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1. OBLLUAA UHOOPMALINA
GENERAL INFORMATION

HaunmeHoBaHMe NpoayKLMM:

Product Name

Ne30

I’Ipoaepeuo Ha cOOTBeTCTBMNE C.

Checked against

ansyc MeT® TabneTku, NOKpbITLIE NNIEHOYHON oBonoukon, 50 mr + 850 mr

JIN-N2(001986)-(P[-RU)-200524 TanByc MeTt®, Tabnetkm nokpbiTble
nneHouHo# oGonoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaysb
Mapkupoeka J11-Ne(001986)-(PIr-RU)-270723

Cneumndukaums kauecTtsa Ha ["ansyc MeT® TabneTku, NoKpbITbIe
oBonoykoi 50 mr + 850 mr Ne 30 SPEC_FDF 00080123, Bepcus: 17.0.

€HOYHON

BHyTpeHHuUi kon Homep cepumn
HepacdracoBaHHOW npoaykuuu: | 42027186 HepacdacoBaHHo# Npoaykumy PM4753
Product Code Bulk Batch Number Bulk
BHyTpeHHui Ko, yrnakoBaHHOM Homep cepuu ynakoBasHOW
NpoayKunM: 44068550 NPoAyKunu: PM98650425
Product Code FDF Batch Number FDF
Dara npousBopcTsa: 20.04.2025
Manufacturing Date T
Pasmep cepum 3a BbiueTOM
Pasmep cepuu: 6952 yn. npos: b cep 6943 yn.
Batch Size . .
Batch size without samples
2. NONYYEHHbLIE PE3YJIbTATbI
TEST RESULTS
Ne Nokasarenk* MeTop ucnbitakuit / Tpe6oBaHmne PesyneTar
Parameters Analytical method / Requirement Result
BuayansHbll OgarbHble TabneTkn co
OBasibHble TAONETKN CO CKOLLEHHBIMIA CKOLUIEHHBIMW  KpasiMW, MNMOKPbITbIe
Onucanue KpasiMy, NOKPbITLIe NNEHOYHOW 0GONOUKON NNEHOYHOW 0BO0SIOUKON XKEeNTOro Co
1 Appearance KENTOro co crnabbiM cepoBaThiM OTTEHKOM cnabbim  cepoBaTbiM  OTTEHKOM
ugeta. Ha ogHoit ctopoHe TabneTku useta. Ha oaHoii ctopoHe TabneTkn
mMapkuposka «NVR», Ha Apyrovi CTOpPOHE — mapkumpoBka «NVR», Ha gpyron
«SEH». CcTOpOHE — «SEH».
B3OXX
Bpems yaepxuvsaHusi OCHOBHO O NKA Ha
zﬂe".T.mb."Ka“"" XpomarorpaMmme UCNbITYemMoro pacrteopa 1
entification CooteeTcTByeT
- BunarnMnTIH JOMKHO COOTBETCTBOBATL BPEMEHN
YAEPXUBAHUA MUKa BUNAArMMITAHA Ha
> XpoMaTorpamMme CTaHAapTHOro pacTeopa.
B3XKX
Bpewms yaepusaHusi OCHOBHOTIO NiiKa Ha
- MetopmuHa XpomaTorpamMme UCnbITyemoro pactesopa 3 CooTeeTcreyer
rvapoxnopna, JIOFKHO COOTBETCTBOBATL BPEMEHHU
YAEPKUBaHUS Nnka meTdopmmnHa Ha
XPOMaTOrpaMMeCTaHAapTHOTO pacTBopa.
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Koutporne kavectea
(

Homep nacnopra:
Certificate number

Ne

Mokaszarenn*
Parameters

PacTBopeHune
Dissolution

Bopa
Water

Mpumecu

Related
substances-
Mpumecn
BungarnvwntuHa

- [lpumecn
MeTtchopmnna
rngpoxnopuaa

OnHoOpoOAHOCTL
[03UPOBaHHbIX
eavHuL
Uniformity of
dosage

units

KonuuecreeHHoe
onpenenexHve
Assay

- BungarnuntuH

- MeTdopmuHa
rmapoxnopug

YnakoBka
Packing

4-322-0425

Metop ucnnitaHus / Tpe6osatue
Al method / F ’

B3XKX

He meHee 80% (Q) oT 3asBneHHOro
cofepxaHua sungarmntuHa vepes 30
MUHYT

He meHee 80% (Q) oT 3aaBneHHOrO
copepkaHvsa meThopmMuHa ruapoxnopusa
uepes 30 MuHyT.

