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1. OBWAA UHOOPMALIUA

GENERAL INFORMATION
HaumeHoBaHWe NpoayKuun: ransyc MeT® TabneTku, NOKpbIThIE NNEHOYHOR 06onoukon, 50 mr + 850 mr
Product Name Ne30
N-Ne(001986)-(Pr-RU)-200524 Tansyc Met®, TabneTkn NOKpbITbIE
_ | nnexoyHow oBonoykoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogynb
MpoBepeHo Ha COOTBOTCTBME C: | \japyypopka NMT-Ne(001986)-(Pr-RU)-270723
ecked against .
Cneuundukaums ka4dectsa Ha Mansyc MeT® TabneTku, NOKPbITLIE NNEHOYHOM
o6onoykoin 50 mr + 850 mr Ne 30 SPEC_FDF 00080123, sepcus: 17.0.
BHyTpeHHuUi kog Homep cepun
HepacthacoBaHHOM npoaykumu: | 42027186 HepaccacoBaHHoI npoaykuuy PU8712
Product Code Bulk Batch Number Bulk
BHYTpeHHMIA Ko ynakoBaHHOMW Homep cepun ynakoBaHHOMN
NpoayKUuN; 44068550 npoayKuun: PVv81631025
Product Code FDF Batch Number FDF
Ta NPOU3BOACTRA:
ﬂ:nufacfgﬁng Daren 04.10.2025
Paamep cepum 3a BbiueTOM
f2fMap apuu: 6 901 yn. npo6: e 6 892 yn.
afch Size : :
Batch size without samples
2. NONYYEHHLIE PE3YNbLTATHI
TEST RESULTS
Ne Mokasatenn* Meropa ucneitanuii / TpeGoBaHue Pesynetar
] Parameters Analytical method / Requirement Result
BuzyanbHblid OeanbHble TabneTkn co
OBanbHble TaBNeTKU CO CKOLLEHHBIMU CKOLUEHHbIMWA  KpasiMu, MOKPbITbIE
T AT Kpasmu, NOKpbITble NNEHOYHO 0BONOYKON NNEHoYHON 0BONOYKOR XKEeNToro co
1 A »enToro co cnabbiM cepoBaTLIM OTTEHKOM cnabbiM  cepoBaTbiM  OTTEHKOM
ppearance 5 =
useta. Ha ogHoli ctopoHe Tabnetku useta. Ha ogHow cTopoHe TabneTku
mapkupoeka «NVR», Ha apyroi ctopoHe — mapkuposka «NVR», Ha apyroi
«SEH». CTOpoHe — «SEH».
B3XX
I — Bpems yaepXuBaHUA OCHOBHOIO NuKa Ha1
Identification e st S S i A CooteeTcTByeT
- EMmpar T AOIMKHO COOTBETCTBOBATEL BPEMEHM
YyOEPKUBAHUA NUKA BUNAAINMNTAHA Ha
2 XpomaTtorpammMe CTaHAapTHOro pacTeopa.
B3»XX
_ Bpems yaepKUBaHWA OCHOBHOTC NUKa Ha
- MeTtdopmunHa XpomMmaTtorpamme UcnbITyeMoro pacteopa 3
TMAPOXIIOPUA aznm-lo cgorse'rcraosa}"rb Bpempea-lu GaoTaeTcTRysT
YAEPKMBaAHUA NKa MeTdOopMUHA Ha
XpoMaTorpamMmmMecTaHAapTHOro pacTeopa.
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Ne MNMokazarens* Meton ucnbitanni / TpeGoBanue Pesynbtar
i Parameters Analytical method / Requirement Result
KK 99% OT 3asfBNEHHOro CoAepXaHna
He meHee 80% (Q) oT 3asBneHHOro R e
coaepxaHusa BungarnunTiHa yepes 30 ot p b
3 chmopenne MUHYT .
Dissolution He meHee 80% (Q) oT 3asBneHHoro . 0001' S:HB"eHHom i
cofepxaHua MeTcopMuHa ruapoxnopuaa “3"0 :ﬂqa L A i i
Yyepes 30 MUHYT. ARyt
Boaa MeTtog K. ®uwepa i
* | Water He Gonee 1,0%. A%
B3XX o
202-01 (amug): He Gonee 0,5% ;gg'gl - r:';%i? ){:éna'
Npumecn 209-01 (LMKAMYECKN aMUANH): Py .
5 207-01 — He oBHapyxeHa;
Related He Bonee 0,2% et
substances- 207-01 (aukeTonunepasuH):
n i Gk ) 295 HeuaeHTUULMPOBaHHaa NPUMECH
Bﬂﬁ:::,?“muﬂa E,qHHW-IHDI:'I‘ HeuaeHTUpULMPOBaHHOW EHe;:H:Ey:(e:a; —
npumecu: He Bonee 0,2% 0’;’;‘, i M
5 Cymma Bcex npumeceii: He Gonee 1,0% T
BOXX . 1-UnaHoryaHuauH — meHee 0,01%;
1-uHaHOW?HmAMH: He Gonee 0,02% _ | EAvHnuHan
- Mpumecn EAnHuqHOA HEMAEHTUULMPOBAHHOM | LenpeHTUDUUMPOBAHHES MPUMECH
MeTdhopmuta npumecwn: He Bonee 0,]% ’ — He oBHapyXeHa;
ruppoxopuaa Cymma scex npumeceii: He Gonee 0,6% CymMma BCeX npumecesi — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meree 0,1%
OpHopopAHOCTE
A031MpPOBaHHbIX BungarnuntuH — BOXKX : -
6 | eAnHuL MeTtdromumHa rmgpoxnopug - mMeton Eﬁg‘qaghj:::;”ﬁ Y mak ’
Uniformity of Bapuauum macc AV _¢1 3 PBRpOXTORIAR.
dosage AV <150 e
units
B3XX
KonuuectBeHHoe | Ot 95,0% go 105,0% ewungarnuntuHa oT
onpepeneHue 3asIBNIEHHOr0 CopepXaHus 98 9%
Assay BryTpeHHuid npepen Ha Bbinyck (IRL): He e
7 | - Bungarnuntuu MeHee 97,8% BUNOArnunTuHa oT
3asiBNEeHHOro coaepXaHus
B3XX
=Meripophasig Or 950% gm0 1050% metdopmuHa | 99,6%
ruapoxnopua
rUMapOXnopuaa oT 3asBMEHHONO COAEPKaHUA,
Mo 6 TabneTok 8 Bnucrep
YnakoBka o 6 Tabnetok B Bnuctep MA/ANMBX n "
8 Packing anoMuHneBon honbri, g’gﬁ?;an HaREMIHRaRaY
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Ne Mokazatens* Metog ucnsitaHmii / TpeGoeaHue Pesynbrar

