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1. OBLLAA UHOOPMALIUA
GENERAL INFORMATION

HanmeHoBaHue npoayxkuun:
Product Name

Faneyc MeT® TabneTku, NOKpbITbIE NNEHOYHOW 060riouKoi, 50 mr + 850 mr

Ne30

fpoBepeHo Ha COOTBETCTBME C:

Checked against

JIN-Ne(001986)-(PI-RU)-200524 Tlansyc Met®, Tabnetkn nOKpbiThe
nnexouHol o6onoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaysb
Mapkuposka f1M-Ne(001986)-(PI-RU)-270723
Creundukauma kadyecTsa Ha Mansyc MeT® TabneTku, NMoKpLITLIE NNeHOYHO

o6ornoukoi 50 mr + 850 mr Ne 30 SPEC_FDF 00080123, sepcua: 16.0.
BHyTpeHHUI KoA, Homep cepum
HepacdacoBaHHOM npoaykuun: | 42027186 HepacdacosanHoli npogykuuy PK1150
Product Code Bulk Batch Number Bulk
BHyTpeHHUM KO YNAKOBaHHOK Homep cepuu ynakoBaHHOWM
npoayxuun: 44068550 NpoayKuUUM: PK78510325
Product Code FDF Batch Number FDF
Data npoussoacrea:
Manufacturing Date 03.03.2025
| Pa3mep cepun 3a BbIYMeTOM
gasmgp cepun: 7 050 yn. npo6: 7008 yn.
alch Size ; )
Batch size without samples
2. NOJNYMEHHbIE PE3YINbTATDI
TEST RESULTS
Ne Mokasarenb* Metopn ucnbitanui / TpeGosaHune Pesynbrar
Parameters Analytical method / Requirement Result
BusyanbHblii OBarnbHbie TabneTku co
OsanbHble Tabnetkn co cKoLLEeHHBIMU CKOWIEHHBIMW  KpasiMu, MOKpbITbIE
Onucanue KpasiMn, NOKPbITbie NNEHOUYHOM 060504UKON NNEHOYHON OBOMOYKON XKesNToro co
1 A XENToro o cnabbiM CepoBaTLIM OTTEHKOM cnabbiv  cepoBaTtblM  OTTEHKOM
ppearance - -
ueeTta. Ha ogHoi cropoHe TabnieTkn useTa. Ha ogHoi ctopoHe TabneTtku
Mapkuposka «NVR», Ha Apyroii cTopoxe — mapkmpoeka «NVR», Ha pgpyroi
«SEH». cTopoHe — «SEH».
B3XX
Bpems yaepXuBaHus OCHOBHOIO NMuka Ha
Mneu"r'm).uxauuﬂ XpoMaTtorpamMmme UCnbITyeMoro pacrsopa 1
Identification CooteeTcTBYET
B OOJDKHO COOTBETCTBOBaTHL BPEMEH!
- BungarnuntuH
yAEPXUBAHNA NKa BUNJarnunTvHa Ha
2 Xpomarorpamme CTaHAapTHOro pacrsopa.
B3XX
Bpems yaepXuBaHua OCHOBHOIO NMuka Ha
- MeTdhopmuna Xpomarorpamme UCnbITyeMmoro pacrsopa 3
ruapoxnopug [OSDKHO COOTBETCTBOBATL BPEMEHMK COOTECTETBYEN
yOEPXKUBaHUS Nuka MeTdopMrHa Ha
XpomaTtorpammecTaHAapTHOro pacTeopa.
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Ne MNokasaTtenn* Metop vicnbitanuii / Tpe6osakne PesynbTar
» Parameters Analytical method / Requirement Result
B3OXX
He meHee 80% (Q) OT 3a8BREHHOO 99% OT 3asIBMNEHHOr0 COAepKaHus
copepxaHua sungarmmntTiHa uepes 30 BUIARINNATAHANSPE A 30 MUY
3 | PacTtBopeHue MUHYT
Dissolution He meHee 80% (Q) oT 3asBneHHoro 98% oT 3asIBNEHHOro coaepXaHna
copepxarna MeThopMuHa rmapoxnopuaa ?;g L(mp AV hlMAPoxiopuAaINERED
Jepes 30 MuHyT. vt
Boaa MeTtoa K. duwiepa B
= Water He 6onee 1,0%. sl
B3XX o/ -
202-01 (amng): He Gonee 0,5% ;ggg} _ r:2%i§11>{:’éﬂa'
Mpumecu 209-01 (UmMKNMuecKUin amuavH): Py {
. 207-01 — He oBHapyxeHa;
Related He 6onee 0,2% EMHnuHas
;’L‘f&i”c":s‘ 5276'3111(5(2'6'(;12”””3'3%"”)' HeWEeHTUULMPOBaHHaA MpPUMECh
iy " — meHee 0,1%;
EAUHUYHOR HeUaeHTUULMPOBaHHOM Dugsl .
Bunparnuntuna np'qmm com: He 6 oﬁ -~ <2b%u P Cyn:ma BCEX Mpumeceil — MeHee
