!, NOVARTIS

Form to SOP-8013721

Doc No.: QC_COFA_01072576

JlMueHauns Ha ocyllecTsneHWe NPOM3BOACTBA NeKapCcTBeHHbIX cpeacTs Ne00153-NC

Version: 2.0, CURRENT

AHanUTUYeCKUin NACNOPT Ha rOTOBYIO NPOAYKLMWIO

000 "HoeapTuc Hepa"
Poccun, Cankr-MeTepbypr,
Hopora B KameHky, 3.40, kopn. 3, nutepa A

Tenedpon: +7 812 336 9891
novartis.neva@novartis.com
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Quality Control
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Certificate number
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Bepcus:1.0

Version

1. OBLLIASA UHDPOPMALIUA
GENERAL INFORMATION

Product Name

HaumeHoBaHUe NPOAYKLNN:

ansyc® tabnetku 50 mr Ne 28

Checked against

MpoBsepeHo Ha COOTBETCTBME C:

Cneundukaums kadectsa Ha [aneyc®,
SPEC_FDF 00102805, sepcua 13.0

JIM-Ne(000761)-(Pr-RU)-240424 Maneyc® tabnetkn 50 mr Mogynb
Mapkupoeka J1M-Ne(000761)-(PM-RU)-200723

Tabnetkn 50 mr Ne28, Ne56

BHyTpeHHUA Kop Homep cepuu
HepacthacoBaHHON npogykuum: | 42027188 HepaccacoBaHHoil npoaykuny PS3627
Product Code Bulk Batch Number Bulk
BHYTpeHHUIA Kog yNnakoBaHHOMN Homep cepum ynakoBaHHOWM
NpoayKuun: 44068548 NPOAyKLMK: PS60800725
Product Code FDF Batch Number FDF
Ta npousBoacTBa:
ﬂ‘:nufactgrmg D::ire":|I 28.07.2025
1 Pasmep cepuu 3a BbIYETOM
g:t:r;fecep"m 34 200 yn npo6: 34 187 yn
Batch size without samples =
2. NONMYYEHHDLIE PE3YNbTATHI
TEST RESULTS
Ne Mokazarens* MeTopg ucneitanuii / Tpe6oBaHue Peaynertar
Parameters Analytical method / Requirement Result
BuayanbHblin Benoro uBeTa Kpyrnele rnagkue
o Ot ©Genoro [0 CBETNO-XKENTOro LBeTa | TabneTku cO CKOLUEHHbIMW KpaamMu,
1 i Kpyrnele rnagkme TabneTkn co ckoweHHbiMu | ¢ rpasuposkori «NVR» Ha oaHoi
Appearance Py s L PaBUp FHan
kpasmu, ¢ rpasupoBkoli «NVR» Ha opHoii | cTopoHe ©  «FB» Ha  pgpyroii
cTopoHe 1 «FB» Ha apyrol CTOpPOHeE. CTOpOHE.
BOXX. Bpema ynepxvBaHus OCHOBHOMO
niKka Ha XxpomaTtorpamme WCNLITYEMOro
pacTsopa, MPUroTOBMEHHOrO ans
KONWYECTBEHHOrO ONpeaeneHus, A0MKHO
COOTBETCTBOBATbL BpeMeHu yaepxusaHua | CooTBeTcTByeT
WaeHTudmkaums nMka Ha XxpomarorpamMme CTaHAapTHoro
o | Identification pacteopa 1a. Otnuyme BO BpemeHax
YyOEPXKMBAHWUA AOMKHO COCTaBMNATL He
- BunaarnunTuH Oonee  2,0%.
TCX. Ha xpomatorpamMme WCMbLITYEMOro
pacTsopa OCHOBHOE NATHO MO MOMOXEHWIO,
oKkpacke n BENNYUHE pomkHo | CooTeeTcTByeT
COOTBETCTBOBATL NATHY Ha XpomMaTtorpamme
CTaHAapTHOro pacreopa.
B3XKX
3 | PacTBOpeHue He wmeHee 80% (Q) sungarnunTuHa oT 99%
Dissolution HOMWMHANLHOrO  cogepXaHws  JONXKHO
nepenTtn B pacteop Yyepes 30 MUHYT
4 Bopa MeToa K. ®uwepa, 27%
Water He 6onee 2,9 % ’
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AHanuTUYecKnii NAacnopT Ha roToBYy NPoayKUKI0

