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Version: 2.0, CURRENT

AHanuTnyeckuii NacnopT Ha roTORYIO NPOAYKLMIO

JinueHsun Ha ocywecTeneHne Npon3BoACTBa NekapcTBeHHsIX cpeacts Ne00153-J1C

000 "HoeapTuc Hesa"
Poccun, Cankt-MetepBypr,
Dopora 8 Kamerky, a.40, kopn. 3, nutepa A

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

KoHTpons kayecTea
Quality Control

Homep nacnopra:
Certificate number

Bepcua:1.0
Version

4-775-0925

1. OBLIASI UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npogykuum:
Product Name

aneyc® TabneTiu 50 mr Ne 28

MpoeepeHo Ha cooTRETCTBME C:

Checked against

JIM-Ne(000761)-(PT-RU)-240424 Mansyc® tabnetku 50 mr Moayns
Mapkmposka J1M-Ne(000761)-(Pr-RU)-200723

Cneumndukaums kayectsa Ha Mansyc®, TabneTku 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcusi 13.0

BryTpeHHMIA Kog Homep cepun
HepacthacoBaHHOW npogykumu: | 42027188 HepacdacoBaHHOM npogykuuy PT6878
Product Code Bulk Batch Number Bulk
BHYTpeHHMil KOog yrnakoBaHHOW Homep cepuu ynakoBaHHOW
NpoAyKuuK: 44068548 npoayKuuu: PU21910925
Product Code FDF Batch Number FDF
Ta NPOU3BOACTBA:
ﬂ:nufacﬂpmng Dar:‘ 04.09.2025
Pazmep cepum 3a BbiYeTOM
g;amqp cepuu: 35237 yn npo6: e 35224 yn
'ch Size : :
Batch size without samples
2. NMONYYEHHbIE PE3YNbLTAThI
TEST RESULTS
Ne Mokasarens* Metog ucneitaHuii / Tpe6osaHue PeayneTat
Parameters Analytical method / Requirement Result
BuayanbHblii Beroro uBeTa Kpyrnble rnagkue
Ot 6enoro [0 CBETO-XENTOro LBeTa | TabMeTKM CO CKOLIEHHLIMI KpasimMu,
Onucanue . h
1 Appearance Kpyrnble rnagkue T85]‘IEJ‘I<M CO CKOLUEHHBIMY | C PaBMPOBKOIA «NVR» Ha oaHoit
kpaamu, ¢ rpasuposkoin «NVR» Ha ogHom | cTopoHe u  «FB» Ha  apyroii
cTopoHe u «FB» Ha Apyroi cTopoHe. CTOpPOHE.
BOXX. Bpewms ynepmuBaHWsi OCHOBHOMO
nuKa Ha xpomatorpamme WCMbITYEMOro
pacTsopa, NPUroTOBMEHHOro ansa
KONUYECTBEHHOrO OnpeaeneHns, OO0MKHO
COOTBETCTBOBATL BpemMeHu yaepxusaHus | CooTeeTcTByeT
WaeHTudbukaums nWKa Ha xpomartorpaMme CcTaHAapTHOro
o> | Identification pactBopa 1a. Otnuuue BO BpemeHax
YAEpPXMUBaHUA [OSMKHO COCTaBnsATb He
- Bmmarnmn'r”“ So.nee : o 2,00/6.
TCX. Ha xpomartorpamme WCnbITYyemMoro
pacTteBopa OCHOBHOE NATHO MO MNONOXKEHUIO,
okpacke " BENU4UHe AomkHo | CooTBeTCTBYET
COOTBETCTBOBATL MATHY Ha XpoOMaTorpaMme
CTaHAapTHOro pacTeopa.
B3XKX
3 | PacteopeHue He wmeHee 80% (Q) sungarnuntuHa ot 101%
Dissolution HOMUWHaNbLHOrO  COAEepKaHus  AOMKHO
nepenTn B pactsop Yepes 30 MuHyT
4 Boga MeTop K. duwepa, 2 5%
Water He Gonee 2,9 % i
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AHanuTU4eckuii NacnopT Ha rOTOBYIO NPOAYKLINIO

000 "Hoeaptuc Hesa"
Poccusn, Cankr-MNetepbypr,
[opora B KameHky, 4.40, kopn. 3, nutepa A

Tenedhon: +7 812 336 9891
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KoHTpornb kavyecTtsa

