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1. OBLLAA UHOOPMALIUSA
GENERAL INFORMATION

HaumeHoBaHue ApoaykKuun:
Product Name

Fansyc MeT® TabneTku, NOKpbIThIE NREHOYHON 060MOYKOIA, 50 Mr + 850 Mr

Ne30

[poBepeHO Ha COOTBETCTBME C:

Checked against

JIN-Ne(001986)-(PM-RU)-200524 Tansyc Met®, TabneTku NOKpbIThIE
nneHouHoi oBonoukoit 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogyns
Mapkuposka J1M-Ne(001986)-(PI-RU)-270723
Crieumdukaums kayecTBa Ha "anByc MeT® TabneTku, NOKPBITHIE MIIEHOYHOIA
o6onoukon 50 mr + 850 mr Ne 30 SPEC FDF 00080123

Bepcus: 16.0.

BHyTpennuii kog Homep cepun
HepacdhacoBaHHOM Npoaykuum: | 42027186 HepacdacoBaHHOM npoaykuuu PK1148
Product Code Bulk Batch Number Bulk
BHyTpeHHuUI ko ynakoBaHHOU Homep cepuu ynakosaHHoM
npoaykuui. 44068550 npoayKUUM: PK78480325
Product Code FDF Batch Number FDF
aTa npov3BoACTBa:
ﬂanufactgﬂng Dat::l 03.03.2025
Pa amep cepuu: 7032 yn. ﬁ;zné-ep cepuy 3a BbIYETOM 7023yn.
Batch Size 5 .
Batch size without samples
2. MONYYEHHbIE PE3YNbTATbI
TEST RESULTS
Ne Mokasarenn* MeTopn ucnibitaHuii / Tpe6oBaHue Pesynbrar
W Parameters Analytical method / Requirement Result
BusyanbHbin OsanbHsle TabneTku co
OBanbHble TaBNETKN CO CKOLLIEHHbIMU CKOLLEHHbIMU  KpasiMu, NOKpPbITbie
e Te— KpasiMu, MOKpbIThie NNEHOUHOM 060M0YKON MNEHOYHON 0BONOYKOM XKenToro co
1 JXKENTOro co cnabbiM cepoBaThiM OTTEHKOM cnabbiM  cepoBaTbiM  OTTEHKOM
Appearance < o
useta. Ha ogHoit ctopoHe TabneTtku useta. Ha oHou cTopoHe TabneTkun
Mapkupoeka «NVR», Ha apyroil ctopoHe — mapkupoBka «NVR», Ha gpyroii
«SEH». cTopoHe — «SEH».
B3»KX
Bpems yaepxuBaHns OCHOBHOrO nuka Ha
ZIjnel-l_'mqa.uxauun XpoMarorpamme MCrbITyeMoro pacTeopa 1
entification CootBetcTByeT
Y A ——— BOJDKHO COOTBETCTBOBATL BPEMEHM
yAepXuBaHus nuka BUNAArNUNTMHA Ha
5 XpoMarorpaMmme CTaHgapTHOro pacTeopa.
B3>KX
Bpems yaepxusanns oCHOBHOTO NWKa Ha
- MeTtdhopmuHa XpoMaTorpaMmme UCTbITYyeMoro pacrteopa 3
rMapoxnopua AODKHO COOTBETCTBOBATL BPEMEHU CootaeTcTRy et
yAepXKUBaHUA nka MeTchopMuHa Ha
XpOMaTorpaMmecTaHAapTHOIO pacTeopa.
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Ne Mokasarens* MeTtop ucnbitanui / TpebosaHue PesynbTar
B Parameters Analytical method / Requirement Resuilt
B3OXX
100% OT 325BNEHHOTO CoAepXaHNA
He meHee 80% (Q) oT 3asiBNEHHOro .
coaepxaHus sungarnuntuHa yepes 30 R ACTIARTMEE Sepeal B AUATT,
3 chTBoPeHue MUHYT .
Dissolution He menee 80% (Q) OT 3asiBNEHHOTO MeTib(:.';r ;a;::mogxgne?ﬁ:w:s
copepxaHua MeTdopMuHa ruapoxnopnaa 30 MMHP P phAateR
yepes 30 MUHYT. T
Boga MeTtoa K. duinepa 5
4 Water He Gonee 1,0%. G
B3>X of,-
202-01 (amup): He Gonee 0,5% g i LR
Mpumeck 209-01 (LMKNMYECKUA aMUAKH): 207-01 — He oﬁna%x _
Related 2376 or1e0,2% ) EAnHMYHas ’
Substances- Hg ég;églgkgl'/onwnepasmi). HeuAeHTUMLMPOBaHHaAs NpUMech
Npumech E -yl % , - mexee 0,1%;
BungarnuntuHa ANHUYHOW HenaeHTUPULNPOBaHHOW S _—
npumec: He Gonee 0,2% g);ng/ma BCEX MNpumMecen MeHee
5 Cymma Bcex npumeceid: He 6onee 1,0% ki
BIXX 1-LjuaHoryannavH — 0,01%;
1-LivaHoryaHnaus: He Gonee 0,02% EAvHWYHas
- NMpumecu EAnHW4HO# HEeUAEHTUDULIMPOBAHHOR | eypneHTM(MLMPOBaHHAS NPUMEC
MeT(bopMuHa npumMmecu: He bonee 0,]% — He oGHapy)KeHa;
ruapoxnopnaa Cymma Bcex npumeceii: He Gonee 0,6% Cymma BCEX npuUMeceil — MmeHee
rx 0,05%
366-98 — He Gonee 0,2% 366-98 — He oGHapyxeHa
OaHOpoOAHOCTL
[A03MpPOBaHHbLIX BungarmvntuH — BOXKX . -
g | eAnHAL MeTdomuHa ruapoxnopua - METOA Ellgﬁaag;:g;“rtgﬁ\éxn;&q'
Uniformity of Bapuaummn macc AV=07 "
dosage AV 15,0 !
units
B3XKX
KonuyecteenHoe | Ot 95,0% po 105,0% sunpgarnuntuHa oT
onpegeneHue 3aABNEHHOro CoAepXaHna 98 7%
Assay BHyTpeHHWI npeaen Ha Bbinyck (IRL): He 0
7 | - BunparmunTtiH MeHee 97,8%  BunpgarnMnTUHa  oT
3asiBJZIEHHOrO cofepXaHus
B3OXX
;:"e;?(’ﬁg"""“a Or 950% g0 1050% meTchopmuna | 98,8%
Ap PUA rmapoxsiopuaa ot 3asBneHHOro coaepXaHus.
8 YnakoBka Mo 6 Tabnetok B Gnuctep MNA/AN/TBX n H&i;?g;?:’;igﬁﬁ?:eps oi
Packing anoMmHueBon honsLry. cbonbri
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Ne Mokazatens* Metopn ucniiTanuii / TpeGosaHne PesynbTar

