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1. OBILUASI MPHOOPMALIUA
GENERAL INFORMATION

Version

4-305-0425 J-Bepcvmﬂ .0

—_—

HanmeHoBaHWe npoaykuuu:
Product Name

ranByc MeT® TabneTku, fioKpeITEIE NAIEHOYHON OBOMOUKON,

50 mr + 1000 mr Ne30

MpoBepeHo Ha COOTBETCTBME C:

Checked against

JIN-Ne(001986)-(PI-RU)-200524 TanByc Met®,

Tabnetkm n

OKpLITLIE

nnexHoyHon obonoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogyrnib
Mapkuposka J1M-Ne(001986)-(PI-RU)-270723
Cneundukaums kauectsa Ha Maneyc MeT®, TabneTky NOKPbIThIE MNEHOUHOI
obornouykoit 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcua: 17.0

BHyTpeHHMiA Kog Homep cepun
HepacthacoraHHoOM npogykuuu: | 42027187 HepacdracoBaHHOW Npoaykuun PM4718
Product Code Bulk Batch Number Bulk
BHyTpeHHMIA KOO YNaKOBaHHOM Homep cepuu ynakosaHHOM
npoayKumnn: 44068551 npoayKumu: PM83050425
Product Code FDF Batch Number FDF
aTa npou3BoAcTBa:
ﬂanufactgﬁng Daztefl 19.04.2025
Pasmep cepuu 3a BblueTOM
Pasmep cepuu: 5 886 yn. 5 5 848 yn.
Batch size without samples
2. NONYYEHHLIE PE3YNbTATHI
TEST RESULTS
Ne Moxaszarens* Merop uenbitannii / Tpe6oBanue Pesynwrar
Parameters Analytical method / Requirement Result
BusyanbHbiia OsarnbHble TabneTku co
OsaribHble TabneTkv ¢o CKOLIEHHBIMU CKOLUEHHBIMW  KpasMu, MNOKPbITbie
o Kpasmu, NOKPLITLIE NeHOYHOM 060noYKol ANEHOYHON  OBOMOYKOA  TEMHO-
1 A "":;f;"g‘: TEMHO-XEITOro ¢ CepoBaThbiM OTTEHKOM XENTora ¢ CepoBaThiM OTTEHKOM
PP upeTa. Ha ogHou cTopoHe TabneTku ueeTa. Ha opHon cTopoHe TabneTku
mapkupoeka «NVR», Ha Apyrow CTopoHe — mapkuposka «NVR», Ha ppyroi
«FLO». ctopoHe — «FLO».
B3XX
Bpems yaepxuvBaHUa OCHOBHOTO NWIKa Ha
zgﬁz;:gt’ig:au"” XpoMarorpaMme UCHbITyeMOoro pacreopa 1 CooTsetcrayer
R ——— AOITKHO COOTBETCTBOBATL BPEMEHU
yAepXuUBaHUS NMUKa BUNJArMUATUHE Ha
2 XpomaTorpaMmme CTaHAapPTHOro pacTeopa.
B3XX
Bpems yaepkuaHns OCHOBHOIO NUKa Ha
- MeTchopmuna XpoMaTtorpaMme UCnbLITYeMoro pacrsopa 3 Cootsetcrayer
rmapoxnopng OOJSTKHO COOTBETCTBOBaTL BPEMEHU
yAepXUBaHUST NUKa MeTopMUHA Ha
XpoOMaTorpaMMecTaHAapTHOrO pacTeopa.
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Quality Control '
Homep nacnopra: _ane. Bepcua:1.0
Certificate number 2.1 __ 4 305 0_4_2_5_ i ] ) \V_V_er_sion e
Ne Nokasarenb* Mevogn ucnbitannii / Tpe6osanue Pesynbrar
3 Parameters Analytical method / Requirement Result
B3XX
He MmeHee 80% (Q) oT 3a9BEHHOTO 99% OT 3asBNEHHOr0 cogepXaHns
cofilepxaHus sungarnunTuHa vyepes 30 | BURAAMMITMHALAePe3:30 (AaA
3 | PacTBopeHue MUHYT i
Dissolution He meHee 80% (Q) oT 3asiBREHHOrO 101% oT 3asABNEHHOrO cogepXaHus
cofepxanuna metchopMuHa ruapoxnopuaa g"g 'thﬂc':p:nMHa rApoxnopvAa Hepes
uepes 30 MuHyT. y
Boaa MeTog K. ®uwepa -
& Water He 6onee 1,0%. o
BOKX R o
202-01 (amug): He Gonee 0,5% 383'81 ” MeHeGS e _
Mpumecu 209-01 (UMKNMYECKUA aMUANH): "0 M€ ObHapyxeHa,
) 207-01 — He obHapyxeHa;
Related He 6onee 0,2% i
ﬂ‘;b;;z':;c;s' 527621165@?;-:/2’”“”9“3%) : HENAEHTUDULMPOBAHHAA NPUMECh
N N — mexee 0,1%;
Bunparnuntuna Eg:;g::?x:ggﬁ::? ?JZ,HMPOBaHHOM Cyn:ma BCEX NpuUMecel ~ MeHee
5 Cymma Bcex npumeceir: He 6onee 1,0% 0,1%
BOXX 1-LinaHoryanuguH — 0,01%;
1 -LlM&HOI'y?HI/I,ﬂVIHZ He 6onee 0,02% _ | Eavmmanas
- Mpumecu Eaunnanoit HeNAeHTUPUUMPOBAHHON | LeyneHTUDULMPOBaAHHES npumech
MeTdpopmuna npumecu: He Gonee 0, ]% ~ He 0BHapyXeHa;
ruapoxnopuaa CyMMa BCeX NpyumMecen: He B6onee 0,6% CyMMa BCEX MpuUMeceil — MeHee
X 0,05%
366-98 - He Gonee 0,2% 366-98 — menee 0,1%
OpHopoaHoCTL
AO03NPOBaHHbLIX BungarnuntuHd — BaMKX B . _
vngarsmntud: AV =15
eauHuL Merdomuna rmgpoxnopug - meton .
g Uniformity of Bapuauum macce XSTSS ngnma TVAPOXTIOPNA:
dosage AV<150 '
units
B3OXX
Ot 95,0% pmo 105,0% BungarnuntuHa oF
KonuuecrBeHHoe ' !
onpepeneHme 3asiBNEHHOro coaepxaHust 08.0%
Assay " !
. BHyTpeHHuit npeaen Ha Bbinyck (IRL): He
7 B ErmaTAH MeHee 97,9% BUNaarMnNTUHa ot
3asiBAIGHHOTO cogepXaHus
B3XX
;MMe;?:ﬁg MMMHa Or 950% gm0 1050% meTdopmuHa | 99,3%
Ap puA rmopoxnopuaa oT 3asBNeHHOro CoaepXKaHus.
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~ KoHTponb kavecTsa

