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AHanNUTUYECKWNiA NACMOPT Ha FOTOBYIO NPOAYKLMUIO

INnueHansa Ha ocyulecTeNEHNe NPOU3BOACTBA NEKAPCTBEHHBIX cpeacTs NeD0153-N1C 000 "HoeapTuc Hesa"
Poccun, Cankr-MNetepBypr,
Nopora B Kamenky, A.40, kopn. 3, nutepa A

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

KoHTponk kavecTra
Quality Control
Homep nacnopra: _0a0. Bepcua:1.0
Cerlificate number 4-992-1125 Version
1. OBLWAA MHOOPMALIMA
GENERALANFORMATION
HaumeHoBaHue npogykumm: lansyc MeT® TabneTku, NOKpbITLIE NAEHOYHON 0BONOYKON,
Product Name 50 mr + 1000 mr Ne30

JM-Ne(001986)-(PIr-RU)-200524 [ansyc MeT®, TabneTku nOKpbITbIE
_ | nneHo4Hoi oBonoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
gfegf;ggggs:'a COOTBETCTBUE C: | Mapkuposka JIM-Ne(001986)-(PI-RU)-270723

Cneundwmkauma kavectsa Ha [anByc MeT®, TabneTku NOKpbITLIE NNEHOUYHON
o6onouykoii 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcua: 17.0

BHyTpeHHWi kog Homep cepuun J
HepacthacoBaHHOW Npoaykuun: | 42027187 HepacchacoBaHHoM npoaykuun PW6477
Product Code Bulk Batch Number Bulk
BHyTpeHHWI Kof ynakoBaHHOI Homep cepumn ynakoBaHHOM
NPoAYKUMK: 44068551 npoayKuuu; PX07131125
Product Code FDF Batch Number FDF
Hata npou3BoacTea:
Manufac!grfng Date 12.11.2025

: Pazmep cepuyn 3a BbIYeTOM
Farhel e 5 967 yn. npos: i 5 958 yn.

Batch size without samples

2. NMONYYEHHbLIE PE3YNbTATbI

TEST RESULTS
Ne MNokazarens* Metog ncnwiTanuil / TpeGosaHue PezynbTar
Parameters Analytical method / Requirement Result
BusyanbHbii OsanbHele TabneTkn co
OsanbHble TabNeTkn Co CKOLEHHBIMM CKOLUEHHbIMW  KpasiMX, MOKpPbITbIe
P — Kpasmu, NMoKpbITbIE NeHoYHoM 060NoYKon nrneHoyHo oBonoykon  TemHo-
1 Appearance TEMHO-XENTOro C CepoBaThbiM OTTEHKOM KEenToro ¢ cepoBaTbiM OTTEHKOM
usera. Ha ogHoii cTopoHe TabneTku LipeTa. Ha ogHoli ctopoHe TabneTkn
mapkupoeka «NVR», Ha apyroi cTtopoHe — MapkupoBka «NVR», Ha papyroi
«FLO». cTopoHe — «FLO».
B3XX

Bpems yaepxuBaHUs OCHOBHOrO Muka Ha

WoenTudomkaunn
i oMaTorpamMmmMme Uchb
Identification w P EETYRI00D PEETROPS | CootsetcTByeT
B AOIMKHO COOTBETCTBOBATE BPEMEHU
- BungarnuntuH
yaepxuneaHua nuka sungarnnnTHa Ha
5 XpomaTtorpamme CTaHAapPTHOro pacTeopa.
B3XX
Bpems ygepuBaHWsa OCHOBHOIO NWKa Ha
- MeTdopmuHa XpomaTorpamMmmMe UCMeITYeMoro pacTeopa 3
thop P e y p R CooTteeTcTBYyeT
rugpoxnopug JAOIMKHO COOTBETCTBOBATH BPEMEHW

yAEpKWBaHWA Nuka MeTopMuUHa Ha
XpoMaTorpaMmMecTaHAapTHOro pacTeopa.

(Native) Information Print Date:27 November 2025 Page 1 of 5 Business Use Only « ESOPS D2



NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTU4ecKuii NacnopT Ha roToBYIO NPOAYKLMIO

