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JINUeH3uA Ha ocylwecTeNeHe NPOU3BOACTBA NEKAapCTBEHHbIX cpeacTs Ne00153-NC

Version: 2.0, CURRENT

AHanuTHMYeCcKUi NacnopT Ha roTOBYIO MPOAYKLMUIO

000 "HoeapTuc Heea"
Poccus, Cadkr-lMetepbypr,
[Hopora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHTponk kavectsa
Quality Control

Homep nacnopra:
Certificate number

4-701-0725

Bepcus:1.0

Version

1. OBLWAA UHOOPMALIUA

GENERAL INFORMATION

HavmeHoBaHue npooykuun:
Product Name

Mansyc® Tabnetku 50 mr Ne 28

MpoBepeHO Ha COOTBETCTBME C:
Checked against

Cneundukauma kadectsa Ha [ansyc®,
SPEC_FDF_00102805, eepcusa 13.0

JIM-Ne(000761)-(PM-RU)-240424 Mansyc® Tabnetkn 50 mr Mogynb
Mapkupoeka J1M-Ne(000761)-(PIr-RU)-200723

Tabnetku 50 mr Ne28, Ne56

BHyTpeHHU Koo, Homep cepun
HepactpacoBaHHON npoaykunn: | 42027188 HepacthacoBaHHoi npoaykuuy PS3638
Product Code Bulk Batch Number Bulk
BHyTpeHHUIA KOO YnakoBaHHOM Homep cepum ynakoBaHHON
npoAyKuun: 44068548 npoayKumum: PS60840725
Product Code FDF Batch Number FDF
Ta MPOU3BOACTBA:
ﬂaanufactﬁrmg Daf:‘ 29.07.2025
! Pazmep cepumu 3a BbIYETOM
£ ) conu: 35 265 yn Mpo6: 35252 yn
| Batch size without samples
2. NMOMYYEHHLIE PE3YNbLTATLI
TEST RESULTS
Ne lNoxazarens* MeTtopn uecnwiTauni / TpeGoraHue PesynbTar
Parameters Analytical method / Requirement Result
BuayanbeHblid bBeroro uBeTa Kpyrnble rnagkue
Oiilicaiiie Ot 6enoro [0 CBETMO-XENTOro LUBeTa | TabneTkn co CKOLIEHHbIMW Kpasmu,
1 Appearance Kpyrnble rnaakue TabneTku co ckowweHHbIMK | ¢ rpasuposkoid «NVR» Ha ogfHoi
kpasmu, ¢ rpasunposkoi «NVR» Ha ogHoli | ctopoHe ©n  «FB» Ha  pgpyroi
cTopoHe 1 «FB» Ha apyroil cTopoHe. CTOpOHE.
B3XX. Bpemsa yaepxuBaHWA OCHOBHOrO
nuKa Ha XxpomMaTorpamme WUCNbITYEMOro
pacTeopa, NPUroTOBMEHHOro ans
KONMMYECTBEHHOro onpeaeneHns, [OoIkHO
COOTBETCTBOBATL BpemeHW yaepxuBaHua | CooTBeTCTBYET
WUpeHTudbnkaums nMKka Ha XpomaTorpamme CTaH4APTHOrO
o | Identification pacteopa 1a. Otnuuue BO BpemeHax
yAepXuBaHUA OOS/HKHO COCTaBnsATb He
- Bungarnuntux Gonee + 2,0%.
TCX. Ha xpomartorpaMmme WCnbITYEeMOro
pacTBopa OCHOBHOE MATHO NO MONOXKEHMIO,
okpacke n BenuynHe pomkHo | CooTeeTcTBYET
COOTBETCTBOBATb NATHY Ha XpomaTorpamme
CTaHAapTHOro pacTeopa.
B3XX
3 | Pacteopenme He wmeHee 80% (Q) sungarnuntuHa ot 100%
Dissolution HOMMHANbHOrO  COAEPXaHUsA  AOMKHO
nepentn B pacteop Yyepea 30 MuHyT
Bopa MeTtopa K. dnwepa,
A Water He 6onee 2,9 % 2.6%
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Form to SOP-8013721

AHanuTH4YeCcKWi NacNopT Ha roTOBYIO NPOAYKLMIO

TNuueHans Ha ocywecTBNEHWE NPOM3BOACTEA NEKapCTBEHHLIX cpeacTe NeQ0153-11C

000 "HoeapTuc Hesa"
Poccun, Cankr-lMetepbypr,
[opora 8 Kamerky, a.40, kopn. 3, nutepa A

