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AHanNUTUYECKUIA NACMOPT Ha FOTOBYIO NPOAYKLUIO

NuueHava Ha ocylyecTBNEHWe NPOU3BOACTBA NEKaPCTBEHHBIX cpegcta NeQ0153-N1C

000 "HosapTtuc Hesa"
Poccus, Caxkr-MNetepbypr,
[opora B Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTpons kavecTea
Quality Control

Homep nacnopra:
Certificate number

Bepcus:1.0

Version

4-778-0925

1. OBLUASA UHOOPMALIUA
GENERAL INFORMATION

HaumenoBaHue npogykuun:
Product Name

[aneyc® Tabnetku 50 mr Ne 28

lMpoBepeHo Ha cooTBETCTBMUE C:

Checked against

JIN-Ne(000761)-(Pr-RU)-240424 ansyc® tabnetku 50 mr Moayne
Mapxuposka JTM-Ne(000761)-(PT-RU)-200723

Creundukaums kavectsa Ha Mansyc®, Tabnetkn 50 mr Ne28, No56
SPEC_FDF_00102805, sepcus 13.0

BHyTpeHHWIA kog Homep cepun
HepacchacoBaHHON Nnpoaykumu: | 42027188 HepacthacoBaHHOM npoaykuun PT6887
Product Code Bulk Batch Number Bulk
BHYTpeHHMIA KOO yrnakoBaHHOM Homep cepuu ynakosaHHoM
npoayKuum: 44068548 npoayKuum: PU15550925
Product Code FDF Batch Number FDF
Ta NPOM3BOACTEA:
ﬂ:nufactlzdng Date'.'q 05.09.2025
Pasmep cepuu 3a BbiueTom
Paamop capuu: 34 859 yn npo6: e 34 846 yn
alch Size ! :
Batch size without samples
2. NMONYYEHHBIE PE3YNbLTATbI
TEST RESULTS
Ne Mokasarens* Metog ucnkitanuit / TpeboBanne Pesynbrar
Parameters Analytical method / Requirement Result
BusyanbHblii bBeroro uBeTa Kpyrnble rnagkue
o Ot Genoro Ao cBETNO-XeNToro useTta | TabneTkum co CKOLIEHHBIMM Kpasimu,
nvicaHue 3 4
1 Appearance Kpyrnble rnagkue Taﬁnejuu CO CKOLLEHHbIMW | ¢ rpaBupoBkoli «NVR» Ha OAHO
Kpaamu, ¢ rpaeuposkoin «NVR» Ha ogHoli | ctopoHe ©  «FB» Ha Opyron
cTopoHe U «FB» Ha apyroli CTopoHe. CTOPOHE.
BOXX. Bpemsi ypepkuBaHUs OCHOBHOroO
nMKka Ha Xpomarorpamme WCMBITYEMOro
pacTBopa, NPUroTOBNEHHOFO Aans
KONMUYECTBEHHOrO ONPEeAeneHnsa, AOMKHO
CooTeeTCTBOBATL BPEMEHU yAepxusanus | CooTBeTCTBYET
WaexTudmkaums nMKka Ha XpomartorpaMme CTaHZapTHOMO
o | Identification pacteopa 1a. Otnuuve BO BpemeHax
YOePXKMBaHNA  OOMKHO COCTaBNsiTh He
- Bungarnuntux Oonee * 2,0%.
TCX. Ha xpomarorpamme ucnbITyemoro
pacTeopa OCHOBHOE MATHO MO MOMOXEHUIO,
okpacke 7} BENuyuHe AoikHo | CooTBeTCTBYET
COOTBETCTBOBATH NATHY HA XpOMaTorpamme
CTaH4apTHOro pacTeopa.
BIXX
3 | Pacteopenue He wmeree 80% (Q) BungarnuntuHa ot 100%
Dissolution HOMUHAarNbLHOrO  COAEPXaHWA  AOMKHO
nepeiTn B pacteop Yepes 30 MUHyT
4 Bopa Metog K. ®uwepa, 2 5%
Water He Gonee 2,9 % e
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NOVARTIS

Form to SOP-8013721

AHanuTU4eCKMA nacrnopT Ha roToBy NpoayKuunio

NuueHsus Ha ocylwecTeneHe NPOM3BOACTBA NEKapCTBEHHLIX cpeacTs NeQ0153-NC

00O "Hosapmvc Hesa"
Pocews, CankT-MeTepbypr,
Hopora B Kametry, 4.40, kopn. 3, nutepa A

