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AHanUTUYECKUI NacnopT Ha rOTOBYIO NPOAYKUWIO

INuueHsusa Ha ocylecTBNeHWe NPOM3BOACTEA NEKAapCTBEHHLIX cpeacTts Ne00153-11C

000 "Hoeaptuc Hesa"
Poccus, CaHkr-Metepbypr,
Hopora 8 KameHky, .40, kopn. 3, nutepa A

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

KoHTponk kavecTea
Quality Control

Homep nacnopra:
Certificate number

Bepcus:1.0

Version

4-702-0725

1. OBLLIAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHWe NPOOYKLMK:
Product Name

Maneyc® Ttabnetku 50 mr Ne 28

Checked against

MpoeepeHo Ha COOTBETCTEBME C: |

NN-Ne(000761)-(Pr-RU)-240424 aneyc® Tabnetkn 50 mr Mogyns
Mapkupoeka J1M-Ne(000761)-(Pr-RU)-200723

Cneundvkauma kayectea Ha aneyc®, Tabnetku 50 mr Ne28, Ne56
SPEC_FDF 00102805, sepcusa 13.0

BHyTpeHHUA ko Homep cepumn
HepacdacoBaHHOM npogykumn: | 42027188 HepaccacoBaHHOM npoaykumn PS3639
Product Code Bulk Batch Number Bulk
BHyTpeHHMIA KOA YNaKoBaHHOW Homep cepumn ynakoBaHHOMK
npoayxuuu; 44068548 npoayKuun: PS60850725
| _Product Code FDF Batch Number FDF
Harta nponseogcrea: 29 07.2025
Manufacturing Date -
] Pasmep cepum 3a BbIYETOM
g:rgr?ﬂ — 35197 yn npo6: 35184 yn
Batch size without samples
2. NONYYEHHLIE PE3VYINbTAThI
TEST RESULTS
Ne Mokazarens* MeTtop ucniitanuii / TpeGosatue PeaynbTtar
a5, Parameters Analytical method / Requirement Result
BusyaneHelii Bernoro uBeTa Kpyrnble rnagkue
Ormcanume Ot 6enoro A0 CBETMO-XENTOro LBeTa | TabneTky CO CKOLUEHHBIMU KPasimu,
1 Appearance Kpyrnble rnagkue TabneTku co ckoleHHbIMK | ¢ rpaBupoBkoit «NVR» Ha ogHon
kpasimu, c rpasupoeko «NVR» Ha ogHoii | cTopoHe u  «FB» Ha  gpyroi
CTOpOHE U «FB» Ha APYror CTOPOHE. CTOpOHE.
B3OMXX. Bpems yaepxmBaHusi OCHOBHOMO
nUKa Ha XpomaTtorpaMmMe WCNbITYEMOro
pactBopa, NPUroTOBNEHHOTO ans
KONMUYECTBEHHOrO OnpeaeneHns, O0MKHO
COOTBETCTBOBATL BpeMEHW YyaepxuBaHua | CooTBETCTBYET
WaeHTUdbUKauus MMKa Ha XpomarorpaMme CTaHAapTHOro
o | Identification pacteopa 1a. Otnuume BO BpemeHax
YOEPKMBEHUA AOMMKHO COCTaBNATH He
- Bungarnuntux Bonee * 2,0%.
TCX. Ha xpomartorpamme WCnbITyemoro
pacTeopa OCHOBHOE NATHO MO MOMOXEHWIO,
okpacke " BENMUYMHE AonmxHo | CooTBeTcTByeT
COOTBETCTBOBATb NATHY HAa XpoMaTtorpamme
CTaHgapTHOro pacteopa.
BOXX
3 | PacTBOpeHme He wmeHee 80% (Q) sunparnunTuHa oT 100%
Dissolution HOMWHANbHOrO  cogepXaHwa  JOMKHO
nepeiTn B pacteop 4yepes 30 MUHYT
4 Boga MeToa K. duwepa, 25%
Water He Gonee 2,9 % '
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B3XX 202-01 - 0,1%;
202-01 (amug): He Gonee 0,5% 209-01 — He o6HapyxeHO;
n 209-01 (UMKNUYeCKNiA amuamnH): 207-01 — He obHapyxeHo;
PHIMBEN 6onee 0,2% EanHuuHan  Hecneuwndvumpyemas
5 | Impurities ;8 0 ! . - 6 ‘py
- BUnaarmunTiHa 7-01(avkeTonunepasuH): He 6onee 0,2% | npumeck — He 0BHapyKeHo;
EavHuyHaa HecneuudpuumpyemMas npumech
- He Bonee 0,2% Cymma Bcex npumecei — 0,1%
Cymma Bcex npumecen - He bonee 0,8%
OpgHopoaHOCTL
eanHuL
g | Ao3upoBaHus PacuyeTHo-maccoBbIf AV=20
Uniformity of dosage | AV = 15,0 '
units
-BungarniunTtuH
R
7 Assay Ot 95,0% po 105,0% sungarnunTuHa ot 100,3%
) an.uarnmnmn HOMWHanNbLHOro cogepxaHua
Mo 14 TabneTtok B 6nuctep NA/ANMBX u Mo 14 TabneTtok B 6Gnuctep
antoMuH1NeBon honeru. MA/ANMBX 1 anioMUHWEBOIA
y o 2 unu 4 BnvcTepa BMECTE C NIUCTKOM- chonbri.
naxkoBka
8 Packing BKNaAbILLEM B KAPTOHHYIO NMayky. Mo 2 GnucTepa BMecTe C NUCTKOM-
JonyckaeTca HanMuMe KoHTpons BKNAAbILLEM B KAPTOHHOW Nauke.
NepBUYHOrO BCKPLITUA HA KAPTOHHOM KoHTponb NnepBUYHOro BCKPbLITUNA
nayke. Ha KapTOHHOM Navke NpPUCYyTCTBYET.
MNepBuuHan BHYTPEHHASA YNakoBKa MepBUYHaA BHYTPEHHNAA
Ha 6nuctepe ykasbiBaeTcs: yrnakoBka
1. Toproeoe HauMeHoBaHue npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeanTernsHon MapkupoBkoi ® 1. ToproBoe HaumeHoBaHue
2. MexayHapoaHoe HenaTeHToBaHHOe npenapara ¢ npefynpeavTensHoi
HavmeHoBaHue (aybnupyetcs Ha mMapkupoBkon ®
aHrIUACKOM A3bIKE) 2, MexxayHapogHoe
3. lloroTun gepxaTtens perucTpauuoHHoOro | HenaTeHTOBaHHOE HaWMEeHOBaH1e
YAOCTOBEPEHWA (HA aHIMUIACKOM SA3bIKE) (nyBnupyeTca Ha aHrnMACKOM
4. llekapcTBeHHas dopma A3blke)
9 MapkupoBka 5. floanpoeka 3. Norotun gepxarens
Labelling 6. Homep cepum perucTpaLmMoHHoro yaocToBepeHns