Quality Control
Homep nacnopra: Bepenn:1.0
Certcterumbor B s | verr |
| Ne | [Moxasarens* Metoa ncnoitanui / TpeboBaHue Peaynbrar
| Parameters Analytical method / Requirement Result
‘ Esp. ®., ®. CLUA, An. ®. unm
. ®EASC 2.1.6.6,2.16.7
Mukpobuonoruue | Kareropus 3A:
g | CKas uMcToTa O61uee uicno aapoBHBIX MUKPOOPraHU3MOB
Microbiological — He Gonee 10° KOE B 11; Menee 50 KOEB 1T;
‘ purity ObLyee Yncno APONOKEBLIX U NMECHEBLIX |
rpu6os — He Gonee 102 KOE B 1T Menee 10 KOE B 1T,
| | | Otcytereve Escherichia colis 1. | OtcyrcTBue B 1.
| I Mo 6 Tabnetok B Gnuctep MA/AN/MBX u Mo 6 TabneTok B GnucTep
‘ f aniomMuHueBo onbru, NA/AR/MBX 1 anoMuHUeBoR
YnakoBka Mo 5 GnucTepos BMECTe C MUCTKOM- ¢donbru. Mo 5 6nnctepos BMecTe ¢
. | Packing BKNaAblLIEM B KAPTOHHYIO Mauky. TIMCTKOM-BKNAAbILLEM B KAPTOHHYIO

DonyckaeTcs Hanmume KOHTPONs NEPBOro

| BCKPBITMUSA.

nauky. MprUCYTCTBYET KOHTPOSTL
NEPBOro BCKPLITUS.

