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AHaNUTUYECKUA NRCROPT HA FOTOBYIO MPOAYKLNIO

JinueHsun Ha ocylecTBNEHNE NPOU3BO/ACTBA NEKapCTBEHHbIX cpeacTs Ne00153-J1C

00O "HosapTtnc Hesa"
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Hopora B Kamerxy, 8.40, kopn. 3, nutepa A

TenedoH: +7 812 336 9891
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KoHTponb kavectsa
Quality Control

Homep nacnopra:
Certificate number

4-134-0225

Bepcuns:1.0
Version

1. OBLLASAA UHOOPMALIUA
GENERAL INFORMATION

HanmeHoBaHMe npoayKumu:
Product Name Ne30

laneyc MeT® TabneTtku, NOKpbITble NNeHoYHoMN oBonoukoi, 50 Mr + 850 mr

I'IPOBepeHO Ha COOTBéTCTBMe C:
Checked against

JIMN-Ne(001986)-(PI-RU)-200524 T[anByc MeTt®, Tabnetku ROKpbiThie
nneHouvHo obonovkoi 50 mr + 500 mr, 50 + 850 wmr, 50 + 1000 mr Moayrib
Mapxuposka J1M-Ne(001986)-(PI-RU)-270723

Cneuudukauma kavectsa Ha Mansyc MeT® TabneTku, NOKPLITLIE NAIEHOYHON
o6onoukoin 50 mr + 850 mr Ne 30 SPEC_FDF 00080123, Bepcusi: 16.0.

BHyTpeHHMIA KOA Homep cepun
HepacdacosaHHOM npoaykumn: | 42027186 HepaccacoBaHHO npoaykumy PK1149
Product Code Bulk Batch Number Bulk
BHyTpeHHUIA KOA yNaKOBaHHOW Homep cepuu ynakoBaHHON
NpoayKLUUU: 44068550 npoayKuMuK: PK78500325
Product Code FDF Batch Number FDF
aTa Npou3BoACTBaA:
ﬂanufactgring Datg 03.03.2025
X Pasmep cepuu 3a BbIY4ETOM
fic 3 SpI CEDAN 6 991 yn. npo6: g 6982 yn.
Batch size without samples
2. TIONYYEHHbIE PE3YNbTATbI!
TEST RESULTS
Ne Moxkasarersk* Metoa ucnwitaHuii / Tpebosanue Peaynbrar
= Parameters Analytical method / Requirement Result
BusyartbHbin OBarnbHbie TabneTkun co
OsanbHble TabneTku co CKOLUEHHbIMW CKOLLEHHBIMW  KPasiMK, MOKPbITbIE
o KpasiMuy, MOKPLITLIE NNEHOMHOM 0GOMOYKOR NNEHOYHON OBOMOYKOW KENTOro co
1 A’;":;?:n‘:ee XKenToro co cnabbiM cepoBaTLIM OTTEHKOM cnabbiM  cepoBaThiM  OTTEHKOM
useta. Ha ogHoi cTopoHe TabneTku useTta. Ha oaHo# ctopoHe TabneTku
mMapkuposka «NVR», Ha apyro cTopoHe — mapkuposka «NVR», Ha ppyroi
«SEH». cTopoHe — «SEH».
B3»KX
Bpems yaepxmnBaHna OCHOBHOTO fvka Ha
zﬂe".T.“d’."Ka“"" XPOMaTorpamMme UCTIbITYEMOro pacTeopa 1
entification CooTtBeTcTBYET
- —— DOIDKHO COOTBETCTBOBaTL BPEeMEHN
yAepXvBaHWs NKa BUNSArnMnTUHa Ha
2 XpomaTorpaMmme CTaHaapTHoro pacreopa.
B3»KX
Bpems yaepxusaHus OCHOBHOrO nuka Ha
- Mercbopmuna XpomaTorpaMme UCnbiTyeMoro pactsopa 3 CooTsercreyer
rmapoxnopus, JAOIMKHO COOTBETCTBOBATL BPEMEHU
YAEPXKUBAHNA NUka MeTdopMmHa Ha
XpoMaTorpaMmMmecTaHAapTHOro pacTeopa.
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AHanuTM4ecKMit NAcNopT Ha FOTOBYIO NPOAYKLMIO

TNuueHans Ha ocyulecTeneHne NPOM3BOACTEA NEKAPCTBEHHBIX cpeacrs Ne00153-f1C

000 "Hosapruc Hesa"
Poceus, Caxkr-Netepbypr,
Hopora B Kamenky, 4.40, kopn. 3, nutepa A

