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1. OBLLAAl HHOOPMALINA
GENERAL INFORMATION

HanmeHoBaHue NpoayKuuu:
Product Name

Fansyc MeT® TabneTky, NOKPbITLIE NIIEHOUYHO 0GOMOUKON,
50 mr + 1000 mr Ne30

fMpoBepeHo Ha COOTBETCTBMUE C:

Checked against

JIM-Ne(001986)-(PI-RU)-200524 [anByc Met®,

TabneTk noKpbiTbIe

nreHouHoin obonoukoit 50 mr + 500 wmr, 50 + 850 mr, 50 + 1000 mr Mogynb
Mapkuposka J11-Ne(001986)-(PI-RU)-270723

Cneuvdukaums kavecTsa Ha "ansyc MeT®, TabneTki NOKPLITLIE NNIEHOYHOM!
o6onoukon 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcusi: 16.0

BHyTpeHHUA KOA Homep cepum
HepacdacoBaHHOM npoayxumnn: | 42027187 HepacdacoraHHoN npoaykuuy PE2820
Product Code Bulk Batch Number Bulk
BHyTpeHHU Ko ynaKkoBaHHON Homep cepumn ynakosaHHOM
npoAayKuuu: 44068551 | npoayxuuu: PJ28720125
Product Code FDF Batch Number FDF
Ta NPOU3IBOACTBA:
ﬂ:nufactgn'ng Dat:‘ 20.01.2025
Pasmep cepuM 3a BbIYeTOM
SaopcopuN: 5 355 yn. e o 5313 yn.
afch Size . :
Bafch size without samples
2. NOJNYYEHHDbIE PE3YIbTATDLI
TEST RESULTS
Ne Mokaszarens* Metoa ucnbitanmii / TpeGoBanne PesynbTar
<} Parameters Analytical method / Requirement Result
BusyaneHbi OBarnbHbie TabneTku co
OsarnkHble TabneTku o CKOLUIEHHbIMM CKOLUEHHBIMU  Kpasamyl, MOKPLITLIE
Onucanme Kpasimy, NOKpPbIThie NAEHOUHOW 0605104KoN NNEHOYHOR  OBONOUKOR  TEMHO-
1 Appaare TEMHO-XXENTOro C CepoBaThiM OTTEHKOM XENToro € CepoBaTbiM OTTEHKOM
uBeTa. Ha oaHoli cTopoHe TabneTku useTa. Ha ogHol cropoHe TabneTku
mapkupoBka «NVR», Ha Apyrol cTopoxe — MapkvpoBka «NVR», Ha ppyrow
«FLO». cTopoHe — «FLO».
B3OXKX
Bpewms yaepxkmsaHna 0CHOBHOrO nika Ha
Ivcllneﬂ'(utp_nxauuﬂ XpOMaTorpaMMme UCILITYEMOro pacTeopa 1
entification CootsetcTByeT
- BURGArTANTAH JOMKHO COOTBETCTBOBATL BPEMEHU
yAepXusaHus nuka sunjarnunTiHa Ha
2 XpoMarorpamMmme CTaHAApPTHOMO pacTeopa.
B3XX
Bpems yaepxuvBaHna OCHOBHOIO nuka Ha
- MeTdhopmuna XpomaTorpamme UCHbITyeMOoro pacreopa 3 CooTeeTcTayeT
ruapoxnopua OOJDKHO COOTBETCTBOBATL BPEMEHN
yOEePKUBAHUS Nka MeThOopMUHa Ha
XpoMaTorpamMmecTaHaapTHOro pacrsopa.
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Ne Mokazarens* Meron ucnuitaxuii / Tpe6oBanune PesynbTar
Parameters Analytical method / Requirement Result
B3»KX
100% OT 3asBNEHHOrO COLePXKaAHVSA
He meHee 80% (Q) OT 3aABNEHHOrO )
cohepxaHua BungarnuntuHa yepes 30 BVARARTTT AL S SRR 3 SO
3 | PacTBopenue MUHYT o1
Dissolution " b OT 3asBNEHHOTO COAEpPXaHUA
I(;i:nnéleHee 80% (Q) ot 3asBnNeHHOro METOPMUHA MAPOXIIOPIAA YEPes
