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KoHTpOrb KauecTsa T g
Quality Control : i
Homep nacnopra: ' AnA. Bepcus:1.0
p_eq‘i_ﬁca_te number 4-306 _(_)_425 | Version
1. OBILAA UHOOPMALIUA
GENERAL INFORMATION
HaunmeHoBaHue NpoayKLiuu: Fansyc Met® TabneTku, NOKPLITHIE NNEHOUHOW 0GONOYKON,
Product Name 50 mr + 1000 mr Ne30

JIN-Ne(001986)-(Pr-RU)-200524 Tansyc MeTt®, Tabnetkm nOKpbIThIe
n . | nneHouHol oGonoukoii 50 mr + 500 wr, 50 + 850 wmr, 50 + 1000 mr Moaynb
POBEPEHO Ha COOTBETCTBUS C: | Mapkuposka NM-Ne(001986)-(PT-RU)-270723

Checked against "
Cneundukauus kadecTsa Ha Mansyc MeT®, TabneTkn NOKPLITHIE MMEHOUHOM
oBornoukon 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcua: 17.0

BHyTpeHHuUiA Koq Homep cepun

HepacdracoBaHHoM npoaykuun: | 42027187 HepaccacoBaHHoOM npoaykumun| PM4726

Product Code Bulk Batch Number Bulk

BHyTpeHHMI1 KO YnakoBaHHOM Homep cepun ynakoBaHHON

NPoAYKUMN: 44068551 NpoOAYKUMK: PM83060425

Product Code FDF Batch Number FDF

Nata npousBoacTsa:

Manufacturing Date 19.04.2025

. Pasamep cepuu 3a BblYETOM
gasmep cepum: 5 957 yn. npo6: 5948 yn.
atch Size X
Batch size without samples

2. NMONYYEHHLIE PE3YNbTATDI

TEST RESULTS
Ne Mokazarens* MeToa ucnbiTanui / Tpebosanne PesynbTat
i Parameters Analytical method / Requirement Result
BuayanbHeIi OsanbHble TabneTku co
OBarnbHble T26NeTKN CO CKOLLEHHLIMU CKOLUEHHbIMW  KpasiMit, MOKPbIThie
o KpasiMy, NOKPbITbIE NIIEHOHHOW 060MOUKON nneHouHoir  o6OMOYKONA  TEeMHo-
1 A;;r::;;:’;g TEMHO-XENTOTO C CEPOBAaTHIM OTTEHKOM XENnToro ¢ ceposaTbiM OTTEHKOM
useTa. Ha ogHoit ctopore Tabnetku useTa. Ha oaHoii cTopoHe TabneTku
mapkuposka «NVR», Ha Apyroi cTopoHe — mapkmpoBka «NVR», Ha gpyroi
«FLO». CTOPOHE — «FLO».
BIXKX

Bpems yaepxMBaHWA OCHOBHOrG Nuka Ha

HTY usi
Unent (p_uxau XpomaTorpaMme UcCnbiTyemoro pacteopa 1
Identification CootseTcTBYET
- BunZArmMNTHH OOJTKHO COOTBETCTBOBATL BPEMEHM
yaEPXKUBAHUSA NUKa BUNJarnunTyHa Ha
2 XpomarorpaMme CTaHAapTHOro pacTsopa.
B3XX
Bpems yaepXusaHvma OCHOBHOIO nuka Ha
- Met XpomatorpamMmme Ucnb ro pacTs
MeTtdopmuna po paMme UCTbITyeMoro pacTsopa 3 CooTsetcayer
ruapoxnopua [AOCIDKHO COOTBETCTBOBaTL BPEMEHN

