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1. OBLWWAA NHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npoayKuuu:
Product Name

laneyc MeT® TabneTku, NOKpbITLIE NNeHoYHoN o6onoukoit, 50 mr + 850 mr

Ne30

Checked against

MpoBepeHO Ha COOTBETCTBME C:

JIN-Ne(001986)-(Pr-RU)-200524 Tansyc MeT®, TabneTku MOKpLITLIE
nneHouHoun obonoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
Mapkupoeka J11-Ne(001986)-(PI-RU)-270723
Cneuudumkaums kavecTea Ha [Fansyc MeTt® TabneTku, NoKpbIThie NNeHOYHOU
o6onoykor 50 mr + 850 mr Ne 30 SPEC_FDF_00080123, sepcus: 16.0.

BHyTpeHHui koa Howmep cepumn

nepaccacosaHHo npoaykuun: | 42027186 HepacdacoBaHHoM npoaykuumn PK1147

Product Code Bulk Batch Number Bulk

BHyTpeHHUI KOA ynakoBaHHOW Homep cepumu ynakoBaHHOW

NPOAYKUWMK: 44068550 npoayKumMm: PK78460325

Product Code FDF Batch Number FDF

Data npousBoacTea:

Manufacturing Date 03.03.2025
Pa3mep cepumu 3a BblYeTOM

Pasmep cepum: 6 956 yn ! 6 944 yn

Batch Size . fpoo: .
Batch size without samples

2. TONYYEHHDbIE PE3YJIbTATbI
TEST RESULTS
Ne MokasaTtenn* MeTop ucnbitanui / Tpe6osaHune Pesynbtar
Parameters Analytical method / Requirement Resuilt
BusyanbHbIi OsanbHble TabneTku co

L Onucaxue
\ Appearance

OBanbHble TabneTky CO CKOLUEHHBIMU
KpasiMu, MOKPbITbIE NNEHOYHON 060I0UKOM
KenToro co crnabbiM cepoBaThbiM OTTEHKOM
useta. Ha ogHoit ctopoHe TabneTku
mapkupoBka «NVR», Ha apyroi ctopoHe ~
«SEH».

CKOLUEHHBLIMUA  KpasiMK, MOKPbITbIE
NNEHOYHOW OBOIOUKON XEFTOro co
cnabelm  cepoBaThbiM  OTTEHKOM
LseTa. Ha ogHol cTopoHe TabneTku
mapkupoBka «NVR», Ha pgpyrow
cTopoHe — «SEH».

WpenTudpmkauus
Identification
- BungarnuntuH

B3OXX

Bpems yaepXuBaHus OCHOBHOFO NMuka Ha
XpoMmarorpamme UCnbITyemoro pacteopa 1
JOSKHO COOTBETCTBOBATL BPEMEHM
YASPXKUBAHMA NKa BUNAArNANTUHA Ha
Xpomarorpamme CTaHAapTHOrG pacTBopa.

CooteeTcTBYET

2

| - MeTdhopmumHa
rugpoxnopug

|

BIXKX

Bpems yaep)uBaHusi OCHOBHOTO NuiKa Ha
XpoMaTorpamme UCTibITyemMoro pacTteopa 3
[OMKHO COOTBETCTBOBATL BPEMEHM
YAEPXKABaHMS NUKa MeTOopMUHa Ha
XPOMaTOrpamMMecTaHgapTHOro pacTeopa.