JInueHsmna Ha ocylecTBNeHMe NPoM3BOACTEA NeKapcTeeHHbIX cpeacte Ne00153-N1C
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Certificate number BR324 Version
Ne Mokasatenn* Metoa ucnwitanuit / TpeGoBanue PezynkTar
Parameters Analytical method / Requirement Result
B3XX "
He meHee 80% (Q) OT 3aRBNEHHOMO 99% oT 3afBneHHoro coaepmaﬁwﬂ
cofepxaHus BungarnuntuHa yepes 30 Bifaare TG Hepes 30 MsHyT,
3 | PacTBopeHue MUHYT :
Dissolution He meHee 80% (Q) OT 3aBNEHHOrO 100% OT 3aABNEHHOro coaepKaHmns
cofepxaHus metcopMuHa ruapoxnopunaa ';'g ':ﬂcﬁ?{prm-la s el e
yepe3s 30 MuHYT. y
Boga MeToa K. duwepa .
4 Water He Gonee 1,0%. 0.8%
B3KX .
202-01 (amua): He Goree 0,5% ggg:g: e ;’g::p"ﬁ:g:
Npumecn 209-01 (LMKAUYECKNI aMUAVH): 207-01 — e 06Hapy>|<eua:
Related He Gonee 0,2% Eniiiiiihn Py !
substances- 207-01 (aukeTonunepasuH): a
Messiiiecn he Gonee 0.2% Hem,negmdmuuposaﬂﬁaﬂ npuUMech
G i — He obHapyxeHa,
Bunparnuntuha 53:;:::9: e“ggﬂg:g" g:;;umposaHHou Cymma Bcex npumeceil — He
5 Cymma Bcex npumecein: He Gonee 1,0% ORHIRNRHR
BOXX 1-UnaHoryaHnauH — mexee 0,01%;
1-lea|-|ory§nmnn: He 6onee 0,02% EanHuuHas
- Mpnmecu EavHudHon HEMAEHTUDULIMPOBAHHON | HenaeHTUDUUMPOBaAHHAs NPUMECH
MeTdopmuta npumecu: He Gonee D,j % . — He oBHapyxeHa;
ruApoXIopuaa Cymma Bcex npumeceii: He 6onee 0,6% Cymma BCex npumeceii — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meree 0,1%
OgHopogHOCTL
[03UpPOoBaHHbLIX BungarnuntuH — B3XKX B . _
wngarnunTuH: AV =2,0
6 eauHuL MeTchommnHa ruapoxnopug - MeTog, M ej:'r'?p OMMHA TEPOXNOPUA;
Uniformity of Bapuauumn macc Avw 44 '
dosage AV =150 '
units B
B3XKX
0, a,
BONINIGE Bk SaTﬂBise‘l-?H/'DDﬂf rc;,o 15? S}kC)af:“gBunnarnwana o
onpegeneHve Aep 99 1%
iqgfq?,,uammnmn BHyTpeHHWi npegen Ha Bbinyck (IRL): He
f MeHee 97,9% BUNOAArnuMNTUHAa oT
3asIBNIEHHOro coaepXKaHus
B3XX
B i Or 950% a0 1050% wmerdopmuHa | 99,5%
Ap PUA rMapoxnopuaa oT 3asBMNEeHHOro CoAepaHus.
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AHanuTnyeckuii NACNopT Ha rOTOBYIO NPOAYKUWIO

JlnyeHaunn Ha oCyLEecTBNEHNE NPOM3BOACTBA NEKapCTBEHHLIX cpeacTs Ne00153-NC

000 "HoeapTuc Heea"
Poccus, Caukr-lNetepbypr,
[opora B Kamenky, 1.40, kopn. 3, nutepa A