10 Mapkupogka
Labelling

L

MNepBuyHan BHYTPeHHNAN YNaKkoBKa

Ha 6nucTepe ykasbiBaeTes:

1. Toprosoe HavmeHOBaHWe Npenapara ¢
npelynpeavTenbHOk Mapknpoekoi ®

2. MexgyHapoaHoe HenaTeHTOBaHHOe

| HaumeHoBaHwe (Ay6nupyeTcs Ha

aHITINIACKOM fA3bIKE)

3. loroTun gepxarens perucTpaLmuoHHoro
YAOCTOBEPEeHUs (Ha aHIMACKOM S3bIKe)

4. lekapcTBeHHas chopma

5. HosunpoBka

6. Homep cepun

7. OaTa ncreyenns cpoka rogqHocTH (B
¢dopmare: rogen go...)

8. faTa npoussoacTea

9. [lonyckaeTca HaHeceHUe BHYTPEHHUX
ynakoBOYHbIX KOAOB KOMMNaHUK. B cnyyae
npou3soacTBa Ha nnowagke QOO0
«HosapTuc Hesa» Ha GnucTepe ykaswisaioT
TONBKO NepemeHHbie AaHHble 6e3 ykazaHus
NPeguKCoB HOMEpa Cepun 1 fathi

| OKOHUaHUS CpOKa rogHocTh.

[laTa rnpovsBoACTBa He ykasblBaeTcs.
BropuuHas ynakoBka (KapToOHHasi nayka)
Ha kapToHHO! navke yKkasbiBaeTcs:

1. Toprosoe HaumeHOBaHMWe Npenapara ¢
npeaynpeanTenbHOn MapKrpoBKoi ®

2. MexagyHapogHoe HenaTeHToRaHHoe
HaumeHosaHwe (aybnupyercs Ha
aHrMNUINCKOM R3bIKE)

3. lloroTun pepxarens perucTpaLuoHHOro

| y@ocToBepeHusn (Ha aHrniniickom s3bike)

4. HanmeHoBaHWe gepxarens
pPEerncTpaLyoHHOro yAoCToBepeHns u

| AaTbl OKOHYaHWS Cpoka roaHoCTU

| HenNaTeHTOBaHHOE HaMeHOBaHWe

MNepBUYHan BHyTpeHHsAs
ynakoBKka

Ha 6nucTepe ykasaHo:

1. ToproBoe HaumeHoBaHue
npenapara c npegynpeanTensHom
MapKUpoBkon ®

2. MexnyHapoaHoe
HenareHTOBaHHOE HauMEHOBaHMWe
(aybnupyeTcst Ha aHrNUNCKOM
A3bIke)

3. NloroTun pepxarens
PEerncTpaLmMoHHoOro yaocToBepeHnst
(Ha aHrnuitckom A3blke)

4. NlekapcTBeHHas dopma

5. DosupoBka

6. Homep cepun

7. [aTa ncteyeHna cpoka rogHocTH
(B chopmarte: rogeH 4o...)

8. [lata riponssogcTBa He ykasaHa
9.BHyTpeHHMe ynakoBouYHble Kogp
KOMNaHUy OTCYTCTBYIOT.

Ha 6nuctepe ans Homepa cepun i

YKa3aHb! TOSNbKO NepeMeHHbie
AaHHble 6e3 ykasaHus npeduKcos .
[ata nponssoacTsa He ykasaHa.
Bropuunasn ynakoska (kapToHHan
nayka)

Ha KapToHHO Nauke ykasaHo:

1. Toprosoe HaumeHOBaHNe
npenapata ¢ npeaynpeavTensHol
MapKUpoBKoik ®

2. MexpyHapoaHoe
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Quality Control
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Certificate number = . _4_3_0? 042_.5 ________| Version
Ne Nokasarens* Metoa ucneitanmii / TpeGoBanme Peaynbtar

R Parameters Analytical method / Requirement Result

nponsBoaUTENS NEKapCTBEHHOrO Npenapara
(BBINyCKAOWWIA KOHTPOSL KAYecTBa)

5. Appec (cTpaHa) gepxatens
PEerncTpaLmnoHHoro yA0CTOBEPEHNA 1
NpousBOaUTENA NEeKapCTBEHHOrO Npenapara
(BBIMYCKAIOLWWUIA KOHTPOMNb KauecTBa)

6. JlexapcreenHasn cdopma

7. Bosuposka

8. KonuuecTBo riekapcTBeHHOro Npenapara B
ynakoeke

9. HanmeHoBaHus U cogepxaHns
OEeNCTBYIOWUX BELLECTB

10. Ycnosus xpaHeHuns

11. MyTe BBEAEHUSA

12. YenoBus otnycka

13. MNpepynpeautensHbie Hagnucu: «Crnocob
NPUMEHEHNS: CM. JTICTOK-BKIIAbILLY,
«XpaHnTb B HEJOCTYTHOM AJ1S AETEN MecTe»
14. Homep cepuu

15. [ara npoussoacTea

16. [laTta ncteyeHns cpox rogHocTU (B
cdopmare: rogeH no...)

