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AHanNUTU4YeCKUN NAcMopT Ha roTOBYIO MPOAYKLMIO

JiueH3ua Ha ocywecTBEHVWEe NPOM3BOACTBA NEKAPCTBEHHbIX cpeacTs Ne00153-11C

00O "Hoeaptuc Hepa"

Poccus, Cankr-MNetepbypr,
[Hopora B KameHky, .40, kopn. 3, nutepa A

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

KorTpons kayecTBa

Quality Control

Homep nacnopra:
Certificate number

4-780-1024

Bepcus:1.0

Version

1. OBLIAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npoayKuuu:
Product Name

aneyc® Tabnetku 50 mr Ne 28

MpoBepeHo Ha COOTBETCTBUE C:

Checked against

NIM-Ne(000761)-(Pr-RU)-240424 "ansyc® Tabnetku 50 mr Mogyrne
Mapkuposka J11-Ne(000761)-(Pr-RU)-200723
Cneuudukauma kavecTea Ha Naneyc®, Tabnetku 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcusi 13.0

BHyTpeHHUN KO,

| Homep cepun

| HepacdhacoBaHHOM nponyxumJ PD8521

HepacdacoBaHHOM npoaykumn: | 42027188
Product Code Bulk | Batch Number Bulk
BHyTpeHHUIA KOf ynakoBaHHOW ' Homep cepuy ynakoBaHHOM
npoayKuuu: 44068548 NpoayKuumn: PG79661024
Product Code FDF Batch Number FDF
Ta NPOU3BOACTBA:
ﬂ:nufsczﬂng Daten 29.10.2024
: PazMmep cepuyu 3a BbIMETOM
g:tgf? e 31465yn npo6: 31452 yn
Batch size without samples
2. NONMYYEHHDIE PE3YNbTATbI
TEST RESULTS
Ne lMoka3saTtensk* MeTtoga ucnbitasuit / TpeGoBaHue Pesynbrar
i Parameters Analytical method / Requirement Result
BusyanbHbin Bernoro uBeTa Kpyrnble rnagkue
o T Ot ©Genoro [0 cBeTNO-XenToro ugeTa | TabreTky CO CKOLIEHHBIMU KpasiMu,
1 Appearance Kpyrble rnagkue TabneTku co CKoLeHHbIMY | ¢ rpaBupoBkoi «NVR» Ha ogHoM
kpasmu, ¢ rpasuposkoin «NVR» Ha ogHon | ctopove u  «FB» Ha ppyrou
cTopoHe U «FB» Ha gpyroi cTopoHe. CTOpOHE.
B3XXX. Bpems ygepxvBaHUsi OCHOBHOrO
nyuKa Ha XxpomaTtorpaMme UCMbLITYEMOro
pacTtsopa, NPUroTOBIIEHHOTO ans
KONMYECTBEHHOrO OnpenAeneHnsi, LOMKHO
COOTBETCTBOBATh BpEMEHW Y/AepxuBanus | CooTBETCTBYET
Mnem(buxau"ﬂ AUKa Ha XpomaTtorpamme cCcraHgapTHoOro
o | Identification pacteopa 1a. OTnuune BO BpemeHax
YAEPXWUBaHUS JOMKHO COCTaBNATb He
- BungarnunTux Gonee + 2,0%.
TCX. Ha xpomarorpamme WCMbITYEMOrO
pacTeopa OCHOBHOE ISITHO N0 MONOXKEHNUIO,
oKpacke " BEenuuuHe ponxHo | CooTseTcTByeT
COOTBETCTBOBATh NATHY Ha XpomaTtorpamme
CTaHAapTHOro pacrsopa.
B3»KX
3 | PacTBOpenue He menee 80% (Q) sungarnunTuHa OT 98%
Dissolution HOMUHANbHOTO  coaepXaHus  [OMKHO
nepewTty B pactsop Yepes 30 MUHyT
4 Boaa MeTtog K. duinepa, 229
Water He 6ornee 2,9 % :
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AHanUTUYECKMit NACNOPT Ha rOTOBYIO NPOAYKLIUIO

TnueHana Ha ocyluecTBREHVE NPON3BOACTBA NeKkapcTBeHHbIX cpeacts Ne00153-/1C

000 "HoeapTuc Hesa"
Poccus, Cankt-MeTepbypr,
[lopora B Kameniy, 4.40, kopn. 3, nutepa A

