NOVARTIS

Form to SOP-8013721

NuueHansa Ha ocyllecTBNeHUe NPOM3BOACTEA NeKapCTBeHHbIX cpeacTe Ne00153-NC

Doc No.: QC_COFA_01072576

Version: 2.0, CURRENT

AHanuTnuyeckuil MACMOPT Ha FOTOBYIO MPOAYKUMIO

000 "HosapTuc Hega"
Poccus, Cankr-lNMeTepbypr,
fopora B KameHky, A.40, kopn. 3, nutepa A

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

KoHTponb kadyecTtsa
Quality Control

Homep nacnopra:
Certificate number

4-885-1025

Bepcus:1.0

Version

1. OBLAS UHPOPMALIUA

GENERAL INFORMATION

HaumeHoBanue npoayKuun:

Product Name

[ansyc® Tabnetku 50 mr Ne 28

I'IposepeHo Ha COOTBeTCTBME C:

Checked against

SPEC_FDF_00102805, Bepcua 13.0

NN-Ne(000761)-(PT-RU)-240424 Maneyc® TtabneTku 50 mr _
Mogyne Mapkuposka J1M-Ne(000761)-(Pr-RU)-200723
Cneundmkaums kavectea Ha Maneyc®, Tabnetkn 50 mr Ne28, Ne56

BHyTpeHHUi Kog Homep cepun
HepacdacoBaHHo npoaykumn: | 42027188 HepacdacoBaHHo npoaykuuny PV1329
Product Code Bulk Batch Number Bulk
BHyTpeHHWIA Kop ynakoBaHHOM Homep cepum ynakoBaHHo#
npoaykuum: 44068548 NpoAayKUMK: PV46741025
Product Code FDF Batch Number FDF
ata npousBoacTea:
ﬁnﬁanufactgring Datff 10.10.2025
; Pasmep cepumu 3a BbIYETOM
fowap copm. 34 659 yn npo6: 34 603 yn
Batch size without samples
2. NONYYEHHBIE PE3YNbLTAThI
TEST RESULTS
Ne Mokazarenk* MeTop ucneitanuii / TpeGoBaHue Pezynbtar
Parameters Analytical method / Requirement Result
BusyanbHbii Benoro useTa kpyrnble rnagkue
O OT OGenoro [0 CBETNO-XENTOro LBeTa | TAbNeTkn CO CKOWEHHBIMU Kpasmu,
1 Appearance Kpyrnble rnagkmie TabneTkn co CKoWeHHbIMKU | ¢ rpasupoBkoid «NVR» Ha ogHomn
Kpasmw, c rpasuposkoii «NVR» Ha ogHoii | cTopoHe u  «FB» wHa apyron
cTopoHe u «FB» Ha apyroi CTopoHe. CTOpOHE.
B3>XXX. Bpema yaepxuBaHua OCHOBHOrO
nMKka Ha XpomartorpaMme WCMbITYEMOro
pacTtBopa, NPUroTOBNEHHOrO ans
KOMUYEeCTBEHHOrO onpefdeneHns, LOMKHO
COOTBETCTBOBATL BpeMeHw yaepxusaHua | CooTseTcTByeT
WaeHTudmrKaLus nMKa Ha xpomaTorpamme CTaHAapTHOro
2 Identification pacteopa 1a. Otnuune BO BpemMmeHax
yAepX1BaHNUS AOMKHO COCTaBnsiTb He
- Bungarnuntu Bonee + 2,0%.
TCX. Ha xpomarorpamme WucCnbITyeMoro
pacTsopa OCHOBHOE MATHO MO NONOXEHWIO,
oKpacke " BENUYUHE pomkHo | CooTBeTcTBYET
COOTBETCTBOBATL MATHY Ha XpoMaTtorpamme
CTaHAApPTHOro pacTeopa.
BOXX
3 | PacTeopeHme He wmenee 80% (Q) sunparnunTuHa oT 101%
Dissolution HOMWHanNbLHOroO  COAEPXaHusi  JOMKHO
nepenTn B pacteop Yyepes 30 MUHYT
4 Boga Metog K. duwepa, 2 4%
Water He Gonee 2,9 % d
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!, NOVARTIS

Form to SOP-8013721

Doc No.: QC_COFA_01072576

Version: 2.0, CURRENT

AHaNUTUYECKMIA NACMOPT Ha FOTOBYHO NPOAYKLUI0

NuueHans Ha ocylecTBReHne NPOM3BOACTEA NEKAPCTBEHHBIX cpeacte NeQ0153-NC

000 "HosapTuc Hesa"
Poccun, CankT-Metepbypr,
Hopora & Kamerky, 4.40, kopn. 3, nutepa A