YASPXUBAHUSA Nvika MeTQopMUHa Ha
XpOMaTorpaMmecTaHAapTHOro pacTeopa.
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Ne Mokasarens* Metoa ncnbitannit / TpeGoBanue Pesynbrar
9 Parameters Analytical method / Requirement Result
B3XKX
99% OT 3asfBMIEHHOro CoAepxaHns
He meHee 80% (Q) oT 3asBnEHHOro :
cofepaHuna sungarnuntuHa yepes 30 BUNARRUTAHE H8pe3 30 Kl
3 | PacTBopeHue MUHYT . [
Dissolution He MeHee 80% (Q) OT 3aSBIEHHONO 100% OT 3asBNEHHOro coaepXaHus |
coaepxaHus MeTopmMuHa ruapoxnopuaa | gng':nd;zp!\rnma FUAPOXTIOPNAA Hepes
uepes 30 MUHYT. ' y
Bopa MeTog K. duepa .
¢ Water He Gonee 1,0%. O
B3»X - ?
202-01 (ammg): He Gonee 0,5% e e
Mpumech 209-01 (LUKNUYECKMNI aMUAVH): 207-01 6 Py '
Related He Gonee 0,2% ) -01 — He obHapyxeHa;
substances- 207-01 (puKeTonMnepaswH): [ SAMHHARAT
Mpumeck he Gonee 0.2% HemneHTv(lJct:v;}J,MpoaaHHaﬁ npuMech
" : ~ MeHee b;
EAVHVYHOR HengeHTUULMPOBaHHOM ke s .
Bunparnuntuna ngw wech: He 6 oﬁe e 0 ga%u P Cyn:ma BCEX MpUMeEceil — MeHee
5 Cymma Bcex npumecent: He Gonee 1,0% 0% B
BIXX 1-LinaHoryaHuamH — 0,01%;
1-L|,M8HOI'y?HVI.L1VIW He Bonee 0,02% _ | EavHnunan _
- MpumMecy Eﬂ“”"'“"‘?” HeMéleHT“CbV"-W'POBaHHOW HeMOeHTUDULIMPOBaHHasA MPUMECh |
MeTdhopmuna npumecn: He Gonee 0, 1 % — He oBHapyXeHa;
ruapoxnopuaa CyMM3 BCEX npumMmecen: He Oonee 0,6% CyMMa BCex npwmeceﬁ — MeHee
X 0,05%
366-98 - He Gonee 0,2% 366-98 — meHee 0,1%
OaHOPOAHOCTL -
[03UPOBaHHbIX BungarnmntuH — BE>KX ) -
6 | eAuHuuU MeTdomuHa ruapoxnopva - MeTos I?llvé:‘?;g;m;m; A\éxn;’a )
Uniformity of BapuaLuy mace AV =08 ap PUA:
dosage AV <150 !
units B
BIKX
Or 95,0% ao 105,0% BungarnuntTiHa oT |
Eﬁ::;:ﬁ:ii:"oe 3aABMNEHHOTO CoAepXaHus "
98,5%
:_‘\g.;?_ly arfunTu BHyTpenHuit npeaen Ha Bbinyck (IRL): He
7 A MeHee 97,9% BUNAarnunTMHa  OT
3asiBNIEHHOTO cofepXaHus )
B3XX
;m“ﬁ;fﬁg:ﬂ'a Or 950% g0 1050% metcdopmuHa | 99,4%
rMAPOXIOpUAa OT 3asBMEHHOTO COfepXaHNs.
8 YnakoBka Mo 6 Tabnetok B 6rinctep NA/ANMBX n RZ/%?SS;Tgkaig;mLeepsoﬁ
Packing SHiOMHHASEOH (HENEM: doneru. Mo 5 Gnuctepos BMECTe C
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Ne MNMokazatennb* MeTop ucnbitakun / TpeGosahue Pesynbrar l
Parameters Analytical method / Requirement Result =)
Mo 5 6nncTepos BmecTe C NNCTKOM- INUCTKOM-BKNaAbILUEM B KAPTOHHYIO |
BKMaAblLUEeM B KAPTOHHYIO MauKy. nauky. MpucyTCTBYET KOHTPOITb [
LonyckaeTca Hanuuue KOHTPona Nepsoro nepBoro BCKPLITUS. '
BCKPbITUS.
MNepBuyHas BHYTPEHHAA ynaKoBKa MepBUYHas BHYTPEHHAS
Ha 6nucrepe ykasbiBaercs: | ynakoBka
1. Toprosoe HavmeHOBaHue ripenapara ¢ Ha G6nucTepe ykasao:
npegynpeauTensHoi Mapkuposkon ® 1. Toprosoe HaumeHoBaHue
2. MexayHapoaHoe HenaTeHToBaHHOe npenapara ¢ npeaynpeauTesibHOn
HawMmeHoBaHue (QybnmpyeTca Ha MapK1poBKon ®
aHIMUACKOM R3blke) 2. MexayHapogHoe
3. JloroTnn gepxarens perucTpaLmoHHoro HenareHTOBaHHOE HauMmeHoBaHue
yAOCTOBEPEHUR (Ha aHrMUNCKOM A3bIKE) (ayBnupyeTtcs Ha aHrMUACKOM .
4. lekapcteeHHas dopma A3bIKE)
5. fosuposka 3. NNoroTun pepxarens
6. Homep cepumn PErncTpaumnoHHOro yaoCTOBEPEHUS
7. Oata ucteueHuns cpoka rogHocTu (B (Ha aHrMIACKOM A3bIKE)
dopmaTe: roaeH ao...) | 4. NekapcTBeHHas opma
8. data npoussoncTea 5. losuposka
9. JonyckaeTca HaHeCceHNe BHYTPEHHMNX 6. Homep cepunm
YNaKoBOYHbLIX KOAOB KOMNnaHun. B cnyyae 7. DaTa ucteyeHus Cpoka rofHOCTH
npousBoAcTea Ha nrowaake 000 (B hopmare: rofeH Ao...)

