Doc No.: QC_COFA_01072576

' _ :
(') NOVARTIS Version: 2.0, CURRENT

Form to SOP-8013721

AHanuTu4Yeckuil nacnopT Ha roToByO NPOAYKUMKO

000 "Hoeaptuc Hepa"
Poccus, Cankr-Tetepbypr,
Hopora 8 Kamerky, 4.40, kopn. 3, nutepa A

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

JlMueH3na Ha ocylecTBneHne NPon3BOACTBA NEKAPCTBEHHLIX cpeacTe Ne00153-NC

KoHTponb ka4ecTea
Quality Control

Bepcus:1.0
Version

Howmep nacnopra:

Cerificate number 4-917-1025

1. OBLUAA UHPOPMALIUA
GENERAL INFORMATION

HaumeHoBaHWe NpoayKLUWK:

Product Name Mansyc® tabnetku 50 mr Ne 28

NN-Ne(000761)-(Pr-RU)-240424 Maneyc® Tabnetkn 50 mr
Moayns Mapkuposka J1M-Ne(000761)-(PM-RU)-200723

lNpoBepeHo Ha COOTBETCTBME C:

Checked against Cneuwndpukaums kavectsa Ha Maneyc®, Tabnetku 50 mr Ne28, Ne56
SPEC_FDF_00102805, Bepcua 13.0
BryTpeHHWIA Kopf, Homep cepun
HepacdacoBaHHOM npoaykuun: | 42027188 HepaccacoBaHHoW npoaykumun PV7046
Product Code Bulk Batch Number Bulk
BHyTpeHHMiA Kog ynakoBaHHOW Homep cepum ynakoBaHHoOM
npoayKumn: 44068548 npoayKuuu: PW69261025
Product Code FDF Batch Number FDF
Ta NPpou3BoAcTBa:
ﬂ:nufactgrfng Darén 20.10.2025
Z Pazmep cepun 3a BbIYETOM
FASHER CApi: 35 101 yn Apo6: 35 088 yn
Batch size without samples
2. NONYYEHHbLIE PE3YNbTATHI
TEST RESULTS
Ne MNokazarens* Metopa ucnbitanui / TpeGoBaHue PeaynbTar
3 Parameters Analytical method / Requirement Result
BuayanbHbii Benoro ueera kpyrnmble rnagkue
o Ot 6Genoro A0 CBETMO-XENTOrO LBETa | TABNeTKM CO CKOLUEHHBIMI KpasMu,
1 Anucal-me Kpyrnble rnagkue TabneTku co CKOLWEeHHBIMK | ¢ rpaBupoBkoii «NVR» Ha ogHom
ppearance % “ 2
Kpasmu, ¢ rpaBupoBkoil «NVR» Ha ogHoli | ctopoHe u  «FB» Ha pgpyroi
cTopoHe v «FB» Ha Apyroi cTopoHe. CTOpPOHE.
BOXX. Bpemsi yaepuBaHUsi OCHOBHOrO
MMKa Ha XpomaTtorpaMmme WCNbITYemMoro
pactBopa, NpPUroTOBMNEHHOTO ans
KOMWYECTBEHHOrO OnpeaeneHns, [OMKHO
COOTEETCTBOBAaTL BpemeHu yaepxusaHua | CooTeercTByeT
WaeHTUtbuKaums nMKa Ha XxpomartorpaMme CTaHAapTHOro
o | Identification pacteopa 1a. Ortnuume BO BpemeHax
YAEPKUBAHWA [JOMKHO COCTaBNATbL He
& BWMQF.I'WII"ITHH bonee + 2,0'%).
TCX. Ha xpomartorpamme WCnbITYyeMOro
pacTBopa OCHOBHOE MATHO MO MONOKEHWIO,
oKpacke " BENUYMHE nomkHo | CooTseTcTeyeT
COOTBETCTBOBAThL MATHY Ha XpomMaTorpamme
CTaHAapTHOro pactsopa.
B3XX
3 | PacTeopehue He mexee 80% (Q) swnparnunTuHa oT 101%
Dissolution HOMWHANbHOrO  COAEepXKaHWa  AOMKHO
nepeiTi B pacteop Yepes 30 MUHYT
Bopa MeToa K. ®uwepa, 8
4 Water He Gonee 2,9 % A%
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Ne Mokaszarens* MeTtog ucneitanuii / Tpe6osaHue Pesynbtar
Parameters Analytical method / Requirement Result
B3XX 202-01 — He oBHapyxeHo;
202-01 (amup): He Bonee 0,5% 208-01 — He oBHapyxeHo;
n 209-01 (umMKnNMYecknin aMmnanH): 207-01 — He oBHapyxeHo;
pumecHu a
5 | Impurities He 6onee 0,2% EavHuynaa  Hecneuuduumpyemas
07-01(aukeTonunepasuH): He Gonee 0,2% | npuMeck — He oBHapYXKeHo;
- BunparnuntuHa “
EanHnyHas Hecneuncuumpyemas npumech
- He BGonee 0,2% Cymma Bcex npumeceih — He
Cymma Bcex npumecei - He Gonee 0,8% oBHapyxeHo
OpHopoAHOCTL
equHuL
6 | Ao3npoBaHus PacuyeTHO-maccoBebii AV=2 7
Uniformity of dosage | AV = 15,0 '
units
-BungarnuntuH
YyecTB
Eﬁ::nenenizﬂoe BN
7 Assay Ot 95,0% po 105,0% eunaarnunTiHa ot 100,4%
S —— HOMWHanNbHOro COAEPHaHUA
Mo 14 Tabnetok B Gnuctep NA/AIVIBX n Mo 14 Tabnetok B Gnuctep
anoMUHUeBol honbri. MAZANMBX u antoMUHUEBOR
Mo 2 unu 4 Gnuctepa BMECTE C NACTKOM- conbru.
8 lealchKa BKNaApllleM B KAPTOHHYIO Nauky. Mo 2 6nucTepa BMECTE C NUCTKOM-
Packing aa P v Ky P "
HonyckaeTca Hann4ve kOHTpons BKNaAblleM B KAPTOHHOW nadke.
NepBUYHOro BCKPLITWA Ha KAPTOHHOM KoHTpornb nepeu4HOro BCKpbITUS
navke. Ha KapTOHHOI Nayke NpUCYTCTBYET.
MepBUYHAA BHYTPEHHASA YNaKoBKa MepBrYHaA BHYTPEeHHAR
Ha 6nucTepe ykasbiBaeTcs: ynakoBka
1. Toproesoe HaumeHoBaHWe npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTenbHon MapKMpoBKkor ® 1. Toprosoe HanmeHoBaHue
2. MexxgyHapoaHoe HeENaTeHTOBaHHOE npenapara ¢ npegynpeauTensHoim
HanMeHosaHue (gybnupyeTcs Ha Mapkuposkon ®
aHrMUIACKOM A3bIKE) 2. MexpyHapoaHoe
3. lloroTun gepxarens perucTpauMoHHOro | HenaTeHTOBaHHOe HaMeHOBaHue
YOOCTOBEPEHUA (Ha aHTNIMACKOM A3bIKE) (nybnupyerca Ha aHrNUACKOM
4. NNekapcTeeHHan opma A3blKe)
9 MapkupoBka 5. [loanpoeka 3. Norotun pepxarens
Labelling 6. Homep cepumn perucTpaunoHHOro yaoCToBEPEHNS
7. ata ucreyeHns cpoka rogHocTu (B (Ha aHrnuiRckom A3biKe)
dopmarte: roaeH ao...) 4. lekapcTBeHHas copma
8. flaTa npounssoacTea 5. [loavposka
9. fonyckaeTcs HaHeCeHWEe BHYTPEHHUX 6. Homep cepum
ynakoBOYHBIX KOAOB KOMNaHwuu. B cnyyae 7. [laTa ncteyeHns cpoka roaHocTu
npouseoacTsea Ha nnowaake OO0 (e dbopmare: roaeH go...)
«HoBapTuc Hesa» Ha 6nucTepe ykasbisatoT | 8. [laTa npousBoACTBa He yKasaHa
TOMLKO NepeMeHHble AaHHble 6e3 ykasaHnsa | 9.BHyTpeHHWe ynakoBouHbIe Koabl
npecukcos HoMepa cepun 1 AaThbl KOMA@HWK OTCYTCTBYHOT.
OKOHYaHWA CpoKa rofHoCcTU.
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Ne MNokazatenk* MeTon ucnkitannii / TpeGoBaHue Pesynbrar
Parameters Analytical method / Requirement Result