Parameters Analytical method / Requirement Result

Mo 5 6nucTepos BMeCTe C NUCTKOM- Mo 5 6nucTtepoe BMecTe ¢
BKNAAbILIEM B KAPTOHHYIO MauyKy. NUCTKOM-BKMaAbILUEM B KAPTOHHYIO
HonyckaeTcs Hanuywe KOHTPONsA NepBoro nauky. MpucyTcTByeT KOHTpOnb
BCKPbITHS. NepBoro BCKPbITUA.
MepBUYHan BHYTPEHHAA yNaKoBKa MepBuYHaA BHYTPeHHAA
Ha 6nucrepe ykasbiBaeTcs: ynakoBka
1. ToproBoe HaumeHoBaHWe npenapara c Ha 6nucrepe ykasaHo:
npeaynpeanTenbHoi MapkupoBKoi ® 1. Toprosoe HaumeHoBaHue
2. MexpayHapogHoe HenaTeHToBaHHoe npenapara ¢ npegynpeanTensHon
HaumeHoBaHKe (aybnupyeTcs Ha Mapkuposkoi ®
AHrMUACKOM A3bIKE) 2. MexxayHapogHoe
3. NoroTun gepxartens perucTpaLnoHHOro HenaTeHTOBaHHOE HauMeHoBaHue
YAOCTOBEPEHUA (Ha aHrMMIACKOM A3bIKE) (aybnupyeTcs Ha aHrMUACKOM
4. NekapcTBeHHanA opma A3blke)
5. Josnpoeka 3. Norotun gepxartens
6. Homep cepuu perncTpaLoHHoOro yaocToBepeHns
7. [laTta ncteyeHnsa cpoka roaHocTy (B (Ha aHrNWACKOM A3bIKE)
chopmare: rogeH go...) 4. [lekapcTBeHHas thopma
8. [lata npoussofcTea 5. Nosvposka
9. [lonyckaeTca HaHeceHne BHYTPEHHUX 6. Homep cepum
YyNakoBOYHbIX KOAOB KoMnaHuw. B cnyyae 7. [lata ncTeveHus cpoka rogHocTy
npon3soactea Ha nnowagke 000 (8 chopmare: rogeH go...)
«HosapTtuc Hesa» Ha 6nucTepe ykasbiealoT | 8. [laTa Nnpon3BOACTBA He yKasaHa
TOJBbKO NEpeMeHHbIe AaHHbIe De3 ykasaHua 9.BHYTpeHHWE yNaKkoBOYHbIE KOsl
npecuKcos HoMepa cepui 1 AaThbl KOMNaHWK OTCYTCTBYIOT.

