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1. OBUWAA MH®OPMALIKA
GENERAL INFORMATION

HaumeHoBaHue npogykuun:
Product Name

FanByc MeT® TabneTku, NOKpPbITHLIE NAEHOYHON 0B6ONOYKOIA,
50 mr + 1000 mr Ne30

MpoBepeHo Ha COOTBETCTBME C:

Checked against

NMN-Ne(001986)-(Pr-RU)-200524 Taneyc Met®, TabneTku MOKpbITbIE
nneHoyHoin obonoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moayne
Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723

Cneundpukaums kauecTsa Ha Maneyc MeT®, TabneTkyi NOKPLITbIE NAEHOYHO
o6onoykoii 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcwsi: 17.0

BuyTpeHHui kog Homep cepuu

HepacdacosaHHoi npoaykunn: | 42027187 HepaccacoBaHHoi npoaykuuy PS4585
Product Code Bulk Batch Number Bulk

BHyTpeHHUI Kog ynakoBaHHOM Homep cepum ynakoBaHHOIA

npoayKuum: 44068551 npoayKumu: PT56650725
Product Code FDF Batch Number FDF

Oara npoussopcTBa:

Manufac!ﬂrmg Dah;q 31.07.2025

Pazmep cepun:
Baich Size

Pasmep cepuu 3a BbI4eTOM
2220 yn. npob6: 2208 yn.

Batch size without samples

2. NMONYYEHHLIE PE3Y/IbTAThI

TEST RESULTS
Ne MNokaszaren* MeTtop ucnbitanuii / Tpe6oBaHue Pesynbrar
g Parameters Analytical method / Requirement Result
BusyanbHblii OBankHble TabneTtkn co
OBarnbHble TabNeTKM CO CKOLLEHHbLIMM CKOLUEHHBIMU  KpasiMKi, NOKPbIThIe
Oiisicaiie KpasiMu, NOKpbITbIE NNEHOYHOW 0BONOYKOA NNeHo4Hon obornoykoid  TemHo-
1 Appsaraice TEMHO-XXENTOro C CepoBaThiM OTTEHKOM KENTOro C CepoBaThbiM OTTEHKOM
LpeTa. Ha ogHon ctopoHe TabneTkn ueeta. Ha ogHoli cTopoHe TabneTku
mapkuposka «NVR», Ha Apyrol ctopoHe — mapkupoeka «NVR», Ha papyroit
«FLO». cTopoHe — «FLO».
B3»X
Bpems yaepxvBaHua 0CHOBHOTO NiKa Ha
:;“e"fr,"d{""a“"" XpomMarorpamme McnbiTyemoro pacreopa 1
entification CooTBeTcTBYET
T — AOIMKHO COOTBETCTBOBATL BPEMEHM
YAEPXKUBaAHWS NUKa BUNAArNMNTAHA Ha
5 XpomaTtorpamme CTaHAapTHOro pacTeopa.
B3XX
Bpems yaepxvBaHWs 0CHOBHOTO NUKa Ha
- MeTdhopmuHa XpomarorpammMe UcnsITyemoro pactsopa 3 Cooreercrayer
rmapoxnopug [OIMKHO COOTBETCTBOBATL BPEMEHU
YOAEPKUBAHUA NMUKA METOpMUHE Ha
XpomarorpamMmMecTaHaapTHOro pacTeopa.
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Ne Mokasarenb* Metog ucnbitanuii / Tpe6oBanue Pesynbrar

5 Parameters Analytical method / Requirement Result
B3IXX i
He meHee 80% (Q) oT 3afABneHHoOro 23 % ;L:::::;n:o; gg'fﬁ:{?:"ﬂ
cofepxaHua sungarnuntuHa Jyepes 30 Lo P yT.
3 chTBopeHne MUHYT —

Dissolution He meHee 80% (Q) ot 3asBneHHoro Mem:OOTMf:: :f HH;E; o.qe;:r ):: H::;
cofepxaHus MeTthopMUHa ruapoxnopuga 30 M"Hp Ap s
yepes 30 MUHYT. yT