5 Cymma Bcex npumeceii. He 6onee 1,0% 0:1%
BIXX 1-UnaHoryarmanH — 0,01%;
1-HMaHOW?HMAMH: He Gonee 0,02% _ | EavHuinan
- Mpumecy EAuHWIHON HEUAEHTU(ULIMPOBEHHOM | HeypeHTMMLIMPOBaHHAR MPUMECH
MerJopMMHa npumecu: He Gonee 0,]% — He oﬁHapy)KeHa;
ruppoxnopuaa Cymma Bcex npumeceit: He Gonee 0,6% Cymma Bcex npumeceit — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OpHopogHocTh
AO3UPOBAHHDLIX Bungarnuntun — BAOMX . -
g | eauHuy MerdomuHa rugpoxnopug - metog a";?‘gﬂ;::;”; A\chn;‘sm )
Uniformity of Bapuauum macc AV =11 Ap puA;
dosage AV=15,0 '
units
BIXKX
KonuuectBenHoe | OT 950% ao 105,0% BungarnuntuHa ot
onpeaeneHue 3afBINEHHOro coaepXarHus 99 0%
Assay BHyTpeHHWit npegen Ha Boinyck (IRL): He 2=
7 | - Bungarnuntun meHee  97,8% BUNAArIMNTUHA oT
3asBIeHHOro cogepKaHus
B3XX
;MMe;fr‘l’ng"“a Or 950% go 1050% meTchopmuHa | 98.9%
ap puA TMAPOXIIopUAa OT 3asIBAEHHOTO COJepXaHus.
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Ne Mokasarenn*® MeTtoa ucnbitanuii / TpebosaHue Pesynbrar
gy Parameters Analytical method / Requirement Result
EBp. ®., ®. CLUA, An. ®. urn
$PEASC 2.1.6.6,2.16.7
Mukpo6uonornue | Kareropus 3A:
g | ckas uucrora Obuee Y1cno aspoGHLIX MUKPOOPraHM3MOB .
Microbiological —He boree 103 KOEB 1 1; MeHee 50 KOEB 1T;
purity ObLee uncno ApOXOKEBBIX U MNECHEBbIX
rpu6os — He Gonee 102 KOE B 1 1 | Menee 10KOE B 1T,
OrtcyTereue Yoicpykwepuig cudw 8 1 rio Orcytctene B 1.
Mo 6 TabneTok B Gnuctep NA/AR/MBX u HZ[%?ggiTsl;ig;mfeioﬁ
anoMUHUEBOR OnbLr. chornbr
YnakoBka Mo 5§ 6rnucTepos BMECTE ¢ NMMCTKOM- ’
g Packing BKMNaJbllleM B KaPTOHHYH NauKy. Mo 5 Gnuctepos emecte ¢
HonyckaeTca Hanuume KOHTPOns nepsoro | IMeTkOEBKTIASHLIEMBIKSBIGHHIO
nauky. MpucyTcTBYET KOHTPOSIbL
BCKPbITUSA,
] NepBoro BCKPbLITKS. i
MNepBuyHan BHYTPeHHsIA ynaKoBKa MepBuyHas BHyTpeHHAA
Ha 6nucrepe ykaswiBaercs: ynakoska
1. ToproBoe HaumeHOBaHWe npenapara ¢ Ha énucrepe ykaszaHo:
npegynpeanTenbHoin MapkupoBkon ® 1. Toprosoe HaumeHoBaHue
2. MexxayHapogHoe HenareHToBaHHoe npenapara ¢ npeaynpesuTensHoi
HanmeHoBaHue (aybnupyeTtca Ha MapK1poBKo ®
aHrMUIACKOM AA3bIKe) 2. MexxgyHapoaHoe
3. JloroTun aepxarens perucTpaLnoHHoro HenaTeHToOBaHHOE HauMeHoBaHNne
YAOCTOBEPEHUSA (Ha aHrMACKOM si3bike) (pyBrnmpyeTca Ha aHrMMACKOM
4. lexapcTBeHHas dopma A3bIKE)
5. NloanpoBska 3. Norotun gepxarens
6. Homep cepum perucTpaLmoHHOro yaocTosepeHus
7. [ata ncteveHus cpoka rogHocTv (B (Ha aHrnuiAickom A3bike)
dopmare: rogeH go...) 4. llekapcreeHHan dopma
8. lata npoussoacTea 5. losupoBka
10 MapkupoBka 9. flonyckaeTcs HaHeCeHUEe BHYTPEHHMX 6. Homep cepuu
Labelling yNakoBOYHbLIX KOAOB KOMNaHWW. B cnyuae 7. ata ncreuerus cpoka rogHocTn
npounsBojcTea Ha rnowaaxke 000 (e popmare: rogeH fo...)
«HoBapTuc Hesa» Ha GnucTepe ykasbisalor | 8. [laTa Npou3BOACTBA He ykasaHa
TONBKO NepemeHHble flaHHbie Bes yKkazaHus 9.BHYTpeHHME yNaKoBOUHbIE KOk
npeduKcoB HoMepa cepun 1 aatsl KOMMaHUW OTCYTCTBYIOT.
OKOHYaHNA CpoKa rogHOCTW. Ha 6nucTepe ans Homepa cepun u
