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AHanUTU4ECKWUIA NAacNOPT Ha FOTOBYH NPORYKLMIO

000 "HoBaptuc Hesa"
Poccus, Cankr-MNeTepbypr,
Dlopora B KameHky, 4.40, kopn. 3, nutepa A

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

TiMueHana Ha oCyILeCTBNeHNE NPOU3BOACTBA NekapcTBeHHbIX cpeacts Ne00153-11C

KoHTponk KauecTsa
Quality Control

| Homep nacnopra:
Certificate number

Bepcus:1.0
Version

4-467-0525

1. OBLUAA NHOOPMALIMA
GENERAL INFORMATION

HanmeHoBaHWe npoayKuuvn:

Product Name laneByc® TabneTkn 50 mr Ne 28

JiN-Ne(000761)-(PT-RU)-240424 Nansyc® Ttabnetku 50 mr Moaynb

MposepeHo Ha cooTBeTcTBME ¢: | Mapkuposka f1M-Ne(000761)-(Pr-RU)-200723

Checked against Cneundmkaums kauectsa Ha Fansyc®, Tabnetin 50 mr Ne28, Ne56
SPEC_FDF_00102805, Bepcust 13.0
BHyTpeHHuin ko Howmep cepun
HepacdacoBaHHO npoaykuun: | 42027188 HepacchacoBaHHoil npoaykumun PNG187
Product Code Bulk Batch Number Bulk
BHyTpeHHuA Kop, ynaKkoBaHHOW HoMep cepum ynakoBaHHOMN
npoayKuun: 44068548 npoayKuumn: PP16790525
Product Code FDF Baich Number FDF
ara rnpovusBoACTBa:
ﬂanufaczring Datéq 24.05.2025
Paazmep cepum 3a BbIYETOM
SEeMop capun: 35016 yn npo6: Gl 35 003 yn
atch Size ) -
Batch size without samples
2. NMONYMYEHHDbIE PE3YNbTATHI
TEST RESULTS
Ne MNMoxasarens* MeToa ucnuitanuit / TpebosaHue Pesynbrar
N Parameters Analytical method / Requirement Result
BusyansHbti Benoro wuBeta kpyrnele rrnagkue
o Ot 6Geroro 40 CBETAO-XENTOro LBeTa | TabneTkn CO CKOLIEHHbIMK Kpasimu,
1 . Kpyrnkie rnagkue TabneTky co CKoweHHbiMN | ¢ rpasmpoBkoi «NVR» Ha opaHom
Appearance Py A -, | Pasup AHOM
kpasmu, ¢ rpasupoBkoit «NVR» Ha oaHoii | ctopoe 1 «FB» Ha  gpyron
cropoHe n «FB» Ha apyroi CTOPOHE. CTOpPOHE.
BOXX. Bpemsa yaepxusaHUs OCHOBHOMO
nMKa Ha XpoMaTorpamme UCnbITYemoro
pacTBopa, FIpUroTOBNEHHOTO ans
KOMWYECTBEHHOrO ONpPeAeneHns, HOIKHO
COOTBETCTBOBATbL BpeMeHW YyaepxusaHus | CooTBeTCTBYET
WUaenTndmkaums nMKa Ha XpomaTorpamme CTaHAapTHOro
o | Identification pacteopa 1a. OTnuume BO BpemeHax
yOepXuBaHua JOMKHO COCTaBnATb He
- BungarnunTux Gonee + 2,0%.
TCX. Ha xpomarorpamMmme WCNbITYEMOFO
pacTsopa OCHOBHOE MATHO N0 NOMOXEHWIO,
okpacke " BEIYnHe ponxHo | CooTBeTcTByeT
COOTBETCTBOBATL NATHY Ha XpoMaTorpamme
CTangapTHOFO pacTeopa.
B3OXX
3 | PacTBopeHue He wmeHee 80% (Q) sungarnuntuHa oT 99%
Dissolution HOMUHaNLHOrO  CoAEepXaHusl  [OMKHO
nepewTy B pactsop 4Yepes 30 MuHyT
Boaa Metog K. duinepa, -
4 Water He Gonee 2,9 % 2,5%
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KoHTpone kavectea
Quality Control