«HosapTuc Hepa» Ha 6nucTtepe ykaseiBaloT | 8. [lata npon3BoACTBa HE yKasaHa
TONbKO NepemeHHble AaHHble 6e3 ykaszaHus 9.BHyTpeHHMe YNakoBOYHbIE KOAb!

npedUKCoB HOMEpPa Cepun 1 AaThi KOMNaHWKU OTCYTCTBYIOT.
9 MapxkupoBka OKOHYaHWSA CpoKa roaHOCTU. Ha 6nucrepe ana HoMepa cepum u

Labelling [ara npousBoAcTBa HE yKasblBaAeTCS. [AaTkl OKOHYaHUA CpoKa roAHOCTH
BropuuHasi ynakoBka (kapToHHas nayka) yKasaHbl TONbKO MepemMeHHble
Ha kapTOHHOW nauke ykasbiBaeTcs: OaHHble 6e3 ykasaHusa npedmKcos .
1. Toproeoe HaumMeHOBaHWe npenapara c [ata nponssoacTsa He ykasaHa.
npeaynpeauTeNbHON MapKupoBKkor ® BropuuyHas ynaxoBka (kapToHHas
2. MexayHapoaHoe HenaTeHTosaHHoe na1ka)

HaumeHoBaHue (QybnupyeTcs Ha
aHrMUACKOM SA3bIKe)

Ha KapToHHO nayke yKkasaHo:
1. ToproBoe HanmMeHoBaHWe

3. lloroTvn gepxartens perMcTpauMoHHOro | npenapata C npeaynpeauTenisHok
YOOCTOBEPEHUA (Ha aHTNIUACKOM A3bIKE) MapKkmpoBkon ®

4. HanmeHoBaHUe pepxaress 2. MexgyHapoaHoe
perncTpauyioHHOro y0CTOBEPEHUR 1 HenareHToOBaHHOE HauMeHoBaHue
NpPOU3BOAUTENS NEXAPCTBEHHOTO Npenapata | (AybnmpyeTcs Ha aHTNNACKOM
(BBINYCKAIOLWMIA KOHTPOTIb KaYeCcTBa) A3bIKE)

5. Agpec (cTpaHa) aepxartens 3. NloroTnn pepxarens
perncTpaLroHHOro yA0CTOBEPEHUs 1 pEerucTpaLmMoHHOro YAoCToOBEpEeHUA
nNpousBOAUTENS NEKAPCTBEHHOrO Npenapara | (Ha aHrMUACKOM S3bIKe)
(BbINYCKAIOLLMIA KOHTPOIb KAYeCTBa) 4. HaumeHoBaHue gepxarens

