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flvueHsus Ha ocyulecTBNEHWE NPOUIBOACTBA NEKAPCTBEHHbLIX cpeacTs Ne00153-11C

Version: 2.0, CURRENT

AHanuTUuYecK1ii RACNOPT Ha FOTOBYID NPORYKLUMIO

000 "Hosaptuc Hesa"
Poccus, Cankr-Netepbypr,
DNopora 8 KameHky, a.40, kopn. 3, nutepa A

KoHTpons kavecTsa
Quality Control

Homep nacnopra:
Certificate number

4-466-0525

Tenedpor: +7 812 336 9891

novartis.neva@novartis.com
Bepcus:1.0 i

Version |

1. OBLASAA UHOOPMALIUS

GENERAL INFORMATION

HaumeHoBaHue npoAayKuuu:
Product Name

l'anByc® Tabnetku 50 mr Ne 28

lNMpoBepeHO Ha COOTBETCTBUE C:
Checked against

SPEC_FDF_00102805, Bepcus 13.0

JiM-Ne(000761)-(PIr-RU)-240424 Maneyc® Tabnetkm 50 mr Moaynb
Mapkuposka J-Ne(000761)-(PI'-RU)-200723
Cneundukalmns kavecTsa Ha Mansyc®, TabneTtku 50 mr Ne28, Ne56

BHyTpeHHuit koa, Homep cepun
HepaccacoBaHHOM Npopykummn: | 42027188 HepaccacoBaHHoOM npoaykumy PN6185
Product Code Bulk Batch Number Bulk
BHyTpeHHUA Kog yNakoBaHHOMK Homep cepuu ynakosasHOM
npoayKummn: 44068548 ApoAyKunK: PP16780525
Product Code FDF Batch Number FDF -
Ta NpoU3BOACTBA:
ﬂ:nufactgring DatefI 24.05.2025
PasMep cepuu 3a BLIYETOM
agopicepyn: 34654 yn Apo6: ik 34641 yn ,
atch Size ] ] |
Batch size without samples |
2, NMONYYEHHDLIE PE3YNbTATbI
TEST RESULTS
Ne Nokasartens* MeTtop ucnbitaHuii / Tpe6osaHue Pesynbtar
- Parameters Analytical method / Requirement Result
BusyansHbi Benoro ueeTa Kpyrnble rnagkue
o Or OGenoro [0 CBETRO-XENTOrO LBETa | TabNeTkU CO CKOLUEHHLIMW Kpasmu,
nucaHue N X
1 Appearance Kpyrnble rnagxue Ta6ne:r|<v| CO CKOLUEHHBIMI | C TPaBUPOBKON «NVR» Ha oAHoit
Kpasmu, ¢ rpaeuposkoii «NVR» Ha opHoOW | cTopoHe u  «FB» Ha  gpyroit
cropoHe n «FB» Ha Apyroi CTopoHe. CTOpOHe.
BOXX. Bpems yaepXuBaHWs OCHOBHOTO
nMKka Ha Xxpomatorpamme WUCNbITYyemoro
pacTeopa, MPUroTOBIEHHOrO Ans
KONIMYECTBEHHOrO ONpeaeneHns, AOMKHO
COOTBETCTBOBaTb Bpemexn yaepxmsaHua | CooTBeTcTBYyeET
WUpentudnkaums fMMKa Ha Xpomartorpamme CTaHZAPTHOIO
o | Identification pacteopa 1a. OTnuume BO BpemeHax
YOEPKMNBAHMA OOSKHO COCTaBRATb He
- Bungarnuntun bonee £ 2,0%.
TCX. Ha xpomartorpamme WuCNbITYEMOrO
pacTBopa OCHOBHOE MATHO NO NONOXKEHWMIO,
okpacke " BEMUUYnHE fAomkHo | CooTBeTCTBYET
COOTBETCTBOBATL NATHY Ha XpOMAaTOrpaMMme
CTaHjapTHOro pacTeopa.
BOXX
3 | PacTeopeHue He wmexee 80% (Q) sunparnuntuHa ot 98%
Dissolution HOMWUHanNbHOFO  COAepPXaHUs  JOMMKHO
nepewTn B pacTeop vYepes 30 MuHyT
4 Bopa Mertog K. duwwepa, 2 5%
Water He bonee 2,9 % '
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Doc No.: QC_COFA_01072576
Eer:“;%P%o’};}z? Version: 2.0, CURRENT