pxaHua MeTdopmMuHa ruapoxnopuaa 30 MUHYT
yepes 30 MUHYT. y
Boga MeTtoa K. duiwepa 5
4 Water He Gonee 1,0%. 0286
B3»X o
202-01 (amug): He Bonee 0,5% ggg:g} :r::‘)%igj ;:én =
Npumecy 209-01 (WmKnUUeckni aMuanH): 207-01 6 Py !
Related He Bonee 0,2% En ) q:‘:: odHapyXeHa,
) VIHU
a‘gf:na:::s‘ iggg;e(glgkglznmnepaami). HeuaAeHTUULMPOBAHHAS NPUMECH
" . — meHee 0,1%;
Bunparnuntuna Ep“:;:::or eHggﬁ:ngng;’uMposaHHom Cymma BCex npumeceil — MeHee
) ' 0,1%
5 Cymma Bcex npumecein: He 6onee 1,0% '
BIOXX 1-LinaHoryaHuauH ~ 0,01%;
1-HM8HOW?HVIAVIHZ He Gonee 0,02% _ | Eavnnunas
- NMpumecu EAnHUIHOM He"'&ﬂeHTV‘CPV'LI”POBaHHOV' HEUZEHTMHULIMPOBAHHAR NPUMECH
MeTdhopmuna npumecu: He Bonee 0, j % . — He oBHapyxXeHa;
ruapoxnopuaa Cymma Bcex npumeceis: He Gonee 0,6% Cymma BCex npumeceii — MeHee
X 0,05%
366-98 — He 6onee 0,2% 366-98 - He obHapyxeHa
OAHOPORHOCTL
[03MpPOBaHHbIX Bungarmmntud — BOXX ) N
g | eAvHMY MeTtdomuHa rmapoxriopus - MeTos sl"::fg;::;”:n' A\éxn;,?a .
Uniformity of Bapuauuu macc AV =14 Ap PUA:
dosage AV <150 !
units
B3XX
OT 95,0% po 105,0% sungarnuntvHa oOT
Ez::;::;zz:me 3afBIIEHHOMO COAEPXKaHMNs
100,5%
Assay = !
i BHyTpeHuui npegen Ha Bhinyck (IRL): He
7 B E T MeHee 97,9% BUnZarnunTuHa ot
3asBMNeHHOro cogepxaHmns
B3»X
I'_MMeL(fggM:Ha Or 950% apo 1050% wmerdopmuna | 100,4%
ap pvA FUAPOXNOPWUAA OT 3asIBMTEHHONO COAEPaHWs.
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Ne Mokasarenw* Metop ucnwitanun / Tpebosanue Pesynbrar
Parameters Analytical method / Requirement Result
Esp. ®., ®. CLIA, An. . unm
®EASC 2.1.6.6,2.1.6.7
MukpoGuonoruue | Kareropus 3A:
g | ckas uncToTa Obwee umcno aspoGHLIX MUKPOOPraH3MOB _
Microbiological - He Gonee 10°KOE B 1T; MeHee 50 KOE B 1 1;
purity O6wee uvMcno ApoXKeBbIX 1 MNEcHeBbIX
rpu6oe — He Gonee 102 KOE B 1T; Mexee 10 KOEB 1T,
OteyTcteue Escherichia colie 1 T. Ortcytcteue B 1.
Mo 6 Tabnetok B 6nuctep MA/ANTIBX n Mo 6 Tabnetok B Gnnctep
anoMMHWEBOR (ONbLI. MAJ/AR/TIBX v anioMMHMeBoOW
9 YnakoBKa Mo 5 6nucrepos BMeCTe C SMCTKOM- conbri. Mo 5 Gnuctepos BMecTe ¢
Packing BKNaAbILLEM B KAPTOHHYIO Nauky. FIMCTKOM-BKNaAbILLEM B KAPTOHHYIO
[onyckaeTcsi Hanu4YMe KOHTPOIs NEPBOro nauky. MpucyTcTBYET KOHTPOIbL
BCKPbLITUS. NepBOro BCKPLITUS.
MNepBuUyHan BHYTPEHHARA yNaKoBKa MNepBuyHan BHyTpeHHAR
Ha 6nuctepe ykasbiBaeTcs: ynaxkoBKa
1. ToproBoe HammeHOBaHUe npenapara ¢ Ha 6nuctepe ykasaHo:
npedynpeanTernsHon MapkupoBKoi ® 1. ToproBoe HaumeHoBaHNe