i Parameters Analytical method / Requirement Result
Mo 5 6nuctepos BMeCTe ¢ NUCTKOM- Mo 5 6nuctepos BMecTe C
BKNaAbILLUEM B KAPTOHHYIO fauky. FIMCTKOM-BKIIAAbilLIEM B KAPTOHHYIO
JonyckaeTcst Hanuune KOHTPOns nepeoro nauky. MpUcyTCTBYET KOHTPOSIb
BCKPbITUS. Nepsoro BCKPbITUS.
MepBMYHAA BHYTPEHHANA yNakoBKa MNepBu4YHas BHYTPEHHAR
Ha 6nucrepe ykasniBaeTcs: ynakoBKa
1. Toprosoe HaumeHoBaHKe Npenaparta ¢ Ha 6nucrepe ykasaHo:
npenynpeayTentHON MapKMpoBkon ® 1. ToproBoe HanmeHoBaHne
2. MexayHapoaHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeauTenbHou
HavMeHoBaHwue (aybnupyeTcs Ha Mapkuposkon ®
AHFMNIACKOM SI3bIKE) 2. MexayHapoaHoe
3. IoroTun gepxartens perucTpaunoHHoro HenaTeHToBaHHOE HauMeHoBaHue
yOOCTOBEPEHNSA (Ha aHFNMUICKOM AA3blke) (pyBrupyeTtcs Ha aHIMUACKOM
4. IlekapcTBeHHas gopma A3bIKE)
5. [loaupoeka 3. Jllorotun aepxarens
6. Homep cepun pPerncTpaLmMoHHOTO YAOCTOBEPEHUS
7. OaTta ucteyeHusi cpoka roaHocTu (B (Ha aHrMUIACKOM A3bIKE)
dopmare: rofeH ao...) 4. JlekapcTBeHHasn dopma
8. [lata npoussoacTBa 5. Josuposka
9. [donyckaeTca HaHecCeHne BHYTPEHHUX 6. Homep cepuun
ynakoBOYHbIX KOAOB komnaHuu. B cryvae 7. aTa ucteueHus cpoka rogHocTu
npousBoACTBa Ha nrowagke OO0 (B dopmare: rogeH fo...)
«HoBapTuc Heea» Ha GnvcTepe ykasbiBaot | 8. [lata npoussoAcTBa He yKasaHa
TONbKO NepeMeHHble AaHHble 6e3 ykasaHua | 9.BHyTpeHHue ynakoBouHble Koabl
npeduKkcoB HoMepa cepun 1 aathbl KOMMaHUM OTCYTCTBYIOT.
9 MapkupoBka OKOHYaHWsi CpoKa rOAHOCTU. Ha 6rnucTepe n5is HoMepa cepum 1
Labelling [ata npousBoACTBa He YKa3blBaeTCs. OaTbl OKOHYaHVA CpOKa FOAHOCTU