Quality Control
Homep nacnopra: 77 Bepcus:1.0
Certificate number 4-775-0925 Version
Neo MNokasarens* MeTog ucnbitanuii / TpeboBatue PesynbTar
Paramelers Analytical method / Requirement Result
B3OXKX 202-01 — mexee 0,1%;
202-01 (amug): He Gonee 0,5% 208-01 — meHee 0,1%;
Mpumecn 209-01 (umknuyeckuii amuaun): 207-01 - He oBHapyxeHo;

5 | Impurities

He Bonee 0,2%
207-01(avkeTonunepaauH): He Gonee 0,2%

EavHuyHas  HecneuudpmumpyemMas
npuMeck — He o6HapyXeHo;

~Bwgermantiia EavHuyHan HecneuuduUmMpyemas npuMecs
- He Bonee 0,2% Cymma Bcex npumeceli — mMeHee
Cymma Bcex npumeceii - He 6onee 0,8% 0,1%
OaHopogHOCTb
eauHuY
g | Ao3upoBaHus PacyeTHO-MaccoBblii AV=3 5
Uniformity of dosage | AV < 15,0 !
units
-BungarnuntiH
o | Bt
7 Assay Ot 95,0% go 105,0% sunaarnunTuHa ot 100,5%
o — HOMWUHaNLHOro coaepKaHua
PEA3C 2.16.6,2.16.7
Kateropusa 3A:
Mukpo6uonoruyeck | ObLUEE YMCNO ad3pOBHLIX MUKPOOPraHM3MoB

8 | as uucrora

Microbiological purity

- He Bonee 10°KOEB 1T;

Obliee 4MCNO APOXNOKEBLIX W MNNECHEBbLIX
rpuboe - He Bonee 102 KOE B 1T;
OrtcytcTeue Escherichia colis 11

Menee 50 KOEB 1T;

Menee 10 KOEB 1T;
OTtcytctBue B 11

9 YnakoBka

Mo 14 TabneTtok B Gnnctep NA/ANMBX u
anioMuH1eBoi onbri.

Mo 2 unu 4 BnucTepa BMECTe C NUCTKOM-
BKNaAbILUEeM B KAPTOHHYIO MauKy.

Mo 14 Tabnetok B 6nucTep
MA/ANNBX 1 antoMWHWeBOA
chonern.

Mo 2 6nucTepa BMecTe C NACTKOM-

Packing 3
[lonyckaeTcs Hanu4vne KOHTpons BKNaAbILEM B KAPTOHHOW nayke.
NepBUYHOrO BCKPLITUS HA KAPTOHHOIA KoHTponb nepBMYHOrO BCKPLITUA
navke. Ha KapTOHHOI Na4ke NpUCYTCTBYET.
MepBuyHan BHYTPEHHAR YNakoBKa MepBUYHaA BHYTPEHHAR
Ha 6nuctepe ykasbiBaeTcs: ynakoBka
1. Toproeoe HauMeHoBaHWe npenapara c Ha 6nucrepe ykasaHo:
npedynpeauTensHon MapkupoBkoi ® 1. Toprosoe HaumeHoBaHue
2. MexagyHapoaHoe HenaTeHTOBaHHoe npenapara ¢ npegynpeavTenbHoi
HanmeHoBaHue (aybnupyeTcs Ha MapK1poBKon ®

M aHrMUACKOM fA3bIKE) 2. MexayHapogHoe

apkupoBKa
10 Labelling 3. lloroTun pepxartens perucTpaLMoHHOro | HenmaTeHToBaHHOE HaUMMEHOBaHWE

YAOCTOBEPEHUA (Ha aHrNMUIACKOM A3blke)
4. lNekapcTBeHHas dopma

5. [loanposka

6. Homep cepun

7. Oata ucreueHusn cpoka rogHocT (B
¢hopmare: roaeH fo...)

8. [lata npouseoacTea

(oybnupyeTcs Ha aHrnuiAckom
A3bIKE)

3. Norotnn gepxatens
pPerucTpaLuoHHOro yAocToBepeHs
(Ha aHrnuUinckom A3bike)

4. llekapcTBeHHas opma

5. NoavpoBka
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AHanuTMYecKmit NacnopT Ha roTOBYH NPOAYKLMULO

TluueHsnna Ha ocyllecTBNeHWEe NPOM3BOACTBA NEKAPCTBEHHBIX cpeacts Ne00153-N1C 000 "Hoeaptuc Hepa"
Poceus, Cankr-MeTepbypr,
Hopora B Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTporib kayecTtsa

