I

NOVARTIS

Form to SOP-8013721

Doc No.: QC_COFA_01072576
Version: 2.0, CURRENT

AHanuTUYeCcKMii NacnopT Ha rOTOBYHO NPOAYKLMIO

JIMUeH3nA Ha ocylLecTBNEHWE NPOU3BOACTBA NekapcTBeHHbIx cpeacts Ne00153-NC

00O "HosapTtuc Hesa"

Poccus, Caxkr-lNeTepbypr,
Hopora B KameHky, A.40, kopn. 3, nutepa A

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

KoHTponb ka4yecTsa

Quality Control

Homep nacnopra:
Certificate number

4-920-1025

Bepcus:1.0
Version

1. OBLLIASA UHOOPMALIMA
GENERAL INFORMATION

HaumeHoBaHKe npoAyKuUun:
Product Name

aneyc® tabnetku 50 mr Ne 28

MpoBepeHo Ha COOTBETCTBUE C:

Checked against

JIN-Ne(000761)-(PIr-RU)-240424 Naneyc® tabnetku 50 mr
Moaynb Mapkuposka [1MN-Ne(000761)-(Pr-RU)-200723
Cneundukaums kavectsa Ha Maneyc®, Tabnetkn 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcus 13.0

BHyTpeHHUI KoA Homep cepuu J
HepacdacoBaHHON npogykumn: | 42027188 HepacthacoBaHHo npogykumun PV7054
Product Code Bulk Batch Number Bulk
BHyTpeHHMI Ko ynaKkoBaHHON Homep cepuu ynakoBaHHOW
NpoayKuun: 44068548 NpoayKuMK: PW68311025
Product Code FDF Batch Number FDF
ara npouMsBofCcTBa:
ﬂanufactﬂrmg Dahf 20.10.2025
Pasmep cepuu 3a BbI4eTOM
e i 35044 yn npoG: e 35031 yn
Batch size without samples
2. MONYYEHHbIE PE3YNbTATDI
TEST RESULTS
Ne lMokasatens* MeTog ucnbitanun / TpeGoBarue PeayniTtar
= Parameters Analytical method / Requirement Result
BusyanbHbIi Benoro useta Kpyrnble rnagkue
o — OT 6Genoro p[o ceeTno-xentoro useTa | TaBneTkn co CKOLIEHHbIMW Kpasmu,
1 Appearance Kpyrnble rnagkue TabneTku co cKoweHHsiMu | ¢ rpaeuposkoil «NVR» Ha opgHoi
Kpasimu, ¢ rpasmposkoii «NVR» Ha opgHoi | ctopore u  «FB» Ha pgpyroi
cropoHe 1 «FB» Ha apyroi cTopoHe. CTOPOHE.
B3»XX. Bpemsi ynaepxuBaHWsi OCHOBHOrO
nMKka Ha xpomarorpamme WCMbITYEMOro
pacTtsopa, NPUroTOBMNEHHOro ans
KONMUYEeCTBEHHOTO onpeaeneHns, [oIKHO
COOTBETCTBOBAaTb BpeMeHu yaepxusaHwusa | CooTBeTCTBYET
NaeHTudmKauus nMKa Ha XpomaTorpaMme CTaH4APTHOroO
o | Identification pactBopa 1a. Otnnuve BO BpemeHax
YAEPXKUBaHUA  [OMKHO COCTaBnATb He
- Bumarn“n-r““ bonee * 2,0%.
TCX. Ha xpomartorpamme WUCnbITYyemMoro
pacTBopa OCHOBHOE NATHO NO MOMOXKEHWIO,
okpacke " Benu4mMHe jomxHo | CooTBeTCTBYET
COOTBETCTBOBATbL NATHY Ha XpomaTorpamme
CTaHAAPTHOro pacTeopa.
B3XX
3 | Pacteopenue He meHee 80% (Q) sunparnunTuHa oT 101%
Dissolution HOMWHanNeLHOrO  COAEPXaHWR  AOMKHO
nepeTi B pacteop Yeped 30 MUHYT
Boga Metoa K. duwepa, 5
4 Water He 6onee 2,9 % 24%