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

[, KoHTpons kavectea
Quality Control
Homep nacnopra: Bepcus:1.0
Cedfﬁcapre numberp 4-885-1025 Vergion
Ne Mokasarenw* MeTtog ucneitaHuii | TpebosaHue PesyneTar
Parameters Analytical method / Requirement Result
B3XKX 202-01 — meHee 0,1%:
202-01 (amup): He Gonee 0,5% 209-01 — He oBHapykeHo:
Npumecy 209-01 (UMKNMYeCcKMii amuguH): 207-01 — He oBHapyxeHo;
5 | Impurities He 6onee 0,2% EqvHnynas  Hecneuuduumpyemas
S — 207-01(aukeTonunepasut): He Gonee 0,2% | npumeck — He 0BHapyeHo;
EavHnunan Hecneunduuvpyemas npumech
- He Gonee 0,2% Cymma Bcex npumecein — wmeHee
Cymma Bcex npumeceii - He Gonee 0,8% 0,1%
OpHopogHoCTL
enovHuY
g | Ao3npoBaHus PacuyeTHo-maccoBbIi AV=2 6
Uniformity of dosage | AV < 15,0 X
units
-BunaarnuntuH
KonuyecteeHHoe BIYKX
7 225‘_’:?9"""“9 OT 95,0% A0 105,0% sunaarnunTiHa ot | 100,8%
v — HOMWHANBLHOrO COAEPXKaHUA
PEASC 2.1.6.6,2.16.7
Kateropus 3A:
Mukpobuonoruieck | ogyee uncro a3poBHbIX MUKPOOPraH1aMos
g | @A “wmcToTa - He Gonee 10°KOE B 11; Menee 50 KOEB 1T
Microbiological Obluee YnCNO APONKEBBIX U MAECHEBbLIX
purity rpubos - He Gonee 102 KOE B 1T MeHee 10 KOEB 1T;
OtcytcTtane Escherichia colis 11 OtcytctBre B 1 r
Mo 14 TabneTok B 6nucTep MA/AN/NBX un Mo 14 Tabnetok B 6nucTep
anoMuHeBol onbry. MA/ANMBX v antoM1uH1eBon
Vridkomic Mo 2 unw 4 6nuctepa BMECTE C NUCTKOM- donbru.
9 Packing BKMAAbILIEM B KAPTOHHYIO nadky. Mo 2 BnucTepa BMecTe ¢ NNCTKOM-
[onyckaeTca Hanuuue KOHTPoOnNs BKNagbillem B KAPTOHHOW nayke.
NePBUYHOIO BCKPBITUS HA KAPTOHHOM KoHTpons nepeuiHOro BCKpbITUS
navke. Ha KapTOHHOW Nayke NpPUCYTCTBYET.
MepBuyHas BHYTPeHHAR yNakoBKa MepBuvHan BHYyTpeHHsA
Ha 6nucTepe ykasbiBaercs: yrnakoBka
1. Toprosoe HammeHoBaHKe npenapara ¢ Ha 6nucrepe ykazaHo:
npedynpeantensHon mapkuposkoi ® 1. Toproeoe HaumeHoBaHue
2. MexxayHapoaHoe HenaTeHToBaHHoOe npenapara ¢ npegynpeavTensHoi
HaumeHoeaHwe (gybnupyeTcs Ha MapKknposKon ®
aHrnuiicKkom A3sbike) 2. MexxayHapoaHoe
10 :ﬂaz[:;;;)gosxa 3. llorotun Aepxatens perucTpaLMoHHOro | HenaTeHTOBaHHOE HauMEHOBaHUE
YACCTOBEPEHMUS (Ha aHrMUINCKOM A3bIke) (By6nupyeTca Ha aHrnUinckom
4. llekapcTBeHHan dopma A3bIke)
5. [losuposka 3. llorotun paepxarens
6. Homep cepun PerucTpaLuoHHOro YA0CTOBEPEHUS
7. [arta ucreueHns cpoka roaHoCTy (B (Ha aHrnuUncKkom a3bike)
¢hopmarte: rogeH go...) 4. JlekapcTBeHHas chopma
8. [lata npoussogcTea 5. Joanposka
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AHanuTU4eCcKuii NacrnopT Ha roTOBYH NPOAYKLMIO

lluueHsma Ha ocyulecTBneHne NPoM3BOACTBa NekapcTBEHHbIX cpeacTs Ne00153-NC 000 "HosapTtuc Hesa"
Poccus, Caxkr-MNeTepbypr,
fopora 8 Kamewky, .40, kopn. 3, nutepa A