[ata npouseoacTBa He yKasbiBaeTcs. AaTbl OKOHYaHUsA cpoka rogHocTH
BropuuHas ynakoBka (KapTOHHaA nayka) yKa3saHbl TOMLKO NepeMeHHble
Ha xapToHHON NaJke ykasbiBaeTcs: AaHHbie 6e3 ykazaHus npedmrkcos .
1. ToprosBoe HavMeHoOBaHWe npenapara ¢ [larta npoussofcTBa He ykasaHa.
rnpenynpeanTenbHON MapKnpoBkon ® BTopuyHas ynakoBka (KapTOoHHast
2. MexpayHapoaHoe HenaTeHToBaHHoe navka)
HavmeHoBsaHwne (By6nupyeTca Ha Ha kapToHHO nauke ykasaHo:
aHrMUIACKOM 5i3bike) 1. Toprosoe HaumeHoBaHUe
3. lloroTun pepxatens perucTpaLnoHHOro npenapara ¢ npedynpeauTenbHoMl
YAOCTOBEPEHWS (Ha aHITIMIACKOM A3blke) MapKupoBKoi ®
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4. HaumeHoBaHue paepxarens 2. MexayHapogfHoe
PErncTpaLmoHHOro yA0CTOBEPEHUS 1 HenaTeHToBaHHOE HauMeHOBaHue
NPOV3BOAUTENA NTEKapCTBEHHOrO rnpenapaTa | (4y6nupyeTcs Ha aHrMIACKOM
(BbiMycKatoLLnit KOHTPONb KAYECTBA) AA3bIKE)
5. Agpec (cTpaHa) aepxarens 3. NoroTtun pnepxarens
PEermcTpaLmoHHOro y40CTOBEPEHNA U perncTpaLmuoHHOro ya0CcToBepeHs
NPOV3BOAUTESNS NEKapCTBEHHOro npenapaTa | (Ha aHrnuMnCKOM A3biKe)
(BbINyCKAIOLLWIA KOHTPOIb KavecTsa) 4. HanmeHoBaHve gepxarens
6. lexapcTeeHHana copma pPerucTPauLmMoHHOro yA0CTOBEPEHMSA
7. Joanposka 1 Npon3BoANTESIS NEKAPCTBEHHONO
8. KonmuecTso nekapcTeeHHOro npenapata B | npenapara (BbinycKalowwii
yrnakoeke KOHTPOMb KayecTea)
9. HaumeHoBaHWst U coaepXKaHuA 5. Anpec (cTpaHa) gepxarens
[eNCTBYIOUX BELLECTB perncTpaLmMoHHOro yAocToBepeHus
10. Ycnosus xpaHeHust W Npou3BOAUTENS NEeKapCTBEHHOro
11. MNyTe BBEASHMA npenaparta (BbINYCKAOLWMWIA
12. Ycnosus oTrnycka KOHTPONb KayecTsa)
13. MpepynpeanrenbHble Hagnucu: «Cnocob | 6. JlekapcTeeHHas chopma
NPUMEHEHUS: CM. JIUCTOK-BKINAABILLY, 7. JoanpoBka
«XpaHuUTb B HEAOCTYNHOM ANs AeTei mecTe» | 8. KonudecTso nekapcTBeHHOro
14. Homep cepun npenaparta B ynakoske
15. [lata npoussogcrea 9. HaumeHoBaHus 1 cogepxaHus
16. [lata ncreueHus cpok rogHocTh (B AeACTBYIOLNX BELECTB
copmaTte: rogeH go...) 10. Ycrnoeusa xpaHeHuns
17. Wrpux-kon 11. MyTb BBEgSHWSA
18. [lonyckaeTca HaHeceHUe BHYTPEHHUX 12. YcnoBus oTnycka
YNaKoBOUHBIX KOAOB 13. MNpeaynpeauTenecHbie HAAMNUCU:
[ononHuTesnsHO MoryT BbiTe HaHEeCEHb! «Cnocob NpUMEHEHWS: CM. JIUCTOK-
CpeAcTBa uaeHTUUKaLUMN NS MOHUTOPUHTE | BKNaabiLy, «XpaHUTb B
OBWXEHUA NeKapCcTBEHHbIX Npenaparoe oT HEOCTYMHOM AN AeTel MecTe»
NpousBOAUTENA 4O KOHeuHoro notpebutens | 14. Homep cepun
(HaHeceHue BO3MOXHO C UCNONb30BaHUEM 15. [lata npousBoacTBa
CcTuKepa). 16. [laTa ncreueHus cpok rofHoCTU
(B chopmare: rogeH go...)
17. Wrpux-koa
18. HaneceHbl BHyTpeHHue
YNakoBOYHbIE KOAI.
[ononHuTensHo HaHeceH kb
cpeacTsa haeHTudnKauuv ans
MOHUTOPUHIa ABUXEHUN
neKkapcTBEHHbIX NpenapaTos OT
npoussoauTens 40 KOHeYHOoro
notpeburens (6e3 ucnoris3oBaHmns
cTUKepa).
11 )s(t?;rl:g‘:""e Mpwn TemnepaType He Boiwe 30°C.
12 | Cpok rogHOCTM 2ropa 2 ropa (28.02.2027)
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Mokasarenn* MeTop ucnwitanuii / TpeGoBaHmne Pesynbrar
Ne
Parameters Analytical method / Requirement Result

