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1. OBLAA UH®OPMALIUA
GENERAL INFORMATION
HaumeHoBaHue NpoayKuuun: lansyc MeT® TabneTku, NOKPLITbIE NNEHOYHOH 060NOYKOW,
Product Name 50 mr + 1000 mr Ne30
JIM-Ne(001986)-(PM-RU)-200524 Tanesyc Met®, Tabnetkm noKpbIThie
.| nneHouHoi# o6onoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moayne
gf"’ﬂepe"_" Ha COOTBETCTBUE C: | \1ankposka NM-Ne(001986)-(Pr-RU)-270723
ecked against =
Cneundmkauma kavectsa Ha [ansyc MeT®, TabneTkun NOKpLITbIE NNEHOYHON
oBonoukoit 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, sepcua: 17.0
BHyTpeHHWIA Kog Homep cepuu
HepaccpacoBaHHOM npoaykuun: | 42027187 HepacdacoBaHHoit npoaykuun PW1449
Product Code Bulk Batch Number Bulk
BHyTpeHHMA KOA ynakoBaHHOM Homep cepumn ynakoBaHHOWM
npoayKuun; 44068551 NpPoOaYKLMK: PW90491125
Product Code FDF Batch Number FDF
Ta Npou3BoACTEA:
ﬂ:nufacrgﬁng Da?efl 02.11.2025
Paamep cepuu 3a BbIMETOM
Paswep cepuu: 5933 yn. g 5924 yn.
Balch size without samples
2. NMONYYEHHBIE PE3YILTATHI
TEST RESULTS
Ne Mokaszarens* Meroq ucnuitaiui / TpeGosaHue Pesynbtar
Parameters Analytical method / Requirement Result
BuayanbHblit OsanbHble TabneTku co
OBanbHble TabneTkn co CKOLIEHHbIMI CKOLLUEHHbIMW  KpasiMi, NOKpbITbIE
T KpasMK, NMOKPbITbIE NNEHOYHOW 060NoYKoN NNeHoYHOW  0BOMOYKOR  TEMHO-
1 Appeararce TEMHO-XEernToro ¢ CepoBaTbiM OTTEHKOM XENTOoro C CepoBaTbiM OTTEHKOM
ugeTa. Ha ogHoil cTopoHe TabneTkm ueeTa. Ha ogHoln ctopoHe TabneTku
mapkupoBka «NVR», Ha gpyroi cTopoHe — mapkupoeka «NVR», Ha pgpyrou
«FLOn». cTopoHe — «FLO».
B3XX
Bpems yaepuBaHUs OCHOBHOIO Mnunka Ha
:'c"“e"AT,“mA"m“"“ xgoma'r);rpgmme ucneiTyemoro pactsopa 1
entification CoorBeTcTBYET
= TG [OMKHO COOTBETCTBOBATL BPeMEHU
yAepPXKUBaHWA NUKa BUNAArNANTMHA Ha
2 XpoMaTorpaMmMe CTaHAapTHOro pacTeopa.
B3XX
Bpems yaepxvMBaHWa OCHOBHOrO NWKa Ha
- MeTdchopmuHa XpomaTtorpaMmme WCrbITyemMoro pactsopa 3 CooTeercreyer
ruapoxnopua [OMKHO COOTBETCTBOBATL BPEMEHM
yAEPXKNBaHWA Nuka MeThopMuHa Ha
XpOMaTorpaMMecTaHaapTHOro pacteopa.
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Ne Mokasarenb* Metog ncnbitannii / TpeGosaxue Peaynbtat
= Parameters Analytical method / Requirement Result
B3XX o
He meHee 80% (Q) oT 3asiBNEHHOro 99% oT 3asBneHHoOro coaepaHus
cofepaHusa BunaarnuntuHa yepes 30 SRIAGTIATRHE HEpes 30 MIHYT,
3 | PacTBopeHue MUHYT <
Dissolution He meree 80% (Q) oT 3asiBNIeHHOrO 100% oT 3asBMneHHOro coaepKaHms
cofepxaHua MeThopMUHa rmapoxnopuaa ;ﬂg Ld;ﬂp:ﬂwHa e el
yepes 30 MUHYT. y
Boga MeToa K. duwepa i
¥ s He Gonee 1,0%. 02%
B3IXX -
202-01 (amup): He Gonee 0,5% ggg:g: > ::2%i2’1 :éHa'
Mpumecn 209-01 (UMKNNYECKMIA aMUaNH): 207-01 5 Py )
Related He Gonee 0.2% < 7-01 — He obHapyxXeHa;
substances- 207-01 (avkeTOoNUNEpPasUH): F HAEAREH
e He Gonee 0.2% Heuneg'mqmumposaman npumech
EAVHUYHOR HenaeHTUULMPOBaHHOK 5 okiniion s gl 5
Bunparnuntuta ngumecm: "™ Ggﬁee O,Zp%u P Cmia BCEX NpuUMeceil — MeHee
5 Cymma Bcex npumeceii: He Gonee 1,0% 0,1%
B3IXX 1-UnanoryaHuauH — meHee 0,01%;
1~leaH0ry§Hm,quH: He Bonee 0,02% _ | EnvHuunas
- Mpuvecn EAnHu4HOM HeVABHTUDULINPOBAHHOM | HeppeHTUdUUMPOBAHHAS NPUMECH
MeTdropmuta npumecu: He Gonee 0,3% ~ He obHapyXeHa;
ruapoxnopnaa Cymma Bcex npumeceii: He Gonee 0,6% Cymma BCeX npuUMeceli — MeHee
rx 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OpHopogHoCTL
O03UPOBaHHbIX BungarnuntuH — BAX . »
BunparnuntuH: AV = 1,8
eguHnL, MeTdomurHa ruapoxnopu - Metoq o
8 Uniformity of Bapuaumm macc ESTF,;J n5nmna PEPOXNOPME.
dosage AV £ 15,0 =L
units
B3XX
0, 0,
T n—— Ot 95,0% po 105,0% BungarnunTUHa OT
3asABNEeHHOro cogepxaHunsa
onpegeneHne 99.9%
Assay _ t
4 BuyTpeHHuit npepen Ha ewinyck (IRL): He
7 BungarmunTH MeHee 97,9% BUNZarnuMnTmMHa oT
3adABMeHHOro cogepxaHna
B3IXX
;M"gegfﬁg”m”:'a Or 950% po 1050% meTchopmuma | 101,0%
pPOXTIOp FUOPOXIIOPUAA OT 3asIBNEHHOTO COAEPXKAHMS.
Mo 6 TabneTtok B BnucTep
Ynakoeka Mo 6 Tabnetok B Gnuctep NMA/ANMBX 1 .
8 : 5 MA/ARTIBX v anioMUHWEBOIA
Packing AMOMMHNEROR POnbIW. donkri. Mo 5 6nuctepoB BMecTe ¢
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Ne Mokazarens* MeToa ucnbitanuii / TpeGosaHue PesynbTar