TenedoH: +7 812 336 9891
novartis.neva@novartis.com

KoHTponb kayecTsa
Quality Control

Homep nacnopra: 124, Bepcus:1.0
Certificate number 4-134-0225 Version
Ne Mokasarens* MeTog ucnbitanuii / Tpe6osanue PesynksTar
i Parameters Analytical method / Requirement Result
B3»X o
He meree 80% (Q) oT 3aasneHHoro ;32 ézmiiiigergoég gg"iﬂev?:(?_"m
cofepXaHus BunjarnunTuHa Jepes 30 A P T,
3 chTBopeHue MUHYT .
Dissolution He meHee 80% (Q) ot 3asBneHHOro l\gnBeszc:)T ;a:::f:m;:;:n:p:(a:":a
coaepxaHus meTgopmuHa rugpoxnopuaa 30 MMHpT ap Riop
yepes 30 MuHyT. y
Boga Merop K. duwepa o
4 Water He 60nee 1 ,0% 0,2 %
B3»KX o/,
202-01 (amunz): He Gonee 0,5% gggg} :r::%igl1>{:év+a'
Mpumecu 209-01 (umknnyeckuiA aMuguH): PY. ’
5 207-01 — He oBHapyxeHa;
Related He 6onee 0,2% EqMHUuHas
%ubstances- ﬁggg;éggkgz/?nwnepaam): HeMEeHTUULMPOBaHHAS NPUMECH
pumecn L s — He oBHapyXeHa;
EavHriHoi HenaeHTMduUMpoBaHHoii j L
Bunparnuntuna npAMM ecn: He 6 oﬂee o,g)%u P Cyn:ma BCEX MpUMECcell — MeHee
5 Cymma Bcex npumecei: He Gonee 1,0% 0%
B3XX 1-LnaHoryaHuguH — 0,01%;
1-HMaHOW?HMAMHZ He Gornee 0,02% _ | Eavsnunas
- anMecM EAVIHVI‘-IHOW HeM,quTVICbVILMpOBaHHOM HeMAeHTMQ)MUMpC)BaHHaH npumech
MeTdpopmmHa npumecw: He Gornee 0, j % — He oBHapyXeHa;
ruapoxnopnaa Cymma scex npumeceit: He Gonee 0,6% g%,\;xa BCEX NpUMeceli — MeHee
X U970
366-98 - He Gosiee 0,2% 366-98 — He oBHapyxeHa
OpaHopoaHOCTL
A03UPOBAaHHbIX Bungarnmntun — BaXKX . _
g | eAHML MeTtchomuHa ruapoxsniopug - Meton ,\ang'rg)a(m::;"; A\éx;;’?ﬂ )
Uniformity of BapuaLum macc AV =13 ap PUA:
dosage AV=150 '
units |
B3XKX
Konuuecteennoe | Ot 95,0% po 105,0% BungaraunTMHa ot
onpepnerieHue 3anBMEHHOTO CoAepPXaHUs 99 1%
Assay BHyTpeHHuit npeaen Ha sbinyck (IRL): He ’
7 | - Bungarnuntun MeHee  97,8% BUngarnunTuHa oT
3a5IBNIEHHOTO CoOePXKaHusl
B3IXKX
;MMGL?()I?EMM”% Or 950% po 1050% MmeTdopmuta | 98,6%
ap puA rUAPOXNOPKUAA OT 3asBIIEHHOMO COAEPXKaHMs.
Mo 6 Tabnetok B Gnncrep
YnakoBka Mo 6 Tabnetok B Grniuctep MA/AN/MBX u "
8 Packing anoMmHneBson onbru. gﬁ:ﬁ:ﬁ'ﬂBX Ll L |
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AHanUTUYECKMIA NACIOPT HA roTOBYIO NPOAYKLUMIO

Tntienaus Ha ocyliecTeneHre Npou3BOACTBA NEKapCTBEHHBIX cpeacTs Ne0153-11C

000 "HosapTuc Hesa"
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Quality Control

