850 mr, 50 + 1000 mr Mogynb
Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723

Cneundpnkauus kauecTsa Ha aneyc MeT®, TaBneTKi NOKPLITbIE MNEHOYHO
obornoukoii 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcus: 17.0

BHyTpeHHui kog

Homep cepum

HepacdpacoBaHHoI npoaykuun: | 42027187 HepacdacoBaHHOM npoaykuuu PW6474
Product Code Bulk Batch Number Bulk

BHyTpeHHMIA KOO ynakoBaHHOMN Homep cepun ynakosaHHon

npoayKunn: 44068551 npoAayKuuu: PX07091125
Product Code FDF Batch Number FDF

Hata nponzBoacTea:;

Manufacturing Date 12.11.2025

Pasmep cepum:
Batch Size

Pazmep cepum 3a BbI4ETOM
5994 yn. npo6: 5985 yn.

Batch size without samples

2. TMONYYEHHbIE PE3YNbTATbI

TEST RESULTS
Ne Mokasarens* Metog ucnbiTaHuii | TpeGosaHue Peaynktar
i Parameters Analytical method / Requirement Result

BuayanbHbiia OBansHble TabneTkn co
OanbHble TabNeTKN CO CKOLLIEHHLIMM CKOLUEHHBIMW  Kpaamu, MOKpbITble

", I Kpasimu, MOKpPbITbIE NNEHOYHOK 060NoYKoN nneHoyHor  0BONOYKOA  TEeMHo-

1 Appearance TEMHO-XENTOro C CepoBaThbiM OTTEHKOM KENnToro € CepoBaTtbiM OTTEHKOM

yseTa. Ha ogHoii ctopoHe TabneTku LBeTa. Ha oaHoi cTopoHe TabneTkn
mapkuposka «NVR», Ha apyroii ctopoHe — mapkuposka «NVR», Ha gpyroin
«FLO». cTopoHe — «FLO».
B3XX
Bpems yaepuvBaHua OCHOBHOTO nka Ha

WoenTudukauma @

L pomarorpaMmme UcneITyemoro pacteopa 1

fdgﬂzg?ﬁﬁ;w AOMKHO COOTBETCTBOBATL BPEMEHU Cooteercrayer

yaepKMBaHus nuka BUNSarnuMnTuHa Ha
2 XpomMarorpamMmmMe CTaHgapTHOro pacrteopa.