Parameters Analytical method / Requirement Result
Mo 5 6nucTepoB BMECTe C MUCTKOM- NUCTKOM-BKNaAbILLEM B KAPTOHHYIO
BKNaAblLLeM B KAPTOHHYH Nauqky. nauky. MpucyTCcTBYEeT KOHTPONb
[onyckaeTcs HanuMume KOHTPONA NEpPBOro NepBoOro BCKPbITUS.
BCKPbITUS.
MepBUYHaA BHYTPEHHAS yNaKoBKa MepBuyHan BHYTPeHHAA
Ha 6nucrepe ykasbiBaeTcs: ynaxkoBKa
1. Toprosoe HaumeHoBaHK1e npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeanTensHoON Mapkupoekoli ® 1. ToproBoe HauMeHoBaHue
2. MexayHapogHoe HenaTeHToBaHHOe npenapara c npeaynpeauTensHoMn
HaumeHoBaHue (aybnupyeTcs Ha Mapkuposkoii ®
aHrMUACKOM S3blKe) 2. MexayHapogHoe
3. INorotun pepxarens perucTpaunoHHoro HenaTeHToBaHHOE HauMeHOBaHue
YAOCTOBEpeHUs (Ha aHrnMUIACKOM A3bike) (aybnupyeTca Ha aHrnuickom
4. llexapcTBeHHas hopma A3bIKE)
5. [loaupoBka 3. llorotun aepxarens
6. Homep cepuu pPerncTpaLuoHHoro yaoCToBepeHus
7. [laTa ucteyeHns cpoka rogHocTH (B (Ha aHrNUIACKoM a3biKe)
copmare: rogeH go...) 4. IlekapcTBeHHas dopma
8. data npoussoacTea 5. [loanpoeka
9. [lonyckaeTcsl HaHECEHWE BHYTPEHHMX 6. Homep cepuu
ynakoBOYHbIX KO4OB KomnaHun. B cnyvae 7. [lata ncrevyeHus cpoka roaHocTH
npoussogcrtea Ha nnowaake OO0 (B chopmare: roeH 4o...)
«HoBapTuc Hesa» Ha GriucTtepe ykasbisator | 8. [lata NpoMsBoAcTBa He yKasaHa
TOMLKO NepemMeHHble gaHHble 6e3 ykaszaHus 9.BHYTpEeHHWe YNakoBOYHLIE KOAbI
npeduKcoB HOMEPa Cepumn 1 Aathl KOMMaHW1 OTCYTCTBYIOT.
9 | MapkupoBka OKOHYaHWS CpoKa roAHOCTH, Ha 6nuctepe ans Homepa cepuu u
Labelling Hata nponsBoaCTBa He yKa3blBaeTcA. AaTbl OKOHYaHWA CPOKa rogHoCTH