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

KoHTponbk kavyectsa
Quality Control

Homep nacnoprTa: Bepcusa:1.0
Certiﬁcapte numberp 4-780-1024 Vergion
Ne Moxkasarene* Metop ucnuitaHui / Tpe6osanue PesynbTar
- Parameters Analytical method / Requirement Result
B3XX 202-01 — He oBHapyXeHO;
202-01 (amung): He Bonee 0,5% 209-01 — He oBHapyXeHo;
Mpumec 209-01 (UMKINNYECKWA aMmUanH): 207-01 — He oBHapyXeHo;
5 | Impurities He 6onee 0,2% EavHudHas  Hecneuvduumpyemas
- BungarmuanTuHa 207-01(aukerormnepasut): He Gonee 0,2% | NpUMECH — HE 0BHaPYXEHO;
EaovHnuHas Hecneunduumpyemas npumech
- He 6onee 0,2% Cymma BCex npumecerd — He
Cymma Bcex npumeceii - He Gonee 0,8% obHapyxeHo a I
OpHopoaHOCTL
enHUL
g | AosvpoBaHus PacueTHo-MaccoBbii AV=12
Uniformity of dosage | AV < 15,0 '
units
-BunpgarnuntuH
H
o | B
7 Assay Ot 95,0% po 105,0% sunparnunTtuHa ot 99,8%
R —— r-IOfMMHaanOFO coaepXaHus 7 ) B
®EASC 2.1.6.6,2.1.6.7
Kateropus 3A:
MukpoGuonoruieck | Ogiyee ucno aspoGHLIX MAKPOOPTaHN3MOB
g | anaucrora - He 6onee 103 KOE B 1T; Me+ee 50 KOEB 11}
Microbiological O6luee YMCNO OPOXKEBbLIX U NIECHEBbIX
purity rpu6oB - He Gonee 102KOE B 1T; MeHee 10 KOEB 1 T;
OTcyTcTeue Escherichiacolis 11 OtcytctBue B 1r
Mo 14 Tabnetok B 6nvctep NA/ANTBX n Mo 14 TabneTok B 6nnucTep
anoMuHKEBOI Honbru. NA/AN/NBX 1 anioM1MHWeBONA
ViiaRaEEa Mo 2 unn 4 6ancTepa BMECTE € NINCTKOM- donbria.
9 Packing BKINAABILLEM B KAPTOHHYIO NayKy. Mo 2 6nuctepa BMECTE C FINCTKOM-
LonyckaeTcs Hanuune KoOHTpons BKMaAbILIEM B KAPTOHHOW nauke.
NEPBUYHOTO BCKPLITUS HA KAPTOHHON KoHTpOsib NepBUMUYHOTO BCKPBLITUA
navke. ) o Ha KapTOHHOW Nayke NpUCy TCTBYET.
MepBuvHan BHYTPEHHARA yNakoBKa MNepBuyHan BHYTPEHHSS
Ha 6nuctepe ykasbiBaeTcs: ynakoBKa
1. Toprosoe HanmeHoBaHue npenaparta ¢ Ha 6nucrepe ykasaHo:
npegynpeauTenbHoi Mapkuposkoi ® 1. Toproeoe HaumeHoBaHue
2. MexpayHapoaHoe HenaTeHToBaHHoe npenaparta c npeaynpeauTerbHo
HaumeHoBaHue (Bybnupyerca Ha MapKupoBKkon ®
aHINNNCKOM si3bike) 2. MexpyHapogHoe
10 LM:b'L';;?:OBKa 3. lloroTun pepxarens perncTpauuoHHoro | HenaTteHTOBaHHOE HaUMEHOBaHUe
g YAOCTOBEePEHUs (Ha aHFUACKOM A3bIKE) (aybnupyeTtcs Ha aHrMUNCKoM
4. JlekapcTeeHHas dopma A3bIKE)
5. fosupoBka 3. NoroTun fepxarens
6. Homep cepun perucTpauMoHHOro yA0CTOBEpPEHNUA
7. Oata ucreueHusn cpoka rogHocTy (8 (Ha aHrNWICKOM $I3bIKe)
dopmarte: rofeH ao...) 4. llekapcTBeHHas opma
8. [lata npoussoAcTea 5. [losupoBka
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AHanUTUYECKUIA NACNOPT Ha roToBYHO NPOAYKUUIO