000 "Hoeaptuc Heea"
Poccus, Cankr-lNeTepbypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

Tenedpon: +7 812 336 9891
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Quality Control
Homep nacnopra: Bepcus:1.0
Ceiﬁﬂcapte numberp 4-696-0725 Vergion
Ne MNMokasarenn* MeTopn ucnbitanuii / TpeGoBaHue PezynkTar
Parameters Analytical method / Requirement Result
B3XX 202-01 — meHee 0,1%;
202-01 (amwpa): He Gonee 0,5% 209-01 — He oBHapyxeHo;
Mpumeck 209-01 (LUMKNUYECKNIA aMUANH); 207-01 — He obHapyxeHo;
5 | bnourii He Bonee 0,2% EfvHnyHaa Hecneuuguumpyemas
piites 207-01(amketonunepasunH): He Bonee 0,2% | npumeck — He oBHapyXeHo;
- BunparnuntuHa ? !
EavHWM4Haa Hecneunduumpyemas npumech
- He Bonee 0,2% Cymma Bcex npumeceid — MeHee
Cymma Bcex npumecei - He 6onee 0,8% 0,1%
OpgHopogHOCTb
eauHNL
g | Ao3npoBaHus PacyeTHo-maccoBbIf AV=16
Uniformity of dosage | AV =< 15,0 '
units
-BungarnuntuH
oo | B
7 Assay Ot 95,0% po 105,0% BungarnuntuHa oT 100,6%
_ BI—I"I!'IJIEITIMI'ITI-‘IH HOMWHaNeHOro cogepaHna
Mo 14 TabneTtok B 6nuctep NA/AN/MBX 1 Mo 14 TabneTok B 6nuctep
antoMnHMeBon doneru, MA/ANTNBX 1 antoM1uHWeBOIA
Viaroma Mo 2 nnu 4 Gnuctepa BMECTE C NTMCTKOM- donern.
8 Packing BKMaAbILLEM B KAPTOHHYIO NauKy. Mo 2 6nucTepa BMECTE C NIUCTKOM-
[DonyckaeTca Hanuuue KOHTpons BKINaAbILLEM B KAPTOHHON Nadke.
NepBUYHOTO BCKPbLITUA Ha KApPTOHHOW KOHTpONb NepBUYHOrO BCKPLITUSA
navke. Ha KapTOHHOW Na4ke NpWUCyTCTBYET.
MNepBu4yHan BHYTPEHHAA YaKkoBKa MepBMYHan BHYTPEHHARA
Ha 6nucrepe ykasbiBaeTcs: ynakoBka
1. Toprosoe HaumeHoBaHve npenapara ¢ Ha 6nuctepe ykasaHo:
npeaynpeanTensHon Mapkuposkoi ® 1. ToproBoe HaumeHoBaHWe
2. MexxagyHapogHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeauTensHoi
HanmeHoBaHue (aybnupyeTtcs Ha MapKk1poskon ®
aHrmuickom A3bIke) 2. MexxpyHapoaHoe
3. INloroTun gepxaTens perucTpauroHHOro | HenaTeHTOBaHHOe HauMEeHoBaHue
YyAOCTOBEPEHUSA (Ha aHrNMINCKOM S3bIKE) (ayBbnupyeTcs Ha aHrnMUACKOM
4. NNexapcteeHHan opma A3bIKe)
9 MapkupoBka 5. [osuposka 3. llorotun gepxarens
Labelling 6. Homep cepun PErncTpauUmnoHHOTO YAOCTOBEPEHUSA

7. Oata ncrevyeHns cpoka rogHocTu (B
thopmare: rogeH ao...)

8. [lata npowasoacTea

8. HonyckaeTca HaHeceHne BHYTPEeHHNX
YNakoBOYHbIX KOA0B KomMnaHuu. B cnyvae
npouzBoAcTea Ha nnowaake 000
«HoeapTtrc Heea» Ha BnucTepe ykasbiBaloT
TONbKO NepeMeHHble gaHHble 6e3 ykasaHus
npeduKcoB HoMepa cepumn 1 JaThl
OKOHYaHWA CPOKa roAHOCTU.