Bopa Meton K. ®uwepa =

4 Water He 6onee 1,0%. 0.3%
B3OXX i,
202-01 (amug): He Gonee 0,5% ggg:g] o 3'};?:
Npumecw 209-01 (UMKNMYECKUn aMUanH): 207-01 — He oBar ey
0 - pyxeHa;
Related He Gonee 0,2% Epiiniias
%ubstance& ﬁgi‘;&l éggxg:;:nunepaam). HEWAEHTUULMPOBAHHAA NpUMECH
- o . — He o6HapyxeHa;
BungarnunTuHa EAvHUyHOM HenaeHTuhnLMpoBaHHON ! _
: npumeci: He Gonee 0,2% g;;tj’ma BCEX Mpumeceli — MeHee
5 Cymma Bcex npumeceii: He 6onee 1,0% e
BOXX 1-LinaHoryanuawH — 0,01%;
1-UnaHoryaHuauH: He Gonee 0,02% EavHuuHas

- Mpumecy EavHmnurod HemaququmuupoeaHHoﬁ HeuaeHTUUUMPOBaHHaA NpUMeECh

MeTchopmuHa npumecy: He Gonee 0,1% , — He oBHapyxeHa;

ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% Cymma Bcex npuMeceit — MeHee
rx 0,05%

366-98 — He Bonee 0,2% 366-98 — meHee 0,1%

OaHopoAHOCTb

003UPOBaHHLIX BungarnuntnH — BAOKX . -

6 | eAuHuY MeTdoMmumHa rugpoxnopua - mMeToa E;;?’gfg;::;"; Azxn;!e’u )

Uniformity of Bapuauum macc AV =10 Ap pva:

dosage AV =150 '

units
B3XKX
Ot 95,0% go 105,0% BwunpgarnunTMHa oOT

Konuuecraetoe 3anBNEHHOrO CoAepKaHua

onpegeneHue 98 9%

Assay G . '