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

KoHTponb kayectsa

Quality Control
Homep nacnopra: Bepcua:1.0
Csrriﬁcapte numberp 4-778-0925 Vergion
Ne MNMokasarens* MeTop ucneiTanui / Tpe6osanue Pesynwrar
Parameters Analytical method / Requirement Resuit
B3XX 202-01 — meHee 0,1%;
202-01 (amupn): He Gonee 0,5% 209-01 — meHee 0,1%;
mn 208-01 (umknuYecKuii aMuamnH): 207-01 — He oBHapyxeHo;
pumMecu ok
5 | Impurities He BGonee 0,2% EavHnuHas Hecneumdmumpyemas
207-01(aukeTonunepasnt): He Gonee 0,2% | npumeck — He 0BHapPYXEHO;
- BungarnunTtuHa
EanHuyHas Hecneuynduumpyemas npumech
- He Gonee 0,2% Cymma Bcex npumeceil — meHee
Cymma Bcex npumeceii - He Gonee 0,8% 0,1%
OpgHopogHOCThL
equHUL
g | AO3MpoBaHus PacyeTHo-maccoBblit AV=3 6
Uniformity of dosage | AV < 15,0 !
units
-BunaarnunTtux
™ | oW
Vi Assay Ot 95,0% po 105,0% sungarnuntuHa oT 100,9%
- —— HOMWHAaNbHOro coaepXaHuns
PEA3C 2.1.6.6,2.1.6.7
Kareropus 3A:
Mukpo6uonoruyeck | OBLIEe 4ACNO a3pOBHbIX MAKPOOPraHMaMOB
8 | as yncrtora - He Bonee 10° KOEB 1 T; MerHee 50 KOEB 1T;
Microbiological purity | OBliee 4ncno ApOXOKEBLIX W NNECHeBbIX
rpubos - He Gonee 102KOEB 1T; Menee 10 KOEB 1T;
OrtcytcTeuve Escherichia colig 11 OtcytcTeue B 11
Mo 14 TabneTok B 6nuctep MA/ANMBX 1 Mo 14 Tabnetok B Gnucrep
antoMuH1eBoi honbru, MA/ANTBX n antomuHneBoi
v, Mo 2 unu 4 Gnuctepa BMecTe ¢ NNCTKOM- conbru.
nakoBKa
9 Packing BKNajbillem B KapTOHHYIO Nauqky. Mo 2 6nuctepa BMECTe C NUCTKOM-
[DonyckaeTcs HanWyMe KOHTPoNs BKNafbllIeM B KAPTOHHOW Nayke,
NepBUYHOrO BCKPLITUA HA KAPTOHHOW KoHTponb nepBUYHOro BCKPLITHS
nadke. Ha KapTOHHOU Nayke NpUCYTCTBYET.
MepBuyHan BHYTPEHHANA yNaKoBKa MepBUYHas BHYTpeHHAR
Ha 6nucrepe ykasbiBaeTcs: ynakoBKa
1. Toprosoe HaumeHoBaHWe npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTensHon MapkupoBKoii ® 1. ToproBoe HaMmeHoBaHWe
2. MexayHapogHoe HenaTeHToBaHHOe npenapara ¢ npeaynpeanTensHoi
HaumeHoBaHWe (gybnupyeTcs Ha Mapkuposkon ®
MapkupoBka aHrnuiickom A3bIke) 2. MexayHapogHoe
10 Labelling 3. JloroTun aepxarens perucTPauUMoHHOro | HenaTeHTOBaHHOEe HauMeHOoBaHMue
YAOCTOBEPEHWUs (Ha aHrMUIACKOM A3bIKE) (ay6nupyeTcsa Ha aHrnuinckom
4. lekapcTBeHHas dopma A3blke)
5. [loanposka 3. Jlorotun pgepxartens
6. Homep cepun perucTpauuoHHoro yAoCcTOBEPEHNS
7. [aTta ucteyeHus cpoka rogHocTK (B (Ha aHrnuickoM A3bIKe)
cdopmare: rogeH ao...) 4. lekapcTBeHHas dopma
8. [ara npousBoacTea 5. floavpoeka
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NuueHsns Ha ocywecTaneHne NPOU3BOACTBA NEKAPCTBEHHDIX cpeacTs Ne00153-NC

Doc No.: QC_COFA_01072576

Version: 2.0, CURRENT

AHanuTU4eCcKWil NacnopT Ha roTOBYHO NPOAYKLMIO

00O "HoeapTuc Hesa"
Poceua, Caxkr-MeTepbypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHTponb kadecTtsa
Quality Control