[aTta npon3BoACTBa He yKasbiBaeTcs.
BropuuyHas ynakoska (KapTOHHas navka)
Ha KkapTOHHOW Nauke yKasblBaeTCcs:

1. ToproBoe HaumeHoBaHue npenapara ¢
npeaynpeanTensHOR MapkUpoBKoii ®

2. MexpyHapoaHoe HenaTeHTOBaHHoe
HavmeHoBaHue (ay6nupyeTcs Ha
aHrMWIACKOM A3bIKe)

3. lloroTun AepxaTtens permcTpaunoHHoro
YAOCTOBEPEHUA (Ha aHrMUIACKOM A3bIKe)

4. HanmeHosaHue fepxarens
PerMcTpaLuoHHOro YA0CTOBEPEHUSA W
NPOU3BOAUTENS NEKAPCTBEHHOTO
npenapara (BbiNycKaloLKUA KOHTPONb
KavecTsa)

5. Agpec (cTpaHa) aepxarens
perucTpaLmUoHHOro YA0CTOBEPEHUA U
NPOW3BOANTENS NEKAapCTBEHHOTO
npenapara (BbiNycKawoLwWuiA KOHTPONb
KayecTsa)

6. llekapcTBeHHas dopma

7. Dosuposka

8. KonuuecTso nekapcTBeHHOro npenapara
B YrnakoBKke

8. HaumeHoBaHue 1 coaepxaHune
AeACTBYIOLLero BeLyecTsa

10. YkasaHue o cogepkaHuu Nakroabl
6e3soAHON B Ka4eCTBe BCNOMOraTensHoro
BellecTsa u ee konuyecTee B 1 TabneTke
11. YcnoBus xpaHeHus