Homep nacnopra:’ Bepcus:1.0
Certiﬁcge numberp 4-467-0525 Vergion
Ne lMokasaTtenn* Metoa ucnuirannii / TpeGoBaHue PeaynbTtar
Parameters Analytical method / Requirement Result
B3>KX | 202-01 — menHee 0,1%;
202-01 (amng): He Bonee 0,5% 209-01 — He oBHapyXeHo;
Mpumeck 209-01 (UuKnuecKkuin ammanH): 207-01 — He oBHapyXeHO;
5 | Impurities He 6onee 0,2% EfvHuuHas  HecneuuduLmpyemas
-Bun 207-01(avkeTonunepasuH): He 6onee 0,2% | nNpumech — He OBHAPYKEHO;
AarfnnTiHa E
AMHUYHaA HecneunduUmupyemas npumecs
- He 6onee 0,2% Cymma Bcex npumeceit — MeHee
Cymma Bcex npumeceii - He 6onee 0,8% 0.1% —_— )
OaHopogHOCTL
eavHUL,
g | Ao3MpoBaHUs PacueTHo-maccoBhIiA | AV=3 3
Uniformity of dosage | AV < 15,0 | ’
units
-Bunparnuntux et
uy Hoe
onpegenomns | B
7 Assay Ot 95,0% po 105,0% sungarnuntuHa ot 101,0%
- BURAFAMATH HOMWHaNBHOro coaepXKaHNs | .
Mo 14 Tabnetok B Gructep NA/ATNITIBX 1 Mo 14 Tabnerok B GnncTep
antMuHUeBoi donbru. MA/ANMNBX 1 anomMuHneBoi
Ynakoeka Mo 2 nnn 4 6rninctepa BMecTe C NUCTKOM- donbrun.
8 Packing BKMNagpllleM B KAPTOHHYIO NaukKy. | Mo 2 6rncTepa BmecTe ¢ NIMCTKOM-

JonyckaeTcs Hanuuye KOHTPOns!
NEPBUYHOIrO BCKPLITUS HA KapTOHHOA
navke.

BKIagpblllieM B KAPTOHHOW nadke.
KoHTpOrib NepBuvHOro BCKPbITHS
Ha KapTOHHOIA Navke NPUCYTCTBYET.

9 MapkupoBka
Labelling

MepBMUYHaA BHYTpPeHHNA ynakoBKa

Ha 6nucrepe ykaswiBaercs:

1. Toprosoe HaumeHoBaHWe npenapara ¢
npeaynpeanTenbHON MapkMpoBKon ®

2. MexxayHapopHoe HenateHToBaHHoe
HanmeHoBaHue (aybnunpyeTtca Ha
aHrMUIACKOM A3blke)

3. JloroTnn gepxaTens perucTpauyoHHOro
YOOCTOBEPEHNA (Ha aHINNACKOM A3bIKE)

4. lexapcTBeHHan dopma

5. Hosupoeka

6. Homep cepuu

7. [laTa ncreueHns cpoka rogHoOCTH (B
dopmare: roaeH no...)

8. JaTta npoussoacTea

9. Nonyckaetca HaHeceHWe BHYTPEHHUX
yNaKoBOUHbLIX KOJOB KoMiaHuu. B cnyuae
npoussofcTea Ha nnowagke OO0
«HosapTuc Hea» Ha BnucTtepe ykassbizaloT
TOMNbKO NepeMeHHble gaHHble 6e3 ykasanus
npecrKcoB HOMepa cepum 1 Aathbl
OKOHYaHWSA CpoKa roQHOCTH.

MepBU4HaA BHYTpeHHsISE
ynakoBKa

Ha 6nucrepe ykasaHo:

1. ToproBoe HauMeHoBaHwe
npenaparta ¢ npeaynpeauTesisHon

| Mapkuposkon ®
| 2. MexayHapogHoe

HenaTeHToBaHHOE HauMEHOBaHNe
(aybrnupyertcs Ha aHTNUACKOM
A3bIKE)

3. INorotun aepxarens
perucTpaLMoHHoro ya40CToBepeHus
(Ha aHrmUIRCKOM A3bIKE)

4. flekapcTBeHHas hopma

5. Dosupoeka

6. Homep cepun

7. OaTta ucreveHus cpoka rogHoCTyH
(s bopmarte: roaeH no...)

8. [lata npon3soacTBa He ykasaHa
9.BHYTpeHHNe ynakoBO4YHbie KOgbl
KOMMaHuu OTCyTCTBYIOT.
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AHarnMTM4eCcKun NacrnopT Ha roToBYIO NPOAYKLMIO

