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Ce 5 _rt_lﬁcate number

Quality Control

1. OBLLUAA NHPOPMALINSA
GENERAL INFORMATION

4-319-0425

Bepceus:1.0

Version

Product Name

HanmeHoBaHUe NPOAYKLUN:

50 mr + 1000 mr Ne30

ransyc MeT® TaGneTku, NOKpPbITEIE NNEHOYHOW 0BONOUKON,

Checked against

MNMpoBepeHO Ha COOTBETCTBME C:

JIN-Ne(001986)-(PI-RU)-200524 Taneyc MeT®,
nneHouHon oBonoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynk
Mapkupoeka JT1-Ne(001986)-(PI-RU)-270723

Cneundukaums kadecTsa Ha Mansyc MeT®, TabneTku NOKPHITLIE MIIEHCUHON
obonoykor 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcusi: 17.0

TabneTku NOKpbITHIE

BHyTpeHHn Ko Homep cepum
HepacthacoBaHHOM npoaykumu: | 42027187 HepacdacoBaHHoN npoaykuuu PM4747
Product Code Bulk Batch Number Bulk
BHyTpeHHMA Ko ynakoBaHHON Homep cepuu ynakoBaHHOM
npoAyKUUN: 44068551 NPOAYKUKN: PN08180425
Product Code FDF Batch Number FDF
aTa NPoUM3BOACTBa:
ﬂanufaczgring Daten 20.04.2025
Paavep cepuu 3a BbIYETOM
A0 CopHy: 5977 yn. Npos: b 5968 yn.
atch Size ; .
Baich size without samples
2. NONYYEHHDIE PE3YJIbTATbI
TEST RESULTS
Ne MNokasarenn* MeTtopn ucnbitaHuii / Tpe6osatue PesynbTar
r Parameters Analytical method / Requirement Result
BusyanbHbii OsancHble TabneTkn co
OBanbHbie TabreTk co CKOLIEHHbIMU CKOLLEHHBIMW  KpasiMu, MOKPbITbiE
o KpasmMm, NOKpbITLIE NAEHOYHOR 060MoUKON nreHoYHON  OBONOUKOA  TeMHO-
1 A "’;‘;ﬁ:ﬂ%: TEMHO-XENTOro C CepoBaThiM OTTEHKOM KEMTOro C CepoBaThblM OTTEHKOM
pp useta. Ha ogHow cropoHe TabneTku LseTa. Ha ogHolt cTopoHe TabneTku
mapkuposka «NVR», Ha apyroii CTopoHe — mapkupoBka «NVR», Ha Apyron
«FLO». cTopoHe — «FLO».
B3»X
Bpems yaepxunsaHna 0CHOBHOrO Nuka Ha
M,ququ)'uKauun Xpomarorpamme ucnelTyemoro pacteopa 1
Identification CootBeTcTByeET
- BARGAIMNTVH JOFXHO COOTBETCTBOBATL BPEMEHU
yAepXusaHvs Nuka BUngarnunTiHa Ha
2 XpomarorpaMme CTaHgapTHOro pacTeopa.
B3»KX
Bpewms yaepxuaHns OCHOBHOIO NuKa Ha
- MeTdhopmuHa XpomarorpaMme UCNbLITYEMOoro pactsopa 3 CooTBeTcTayeT
Mapoxnopma OOJDKHO COOTBETCTBOBaTL BPEMEHU
yAepXX1BaHUS nuka MeTopMmuHa Ha
XpOMaTorpaMmecTaHAapTHOro pacTeopa.