CooTBeTcTBYET
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Ne Mokasarenn* Metop ucnbitanuit / TpebosaHune PesynbTar
= Parameters Analytical method / Requirement Result
B3>KX
100% oT 3asiBREHHOro coaepaHus
He meHee 80% (Q) oT 3asBrieHHoOro )
COAepXaHusa sunaarimnTuHa Yepes 30 SMIIARATIVHE e SO BHRED
3 | PacTrBopeHue MUHYT _—
Dissolution - % OT 3aABNEHHOIO COAEPXKaHWA
He meHee 80% (Q) oT 3asBneHHOro MET(OPMAHA TAPOXIOPUAA Yepes
cogepxaHus MeThopMuHa rmgpoxnopuaa 30
MWHYT
yepes 30 MUHYT.
Boaa Metoa K. duwepa o
4 Water He Gonee 1,0%. %
B3>XX o/,
202-01 (amwg): He Gonee 0,5% S e el
MNpumecn 209-01 (UMKNNYECKUIA aMUBNH): Py !
o 207-01 — He obHapyxeHa;
Related ;e Gonee 0,2% EAMHUSHas
substances- gl (AMKeIOﬂVInepa:’MH). HenaeHTUDULMPOBaHHaA NpPUMEChH
Mpumecn 'ée Gares 0.2% o L — He OBHapyXeHa;
BungarnuntuHa AVHUYHON HengeHTUULIMpOBaHHON . b
npumeck: He Gonee 0,2% OC)qn:/m BCEX npumecei MeHee
5 Cymma Bcex npumeceit: He bonee 1,0% s
BOXX 1-LinaHoryanuamH — 0,01%;
1-UM3HO|'yaHV|ﬂMH: He Gonee 0,02% EanHnuHas
_ anMecu EAMHM"-IHOF‘ HeVI,D,eHTVIQ)VILMpOBaHHOﬁ HeMAeHTMd)MuMpOBaHHaﬂ npuMech
MeTdpopmmHa npumecw: He 6ornee 0, j % — He OBHapyXeHa;
ruapoxnopuaa Cymma Bcex npumeceri: He 6onee 0,6% Cymma BCEX NpUMecell — MmeHee
X 0,05%
366-98 — He 6onee 0,2% 366-98 — menee 0,1%
OpHopoaHOCTbL
[O3UPOBaHHbIX Bungarnuntun — BKX . -
g | €AuHMY MeTdomuHa ruapoxnopus, - MeTos “BAV;’;?J;::;"; A\;xn;’d'” .
Uniformity of BapuaLuu Macc AV =16 Ap puA:
dosage AV < 15,0 ’
units
B3XX
KonuuectBenHoe | OT 950% po 105,0% sunparnuntuHa oOT
onpepeneHue 3asBMNEHHOTO COAEPXKaHUs 99 3%
Assay BHyTpeHHuit npegen Ha Bbinyck (IRL): He o
7 | - BungarmunTus MmeHee 97,8%  BungarnunTUHa  OT
3asiBNIEHHOro cofiepxaHusi
B3OXX
l—_v:\llezc)t()ﬁgmuua Or 950% a0 1050% metdopmura | 98,7%
Ap pUA rMApPOXNopuaa oT 3afBNEHHOIO COAEepXaHus.
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Quality Control
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Ne MokasaTtens* Metop ucnbitanui / TpeGosaHue Pesynbrar
. Parameters Analytical method / Requirement Result
Esp. ®., ®. CLIA, An. ®. nnn
®EASC 2.1.6.6,2.1.6.7
Mukpo6uonoruue | Kareropus 3A:
g | ckas uncrora Obwee uncno aspobHbIX MUKPOOPraHU3MOB _
Microbiological — He Bonee 10° KOE B 1 t, Menee 50 KOE B 1 n
purity OBbLee 4ncno SPOoXKEBbIX U NNECHeBbIX
rpuboB — He Gonee 102 KOE B 1 r; MeHee 10 KOEB 1T,
OrcyTeTaune Yoicpykwepuidh cuyduws s 1 1o Otcytcteue B 1T.
o 6 Tabnetok 8 6nmuctep NA/ANTIBX 1 H%i;?ggi?';ﬁg;ﬁ?;oﬁ
antoMUHNEBON DOnbIu.
YnakoBka Mo 5 6nuctepos BMECTE C NUCTKOM- %mnbgn.
