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AHanuTU4ecKkun nacnopT Ha roToOBYH NMpogyKuuo

INueH3Ms Ha OCYLWECTBNEHNE NPOWU3BOACTBA NEKAPCTEEHHLIX cpeacTts Ne00153-NC 000 "HoeapTuc Heea"
Poceus, Cankr-MeTepbypr,
Hopora B Kamewky, 1.40, kopn. 3, nutepa A

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

KoHTponb kavecTsa
Quality Control
Homep nacnopra: 4-861-1025 Bepcuna:1.0
Certificate number Version
1. OBLUAA MHPOPMALIWNA
GENERAL INFORMATION
HaumeHoBaHWe NpoayKLumu: raneyc MeT® TabneTku, NOKpbITLIE NAEHOYHOR 0BONOYKON,
Product Name 50 mr + 1000 mr Ne30

JIM-Ne(001986)-(PM-RU)-200524 [ansyc MeTt®, TabnetkM nOKpbITHIE
n . | nneHouHon o6onoukoii 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moayne
ChP"BePe”_" Ha COOTBETCTBUE C: | Mapkuposka /M-Ne(001986)-(PM-RU)-270723
ecked against i
Cneundomkauyus kayectea Ha Mansyc MeT®, TabneTku NOKPbITbIE NIIEHOYHOM
obonoykon 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, Bepcua: 17.0

BHyTpeHHWiA kog Homep cepun
HepacdacosanHoM npoaykuuu: | 42027187 HepactacoBaHHoi npoaykuuy PUSG6
Product Code Bulk Batch Number Bulk
BHyTpeHHUI KOA YNakOBaHHOMN Homep cepum ynakoBaHHoW
npoayKuum: 44068551 npoayKuum: PV66521025
Product Code FDF Batch Number FDF
Hata npouzBogcTea:
Manufacturing Date 04.10.2025
i Pazmep cepuu 3a BbIYETOM
g:tsmgp CopI 5 961 yn. npo6: 4 5952 yn.
ch Size . :
Batch size without samples

2. NONYYEHHLIE PE3YNbTAThI

TEST RESULTS
Ne MNokasarens* MeTog anbnaﬂuﬁ / Tpgﬁoaaune Peaynbtar
Parameters Analytical method / Requirement Result
BuayanbHbli OeanbHble TabneTku co
OBanbHble TabneTkn co ckoLeHHbIMN CKOLUEHHbIMW  KpasiMi, NOKPbIThlE
. - Kpasmu, NoKpbITbIe NNeHoYHoli 060no4vKon nneHo4yHolh  oBonoYKolW  TEeMHO-
1 Hisaasmnia TEMHO-)XENTOro ¢ CEPOBaThIM OTTEHKOM XENToro ¢ CepoBaTbiM OTTEHKOM
usera. Ha oaHou cTopoHe TabneTku useTta. Ha oaHoi cTopoHe TabneTkn
