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JlueHsmns Ha ocywecTBNeHMe NPOM3BOACTEA NEeKapCTBeHHBIX cpeacTs Ne00153-11C

KoHTponb kauectsa
Quality Control

Bepcus:1.0
Version

Homep nacnopra:

Certificate number 4-981-1125

1. OBLUASA UHOOPMALIUA
GENERAL INFORMATION

raneyc Met® TabneTku, NOKpbITLIE NNEHOYHON 0BOSMOYKON,
50 mr + 1000 mr Ne30

HaumeHoBanue npoayxuuu:
Product Name

JIN-Ne(001986)-(PT-RU)-200524 Taneyc Met®, TabrneTku nOKpbITbIE
nneHouHon obonoykoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mopynb
Mapxkuposka J1M-Ne(001986)-(Pr-RU)-270723

Creuuncpukaums kavectea Ha Mansyc MeT®, TabneTku NoKpbITLIE NNEHOYHOIA
obornoukor 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcus: 17.0

lNpoBepeHo Ha COOTBETCTBME C:
Checked against

BHyTpeHHWUIA koa Homep cepumn

HepacdpacoBaHHOW Npoaykuuu: | 42027187 HepacdacoBaHHO npoaykumuy PW6459

Product Code Bulk Batch Number Bulk

BHyTpeHHMIA Kog yNakoBaHHON Homep cepum ynakoeaHHON

NpoayKUUN; 44068551 npoAayKuun: PW90541125

Product Code FDF Batch Number FDF

Hara npousBogcrea:

Manufacturing Date 12.11.2025

; Pasmep cepum 3a BblueToM
gaar;:ﬂsef?ecepnu. 5936 yn. npo6: 5927 yn.
Batch size without samples
2. NONYYEHHLIE PE3YNbLTATHI
TEST RESULTS
Ne Mokaszarens* MeTon ucneiitauuii / TpeGosanue Peaynbtar
Parameters Analytical method / Requirement Result

BuayaneHbliin OBanbHble TabneTku co
OsarbHble TabneTkn Co CKOLWEHHbLIMM CKOLLEHHBIMWA  Kpaamu, NOKpbITble
KpasiMW, NOKPLITbIE NNeHoYHOR 060N0YKoH nneHoyHol  oBonouykoilt  TEMHo-

1 OnucaHue

-xen
Appearance TEMHO-ENTOro C cepoBaTbiM OTTEHKOM

ueeTa. Ha oaHol cTopoHe TabneTkn
mapkuposka «NVR», Ha gpyroii CTOpoHe —
«FLO».

XENTOr0 C CepoBaTbIM OTTEHKOM
useta. Ha ogHon cTopoHe TabneTku
mapkupoBka «NVR», Ha pgpyroin
cTopoHe — «FLO».

BOXX
Bpewms yaepKuBaHns OCHOBHOTO Nuka Ha

WpenTudmkauun
i XpomaTorpaMmMe UcnbiTyemoro pacteopa 1
Identification POMATOrP ye B P CootBeTcTByeT
~Bianaram OOIMKHO COOTBETCTBOBATL BPEMEHMN
yAepXuBaHWA NKa BUNAArNuMNTUHa Ha
2 XpomartorpaMmmMe CTaH4apTHOro pacTeopa.
B3MXX
Bpems yaepuBaHns OCHOBHOTO MWKa Ha
- MeTdchopmuHa XpomMarorpamMme UcnbITyemMmoro BOpa 3
Bop o P el PRETEOR CootBetcTByeT
rmapoxnopup, OOMKHO COOTBETCTBOBATL BPEMEHN