9 MapkupoBka OKOHYaHWA CPOKa roAHOCTU. Ha Bnuctepe Ana Homepa cepun 1

Labelling [aTa nponsBoACTBa He YKa3blBAETCA. [AaTbl OKOHYaHWUA CpoKa roAHOCTH

BropuyHasa ynakoBka (kapToHHaA nayka)
Ha KkapToHHOI nadke ykasbiBaeTca:

1. ToproBoe HaumeHoBaHWe npenapara ¢
npegynpeanTensHoi Mapkuposkon ®

2. MexxgyHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHwe (aybnupyeTca Ha
aHrMUIACKOM A3bIke)

3. JloroTnn gepxartens perucTpaumoHHoro
YAOCTOBEPEHUS (Ha aHrNMACKOM A3blke)

4. HaumeHoBaHuWe gepxartens
perucTpauUnoHHoro yaoCTOBEPEHUA 1
Npon3BoAUTENS NEKapCTBEHHOro npenapara
(BBINYCKAOLLMIA KOHTPOMb KavecTsa)

5. Agpec (cTpaHa) gepxatens
pPEerucTpauUnoHHOro yaocToBEpEeHNa 1
Npov3BoAUTENS NEKapCTBEHHOro npenapaTta
(BbINYCKaIOLWMWIA KOHTPONb KavecTsa)

6. llekapcTBeHHan copma

7. Joaunpoeka

8. KonuyecTBo nekapcTBeHHOro npenapara B
ynaKkoBKe

yKasaHbl TOMLKO NepemMeHHble
AaHHble Be3 ykasaHus npetukcos .
[arta npouseoAcTBa He ykasaHa.
BropuuHas ynakoeka (kapToHHas
navka)

Ha kapToHHOM Na4ke ykasaHo:

1. ToproBoe HavMeHoBaHWe
npenapara ¢ npegynpeanTensHoin
Mapkupoekoin ®

2. MexxgyHapoaHoe
HenaTeHToOBaHHOEe HauMeHoBaHue
(oybnupyeTcs Ha aHrnuiAckom
A3bIKe)

3. NoroTun pepxarens
PErncTpaunoHHOro yaAoCTOBEPEHUA
(Ha aHrnUIACKOM S3bIKe)

4. HaumeHoBaHue aepxaTens
PErncTpaynoHHOro yaAoCTOBEPEHUS
¥ NPOU3BOAUTENSA NEKapCTBEHHOro
npenapara (BbinyckaoLnii
KOHTpOnb Ka4ecTea)
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Ne Mokazarens* MeTtopa ucnuiTanui / TpeGoBaHue PeayneTart
Parameters Analytical method / Requirement Result
9. HaumeHoBaHWA 1 copepaHus 5. Aapec (cTpaHa) depxarens
OeACTBYIOWMNX BELLECTB pPervcTpaynoHHOro YAoCTOBEPEHNA
10. YcnoBus xpaHeHns 1 NPOWN3BOAUTENS NEKAPCTBEHHOMO
11. MyTb BBEAEHUA npenapara (BbinycKaroLmii
12. Yenosus oTnycka KOHTpONb KayecTea)
13. MpepynpeautenbHble Hagnuck: «Cnocob | 6. llekapcTeeHHas hopma
NPUMEHEHNS: CM. NUCTOK-BKNAABILL», 7. Jozupoeka
«XpaHuTb B HEAOCTYNHOM ANS AeTel MmecTe» | 8. KonmyecTso nekapcTBEHHOro
14. Homep cepun npenapara B ynakoske
15. [lata npoussoacTea 9. HanmeHoBaHUa 1 copepxaHmns
16. [lata ncreueHns Cpok roqHocTH (B OelCTBYIOLWMWX BELWECTB
dopmare: rogeH go...) 10. YcnoBus xpaHeHust
17. Wrpux-koa 11. NyTb BBEAEHMA
18. [lonyckaeTca HaHeCeHWe BHYTPEHHNX 12. Yenosusa otnycka
yNaKkoBOYHbIX KOLOB 13. MNpeaynpeauTensHble HagNUCK:
OononHutensHo MoryT 6bITb HAHECEHbI «Cnocob npuMeHeHWUs: CM. MUCTONK-
cpeAcTBa naeHTUUKaUMKM ANS MOHUTOPUHIA | BKNaAbIW», «XpaHuTb B
[ABWKEHNA NekapcTBeHHbIX NpenapaTos oT HeAOCTYNHOM ANS AeTel MecTe»
NpPoON3BOAVTENA 40 KOHeYHoro notpebutensa | 14. Homep cepun
(HaHeceHVe BO3MOXHO C UCNONb3oBaHMeM 15. [lata npounssoacTea
CTUkepa). 16. [lata ncrteueHns cpok roaHocTH
(e dbopmare: rogeH go...)
17. Wrpux-koa
18. HaHeceHb!l BHYTpeHHWE
YNakoBOYHbIE KOAbI.
JononHuTensHo HaHeceH bl
cpeacTea naeHTudrKkaumm gna
MOHUTOPWHIa ABWKEHNA
neKapcTBeHHbIX npenapaTos oT
Npou3BOAWUTENS A0 KOHEYHOrO
notpeburens (6es ncnons3oBaHnA
CTUKepa).
10 gg?:g?"e Mpu Temneparype He Bbilwe 30°C.
Cpok rogHoOCTH
(MepuoguyHoOCTL
11 | koHTpONS) 2ropa 2 ropa (30.09.2027)
Shelf life (Frequency
of control)

* - Nokazatens «Mukpobuonorndyeckas YUCTOTa» He ABNASTCA PYTUHHBIM METOAOM aHanu3a M MOXET OTCYTCTBOBATL B
nacnopTe KoMnaHuu.
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Quality Control
Homep nacnopra: _a70. Bepcua:1.0
Certificate number 4-870-1025 Version
3. 3AKIKOYEHUE
CONCLUSION
J'IEI{aDCTBeHHbIH npenapaT Mansyc Met®, TabneTkin NOKpbITbie NneHouHon obonoukor, 50 mr + 850 mr Ne30,
Homep cepun PV81631025 cooteeTcTeyeT TpebGoBaHuam HopMaTUBHON AokymeHTaum AM-Ne(D498 6)-(Pl-RU),~
200524 Maneyc MeT®, TabneTku NOKpbITLIE MNEHOYHOI o6onoukor 50 mr + 500 mr,/60. £ ; 00 Mr
Mogyns Mapkuposka J1M-Ne(001986)-(P-RU)-270723. £y o
Crapwuii  cneumwanucT  no
YTBepaun KOHTPOMIO KaYecTEa Anekcees B.0O. A \0
Approved by
Horsnocte (Position) @0 {Full name) nature)
¥ s s
Version Description of change N L
(Bepcus) (OnucaHmne UaMeHeHNN) {
1.0 HoBbliA nacnopT
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