mapkupoBka «NVR», Ha gpyroi cTopoHe — mapkupoeka «NVR», Ha papyroi
«FLO». cTopoHe — «FLO».
B3XX
WaeHTndmkaums Bpems yaepxumBaHua OCHOBHOMO NKKa |-|a1
Identification XpomMarorpamMmme UCMbITYEMOro pacteopa Cooteetcrayer
I ——— [OIDKHO COOTBETCTBOBATL BPEMEHU
YAEPXKWBAHWA NKa BUNAArNMNTUHA Ha
2 XpomMarorpamMme CTaHgapTHOro pacTBopa.
B3XKX
Bpems yaepKvBaHWa OCHOBHOrO Nuka Ha
- MetdhopmuHa Xpomarorpamme ucnsITyemoro pacteopa 3 CooTseTcTayeT
rugpoxnopug [OOSMKHO COOTBETCTBOBATE BPEMEHN
yOepKUBaHUA NuKa MeTopMMHa Ha
XpomaTorpaMmecTaHAapTHOTrO pacTeopa.
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Ne MokazaTtens* MeTog ucnwitaHuii / TpeboBaHue PesynbTtar
E Parameters Analytical method / Requirement Result
B3XX .
He meHee 80% (Q) oT 3asBNeHHOro ga jfﬂ;;:ﬁ::::::gg ggﬂ;ﬂ;?m
P cofepaHus BungarnuntuHa yepes 30 '
3 acTBopeHue MUAHYT .
Dissolution He menee 80% (Q) oT 3asBneHHoro :ﬂg‘LgOOTMSfHﬂaBJ:ﬁHH;J;ﬁocobfe;z(aHHH
codepaHus MeTchopMuHa rugpoxnopuaa 30 MMHpT ap o i
Yepes 30 MUHYT. y
Bopa MeToa K. ®uwwepa 5
4 | Water He Goree 1,0%. 0.2%
B3XX s
202-01 (amug): He Goree 0,5% o o O
MNpumecn 209-01 (UMKNUYECKWii aMUaNH): Py :
29 207-01 — He oBHapyxeHa;
Related He Gonee 0,2% EavHWuHas
substances- e sl HeMAEHTUULIMPOBaHHAA MPUMECh
0,
Mpumecu Ee Gonee 0,2% i 3 — He oBHapyXeHa;
B“n'qarn“m“Ha ANHUYHOWN HENOEHTUMOUUWPOBAHHOW ! o
npWeci: He Bonee 0,2% OC);I\(;ME BCEX MpUMeceid — MeHee
5 Cymma Bcex npumeceir: He Gonee 1,0% .
BOXKX 1-UnaHoryaHuguH —meHee 0,01%;
1-UwnaHoryaHnauH: He Gonee 0,02% EaunHuyHas
- Mpumecn EavHmndHon He”§EHT“¢“U“P°BaHH°” HeuaeHTMULMPOBaHHasa NPUMECE
MeT(bopMﬂHa npyumecn. He Bonee 0,:! Yo — He DﬁHapymeHa;
ruapoxnopuaa Cywmma Bcex npumeceii: He 6onee 0,6% sz‘a BCEX MpUMeceil — MeHee
rx 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OpHopoAHOCTE
O03UPOBaHHbIX BungarnuntuH — BOXKX . -

