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Form to SOP-8013721

Doc No.: QC_COFA_01072576
Version: 2.0, CURRENT

AHanuTUYeCKWi NacNopT Ha roTOBYIO NPOAYKLMIO

NuueHsns Ha ocylwecTeneHe NPoON3BOACTEA NEKAPCTBEHHLIX cpeacTts Ne00153-NC

000 "Hoeaptuc Hepa"
Poccus, Cankr-MeTtepbypr,
Hopora B Kamenky, a.40, kopn. 3, nutepa A

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

KoHTponk kayecTea
Quality Control

Homep nacnopra:
Certificate number

Bepcus:1.0

4-776-0925 Vs
ersion

1. OBLWAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHKe NnpoayKLWK:
Product Name

Maneyc® tabnetkn 50 mr Ne 28

MpoBepeHo Ha COOTBETCTBME C:

JIN-Ne(000761)-(Pr-RU)-240424 ansyc® Tabnetkn 50 mr Moaynb
Mapkupogka JTM-Neg(000761)-(Pr-RU)-200723

Checked against Cneuundukaums kavectsa Ha Maneyc®, Tabnetku 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcusi 13.0
BHyTpeHHUiA Ko Homep cepun
HepacdacoBaHHOM npoaykuum: | 42027188 HepaccacoBaHHOI npoaykuun PT6880
Product Code Bulk Batch Number Bulk
BHyTpeHHUIA KOA YnakoBaHHOM Homep cepuu ynakoBaHHOM
npoayKumuu; 44068548 npoAayKuuu: PU15520925
Product Code FDF Batch Number FDF
ﬂa'ra npoussoacTBa: 04.09.2025
anufacturing Date
x Pasmep cepuu 3a BblYeTOM
E;;Mgp cepun: 35197 yn npo6: e 35184 yn
1Ze ) .
Batch size without samples
2. NMONYYEHHbLIE PE3YILTATHI
TEST RESULTS
Ne Mokazarens* Metoa ucnitaHuii / TpeGoBaHue PezyneTar
Parameters Analytical method / Requirement Result
BuayanbHbii bBenoro useta Kpyrnble rnagkue
o Ot 6enoro [0 CBETMO-XENTOro UBETa | TaBneTkn co CKOLIEHHBIMU Kpasmu,
1 Anucauua Kpyrnble rnagkue TabneTku co CKoLeHHbIMK | ¢ rpaeuposkoii «NVR» Ha ogHoi
ppearance 2 i 4
kpasmu, c rpasupoekoi «NVR» Ha ogHoil | ctopoHe u «FB» Ha  pgpyroii
cTopoHe u «FB» Ha apyroii cTopoHe. CTOPOHE.
BOXX. Bpema ynepxuBaHus OCHOBHOro
nMka Ha xpomarorpaMmMe WCMbITyemoro
pacTtBopa, NPUroTOBNEHHOro ans
KONMUYECTBEHHOrO OnNpeAeneHws, A0MKHO
COOTBETCTBOBaTL BpeMeHn yaepxwusaHus | CooTeeTcTByET
WaeHTudMKaLms nMKa Ha XpomarorpaMme CTaHAapTHOro
o | Identification pacteopa 1a. OTnnune BO BpemeHax
yAepK1BaHWA OOIDKHO  COCTaBNATb  He
- Bungarnuntii bonee £ 2,0%.
TCX. Ha xpomarorpamme WCMbITYeMOro
pacTBopa OCHOBHOE NATHO MO MONOMEHWIO,
oKpacke n BENUYMHE domxHo | CooTBeTcTBYET
COOTBETCTBOBATL MATHY HAa XpoMaTorpaMmme
CTaHAapTHoro pacreopa.
B3XX
3 | PacTBopenue He wmeHee 80% (Q) sunparnuniuHa oT 99%
Dissolution HOMMWHANbLHOrO  COAEPXaHUs  AOMKHO
nepeiTn B pacTeop Yepes 30 MUHYT
Bopa MeTtoa K. ®nwepa, i
4 Water He Gonee 2,9 % 23
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NOVARTIS

Form to SOP-8013721

JnLeH3na Ha ocyulecTeNeHWe NPoON3BOACTEBA NeKapCcTBEHHLIX cpeacte Ne00153-N1C

Doc No.: QC_COFA_01072576

Version: 2.0, CURRENT

AHanuTU4YeCKUA NacropT Ha rOTOBYHO MPOAYKLUMIO

000 "Hosaptic Hesa"
Poccus, Caukr-letepbypr,
[Hopora B KameHky, 8.40, kopn. 3, nurepa A