AHanuTUYECKUI NacnopT Ha rOTOBYHO NPOAYKLMIO

JinueH3rs Ha ocyulecTBREHNE NPOU3BOACTBA NEKAPCTBEHHBIX cpeacTs Ne00153-NiIC 000 "HosapTuc Hesa"
Poccusi, Caukr-lNetepbypr,
Iopora B Kameniky, a.40, kopn. 3, nutepa A

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

KoHTponk kauecTea
Quality Control
Homep nacnopra: Bepcus:1.0
Certiﬁcge numberp 4-466-0525 VerFs)ion
Ne fMokasaTtens* Meroa ucnbitauul / TpeGoBaHune Pesynbrar
5 Parameters i) __Afaiyﬁcai method / Requirement Result
B3XKX 202-01 — menHee 0,1%;
| 202-01 (amug): He Bonee 0,5% 209-01 — He oBHapyXeHo; [
! Mpumecy 209-01 (UKNUYECKNA amuavH); 207-01 — He oBHapyXeHo; ]
5 | Impurities He 6onee 0,2% EanHnunaa  Hecneuuduumpyemas .'
- BUnAarmMnTHHa 207-01(oukeTonunepasuH): He bonee 0,2% | npumech — He 0BHapYXeHO; i
EavHuyHas Hecneyvdpumpyemas npumech [
- He Gonee 0,2% Cymma Bcex npumeceii — MeHee |
Cymma Bcex npumeceii - He 6onee 0,8% | 0,1% |
OQHOpOQHOCTDL
enuHUL
g | Ao3upoBanus PacueTHO-MaccoBbii AV=2 4
| Uniformity of dosage | AV £ 15,0 '
| units
-BunpgarnuntuH -
- 4YeCcTBEHHOE
Eg::Aenezie B
7 Assay : 0T 95,0% no 105,0% sungarnuntuHa oT 100,8%
| - Bungarunmis s: HOMUHaNbLHOrO CoAepXKaHuUs
| Mo 14 Tabnetok B 6nuctep MA/ANMBX n Mo 14 TabneTtok B GnncTep
anoMuHMeBon honbri. MA/ANTMBX n antoMmuHneBoik
VraReEa Mo 2 unu 4 Gnuctepa BMecTe € NINCTKOM- consru.
8 Packing BK1ablLUEM B KAPTOHHYIO nauvky. | Mo 2 6nucTepa BMECTE C NTUCTKOM-
HonyckaeTtcs Hanuune KOHTPONs | BKNaablemM B KAPTOHHOW Nauyke.
NepBUYHOro BCKPLITUSt HA KAPTOHHOM | KoHTpornb repBu4HOro BCKPLITUS
navke. | Ha& KapTOHHOW NayKe NPUCYTCTBYET.
MNepBUYHaA BHYTPeHHARA yNakoBKa MNMepBUYHAA BHYTPEHHAS
Ha 6nuctepe ykasbisaercs: yrnakoBka
1. Toprosoe HaumeHoBaHWe npenaparta ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTenbHON Mapkuposkon ® 1. Toprosoe HavumeHoBaHue
2. MexayHapojHoe HenaTeHTOBaHHOe npenaparta ¢ npegynpeanTenbHon
HavmeHoBaHue (ay6nupyetcs Ha Mapkuposkon ®
aHTTIMACKOM A3bIKE) 2. MexayHapogHoe
3. Jlorotun gepxaresisi perucTpauuoHHOro | HenaTeHToBaHHOE HauMeHOoBaHKe
YAOCTOBEPEHUSt (Ha aHTTIMACKOM S3bIKe) (nyBrivpyeTcs Ha aHrMUACKoM
4. NlekapcTBeHHasn dopma AA3blKe)
9 Mapkuposka 5. [Josnpoeka 3. NoroTun aepxarens
Labelling | 6. Homep cepun perncTpaumnoHHOro yaocToBepeHns |
7. Oata ucteyeHnsi cpoka rogHocTy (B (Ha aHrnuwicKom A3bike)
copmare: rogeH Bo...) 4. JlekapctBeHHan dopma
8. [lata nponssoactea 5. [losnposka
9. [lonyckaercs HaHeCeHWe BHYTPEHHUX 6. Homep cepun
YMakoBOUHbIX KOAOB KOMNaHW. B cryyae 7. [lata ucTedeHns cpoka rogHoCTu
npoussoAcTea Ha nnowaake 000 (8 dhopmate: rogeH fo...)
«HosapTuc Hesa» Ha 6nuctepe ykasbiBaioT | 8. [laTa npousBOACTBA HE YKasaHa
TONBKO NepemeHHble faHHble 6e3 ykasaHua | 9.BHYTpeHHMe ynakoBoUHbIe KOAb!
npetunkcos HOMEpa cepur v JaThbi | KOMMaHUM OTCYTCTBYIOT.
L ___ OKOHYaHUS cCpoKa roAHOCTH. | -
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JluueHsuna Ha ocywecTeNeHue NPOU3BOACTBA NEKAPCTBEHHbIX cpeacts Ne00153-11C
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AHaNUTUYECKMIA NACNOPT HA rOTOBYIO NPOAYKLMIO

