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KoHTponb kadectea
Quality Control

Bepcus:1.0

Version

Homep nacnopra:

Certificate number 4-921-1025

1. OBLLAS UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npogykuum;

Product Narme aneyc® Tabnetkm 50 mr Ne 28

NM-Ne(000761)-(Pr-RU)-240424 ansyc® tabnetku 50 mr
Moayne Mapkuposka JM-Ne(000761)-(Pr-RU)-200723
Cneuwmcburkauma kauyectsa Ha ManByc®, Tabnetku 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcus 13.0

lNpoBepeHo Ha COOTBETCTEUE C:
Checked against

BHyTpeHHWI Kog Homep cepuu
HepactacoBaHHoM npogykumn: | 42027188 HepactacoBaHHO npoaykunn PV7056
Product Code Bulk Batch Number Bulk
BHyTpeHHWI KoA ynakoBaHHOI Homep cepum ynakoBaHHo#A
NpoayKumnI: 44068548 NpoAyKUMK: PW69321025
Product Code FDF Batch Number FDF
aTta npoM3BoAcTEa:
ﬂanufactgﬁng l).ir!‘e‘:'I 20.10.2025
Pazmep cepuu 3a BbIYETOM
LD onvn: 35023 yn Npo6: P 35010 yn
afch Size ;
Batch size without samples
2. NMONYYEHHLIE PE3YNbTAThI
TEST RESULTS
Ne Nokasarens* Merog ucniitanuin / TpeGoBaHue Pesynbrar
Parameters Analytical method / Requirement Result
BusyaneHblin Benoro useta kpyrnblie rnagkue
o Or Genoro [0 CBETNO-XeNTOro LBeTa | TaBreTku CO CKOLUEHHbIMM Kpasimu,
nucaHue 4 2
1 Appearance Kpyrnble rnagkue Taﬁne:rm co CKOLIEHHbIMU | C TpaBupOBKO «NVR» Ha OAHOiA
kpasmu, ¢ rpasuposko «NVR» Ha ogHoii | cTopoHe u  «FB» Ha  papyrom
cTopoHe 1 «FB» Ha apyroi cTopoHe. CTOpOHE.
BOXX. Bpems ynepXvBaHWA OCHOBHOrO
nMka Ha Xpomartorpamme WCMbITYEMOro
pacTtsopa, NPUrOTOBNEHHOMO ans
KONWYeCTBEeHHOro onpeaeneHusi, AOMKHO
COOTBETCTBOBATL BpPEMeHW yaepxusaHus | COOTBETCTBYET
WaeHTucbukaums nuKa Ha XpomaTtorpamme CTaH4apTHOro
o | Identification pacteopa 1a. OTnuMuuMe BO BpemeHax
YAepXKNBaHUA OOMKHO COCTaBNATb He
- BunaarnunTix Bonee + 2,0%.
TCX. Ha xpomartorpamme wucnbITyemoro
pacTBOpa OCHOBHOE MATHO MO NONOXKEHWIO,
OKpacke ] BenuyuHe donxHo | CooTBeTcTBYET
COOTBETCTBOBaTL NATHY HAa XpoMaTorpaMme
cTaHAapTHoro pacTeopa.
BOXX
3 | PacTeBopenue He wmeHee 80% (Q) sungarmuntuHa ot 101%
Dissolution HOMWHaNbHOrO  coAepXaHusa  JOMMKHO
nepewTy B pacteop Yepes 30 MUHYT
4 Boga Metoa K. ®uwepa, 2 4%
Water He Bonee 2,9 % '
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il Parameters Analytical method / Requirement Result
BOXX 202-01 — He obBHapyxeHo;
202-01 (amup): He Bonee 0,5% 208-01 — He 0BHapyXeHo;
Mpumec 209-01 (UMKNMYECKUIA aMUOUH): 207-01 - He oBHapyxeHo;

5 | Impurities

He bonee 0,2%
207-01(avkeTonunepasuH): He Bonee 0,2%

EavHuyHas  Hecneumculvpyemas
NPUMECH — He 0BHapYXEHO;