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

KOHTp onb Ka4yecTsa

Quality Control
Howmep nacnopra: Bepcua:1.0
Cediﬁcg;e numberp 4-776-0925 Vergion
Ne MokasaTenb* Metopg ucnwitanuii / TpeGoBaHue Peaynbrar
Parameters Analytical method / Requirement Result
B3IXX 202-01 — meHee 0,1%;
202-01 (amug): He Bonee 0,5% 209-01 — meHee 0,1%;
0 209-01 (LUUKNUYECKWIA aMUaMH); 207-01 — He oBHapyXeHo;
pumMecu b
5 | Impurities He Bonee 0,2% EavHuyHas  Hecneumduumpyemas
207-01(amketonunepasuH): He Bonee 0,2% | npumeck — He oBHapyXeHo,
- BungarnuntunHa
EanHnyHan Hecneuwndmumpyemas npuMecs
- He Bonee 0,2% Cymma Bcex npumecert — MeHee
Cymma Bcex npumeceli - He Gonee 0,8% 0,1%
OpHopogHOCTL
eguHuL
g | AO3MpoBaHua PacuyeTHo-maccoBbIi AV=3 5
Uniformity of dosage | AV < 15,0 '
units
-BungarnuntiH
KonuyecTBeHH
osjpllene:leﬂ‘:m o aakini
7 Assay Ot 95,0% po 105,0% eungarnunTuHa oT 100,2%
- BUNAArMMNTAH HOMWHAIILHOrO CoAepXaHuns
Mo 14 Tabnetok B 6nuctep NA/AN/NBX 1 Mo 14 Tabnetok B GnucTep
anomMmHueBoi donbru. MA/ANMBX 1 antoMUMHUEBOR
y Mo 2 unu 4 6nuctepa BMecTe ¢ NUCTKOM- honbru.
naxkoeka
8 Packing BKNAgbLILEM B KAPTOHHYIO Nadky. Mo 2 BnucTepa BMECTE ¢ NUCTKOM-
[onyckaeTca HanMune KOHTPOnNA BKMNagblLLeM B KAPTOHHOM Naudke.
NepBUYHOrO BCKPLITUA HA KAPTOHHOM KoHTponb nepBUYHOro BCKPbLITWA
nadxe. Ha KapTOHHOI Nayke NpUCyTCTBYeT.
MNepBUuHan BHYTPeHHNAS ynakoBKa MepBuUyHan BHYTPeHHASA
Ha 6nuctepe ykasblBaeTca: yrnakoBka
1. ToproBoe HauMeHOBaHWe nNpenapara ¢ Ha 6nucrepe ykasaHo:
npedynpeanTensHon Mmapkuposkoi ® 1. Toprosoe HaumeHoBaHUe
2. MexpyHapoaHoe HenaTeHToBaHHOe npenapata c npeaynpeauTensHoi
HammeHoBaHue (aybnupyetcs Ha MapKuUpoBKoin ®
aHrNUInCKOM 53bIKE) 2. MexxayHapogHoe
3. JloroTvin gepxarens perucTpaunoHHOTO | HenaTeHTOBaHHOe HaWMeHoBaHWe
YOOCTOBEPEHMA (Ha aHIMWIACKOM A3bIKe) (aybnupyeTca Ha aHrNUIAcKom
4. lexapcteeHHas hopma A3blKke)
9 MapkupoBka 5. Joauposka 3. llorotun gepxarens
Labelling 6. Homep cepun perucTpaumoHHOro yA0CTOBEPEHNA
7. [ata ucredeHmns cpoka rogHocTu (8 (Ha aHrnMinckom Aa3bike)
dopmare: roaeH 1o...) 4. lekapcTeeHHasn copma
8. ata npoussogcTea 5. loanpoeka
9. [lonyckaeTca HaHeceHne BHYTPEHHUX 6. Homep cepumn
yrNaKoBOYHbIX KOAOB komnaHuu. B cnyyae 7. [aTta ucteyeHnsa cpoka roiHocTu
npouaeofcTea Ha nnowagke OO0 (s dhopmare: roaeH ao...)
«HosapTuc Hesa» Ha GnucTepe ykasbiBatoT | 8. [laTa nponssoAcTBa He ykazaHa
TONBKO NepemMeHHble AaHHble 6e3 ykazaHua | 9.BHyTpeHHue ynakoBoyHble koapl
npedunKcoB HOMepa cepum 1 faThbl KOMNaHW OTCYTCTBYIOT.
OKOHYaHWs CPOKa rOgHOCTY.
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NOVARTIS