B3IXKX
Bpems ynepxuBaHusi 0CHOBHOTO NWKa Ha

- MeTdopmuHa XpomartorpaMmme UCnbITyemoro pacteopa 3 Cootsetcrayer

rnapoxnopua AOMKHO COOTBETCTBOBATL BPEMEHMU
YAEPXKMBAHUA NUKa MeTgopMUHa Ha
XpomarorpaMmMecTaHapTHOro pacTeopa.
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Ne Mokasarens* Meton ucnuitanuii / TpeGosaHue Pesynbrar
Parameters Analytical method / Requirement Resuit
B3XX
99% OoT 3asBNEeHHOro coaepXaHus
He meHee 80% (Q) ot 3asBneHHoro anLarnwnTMHa yepes 3 OFrlmeyT'
Pac codepxaHusa BungarnunTuHa vyepes 30 '
acTBOpeHUe
3 Disso!ut?on man:;Hee 80% (Q) OT 3aRBMEHHOrO 99% oT 3asABNEHHOro coaepKaHns
. MeThOopMUHa ryapoxnopuaa Yepes
coAepXaHua MmeTqopMuHa rugpoxnopuaa B0 o
yepead 30 MUHYT. yT
Boaa MeTog K. ®uwwepa .
4 Water He 6onee 1,0%. 0.2%
B3»XX i
202-01 (amug): He Gonee 0,5% %gg:g} . r:z%i£'1>{?ép|a‘
Mpumecu 209-01 (UMKNMYECKUI aMUANH); 207-01 — e oﬁﬂagmena:
Related He 6onee 0,2% EzpiunHas :
substances- 207é01 (,mgl(gl:nmnepaawu): HEeUAEHTUDULMPOBAHHAS NPUMECH
Mpumecn He bonee U, He oBHa \
L & - pyxeHa;
BungarnuntuHa EAVHWUYHOR HEMOEHTUPULMPOBAHHON .
npuMecH: He Gonee 0.2% OCy;tfsma BCEX MpuUMecei MeHee
5 Cymma Bcex npumeceii: He Gonee 1,0% :
BOXX 1-UvaHoryaHuamt — meHee 0,01%:
1-LinaHoryaHuauH: He Gonee 0,02% EavHWuHas
- Mpumecw EpvHmnaHoi He“l;ﬂeHTMCb“H”POBaHHOﬁ HeuAeHTMUUNPOBaHHas NpUMECh
MeTdpopmmna npumecu: He Gonee U‘j %o — He o6GHapyxeHa;
ruppoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% g%,.;:;a BCEX NpuUMeceil — MeHee
X ) o
366-98 — He Gonee 0,2% 366-98 — meree 0,1%
OagHopogHOCTL
[O3UPOBaHHLIX BungarnuntuH — BaXKX B ) _
" WNTUH: =19
g | eAuHnu MeTchomuHa rugpoxnopug - meTtoa M ej'-lrgaac:;mua rm?a\éx » OllJH.ﬂ'
Uniformity of Bapvavuum macc AV =009 '
dosage AV =150 :
units
B3XX
Ot 95,0% po 105,0% sungarnunTMHa oOT
KonuuectBeHHOe
onpogesnetne 3aABNEHHOro coaep)aHuns P
Assay 5 . !
= T——— BHyTpeHHuit npeaen Ha Boinyck (IRL): He
7 de meHee  97,9%  BMnNgarnMnTMHa  OT
3a8BNEHHOTO CogepXaHusa
B3XX
;Mme‘(;‘fj:’g”““a Or 950% po 1050% wmeTchopmua | 98,8%
Ap PR rMAPOXNopKAa OT 3asBIIEHHOMO CoAepXKaHus.
8 Ynakoeka Mo 6 TabneTok B 6nuctep MA/AR/MBX 1 Hgfi;?l?l g;ﬁgﬁg;ﬁ:ﬂ:oﬁ
Faoking ATIRHNERGH QOITLY. donbru. Mo 5 Gnucrepos Bmecte ¢
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Ne MNokasarens* MeTtopg ucneitaHuin / TpeboBaHue Pesynbtar

Parametlers Analytical method / Requirement Result

M0 5 BrRncTepoB BMECTE C NNCTKOM- TNACTKOM-BKNaAbILLEM B KAPTOHHYIO
BKNaAbILWeM B KAPTOHHYIO Naudky. nadky. MpucyTcTBYeT KOHTPONL
[lonyckaeTcs HanuuKMe KOHTPONS NepPeoro NepBOro BCKPbITUS.
BCKPLITWS,
MNepBUYHaAA BHYTPEHHAA ynakoBKa MNMepBUYHaA BHYTPeHHASA
Ha 6nuctepe ykasbiBaeTcs: ynakoBka
1. ToproBoe HaumeHoBaHWe npenapaTa ¢ Ha 6nwucrepe ykasaHo:
npegynpeanTensHoOW MapKkupoBKoi ® 1. Toprosoe HauMeHoBaHue
2. MexxayHapoAHoe HernaTeHToBaHHoe npenapara c npeaynpeauTensHoi
HaumeHoBaHue (oybnupyetca Ha MapK1poBKoii ®
aHrNIMACKOM A3bIKe) 2. MexayHapogHoe
3. lloroTun gepxarens perMcTpaumMoHHOoro HenareHToBaHHOE HauMeHoBaHue
YAOCTOBEPEHUA (Ha aHrNUIACKOM A3blKe) (ayBnupyeTcs Ha aHrMUACKOM
4. lekapctBeHHas cdopma A3bIKe)
5. Joanposka 3. Norotun aepxarens
6. Homep cepumn pErucTpaumnoHHoro yao0CToBepeHns
7. [aTta ucteveHms cpoka rogHocTu (B (Ha aHrnuiACKom s3bike)
copmare: rogeH go...) 4. [lekapcTBeHHan opma
8. [laTta nponssoacTea 5. [loauposka
9. lonyckaeTcs HaHeceHUe BHYTPEHHWX 6. Homep cepum
YNaKoBOYHLIX KOAOB KoMMaHuu. B cryyae 7. [lata ucTe4yeHus cpoka rogHocTu
npouseoacTea Ha nnowaake 000 (B chopmaTe: rogeH go...)
«HosapTuc Heea» Ha 6nuctepe ykaseiBaoT | 8. [lata npou3BoACTBa He yKasaHa
TOMBKO NepeMeHHbIe AaHHble 6e3 ykazaHus 9.BHYTpeHHWe yNaKkoBOUHbIE Kofbl
npecuKCoB HOMepa cepun 1 AaThbl KOMNaHWK OTCYTCTBYIOT.