7. [aTa ucrteuyeHnss cpoka rogHocTH (B
dopmate: roaeH no...)

8. [lata npomnasoacTea

9. [lonyckaeTtca HaHeceHe BHYTPEHHNX
YNakoBOYHbIX KOAOB KoMnaHuu. B cnyyae
nponasoAcTea Ha nnowagke OO0
«HosapTuc Hesa» Ha GnucTepe ykasbiBatoT
TONbKO NepemMeHHble AaHHble 6e3 ykazaHus
npedunKcoB HOMepa cepum 1 Aathbl
OKOHYaHWS CpoKa rofiHOCTU.

(Ha aHrnuMickom A3bike)

4. NexapcTBeHHas dopma

5. Nosunpoeka

6. Homep cepuu

7. [lata ucTeyeHns cpoka roaHocTu
(B chopmare: rogeH go...)

8. lata nponssoacTea He ykasaHa
9.BHyTpeHHMe ynakoBoYHble Koabl
KOMMaHWu OTCYTCTBYIOT.
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Parameters Analytical method / Requirement Result

Jata npon3soAcTBa He yKasbiBaeTcs. Ha 6nucrepe ans Homepa cepur n
BropuuHas ynakoBka (KapTOHHasi Na4ka) | AaThl OKOHYAHUA CPOKA rO4HOCTY
Ha kapToHHOW nayke ykasbiBaeTcs: yKasaHbl TOMBKO NepeMeHHble
1. Toproeoe HaumeHOBaHWe Npenapara ¢ AaHHble 6e3 ykasaHus npedukcos.
npenynpeauTensHolW Mapkuposkoin ® [Hata nponsBofcTBa He ykasaHa.
2. MexayHapogHoe HenaTeHToBaHHoe BropuvHas ynakoBka (KapToHHas
HaumeHoBaHKWe (AybnupyeTcs Ha nadka)
aHTTIMACKOM A3bIKE) Ha kapToHHOW nayke ykasaHo:
3. lorotun pepxatens peructpaumoHHoro | 1. ToproBoe HaumeHoBaHue
yA0CTOBEPeHWs (Ha aHrNUACKOM A3bIKE) npenapara ¢ npeaynpeauTensHon
4. HavmeHoBaHne gepxarens MapK1poBKon ®
perucTpauynoHHOro yaocToBepeHns 1 2. MexpayHapogHoe
NPoON3BOAUTENS NEKAPCTBEHHOMO HenaTeHToBaHHOe HauMeHoBaHue
npenapara (BbinycKaoLwmii KOHTPOMb (aybnupyeTcs Ha aHrnuncKkom
KayecTBa) A3blke)
5. Agpec (cTpaHa) gepxaTens 3. NNoroTun gepxarens
perncTpaunoHHOro yaocToBepeHns 1 perucTpauroHHOro yaoCTOBEpPEHNS
nNpou3BoOAWUTENA NeKapCTBEHHOIO (Ha aHrnMIACKoM A3blke)
npenapara (BbiNycKaloLWin KOHTPOIb 4. HaumeHoBaHuWe gepxartens
KauecTea) pervcTpauuoHHoro yAocToOBEpeHuUs
6. lekapcTBerHan cdopma 1 NPOU3BOAUTENA NEKAPCTBEHHOIO
7. Josnposka npenapara (BbinyCKatoLLui
8. Konuuecteo nekapcTBEHHOro Npenapara | KOHTPOnb KayecTsa)
B ynakosxe 5. Agpec (cTpaHa) gepxartens
9. HaumeHoBaHue 1 cogepxaxne PerncTpaunoHHOro yaoCcToBepeHs
OelCTBYIOLLEro BelecTsa 1 MPOV3BOAUTENS NEKaPCTBEHHOro
10. YkasaHue o cofepaHum nakTosbl npenapara (BbinyCckaLnin