6. NexapcTeeHHas hopmMa PErnCTPaLMOHHOrO YA0CTOBEPEHUSA
7. JosupoBka ¥ NPOU3BOANTENS NEKapCTBEHHOO |
8. KonuuecTso nekapcTBeHHOro npenapara B | npenapata (BbinycKaiowmnia |
ynakoBke KOHTPOfb KaYecTea)
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Ne Mokasarens* MeTton ucnbitanuii / Tpe6oBanue Pesynbrar
i Parameters Analytical method / Requirement Result
9. HanmeHoBaHua n cogepxaHus 5. Appec (cTpaHa) gepxarens
JAeicTBYIOLLUX BellecTs perncTpaLuoHHOro yROCTOBEPEHUS
10. Yenosus xpaHeHus 1 NPOM3BOAUTENS FIEKAPCTBEHHOro
11. MNyTb BBEACHUA npenapara (BbinycKatoLmii
| 12. Yenosua otnycka KOHTPOSb KayecTsa)
| 13. MpegynpeautenbHble Haanmen: «Cnocob | 6. JlekapcTeeHHas opma
| | NPUMEHEHUS: CM. NINCTOK-BKNAABILLIY, 7. Dosuposka
| | «XpaHuTb B HEAOCTYNHOM ANs AeTel MecTe» | 8. KonmyecTeo nekapcTBEHHOro
| | 14. Homep cepun npenapaTa B ynakoske
' 15. [lata npoussoacTea 9. HanmeHoBaHuA 1 cogep kaHus
' 16. [lata ucreuenuns cpok rogHocTy (B OeNCTBYIOWMX BELLeCTB
cbopmare: rogeH Aao...) 10. YcnoBus xpaHeHus
17. Wrpux-kog 11. MNyTb BBEAECHNA
18. fonyckaeTcs HaHeCeHWe BHYTPEHHUX 12. Ycnosus oTnycka
ynakoBouHbIX KogoB [lononHuternsHo moryt | 13. MpeaynpeanTenbHble HaAMUCK:
ObiTb HaHeceHb! cpeacTea uaeHTMduKauuy | «Cnoco6 NpUMeHeHUs: CM. JSINCTOK-
ANs MOHUTOPUHIA ABIKEHWUSA NEKAPCTBEHHBLIX | BKNaAbIW», «XpaHuTb B
npenapaToB OT NPOU3BOAUTENS A0 HEJOCTYMHOM L8 feTelt MecTe»
KOHEYHOro notpebutens (HaHeceHne 14. Homep cepuu
BO3MOXHO C UCNOMb30BaHWEM CTUKepa). 15. Oata npoussofcTea

16. flaTa ucreueHus cpok roHOCTU
(e dhopmare: rogeH go...)

17. lilrpux-koq

18. HaHeceHbl BHyTpeHHUe
yNakoBOUYHbIE KOAbI.

' HonosiHurensHo HaHece kI
cpeacTsa uaeHTUdUKaUUMM ans
MOHUTOPUHIa ABWKEHUSA
nexkapcTBeHHbIX NpenapaTos oT
NPOU3BOAUTENS 0 KOHEUYHOTO
notpeburens (6es ncnonb3oBaHus
| cTUKepa).

pu TemnepaTtype He Boiwe 30°C.

10 XpaHeHu_e
Storage

Cpok rogHoCTHN
(MNepuoguuHoCTL
11 | koHTpONS) 2roga 2 roaa (31.03.2027)
Shelf life (Frequency |

of control) |

* - NMokaszaTens «MVIKPOGMOJ'IOI’VI‘-IGCKBFI UUCTOTa» He ABIMASTCH PYTUHHLIM METOAO0M aHainaa U MOXXeT OTCYTCTBOBaTh B
nacnopTe KoMnaHuu.
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3. 3AKIOYEHUE
CONCLUSION

NekapcTeeHHLIA npenapart Faneyc Met®, TabrieTkn NoKpbIThe NNeHouHon o6onoukoid, 50 mr + 1000 mr Ne30, .
Homep cepuy PM83060425 cooTBeTcTBYET TpeBoBaHNsAM HOPMaTUBHON AokymeHTaumm JI-Ne(001986)-(PI-  ~
RU)-200524 Mansyc Met®, TabneTkn rnokpbiThie NAeHouHoi 060moukoil 50 Mr + 500 mr, 50 + 850 wr, 50 + 1080
mr Moaynb Mapkuposka J1M-Ne(001986)-(P-RU)-270723.

4 ".
Crapwwvini  cneuwanuct o [ . / / '
yTBEPAMN | |\ (L rhomio KkauecTBa AnexceesB.O. | ,, 55 29272 L7
Approved by v e
» r'Ilr 1
__ o o
Version Description of change W)
(Bepcus) (Onuncanve nsMeHeHui)
1.0 Hosbita nacnopt
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