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

KoHTponb kayecTea
Quality Control

Homep nacnopra: Bepcus:1.0
Csrﬁﬁcapz‘e numberp 4-701-0725 Vergfon
Ne Mokasarens* MeTtoag ucneitanuii / Tpebopatne PesynbTar
Parameters Analytical method / Requirement Result
B3IXX 202-01 — meHee 0,1%;
202-01 (amug): He Bonee 0,5% 209-01 - He oBHapyxeHo,
r 209-01 (UMKNUYECKWMIA aMUGWH): 207-01 — He obHapyxeHo;
pumMecu s
5 | Impurities He Bonee 0,2% EanHnyHan Hecneuudmumpyemas
. 0, of .
- BANArMATUHA 207-01(pukeTonunepasun): He Gonee 0,2% | npumeck — meHee 0,1%;
EAuHuyHas Hecneumduympyemas npumMech
- He Gonee 0,2% Cymma Bcex npumeceii — meHee
Cymma Bcex npumMeceit - He Gonee 0,8% 0,1%
OpHopogHOCTL
enuHUL
g | Ao3npoBaHus PacuyeTHO-MaccoBbIii AV=2 1
Uniformity of dosage | AV < 15,0 ?
units
-BungarnintuH
KonuuyecTtBeHHoe
onpegeneHue ey
7 Assay Ot 95,0% po 105,0% BungarnunTuHa oT 101,1%
s an,uarnu NTUH HOMWHanNLHOro coaepxaHua
Mo 14 TabneTtok B 6nuctep NA/ANMBX 1 Mo 14 TaGneTtok B GnucTep
anioM1UHNEBON QonbLru. MA/ANMBX n anloMUHUEBOR
y Mo 2 nnwn 4 6nucTepa BMECTe C NMUCTKOM- chonbru.,
naxkoeka
8 Packing BKNaAbILLEM B KAPTOHHYIO NauyKy. Mo 2 6nucTepa BMeCTe C NINCTKOM-
HonyckaeTca Hanu4me KoHTpons BKNaAbllLUeM B KAPTOHHOW nayke.
NepBUYHOrO BCKPLITUA HA KAPTOHHOW KoHTposb NEpBUYHOTO BCKPLITUA
navke. Ha KapTOHHOI Nayke NPUCYTCTBYET.
MepBuyHan BHYTPEHHAS YyNakoBKa MNepeBuyHas BHYTPeHHARA
Ha 6nucTepe ykasbiBaeTcs: ynakoBka
1. ToproBoe HaumeHoBaHue npenapara ¢ Ha 6nuctepe ykasaHo:
npeaynpeauTensHon mapkupoekoi ® 1. ToproBoe HaumeHoBaHWe
2. MexpyHapoaHoe HenaTeHToBaHHoOe npenapara c npegynpeauTensHon
HaumeHoBaHuWe (aybnupyeTca Ha MapkupoBkoih ®
aHrIUACKOM A3bIKE) 2. MexgyHapogHoe
3. IloroTun aepxaTens perucTpauvoHHoro | HenmaTeHTOBaHHOE HauMeHoBaHWe
YAOCTOBEPEHUS (Ha aHIMUIACKOM A3blKe) (AyBnupyeTcsa Ha aHrnWickom
4. JlekapcTBeHHas dopma A3blKe)
9 MapkupoBKa 5. loavpoeka 3. NNoroTnn aepxarens
Labelling 6. Homep cepun perucTpaLMoHHOro yaocToBepeHus
7. [aTta ncrevyeHus cpoka rogHocTy (B (Ha aHrnMAcKoMm A3bIKe)
copmare: rogeH fo...) 4. [lekapcTeeHHan dhopma
8. [lata npounasoacTea 5. fosupoeka
9. llonyckaeTca HaHeceHWe BHYTPEeHHWX 6. Homep cepun
yNaKoBOYHbIX KOAOB kKomnaHuu. B cnyyae 7. [lata ncte4yeHns cpoka rogHocTm
npousBoacTea Ha nnowagke OO0 (B dhopmaTe: rogeH go...)
«HoBapTtuc Hesa» Ha 6nucTepe ykaskiBaoT | 8. [laTa Nnpon3BoAcTBa He ykasaHa
TONbKO NepemMeHHble AaHHble 6e3 ykazaHua | 9.BHyTpeHHWe ynakoBouYHbIe Kogbl
npednKkcoB HOMepa CepuM 1 Aatbl KOMMNaHWK1 OTCYTCTBYIOT.
OKOHYaHWA CpoKa rogHoCTH,
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AHanuTUYeCcKWii NacnopT Ha roTOBYH NPOAYKUUI0