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

KoHTponb kayecTea

Quality Control
Homep nacnopra: Bepcus:1.0
Cadfﬁcal:;e numberp 48321123 Vergr'on
Ne Mokasarens* Metoa ucnbitaHuii / TpeGoBaHue Pesynwtat
Parameters Analytical method / Requirement Resuft
Egp. ®., . CLLUA, An. &. unu
PEA3C 2.1.6.6,2.16.7
MukpoGuonoruye | Kareropus 3A:
g | ckasi umcrora Ob6Luee yncno aspobHbIX MUKPOOPraHN3MoB
Microbiological —He Gonee 10°KOEB 1T, Menee 50 KOEB 1]
purity O6Lee YMCNo APOXKEBLIX U NNECHEBbIX
rpuos — He Gonee 102 KOE B 1; Meree 10 KOE B 1T,
OrtcytcTBue Escherichia colis 1. OtcyTcTBue B 1.
Mo 6 Tabnetok B Gnuctep NA/AN/TIBX 1 Mo 6 TabneTok B Bnuctep
anoMUHUeBoi onbru. MA/AnMBX n anoMuH1eBoi
9 YnakoBka Mo 5 6nucTepoB BMecTe ¢ NNCTKOM- chonbru. Mo 5 Bnucrepos BmecTe ¢
Packing BKNagpsilem B KAPTOHHYH Nadky. NUCTKOM-BKNaAblLLeM B KapPTOHHYIO
HonyckaeTca Hanu4Me KOHTPONA Nepsoro nadky. MpucyTcTBYET KOHTPOIb
BCKPbITUS. Nepsoro BCKPbITHSA.
MepBu4HaA BHYTPEHHNASA yNakoBKa MepBUYHAA BHYTPEHHARA
Ha 6nucrepe ykaabiBaercs: ynakoBka
1. ToproBoe HauMmeHoBaHue npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeanuTensHon Mapkuposkoi ® 1. ToproBoe HaumeHoBaHwe
2. MexayHapogHoe HenaTeHTOBaHHOe npenapara ¢ npeaynpeauTensHoi
HaumeHoBaHue (gybnupyeTcs Ha MapKUpoBKoin ®
aHrMWACKOM A3bIKE) 2. MexpyHapoaHoe
3. lloroTun Aepxatens perncTpauuoHHoro HenaTeHToBaHHoe HauMeHoBaHue
YAOCTOBEPEHUA (Ha aHrNUACKOM A3bIKEe) (nyBnupyerca Ha aHrnuiAickom
4. lNexapcrBeHHas dopma A3blKe)
5. [loavpoeka 3. lorotun gepxarens
6. Homep cepum PErNCTPaLMOHHOrO YAOCTOBEPEHUA
7. [lata ucteyeHuns cpoka rogHocTu (B (Ha aHrnWiAcKoM A3bIKE)
cdopmarte: rogeH go...) 4. NexapcTBeHHas dopma
8. [lata nponsBoAacTBa 5. [loanposka
9. flonyckaeTcs HaHeCeHUe BHYTPEHHMX 6. Homep cepun
10 MapkupoBka yNaKoBOMHbIX KOAOB KOMNaHwu. B cnyyae 7. lata ncteyeHns cpoka roaHoCTH
Labelling npounssoAcTea Ha nnowagke 000 (e chopmare: rogeH fo...)
«HosapTuc Hesa» Ha GnucTepe ykaseiaioT | 8. [lata npousBoAcTBa He ykasaHa
TONbKO NepemMeHHbIe AaHHble 6e3 ykasaHua | 9.BHyTpeHHMe ynakoBouHbIe Kogpl
npeduKCoB HOMepa CepuM 1 AaThkl KOMNaHWN OTCYTCTBYIOT.
OKOHYaHUA cpoKa rofHOCTH. Ha 6nuctepe ang Homepa cepum 1
[ara npoussoacTBa He yKa3bIBAETCH. AaTbl OKOHYaHWA CpoKa rogHOCTH
BTopuyHana ynakoBKa (KapTOHHasi na4ka) yKasaHbl TONLKO NepemMeHHble
Ha kapToHHOW Nayke yKasbiBaeTcs: AaHHble 6e3 yka3aHna npeduKcos .
1. ToproBoe HaumeHoBaHwWe Npenapara ¢ [ata npoussoacTBa He yKasaHa.
npegynpeanTenbHoOW Mapkuposkoi ® BropuuHan ynakoBKa (KapToHHas
2. MexxpyHapogHoe HenaTeHToBaHHoe nauka)
HaumeHoBaHue (aybnupyeTca Ha Ha kapToHHol nayke ykasaHo:
aHrMuincKoM A3blke) 1. Toprosoe HaumeHoBaHue
3. JloroTun gepxatena perucTpaunoHHoro npenapara c npeaynpeanTensHon
yOOCTOBEpPEHNs (Ha aHrNMUACKOM A3bIKE) Mapkuposkor ®
4. HaumeHoBaHue aepxarens 2. MexpyHapogHoe
perncTpaumoHHOro yAoCTOBEPEHUA 1 HenaTeHToBaHHoe HauMeHoBaHWe
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AHanuTu4eckuii NacnopT Ha roTOBYHO NPOAYKUMIO

JluueHann Ha ocyllecTaneHne NPOM3BOACTBA NekapcTBeHHbIX cpeacts Ne00153-IC
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Quality Control
Homep nacnopra: . Bepcusa:1.0
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Ne Moxkazarens* Meroa ucnbitadun / TpeboBatue Pesynktar
3 Parameters Analytical method / Requirement Result
NpoV3BOAUTENS NEKapCTBEHHOro npenapara GnupyeTca Ha aHrnUinckom
penap yonupy

(BbINYCKaOLLWIA KOHTPOTL KaYecTBa)

5. Agpec (cTpaHa) aepxarens
PErMcTpaunoHHOro yA0CTOBEPEHUA U
NPOU3BOANTENA NEKapCTBEHHOTO Npenapara
(BbINYCKaKOLLMI KOHTPOMb KayecTsa)

6. llekapcTBeHHas chopma

7. Oosnpoeka

8. KonnuecTeo nekapcTeeHHOro npenapara B
ynakoBke

9. HaumeHoBaHuWA 1 cogepxaHns
OeWcTBYIOW WX BELLECTB

10. YcnoBuAa xpaHeHus

11. MNyTb BBEgEHWA

12. Ycnoeus otnycka

13. MNpeaynpeauTenbHble Hagnucn: «Cnocob
NPUMEHEHWA: CM. NNCTOK-BKNaAbILL»,
«XpaHWTb B HEJOCTYNHOM ANS AeTel MecTey
14. Homep cepun

156. lata npouseogcTea

16. [laTa ucte4yeHns CpoKk rogHocTu (B
cdopmare: rogeH go...)