MeTog K. dnwepa
He 6onee 1,0%.

B3>»KX

202-01 (amug): He 6onee 0,5%
209-01 (UMKNMYecKUin aMmnauH):

He Bonee 0,2%

207-01 (aukeTonunepasuy):

He Gonee 0,2%

EAnHunyHoO HenaeHTUUUMpPOBaHHON
npumecw: He 6onee 0,2%

i 1
B3»KX
1-UnaHoryaHnaun: He 6onee 0,02%
EauHnuHom HenaeHTudUMpPOBaHHON

npumecu: He 6onee 0,1%
Cymma Bcex npumeceii: He 6onee 0,6%

X
366-98 — He 6onee 0 2%

Bungarnuntue — Ba>KX
MeTdomuHa ruapoxnopug, - mMeTos
BapuaLmn macc

AV <150

B3OXX

Ot 95,0% po 105,0% sungarnuntuHa oOT
3aRBrNeHHOro CoAepXKaHNA

BHyTtpeHHui npegen Ha Bbinyck (IRL): He

MeHee 97,8% BUnAarnMnTUHa oT
3afABIMeHHOTo coaepXaHUA
B3XX

Or 950% npo 1050% wmerdopmuHa
rwapoxnopuaa oT 3asBlEHHOTO CoOAePXKaHNA.

Mo 6 TabneTok B 6nuctep NA/ARTIBX n
anoM1HUEBON onbru.

Bepcua:1.0

Version

PesynbTrar
Result

99% OT 3asABNEHHOrO CoAEPXaHWA
BunAarnunTuHa Yepes 30 MUHYT;

99% OT 3asiBNEeHHOro cogepkaHuns
MeTdopMUHa ruapoxsiopuaa yepes
30 MuHyT

0,3%

202-01 — meHee 0 1%;

209-01 — He oBHapyXeHa;

207-01 — He obHapyxeHa;
Eanknurasn
HengeHTUhUMpoBaHHas npuMech
— He obHapyxeHa;

Cymma BCex npuMeceid — meHee
0,1%

1-Linaroryanmamn — 0,01%;
EavHuyHasn
HeugeHTUULMPOBaHHAA MPUMECH
— He obHapyxeHa,;

Cymma BCcex ripumeceit — MeHee
0,05%

366-98 — meHee 0,1%

Bungarnmntux: AV =27
MeTdomuHa ruapoxnopua;
AvV=20

99,1%

99,0%

Mo 6 Tabnetok B Gnucrep
MNA/AN/MNBX n anoMuHWeBON
onbru.
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KoH1 onb KadecTBa
{