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Quality Control
Homep nacnopTa: 2410 Bepcua:1.0
Certificate number 4-319-0425 Version =
Ne MNokasarens* MeTtoga ucnbitanmit / Tpe6oBanue PesynsTar
. Parameters Analytical method / Requirement Result
B3>KX
He meHee 80% (Q) OT 3a5IBNIEHHOTO 99% OT 3aABMEHHOro CofepXaHus
coaepxaHua BungarnunTuHa vyepes 30 BANSAFMMMTYHE 4ope3l30 MMy
3 | PacTBopeHue MUHYT
Dissolution He meHee 80% (Q) OT 3aSBNEHHOMO 100% ot 3asiBNeHHOro coaepxaHus
coaepXanus MeThopMUHa ruapoxnopuaa gg;ﬁzp:_nma rmApoxnopiaa Hepes
yepes 30 MUHYT. y
Boaa MeTog K. duwepa 5
g Wafter He 6onee 1,0% 0’3 %
5(3)32>K0)§ (amup): He Bonee 0,5% 202-01 - meviee 0,1%;
fMoumech : = iy 209-01 — He obHapyxeHa;
p 209-01 (umknuueckuit aMnanH): 207-01 6 ’
Related He 6onee 0,2% £ -0 = He oOHapyxKena,
substances- 207-01 (gukeTonunepasuH): HHiHHaR
Mpumecn He Gonee 0.2% Hem.u,euTlgqm}_mpoaaHHaﬂ npumech
- = - mMeHee b,
Bunnarn“n-ru"a EAMHMHHOM HeM,D.eHTVId)VIuVIpOBaHHOVI ! ! b
npuMeck; He Goree 0,2% g%n(;ma BCeX npumecen MeHee
5 Cymma Bcex npumeceii; He Gonee 1,0% 7
BIXKX 1-UinaroryaHuaunH — 0,01%;
1-HM3HOW?HM,DMHZ He Gonee 0,02% _ | EnvHuunas
- NMpumech EavHuuHo HeV"-)U-EHTV'q)WUWPOBaHHO“ HeMAeHTULMPOBaHHAA MpUMech
MeTdropmuna npumecu: He Gonee O,j % \ — meHee 0,05%;
ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% Cymma BCEX npuUMeceil — MeHee
X 0,05%
366-98 — He Bonee 0,2% 366-98 — meHee 0,1%
OgHOpPOAHOCTL
D03MPOBaHHbLIX BunparnunTiH - BOXX . -
g | eAunmL MeTdhomumHa rmapoxnopug - meToa '\Bn";’:?;-az:;”:/i A\éxn;JM ]
Uniformity of Bapuauum Mmacc AV =06 AP pua:
dosage AV <150 y
units
B3XX
Ot 95,0% go 105,0% sungarnunTuHa oT
5:::;:;:;3:““ 3as8BNEHHOro CoAEpXaHus
99,5%
:q;i;y TG BHyTpeHHui npegen Ha Bbintyck (IRL): He
7 & meHee  97,9% BUNAarnunTuHa  oT
3anBIEHHOro cogepXKanus
B3OXX
;MMe;fﬁgM:Ha Or 950% jpo 1050% metdopmuna | 98,8%
AP pua FUAPOXIIOPUAA OT 3asBNEHHOMO CoiepXKaHus,
8 YnakoBKa Mo 6 Tabnetok B 6amcTep NA/ANMIBX 1 QZ/i;ill'Glg;TﬁKazg;nifeioﬁ
Racking SMDMHEMEEON (OB chonbri. Mo 5 GnucTepos BMECTe C
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Quality Control