Ry o—— BHyTpeHHui npegen Ha Bbinyck (IRL): He

& A MeHee  97,9%  BungarnunTuHa  oT
3asBMneHHOro cogepXaHus

= Mevhophe g?}io;s 0% mo 105,0% wmerdopmuHa | 99,4%

rMapoXnopua ek ’ p BEay

rmapoxnopuvia ot 3afaBneHHOro coaepkaHua.
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Parameters Analytical method / Requirement Result
EBp. ®., . CLLA, An. ®. unu
®EA3C 2.1.6.6,2.1.6.7
Mukpo6uonoruye | Kareropus 3A:
g | ckas uncrora Obwee 41cno aspobHbIX MUKPOOPraHU3MoB
Microbiological —He Gonee 10°KOE B 1T, MenHee 50 KOE s 1,
purity OBLyee ymcno ApoXoKeBbIX U NSTECHEBbIX
rpubos — He Gonee 102 KOE B 1 T; Menee 10 KOEB 1T,
OrcyTcreue Escherichia colis 1. OrcyTcreue B 1r.
Mo 6 Tabnetok B 6nuctep NA/ANMBX u Mo 6 Tabnetok B 6nuctep
antomMnH1eBon donbri. MA/ARMBX n anioMUHUEBON
9 YnakoBka Mo 5 6nucrepoB BMEcTe C NACTKOM- choneru. Mo 5 Gnuctepos BMecTe ¢
Packing BKNagblLem B KAPTOHHYIO NayKy. NUCTKOM-BKNAAbILLEM B KAPTOHHYIO
HonyckaeTca Hanu4Me KOHTPONA NepBoro nayky. MpucyTcTByeT KOHTPOIb
BCKPbITHS. NepBOro BCKPbLITUA.
MepBu4Has BHYTPEeHHAA YNaKkoBKa MepBUYHAsA BHYTPEHHARA
Ha 6nuctepe ykasbiBaetcs: ynaxkoBka
1. ToproBoe HaumeHoOBaHWe npenapara ¢ Ha 6nucrepe ykasaHo:
npegynpeavTensHON MapkupoBkon ® 1. ToproBoe HaumeHoBaHWe
2. MexayHapogHoe HenaTeHToBaHHOe npenapara c npegynpeauTensHo
HavmeHoBaHue (QybnupyeTtca Ha MapKuMpoBkoi ®
aHrNUACKOM A3bike) 2. MexxayHapogHoe
3. NloroTun pepxarens perncTpaUnoHHOro HenaTeHToBaHHOe HanMeHoBaHue
YyAOCTOBEPEHWA (Ha aHINUIACKOM A3bIKe) (aybrnupyeTcs Ha aHrnuiAckom
4. NekapcTBeHHas chopma A3blke)
5. Noanpoeka 3. lorotun gepxarens
6. Homep cepum perncTpaLroHHOro yAo0CTOBEPEHUA
7. Oata ucteyeHun cpoka rogHocTu (B (Ha aHrnUIACKOM A3bIKe)
c¢opmare: rogeH Ao...) 4. llexapcTBeHHan dopma
8. fata npoussoacTea 5. fosupoeka
8. JonyckaeTca HaHeceHWe BHYTPEHHMX 6. Homep cepuun
10 MapkupoBka yNakoBoOYHbIX KOAOB KoMNaHuu. B cnyyae 7. [aTa ucre4yeHms cpoka rogHocTK
Labelling npowssoAcTea Ha nnowaake OO0 (8 cbopmare: rogeH go...)
«HoeapTuc Hesa» Ha GnucTepe ykasbiBaloT | 8. [lata npousBofcTBa HE yKasaHa
TONbLKO NepemMeHHbIe AaHHble 6e3 ykasaHus 8.BHyTpeHHWe ynakoBoYHbIE KoAbl
npedgurKcoB HOMepa cepui U Aatbl KOMMaHWUK1 OTCYTCTBYIOT.
OKOHYaHWA CpOKa roAHOCTH. Ha 6nucrepe ansa Homepa cepum 1
[arta npon3soacTBa He yKa3biBaeTcs. AaTbl OKOHYAHKWA CPOKa rofHOCTK
BropuyHas ynakoeka (KapTOHHasi nayka) yKa3saHbl TONbKO NepeMeHHbIe
Ha kapToHHOW Nayke ykasblBaETCA: AaHHble 6e3 ykasaHWa Npedukcos .
1. ToproBoe HaumeHOBaHWE Npenaparta ¢ Hata npousBoAacTBa He ykasaHa.
npeaynpeanTenbHoi MapkupoBkon ® BropuyHas ynakoBka (kapToHHas
2. MexgyHapogHoe HenaTeHToBaHHoe nauka)
HanMmeHoBaHue (aybnupyercs Ha Ha kapToHHOW Nayke yKkasaHo:
aHrNUIACKOM A3bIKe) 1. Toprosoe HaumeHoBaHue
3. loroTun aepxartens perucTpaunoHHoro npenapara ¢ npeaynpeauTensHon
YAOCTOBEPEHUS (Ha aHIMMACKOM A3bIKE) Mapkuposkoin ®
4. HaumeHoBaHwe gepxarens 2. MexayHapoaHoe
perucTpaLmMoHHOro YA0CTOBEPEHUS U HenaTeHToBaHHOe HanMeHoBaHue
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Npou3BOAWUTENA NEKaPCTBEHHOTO Npenapara
(BLINYCKAIOLWWA KOHTPONb KayecTea)

5. Agpec (cTpaHa) gepxaTens
perucTpauuoHHoro yaoCToBepeHus
NPoVW3BOAWTENA NEeKapCTBEHHOro npenapaTa
(BbINyCKAIOLLMIA KOHTPONb KaYecTsa)

6. llexapcTBeHHan dopma

7. Josvpoeka

8. KonuyecTeo nekapcTeeHHOro npenapara e
ynakoBke

9. HanmeHoBaHus u cogepxaHus
AENCTBYIOWNX BELLECTB

10. Ycnosus xpaHeHuns

11. NyTb BBEACHUA

12. Ycnosua oTnycka

13. MpepynpeautentHole Hagnuen: «Cnocob
NPUMEHEHUA: CM. NIUCTOK-BKNAAbILLY,
«XpaHWUTb B HEOCTYNHOM ANs AeTel MecTey
14. Homep cepum

15. flata npoussogcTea

16. [laTa ncreyeHus cpok rogHocTu (B
copmarte: roaeH ao...)