JluueHsns Ha ocyluecTBieHne NPOU3BOACTBA iIeKapCTBEHHLIX cpeacTs Ne00153-1C 0OQO0 "HosapTuc Hesa"
Poccus, Cankr-MNetepbypr,
[lopora B KameHky, f.40, kopn. 3, nutepa A

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

KoHTporb kayecTsa
Quality Control

Homep nacnopra: Bepcun:1.0
Certiﬁc?te numberp 4-467-0525 Velgion
Ne Mokazarenn* MeToq ncnuitanuit / Tpe6GosaHue PesynbTtar
Par_ezme{ers Analytica _F method / Requirement : Result
[Jara nponssoacTea He yKasbisaeTcs. Ha 6nuctepe ana Homepa cepun n
Bropuunas ynakoBka (kapTOHHasA nayvka) | JaTel OKOHYaHWS CPOKa rOAHOCTM
Ha KapToHHOW nauke ykasbisaeTcs: YKa3aHbl TONbKO NepemMeHHbIe
1. Toprosoe HaumeHoBaHWe npenaparta ¢ AaHHbie 6e3 ykasaHus npeduKcoB.
npeaynpeauTensHoN Mapkuposkoi ® [laTa npoussoacTBa He ykasaHa.
| 2. MexxgyHapoaHoe HenaTeHToBaHHOe BropuyHas ynakoBKka (kapTOHHanA
HanmeHoBaHue (OyonupyeTcs Ha navka)
aHrUACKOM A3bIKe) Ha kapToHHOM nauke yxasaHo;
3. Nlorotun gepxatens perucTpaunoHHoro | 1. Toprosoe HaumeHoBaHue
YOOCTOBEPEHNS (Ha aHrTIMACKOM SI3bIKe) npenapara ¢ npegynpeauTenbHon
4. HanmeHoBaHwe gepxarens MapKupoBKov ®
PerncTpaumMoHHOro yaoCToBEPEHUS U | 2. MexayHapogHoe
NPOU3BOANTENS JIEKAPCTBEHHOMO | HenaTeHTOBaHHOE HauMeHOoBaHNE
npenapara (BbINyCKaloWWil KOHTPONb (AyGrmMpyeTcs Ha aHrMicKom
KayecTea) A3bIKE)
| 5. Aapec (cTpaHa) aepxarens 3. Norotun gepxarens
perncTpaLmMoHHOro y4oCTOBEpPEHUS U PerucTpaLmoHHOro yaocToBepeHust
NPOU3BOANTENSA NEKapCTBEHHOIO (Ha aHrnuiickom A3biKe)
npenapara (BbINyCKaoWMiA KOHTPONb 4. HaumeHoBaHue gepxarens
KayecTBa) perncTpaLmoHHOro yaocToBepeHins
6. llekapcrBeHHan dopma ¥ Npon3BoANTENS NEKAPCTBEHHOTO
7. Josnposka npenapara (Bbinyckatowuit
8. KonuyecTtso nekapCcTBEHHOTO Npenaparta | KOHTPOrb KauyecTsa)
B ynakoske 5. Aapec (cTpaHa) gepxaTtens
9. HaumeHoBaHue 1 cogepxaHue perncTpaLimoHHoro yaAoCTOBEpEHUS
JAEACTBYIOLLIETO BeLlecTBa 1 NpoussoauUTENSt NEKAPCTBEHHOTO
| 10. YkasaHue o cogepkaHum Nakrosb npenapara (BbinycKaroLwuin
6e3B0AHON B Ka4ecTse BCMIOMOTaTENbHOTO | KOHTPOSb KauecTBa)