6e380/1HOI B KA4YeCTBE BCNOMOraTenbHOro | KOHTPOSNb KayecTsa)
BelllecTea v ee Konuyectee B 1 Tabnetke 6. lNlekapcTBeHHas copma

11. YcnoBus xpaHeHns 7. [loavposka

12. MNyTb BBEAEHUA 8. KonuyecTeo nekapcTeeHHOro

13. Ycnoeust otnycka npenapara B yNakoBKe

14. MNpegynpeguTensHble HAANWUCHK: 9. HanmeHoBaHWe u coaepxaHue
«NoapobHbie ykazaHWs No NpUMEHEHWIo AeAcTByloOLero BeLlecTea
npueefeHsl B NMCTKE-BKNaabILLey, 10. YkasaHwe o coaepxaHum
«XpaHwuTb B HEAOCTYNHOM NS AETEN nakTosbl 6e3B0gHON B KayecTse
MecTe» BCMOMOraTenbHOro BELWECTBa U ee
15. Homep cepuun konuyecTse B 1 TabneTke

16. arta npownssoacTea 11. Ycnosus xpaHeHus

17. [lata ncre4eHus cpok roqHocTn (B 12. MNyTb BBEAEHUS

dopmaTe: rogeH [o...) 13. Ycnosusa oTnycka

18. LWTpunx-Kkoa 14. NpegynpeauTtenbHbIe Haanuew:
19. JonyckaeTca HaHeceHue BHYTPEHHX «MoapobHble ykasaHus no
YNaKkoBOYHbIX KOAOB NpYMEHeHWo NpUBEAEHbI B NMMCTKE-
20. [lononHWTensHo MOryT GbITe HAHECEHbI | BKNaabilwe», « XpaHuTh B

cpencTea uoeHTudmkaymm gna HEeLOCTYNHOM ANA AeTel MecTe»
MOHWTOPUWHIa ABUXEHWA NEKAPCTBEHHbIX 15. Homep cepum

npenaparTos OT NPOU3BOAUTENs A0 16. [ara npoussoacTea
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KOHe4Horo notpebutens (HaHeceHue 17. [aTa UcTevyeHms CpoK roAHOCTI
BO3MOXHO C MCMOMb30BaHWEM CTUKepa). (e chopmare: rogeH no...)

18. Wrpux-kog

19. HaHeceHk! BHYTpeHHME
YMNaKoBOYHbIE KOAbI.

20. JononHWTensHO HaHeceHsb!
cpeAcTBa MAEHTUMMKaUMKM Ans
MOHWTOPUWHIra ABUXKEHWSA
neKkapcTBEHHbIX NpenapaTos oT
NpoU3BOAWUTENS 40 KOHEUYHOrO
notpebutens (6e3 ncnonb3oBaHus

CTUKepA).
10 )S(%ar:ge:"e B opurmHansHoli ynakoske npu TemnepaTtype He Boiwe 30°C.
Cpok rogHoCTH
(MepuoguyHoCTL
11 | KoHTpORA) 3 ropa 30.06.2028
Shelf life

requency of control)

* - MNokasatens «MukpoBronornyeckas YnCToTa» He ABMAETCHA PYTUHHLIM METOLOM aHanW3a U MOXeT OTCYTCTBOBAaTL B
nacnopTe KoMMnaHuu,

3. 3AKINKOYEHMUE
CONCLUSION

NexapcTteeHHbIn npenapart Mansyc® TabneTkn 50 mr Ne 28, Homep cepuuw PS60850725 coofaeféfsyar ‘
TpeBoBaHWAM HOpMaTWUBHOWM AoKyMeHTaumu J1M1- N0(000761) (PT-RU)-240424 I anaipo@ Tabnetkn 50 mr. Mogynb
Mapxuposka JIM-Ne(000761)-(PT-RU)-200723. [/ 3 ;
5] wroegimiiiee ; 'r
KoopauHaTop chuavko- y -'X"le '\('_p'. {his nedialdC (247 /
YTeepaun » Cryugiko 0.C: | 24 €0 Lo MO mme ety ".-. “y
Aorcvedt by XUMUYecKoi nabopatopum oV \%\ ' ; _
MonwHocte (Position) ®AO (Full name) ﬂém\ é'-“-\ o] -,.-\‘.-,',-.g;;igudiure}
Version Description of change
(Bepcusn) (OnucaHune nameHeHwnin)
1.0 HoBbil nacnopt
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