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

KoHTporik kauecTea

Quality Control
Homep nacnopra: Bepcus:1.0
Certificate number 4-885-1025 Version
Ne Mokasatens* Meroa ucniitanuii / Tpe6oBaHue Pesynurart
o Parameters Analytical method / Requirement Result
9. [lonyckaeTca HaHeCeHUe BHY TPEHHNX 6. Homep cepuu
yNMakoBOYHbIX KOAOB KoMNaHun. B cnyyae 7. JaTa ncteyeHus cpoka rogHocTm
npov3eoAcTea Ha nnolagke OO0 (e chopmare: rogeH go...)

«HoapTuc Hesa» Ha 6nucTepe ykasbiBatoT | 8. [lata npovasogcTBa He yKasaHa
TONbKO NEpPEMEHHbIE AaHHbIE 6e3 ykasaHua | 9.BHYTpeHHWe YNakoBoYHbIE KoAab!

npeuKkcos Homepa cepum 1 gatsl KOMMaHWK OTCYTCTBYHOT,
OKOHYaHWA cpoka rogHoCTW. Ha 6nmctepe ans Homepa cepuu
[Hara npoussoAcTBa He yKasblBaeTcs. AaTbl OKOHYaHWA CPOKa rogHOCTU
BropuyHas ynakoBka (KapToHHas nayka) | ykasaHbl TONbKO NepeMeHHble

Ha kapToHHo nayke ykasblBaeTcs: AaHHble 6e3 ykasaHusa npedukcos.
1. ToproBoe HauMeHOBaHUE Npenapara ¢ [ata npon3BoACcTBa He ykazaHa.
npegynpeanTenbHon MapkupoBkon ® BropuyHas ynakoBka (KapToHHas
2. MexayHapoaHoe HenaTeHToBaHHoe nauxa)

HavmeHoBaHue (aybnupyeTtcs Ha Ha kapToHHOI nayke ykasaHo:
aHrNUACKOM A3blke) 1. ToproBoe HaumeHoBaHne

3. JloroTun Aepxatens perucTpauMoHHoro | npenapara ¢ npeaynpeavTenbHoI
YAOCTOBEPEHUR (Ha aHTNMIACKOM Ai3blKe) MapK1poBKon ®

4. HaumeHoBaHwe gepxartens 2. MexpgyHapoaHoe
perucTpawumuoHHoro yaoCcToBepeHns 1 HENaTeHTOBaHHOE HanMeHoBaHNne
NPOnN3BOANTENA NEKapCTBEHHOro (aybnupyeTcsa Ha aHrnMncKom
npenaparta (BbINYCKaOLWMIA KOHTPOIb A3bIKe)

KadecTBa) 3. lloroTun aepxarens

5. Agpec (cTpaHa) gepxartens perncTpaunoHHOro yAoCTOBEPEHUS
PErucTpaLnoHHOro YA0CTOBEPEHUSA W (Ha aHrnNUIACKOM A3bIKE)
NPOW3BOANTENS NEKAPCTBEHHOIO 4. HaumeHoBaHue aepxarens
npenapara (BbINyCKaOLWWIA KOHTPONb perucTpaunoHHoro yaocToBepeHus
KayecTBa) 1 NPOM3BOANTENSA NEKAPCTBEHHOTO
6. llekapcTBeHHas opma npenapaTta (BbinyCcKarLmnii

7. Hosuposka KOHTPOIb KayecTBa)

8. KonnyecTso nekapcTeeHHoro npenapata | 5. Aapec (cTpaHa) Aepxatens

B ynakoBke perucTpaumnoHHoro yaocToBepeHns
9. HaumeHoBaHue un cogepxaHve ¥ NPOM3BOAUTENS NEKAPCTBEHHOrO
OeNcTByOLEero sewecTea npenapaTta (BbINycKaroLnii

10. YkasaHue o cofepkaHum nakroabl KOHTpOnb KayecTsa)

GeasoaHol B kayecTse BeromoraTenbHoro | 6. flekapcTeeHHas chopma
BellecTsa 1 ee KonuyecTee B 1 TabneTtke 7. [loanposka