- BrnparmunTuta EAvHWYHaA Hecneuvduumpyemas npumMecs
- He 6onee 0,2% Cymma Bcex npumeceld - He
Cymma Bcex npumeceii - He 6onee 0,8% oBHapyxeHo
OpHopoaHOCTL
eanuHuL,
g | MosnpoBanus PacyeTHo-MaccoBbli AV=15
Uniformity of dosage | AV < 15,0 ]
units
-BunparnuntuH
4YecTBeH
g:;:qeneu?leuoe ich
7 Assay Ot 95,0% go 105,0% BungarnvnTuHa ot 100,5%
-Bu HOMWHanNbHOro coaepXaHua
naarnnunTMH
®EASC 2.16.6,2.1.6.7
Karteropus 3A:
Mukpobuonoruyeck | Ogu ee uncno aspobHbix MUKPOOPraHM3MOB

8 aslt HUCToTa

- He 6onee 10*KOEB 1T;

MeHee 50 KOE B 1T;

Microbiological Oblyee 4MCNO APOMOKEBLIX W NIECHEBLIX
purity rpubos - He Gonee 102 KOEB 1] MeHee 10 KOEB 1T,
OteyTtcTeue Escherichia colis 1r OtcytctBreB 1r
Mo 14 Tabnetok B 6nmctep MAJ/AN/NBX u Mo 14 TabneTok B 6GnucTep
antoMUHNEBON honbru, MNA/ATIINBX n antoMuHneBoi
 — Mo 2 unu 4 Gnuctepa BMECTE C NUCTKOM- dhonbru.
9 Packing BKMaAbILLIEM B KAPTOHHYIO MauyKy. Mo 2 6nucTepa BMecTe ¢ NUCTKOM-
HAonyckaeTca Hanuuue KOHTpons BKMNaAbILLIEM B KAPTOHHOM nauke.
NEPBUYHOTO BCKPBITUA Ha KAPTOHHO KoHTponb NEPBUYHOIO BCKPBLITUS
navke. Ha KapTOHHOI Nayke NPUCYTCTBYET.
MepBUYHaA BHYTPEHHANA YNaKoBKa MNepBuyHasa BHYTPeHHAR
Ha 6nuctepe ykasbizaeTcs: ynakoBka
1. Toproeoe HauMeHoBaHWe npenapara ¢ Ha 6nucTepe ykasaHo:
npeaynpeauTensHoi Mapkuposkoi ® 1. Toproeoe HaumeHoBaHWe
2. MexpayHapoaHoe HenaTeHToBaHHoe npenaparta ¢ npeaynpeauTensHoMi
HanmeHoBaHue (aybnupyertca Ha Mapkupoekoin ®
M aHrnUINCKOM A3blke) 2. MexxgyHapogHoe
apkupoBka
10 Labelling 3. IloroTun pepxatens perucTpauMoHHOro | HenaTeHTOBaHHOe HauMeHOoBaHue

YyAOCTOBEPEeHWs (Ha aHrNMACKOM A3bike)
4. llekapcTBeHHas copma

5. [loauposka

6. Homep cepumn

7. [aTta ucteyeHus cpoka rogHocTu (B
copmare: rogeH 1o...)

8. lata npounssogcTea

(oybnupyeTcs Ha aHrMUACKOM
A3blKe)

3. Norotun pepxarens
perncTpaLnoHHOro yAoCTOBEpPEHNUS
(Ha aHrnMiAcKom A3bIke)

4. lekapcTBeHHasa opma

5. [loavpoeka

Page 2 of 4

Business Use Only - CONDOR




NOVARTIS Doc No.: QC_COFA_01072576

Form to SOP-8013721 Version: 2.0, CURRENT

AHanuTMuyeckuii NacnopT Ha roTOBYIO NPOAYKLWIO

JlnueHsna Ha ocyulecTeneHue NPoU3BOACTBa NEKapcTBeHHbIX cpeacTte Ne00153-NC 000 "HosapTuc Hepa"
Poccun, Caukr-Nerepbypr,
Hopora B KameHky, A.40, kopn. 3, nutepa A

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

KoHTponb kayecTea

Quality Control
Homep nacnopra: Bepcusa:1.0
Certificate number 4-921-1025 Version
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9. lonyckaeTca HaHeceHue BHYTPEeHHUX 6. Homep cepun
yNakoBOYHbIX KOAOB KoMnaHuu. B cnyyae 7. [lata uctedeHun cpoka rogHocTu
npov3BoAcTBa Ha nnowaake OO0 (B hopmare: roaeH go...)