g | eAvHnY MeTcomuHa rugpoxnopus - MeToa Eﬂg‘?bacla-;::;manméxng‘zm'
Uniformity of Bapuauum Macc AV =12 P e
dosage AV =150 :
units

B3KX
0, o,
onpegeneHue ABP 100.8%
iq;f‘?:l P—— BHyTpeHHui npenen Ha Bbinyck (IRL): He
T MeHee 97,9%  BungarnunTMHa  OT
3asIBNIEHHOIO coAepXaHus
B3XX
= RISTHGPRRNG Or 950% a0 105,0% metrdopmuHa | 101,2%
rMAPOXnopua
ruapoxnopuga ot 3asBNeHHOro CoaepKaHus,
Mo 6 Tabnetok B Bnvctep
8 SFl,naxpra Mo 6 'raﬁneTo‘K B 6rivctep NA/ARITIBX un FATARTIEX U aroriHiesoh
acking anioMuHneBor onbru.
donbru. Mo 5 BnucTepoB BMeCTe ¢
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AHanuTU4YeCKMi NacnopT Ha FOTOBYIO MPOOYKLMIO
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Cerf;'ﬁcaF;e numberp 4-861-1025 Vergfon

Ne MNokaszarens* Metog ucnweitaHui / TpeGosanne PesynbTtar

Parameters Analytical method / Requirement Result
Mo 5 6nucTepos BMeCTe ¢ NUCTKOM- FICTKOM-BKNAABILLEM B KAPTOHHYO
BKNaALILLEM B KAPTOHHYIO MauKy. nadky. [pucyTcTByeT KOHTponb
[HonyckaeTca Hannyue KOHTpOss NePBOro NepBoro BCKPbITUA.
BCKPbITHA.
MepBuYHaa BHYTPEHHAA YNaKoBKa MepBUYHAA BHYTPeHHsSA
Ha 6nucrepe ykasbiBaeTcs: ynakoBka
1. ToproeBoe HaumeHoBaHWe npenapara ¢ Ha 6nuctepe ykasaHo:
npegynpeguTensHon mapkuposkon ® 1. ToproBoe HavuMeHoOBaHWe
2. MexayHapoaHoe HenaTeHTOBaHHOE npenapara ¢ npegynpeauTensHon
HaumeHoBaHue (gydnupyercs Ha Mapkupoekon ®
aHrNWIACKOM A3bIKE) 2. MexxayHapogHoe
3. oroTun pepxaTens perucTpaunoHHOro HenareHToBaHHOe HauMeHoBaHue
YOOCTOBEPEHNS (Ha aHrIMCKOM S3blke) (ay6nupyeTca Ha aHrMUIACKOM
4. llekapcTBeHHan opma A3bIKe)
5. Nosnpoeka 3. Norotun pepxarens
6. Homep cepuun perucTpaumuoHHOro yaoCToBeEpeHNs
7. flata ncTeveHns cpoka rogHocTu (B (Ha aHrNUICKOM A3bIKe)
¢opmare; roaeH go...) 4. lNlekapcTeeHHas chopma
8. [laTa npoussogcTea 5. [loanpoeka
9. flonyckaeTcs HaHeceHe BHYTPEeHHUX 6. Homep cepun
YyNakoBOYHbIX KOAOB KOMNaHuW. B cnyvae 7. lata ncteyeHnsa cpoka rogHoCTK
npowseoacTea Ha nnowagke 000 (B chopmarte: roaeH 4o...)
«HoeapTuc Heea» Ha 6nuvcTepe ykasbisaoT | 8. [laTa Npou3BoACTBa He ykasaHa
TOMNbKO NEpemeHHble AaHHble 6e3 ykasanua | 9.BHyTpeHHue ynakoBouHble Koabl
npednKcoB HOMepa Cepun 1 AaThbl KOMMNaHWK OTCYTCTBYIOT.
9 MapkupoBka OKOHYaHWA CpokKa rofHoCTH. Ha 6nuctepe ana Homepa cepun n
Labelling [aTa npon3BoAcTBa He YKa3bIBaETCH. AaTbl OKOHYAHWS CPOKa roAHOCTY

BTopuuHas ynakoBKa (KapTOHHasA navka)
Ha kapToHHOl navke ykassiBaercs:

1. ToproBoe HavmeHOBaHWE Npenapara ¢
npeaynpeauTensHON MapkupoBkon ®

2. MexayHapoAHoe HenaTeHToOBaHHOoe
HammeHoBaHue (aybnupyerca Ha
aHrnuincKkom si3klke)

3. JloroTun gepxarens perucTpaunoHHoro
YOOCTOBEPEHMA (Ha aHrMWIACKOM A3bIKE)

4. HaumeHoBaHwWe aepxarens
perncTpaunoHHOro yaoCToBEPEHUA 1
npon3BOOVTENA NEKapCTBEHHOrO Npenapara
(BbINYCKaKOLWWMIA KOHTPOMbL KayecTea)

5. Agpec (cTpaHa) Aepxartens
perucTpaumuoHHOro yA0CToOBEPEeHNs 1
npow3BoAUTENA NEKAPCTBEHHOro npenapara
(BbINYCKAOLWMIA KOHTPOMNb Ka4ecTea)

6. lexapcTeeHHas cdopma

7. Josupoeka

8. KonuyecTeo nexapcTBEHHOro npenapaTta B
ynakoBKe

yKasaHbl TONbKO NepemMeHHble
AaHHble 6e3 ykasaHusa npeduKkcos .
HaTa npov3BoACTBA He yKasaHa.
BropuyHas ynakoBka (KkapTOHHaA
nayxa)

Ha kapTOHHOI Na4ke ykasaHo:

1. Toprosoe HavmeHoBaHne
npenapara c npegynpeauTensHoMn
Mapkuposkoii ®

2. MexayHapogHoe
HenaTeHTOBaHHOE HauMeHOBaHne
(ayBnupyeTtcsa Ha aHrnuiickom
A3bIKe)

3. Norotun gepxatens
perncTpaumuoHHoro yaocToBepeHns
(Ha aHrnUIACKOM fA3bIKke)

4. HanmeHosaHue aepxatens
PEerucTpaLuoHHOro YAOCTOBEPEHNS
1 NPON3BOAUTENS NEKAPCTBEHHOIO
npenapara (BbinycKalowmii
KOHTPOSb Ka4yecTea)
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AHanuTU4YecKWi NacnopT Ha roToBYH NPOAYKUUIO
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Ne Mokazatenk* Metop ucnbiTaHuii | TpeboBaHue PesynbTar
Parameters Analytical method / Requirement Result
9. HaumeHoBaHWA U coaepKaHUA 5. Agpec (cTpaHa) aepxarens
OeACTBYIOLLMX BELLEecTB PErMcTpauyoHHOro ya0CTOBEpeHNs
10. YcnoBuma xpaHeHus 1 NPOU3BOAWTENA NEeKapCTBEHHOrO
11. NyTb BBEAEHUS npenaparta (BbinyckaoLwmin
12. Ycnosua oTnycka KOHTPOMb KayecTBa)
13. MpegynpeauTtencHeble Hagnucu: «Cnocob | 6. llekapcTBeHHan dopma
NPUMEHEHWURA: CM. NIUCTOK-BKNAAbILL», 7. Joaupoeka
«XpaHuUTb B HEAOCTYNHOM Ana AeTe mecte» | 8. KonuuecTso nekapcTBEHHOro
14. Homep cepun npenaparTa B yNaKkoBke
15. [lata npoussoacTea 9. HaumeHoBaHusa 1 cogepxaHuns
16. JaTta ucreyeHunsl Cpok rogHocTu (B LeNCTBYOLWMNX BELWECTB
copmare: rogeH go...) 10. Yenosus xpaHeHus
17. WTpux-kop 11. MNyTb BBEAEHMS
18. flonyckaeTcs HaHeceHue BHYTPEHHNX 12. Ycnosua otnycka
YNakoBOYHbIX kofgoB [ononHUTENBHO MOTYT 13. MpeaynpeauTernbHble HaanueHu:
BbITh HAHECEHbI CPEeACTBa MAEHTUDWKaLUMK «Cnocob npvMeHeHWs: CM. NNCTOK-
ANS MOHUTOPWHIa ABWKEHUA NEKAPCTBEHHBIX | BKNaAbIW», «XpaHUTb B
npenaparos 0T NPOW3BOAMUTENS A0 HeAOoCTYMNHOM ANs AeTei MecTe»
KOHeYHoro notpeburens (HaHeceHue 14. Homep cepun
BO3MOXHO C UCMNONb30BaHWEM CTUKEPA). 15. [lata npou3BoAcTBa
16. [laTa ucTeveHnsa CpoK rogHoCTH
(B chopmare: rogeH Ao...)
17. WTpux-kop
18. HaHeceHb! BHYTpeHHWe
YyNakoBOYHbIE KOABI.
JononHutensHo HaHeceHb!
cpeAcTBa uaeHTuvKaumm ans
MOHWTOpWUHra ABWHKEHWA
neKapcTBeHHbIX NpenapaToB OT
NPoV3BOANTENS A0 KOHEYHOro
notpebutens (6es ncnonb3osaHus
cTuKepa).
10 )s(tl:::g?“e Mpw TemnepaTtype He Bbie 30°C.
Cpok rogHocTH
(MepuopunyHoCTL
11 | koHTpons) 2 roga 2 roga (30.09.2027)
Shelf life (Frequency
of control)

* - Nokasartene «Mukpobuonornyeckas YicToTa» He ABNAETCA PYTUHHLIM METOA0M aHann3a u MOXeT OTCYTCTBOBaTL B

nacnoprte KomnaHuu,
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AHanuTHYecKWil NacnopT Ha rOTOBYIO NPOSYKLUIO

NuueHsna Ha ocyulecTBNeHne NPOU3BOACTEBA NEKAPCTBEHHBIX cpeacTe Ne00153-NC 000 "HoeapTuc Hesa"
Poccus, Cankr-Metepbypr,
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Quality Control
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Certificate number 4-861-1025 Version
3. 3AKNIOYEHUE
CONCLUSION

i + 10

NekapcreeHHblii npenapat Mansyc MeT®, TaBneTku NOKpbITLIE NNEHOYHOV o6onoykon, 50 b

00 mr Ne30,
986)-(PT-

RU)-200524 laneyc MeTt®, TabneTkn nokpbITLIe NNeHoYHoW oGonoykon 50 mr +
mr Mogyne Mapkupogka JIM-Ne(001986)-(PI-RU)-270723.

C‘rapLuwvi cneunanucT no Anekcees 5.0,

YTBepAMN | o uroomio kavecTsa
Approved by

HomirocTe (Position) ®AC (Full name) gnature;
Version Description of change
(Bepcus) (OnucaHne nameHeHnn)
1.0 Hosbill nacnopt
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