Quality Control
Homep nacnopra: 5 Bepcus:1.0
Certificate number 4-775-0925 Version
Ne Mokasarens* Metog ucneitanuit / Tpebosanue PesynbTar
Parameters Analytical method / Requirement Result
9. llonyckaeTca HaHeCEHWUe BHYTPEHHUX 6. Homep cepun
YyNakoBOUYHbIX KOAOB KOMNaHuu. B cnyyae 7. [laTa ncteYyeHus cpoka roagHoCTH
npousBoAcTea Ha nnowagke 000 (B dhopmare: rogeH go...)

«HoBapTtuc Hesa» Ha 6nucTepe ykasbiatoT | 8. [lata npou3BoacTea He yKasaHa
TONbKO NepemMeHHble AaHHbIe 6e3 ykasaHus | 9.BHyTpeHHue ynakoBoYHbIe Koabl

npednKCoB HOMepa Cepun 1 AaThbl KOMNaHWKM OTCYTCTBYIOT.
OKOHYaHWA CpoKa rogHOCTH. Ha 6nuctepe ana Homepa cepun n
[ata npouseoacTBa He ykasbiBaeTcs. AaTbl OKOH4aHWA CPOKa roAHOCTH
BropuuHas ynakoBka (KapToHHas Nauka) | ykasaHbl TONbKO MepemeHHbIe

Ha kapToHHO nayke ykasblBaeTcs: AaHHble 6e3 ykasaHus npedunKcos.
1. ToproBoe HaMMeHORaHWE npenapara ¢ Harta npow3BoAcTBa He yKasaHa.
npedynpeanTensHon MapKUpoBKoi ® BropuuHas ynakoBka (kapToHHas
2. MexgyHapogHoe HenaTeHToBaHHoe navka)

HaumeHoBaHue (aybnupyeTcs Ha Ha kapToHHOl nayke ykasaHo:
aHrMIACKOM A3bIKe) 1. ToproBoe HaumeHoOBaHVe

3. [loroTun Aepxartens perucTpauuoHHoOro | npenapata ¢ npeaynpeAnTenbHOI
YAOCTOBEPEHUS (Ha aHTMUIACKOM A3blKe) MapKnposkoi ®

4. HaumeHoBaHue aepxartens 2. MexayHapogHoe
perucTpaumuoHHoOro yaocToerepeHns u HenareHToBaHHOE HauMeHoBaHWe
NPOW3BOAUTENs NEKapCTBEHHOro (ayBnupyeTtcsa Ha aHrNUACKoM
npenapara (BbINyCcKaloLMiA KOHTPOIb A3blke)

KavecTsa) 3. Jlorotun pepxarens

5. Anpec (cTpaHa) gepxarens perucTpaLuoHHOro YA0CTOBEPEHNS
pPerucTpaumoHHOro yaoCTOBEPEHUA U (Ha aHrnucKom a3bike)
NpPoV3BOAUTENA NEKapCTBEHHOMO 4. HaumeHoBaHue aepxatens
npenapara (BbINyCcKaloLuUiA KOHTPOIb pEerMcTpaunoHHOro yA0CTOBEPEHNS
KayecTea) 1 NPOU3BOAUTENA NEeKapCTBEHHOIo
6. JlekapcTBeHHas copwma npenapara (BbinycKaroLWii

7. Dosuposka KOHTPOMb Ka4yecTBa)

8. KonnyecTeo nekapcTeeHHoro npenapata | 5. Aapec (cTpaHa) aepxarens

B ynaKoBke perncTpaunoHHOro yA0CTOBEPEeHIs
9. HaumeHoBaHve 1 cogepikaHue 1 NPOU3BOJUTENS NEKapCTBEHHOMO
OelcTBYIoLWero BeLlecTea npenapara (BbinycKaroLwuii

10. YkasaHue o cogepxaHum naxkTosbl KOHTpOIbk KavyecTea)

Ge3soaHOl B KauecTBe BCnomoraTensHoro | 6. JlekapcTeeHHas ctopma
BellecTsa 1 ee konudecTtee B 1 TabneTke 7. Noanposka