JWLeH3NA Ha OCYLLECTBNIEHME NPOM3BOACTBA NEKapCTBEHHBLIX cpeacTs Ne00153-NC 000 "HosapTuc Hesa"
Poccus, Cankr-Tletepbypr,
[opora B KameHky, .40, kopn. 3, nutepa A

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

KoHTponb kauecTsa

Quality Control
Homep nacnopra: Bepcua:1.0
Certificate number 4-780-1024 Version
Ne Mokazatenn* MeToa ucnbitanumii / TpeboBaHue Pesynbrar
Parameters Analytical method / Requirement Result
9. JonyckaeTcst HaHeCEeHUe BHYTPEHHNX 6. Homep cepum
yNaKoBOYHbIX KOJOB KOMNaHuW. B cnyvae 7. [aTa ncreueHusi cpoka rogHoCcTu
npousBoAcTea Ha nrnowaake 000 (B hopmare: rogeH 40...)

«Hosaptuc Heea» Ha 6nmcrepe ykasbiBaioT | 8. [lata NnpomssoAcTBa He ykasaHa
TONBKO NEpeMeHHble JaHHble 6e3 ykaszanus | 9.BHyTpeHHME yNnakoBOUHbIE KOLb

npechuKcoB HOMEpa cepnn 1 AaThl KOMNaHWUU OTCYTCTBYIOT.
OKOHYaHWs CPOKa rogHOCTM. Ha 6nuctepe Anst Homepa cepum w
[arta npou3eoacTBa He yYKa3biBaeTCs. [aTbl OKOHYaHWUsA CpOKa roAHOCTY
BTopuuHas ynakoBka (KapTOHHas! nayka) | ykasaHb! TOMbKO NepeMeHHbIe

Ha kapToHHON Nayke yKasblBaeTCs: AaHHbie 6e3 ykasaHus npeduKkcos.
1. ToproBoe HaumeHOBaHwie npenapara c [Hata npousBogcTea He yKasaHa.
npeaynpeanTenbHON MapkupoBkon ® BropuuHas ynakoska (KapTOHHast
2. MexxayHapoaHoe HernaTeHToBaHHoe nayka)

HaumeHoBaHue (aybnupyercs Ha Ha KkapToHHOW nayke ykasaHo:
QHTNUIACKOM A3biKe) 1. ToproBoe HaumMeHoBaHue

3. Nlorotvin gepxkaTtens perucTpaunoRHOro | Npenapara ¢ npedynpeauTenbHON
YAOCTOBEPEHUst (Ha aHrNUACKOM SA3bike) MapkupoBkoi ®

4. HaumeHoBaHne AepxaTens 2. MexayHapoaHoe
perncTpaLuoHHOro yA0CToOBEpeHNs N HenaTeHToBaHHOe HanmeHoBaHue
npoussoauTeNs NEKapcTBEHHOro (BybnupyeTcs Ha aHrnUnCcKom
npenapara (BblnycKaloLLnii KOHTPOrb A3bIKe)

KauecTsa) 3. Jlorotun paepxartens

5. Agpec (cTpaHa) aepxarens pPErnucTpaLmoHHOro yA0CToBepeHns
perncTpaumoHHOro yA0CTOBEpPEeHUs (Ha aHrnUIRCKOM A3bIKe)
NpouN3BOANTENS NEKapCTBEHHOTO 4. HaumeHoBaHue aepxarens
npenapara (BbinycKaloLymi KOHTPONb perucTpaumnoHHOro ya0CTOBEpPEeHNs
KauecTBa) 1 NPOU3BOAUTESISt NIeKapCTBEHHOIO
6. NekapcreeHHas dopma npenapara (BbinyCcKaioLLun

7. losupoBka KOHTPOnNb KayecTsa)

8. KonuuecTso nekapcTBeHHoro npenapata | 5. Agpec (cTpaHa) Aepxarens

B ynakoBke PErucTpPaLMOoHHOTO YAOCTOBEPEHUA
9. HanmeHoBanue U coaepxaHue ¥ NMPOU3BOAUTENA NEKAPCTBEHHOrO
LEeACTBYIOLLEro BewecTsa npenapara (BbiflyckaoLwui

10. Ykasanue o cofepaHnun Nakrosbl KOHTPOIb KavecTsay)

6e3B0aHON B KauecTee BCriomoratenoHoro | 6. JlekapcTeeHHast oopma
BelllecTBa U ee konuyecTse B 1 Tabnetke 7. Dosupoeka