(Ha aHrnuncKom A3bike)

4. lekapcTBeHHan opma

5. foaupoeka

6. Homep cepun

7. [aTa ucre4eHns cpoka rogHoCTK
(8 cdbopmare: rogeH go...)

8. [laTa npouseogcTea He ykasaHa
9.BHyTpeHHMe ynakoBoYHble KOAbI
KOMMaHWW OTCYTCTBYIOT.
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Ne Mokaszarens* MeTopn ucnbitanuii / TpeGoBaHue Pesynbrat
Parameters Analytical method / Requirement Result

[Jata npov3sBoAcTBa He yKasbIBaeTcs.
BropuuHas ynakoBka (KapToHHas nayka)
Ha kapToHHOW na4ke ykasblBaeTcs:

1. ToproBoe HavumeHOBaHWe npenapara c
npedynpeauTensHol MapkupoBkoi ®

2. MexayHapoHoe HenaTeHToBaHHOe
HaumeHoBaHue (aybnupyeTtcs Ha
aHrmMACKoM a3bike)

3. NoroTun pAepxaTens perucTpaunmoHHoro
YOOCTOBEPEHWA (Ha aHrMUACKOM A3LIKE)
4. HavmeHoBaHue gepxatens
perucTpauuoHHOro y4ocToBepeHns v
NpoW3BOAWUTENS NEKapCTBEHHOTOo
npenapara (BbinycKaloLWiA KOHTPOMb
KavecTsa)

5. Aapec (cTpaHa) aepxaTens
perucTpauvoHHoro yaocToBepeHns v
NpoM3BOANTENS NEKapCTBEHHOro
npenapara (BbiNyCKalLWiA KOHTPOMNb
KayecTea)

6. llekapcTBeHHas chopma

7. Noanposka

8. KonnuecTBo nekapcTBEHHOro npenapara
B ynaKkoeke

9. HaumeHoBaHue 1 cogepaHne
AefCTBYIOLEro BelecTea

10. YkazaHune o cogepaHum nakTosbl
©e3BoaHON B KaYecTBE BCNOMOraTensHoro
BelecTsa 1 ee konuyectse B 1 Tabnetke
11. YcnoBus xpaHeHus

12. MNMyTb BBEOEHUA

13. Ycnosus otnycka

14. MNpeaynpeauTensHele HaANUCH:
«lMoapobHble ykasaHna no NpUMeHeEHNIo
npuBeaeHsl B MUCTKe-BKNagpbiLues,
«XpaHWTb B HEAOCTYNHOM ANSA AETEW
mecTe»

15. Homep cepum

16. aTta npoun3soacTea

17. ata ucteyeHns cpok rogHocTu (B
dopmaTe: roaeH ao...)

18. Wrpux-koq

19. [lonyckaeTcs HaHeceHWe BHYTPEeHHNX
yNaKkoBOYHLIX KOAOB

20. JononHUTenLHO MOryT BbiTh HAHECEHbI
cpeAcTBa UAEeHTUMKaLMK ANS
MOHUTOPWHIa ABWKEHNA NEKapCTBEHHbIX
npenaparos OT Mpou3BoAUTENs A0

Ha 6nucrepe aAns Homepa cepumn u
AaTbl OKOHYaHWs CpoKa roAHOCTI
yKa3aHbl TONbKO NepeMeHHble
AaHHble 6e3 ykasaHwsa npecdukcos.
[arta npou3BoAcTBa He yKkasaHa.
Bropu4Has ynakoBka (KkapToHHas
nauka)

Ha kapToHHOI Navke ykasaHo:

1. Toproeoe HaumeHoBaHWe
npenapara ¢ npegynpeauTernbsHoi
MapKUpoBKon ®

2. MexayHapogHoe
HenaTeHToBaHHOE HauMeHoBaHWe
(aybnupyeTca Ha aHrmuiAcKom
A3bIKe)

3. NNoroTun aepxarens
perucTpauMoHHOro yA0CToBepeHus
(Ha aHrMUICKOM S3bIKE)

4. HauveHoBaHve fepxatens
perncTpaLmnoHHOro yY40cToBepeHns
W NPOM3BOAUNTENS NEKapCTBEHHOIO
npenapara (BbinyCcKatoLwmia
KOHTpONb Ka4ecTsa)

5. Agpec (cTpaHa) aepxarens
perncTpaumnoHHOro yaocToBepeHns
1 NPOU3BOANTENSR NEKAPCTBEHHOIO
npenapara (BbINyCKatoL Wil
KOHTPONb Ka4ecTsa)

6. JlekapcTBeHHan copma

7. Hoanpoeka

8. KonwnyecTeo nekapcTBeHHOro
npenapara B ynakoBke

9. HaumeHoBaHWe W cofepxaHue
OeliCTBYIOLLEro BewecTBa

10. YkazaHwe o cogepxaHnm
nakTo3bl 6e3B0AHON B KavecTse
BCNOMOraTensHoro BewecTea u ee
konuyecTee B 1 TabneTke

11. Ycnosus xpaHeHus

12. MyTb BBEAEHUA

13. Ycnosus oTnycka

14. NpeaynpeautencHele HagNUew:
«MogpoBHbie ykazaHua no
npUMeHeHuio NpuBeAeHbI B NUCTKe-
BKNagbllLe», «XpaHUTb B
HegoCcTyNHOM ANs AeTel mecTe»
15. Homep cepun

16. [laTa npoussoacTea
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KkoHeuHoro noTpebutens (HaHeceHue 17. [laTa UcTe4eHWns CPOK rogHOCTN
BO3MOXHO C UCNOMNb3OBAHUEM CTUKepa). (B hopmarte: rogeH go...)

18. LWrpux-kog

19. HaHeceHk! BHYTpEeHHME
yNakoBOYHbIE KOABI.

20. [lononHUTENLHO HaHEeCEeHb!
cpeacTea UAeHTUUKaLMK Ans
MOHUTOPUHIA ABMKEHUS
NEeKapCTBEHHBIX NPenapaTos oT
NPOU3BOAUTENS A0 KOHEYHOTO
notpebuTens (6e3 ncnonb3oBaHus

CTUKepa).
10 )S(:‘:;;;;“e B opurmHanbHoi ynakoske npu Temneparype He eoile 30°C.
Cpok rogHocTH
(MepuognyHOCTL
11 | KOHTpOSS) 3ropa 30.06.2028
Shelf life

requency of control)

* - NokasaTens «Mukpobuonornyeckas YucToTa» He ABMAETCA PYTUHHBIM METOAOM aHaNM3a u MOXeT OTCYTCTBOBaTbL B
nacnopTe KOMPDaHWK,

3. 3AKIMKYEHUE
CONCLUSION

NexapcTeeHHbIi npenapat Maneyc® TabneTkn 50 mr Ne 28, Homep cepumn PS60800725 ) CQOTBETCTBYET
TpeboBaHuaM HopMaTUBHOW AokyMeHTauum JM-Ne(000761)-(PIr-RU)-240424 FanB};@@ Taﬁnefm 50 Mr Mop,ynb
Mapkuposka JIM-Ne(000761)-(Pr-RU)-200723.

KoopauHaTtop dunanko- . & - ’
s # I,/ ool nw 1
Yreepaun | . iueckoit naGopatopum Cnyuawrko O.C. | ./ 5. ﬂ 1 XJ e ‘) 3! {drf-fé,-..
Approved by l. 21 N wmu; neva LEC f
Honmknocte (Position) GAO (Full name) \\g- :-1,-14_ SEEpgne kavecmeanel (Fignature)
\)
Version Description of change L
(Bepcwms) (Onucaxure nameHeHwnit)
1.0 HoBblin nacnopT
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