JIMueH3uA Ha ocyllecTBNeHve NPpou3BOACTEA NEKAPCTBEHHBLIX cpeacTe Ne00153-11C O0Q "HosapTtuc Hesa"
Poccus, Cankr-lNMerepBypr,
Hopora B Kamexky, a.40, kopn. 3, nutepa A

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

KOHTPOJ'lb KayecrTea

Quality Control

Homep nacnopra: Bepcua:1.0

Cemﬁcaee numberp 4-701-0725 Vergfon

Ne lNMokazaTenk* MeTtop ucnbitanuii / TpeGoeaHue PesynbTar

Parameters Analytical method / Requirement Result

[ata npon3BoOACTBA He yKasbiBaeTcs. Ha 6nucrepe gns Homepa cepun n
BTopuuHasa ynakoBKa (KapTOHHAA Nayka) | AaTbl OKOHYaHWSA CPOKa roAHOCT
Ha kapToHHOW na4ke yKasblBaeTcs: yKasaHbl TONbKO NepemMeHHble
1. Toprosoe HaumeHoBaHWe npenapara ¢ AaHHble 6e3 ykazaHus npednKcos.
npegynpeauTenbHoN Mapkuposkon ® [aTa npon3soacTea He ykasaHa.
2. MexpyHapoaHoe HenaTeHToBaHHoe BropuuHasi ynakoBka (KapToHHas
HaumeHoBaHwe (Aybnupyercs Ha nayka)
aHrMNIACKOM A3LIKE) Ha kapToHHOI nayke yKasaHo:
3. NloroTun gepxarens perucTpauuonHoro | 1. Toprosoe HanMeHoBaHWe
yA0CTOBEpPEHMWSA (Ha aHrNUACKOM A3bIKE) npenapara ¢ npeaynpeauTensbHoi
4. HanmeHoBaHWe gepxartens MapkupoBKon ®
pernucTpaymMoHHoro yaocToBepeHns v 2. MexxayHapogHoe
NpoV3BOAMTENS NEeKapcTBEHHOro HenaTeHToBaHHOe HauMeHoBaHne
npenapara (BbinycKalowuii KOHTPOI b (aybnupyeTcs Ha aHrNUINCKoM
KayecTsa) A3bIKE)
5. Agpec (cTpaHa) gepxaTens 3. NoroTun aepxarens
perucTpaLlMoHHOro yA0CToBEpeHns 1 perucTpauroHHOro y40CTOBEPEeHNs
Npou3BoAUTENS NeKapCTBEHHOro (Ha aHrNUNCKOM A3bIKE)
npenapara (BbiNycKaloLinid KOHTPONb 4. HavumeHoBaHue gepxartens
KavecTBa) pPerucTpauMoHHOro yA0CTOBEpEHs
6. llekapcTBeHHanA copma 1 NPOVN3BOAUTENA NEKapCTBEHHOro
7. Doanposka npenapaTta (BbinycKaoLwuni
8. KonuyecTBo neKkapcTBeHHOro npenapara | KOHTpoIb KavyecTsa)
B ynakoeke 5. Appec (cTpaHa) agepxartensa
9. HanmeHoBaHWe u cogepxaHue pervucTpaumnoHHoro yAoCToBepeHna
AeACTBYIOLEro BeLecTsa 1 NPOW3BOANTENS NEKAPCTBEHHOrO
10. YkazaHune o cogepxaHum NakTosbi npenapara (BbinyCKaroLLWii

6e3B0HOl B KA4YECTBE BCMNOMOraTeNnbHOro | KOHTPOIb Ka4ecTsa)
BellecTea n ee xonu4ectee B 1 Tabnetke 6. NekapcTeeHHas dopma