BropuyHas ynakoBka (kapToOHHas nayka)
Ha kapToHHOW nayke ykasbliBaeTcs:

1. ToproBoe HavMeHoBaHUe npenapara ¢
npegynpeauTensHo MapKMpoBkoii ®

2. MexgyHapoaHoe HenaTeHToBaHHOe
HaumeHoBaHue (oybnupyeTtcs Ha
aHINWNIACKOM A3bike)

3. Jlorotun aepxatens perucTpaLmoHHoro
YAOCTOBEPEHUA (Ha aHrNMUNCKOM A3bIKe)

4. HaumeHoBaHWe gepxartens
perucTpaLuoHHOro yA0CTOBEPEHUS 1
Npou3BoANTENs NeKapcTBEHHOro npenapara
(BbINYCKAOLWMIA KOHTPOMb KayecTea)

5. Aapec (cTpaHa) fepxarens
PErucTpaLroHHOro y40CTOBEPEHUS U
Npou3BOAUTENA NekapcTBEHHOro npenapara
(BbINyCKaOLLMIA KOHTPOML KayecTsa)

6. lNexapcrBeHHas dopma

7. Oosnpoeka

8. KonunyecTso nekapcTeeHHOro npenapara B
ynakoBke

yKasaHbl TONbKO NepeMeHHbie
AaHHble 6e3 ykazaHna npedukcos .
[ata nponssoAcTBa He ykaszaHa.
BropuyHas ynakoBka (KapToHHas
nauvka)

Ha kapToHHOI nauke ykazaHo:

1. ToproeBoe HaumeHoBaHWe
npenapara c npegynpesuTensHom
MapKupoBkor ®

2. MexxayHapogHoe
HenaTeHToBaHHOE HanMeHoBaHNe
(AyGnupyeTcs Ha aHrMUIACKOM
A3bIke)

3. llorotun aepxarens
PernucTpaLnuoHHOro y40CTOBEpEHNs
(Ha aHrnuiickom sabike)