BeLecTBa U ee Konuyectse B 1 Tabnetke 6. NekapcTeeHHasn dopma

11. Ycnosus xpaHerus 7. [loavposka
12. MNyTb BBEACHMA 8. KonunuecTso nexapcTeeHHoro
13. Ycnosus otnycka npenapara B yrnakoBke
14. NpegynpeauTencHble Hagnucuy: 9. HaumeHosanve n conepxaHuve
«[NoapobHble yKasaHMs No NPUMEHEHUIO JeNcTeyiowlero sellecTsa
npvseaeHbl B rMCTKe-BKNaabiuey, 10. YkaszaHve o cogepxaHmm

| «XpaHuTb B HegocTynHoM Ans aeTei nakTo3kl 6e380AHOM B Ka4ecTBe
MecTe» BCMOMOTaTENbHOro BELeCTBa U ee
15. Homep cepum konuyectee B 1 TabneTtke
16. Dara npousBoacTea 11. YcnoBus xpaHeHus
17. Oarta ucreueHms Cpok rogHoCcTH (B 12. MNyTL BBEACHUSA
dopmarte: rogeH fo...) 13. Yenosust oTnycka
18. Wrpux-kog 14. MpeaynpeauTenbHble HAAMUCU:
19. [lonyckaeTcsa HaHeceHWe BHYTPEHHNAX «[NoppobHble ykasaHma no

| YNaKoBOYHbIX kOA0B NPUMEHEHUIO NpUBEeAEHb! B NIMCTKE-
20. JonosnHutenbHo MOFYT BbiTb HaHECEHB | BKMAAbILLE», «XPaHUTb B
cpeacTsa naeHTudukauuy ans HeAOoCTYNHOM ANA AeTel MecTe»
MOHWUTOPUHIa OBYKEHUA NeKAaPCTBEHHbIX 15. Homep cepum

| npenapaToB OT Npou3soaAnTeNsa 40 16. [lata npoussoacTea
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AHANUTUYECKWIA NAcoOPT Ha FOTOBYIO NPOAYKLIUIO

JInueHans Ha OCyLWIECTBeHEe NPOU3BOACTBA NeKapcTBeHHbIX cpeacTts Ne00153-J1C

000 "HosapTuc Hesa"
Poccus, Cankt-lNeTtepBypr,
fopora B Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTporib kayecTsa
Quality Control

Homep nacnopra: Bepcus:1.0
_gfrﬁﬁcr?te numberp 4-487-0525 Vergion
Ne Mokasarens* MeTop ucnbitaHui / TpebosaHne Pesynbrar
Parameters Analytical method / Requirement Rgsult
KOHeuHoro notpeburens (HaHeceHue 17. Oara ncreueHust CpoK roaHoCTH
BO3MOXHO C UCMOIb30BaHVEM CTUKEPa). (8 hopmare: roaeH [o...)
18. Whrpux-kog
19. HaneceHbl BHyTpeHHUE
YNaKOBOMHBIE KOAbI.
20. [JononHuTEeneHO HaHeCceHb!
cpencTea naeHTuduKaumm Ars
MOHUTOPUWHIa ABUXEHUA
NeKapCcTBEeHHbIX MpernapaTos OT
Npou3BoAuTENs A0 KOHEYHOro
notpebutens (6e3 ucrnonb3oBaHus
pam m __| cTvkepa).
10 )\épauel-wle B opurrHanbHOM yrnakoeke npu Temrepatype He Bolwe 30°C.
forage Ay A
CpoK rogHOCTH [
(MepuoanuHoCTb
11 | KOHTpONSA) 3ropa 30.04.2028
Shelf life
requency of control)

* - NMokazatens «Mukpobuonormyeckas YucTorTa» He ABMAETCH PYTUHHLIM METOAOM aHanmaa n MoXeT OTCYTCTBOBaThL B

nacropTe KoMnaHuu.

3. 3AKNIOYEHUE
CONCLUSION

JNekapcTaeHHbi npenapar ManByc® Tabnetkn 50 mr Ne 28, Homep cepun PP16790525 cooteeTcTByeT
TpeboBaHusM HopMaTVBHOR SokymeHTauum JIMN-Ne(000761)-(PT-RU)-240424 ansyc® Tabnetkn 50 mr-Moayne
Mapkupobka JT1-Ne(000761)-(P-RU)-200723. ;

KoopauHatop chursuko- ol ~ . X
YTBepﬂ“." XUMUNYECKOW na6opaT°pMM CnyanKO O.C. / Q i 1% Qs & T il o
Approved by
Version Description of change
(Bepcwus) (Onucarve usmeHeHuin)
1.0 Hosbih nacnopt
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