11. Ycnoeus xpaHeHus 7. Joanposka

12. MyTk BBEAEHNA 8. KonnyecTeo nekapcTBEHHOro
13. Ycnosusa otnycka npenapara B ynakoske

14. MpeaynpeauTensHbie HAaANUCK: 9. HaumeHoBaHue 1 cogepxaHue
«MogpobHble ykasaHus No NpUMEHEHWIO AencTeyloLLero BellecTsa
npuseleHbl B NUCTKe-BKNaAbILLE», 10. YkasaHue o cogepaHumn
«XpaHuTb B HEAOCTYNHOM ANA AeTen nakTo3bl 6e3B0AHON B Ka4uecTBe
MecTe» BCNOMOraTenbHoro BeLlecTsa u ee
15. Homep cepun konu4yectee B 1 Tabnetke

16. [lata npousBoAcTBa 11. Ycnosusa xpaHeHus

17. [aTa ncTeyeHus Cpok rogHocTu (B 12. MNyTb BBEAEHUS

dopmare: rogeH go...) 13. Ycnoeus oTnycka

18. Wrpux-kog 14. MNpegynpeguTensHble HAANMUCK:
19. flonyckaeTca HaHeceHne BHY TPEHHUX «MopapobHble ykasaHus no
YNakoBOYHbIX KOAOB npyMeHeHuio NpuBeAeHbl B NACTKE-
20. lononHUTenbHO MOryT BbiTb HAHECEHbI | BKMaable», «XpaHuTb B

CpeAcTBa uaeHTUMKaLUmMm ans HeAOoCTYNHOM ANA AeTeill MecTe»
MOHWUTOPMWHra ABMKEHWNS NEKAPCTBEHHbIX 15. Homep cepumn

npenaparoB OT NPoW3BOAUTENs A0 16. flata npow3soAcTea
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AHanMTU4YEeCKUI NACNOPT Ha FOTOBYHO NPOAYKLUIO

JnueHana Ha ocywecTBNeHUe NPON3BOACTRA NEKAPCTBEHHBIX cpeacTe Ne00153-N1C 000 "HoBapTtuc Hesa"
Poccua, CaHkr-Tletepbypr,
[opora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHTponk kavecTsa

Quality Control
Homep nacnopra: Bepcnsa:1.0
Cerr.-‘ﬁcge numberp 4-701-0725 Vergfon
Ne Mokasatens* Meton ucnwitaHuii / TpeGoBaHue PesynbTtat
Parameters Analytical method / Requirement Resuilt
KOHeYHoro noTpeburens (HaHeceHne 17. Nata ucteveHus Cpok rogHocTK
BO3MOXHO C MCMONb30BaHUEM CTUKEPA). (B chopmare: rogeH go...)
18. Wrpux-Kopg,
19. HaHeceHsb! BHYTpeHHNE
YyNakoBOYHbIE KOAbI.
20. JononHuTeneHO HaHeceHs!
cpefcTea naeHTUMKaUmMmn ans
MOHMWTOPWHIa ABUXEHUS
neKapcTBEHHbIX Npenaparos oT
NPOM3BOAUTENS 40 KOHEYHOTO
notpebutens (6e3 ncnonb3oBaHnA
CTUKepa).
10 éraueﬂne B opuruHanbHoii ynakoeke npu Temneparype He soilue 30°C.
orage
CpoK rogHocT
(MepuoanyHocTL
11 | KoHTpONA) 3 roaa 30.06.2028
Shelf life
requency of control)

* - Mokasatens «MukpoBuonornieckas YUCTOTa» He ABNAETCS PYTUHHBIM METOAOM aHanu3a u MOXeT OTCYTCTBOBATL B
nacnopTe KOMNaHUM,

3. 3AKNIOYEHUE
CONCLUSION

INekapcTteeHHLIN Npenapat [anByc® TabneTtkn 50 mr Ne 28, Homep cepun PS60840725. coofsemmye‘r
TpeboBaHUAM HOpMAaTUBHOI AOKyMeHTaLum JM- N°(000?61) (Pr-RU)-240424 Fana?r:@ TabneTkn 50 mr Mo.qynb

Mapkuposka J11-Ne(000761)-(PIr-RU)-200723. ; ;
At e .-’. \
KoopauHatop chuauko- 3 ( o 1103
YTBepaun ;i Crywanko O.C. | o7 5. ¢ ‘[ )3 valis e LW 2l
ooy xumMudeckon naboparopuu ot :
HorkHocte (Position) DO (Full name) L'\T i .'iﬂ.m: . Atar :'_,;r'l.;;.gnaturen
Version Description of change
(Bepcus) (Onucanue nameHeHnin)
1.0 HoBbI nacnopT
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