2. MexayHapoaHoe HernaTeHTOBaHHoe fpenapara ¢ npeaynpeaMTensHom
HaumeHoBaHue (aybnvpyeTtcs Ha Mapkuposkon ®
aHIMWACKOM A3blke) 2. MexayHapogHoe
3. Jlorotun pgepxarens perucTpaluoHHOro HeMaTeHTOBaHHOE HauMeHOBaHue
y[ocToBepeHus (Ha anrfMACKOM sA3blke) (By6rvpyeTcs Ha aHrMUACKOM
4. flekapcTeeHHan dopma si3bIKe)
5. Josnposka 3. NoroTtun gepxatens
6. Homep cepum perucTpaumoHHoro yA0CToBepeHus
7. ata ncteuexmnsi cpoka rogHocTy (B (Ha aHrNMIACKOM A3bIKE)
dopmarte: rogeH 4o...) 4, NexapcTBeHHasn cdopma
8. [lata npovzeogcTea 5. JoanpoBka
9. [lonyckaerca HaHeCEHUe BHYTPEHHUX 6. Homep cepuun
10 Mapkuposka YNaKoBOUHbIX KOAOB KOMNaHuu. B cnydvae 7. Jata ncreyeHus cpoka rogHoCTH
Labelling npoussoACTBa Ha nrowaake OO0 (B chopmarte: rofied J0...)
«Hosaptuc Hesa» Ha Gnuctepe ykasbisaior | 8. [laTa npousBoACTBa He yxasaHa
TONbLKO NepemeHHble AaHHble 6e3 ykasaHus 9.BHYTpeHHUe ynakoBouHble KoAb!
npedunkcoB HOMEpPa cepum U [athb! KOMMaHuu OTCYTCTBYIOT.
OKOHYaHUs CPoka FOQHOCTN. Ha 6riuctepe ans Homepa cepuu
[laTa nponssoacTBa He yKasbiBaeTCA. AaTbl OKOHYaHWs CPOKa roAHOCTH
BTopuuHan ynakoBKa (KapTOHHas nayvka) yKasaHbl TOSMLKO NepeMeHHbie
Ha kapToHHO nauke yKasblBaeTcs: AaHHbie 6e3 yKasaHnua npeduKkcos .
1. ToproeBoe HanMeHoBaHMWe npenapara ¢ Hata npousBogcTea He ykasaHa.
npeaynpeanTensHON Mapkuposkoii ® BropuuyHas ynakoBka (kapTOHHasi
2. MexxayHapogHoe HenaTeHToBaHHoe flauka)
HaumeHoBaHue (gybnupyeTcs Ha Ha kapToHHOM navke yKkasaHo:
aHrMINCKOM A3bike) 1. ToproBoe HaumeHoBaHWE
3. NloroTun gepxarens perucTpaumoHHoro fipenapara ¢ npeaynpeavTensHon
yaocTtosepeHus (Ha aHrnIMACKOM A3bike) MapKUPOBKOW ®
4. HaumeHoBaHue gepxartens 2. MexxayHapogHoe
PErncTpaLMoHHOro yaoCTOBEPEHNS 1 HenaTeHToBaHHOEe HauMeHoBaHNe
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Ne MokasaTtenb* Metoa ucnbitaHui / TpeboBaHune PesynbTar
1 Parameters Analytical method / Requirement Result
NPOV3BOANTENS NEKapCTBEHHOro npenapata | (AybrnupyeTcsa Ha aHrNMACKOM
(BbIMyCKaIOWUIA KOHTPONb KayecTBa) ABbIKE)
5. Agpec (cTpaHa) gepxarens 3. lorotun gepxarenst
PErnCTPaLMOHHOIO YAOCTOBEPEHUS 1 PErncTPaLMoHHOro yA0CTOBEPEHUS
APOM3BOANTENS NNEKApPCTBEHHOIO Mpenapara | (Ha aHrMUIACKOM A3bike)
(BbINYCKAOLLMIA KOHTPONDb Ka4ecTBa) 4. HaumeHoBaHuWe aepxarens
6. llexapcTeenyas dopma perucTpaLmMoHHOro yA0CTOBEPEHUSs
7. Dosuposka 1 NPOU3BOJUTENS IEKapPCTBEHHOMO
8. KonunuecTeo nekapcTBEHHOrO npenapara B | npenapara (BbilyCcKaiowni
yrnakoske KOHTPOIb Ka4ecTBa)