(MepuoanyHoCTL
KOHTpOns)

Shelf life (Frequency
of control)

* - [Mokasarens «MVIKpOGVIO.ﬂOI’VI‘-IeCKaﬂ YMCTOTa» He ABNAETCA PYTUHHLIM METOAOM aHanusa u MoxeT OTCyTCTBOBaTH B
nacnopTe KomnaHuy.

3. 3AKNIOYEHUE
CONCLUSION

NekapcTeenHbi npenapat Mansyc MeT®, TabreTkn MOKpbITHIE NNEHOYHOM 0BOoNoYKoi, 50 mr + 850 mr Ne30, |
Homep cepun PK78510325, cooTeeTcTayeT TpeGoBaHAM HOPMATUBHOM AoKyMeHTaLum J1M1-Ne(001986)- (PI'-RU%

200524 Mansyc MeT®, TabneTku NOKpbITLIE NReHOYHO o6onoukon 50 mr + 500 Mr, 50 + 850 mr, 50 + 10004ar

¥

Mogayne Mapkuposka Ji11-Ne(001986)-(PI'-RU)-270723. Y
~ - 5y /z'
YTeepann KCJ:T%L';::MD Ka:’ggf:: e M0 1 Anexcees B.O. 24 .0 2025 7
Approved by
Version Description of change
(Bepcusi) (OnncaHue nameHeHwit)
1.0 HoBkild nacnopT
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