yAepXuBaHWA NKa MeTopMIHa Ha
XpOMaTorpaMmMecTaHAapTHOrO pacTeopa.
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Homep nacnopra: a8 Bepcua:1.0
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Ne Mokazatens* MeTtoa ucnuitanumii / TpeGoBaHue PeayneTar
Parameters Analytical method / Requirement Resuit
B3XX =
He meHee 80% (Q) oT 3asBneHHoro gﬁ;" ;;::f:f:ﬁ:og ;g‘?: lf;“ifm“
cofepxaHus BungarnunTuHa Yepes 30 A P VT,
3 Pacmopenue MUHYT R
Dissolution He meHee 80% (Q) oT 3asBnNeHHOro :neT (;001-;:::’::"Hg;ﬁocofegﬁ:H::
coAepxaHua meTchopmuHa rugpoxnopuaa 30 anp Ap RHARSEp
yepes 30 MUHYT. T
Bopa Metoa K. ®uwepa o
4 Water He Bonee 1,0%. 0.2%
B3XKX .
202-01 (amwp): He Gonee 0,5% 2 e g
Mpumecwu 209-01 (UMKNMYecKuii amuanH): Py :
74 207-01 - He oBHapyxeHa;
Related He Gonee 0,2% Eniiibiitn
substances- 207-01 (mukeTonunepaswuH): e
Mpumecy He Gonee 0,2% HemegTu¢wuupqsaHHan npuMech
Bungarnuntuia | EAVHUYHON HEWAEHTUUUMPOBAHHOI EHe SRS i :
. o yMMa BCEX npuMeceid — He
npumeck: He Gonee 0,2% AP
S Cymma Bcex npumeceii: He Gonee 1,0% Py
BOXX 1-LinaHoryaHuaut — mexee 0,01%:
1-UnaHoryaHuguH: He Gonee 0,02% EAvHW4Has
- Mpumecu EavHuqHoM HEH‘;D.EHT"(b“LI“POBaHHOﬁ HenaeHTUMULMPOBaHHAA NpUMech
MeTdopmuna npumecn: He Bonee 0,] % — He oBHapyxeHa,;
ruppoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% Cymma Bcex npumeceil — MmeHee
X 0,05%
366-98 — He Bonee 0,2% 366-98 — meHee 0,1%
OpHopogHOCTL
O03UPOBaHHbIX Bunparnuntux — BaX . ”
6 | eAMHMY MeTdhommHa rugpoxnopus - metoq aﬁ?g?;;::;";‘qméxngfm,
Uniformity of Bapuaumm macc AV =10 P g
dosage AV =150 !
units
B3XKX
Ot 95,0% go 105,0% sungarnunTMHa oOT
ﬁzgzzzﬁ:zﬁ;"oe 3afBMEHHOro coaepxaHus
99,4%
'_qg‘:l?_ly R — BHyTpeHHuit npepen Ha Bobinyck (IRL): He
7 A meHee  97,9%  BungarnUMnNTUHa  OT
3asBNeHHOro cogepXaHus
B3XKX
=Mepoppia Or 950% pao 1050% meTchopmuma | 100,5%
rmapoxnopug
ruapoxnopraa oT 3aaBNEeHHOro CoAepXaHua.
8 YnaxkoBka Mo 6 Tabnetok B 6nuctep MA/ARMBX 1 Hzfi;?r?giﬁggﬂﬂm?soﬁ
Packing antoMMHUeEBOIR oNbII. chonbru. Mo 5 6NCTepoB BMECTe ¢
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Ne MNokasartens* Metop ucnbitanun / TpeGoBaHue PesynbTar