000 "Hoeaptuc Hepa"
Poccus, Cankr-leTep6ypr,
Hopora B Kamehky, a.40, xopn. 3, nutepa A

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

KOHTpOﬂb KadecTBa
Quality Control

[laTa npousBoACTBa HE YKa3biBaETCS.
BropuyHas ynakoBKa (KapTOHHas Navka)

| Ha kapTOHHOW Naudke yKkasbiBaeTcs:

1. Toprosoe HaumeHoBaHWe npenapara ¢
npepynpeauTenbHOM Mapknposkoi ®

2. MexgyHapoaHoe HenaTeHTOBaHHoe
HaumeHoBaHue (gybnupyeTcs Ha
aHMMUIACKOM A3bIKE)

3. Ilorotun gepxatens perncTpaLmoHHoro
yaocToBepeHusi (Ha aHrNMACKOM $ibike)
4. HanmeHoBaHue gepxarens
PEerucTpaLMoHHOrO YA0CTOBEPEHMS 1

| nponasoauTens nexapcTBEHHOro
| Npenapara (BbINYCKaOLWNA KOHTPOIb

KavecTpa)

5. Agpec (cTpana) gepxarens
perucTpaumMoHHOro YA0CTOBEPEHUS 1
NPOV3BOANTENS NEKAPCTBEHHOIo
npenapara (BbinyCKaWWiA KOHTPONb
KavecTsa)

6. llekapcTBeHHas dopma

7. Boanposxa

8. KonuuecTso rnexapcTBeHHOro npenapara
B ynakoske

9. HaumeHoBaHwe u coaepxaHue
OeicTByIoLero seljectsa

10. Ykasauue o coaepxaHum nakrosbi
6e3BoJHOM B Ka4ecTBe BCMNOMOraTenbHoOro
BeljecTsa 1 ee konuvectse B 1 Tabnetke
11. YcnoBusa xpaHeHus

12. NyTs BBEACHUA

13. Yecnosusa oTnycka

14. MpenynpeauTensHsie Haanucu:
«MoppobHble ykasaHus No MpUMEHEHUIO
npuseneHbl B NINCTKE-BKIAAbILIEY,
«XpaHUTb B HEOCTYNMHOM ANst AeTei
MecTe»

15. Homep cepun

16. [laTa npousBogcTea

17. [laTa ncre4yeHmns cpok rogHoOCTH (B
cdopmare: rogeH go...)

18. WTpux-koa

19. onyckaeTca HaHeCeHUe BHYTPEHHUX
yraKoBOYHBIX KOAOB

20. JononHuTensHo MOryT 6biTb HaHECEHDI
cpeAcTBa ngeHTnduKaLmm ans
MOHUTOPUHIa ABUXEHNA NEKAPCTBEHHBIX
npenapaTos OT NPOU3BOAUTENS [0

Homep nacnopra: 4-466-0525 Bepcusi:1.0
Certificate number = =i Version
Ne Mokasarens* Mertop ucnbitanmit / TpeGoratue PesynsTtar i
" Parameters Analytical method / Requirement Result |