. Packing BKNagbILLEM B KAPTOHHYKO Mauky. 05 CRUCTEPOR BMECTE ¢
[onyckaeTcs Hanuyve KOHTPOnsi Nepsoro MMCTEOM-BETIAASILISM B EPTOHEYIO
BCKDBITHS, nauky. MNpucyTCTBYET KOHTPOMNb
NepBOro BCKPbITUA.
lMepBuUYHas BHYTPEHHAA yNaKoOBKa MepBuuHan BHYTPEHHAA
Ha 6nuctepe ykasbisaetcs: ynakoBka
1. Toprosoe HanmeHoBaHue npenapara ¢ Ha 6nuctepe ykasaHo:
npeaynpeauTensHoin Mapxuposkon ® 1. ToproBoe HaumeHoBaHue
2. MexayHapofHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeauTesisHoN
HaumeHoBaHue (ayonupyercs na MapKMpoBkon ®
AHrMACKOM A3bIKE) 2. MexayHapogHoe
3. Jlorotun pepxartens perucTpaumoHHoro HEeNaTeHTOBaHHOE HauMeHOBaHWe
YAOCTOBEPEHUA (Ha aHrTIMINCKOM A3bIKe) (aybnupyeTcs Ha aHrMMIACKOM
4. [lekapcTeeHHas dopma A3bIKE)
5. Josuposka 3. lNloroTtun gepxarens
6. Homep cepuun perucTpaumuoHHoOro yAoCToBepeHys
7. Oata ucteveHus cpoka rogHocTu (B (Ha aHrNUIACKOM $i3bIKE)
dopmare: roaeH ao...) 4. JlekapcTBeHHas hopma
8. [aTa npoussoactea 5. [losuposka
10 MapkupoBka 9. llonyckaeTcsi HaHeCEeHNEe BHYTPEHHUX 6. Homep cepuu
Labelling YNaKoBO4HbIX KOQOB KOMMaHun. B cnyyae 7. [laTa ucteueHus cpoxa rogHoCTH
npouasoacTea Ha nnowapke OO0 (B dpopmarte: roaeH 40...)
«HoBsaptuc Hesa» Ha 6nucTepe ykasbisaioT | 8. [laTa NpoM3BoACTBa He yKasaHa
TONbKO NepeMeHHbIe flaHHble 6e3 yka3aHus | 9.BHyTpeHHMe ynakoBOYHbIE KOkl
npedukcos HOMEpPa cepun v AaThl KOMMNaHUW OTCYTCTBYIOT.
OKOHYaHUA CPoKa rofHOCTU. Ha 6nucTepe ans Homepa cepun u
[ata npousBoACTBa HE YKA3bIBAETCS. OaTbl OKOHYaHWS CpOKa rOAHOCTY
BropuyHast ynakoBka (KapTOHHasi Mavka) | yKasaHbl TONbKO NEpeMeHHbIe
Ha kapToHHOI Nayke ykasblBaeTcs: AaHHble 6e3 ykasaHus npeduKcos .
1. ToproBoe HaumeHoBaHue npenapara ¢ [Hata nponssoacTea He yKkasaHa.
npeaynpeauTenbHon Mapkuposkon ® BropuuHas ynakoeka (KapToHHas
2. MexayHapoaHoe HenaTeHToBaHHoe nayka)
HauMeHoBaHue (aybGnupyeTcs Ha Ha kapToHHOI navke ykasaHo:
aHrNNIACKOM A3bIKE) 1. ToproBoe HaumeHoBaHue
3. Ilorotun aepxarens perncTpaunoHHoro npenapara ¢ npeaynpeanTensHoin
YAOCTOBEPEHUS (Ha aHITIMIACKOM A3bIKE) MapKuposkon ®
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4. HanmeHoBaHue aepxarens 2. MexayHapoaHoe
perucTpaLnoHHoro yA0CTOBEPEHUS U HenaTeHTOBaHHOE HauMeHoBaHue
NPON3BOAUTENS NEKAPCTBEHHOTO Npenapata | (AyonvpyeTcs Ha aHrmuicKoM
(BBINYCKAOWMIA KOHTPONb KavecTsa) sA3biKe)
5. Appec (cTpaHa) aepxarens 3. lorotun gepxartens
pPerucTpaunoHHOro yoCToBEPEHUS U perucTpaunoHHoro yaocToBepeHus
NPOVU3BOANTENS MEKApCTBEHHOro Npenapara | (Ha aHrmMNCKOM A3bIKE)
(BbINYCKAOLWWIA KOHTPOIb KadecTea) 4, HavmeHoBaHue gepxaTtens
6. JlekapcTBeHHas copma PErncTPaLMoHHOro yA0CTOBEPEHNS