Homep nacnopra: _77a. Bepcua:1.0
Cerlificate number 4-718-0825 Version
Ne Mokasarens* Metoa ucneitanuii / TpeGosatue PesynwTar

i Parameters Analytical method / Requirement Result

9. llonyckaeTcs HaHeceHWe BHYTPEHHNX
YNaKkoBOYHbIX KOAOB KOMNaHuW. B cnyyae
npou3BoAcTBa Ha nnowaake 000
«HosapTunc Hesa» Ha BnucTepe ykaabiBaloT
TOMNBKO NepemMeHHble AaHHble 6e3 ykasaHus
npeduKcos HOMepa cepum 1 [atsbl
OKOHYaHWs CPoKa rogHOCTHU.

Hata nponssoacTea He yKkasbiBaeTcs.
BropuuHas ynakoBka (KapTOHHas nayka)
Ha kapToHHoOl nayke ykasblBaeTcs:

1. Toprosoe HaMMeHOBaHWe npenapara ¢
npenynpeauTensHon MapKkuposkoi ®

2. MexayHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHue (aybnupyeTcs Ha
aHrNUIACKOM A3blke)

3. IloroTun gepxarens perucTpaumMoHHoro
YOOCTOBEPEHWs (Ha aHrNUACKOM A3bIKE)

4. HammeHoBaHve gepxarens
perncTpauvoHHOro yAoCToBepeHns 1
NpoW3BOAUTENS NEKAPCTBEHHOTO
npenapara (BbINyCcKaloLWid KOHTPOIb
KayecTsa)

5. Agpec (cTpaHa) gepxaTens
pPerncTpaLuoHHOro YA0CTOBEPEHUS U
NPOW3BOAUTENS NEeKapCTBeHHOro
npenapara (BbiNyCcKaroLWii KOHTPONb
KayecTea)

6. llekapcTBeHHas dopma

7. Hoanpoeka

8. KonuyecTso nekapcTBeHHOro npenapara
B ynakoBke

9. HaumeHoBsaHue n coaepxaHme
AelcTBylOLero BeLlecTsa

10. YkasaHue o cogep)XaHum NakToabl
6e3BoHON B Ka4yecTBe BCMOMOraTensHoro
BelecTsa U ee konuyectse B 1 Tabnetke
11. Ycnosus xpaHeHus

12. MNyTb BBEAEHUSA

13. Ycnoeus otnycka

14, MNpeaynpeauTensHblie HAANUCK:
«lMoapobHbie ykazaHUs No NPUMEHEHUIO
npueeaeHbl B MMCTKe-BKNaabiLe»,
«XpaHWTb B HEAOCTYNHOM ANSA OeTe
MecTe»

15. Homep cepum

16. [lata npousBoAcTBa

17. NaTta ncreyeHUst Cpok rogHoOCTU (B
¢popmare: rogeH go...)

6. Homep cepuu

7. [laTa ncTedyeHusa cpoka rogHocTu
(8 dhopmare: rogeH ao...)

8. lata npoussoacTea He ykasaHa
9.BHyTpeHHWe yNakoBOYHbIE Kodbl
KOMMaHWK OTCYTCTBYIOT.

Ha 6nuctepe ana Homepa cepvn 1
AaTbl OKOHYaHWSA CpOKa roAHOCTH
yKasaHbl TONbKO NeEpEMeHHbIE
AaHHble be3 ykasaHua npedukcos.
[HaTta nponasofcTBa He yka3aHa.
BTopuuHana ynakoBka (kapToHHaa
nayka)

Ha kapToHHOI nayke ykasaHo:

1. Toprosoe HaumeHoBaHwe
npenapara c npegynpeanTensHon
MapKupoBKon ®

2. MexpayHapopgHoe
HenaTeHToBaHHOe HauMeHoBaHWe
(oyBnupyeTcs Ha aHrnmiAckom
A3bIKe)

3. lorotun pepxarens
pErucTpaLuoHHOrO YA0CTOBEPEHIS
(Ha aHrnuickom A3bike)

4, HammeHoBaHue fepxarens
perncTpaunoHHoro yA0cToBEPEHNS
W NPOU3BOANTENS NEeKapCTBEHHOro
npenapara (BbinyckatoLwmi
KOHTpOnb kKayecTea)