9. HammeHoBaHuA 1 cofepxaHus 5. Aapec (cTpaHa) aepxarens
OelCTBYIOWMX BELECTB perncTpalmoHHOro yRocTosepeHns
10. Ycnosus xpaHeHus ¥ NPON3BOOUTENS NeKapCTBEHHOTO
11. lNyTb BBEAEHUA npenapaTa (BbinyCcKaloLui
12. Ycnosus oTnycka KOHTPOSb KauecTsa)
13. MpepynpeavTenbHble Hagnuen: «Cnocob | 6. IlekapcTeeHHan dopma
NPUMEHEHNSA: CM. NMUCTOK-BKNabILL», 7. Doanpoeka
«XpaHuTb B HeAOCTYNHOM Ans aeteit mecte» | 8. KonuyecTso nexapcTBeHHoro
14. Homep cepum npenapaTa B ynakoBke
15. [ara npoussoacTea 9. HaumeHoBaHus 1 copepxaHus
16. laTa ncreveHnsa cpok roaHocTu (B AEUCTBYIOLLMX BELLECTB
cdopmare: rogeH go...) 10. Ycnoeus xpaHeHna
17. Wrpux-kon 11. NyTb BBEASHUA
18. [lonyckaeTcA HaHeCeHNe BHYTPEHHUX 12. Ycnoewa otnycka
YNaKOBOUHbLIX KOA0B [lONOAHUTENLHO MOTYT 13. MNpeaynpeanTensHbie Haanuey:
ObiTh HAHECEHbI CPeACTBa naeHTudnKaLmn «Cnocob npuMeHeHns: cMm. JTMCTOK-
LM MOHUTOPUHTA ABWXEHNS NEKAPCTBEHHbIX | BKNAAbILLY, «XpaHuTb B
npenapaTos OT NPON3BOANTENS A0 HeAOCTYNHOM ANA AeTel MecTe»
KOHeyHoro notpeburtens (HaHeceHue 14. Homep cepum
BO3MOXXHO € UCMOSIL3OBAHMEM CTUKEPA). 15. lata nponssoacTea
16. [laTta ncreyeHus Cpok roaHoCTn
(B chopmare: roaeH Ao...)
17. Wrpux-koq,
18. HaHeceHb! BHYTpEHHNE
YNaKOBOUHBIE KOADI.
[ononxurernbHo HaHeCceHb!
CpeAcTBa naeHTUduKaLmm Ans
MOHWUTOPUHIA ABYIKEHUSA
nekapcTBEHHbIX NpenapaTos oT
Npov3BoAUTENS A0 KOHEUHOro
notpeburens (6e3s UCMonb30BaHNA
- e CTukepa).
11 )S(tg?:gi""e Mpn Temneparype He Bbiwe 30°C.
Cpok rogHoCTU
12 | (MNepmognutocTL | 2 roaa 2 ropa (31.12.2026)
KOHTpOnA) ) ) -
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Poccus, Cankr-MNetepbypr,
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Homep nacnopra: . Bepcusn:1.0
Certificate number 4-25-0125 Version
Ne Mokaszatens* MeTtoa ucnuitanuii / TpeGoBaHue Pesynbrar
" Parameters Analytical method / Requirement Resuit
Shelf life (Frequency
of control)

* . lokasatens «Mukpobuosiornieckas YucToTa» He SIBMASTCA PYyTMHHLIM METOAOM aHanusa i MOXeT OTCYTCTBOBAaTh B
racropTe KomnaHuu.

3. 3AKIIOYEHUE
CONCLUSION

NekapcTeeHHbIl npenapat Mansyc Met®, TabneTku NokpeITLie NreHouyHol obonoukoi, 50 mr+ 1000 mr Ne30,
Homep cepun PJ28720125 cooTBeTCTBYET TpeboBaHuamM HopMaTueHO! fokymeHTauui JiM-Ne(001986)-(PT-RU)-
200524 ransyc MeT®, TabneTk1 NOKpPLITLIE MyieHouHow o6onoukon 50 mr + 500 mr, 50-+ 850 mr, 50+ 1000 M
Mogyne Mapkupoeka JIM-Ne(001986)-(PI-RU)-270723.

Crapwuin  cneuymanuct 1o =
> A A
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