7. Ooauposka ¥ NPOU3BOAMUTENSA NEKAPCTBEHHOTO
8. KonvuecTBo niekapcTBEHHOro npenapara B | npenapata (BbifycKaoLni
ynakoske KOHTPOIb KayecTBa)
9. HaumeHoBaHus 1 coaepxaHns 5. Appec (cTpaHa) gepxaTenst
OenCTBYIOLNX BELECTB perncTpaLmoHHoro yaoCToBepeHus
10. Ycnosus xpaHeHust ¥ Npou3BoAUTENS NeKapCTBEHHOro
11. NyTb BBEAESHUSA npenapara (BblnycKaoLwuia
12. Ycnosus otnycka KOHTPOJIb KayecTsa)
13. MpeaynpeauTtensHsie Haanucn: «Cnocob | 6. flekapcTeeHHan opma
NMPYIMEHEHUS: CM. NINCTOK-BKNAAbILL», 7. [JosupoBka
«XpaHWUTb B HEAOCTYNHOM Ans getei mecte» | 8. KonuuecTBo nekapcTBeHHOro
14. Homep cepun npenaparta B yrnakoBke
15. [lata npomssoacTea 9. HaumeHoBaHus 1 coaepaHns
16. [ata ucteueHus Cpok rogHocTy (B OelCTBYIOWUX BELLECTB
cthopmare: rogeH 4o...) 10. Ycnosus xpaHeHus
17. Wrpux-kon, 11. TyTb BBEACHUA
18. [lonyckaeTcs HaHeCeHne BHYTPEHHMX 12. Ycnosus otnycka
yNaKkoBO4YHbIX KOAOB 13. MpeaynpeauTensHbie HaANUeK:
LononHutensHo MOryT ObiTh HaHeCEeHb! «Crnocob NpUMeHeHNs: CM. NUCTOK-
cpeacTsa UaeHTUMKaLMM ANt MOHUTOPUHTA | BKNaAbIL», «XpaHUTb B
LBWKeHUs NekapcTBEHHbIX NpenapaTos OT HeAOCTYNHOM ANnSA AeTel MecTe»
npousBoauTEnNSs 40 KOHeuHoro notpeburens | 14. Homep cepumn
(HaHeCeHMe BO3MOXHO C UCTIOrb30BaHUEM 15. OaTa npoussoacTea
CTUKEpPa). 16. [ata ucteyeHus CpoK rogHOCTH
(B chopmare: rogeH ao...)
17. lrpux-kop,
18. HaHeceHbl BHyTpeHHUe
YNaKkoBOUHbIE KOb.
JOononHUTENBEHO HAHECEHb!
cpepcTea ugeHTudUKaumy Ans
MOHWTOPUHFa OBWKEHWSA
neKkapCTBEHHbIX NpenaparTos OT
NpousBoAUTENS 4O KOHEYHOro
notpeburens (6e3 ucnonb3oBaHuns
CTuKepa).
11 )S(g?:;e""e Mpu Temnepatype He Bbiwe 30°C.
12 | CpoK rogHOCTH 2 roga 2 ropa (28.02.2027)
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(MepuoguyHoCTL
KOHTpONS)
Shelf life (Frequency
of control)

* - [Nokasatenb «Mukpobuonornyeckas YMCToTa» He ABMNAGTCA PYTUHHbIM METOAOM aHanMaa U MOXET OTCYTCTBOBATL B
nacnopTe KoOMnaHun.

3. SAKITIOYMEHMUE
CONCLUSION

JlekapcTBenHbiv npenapat Mansyc MeT®, TabneTku nokpbiTele nneHouHow obonoukoi, 50 mr + 850 mr Ne30,
Homep cepuu PK78460325, cooTeeTcTeyeT TpeboBaHWAM HOPMATMBHO AokymeHTalvu J1T1-Ne(001986)-(Pr-RU)-
200524 ranesyc MeTt®, TabneTku NOKpbITbIE NNEHOUYHOM oBonoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + %nr
Mogynb Mapkuposka J11-Ne(001986)-(PI'-RU)-270723. /

Crapwwuin  cneuuanuct  no . =
yTBepaMn | o roonio kauecTsa Anexcees B.O. | 54 o3 “donas
Approved by

(Full name
Version Description of change
(Bepcus) (Onucanme n3MeHeHuin)
1.0 HoBbil nacnopt
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