5. Agpec (cTpaHa) gepxarens
perncTpaLlmnoHHOro ya0CToBEpEHNA
1 NPOU3BOANTENSA NEKAPCTBEHHOIO
npenaparta (BbinycKaroLwwii
KOHTpONb KayecTrea)

6. llekapcTteeHHas copma

7. NoanpoBka

8. KonnyecTBO nekapcTBeHHOro
npenapara B yrnakoeke

9. HanmeHoBaHue n cogepxaHue
AencTeylowero BeLlecTsa

10. YkasaHue o cogepaHum
nakTo3bl 6e3B0OAHOK B KaYecTse
BCNOMOraTenbHOro BeLlecTea 1 ee
konuyecTse B 1 Tabnetke

11. YenoBus XxpaHeHns

12. MyTe BBEAEHUA

13. YcnoBus oTnycka
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AHanuTV4YeCcKWil NAcnopT Ha roTORYIO NPOAYKLUIO

NuueHsns Ha ocylecTenNeHe NPOM3BOACTBA NeKapcTBeHHbIX cpeacte Ne00153-NC

000 "HoeapTuc Hepa"
Poceun, Caunkr-NeTepBypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

TenedoH: +7 812 336 9891

novartis.neva@novartis.com
KoHTponb kauecTea
Quality Control
Homep nacnopra: Bepcusa:1.0
Ceﬁfﬁcfts numbsrp 41150923 Vergfon
Ne Mokasarenb® MeTop ucneitanuii / TpeGoBaHue PeaynkTtar
Parameters Analytical method / Requirement Result
18. WTpux-koga, 14. MNpepynpeautentHble HagnucK:
19. donyckaeTcsi HAHECEHWE BHYTPEHHUX «[MoapobHble ykasaHua no
YyNakoBOYHbIX KOL0B NnpUMeHeHWio NpUBeAeHsb! B NUCTKe-
20. fJononHuTenbHO MOryT BbITh HAHECEHb! | BKMaabllle», «XpaHuTb B
cpefcTea uaeHTUukaumm ons HeaoCTYMHOM ANSA AeTell MecTe»
MOHWUTOPUWHIa ABWKEHNA NEKAPCTBEHHbIX 15. Homep cepum
npenapartos OT NpoM3BOAUTENS A0 16. Oara npoussoacTea
KOHeyHoro notpeburens (HaHeceHue 17. Jata ncteyeHusi CpoK rogHoCTH
BO3MOXHO C UCMONL30BaHNEM CTUKEpa). (B chopmarTe: rogeH go...)
18. LlTpux-kog
19. HaHeceHk! BHYTpeHHue
YNakoBOYHbIE KOAbI.
20. JononHUTenbHO HaHeceHsb!
cpeacTsa uaeHTUMUKaLMM Ans
MOHWTOPWHIa ABUKEHUS
neKapcTBeHHbLIX NpenapaToe OT
NpPOW3BOAUTENS [0 KOHEYHOIO
notpeburens (6e3 ncnonob3oBaHws
cTuKepa).
1M Xpanaiig B opurnHanebHom ynakoske npu temnepatype He sbiwe 30°C.
Storage
Cpok rogHoCTH
(MepuoguyHocTs
12 | KOHTpONS) 3 roga 31.08.2028
Shelf life
requency of control)

* - MNokasarens «MHKPDSHOHOFH“IBCK&R YNCTOTa» He ABNAETCA PYTUHHBIM METOLOM aHanuWia u MOMeT OTCYTCTBOBaTL B

nacnopre KomnaHuu.

3. 3AKNKOYEHUE
CONCLUSION

NexapcreeHHbIi npenapar Mansyc® Tabnetku 50 mr Ne 28, Homep cepumn PU15550925 cooTeeTtcTayet

TpebGoBaHuAM HOpMaTUBHON AokymeHTauum JMN-Ne(000761)-(PT-RU)-240424 Fa.ﬁsyr:@ Tabnetkn 50 mr Monyn@
Mapkupogka JTM-Ne(000761)-(PI-RU)-200723. /] :

| Al l,gf
v CTapwvii  cneuuanuct  no U5 Nove W gL /
TBEpAMn KOHTPONIO KauecTsa Anekcees b.0O. 27 . QG\| 230 R /)
Approved by A\ v
HomkHocts (Position) @O (Full name) Oara (Date) ,I % b (Signature)
VAR~ 4
Version Description of change
(Bepcus) (OnucaHue uameHeHui)
1.0 Hosblili nacnopt
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