Form to SOP-8013721

JnueHsna Ha ocylwecTaneHne NPoMaBoACTBa NeKapcTBeHHbIX cpeacTs Ne00153-11C

Doc No.: QC_COFA 01072576

Version: 2.0, CURRENT

AHanuTHuecKkuii NacmopT Ha rOTOBYIO NPOAYKUUIO

00O "HoeapTuc Hega"
Poceun, Cankr-lNetepBypr,
Hopora B8 Kamerky, .40, kopn. 3, nutepa A

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

KoHTpornb kayecTtsa
Quality Control

Homep nacnopra: Bepcua:1.0
Certificate number 4-776-0925 Version
Ne MokazaTtenk* MeTtoa ucnbitanuii / TpeboeaHue PezyneTar

A Parameters Analytical method / Requirement Result

[HaTta nponaBoAcTBa He yKasblBaeTcs.
BropuyHasa ynakoBka (KapToHHasA na4ka)
Ha KapToHHOW Nayke ykasbiBaercs:

1. Toprosoe HaumeHoBaHWe npenapara ¢
npeaynpeanTensHoi Mapkuposkoii ®

2. MexpayHapoaHoe HenaTeHTOBaHHOe
HanmeHoBaHwe (nybnunpyercs Ha
aHrMIACKOM A3bIKE)

3. lloroTun Aepxarens perucTpaLnoHHOro
yaocToBepeHus (Ha aHrMMACKOM f3bike)

4. HanmeHosaHue gepxarens
pEerMcTpaLMoHHOro YA0CTOBEPEHUSA U
MPOV3BOAWUTENS NEKAPCTBEHHOTO
npenapara (BbINyCKAOLWMA KOHTPONb
KayecTsa)

5. Appec (cTpaHa) aepxarens
perncTpaLluoHHOro Y40CTOBEPEHUS 1
NPOW3BOAUTENA NEKapCTBEHHOrO
npenaparta (BbiMyCKaloLWWIA KOHTPOIb
KayecTsa)

6. NlekapcTBeHHas copma

7. loaupoeka

8. KonuyecTeo nekapcTBeHHOro npenapara
B ynakoBKe

9. HaumeHoBaHKe n cogepxanue
OelCTBYIOLero BellecTea

10. Yka3saHue o cofepaHum nakrossl
6e3BoaHOII B KaYecTBe BCOMOraTensHoro
BelllecTBa M ee konwyectee B 1 Tabnetke
11. Yenoeus xpaHeHusi

12. MNyTb BBEAEHUSA

13. Ycnosusa otnycka

14. MNpegynpeguTensHele HagNUcK:
«[NoapobHble ykaszaHus No NpUMeHeHMIo
npyvBeAEeHsl B NUCTKE-BKNaabILLey,
«XpaHUTb B HEAOCTYNHOM ANA AeTeln
MecTe»

15. Homep cepuu

16. [lata npousBoacTBa

17. [lata ncte4yeHna cpok roaHocTH (B
copmarte: roaeH go...)

18. Wrpux-kog

18. [JonyckaeTca HaHeceHne BHYTPEHHMX
YNakoBOYHbIX KOZOB

20. [lononHWTeNbHO MOryT BbITh HAHECEHBI
cpeAcTBa MaeHTUGVKaUWMK 4ns
MOHUTOPWHIa ABWXEHUS NeKapCTBEHHbIX
npenaparos OT NPOU3BOAWTENS A0

Ha 6nucTtepe Ans Homepa cepun 1
AaTbl OKOHYaHWsR CpoKa roAHOCTH
yKasaHbl TOMbKO NepemMeHHbIe
AaHHble 6e3 ykasaHus npeguKcos.
[aTa nponssoacTBa He ykasaHa.
BropuuHas ynakoBka (KapToHHas
navka)

Ha kapToHHO nayke ykasaHo:

1. ToproBoe HaumeHoBaHWe
npenapara ¢ npeaynpeavTensHoii
MapKupoBkon ®

2. MexayHapogHoe
HernaTeHTOBaHHOe HauMeHoBaHue
(oybnupyeTca Ha aHrnuiickom
A3bIKE)

3. NloroTun pepxarens
perncTpaLuoHHOro yAOCTOBEPEHUS
(Ha aHrnUICKOM A3bIKE)

4. HaumeHoBaHwe gepxatens
PErncTPaLWeHHOTO YA0CTOBEPEHS
W NPON3BOAVTENS NEKAPCTBEHHOrO
npenapara (BeInycKatoLwuii
KOHTpONb Ka4yecTea)