Homep nacnopra:
Certificate number

Ne Mokazatens*
- Parameters
9 MapkuposBka
Labelling

4-322-0425

Meroa ucnbiTaHvii / TpeGoBaHue
Analytical method / Requirement
05 uncTepoB BMECTE C MTMCTKOM-
BKMaJbleM B KADTOHHYIO Nauky.
JonyckaeTcs Hanmume KOHTPOss NepBoro
BCKPLITUS,
fMepByiYHan BHYTPEHHANA YNaKoBKa
Ha 6rmcrepe ykasbiBaeTcs:
1. Toprosoe HanmeHoBaHMe nNpenapara ¢
npegynpeautensHor MapkupoBkon ®
2. MexayHapoaHoe HenaTeHToBaHHoE
HaumeHoBaHue (aybnuvpyeTcs Ha
aHrMUACKOM A3bIKE)
3. loroTnn gepxxaTens perucTPaLlMoHHOro
yBOCTOBEPEHUA (Ha aHTNAACKOM R3bIKe)
4. JlekapcTBeHHas chopma
5. llosmposka
6. Homep cepun
7. datan euyeHus cpoka rogHOCTY (B
copmarte: rogeH Ao...)
8. fata nponssoacTea
9. [lonyckaeTcs HaHeceHNe BHYTPEHHUX
ynakoBOYHbIX KOHOB komnaHuu. B cnyvae
npounssoAcTBa Ha nnowaake 000
«Hosaptuc Hesa» Ha Bnuctepe ykasbiBaioT
TOMNbKO NEPEMEHHbIE AaHHbie Be3 ykasaHus
npeguKcos HoMepa cepun 1 AaThbl
OKOHYaHWA CPOKa roJJHOCTY.
Harta npoussoacTsBa He yKasbiBaeTca
BropuuHas ynakoBka (KapTOHHas nayka)
Ha xapToHHON navke ykasblBaeTca:
1. Toproeoe HaumeHOBaHWe npenaparta ¢
npeaynpeauTensHoV Mapknposkon ®
2. MexxaynHapogHoe HenaTeHToBaHHOe
HavMeHoBaHue (ZybnupyeTcs Ha
aHrMUACKOM A3biKe)
3. florotun pepxartens perncTpaumoHHoro
YAOCTOBEPEHUA (Ha aHIMNACKOM A3bIKE)
4. HanmeHoBaHue aepxartens
permcTpaLuoHHOro yA0CTOBEPEHUS U
NpousBoAUTENsA NeKapcTBEHHOro npenapara
(BBINYCKAIOLWMIA KOHTPOrMb KavecTsa)
5. Agpec (cTpaHa) gepxartens
PEFUCTPALIMOHHORO YAOCTOBEPEHUS U
Npou3BoAnUTEeNA NeKapcTBEHHOro npenapara
(BBINYCKAIOLUMIA KOHTPONb KayecTBa)
6. NexapcTBeHHan copma
7. [osuposka
8. Korninuectso nekapcTBeHHOro npenapata B
naxKoBke

Bepcua:1.0

Version

Pesynbrar
Result
o} NCTEpPOB BMECTE C
FINCTKOM-BKNAJbILLEM B KAPTOHHYIO
nayky. FipncyTcTByeT KOHTPOnb
nepsoros  ITWs.

MepBUYHas BHYTPEHHSA
ynakoBka
Ha 6nucrepe ykasano:
1. Toprosoe HaumeHoOBaHNE
npenapata ¢ npeaynpeauTensHoik
MapkupoBkon ®
2. MexgyHapogHoe
HenaTeHTOBaHHOE HauMeHoBaHue
(ayGnunpyeTca Ha aHrMACKOM
A3bIKE)
3. florotun pepxartens
PErMcTPaLiMOHHOTO YAOCTOBEPEHNS
(Ha aHrnuickoMm A3bIKe)
4. [lekapcteHHas opma
5. [losupoBka
6. Homep cepun
7. Data ucreueHmna cpoka rogHoCTH
(B chopmare: rogeH go...)
8. [lata npounssoacTBa He yKasaHa
9.BHyTpeHHme yrnakoBouHble Koabl
KOMMaHWN OTCYTCTBYIOT.
Ha 6aucTepe ans HoMmepa cepuu 1
JaTbl OKOHYaHUS CPOKa rOQHOCTU
yKasaHbl TONbLKO NepemMeHHbie
AaHHble 6e3 ykasaHua npedmKcos .
[Jata npousBofcTBa He yKasaHa.
BropuuHas ynakoska (kapToHHas
navka)
Ha kapToHHO# nayke ykasaHo:
1. ToproBoe HaumeHoBaHue
npenaparta ¢ npeaynpeanTenbHon
Mapkuposkon ®
2. MexayHapoaHoe
HenaTeHTOBaHHOE HauMeHoBaHNe
(aybnupyeTca Ha aHFNMICKOM
A3biKe)
3. Ilorotun gepxarens
PEerucTpaLnoHHOro yAoCTOBEpEeHNs
(Ha aHrMUMUCKOM SI3bIKe)
4. HavmeHoBaHue gepxaTens
perucTpaunoHHOro yA0CTOBEPEHNA
W NPON3BOAUTENS NEKAPCTBEHHOrO
npenapara (BbiNyCKatoLuin

onb KauecTsa
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Kon onb kauecTsa

! Control
Homep nacnopra: 4-322-0425 Bepcua:1.0
Certificate number Version
Ne MNokasarens* MeTop ucnbitannii / Tpe6oBanmne Pesynwrar
- Parameters Analytical method / Requirement Result