17. Wrpux-kog,

18. JonyckaeTca HaHeCeHue BHyTPEHHUX
YNaKOBOMUHbIX KOL4OB [lononHuTensHO MoryT
BbiTb HaHeceHbl CPeacTBa aeHTUUKaLUI
ANA MOHUTOPUHTa ABWKEHUSA NEKAPCTBEHHLIX
npenaparos OT NPOU3BOAMTENS [0
KoHeuHoro nortpeburens (HaHeceHue
BO3MOXHO C UCMOJIb30BaHUEM CTuKepa).

| pervcTpaumoHHoro yaocroeepexus

(ny6rimpyeTca Ha aHrnMMiCKoM
A3bIKE)

3. JloroTun paepxarens
perncTpaLmoHHOro y40CTOBEPEHUA
(Ha aHrncKom sA3bike)

4. HaumeHoBaHWe gepxartens

¥ NPON3BOAUTENS NEKAPCTBEHHOIO
npenapara (Bbinyckatowmi
KOHTPOITb KayecTsa)

5. Appec (cTpaHa) pepxaTerns
PEerucTpaumnoHHOro YA0CTOBEPEHNA
¥ NPON3BOAUTENS IeKAPCTBEHHOTO
npenapara (BbinycKaloLwmia
KOHTpOnb Ka4yecTsa)

6. llexapcrBenHas dopma

7. osmposka

8. KonnyecTso nekapcTBeHHOro
npenaparta B ynakoske

9. HaunmeHoBaHusa 1 cogepxarHus
AEUCTBYIOLLMX BELLECTB

10. Ycnosusi xpaHerust

11. TlyTb BBEACHMWA

12. Yenoeus oTnycka

13. MpeaynpeanTensHble HAANUCK:
«Cnocob NpuMeHeHUs: CM. NNCTOK-
BKNafbIW», «XpaHuTb B
HEeAOCTYNHOM Afs AeTel mecTe»
14. Homep cepum

15. [lata npoussoacTea

16. [lata ncTeueHms Cpok rogHoCTH
(B hopmate: roaeH po...)

17. WTpux-kon

18. HaHeceHb! BHYTpeHHue
YyNakKoBOMHbIE KOAb.
JononHuTenbHo HaHeceHb!
cpeAcTBa UaeHTUdMKaUMKM ans
MOHUTOPWHIa ABWKEHUA
nekapcTBeHHbIX NpenapaTos oT
npov3BOAUTENS A0 KOHEYHOro
norpeburens (6e3 UcrnonbL30BaHUNA
CcTUKepa).

XpaHeHune
11
Storage

Mpu Temnepatype He Bbiwe 30°C.

Cpok rogHOCTH
{Mepuonu4HoCcTL
KOHTpOSS)

12

2roaa

2 ropa (31.03.2027)
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'KoHTponb KauecTsa
Quality Control

Homep nacnopra: 4-305-0425 J Bepc?nsm .0

_Certificate numlger < iy ot e : | Version g
- B
Ne Mokasarens* MeTo.q nenbITaHui / TpeGOBaHue ! Pesynbtar
P Parameters Analytical method / Requirement | Result
Shelf life (Frequency
of control)

* < MNokaszartensb ((MMKpOGMOHOFVI‘-IeCKaﬂ HUCTOTa» He ABMASTCHA PYTUHHLIM METOAOM aHanusa u MOXeT OTCYyTCTBOBAThL B
nacnopTe KomMraHun.

3. 3AKNIOYEHME
CONCLUSION

JlekapcTBeHHbIN npenapat ansyc MeT®, TabneTky NOKpbLITLIe NNEHOUHON 6Bonoukol, 50 mr + 1000 mr Ne30,
Homep cepun PM83050425 cooTaeTcTByeT TpeGoBaHUsIM HOPMATUBHOM AoKymeHTauum J1M-Ne(001986)-(PT-
RU)-200524 'anByc MeT®, TabneTku noKpeiTLEIe NeHo4HoR o6onoukon 50 mr + 500 mr, 50 + 850 Mr; 50 + 1000/

mr Mogyne Mapkupoka J1M-Ne(001986)-(PIr-RU)-270723. 5 /
Crapwuit  cneumanucT  no . {'
ZTBepA"" KOHTPOIIO KayecTsa AIKCECHDICs 20.05, %25 'Y 4
pproved by vy’
Yor
Version Description of change 7
(Bepcus) (Onncanvie usmeHeHwMiA) il
1.0 HoBbiti nacnopt
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