11. Ycnoeua xpaHeHns 8. Konuuecteo nekapcTeeHHoro
12. MyTb BBEOEHUA npenapara B ynakoBke

13. Ycnosusa otnycka 9. HaumeHoBaHwve v cogepxaHue
14. NpeaynpeanTensHbie HaaNUCK: JeicTByoWEero BewecTsa
«lMogpobHble ykazaHWs No NPUMEHEHUIO 10. YkasaHue o cogepxaHum
npueeAeHbl B NUCTKe-BKNAAbILLEY, nakToabl 6e3BOAHON B KAYECTBE
«XpaHUTb B HEAOCTYNHOM ANS AeTel BCMOMOraTensHOro BELLEeCTBa 1 ee
mMecTe» Konuyectee B 1 TabneTke

15. Homep cepum 11. Ycnosus xpaHeHus

16. [lata nponssoacTea 12. MNMyTb BBEASHMSA

17. [lata ucTeueHus: CpoK rogHocTu (8 13. Ycnoeua otnycka

copmare: rogeH go...)

Page 3 of 4 Business Use Only - CONDOR




——— Doc No.: QC_COFA 01072576
NOVARTIS Version: 2.0, CURRENT

Form to SOP-8013721
AHanuTUYeCKUi NacnopT Ha roTOBYI NPOAYKUMIO

JluueH3na Ha ocywecTBNeHe NPon3BOACTEA NeKapcTBeHHbLIX cpeacTs Ne00153-11C 000 "HosapTtuc Hega"
Poccus, Cankt-MeTtepbypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHTponk kayecTea
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Ne Mokazartens* MeTtop vcnkiTanuii / TpeGoBaHue PesynbTar
Parameters Analytical method / Requirement Result
18. Wrpux-kog 14. MpepynpegutentbHble HAAMWCH:
19. [lonyckaeTca HaHeceHWe BHYTPEHHMX «NoapobHble ykazaHus no
YMaKoBOYHbIX KOAOB NPUMEHEHWIO NpUBEAEHbI B NUCTKE-
20. [lononHWTenbHO MOryT ObiTb HAHECEHb! | BKNaAbIWe», «XpaHuTb B
cpeacTBa MAEHTUGMKaUMK ans HegoCTYNMHOM ANs AeTel MecTe»
MOHUTOPWHIa ABWKEHUSA NEKAPCTBEHHBIX 15. Homep cepun
npenaparos OT Npou3soguTens 4o 16. fata npouseogcTea
KOHeyHoro notpebuTtens (HaHeceHWe 17. flata ucte4yeHUs cpok rogHocTu
BO3MOXHO C MCNOMb30BaHWEM CTHKepa). (s chopmarte: rogex fo...)
18. WTpux-koq
19. HaHeceHbl BHYTpeHHue
ynaKoBOYHbIE KOABI.
20. lononHWTensHoO HaHeCceH .|
cpeacTea naeHTUrKaLmn Ans
MOHUTOPUHra ABMKEHNA
nekapcTBEHHbLIX NpenapaTos OT
NPoW3BOANTENS A0 KOHEYHOro
norpeburens (6e3 ncnonb3oBaHus
CTUkepa).
11 Xpansting B opuruHansHoli ynakoeke npu Temnepartype He Bbiwe 30°C.
Storage
Cpok rogHoCTH
(MepuognyHocTL
12 | KoHTpons) 3roga 31.08.2028
Shelf life
requency of control)

* - MokazaTtens «Mukpobuonoruyeckas yucTota» He ABNAETCA PYTUHHBIM METOAOM aHanusa U MOXeT OTCYTCTBOBaTL B
nacnopTe KoMnaHun.

3. 3AKNIOYEHUE
CONCLUSION

JlekapcTBeHHbIR npenapat Fanayc@ Tabnetku 50 mr Ne 28, Homep cepun PU21910925 cOone:’t:Téy*eT
TpebGoeaHusM HopMaTUBHON JokymeHTauum JM-Ne(000761)-(Pr-RU)-240424 ranayt;@ Tabnetkn 50 MrMo.uynb"
Mapxkwvposka J1M-Ne(000761)-(Pr-RU)-200723. :
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Asiicac by KOHTPOMIO KayecTsa . \ Y/ 7
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HomxHocTs (Position) DO (Full name) Wdra.(Bate) slgnature)
‘IF
Version Description of change A
(Bepcus) (OnucaHue nameHeHuit)
1.0 HosbliA nacnopT
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