9. HaumeHoBaHMA U cogepxaHus
AeNCTBYIOLLMX BELLECTB

10. Ycnosust XxpaHeHus

11. MyTb BBEAEGHWA

12. Ycnosust otnycka

13. MpenynpeautrerbHble Hagmcu: «Cnocob
NPUMEHEHWS: CM. NUCTOK-BKITAABILLY,
«XpaHuTb B HENOCTYIHOM AN AeTe MecTe»
14 Homep cepuu

15. [lata npousBoacTea

16. Harta ncreveHus cpok rogHocTy (B
cdopmaTe: rogeH go...)

17. Wrpux-kon

18. [lonyckaeTcst HAHECEHNE BHYTPEHHUX
YNaKoBOYHLIX KOAOB

DononHutensHo MOryT 6biT HaHeCeHb!
CcpeacTBa uAeHTUdUKaLMK AN MOHUTOPUHIa
OBWKEHUA NekapCTBeHHbLIX Npenaparos OT
NponsBoANTENS A0 KOHEMHoro noTpeburens
(HaHeceHne BO3MOXHO C MCMOFb30BAHUEM
CTUKepa).

10 XpaHeHue

Storage Mpu Temnepartype He Boile 30

Cpok rogHocTh
(NMepuoanuHoCTL
11 | koHTpOnSsY)

Shelf life (Frequency
of control)

2 ropa

5. Appec (cTpaHa) aepxatens
perncTpaumorHoro yaoctoBepeHns
1 NPOU3BOANTENS NEKAPCTBEHHOIO
npenapara (BbiryckaoLwui
KOHTpOnbk KayecTsa)

6. NexapcreeHHas dopma

7. Dosnposka

8. KonuuecTtBo nekapcTBeHHOro
npenapaTta B ynakoBke

9. HaumeHoBaHNA 1 cogepkaHun
[eACTBYIOLLNX BELLECTB

10. Ycnoeus xpaHeHus

11. MyTb BBEAEHMA

12. Ycnosus otnycka

13. MNpepynpeautensHble HAaANNCK:
«Cnocob NnpUMeHeHNs: CM. NUCTOK-
BKNagbIW», «XpaHUTb B
HeJoCTYNHOM ANs AeTel MecTe»
14. Homep cepun

15. [lata npoussogcTea

16. [lata ucteueHns CpoK roqHOCTH
(e cbopmare’ rogeH J)

17. Wrpnx-kog

18. HaHeceHbl BHYTpEHHKE
yMakoBOYHble KOAbI.
JononHutensHo HaHeceHb!
cpeacTsa naeHTudmkaumm ans
MOHUTOPUHIa ABWKEHNA
neKapcTBeHHbIX NpenapaTos oT
NPOU3BOANTENSA [0 KOHEYHOTO
notpeburens (6e3 ucnonb3oBaHUs
cT a

2ropa (31.03 )

* - Nokasartens «mepo6monormqec1<aﬂ qucrotTa» He ABNAETCHA PYTUHHLIM METOAOM aHanm3a u MOXeT OTCYTCTBOBaTb B

nacnopTe kKoMNaHuw.
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AHAnNNTUYECKWIA NAcnopT Ha FOTOBYH NPOAYKLNIO
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KoHTtponb kavecTea

Quality Control
Howmep nacnopra: _ane_ Bepcun:1.0
Cfrtiﬁgate nurgber 4-322-0425 Version
3. 3AKIMOYEHUE
CONCLUSION

JlekapcTeeHHblid npenapat ansyc MeT®, TabneTku NOKpbITbie NneHouHow obonoykon, 50 mr + 850 mr Ne30,
HoMep cepumn PM98650425 cooTBeTcTBYeT TpeboBaHuAM HopMaTne oi AokymeHTaumu J1M-Ne(001986)-(Pr-RU)-
200524 'aneyc Met®, TabneTky NOKpbITLIE NreHoYHOW oboroukon 50 mr + 500 mr, 60 0+ 1000
Moayne Mapkuposka J1M-Ne(001986)-(PI-RU)-270723.

Crapwmit  cneunanuct  no
YTBepAMN |\ (rnonio kavecTBa Anekcees B.O. | ,\ o5 2
Approved by
Version Description of change
(Bepcus) (Onucanve nameHeH®n)
1.0 HosbiA nacnopt
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