«HosapTuc Heea» Ha BnucTtepe ykasbisaioT | 8. [ata NnponssoacTBa He ykasaHa
TOMNbKO NepeMeHHbIe AaHHble 6e3 ykasaHua | 9.BHyTpeHHue ynakoBouHbIe Kobl

npeduKcoB HOMepa cepur 1 AaThbl KOMMaHWM OTCYTCTBYHOT.
OKOHYaHWA CpoKa rogHoCTH. Ha 6nuctepe ans Homepa cepun 1
Hata npoussoAcTBa He yKasblBaeTcs. AaTbl OKOHYaHWA CpoKa rogHoCTH
BropuyHas ynakoBKa (kapTOHHas Mayka) | ykasaHbl TONbKO NepeMeHHbIe

Ha kapToHHOI nayke yKasblBaeTca: AaHHble 6e3 ykasaHua npedukcos.
1. Toprosoe HaumeHoBaHMe Npenapara ¢ HaTta nponsBoAcTBa He ykasaHa.
npegynpeauTensHon MapkupoBKoi ® BTopuuHas ynakoska (kapToHHas
2. MexxpyHapoaHoe HenaTeHToBaHHOe navka)

HaumeHoBaHue (aybnupyeTcs Ha Ha KkapToHHOI nayke ykasaHo:
aHrmuiickom A3bike) 1. Toproeoe HaumeHoBaHue

3. lloroTun aepkatens perucTpauMoHHOrO | Npenapara ¢ npeaynpeavTensHol
YAOCTOBEPEHUSA (Ha aHIMMIACKOM 5I3bIKe) MapKuposKon ®

4. HavmeHoBaHue gepxarens 2. MexagyHapogHoe
perucTpauvuoHHOro yaoCcToBEPEeHNs 1 HenaTeHToBaHHOEe HauMeHoBaHue
NpPOW3BOAUTENA NEKapCTBEHHOTO (aybnupyeTcs Ha aHrMMIACKOM
npenapara (BbINyCKaOLWUIA KOHTPOMNb A3bIKE)

KadecTsa) 3. Norotun gepxarens

5. Agpec (cTpaHa) gepxarens perncTpauroHHoro yaocToBepeHns
perucTpaLmoHHOro yAoCToBepeHNa 1 (Ha aHrNUIACKOM A3bIKE)
NPOW3BOANTENA NEKaPCTBEHHOTO 4. HanmeHoBsaHwe agepxartens
npenapara (BbINycKaloLmMiA KOHTPOIb perncTpawuroHHOro yA0CTOBEPEHUA
KauecTBa) 1 NPOU3BOAUTENSA NEKaPCTBEHHOMO
6. llekapcTBeHHas copma npenapara (BbiNycKaoLwuii

7. DoaupoBka KOHTPOSb Ka4yecTsa)

8. KonunuecTso nekapcTeeHHoro npenapata | 5. Agpec (cTpaHa) aepxarens

B yrnakoske pervucTpaunoHHOro yaA0CTOBEPEHUS
9. HanmeHoBaHuWe 1 cogepxaHne 1 NPOU3BOAWUTENS NEKAPCTBEHHOMO
OencTBYIOLLEro BellecTea npenapara (BbinycKawLwuni

10. YkazaHue o0 coaepXaHumn NakTosbl KOHTpOnb KavyecTea)

6e3BoaHOl B KayecTBe BCrioMoraTensHoro | 6. lekapctBeHHast chopma
BellecTsa 1 ee konuvdecTse B 1 TabneTke 7. [loanposka