i Parameters Analytical method / Requirement Result
Mo 5 6nucTepoB BMECTE C NUCTKOM- NNCTKOM-BKNaAbILLEM B KAPTOHHYIO
BKNaAbILLEM B KAPTOHHYIO MaudKy. navky. MpucyTcTBYET KOHTPOIb
HonyckaeTca Hanu4ue KOHTPONS NEPBOro NepBoro BCKPbLITUS,
BCKPbITHS.
lNepBryHan BHYTPeHHANA yNaKoBKa NepBuyHan BHYTPeHHAA
Ha 6nucTtepe ykaswiBaeTcs: yrnakoBka
1. ToproBoe HanMeHOBaHuWe rnpenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeanTensHoi MapKnposkon ® 1. ToproBoe HaumeHoBaHue
2. MexxayHapogHoe HenaTeHTOBaHHoe npenapara ¢ npeaynpeauTerbHoi
HaumeHoBaHue (aybnupyercs Ha MapKupoBKoi ®
aHrMUnCKom s3blke) 2. MexpyHapopaHoe
3. llorotun pepxatens perucTpaLnoHHOro HenareHToBaHHOe HauMeHoBaHue
YAOCTOBEPEHNA (Ha aHrMUIACKOM A3blke) (ay6nmpyeTcs Ha aHrMMACKoM
4. llekapcTeeHHas dopma A3blke)
5. loanposka 3. Nlorotun pepxarens
6. Homep cepuu PEerucTpauynoHHOro ya0cToBEpeHus
7. [aTa ucteyeHns cpoka rogHocTu (8 (Ha aHrnuiickom siablke)
copmare: rogeH go...) 4. lekapcTBeHHasa dopma
8. Nata npouasoacTea 5. floanposka
9. lonyckaeTca HaHeceHne BHYTPEHHMNX 6. Homep cepun
yNakoBOYHbIX KOA0B KOMNaHuu. B cnyyae 7. [lata ncteyeHUa cpoka rogHoOCTI
npownseoAcTea Ha nnowagke 000 (B chopmare: rogeH go...)
«HosapTuc Hega» Ha 6nuctepe ykasbiBaoT | 8. [laTa NpoussoacTBa He ykasaHa
TOMNbKO NepemeHHbIe AaHHble 6e3 ykasaHus 9.BHYTpeHHWe YyNakoBOYHbIE KOAL!
npedVKcoB HoMepa cepumn 1 aathl KOMMaHW1 OTCYTCTBYIOT.
9 MapkupoBka OKOHYaHWsA CpoKa rogHOCTI. Ha 6nucrepe ans Homepa cepun 1
Labelling HaTta npon3eoAcTBa He yKasbiBaeTcs. AaTbl OKOHYaHWA cpoka rogHoOCT

BropuyHan ynakoeka (KapToHHas nayka)
Ha KapTOHHOI nNayke ykasbiBaeTcs:

1. Toproeoe HaumeHoBaHue npenapara ¢
npeaynpeanTentsHol Mapkupoekoin ®

2. MexxpyHapoaHoe HenaTeHToBaHHoe
HanmeHoBaHue (aybnupyeTcs Ha
aHrnuiickom sa3bike)

3. lloroTun AepxaTens perucTpaLmMoHHOro
yAOCTOBEPEHWA (Ha aHrNUINCKOM A3bIKE)

4. HaumeHoBaHue gepxarens
perucTpaunoHHOro yA0CTOBEPEHUA 1
npousBoAuUTENR NEKapCTBEHHOrO Npenapara
(BbINYCKAIOLWMIA KOHTPOIb KaYecTea)

5. Aapec (cTpaHa) aepxartens
perncTpaLmoHHOro yA0CTOBEPEHMSA 1
NPoOV3BOAVTENA NEKapCTBEHHOro npenapara
(BBINYCKAIOWWIA KOHTPOSb KaYecTBa)

6. llekapcTBeHHan copma

7. Hosupoeka

8. KonuyecTso nekapcTeeHHoro npenapara g
ynakoBKe

yKa3saHsl TONbKO NepeMeHHble
baHHble 6e3 ykasaHus npedukcos .
[Hata npousBoacTBa He yKkasaHa.
BropuyHas ynakoBka (KapToHHas
navka)

Ha kapTOHHOI nayke ykasaHo:

1. ToproBoe HaumeHoBaHWe
npenapara c npeaynpeavTensHon
MapKupoBKoi ®

2. MexxpyHapoaHoe
HenareHToBaHHOe HauMEeHOBaHue
(aybnupyeTcsa Ha aHrnMUicKoM
A3bIKE)

3. NNorotun pgepxarens
perncTpaLmnoHHoro yocToBepeHns
(Ha aHrnuiAckoMm s3bike)

4. HanmeHoBaHue nepxarens
PErucTpaLnoHHoro yA0CTOBEPEHUS!
¥ NPON3BOAMUTENS NEeKapCTBEHHOTO
npenapara (BbinycKaoLLWii
KOHTpONb KayecTea)
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Ne Mokazarens* Meton ucnbitaHuii / Tpe6osanne PesynbTar
Parameters Analytical method / Requirement Result