Homep nacnopra: 4-134-0225 Bepcuna:1.0

Certificate number Version

Ne fokasarenn* Mevop ucnbitanuii / TpeGosatne Pesynbrar

i Parameters Analytical method / Requirement Result
Mo 5 6nmcTepoB BMecTe ¢ NUCTKOM- Mo 5 6nuctepoe BmecTe c
BKNAAbILLEM B KAPTOHHYIO NauKy. NNCTKOM-BKNAAkILLEM B K2PTOHHYIO
HonyckaeTcs Hanuue KOHTPONS NepBOro nauky. MpucyTcTByET KOHTPOIL
BCKPbITUA. N1epBOro BCKPLITUS.
MepBuuHan BHyTpeHHsAs ynakoBka MNepBuyHan BHyTpeHHNs
Ha 6nuvcrepe ykasbisaerca: yrnakoBka
1. ToproBoe HaumeHoBaHWe npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTenbHOW MapKupoBkoin ® 1. Toproeoe HaumMeHoBaHue
2. MexnyHapoaHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeautTensHon
HaumeHoBaHue (nybnupyertcs Ha MapkupoBkoi ®
aHrIINACKOM A3LIKE) 2. MexpyHapogHoe
3. JloroTun pepxarens perncTpaLmoHHoro HenaTeHToBaHHOE HauMeHoBaHue
YAOCTOBEPEHUA (Ha aHINNIACKOM A3bIKe) (ay6rnmpyeTtcs Ha aHrnuiickom
4. lekapcTBeHHas chopma A3bIKe)
5. [losupoBka 3. lorotun gepxarens
6. Homep cepum PEerucTpaumoHHOro yRoCTOBEPEHMA
7. [aTa ucteveHusa cpoka rogHocTy (B (Ha aHrnuincKoM fA3kike)
thopmate: roaeH Ao...) 4. [lekapcTeeHHan opma
8. [ata npoussopcTea 5. JosnpoBka
9. HonyckaeTcst HaHECEeHUE BHYTPEHHUX 6. Homep cepun
YNakoBOYHbIX KOAOB KOMMaHuu. B cryuae 7. lata ucteueHus cpoka rogHoCTH
npoussogcrea Ha nnowagke OO0 (B chopmaTe: rofeH Jo...)
«Hoeaptuc Hesa» Ha 6nucTepe ykaswisalor | 8. [ata NPou3BOACTBA HE yKasaHa
TONbKO NEpemeHHble AaHHble 6e3 ykasaHus | 9.BHyTpeHHWe ynakoBouHbie Koabl
npedukcos Homepa cepum 1 aatsl KOMIaHny OTCYTCTBYHOT.
9 MapkupoBka OKOHYaHKA CPOKa FOSHOCTY. Ha Gnvcrepe ana Homepa cepun n
Labelling [ata nponsBofcTBa He yKasblBaeTcs. AaTbl OKOHYaHWA CPOKa FOQHOCTY

BropuuHas ynakoBka (kapTOHHasi nayka)
Ha kapToHHOV nayke ykasblBaeTcs:

1. ToproBoe HaMMeHOBaHWe npenapara ¢
npeaynpeavTensHoi Mapkuposkoin ®

2. MexayHapogHoe HenaTeHToBaHHoe
HaumeHoBaHue (Aybnupyercs Ha
aHIMTNIACKOM A3BIKE)

3. NloroTuin Aepxatens perucTpaLmMoHHOro
YAOCTOBEPEHVS (HAa aHIMMACKOM A3bIKE)

4. HaumeHoBaHve aepxarens
PerucTpaunoHHOro yA0CTOBEPEHMS 1
npoussoAMTENs NEKapCTBEHHOrO npenapara
(BbINYCKAIOLLWIA KOHTPOMbL KayecTsa)

5. Aapec (cTpaHa) aepxartens
PercTpaLmoHHOro y40CTOBEPEHNS 1
NPON3BOAUTENS JIEKAPCTBEHHOTO Npenapara
(BbINyCKaOWWIA KOHTPOMNb Ka4YecTBa)

6. NekapcTBeHHas hopma

7. dosmpoeka

8. KonuuecTso nekapcTeeHHOro npenapara B
ynakoBKe

yKasaHbl TONbKO NnepemMeHHble
AaHHble 0es ykasaHus npecukcos .
Hata npoussoacTea He ykasaHa.
Bropuunas ynakoBka (kapToHHas
nauxa)

Ha kapToHHol nayke ykasaHo:

1. Toprosoe HaumeHoBaHWe
npenapara ¢ npeaynpeauTenbHoi
MapKupoBKo# ®

2. MexgyHapogHoe
HenaTeHToBaMHOe HauMeHoBaHue
(oy6nupyeTtcst Ha aHrMMACKOM
AA3bIKE)

3. florotun gepxarens
PerncTpaLuoHHOro yaocToBepeHus
(Ha aHrnuitckom fA3bike)