5. Agpec (cTpaHa) gepxarens
perncTpaLuoHHOro yaocToBepeHus
1 MPOV3BOAUTENS NEKAPCTBEHHOMO
npenapara (BbinycKawLwuii
KOHTpOnb KayecTsa)

6. JIlekapcTBeHHas copma

7. Jo3suposka

8. Konunyecteo nekapcTeeHHOro
npenapara B ynakoske

9. HaumeHoBaHwe 1 copepxkaHvne
JeicTeyloLlero BellecTBa

10. YkasaHue o cogepxaHum
naxtosel 6e3soAHON B KauecTee
BCMoMOraTensHoro BeLlecTsa u ee
konuyectee B 1 Tabnetke

11. YenoBus xpaHeHus

12. MNyTb BBEACSHUA

13. YcnoBus otnycka

14. NpepynpeguTenbHble HAANUCK:
«MoapobHeie ykasaHus no
NPYUMEHeHWIO NpUBEAEHbI B NCTKE-
BKNagpllle», «XpaHuTs B
HeOoCTYMHOM ANSA feTeil MecTe»
15. Homep cepun

16. [aTa npousBoacTBa
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\ Doc No.: QC_COFA 01072576
N OVART I S Version: 2.0, CURRENT

Form to SOP-8013721

AHanutuyeckuit NacnopT Ha roTOBYK NPOAYKUWIO

JlnueHansa Ha ocyllecTBNeHne NPOU3BOACTRA NEKaPCTBEHHBLIX cpeacTs Ne00153-NC 000 "Hoeaptuc Hesa"
Poccus, Cankr-TeTepbypr,

[opora 8 Kamewky, 4.40, kopn. 3, nutepa A

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

KoHTponb kadecTea

Quality Control
Homep nacnopra: Bepcusa:1.0
Cen."ﬁcapte numberp 4-776-0925 Verg.‘on
Ne Mokazarens* MeTvopa ucneitanduii / TpeboeaHme PeaynbTar
Parameters Analytical method / Requirement Result
KoHeuyHoro notpebuTens (HaHeceHne 17. [lata ucteuyeHus cpok roqHocTu
BO3MOXHO € UCMONb30BAHUEM CTUKEpa). (B chopmare: rogeH ao...)
18. WTpux-kog
19. HaHeceHb! BHYTpeHHNe
ynaKkoBOYHbIE KOAbl.
20. fononHuTensHo HaHeceHb!
cpeacTsa uaeHTUbukaumm gna
MOHWUTOPWHIa ABWKEHWS
neKkapcTBEHHbIX NpenapaTos oT
Npou3BOAUTENs A0 KOHEYHOTO
notpebutens (6e3 ucnonb3oBanus
CTWhKepa).
10 Apaname B opuruHanbHoi ynakoske npyn Temnepatype He Boiwe 30°C.

Storage

Cpok rogHocTH

(MepuognyHoOCTL

11 | koHTpons) 3roaa 31.08.2028
Shelf life
requency of control)

* - Mokasatens «Mu kpobuonormyeckan YMCTOTa» He SBNAETCH PYTUHHBIM METOA0M aHanWaa v MOXeT OTCYTCTBOBAaTL B
nacnopTe KoMnaHuu.

3. 3AKMIOYEHUE
CONCLUSION

TNekapcteenHblii npenapat Mansyc® Tabnetkv 50 mMr Ne 28, Homep cepuu PU15520§25 cao'reeTcTsye‘r -~
TpeGoBaHnAM HopMaTMBHOM JokyMeHTauum J1M-Ne(000761)-(PI-RU)-240424 Fa;rayc.@ Tabnetku 50.mr Mop,ynb

Mapkuposka J1M-Ne(000761)-(PIr-RU)-200723.
J' a |
Crapwuin  cneuymanuct  no
Yreepaun Konrppamo KayecTBa Anekcees b.0. 0! 1\ Aymeal
Approved by
HomkrocTs (Position) @O (Full name) ,_qi.ﬂ,i‘.-t:e'.-'u ; Signature)
,f
Version Description of change ='
(Bepcua) (OnucaHne nameHeHunin) —
1.0 Hosblin nacnopT
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