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BOXX 202-01 — He obHapyxeHo;
202-01 (amup): He Gonee 0,5% 209-01 — He oBHapyxeHo;
209-01 (umknuyecknin ammnguH): 207-01 — He obHapyxeHo;
Mpumecwn o
5 | Impurities He 6onee 0,2% EavnuyHan  Hecneuudmympyemas
207-01(aukeTonunepasunH): He Gonee 0,2% | MpUMECh — He OBHapYXeHO;
- BungarnuntuHa
EavHnynas HecneyuguUmMpyeMan npumech
- He Bonee 0,2% Cymma Bcex npumeceii - He
Cymma Bcex npumeceis - He 6onee 0,8% obHapyxeHo
OpgHopogHOCTbL
enuHuY
6 | Ao3MpoBaHus PacuyeTHo-MaccoBhlil AV=2 3
Uniformity of dosage | AV < 15,0 !
units
-BungarnuntuH
NUYecTBeHH
Eﬁpe.qeneuue * it
7 Assay Ot 95,0% po 105,0% sungarnunTiHa oT 100,6%
- BUnaarvnTaH HOMWHAaNBHOTO coaepXaHna
Mo 14 Tabnetok B 6Gnuctep MA/AN/TBX u Mo 14 TabneTtok B GancTep
anoMUHNEBOR onbri. MA/ANMBX n anioMWHEBOA
y Mo 2 unu 4 6nuctepa BMecTe ¢ NUCTKOM- chonbru,
naxkoeka
8 Packing BKIaAbiLLUEM B KaPTOHHYIO Nauyky. Mo 2 6nuctepa emecte C nucTkom-
HonyckaeTcs Hanuyme KOHTpons BKNajblllem B KAPTOHHOW Nayke.
NepBUYHOTO BCKPLITWUA Ha KapTOHHOIA KoHTponk nepBUYHOrO BCKPLITUA
navke. Ha KapTOHHOW Navke NPUCYTCTBYET.
MepBuyHan BHYTPEHHAS YyNakoBKa MNepBUYHas BHYTPEeHHAR
Ha 6nucrepe ykasbiBaercs: ynakoBKa
1. ToproBoe HaumeHOBaHWe npenapara ¢ Ha Bnucrepe ykazaHo:
npegynpeautenbHoOn MapKuposkoii ® 1. Toprosoe HaumeHoBaHWe
2. MexpyHapogHoe HenaTeHToBaHHoe npenapara c npegynpeanTensHon
HanmeHoBaHue (aybnupyetcs Ha MapKnpoBKoii ®
aHrMUACKOM 53blKe) 2. MexxgyHapopgHoe
3. [loroTun gepxartens perncTpauMoHHOTO | HenaTeHToBaHHOE HAUMEHOBaHMe
YAOCTOBEpeHUs (Ha aHrnUNCKOM A3blke) (nyBnupyetca Ha aHrnUACKoM
4. llexapcTBeHHas cdopma A3bIKE)
9 Mapkuposka 5. oaupoeka 3. lloroTun gepxarens
Labelling 6. Homep cepuu PErUCTPaLIMOHHOro yA0CTOBEPEHUS
7. Dara ucreyeHus cpoka rogHocTu (B (Ha aHrnuACcKom A3bike)
cdopmare: rogeH go...) 4. NexapcreeHHas dopma
8. llata npoussoacTea 5. [loanpoeka
9. lonyckaeTca HaHeceHne BHYTPEHHWX 6. Homep cepun
YNaKoBOYHbIX KOLOB KOMNaHWW. B cnyuyae 7. [ata ucreyeHus cpoka rogHocTH
npownssogcTea Ha nnowagke OO0 (B hopmarte: roaeH Ao...)
«HosapTuc Hesa» Ha 6nucTepe ykasbiBaioT | 8. [laTa npousBoACTBa He yKasaHa
TONbKO NepemMeHHble AaHHbIe 6e3 ykasaHus | 9.BHyTpeHHWe ynakoBouHbIe koabl
npedKkcoB HoMepa cepuun 1 aaTkl KOMMaHu1 OTCYTCTBYHOT.
OKOHYaHWA CpoKa rogHOCTM.
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[Jata nponsBoACTBa He YKa3sblBaeTCa.
BropuuHasa ynakoBka (kapToHHana nayka)
Ha kapTOHHOI Nayke ykasblBaeTcs:

1. ToproBoe HavMeHoBaHWe npenapara c
npeaynpeauTensHon Mapkuposkor ®

2. MexayHapoaHoe HenaTeHTOBaHHOe
HammeHoBaHue (aybnupyeTca Ha
aHrTUACKOM A3blKe)

3. NoroTun gepxarena perncTpaunoHHOro
yaocTtoBepeHus (Ha aHrnMiAcKomM A3bIKe)
4. HanmeHoBaHve gepxarens
pernucTpaumoHHOro yA0CTOBEPEHNA 1
npon3BoanTena NeKapCcTBeHHoro
npenapara (BbiNyCcKaloLLnii KOHTPOMb
KayecTsa)

5. Agpec (cTpaHa) gepxarens
perncTpaunoHHOro yA0CTOBEPEHUA U
Npou3BoAUTENS NEeKapCTBEHHOro
npenapara (BbiNycKaloWwwii KOHTPONb
KadecTBa)

6. llekapcTeeHHas dopma

7. Doavposka

8. KonnyecTeo nekapcTeeHHoro npenapara
B ynakoeke

9. HaumeHoBaHue 1 copepxaHue
AelicTBylolero sellecTsa

10. YkasaHue o cogepXaHuu nakrosbi
Be3BoaHON B KA4YECTBE BCMOMOraTernsHoro
BelllecTsa W ee konuyecTee B 1 TabneTke
11. YcnoBus xpaHeHus

12. MyTb BBEACHUSA

13. Ycnosua otnycka

14. MNpeaynpeauTenbHblie Hagnueu:
«NoapobHeIe yKazaHusa no NpUMeHeHuo
npmeBeaeHsbl B NUCTKE-BKNAabILLEY,
«XpaHnTk B HEAOCTYNHOM AnA AeTel
mecTe»

15. Homep cepun

16. [laTta npoussoacTea

17. JaTta uctedeHus CpoK rogHocTu (B
cdopmarte: rogeH ao...}

18. WTpux-kopn

19. JonyckaeTca HaHeCeHWe BHYTPEHHUX
YNaKoBOYHbIX KOLOB

20. flononHnTenbHo mMoryT BbiTh HAaHECEHbI
cpeacTea uaeHTUUKaUmMn ans
MOHUTOPWHIa ABWKEHNS NEKapCTBEHHbIX
npenaparos OT NPpou3BoAWUTENs A0

Ha 6nucrepe aAns HoMepa cepuu 1
JaTbl OKOH4YaHWA cpoKa rogHoOCTH
yKa3aHbl TONbLKO NepemMeHHbIe
AaHHble 6e3 ykasaHua npeduKcos.
[laTta nponssoacTBa He ykasaHa.
BropuyHas ynakoBKa (KapToHHas
navka)

Ha KapToHHOIA Nayke yKasaHo:

1. ToproBoe HaumeHoBaHwe
npenapara ¢ npeaynpeanTensHoi
MapKMpoBKo ®

2. MexxayHapogHoe
HenaTeHTOBaHHOE HauMeHoBaHWe
(ay6nupyeTcs Ha aHrnUIACKOM
A3blIKe)

3. JloroTun aepxarens
pervcTpayuoHHoro yAoCTOBEPEHUS
(Ha aHrnNUIACKOM A3biKe)

4. HaumeHoBaHWe fepxaTtens
per1ucTpaLluoHHoro yAoCToBEpeHNs
1 NPOW3BOAUTENS NIeKapCTBEHHOro
npenapara (BbinycKaowmi
KOHTPOMb Ka4ecTea)

5. Agpec (cTpaHa) gepxarens
perucTpayuoHHOro yAoCTOBEPEHUS
1 NPON3BOANTENS NEKAPCTBEHHOrO
npenapara (BbinyckaoLwunii
KOHTpOInb Ka4yecTea)

6. JlekapcTBeHHas dopma

7. Joauposka

8. Konn4ecTBo nekapcTBeHHOro
npenapara B ynakoBke

9. HaumeHoBaHue 1 cofepaHue
AeAcTByloLero BelecTsa

10. YkasaHve o cogepxaHum
naxkroabl 6e3BogHON B KayecTee
BCMOMOraTensHoro BeLlecTsa U ee
konuyectse B 1 TabneTke

11. Ycnosua xpaHeHuna

12. MNyTb BBEAEHWA

13. Ycnosusa otnycka

14. MNpegynpenuTenbHbie HaaNMcK:
«MoapobHeie ykazaHna rno
NpYUMEHeHWI0 NpUBEAEHb! B NNCTKEe-
BKMagbile», « XpaHuThb B
HefoCTYNHOM ANS AeTeln MecTe»
15. Homep cepuu

16. [lata npon3soacTea
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Ne MNokasarenb* MeTopg ucnbitanuii / TpeGoBaHue Pesynbtar
Parameters Analytical method / Requirement Result
KOHeyHoro noTpeburens (HaHeceHue 17. [JaTta ucreyeHnss Cpok rogHoCTH
BO3MOXXHO C MCNOMb30BaHUEM CTUKepa). (B dhopmare: rogeH go...)
18. Wrpux-kon
19. HaHeceHbl BHYTpeHHMe
YyNaKkoBOYHbIE KOAbI.
20. [lononHUTENBHO HaHeCceHs!
cpencTsa uaeHtTuukaumm gns
MOHUTOPWHIa ABUXEHUA
NneKkapcTBEHHbIX NpenapaTos oT
NPOW3BOANTENS A0 KOHEYHOro
notpeburens (6e3 ucnonL3oBaHUs
CTUkepa).
10 )S(E;:;:“e B opuruHanbHoi ynakoske npu Temnepatype He Bbiwe 30°C.
Cpok rogHoCTH
(MepuoguuHoCcTL
11 | koHTpONA) 3roga 30.09.2028
Shelf life
requency of control)

* - Mokazatens «MukpoGuonorieckas YUCTOTa» He ABNAETCA PYTUHHLIM METOAOM aHanM3a i MoXeT OTCYTCTBOBATb B
nacrnopTe KomnaHuu.

3. 3AKMNOYEHUE
CONCLUSION

JlekapcTBeHHbI npenapar Mansyc® Tabnetku 50 mr Ne 28, Homep cepun PW69311025 cooTaeTcTsyeT
TpeboBaHWAM HopMaTUBHON AoKyMeHTaumm J1M-Ne(000761)-(Pr-RU)-240424 I“anayc@ TabneTk 50 M Mo,qynb

Mapkuposka J1M-Ne(000761)-(Pr-RU)-200723.

KoopauHaTtop cusmko- |5 [mm )
Yreepaun - Crnyuanko O.C. > 1 v
Approwee by xumudeckoi naboparopun / s Nov: ( @ ‘_94 -2 DA
DomwHocTe (Position) A0 (Full name) '3._\‘:‘;4"';-»105-- e "Icumma {Eignature)
Version Description of change
(Bepcus) (OnucaHue nameHeHwWit)
1.0 Hosblid nacnopt
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