17. Wrpux-kog

18. donyckaeTcs HaHeceHne BHYTPEHHMUX
ynakoBOYHbIX KoAoB [JONonHUTENLHO MOryT
ObiTh HAaHECEeHbI CpeacTBa UAeHTUMKALMN
ANs MOHUTOPUHra ABWKEHUA NeKapCTBEeHHbIX
npenaparos OT Npou3BoANUTENS A0
KoHeuHoro noTpebuTens (HaHeceHue
BO3MOXHO C UCMONb30BaHNEM CTUKEPA).

(Oy6nupyeTcs Ha aHrnuinckom
A3bIKE)

3. lloroTun gepxarens
PerncTpaLnoHHoOro yaocToBepeHns
(Ha aHrnMUIACKOM R3blKe)

4. HaumeHosaHWe gepxaTens
per1cTpaumnoHHoOro yaocToBepeHns
1 NPON3BOAUTENA NeKapCTBEHHOro
npenapara (Bbinyckaiowwuia
KOHTpOnb KavecTea)

5. Appec (cTpaHa) gepxaTens
perucTpauvoHHOro yaAoCToBEpeHs
W NPOU3BOANTENS NEKAPCTBEHHOIO
npenapara (BbinycKaloLwnia
KOHTpOIb KavyecTBa)

6. lekapcTBeHHas dopma

7. Josnposka

8. Konv4ecTso nekapcTBEHHOTO
npenapara B yrnakoske

9. HaumeHoBaHus 1 coaepxaHns
LefCTBYIOWWX BELECTB

10. YcnoBus xpaHeHust

11. MNyTb BBEASHUA

12. Yenosus oTnycka

13. MNpeaynpeautenbHbie Hagnucu:
«Cnocob npuMeHeHWs: CM. NMACTOK-
BKNAAbIWY, «XpaHUTb B
HeJoCTynHoOM Ans AeTeiln mecTe»
14. Homep cepumn

15. lata npouseoacTea

16. [aTta ucteyeHUs CpoK roJHoCTI
(B chopmare: roaeH po...)

17. Wtpux-kog

18. HaHeceHb! BHYTpeHHUE
ynaxkoBoOYHbIE KoAbl.
JononHutensHo HaHeCeHb!
cpeAcTBa WAEHTUdMKaLMKM ons
MOHUTOPUWHIa ABUKEHUS
nekapcTBEHHbIX Npenapartos oT
Npov3BoauTens A0 KOHEYHOro
notpeburens (6e3 ncnons3osaHus
CTUKepa).

XpaHeHue
11
Storage

MNpw Temnepatype He Bbiwe 30°C.

Cpok rogHoCTH
12 | (MepuoguyHocTb
KOHTponsA)

2 roga

2 roga (30.06.2027)
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Shelf life (Frequency
of control)

* - Mokazartenb «Mukpobuonornyeckas YucToTa» He ABNSAETCA PYTUHHBIM METOAO0M aHanu3a u MoXXeT OTCYTCTBOBaTL B
nacnopTe KoMnaHWK.

3. 3AKNKOYEHUE
CONCLUSION

JlekapcTBenHbIn npenapat Mansyc MeT®, TabneTkv NOKpbITbIE MNEHOYHON 060MOUKOA, 50-Mr-+ 1000 Mr Ne30,
Homep cepum PT56650725 cootseTcTayeT TpeGosaHnsM HOpMaTUBHOI fokymerTatm NN-Ne(001986)-(Pr-RU)-

\*

200524 NanByc MeT®, Tabnetku nokpbIThie NAEHOUYHOW 060104KoN 50 Mr + 500,Mr, 50 + 850 mr, 5& * 1000 Mr/
Mogyne Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723. /= /4
CrapwwiA  cneuuwanuct  no ~
YTBepaun Anekcees b.0. 27 |1 .
AoV By KOHTPOMIO KavecTea y \JJR
HonwHocTs (Position) @O (Full name) \x, L n\
Version Description of change ~
(Bepcua) (OnucaHue nameHeHuin)
1.0 HosbliA nacnopt
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