Homep nacnopra: 4-319-0425 Bepcua:1.0

Certificate number . Version |

Ne MNokazaTenn*® MeToa ncneitanuia / Tpebosanne PesynbTar

¢ Parameters Analytical method / Requirement Result
Mo 5 6nucTepos BMeCTe C NIUCTKOM- JIACTKOM-BKIaAbILLEM B KAPTOHHYIO
BKNAJBILIEM B KEPTOHHYIO Nadky. nauky. MpuUcyTCTBYET KOHTPOIb
Lonyckaetcs Hamuume KOHTPOIs nepBoro NepBOro BCKPbITUA.
BCKpbITUS.
MNMepBruHas BHYTPEHHAN YNaKoBKa MepBuUYHan BHYTPEHHSA
Ha 6nuctepe ykasbiBaeTcst: yrnakoBka
1. Toprosoe HavmMeHoOBaHwWe rnpenapaTa ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTenbHON MapkupoBkoi ® 1. ToproBoe HaumeHoBaHne
2. MexayHapoaHoe HenaTeHToBaHHOe npenapara ¢ fnpeaynpeaTensHoi
HaumeHoBaHue (oybnupyeTcs Ha MapKUpOBKoi ®
2HTANACKOM A3bIKE) 2. MexpyHapogHoe
3. Norotun pepxatens perncTpawdmoHHoro HenaTeHTOBaHHOEe HauMeHoBaHue
YAOCTOBEPEHUS (Ha aHrNMMACKOM S3bIKE) (py6rmpyeTcs Ha aHrMMIACKOM
4. JlekapcTBeHHas cdopma A3bIKE)
5. Ooanposka 3. NNorotun pepxarens
6. Homep cepum PerucTpaLmMoHHOro YAOCTOBEPEHUA
7. [laTta ncreueHns cpoka rogHoCcTH (B {Ha aHTMACKOM A3bIKe)
chopmare: rogeH fo...) 4. NlekapcTeeHHas dopma
8. [lata npoussoacTBa 5. [Joanposka
9. [lonyckaetcs HaHeceHUe BHYTPEeHHUX 6. Homep cepun
YNaKoBOMHbIX KOAOB KoMMaHuW. B cryvae 7. laTa ucteyeHus cpoka rogHoCTU
npouseoacTBa Ha nnowazake OO0 (B hopmaTe: rogeH fo...)
«Hoeaptuc Hesa» Ha GnucTepe ykasbiBatoT | 8. [lata NpoMsBOACTBA He ykasaHa
TONBKO NEepemeHHsle AaHHble 6e3 ykasaHus | 9.BHyTpeHHWe ynakoBOuHble Kokl
npecukcos HoMepa cepun 1 aathbl KOMMaHWK OTCYTCTBYIOT.
9 MapkupoBka OKOHYaHMS CpoKa rogHOCTH. Ha 6nucrepe ans Homepa cepun
Labelling [ata npou3BoAcTBa He YKa3biBaETCs. JaTbl OKOHYaHUs1 CPOKa roAHOCTU

BTopuuyHasl ynakoBKa (KapTOHHasA na4ka)
Ha KapTOHHOW nauke ykasbiBaeTcsa:

1. Toprosoe HaumeHoBaHue npenapara ¢
npenynpenuTesibHoi MapkupoBKon ®

2. MexgyHapoaHoe HenaTteHToBaHHoe
HawmeHoBaHue (aybnupyeTcs Ha
HTMTUIACKOM $13blKe)

3. [lorotun pepxatens perncTpaLmoHHoro
yA0CTOBEPEHUA (Ha aHFMNIACKOM SA3biIKE)

4. HanmeHoBaHue gepxxarens
perncTpaLmoHHOro yocToBEpeHna U
npov3BoauTEss NekapcTBeHHOro npenapara
(BbINYCKAIOWIMA KOHTPOMb KauecTea)

5. Agpec (ctpana) aepxarens
PErNCTPaLUOHHOTO YAOCTOBEPEHUS U
NPOV3BOANTENS NEKapCTBEHHOro npenapara
(BBbIMYCKAIOLWWIA KOHTPOSTb Ka4ecTBa)

6. llekapcTBeHHas cdopma

7. Qosuposka

8. Konuyectso nekapcTBEHHOro npenapara s
ynakoBKe

yKasaHbl TONbKO NepemeHHbie
AaHHbie 0e3 ykasaHus rnpedukcos .
Hata npoussoacTsa He ykasaHa.
BropuyHas ynakoBka (KapTOHHas
nayka)

Ha kapToHHON nayke yKasaHo:

1. Toprosoe HaumeHoBaHue
npenapara c npeaynpeauTesibHoi
MapKUpoBKon ®

2. MexpyHapogHoe
HemnaTeHTOBaHHOe HauMeHoBaHNne
(ayBrupyeTcst Ha aHrMUIACKOM
A3bIKE)

3. lorotun gepxatens
perncTpauUmMoHHOro yA0CTOBEPEHNS
(Ha aHrMUIRCKOM A3bIKE)