8. HaumeHoBaHua 1 cogepxaHuns
OECTBYIOLLUX BELLECTB

10. Ycnosus xpaHeHus

11. NyTe BBEACHKS

12. Ycnosua otnycka

13. NpepynpeauTensHble Hagnuck: «Cnocob
NMPUMEHEHUA: CM. NUCTOK-BKNAAkILLY,
«XpaHuUTb B HEAOCTYNHOM AN AeTel MecTe»
14. Homep cepum

15. [lata nponssoacTea

16. laTa ncteyeHns cpok rogHoCTM (B
copmate: rogex ao...)

17. Wrpunx-kopg

18. [lonyckaeTca HaHeceHWe BHYTPEHHNX
YNaKoBOYHbIX KOAOB [lononHUTENbHO MOryT
ObiTb HAHECEHbI CpeacTBa UAEHTUdMKaALIMM
ANS MOHUTOPUHIa ABWKEHUA NEKAPCTBEHHbIX
npenaparos OT NPOWU3BOAUTENS [0
KOHeuHoro notpebuTtens (HaHeceHue
BO3MOXHO C WCMNOMb30BaHWEM CTUKepa).

5. Agpec (cTpaHa) gepxartens
perucTpaLuoHHOro yaocToBepeHuns
W NPOU3BOANTENS NEKAPCTBEHHOro
npenaparta (BbINyCKawooLWwuii
KOHTpOnb KavyecTtsa)

6. JlekapcTBeHHas (opma

7. Doanpoeka

8. Konuuecteo nekapcTteeHHoro
npenapara B ynakoske

9. HanmeHoBaHWa 1 cogepxanns
OeliCTBYIOLWMX BELLECTB

10. Ycrious xpaHeHus

11. MNyTb BBEAEHUA

12. Ycnosua oTnycka

13. MpeaynpegutensHele Hagnucu:
«Cnocob npyMeHeHUs: CM. NUCTOK-
BKNaAbILW», «XpaHuTb B
HEAoCTYNHOM ANS AeTel MecTe»
14. Homep cepuu

15. Jarta npoussogcTea

16. [laTa ucte4eHus cpok rogHocTm
(B thopmate: rogeH fo...)

17. Wrpux-kop,

18. HaHeceHbl BHYTpeHHWe
ynakoBOYHbIE KOAbI.
HononHurensHo HaHeceHb!
cpeacTtea uaeHTUdUKaunum ans
MOHWTOpPWHra ABWKEHUA
NekapcTBeHHbIX Mpenaparos oT
NpoW3BOAMTENS 40 KOHEYHOrO
notpeburens (6e3 ncnons3oBaHus
CTuKepa).

10 XpaHeHue
Storage

Mpun Temneparype He Boiwe 30°C.

Cpok rogHocTH
(NMepuoguyHocTs
11 | koHTpons)

Shelf life (Frequency
of control)

2rona

2 roga (31.10.2027)

* - Mokasatent «Mukpobuonornieckas YUCTOTa» He ABASETCA PYTUHHBIM METOAOM aHanN3a u MOXeT oTCYTCTBOBaThL B

nacnopTe KoMnaHuu.
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3. 3AKNIOYEHUE
CONCLUSION

TlekapcTBeHHbI npenapat Mansyc MeT®, TabreTku NOKpPbLITLIE MAEHOMHON 060MOYKONA, 50 Mr + 1000 Mr Ne30,
Homep cepum PW90541125 cooTeeTcTByeT TpeGoBaHUsIM HOPMATUBHO AoKyMeHTaLwu - -Ne(001986)-(PI-
RU)-200524 laneyc MeTt®, TabneTku nokpbITble NreHouHoi o6onoykoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000/ v

mr Mopynb Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723.

Crapwwit  cneuvanuct  no /.7
yreepaun | o roonio kavectsa il O BT (X
Approved by I 0.
HomwHocTs {Position) @M (Full name) \\
\
Version Description of change
(Bepcus) (OnucaHve MsMeHeHwi)
1.0 Hosbln nacnopT
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