11. Yenosus xpaHeHusn 8. KonuyecTBo nexapcTBEHHOTO
12. MNyTb BBEAECHNA npenapaTta B ynakoBke

13. Ycnosusa otnycka 9. HaumeHoBaHue 1 cogepxxaHue
14. MNpepynpeauTenbHbIe HAANWUCH: OelicTBYIOLLero BelecTea
«MoapoBHble ykasaHus no NPUMEHEHNIO 10. YkasaHuwe o cogepxaHuu
npueefeHbl B NUCTKE-BKNaAbILLEY, naxkTo3bl 6e3BogHON B KauecTse
«XpaHUTb B HEAOCTYNHOM ANsA AeTel BCMOMOraTenbHOro BellecTsa u ee
mecTe» konuyectse B 1 TabneTke

15. Homep cepun 11. YcnoBuna xpaHeHus

16. llata npounseoacTea 12. MyTL BBEAEHNA

17. [lata ucTeyeHunsi Cpok rogHocTu (B 13. Ycnosus oTtnycka

cdopmare: rogeH 4o0...)
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18. WTpnx-kog

19. JonyckaeTca HaHeceHWe BHYTPEHHWX

YyNakoBO4YHbLIX KO4O0B

20. flononHWTensLHO MOryT BbITh HAHECEHbI

cpeacTsa uaeHTudUKaumn ona

MOHUTOPWHra ABMKEHWA NEKApPCTBEHHbLIX

npenaparoe OT npoussoanuTena 4o
KOHEeYHOoro I'IOTpBGt"ITEJ'IFl (HaHeceHue

BO3MOXHO C UCMOSb30BAHNEM CTUKEPA).

14. MNpeaynpeguteneHele Hagnuew:
«lMoapobHbie ykasaHua no
NPUMEHEHUIO NpUBEAEHbI B NNCTKE-
BKNaabile», «XpaHuTb B
HegoCTYNHOM ANs geTelt mecre»
15. Homep cepuu

16. [lata npoussoAacTBa

17. [lata ucteyeHns Cpok roaHoCTM
(e chopmare: roaeH Ao...)

18. Wtpux-kog

19. HaHeceHbl BHYTPeHHMEe
ynakoBOYHbIE KOAbI.

20. [lononHnTenLHO HaHeceHsb!
cpeAcTsa ugeHTumKkayum ana
MOHUTOPWHIa ABWKEHUSA
neKkapcTBEHHbIX NpenapaTos oT
NPOW3BOAUTENA A0 KOHEYHOro
notpebutens (Ges ucnonbaoBaHns

cTUKepa).
11 )S(:::;:;:ue B opuruHansHoi yrnakoeke npu Temneparype He Boiwe 30°C.
Cpok rogHocTH
(Mepuogn4HOCTL
12 | koHTpORMS) 3 roaa 30.09.2028
Shelf life

requency of control)

* - MNokasatens «Mukpobuonoruyeckan YUCTOTa» He ABNAETCA PYTUHHLIM METOAOM aHanwaa u MoXeT OTCYTCTBOBaTL B

nacnopTe KoMnaHuu.

3. 3AKMNKOYEHUE
CONCLUSION

JlekapcTBeHHblii npenapat Maneyc® Ttabnetkn 50 mr Ne 28, Homep cepun PWB932

25" cooTBeTETBY ST

TpeboBaHWAM HopMaTUBHON AokymeHTauum JIM- N°(000761) (PI-RU)-240424 I'an c@r Tabnetkn 50 Mg fv'ki,qynb
Mapkupoeka J1M-Ng(000761)-(Pr-RU)-200723. .

| e P A .Dtuf' l.
KoopawHatop chunauko- A / _3”' NOV:
YTBEpAUN |\ vgecko naGopaTopum Cryuarko O.C. |77 /- é‘]\ X
Approved by o % i
HonwHocTs (Position) DO (Full name)
Version Description of change
(Bepcus) {OnucaHne nameHeHuin)
1.0 HoBblin nacnopt
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