12. MNyTb BBEAEHUSA

13. YcnoBus otnycka

14. NpeaynpeauteneHble Hagnucw:
«[Moapo6Hble yKazaHusi No NPpUMEHEHUIO
npuseaeHbl B NIUCTKE-BKNagbILEY,
«XpaHUTb B HEAOCTYNHOM ANs AeTei
MecTe»

15. Homep cepun

16. lata nponssoacTea

17. Nlata ucteueHus cpok rogHocTH (B
topmare: rogex ao...)

18. WTpux-kog

18. [lonyckaeTca HaHeceHue BHYTPEHHNX
YNakoBOYHbIX KOAOB

20. [ononHnTtensHo MoryT BT HaHeceHs!
cpeAcTsa MAEHTUdMKaUWMKN Ons
MOHWUTOPWHIa ABIKEHUS NeKapCTBEHHbIX
npenapaTos OT Npou3BoAUTenNs 4o

Ha 6nucTepe ana Homepa cepun U
AaTbl OKOHYaHWA CPOka rogHOCTH
YKa3aHbl TONMbLKO NepeMeHHbie
AaHHble 6e3 ykasaHus npeduKkcos.
[ara npousBoacTea He ykasaHa.
BropuuHasa ynakoBka (KapToHHas
nayka)

Ha KapTOHHOW nNayke ykas3aHo:

1. ToproBoe HauMeHoBaHue
npenapara ¢ npeaynpeanTensHoi
MapKNpOBKOi ®

2. MexxayHapogHoe
HenareHToBaHHOe HaluMeHoBaHNe
(aybnupyeTcs Ha aHrnuinckom
A3blKe)

3. Norotun gepxarens
PerucTpaLmoHHOro yaA0CToBepeHUs
(Ha aHrNWIACKOM s3bIKe)

4. HaumeHoBaHne gepxaTens
pPerucTpaunoHHOro yA0CTOBEPEHNA
W NPOU3BOAUTENS NIEKAPCTBEHHOrO
npenapara (BbinycKawLwnii
KOHTpOMNb Ka4ecTea)

5. Aapec (cTpaHa) aepxarens
perncTpaLUoHHOro YACCTOBEPEHUS
1 MPON3BOAUTENS NEeKapCTBEHHOO
npenapara (Bbinyckawowmin
KOHTPOSb KaYecTBa)

6. llekapcTeeHHas dopma

7. [loanpoeka

8. KonuyecTso nekapcTeseHHoro
npenapara B ynakoBke

9. HaumeHoBaHve n cogepxaxne
AeAcTByIoLWEero BeLecTsa

10. YkaszaHue o cogepxaHum
nakTosbl 6€3B04HO B KavecTBe
BCMOMOraTernbLHoro BelecTsa 1 ee
Konnyectee B 1 Tabnetke

11. YcnoBus xpaHeHuns

12. NyTk BBEACSHNS

13. Ycnosus otnycka

14. NpeaynpeanTensHbIe HaaNUCH:
«[MoapoBHble ykasaHus no
NPYUMEHEHUIO NPUBEAEHBI B NNCTKE-
BKNaabilLle», «XpPaHuTb B
HeAoCTYNHOM ANA AeTel MecTe»
15. Homep cepum

16. [Jara npowseodcTea
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KOHeYHoro notpebutens (HaHeceHue 17. [ata ucreyeHms Cpok roaHocTH
BO3MOXHO C WCMNONb30BAHWEM CTUKEpa). (B dhopmaTe: rogeH 1o...)
18. Wrpux-kog
18. HaHeceHb! BHYyTpeHHUe
YNaKkoBOYHbIE KOAbl.
20. JononHUTenbHO HaHeceHbI
cpeAcTea naeHTudvkaLmm ons
MOHWTOPWHra ABWKEHNA
neKkapCcTBEHHbIX NpenapaTos oT
NpPoV3BOANTENsA A0 KOHEYHOrO
notpeburens (6es ucnonb3oBaHUa
CTUKepa).
10 )S(g?:;;ne B opuruHansHoi ynakoeke npu Temneparype He Bbilwe 30°C.
Cpok rogHocTH
(MepuoguyHocTL
11 | koHTpoONS) 3 ropa 30.09.2028
Shelf life
requency of control)

* - MNokasatens «Mukpobuonoruieckas YACTOTa» He ABNSETCA PYyTUHHLIM METOOM aHanM3a U MOXeT OTCYTCTBOBATh B
nacnopTe KOMAaHWM,

3. 3AKIKOYEHUE
CONCLUSION

NexapcTBeHHblii npenapat ansByc® Tabnetku 50 mr Ne 28, Homep cepun PW69261025 cooTeetcTayeT
TpeBosaHusiM HopMaTUBHOI AokymeHTauuu JN-Ne(000761)-(Pr-RU)-240424 Maneyc® Tabnetki 50 mrMoayne
Mapkuposka J1M-Ne(000761)-(Pr-RU)-200723.
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