4. HanmeHoBaHue pepxartenst
perncTpauroHHOro y40CToBepeHNs
i IPOM3BOAUTENS ITeKapCTBEHHOTO
npenapaTta (BbINycKaowini
KOHTPOI1b KaYecTBa)
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Quality Control
Homep nacnopra: Bepcus:1.0
Certiﬁcge numberp . 4-31 92425 | Vergion
Ne Mokaszarenn* MeTop ucnoitanui / Tpe6osaHue Peaynbrar
e Parameters Analytical method / Requirement Result
9. HaumeHoBaHus 1 cogepkaHns 5. Appec (cTpaHa) pepxarens
[eACTBYIOLUX BELLECTB PerucTpaLmoHHOro YAOCTOBEPEHUS |
10. Ycnosust xpaHeHusi 1 NPOU3BOAUTENA NIEKAaPCTBEHHOIO
11. MNyTb BBEACHUS npenapaTa (BbinycKatoLuia
12. Yernosua oTnycka KOHTPOINb KayecTsa)
13. NpeaynpeauTentHble Hagnucn: «Cnocob | B. NekapcTeeHHas gopma
NPUMEHEHUS: CM. NACTOK-BKNaAbILL», 7. JosupoBka
«XpaHuTb B HEAOCTYNHOM ANs AeTei mectey | 8. KonMuecTBo nekapcTBeHHoro
14. Homep cepun npenaparta B ynakoBke
15. lara nponssoncTtea 9. HaumeHoBaHusa 1 coaepxaHus
16. [laTa UCTeYEeHNA CPOK rogHOCTY (B OENACTBYIOLWUX BellecTB
bopmaTe: rogeH ao...) 10. YcroBusa xpaHeHns
17. Wrpux-koa 11. INMyTb BBEAECHUS
18. QonyckaeTca HaHeceHe BHYTPEeHHUX 12. Ycnoeusa oTnycka
yNakoBOUHbIX KOA0B [lONONHUTENLHO MOTYT 13. MpegynpepuTensHble HAANUCH:
ObITb HaHECEHHI cpeacTBa uaeHTudMKauMn «Cnocob NpUMEeHEeHKs:: CM. MINCTOK-
NS MOHUTOPUHIA ABVKEHWS NEKAPCTBEHHBIX | BKM3ALILLY, «XPaHUTb B
npenaparos OT NpousBoANTENs 40 HEeAOCTYNHOM AN AeTEeN MecTe»
KOHEeuHOoro notpeburtens (HaHeceHne 14. Homep cepun
BO3MOXHO C UCMOMNb30BaHUEM CTUKepa). 15. flata npoussoacTBa
16. [aTta ncreyeHus cpok roaHocTu
(B chopmarte: roaeH go...)
17. tTpux-koa
18. HaHeceHbl BHYTpEHHWE
ynaKkoBOYHLIE KOAbI.
JononHuTensHO HaHeCeHb!
cpeacTea naeHTudmkaumm ans
MOHUTOPUHra ABIKEHUS
NexapcTBEHHLIX NpenaparTos oT
Npon3BOAMNTENS A0 KOHEYHOro
noTtpedurtens (6e3s Ucnosib3osaHNs
CcTHKepa).
10 )S(E;:g‘:""e Mpu Temnepatype He Bbiwe 30°C.
Cpok rogHOCT#
(MepuoanyHoOCTL
11 | koHTpOnSs) 2 roga 2 ropa (31.03.2027)
Shelf life (Frequency
of control)

* - Tokasatenb «Mukpobuonoruyeckas YnctoTa» He ABNASTCA PYTUHHLIM METOA0M aHanusa n MOXeT OTCyTCTBOBaThL B
nacnopte KoMnaHuu.
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AHanuTu4yeCKu# NacnopT Ha roToBy1o NPoAyKLUIO
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Quality Control
Homep nacnopra: 240, Bepcua:1.0
Certificate number 4-319-0425 Version
3. 3AKMIOYEHVE
CONCLUSION

NekapcTeeHHbIA npenapar Mansyc MeT®, TabneTku NoKpbITbie NNeHOUHo 060n104Kkon, 50 mr + 1000 Mr Ne30,
Homep cepumn PN08180425 cootseTcTBYeT TpeGoBaHNAM HOpMaTUBHOWM AokymeHTaumm J1M-Ne(001986)-(PT-
RU)-200524 aneyc MeT®, TabneTkv nokpbiTkle nneHouHoi oGonoukoin 50 mr + 500 mr, 50 + 850 mr, 50 + 1?0’
mr Moaynb Mapkuposka J1M-Ne(001986)-(PT-RU)-270723.

Crapwuit  cneyuanuct Mo =
. s N TE ;
yreepaun | .. 100mi0 kauecTsa Anexcees B.O. | )7 o3 Q2 -
Approved by
Version Description of change | Mevyl
{Bepcwua) {OnucaHve N3aMeHeHui) \ iy
1.0 Hosbli nacnopT
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