4. HavmeHoBaHue gepxartens
PerucTpaLmMoHHOro yA0CTOBepeHMs
Y NpoussoanTesns NekapcTBeHHoro
npenaparta (BbINycKaoLwunia
KOHTPOJib Ka4ecTBa)
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AHanUTNYECKMA NAcNoOpPT Ha rOTOBYIO MPOAYKUNIO
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Ne Mokazarenn* MeTtop ucneitanun / TpeGosanue PesynkTar
5 Parameters Analytical method / Requirement Result

9. HaumeHoBaHWA N coaepxanus
JeicTBYIOWMX BELLECTB

10. YcnoBums xpaHeHus

11. NyTb BBEAEHUS

12. Ycnosus oTnycka

13. MNpepynpeauTensHble Haanuen: «Crnocob
NPUMEHEHURA. CM. TNTACTOK-BKITAAbILLY,
«XpaHWUTb B HEAOCTYNHOM AN AeTeh MecTe»
14. Homep cepun

15. fata npounsBogcTea

16. [laTa McTeveHna cpok rogHocTy (B
dopmare: rogeH a0...)

17. Wrpux-kog

18. LonyckaeTcs HAHECEHNE BHYTPEHHNX
YMaKoBOYHLIX KOAOB

HononHureneHo MOryT 6bITh HAHECEHB!
cpeAcTBa UASHTMDMUKALMM AN MOHUTOPUHIE
OBIDKEHUA NeKapCTBEHHBbIX Npenaparos oT
NPoOU3BOANTENS SO KOHEYHOTo noTpeburens
(HaHeceHune BO3MOXHO C UCAOMNL30BaHNEM
CTUKepa).

5. Anpec (cTpaHa) gepxaTens
PerncTpaLmoHHOro yaocTOBEPEHNS
¥ NPOU3BOAMTENS NEKAPCTBEHHOTO
npenapaTa (BbInyCcKalownii
KOHTPOMNb KavecTsa)

6. llekapcTBeHHas hopMa

7. loavposka

8. KonnuyecTtso nexapcteeHHOro
npenapara B yrnakoBke

9. HanmeHoBaHus n coaepxaHus
OEWCTBYIOWKX BELLECTB

10. YenoBusa xpaHeHus

11. NyTb BBEASHMS

12. Yenosus otnycka

13. MpepynpeauTenbHble Haanucy:
«Cnocob npuMeHeHus: CM. NMNCTOK-
BKNagbIW», «XpaHuTb B
He[oCTyNHOM AN AeTel MecTe»
14. Homep cepum

15. Hata npoussogcTea

16. JaTa ncteueHnsa cpok roqHocTH
(B chopmare: ropeH go...)

17. Wrpux-kop,

18. HaHeceHbl BHYTpeHHWe
yNaKoBOMHbIE KOZbI.
[lononHutensHO HaHeceHs!
CpeAcTBa naeHTutKauvn ans
MOHUTOPUHra ABMKEHUA
neKapCcTBeHHbIX NpenapaTos oT
Npon3BOANTENSA A0 KOHEYHOro
notpeburens (6e3 ucnonb3oBaHUs
CTUKepa).

10 XpaHeHue

Storage MNpu Temnepatype He Boiwe 30°C.

Cpok rogHocTH
(MepuoanunocTb
11 | kouTpons) 2 roga
Shelf life (Frequency
of control)

2 rofa (28.02.2027)

* - MNokasartens «MVIKpOSI/IOﬂOI’VI‘-IeCKaFI HYUCTOTa» He ABNAETCA PYTUHHBLIM METOAOM aHanu3a n MoXeT OTCYyTCTBOBaTh B

nacnopte KomnaHun.
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AHanMUTMYECKMiA NACNOPT Ha FOTORYIO NPOAYKLINIO
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Certificate number 4-134-0225 Version
3. 3AKIIOYEHME
CONCLUSION

NexapcTBeHHbIA npenapar Mansyc MeT®, TabneTk NOKPbITHIE MNEHOUHON 06onouKoA, 50 Mr + 850 mr Ne3O,
Homep cepun PK78500325, cooteeTcTBYET TpeGoBaHnsmM HOPMaTUBHO AoKyMeHTaLmy JTT1-Ne(001986)-(PM-RU
200524 lansyc MeT®, TabneTku NoKpbITble NNeHoYHOM oBoroukon 50 mr + 500 mr, 30 + 850 mr, 50 + 1009
Mozayne Mapkuposka J11-Ne(001986)-(PI-RU)-270723. ;

Crapwwii  cneuupanncT no =
Yteepaun KOHTPOIIO KayecTsa Anexcees B.0. 94 .0 2026
Approved by
y
/
Version Description of change | i
(Bepcus) (Onucakue nameHeHwin) W
1.0 HoBwili nacnopt
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