11. Ycnosus xpaHenus 8. KonuyecTtso nekapcTeeHHOro
12. MyTb BBEAEHNSA npenapara B ynakoBke

13. Ycnoswsa otnycka 9. HaumeHoBaHue 1 cogepxaHue
14. NpeaynpeauTensHbIe HAANUCH: [eNCTBYHOLIEro BeLlecTsa
«[loApoBHble yKasaHnsa No NPUMEHEHMIO 10. YkazaHue o cogepxaHum
npuBeAeHsb! B NMUCTKe-BKMagbile», naxkTo3bl 6e3BogHoON B kKavecTee
«XpaHuTb B HELOCTYNHOM ANA AeTel BCNOMOraTensHoro BellecTsa 1 ee
MecTe» konuuecTse B 1 Tabnetke

15. Homep cepum 11. Ycnosusa xpaHeHuns

16. [laTa npon3BoacTBa 12. Myt BBEOEHUS

17. [lata ncteveHuns cpok roqHocTu (B 13. Yenosus otnycka

dopmarte: rogeH go...)
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NOVARTIS Doc No.: QC_COFA 01072576

Form to SOP-8013721 Version: 2.0, CURRENT

AHanutuyeckui nacnopT Ha roToBYH NPpOoOYKUMID

JluueH3uA Ha ocylecTBReHne NPOM3BOACTBA NEKapCTBEHHLIX cpeacTe Ne00153-NC Q00 "Hoeaptuc Hesa"
Poccua, Cankr-MeTtepbypr,
Hopora B Kamenky, .40, kopn. 3, nutepa A

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

KoHTpornk kayecTea

Quality Control

Homep nacnopra: Bepcua:1.0

Cerﬁﬁcapte numberp 4-885-1025 Vergfon

Ne Mokazarenn* MeTopn ucnuitaduii | TpeGosanne Peaynetar

i Parameters Analytical method / Requirement Result

18. Wrpux-kog 14. MNpeaynpeauTenbHble HAANMUCH:
19. [lonyckaeTca HaHeceHne BHYTPEHHMX «[MopgpoBHble ykasaHus no
YyNaKkoBOYHbIX KOA0B NPUMEHEHUIO NPUBEAEHbLI B NIUCTKE-
20. [lononHuTenbHo MOryT BblTb HaHECEHb! | BKNaapiwe», «XpaHUThb B
cpeacTBa uaeHTUdMKaLmMn ans HEeAoCTYNMHOM ANA AeTeil MecTe»
MOHUTOPWHIa ABWKEHWUSA NEKaPCTBEHHbIX 15. Homep cepun
npenaparos OT NPOM3BOAUTENS A0 16. Jata npovseoacTea
KoHeyHoro noTpeburens (HaHeceHue 17. [laTa ucTeueHns Cpok roaHocTu
BO3MOXHO C UCMONb30BaHWEM CTUKepa). (B chopmarte: rogeH Ao...)

18. Wrpux-kog

19. HaHeceHb! BHYTpeHHUE
YNakoBOYHbIE KOAbI.

20. JononH1TENbHO HaHeceH.b!
cpeacTea uAeHTUGMKaUMM 4ns
MOHWUTOPMWHIa ABWXEHUS
neKkapcTBeHHbIX NpenapaTos OT
NpPoOW3BOANTENS A0 KOHEYHOrO
notpeburens (6ea ncnonsb3oBaHuA
cTukepa).

XpaHeHue

i Storage

B opuruHanbHoii ynakoeke npu Temneparype He Bbiwe 30°C.

Cpok rogHoCTH
(MepuoguyHoOCTL
12 | KoHTpONA) 3roaga 30.09.2028
Shelf life

requency of control)

* - MNokasatens «Mukpobronorudeckasn YUCTOTa» He ABNASTCA PYTUHHBLIM METOAOM aHanM3a u MOXEeT OTCYTCTBOBaTh B
Y
nacnopTe KoMnaHwu.

3. 3AKNOYEHUE
CONCLUSION

NexapcTBeHrHbIn npenapat Mansyc® Tabnetkn 50 mr Ne 28, Homep cepun PV46741025. EW
TpeboBaHMAM HOpMaTUBHOM gokymeHTauum J1M- N°(000761) (Pr-RU)-240424 FanByc@ Iaﬁnermﬁgru loayns

Mapkupoeka JIM-Ne(000761)-(Pr-RU)-200723. . \
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Version Description of change
(Bepcua) (OnucaHue nameHeHwWin)
1.0 HosbIii nacnopt
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