4. HaumeHoBaHwe pepxarens
perucTpauroHHOro y4oCTOBepeHus
¥ NPON3BOAWNTENA NEKAPCTBEHHOIO
npenapara (BbinyckawLwnii
KOHTpOIb Ka4ecTea)
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Ne Mokazarenw* MeTtog ucnwitaHuii / TpeboBaHue Pesynbrar
Parameters Analytical method / Requirement Result
9. HanmeHoOBaHUS 1 coaepxaHus 5. Agpec (cTpaHa) gepxarens
AefCTBYIOLLMX BELLECTB PEerncTpaunoHHOro yAOCTOBEPEHUSA
10. Ycnoeus xpaHeHus W NPOM3BOAUTENSA NEKapCTBEHHOMO
11. MyTb BBEAEHUA npenapara (Bbinyckalowmi
12. Yenosus oTnycka KOHTpOINb KayecTsa)
13. MNpeaynpeautensHble Hagnucu: «Cnocob | 6. JlekapcTeeHHas chopma
NpUMEHEHNA: CM. NIMCTOK-BKMNAAbILL», 7. Doanposka
«XpaHuTb B HeJOCTYNHOM Ansa aeTei Mmecte» | 8. KonnuecTso nekapcTBeHHOro
14, Homep cepun npenapaTa B ynakoske
15. [lata nponssoacTea 9. HavmeHoBaHWA U cogepxaHna
16. [laTa ucreyeHust CpoK rogHocTK (B OERCTBYIOLMX BELLECTB
cdopmare: rogeH 1o...) 10. Ycnosus xpaHeHus
17. WTpux-kopn, 11. MyTe BBEACHUS
18. JonyckaeTca HaHeceHWe BHYTPEHHUX 12. Ycnosus oTtnycka
ynakoBoYHbIX Koaos JononHUTensHo MoryT 13. MNpegynpeguTensHble HAANWCHK:
ObITb HaHeCeHs! cpeacTBa MaeHTMdUKaLMK «Cnocob npumeHeHWs: CM. NINCTOK-
ANA MOHWTOPUHIa ABWKEHWUA NeKapCcTBEHHbIX | BKNAAbIW», «XpaHUTb B
npenaparoe OT NPOU3BOANTENSA 00 HEegoCTyNnHOM 4Ns AeTeln mecTe»
KOHeuHoro noTpebutens (HaHeceHue 14. Homep cepun
BO3MOXHO C MCMONb30BaHUEM CTUKepPa). 15. [lata npousBoacTea
16. [lata ucreveHws cpoKk rogHoCTH
(8 dhopmare: rogeH go...)
17. Wrpnx-koq
18. HaHeceHb! BHYTpeHHWe
ynaKoBOYHbIE KOAbl.
[lononH1TENbHO HaHEeCEeHb!
cpefcTsa uaeHTugukalmm ans
MOHUTOPWHIa ABUKEHUA
neKkapcTBEHHbIX NpenapaTos OT
NpoW3BOAUTENA A0 KOHEYHOro
notpebutens (6es ucnone3oeaHns
cTUkepa).
10 gg?:gi"“e Mpun Temneparype He soilwe 30°C.
Cpok rogHocTH
(MepuoanyHocTL
11 | koHTpONA) 2roga 2 roga (31.10.2027)
Shelf life (Frequency
of control)

* - Mokasarene «MukpoBuonoruyeckas YMcToTa» He ABNASTCA PYTUHHLIM METOAOM aHann3a U MOXEeT OTCYTCTBOBATL B

nacnopTe koMmnaHuw.
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3. 3AKIMKOYEHUE
CONCLUSION

NekapcTBeHHbI Nnpenapar Mansyc MeT®, TabneTkun NOKpbITEIe NneHo4Hon o6onoykoid, 50 mr + 1000 mr Ne30,
Homep cepuu PW30491125 cooTeeTcTBYEeT TpebOBaHMAM HOPMATUBHON AoKyMeHTauuu J1M-Ne(001986)-(Pr-
RU)-200524 Maneyc MeT®, TabneTku NoKpbITble NNeHoYHoN obonoykon 50 mr + 500 M, 50 + 850 mr, 50 + 104

mr Moayne Mapkuposka JM-Ne(001986)-(PI'-RU)-270723. 7 18816 8oy,
CrapwuiA  cneuymanucT  no /
Yteepaun Anekcees B.0. o\ IES < pe
Asoroved by KOHTpOMIO KayecTea 02 \2 [fax2ep — ik ‘w’” \ \
DomwHocTs (Position) @O (Full name) . el ne va, L ;&IIJ--:\:nature)
\ kK ol raa "7;1 /_r‘_‘\__.;.!‘_r
W\ 2N\ AT apkymenTol’ /0 !y
Version Description of change " | . 7
(Bepcus) (OnucaHue nameHeHun) ST RafepbS
1.0 HoebI nacnopt
2.0 BHeceHa koppeKTMpoBKa AaTkl Npon3BoAcTea B cooTeeTcTBUM ¢ QE-67710
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