BTropuuyHas ynakoBka (KapToHHas rnauka)
Ha kapToHHOW Navke YKasbiBaeTCcs:

1. Toprosoe HaumeHoBaHMe npenapara ¢
npeaynpeauTenbHOV MapkupoBkon ®

2. MexayHapoaHoe HenaTeHToBaHHoe
HanmeHoBaHue (gybnupyeTca Ha
QHIMUIACKOM SA3bIKe)

3. IloroTun pepxarens perucTpauuoHHoro
YAOCTOBEPEHNS (Ha aHTNUIACKOM A3bIKE)

4. HanmeHoBaHuWe gepxartens
perucTpaLoHHOro y0CTOBEPEHNA U
NpoN3BOAUTENS NEKAaPCTBEHHOrO nNpenaparta
(BbINyCKaOLLMIA KOHTPOIIb KayecTsa)

5. Agpec (cTpaHa) gepxarens
PErncTpPaLMoHHOTO yA0OCTOBEPEHUS N
Npou3BoAUTENS NeKkapCTBEHHOro npenapara
(BbiNyCKalOWMIA KOHTPOIIL KavecTsa)

6. llexkapcTBeHHas dopma

7. Oosuposka

8. KonnmyecTso nekapcTBeHHOro npenapara B
yrnakoBke

yKasaHbl TOSIbKO fepemeHHble
OaHHble 6e3 ykasaHua npedukcos .
[ara npoussoacTea He yKasaHa.
BropuyHast ynakoBka (KapToHHas
navka)

Ha kapTOHHOM Nayvke yKasaHo:

1. ToproBoe HanMmeHoBaHUEe
npenaparta c npeaynpeauTenbHon
Mapkuposkon ®

2. MexgyHapogHoe
HenaTeHTOBaHHOe HavMeHoBaHue
(8ybnupyeTcs Ha aHrMUACKOM
A3bIKE)

3. INlorotun gepxarens
perncTpayMoHHOro yA0CTOBEPEHUs
(Ha aHFAWIACKOM Si3bIKE)

4. HanmeHoBaHue fepxatens
perucTpaumMoHHOro y40CTOBEPEHUs
¥ NPOU3BOAVUTENS NTIEKapCTBEHHOTO
npenapara (Bblnyckaiowun
KOHTPOMb KavecTsa)
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9. HanmeHoBaHuga 1 cogepXaHus 5. Agpec (ctpaHa) fepxarens
AeNCTBYOLMX BELIECTB PErNCTPaLMOHHOrO YA0CTOBEPEHMS
10. Ycnosusa xpaHeHus 1 NPOU3BOAUTENS JIEKAPCTBEHHOrO
11. MNyTb BBEAESHNA npenapara (BbiMyCKaloLWiA
12. Ycnosus oTnycka KOHTPOIb KayecTBa)
13. NpeaynpeautenbHbie Hagnucy: «Cnocob | 6. llekapcTBeHHas dopma
NPUMEHEHUS: CM. NUCTOK-BKNAABILIY, 7. OosupoBka
«XpaHWTb B HEJOCTYNHOM Anst AeTel mecTe» | 8. KonnyecTso NekapCTBEHHOro
14. Homep cepun npenapara B yrnakoBke
15. [lata npousBoAcTea 9. HavumeHoBaHus 1 coaepxaHus
16. Jata ucteueHus Cpok roaHocTu (B OencTByoWmX BELLECTB
cdopmare: roaeH Ao...) 10. YcnoBusi xpaHeHus
17. Wtpwux-kon, 11. MNyTb BBEAEHUA
18. [onyckaeTcst HaHeceHne BHYTPeHHUX 12. Ycnosusi oTnycka
yNakoBOYHbIX KOBOB 13. MNpegynpeauTenbHbie HaaNUCK:
[onosnHutensHo MoryT BbITh HaHeCeHb! «Crioco6 npMMeHeHUA: CM. NIMCTOK-
cpencTsa MaeHTUKALMM ANA MOHUTOPUHTA | BKNMaabiw», «XpaHuTb B
OBWXEHUS NEKApCTBEHHBIX NpenapaTos oT HeJOCTYMHOM ANs AETel MecTe»
npou3BoAuTENs SO KOHEYHoro notpedburens | 14. Homep cepun
(HaHeceHne BO3MOXHO C UCMONb30BaHEM 15. [lata npon3BoAcTBa
CTukepa). 16. [lata ucreueHns Cpok rogHoCcTh
(B dhopmare: rogeH [o...)
17. Wrpux-kog
18. HaHeceHbl BHyTPEHHUE
yNakoBOYHbIE KOAbI.
[ononHurensHO HaHeceHbI
cpeacTea uaeHTudvkauum ans
MOHUTOPUHIa ABUXEHUA
reKapCcTBEHHbBIX NpenaparTos oT
NpoV3BOAUTENS [0 KOHEYHOrO
notpebutens (6e3 UcnonbL30BaHNUs
cTukepa).
10 )s(ga,;]?“e Mpw Temnepatype He Bbiue 30°C.
CpoK rogHoCTH
(MepuoanyHOCTL
11 | koHTpons) 2ropa 2 ropa (28.02.2027)
Shelf life (Frequency
of control)

* . MNokasaTenb «MUKPOBHUOMOrUIECKas YNCTOTA» HE SIBNSIETCH PYTUHHBIM METOAOM aHarNu3a u MOXET OTCYTCTBOBaTL B

nacnopTe KoMraHuu.
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3. 3AKIIOYEHUE
CONCLUSION

NexapcTBerHbIiA Npenapat Mansyc MeT®, TabneTk1 MOKPLITbIE MIeHOuHOW oGoroukor, 50 mr + 850 mr Ne30,
Homep cepun PK78480325, cooTeeTcTByeT TpeGoBaHUAM HopMaTuBHOW AokymeHTaLmm J171-Ne(001 986)-(Pr-RU)- ¢
200524 Mansyc MeT®, TabneTkv noKpbITbie NNeHo4YHon obonoukoi 50 Mr + 500 mr, 50 + 850 wr, 50 + 1000
Mopgynb Mapkuposka /TM-Ne(001986)-(PI'-RU)-270723.

7/
Crapwu#ni  cneuvanuct  no /
YrBepaun Anekcees B.O. 3 9635 /
Aberovedly KOHTPOJTIO Ka4ecTBa 2h.0 v
Version Description of change
(Bepcus) (OnucaHue nsmeHeHuiA)
1.0 HosbIh nacnopt
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