9 Mapkupogeka OKOHYaHWA cpoka rogHocTH. Ha 6nucrepe ana Homepa cepui U

Labeliing [ata nponseoAcTBa He yKa3sbiBaeTcs. OaTtbl OKOHYaHWA CpoKa roAHOCTH

Bropu4Han ynakoBKa (KapToHHasi nayka)
Ha KapTOHHOI nayke ykasbiBaeTcs:

1. Toprosoe HauMeHoBaHWe npenapara ¢
npeaynpeanTensHOn Mapkuposkoin ®

2. MexxgyHapoaHoe HenaTeHToBaHHoe
HanmeHoBaHwe (gybnupyeTtcs Ha
aHIMUIACKOM R3bike)

3. JloroTun aepxartens perMcTpaluoHHOro
YOOCTOBEPEeHUA (Ha aHrNMIACKOM Si3bIKe)

4. HanmeHosaHue aepxaTens
perucTpaLvoHHOro yAoCTOBEPEHUS U
nNpou3BOAUTENA NeKapcTBEHHOTO Npenapara
(BBINYCKAOLWMNIA KOHTPOMb KaYecTBa)

5. Aopec (cTpaHa) gepxarens
pPerncTpaLnoHHOro ya0CToBepeHns n
NPOV3BOAWUTENS NEKapCTBEHHOro Npenapara
(BbINYCKAOLWUIA KOHTPONb KavecTsa)

6. NekapcTBeHHas dopma

7. Joanposka

8. KonuvecTteo nekapcTBeHHOro npenapara B
ynakoeke

yKa3saHb! TONbKO NepeMeHHbie
AaHHble 6e3 ykasaHWs npeduKkcos |
[farta nponseoacTBa He ykasaHa.
Bropu4Has ynakoBka (KapToHHas
nayvxa)

Ha KapTOHHO Nayke ykasaHo:

1. ToproBoe HaumeHoBaH1e
npenapara ¢ npefynpeavuTensHoi
MapKMpoBKoii ®

2. MexxayHapogHoe
HenaTeHToBaHHOe HauMeHoBaHWe
(aybnupyeTcsa Ha aHrNMIACKOM
A3bike)

3. Norotun gepxarens
perucTpaLmnoHHoOro yaoCcToBeEpeHns
(Ha aHrnWICKoM A3bIKe)

4. HanmeHoBaHwve aepxatens
perncTpaLUuoHHoOro yaocTOBEPEHUA
1 NPOW3BOAUTENS NEKAPCTBEHHOrO
npenapara (BbinyckaroLLmii
KOHTPONb KayecTBa)
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Ne MNMokasarens* MeTog ucnbitaHui / TpeboBanue Pesynbrar
Parameters Analytical method / Requirement Result
9 HavmeRoBaAVS W COOEPXaRVS 5. AQpec (CTpaHa) AepxaTens
AeViCTBYIOWUX BELLECTB PEermcTpaLmnoHHOro yao0cToBEpeHus
10. Ycnosus xpaHeHus 1 NPOV3BOAUTENS NEKapCTBEHHOrO
11. MNyTb BBEOQEHUA npenapara (BbinycKawoLmii
12. Yenoeua otnycka KOHTPOMb Ka4yecTea)
13. MpeaynpeautensHele Haanucu: «Cnocob | 6. NekapcTeeHHas dopma
NPUMEHEHWUA: CM. NUCTOK-BKNAAbILL», 7. Dosnposka
«XpaHuUTb B HEAOCTYNHOM AnsA AeTel mectey | 8. KonuuecTso neKapcTBeHHOro
14. Homep cepum npenapara B yrnakoeke
15. [lata npousBoAcTBa 9. HaumeHoBaHuWa 1 cogepxaHus
16. [lata ucteyeHns cpok rogHoCTK (B [AeCTBYIOLWMX BELLECTB
chopmare: roaeH go...) 10. Ycnoeus xpaHeHns
17. Wrpnx-kopg, 11. MyTb BBEAGHUA
18. [lonyckaeTca HaHeCeHNE BHYTPEHHMX 12. Ycnosua otnycka
YNakoBOYHbIX KOA4OB [JONONMHUTENbHO MOTYT 13. MpegynpeguTenbHbie HaaNUcK:
ObITh HaHECEHbI CpeacTBa UAEHTUUKALN «Cnocob npuUMeHeHWs: CM. NMCTOK-
ANA MOHWTOPWHIA ABWKEHWS NEKapCTBEHHbIX | BKNaAbIW», «XpaHuTb B
npenapaTos OT NPOU3BOAUTENS A0 HEeAOoCTYNHOM ANA JeTeil MecTe»
KOHeYyHoro notpeburens (HaHeceHue 14. Homep cepun
BO3MOXHO C UCNOMNb30BAHUEM CTUKepa). 15. [lata npouseoacTea
16.- ata ucre4eHus cpok roaHocTH
(B hopmarte: rogeH fo...)
17. Wrpux-kon
18. HaHeceHbl BHyTpeHHMe
ynaKoBOYHble KoAbl,
HononHuTenbHo HaHeceHb!
cpencTea naeHTUguKayum gns
MOHWTOpPWHra OBUKEHNS
neKapcTBeHHbIX NpenapaTos oT
NpPOW3BOAUTENA A0 KOHEYHOrOo
notpebutens (6e3 ucnons3osaHus
CTuKepa).
10 ?g?:giune Npwv Temneparype He Boiwe 30°C,
Cpok rogHocTH
(MepuoguyHoOCTL
11 | xonTpons) 2ropa 2roaa (31.10.2027)
Shelf life (Frequency
of control)

* - MNokazarenb KMHKFIO'SHOHOFH‘-IECK&R HYACTOTa» He ABMNAETCA PYTUHHbIM METOLAOM aHaniaa n MoXeT OTCYTCTBOBATL B

nacnopTe KoMnaHWu.
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3. 3AKIIOYEHME
CONCLUSION

TNexapcTenHbIi npenapat ansyc MeT®, TaBneTk NoKpbITbIE NNEHOYHOM oBonoyko#, 50 mr + 1000 mr Ne30,
Homep cepuv PX07091125 cooteeTcTyeT TpeGoBaHNAM HOPMATUBHON Aokymertaua NIM-No(001986)-(Pr-
RU)-200524 Maneyc Met®, TaBneTku NOKpbITbIE MNEHOYHON 0605104KoM 50 Mr + 500 mr, 50 + 850 mr, 50+ 1000
mr Mogyne Mapkuposka J1M-Ne(001986)-(PI-RU)-270723.

Crapwuin  cneuwanueT  no #
ex .0. 19 W 289 F
Yreepaun | . monio kavectsa Anexcees 5.0 23N 2R2Lp
Approved by
HonmxHocTs (Position) DO (Full name) Oara {Date)
]
Version Description of change ==
(Bepcus) (Onucanve usMeHeHuiA) bl
1.0 Hosblit nacnopr
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