| Ha Bnuctepe 4ns Homepa cepum - |
‘ JAarbl OKOHYaHWA CPOKa rOSHOCTH
| yKazaHbl TONbKO fiepeMeHHble
AaHHble 6e3 ykaszaHus npedukcos.
| Oata npon3BoacTBa He ykasaHa.
| Bropn4yHas ynakoBka (KapTOHHaA
nauxa)
Ha kapTorHOW Navyke yKasaHo:
| 1. Toprosoe HameHOBaHVE
| npenapara ¢ npegynpeanTenbHON
MapKUpoBKOn ®
2. MexayHapoaHoe
| HeNaTeHTOBaHHOE HauMeHoBaHUe
(Oy6rvpyeTca Ha aHrMACKOM
A3bIKE)
3. NoroTun pepxarens
perncTpauuoHHOTo yAOCTOBEPEHS
(Ha aHrnuCcKoMm sI3biKe)
4. HaumeHoBaHuve gepxatens
perncTpaLmMoHHOro yAoCTOBEpEeHNS
1 Npon3BOAUTENS NIEKAPCTBEHHOTO
npenapata (BbinycKaoLmii
KOHTPOIb KavecTBa)
5. Aapec (cTpaHa) gepxartens
perncTpaUmMoHHOro YAOCTOBEPEHUS
W npouaBoauTENs NeKapcTBEHHOro
npenapara (sbinyckarowm
KOHTPOMb KayecTsa)
6. JlekapcTeeHnas opma
7. Josnposka
8. KonunyecTteo nekapcTseHHOro
npenapara B ynakoske
9. HanmeHoBaHune 1 cogepxaHue
OeNCTBYIOLEro BeLecTsa
10. YxazaHue o copepxaHum
nakTo3bl 6e3B0AHON B KadecTBe
BCMOMOraTenbHOro BelecTsa u ee
konuuecrtee B 1 TabneTke
11. Ycnoeus xpaHeHus
12. NyTb BBEACSHUNSA
13. Ycnosus otnycka
14. MNpepynpeanTenbHble HagnNucu:
«[oapobHble ykasaHus no
NpUMeHeHMIo NpuseeHb! B INCTKE-
BkAagbiLe», «XpaHuTb B
HeOOoCTYMHOM AN AeTeih mecTe»
15. Homep cepumn
16. [lata npounasoacTea
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AHanuTU4YeCKUi NacropT Ha roToBYH NPOAYKLUMIO

JinLeH3KA Ha OcyLLEeCTBIIEHNE NPOU3BOACTBA JieKapCTBeHHBLIX cpeacTs Ne00153-/1C 000 "Hoeaptnc Hesa"
Poceusn, Cankr-TeTtepbypr,
Dopora B KameHky, .40, kopn. 3, nutepa A

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

KOHTponb KavecTBa
Quality Control

|
Homep nacnopra: | Bepcusii1.0
-466- |
Certificate number 4-466-0525 | Version
| Ne [ Nokasarenn® MeTtoa ucnbitanuin / Tpe6osaHue Pesynbrar
T 7 Parameters Analytical method / Requirement Resuft
| KoHe4Horo notpebutens (HaHecexne 17. JaTta vcTeuveHns Cpok roaHOCTU
BO3MOXHO C UCNOSMb30OBaHWEM CTUKEPA). (B chopmarte: rofieH 4o...)

18. Wrpux-koq

19. HaHeceHb! BHyTpeHHue

| yNaKoBOYHbIE KOAB.

' 20. [lononHurensHo HaHeceH !
cpeAcTBa uaeHTUdMKauun Ans
MOHUTOPUHIA ABMWKEHUS

[ neKkapcTBEHHbIX NpenapaTos OT
NPOW3BOAUTENA 10 KOHEYHOro
noTpeburens (6e3 NCNonb3oBaHNA

CTVKepa).
i 10 é&i:;:ﬁe_“ ) B opuruHanbHOM ynakoske ripu TeMneparype He BbILU_e_ 30°C. 'l
Cpok rogHocTn
(MepuognuHocTh
11 | KOHTpORSI) 3ropa 30.04.2028
Shelf life

requency of control)

* - Mokaszatens «Mukpobuonoruueckas YMCTOTa» He ABNSSTCA PYTUHHLIM METOJOM aHarnmM3a u MOXeT OTCYTCTBOBaTL B
nacnopTe KoMnaHun.

3. 3AKMOYEHUE
CONCLUSION

[ NexapcTseHHbIN npenapar [ansyc® Tabnetku 50 mr Ne 28, Homep cepum PP16780525 CooTBETCTRYET
| TpeBoBaHuaM HopmaTUBHON JoKymeHTavumu JTT-Ne(000761)-(PM-RU)-240424 Ianeyc¢® tabnetkn-50 mr-Moaynb
| Mapkuposka J1M-Ne(000761)-(Pr-RU)-200723.

1 ! T
| KoopauHatop tbusnko- od 2 -
i Z;:,:\g'g"b;" Xummyeckoil naGoparopum Cnyyauko O.C. | /7 2¢ /) NeZima= 2l ¢
Version Description of change
(Bepcusn) (OnucaHue nsmeHeHnin)
1.0 Hosbiti nacnopr
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