11. Yenosus xpaHeHust 8. KonunuecTBo nekapcTBeHHOro
12. MNyTL BBEAEHUA npenapara B yriakoske

13. Ycnosus oTnycka 9. HanmeHoBaHwue 1 cogepxaHve
14. MNpepynpeauTensHbIE HAAMUCK: AeNCTByloLero BeLlecTsa
«MoapobHble ykazaHWA No NPUMEHEHUIO 10. YkasaHuve o coaepxaHum
npuBeeHb! B NUCTKe-BKNAAbILLEY, nakto3bl 6€3804HOM B KaYeCTBE
«XpaHuTk B HEAOCTYNHOM ANA JeTei BCMOMOFaTenbHOro BelecTsa n ee
mecTe» konuuecTee B 1 Tabnetke

15. Homep cepum 11. YcnoBus xpaHeHus

16. [lata npoussoacTea 12. MNyTb BBEAEHUA

17. [Jata ucreueHus CpoK rogHocTH (8 13. YcrioBusa oTnycka

chopmare: rogeH gao...)
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000 "HoeapTuc Hesa"
Poceus, Caxkr-MNeTepbypr,
[Hopora B KameHky, 4.40, kopn. 3, nutepa A
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KoHTponk kauecTBa
Quality Control

Homep nacnopra: Bepcus:1.0
Certiﬁcg:e numberp 4-780-1024 Vergion
w Ne Mokasatenn* Meton uqnblTaHuﬁ / Tpgﬁosauue Pesynbrart
1 Parameters Analytical method / Requirement Result
18. WTrpux-koa 14. MNpepynpeautensHble HAAMUCH:
19. DonyckaeTcs HaHeceHne BHYTPEeHHUX «MoppobHele ykasaHus rno
yMakoBOUHBIX KOA0B NpUMEHEHIo NpuBeAeHbl B NUCTKe-
20. [JononHuTenbHo MOryT 6biTb HAHECEHb! | BKITAAbILLE», «XPaHWUTb B
cpeacTea uaeHTuduUKaLm Ans HEeLOCTYNHOM ANs AeTEN MecTe»
MOHMUTOPVHIA ABUKEHNA NeKapCTBEHHbIX 15. Homep cepum
fpenaparos OT NPOU3BOAUTENSA A0 16. [lata npoussoacTBa
KOHEYHOro notpedurens (HaHeceHne 17. [ata ncreuenunsi Cpok rogHoCTv
BO3MOXHO C MCMONb3OBAHUEM CTUKEPA). (8 chopmare: rogeH ao...)
18. Wrpux-koa
19. HaHeceHb! BHYTpeHHUue
yNaKoBOUHbIE KOAbI.
20. JononHNTENbHO HaHEeCEeHbI
cpeacTsa uaeHTudukaummn ans
MOHUTOPUHIa ABWKEHUA
neKkapCcTBEeHHbIX NpenapaTos oT
npon3sBoANTENS A0 KOHEUHOro
notpedurtens (6e3 ncnonbL3oBaHNs
| CTMKepa).
11 );roar:;:ue B opurnHanbHOM ynakoske ripy Temnepartype He sbite 30°C.
Cpok rogHoOCTH
(MepuoanyHOCTL
12 | KOHTpONSA) 3roga 30.09.2027
Shelf life
requency of control)

* - MokasaTtens «Mukpobuonormyeckas UMcToTa» He ABMAETCA PYTUHHBIM METOAOM aHanMsa U MOXET OTCyTCTBOBATL B

rnacnopTe KomiaHuu.

3. 3AKNKOYEHUE
CONCLUSION

JlekapcTBeHHbIv npenapart Mansyc® tabnetku 50 mr Ne 28, Homep cepuun PG79661024 coOTBETCTBYET
TpeBoBaHNAM HOpMaTUBHOM JokymeHTauum J1M-Ne(000761)-(PT-RU)-240424 I'anayc® vabrieTiin 50 mr Moayrb
Mapkuposka J1I1-Ne(000761)-(PI'-RU)-200723.

KoopauHatop dusmko- "9‘ o ok
YreBepausn o Cnyuanko O.C. | /.. J AT «, 1
oproved by | XMMMIECKOi na6opatopun 7y (63 " L.« ZL‘;;/\- %v
HomxnocTs (Position ®UO (Full name) \‘\':G WEL ‘ Slgnature)
Version Description of change
(Bepcusn) (OnucaHune nameHeHun)
1.0 HoBblin nacnopt
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