17. Wrpwx-koa

18. lonyckaeTcs HaHeCEHWUe BHYTPEHHUX
yNakoBOYHbIX KO4OB [lONONHUTENBHO MOTYT
6bITE HaHeCEeHb! CpeacTBa uAeHTUdUKALMNA
ANA MOHWUTOPWHIa ABWKEHWUA NEKapCTBEHHbIX
npenapaTtoB OT NPOM3BOAUTENS A0
KOHeuHoro noTpebuTtens (HaHeceHue
BO3MOXHO C UCMONb30BaHWeM CTUKepa).

A3bIKe)

3. NoroTun pepxarens
pPerucTpaLmuoHHOro ya0CTOBEepeHus
(Ha aHrnuiAckom s3blke)

4. HanmeHoBaHWe aepxatens
perucTpaumuoHHOro yAoCToBEpEeHs
¥ NPOU3BOANTENS NEKAPCTBEHHOIO
npenapara (BbinyckatoLwuin
KOHTPOmb KayecTsa)

5. Appec (cTpaHa) aepxatens
perncTpaLuoHHOro yaoCcToBEpeHus
¥ NPOU3BOANTENS NEKAPCTBEHHOMO
npenapara (BbInyckaroLwmi
KOHTPONL KavecTea)

6. lNexapcTBeHHan chopma

7. osumpoeka

8. KonuyecTso nekapcTBeHHOro
npenapaTa B ynakoBke

9. HaumeHoBaHus 1 coaepaHms
AeNCTBYIOLMX BELLECTB

10. Ycnosus xpaHeHus

11. NyTb BBEAEHMS

12. Ycnosus otnycka

13. MNpepynpeauTenbHbie HaAMUCK:
«Cnocob npuMeHeHUs: CM. NINCTOK-
BKNaAbilL», «XpaHuUTL B
HegoCTYNHOM Ona AeTen mecTe»
14. Homep cepun

15. [lata npousBoacTea

16. [laTta ncteyeHms CpoK roaHocT
(B chopmare: rogeH go...)

17. Wtpux-kop

18. HaHeceHbl BHyTpeHHMe
YyNakoBOYHbIE KOAbI.
HononHuTensHo HaHeceHs.!
cpenacTea uaeHTUdMKaLumm ans
MOHUWTOPWHra ABUXEHUSA
nekapcTBeHHbIX Npenaparos oT
NPoOW3BOAMTENS A0 KOHEYHOro
notpeburens (6e3 ncnonb3osaHus
CTUKepa).

11 XpaHeHue
Storage

Mpwn Temnepatype He ebiwe 30°C.

Cpok rogHocTH
12 | (MepuoanyHoOCTL
KOHTpons)

2rona

2 ropa (31.10.2027)
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Ne MNokasarens* MeTopg ucnbitanuii / TpeGoanue PesynbTar
Parameters Analytical method / Requirement Result
Shelfiife (Frequency )
of control)

* - MNokasatens «MukpoBronornieckas YMCTOTa» He ABNAETCA PYTUHHBIM METOJ0M aHannsa 1 MOXeT OTCYTCTBOBaTh B
nacnopTe KOMNaH1u.

3. 3AKMNOYEHUE
CONCLUSION

NekapcTtBeHHbIf npenapat Mansyc MeT®, TabneTku NOKpbITLIE NIEHOYHON 0Bonoukoit, 50 mr + 1000 mr Ne30,
Homep cepuun PX07131125 cooTeeTcTByeT TpeGoBaHMaM HOPMaTUBHON AoKyMeHTaLwmm JTM-N2(001986)-(Pr-
RU)-200524 ansyc Met®, TabneTku NokpbIThie NAeHouHo o6onoukoi 50 Mr + 500 mr, 50 + 850 mr, 50 + 1050/
mr Mopayns Mapkuposka J1M-Ne(001986)-(PIr-RU)-270723. 2

apwwii ¢ e
Crap neunanuer Anekcees B.O.

Yreepaun 07 Akl &
Aoiroied oy KOHTPOIIO KayecTsa 4
HomsHocTs (Position) @O (Full name) ,lflfs_r.-. ure)
—
Version Description of change =
(Bepcus) (OnucaHue nameHeHR)
1.0 Hogklin nacnopt
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