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AHanuTyecKkuil NAacNopT Ha roTOBYIO NPOAYKLUMUIO

TnueHsna Ha ocylLecTBNEHWe NPOU3BOACTBA NEKapCTBEHHbIX cpeacTs Ne00153-N1C

000 "HosapTtuc Hesa"
Poceun, Cankr-Netep6ypr,
[Hopora 8 Kamenky, A.40, kopn. 3, nutepa A

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

KoHTponb kayecTBa
Quality Control

Homep nacnopra:
Certificate number

Bepcus:1.0

Version

4-919-1025

1. OBLWASA UHOOPMALMA
GENERAL INFORMATION

HaumeHoBaHue npoaykumm:
Product Name

Maneyc® Tabnetkn 50 mr Ne 28

lpoBepeHo Ha COOTBETCTBUE C:

Checked against

JIM-Ne(000761)-(Pr-RU)-240424 ransyc® Ttabnetku 50 mr
Moayne Mapkupoeka J1M-Ne(000761)-(Pr-RU)-200723
Cneundprkaums kavecTsa Ha Mansyc®, Tabnetku 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcuna 13.0

BHyTpeHHui kog Homep cepumn
HepacdpacoBaHHO npoaykuuu; | 42027188 HepactacoBaHHOW npoaykuuy PV7052
Product Code Bulk Batch Number Builk
BHyTpeHHMIA KoO ynakoBaHHOI Homep cepum ynakoBaHHoOM
npoAayKuum: 44068548 npoayKuum: PW69281025
Product Code FDF Batch Number FDF
arta npoussoacTea:
ﬂanufacrgﬁng Datéq 20.10.2025
: Paamep cepum 3a BblYETOM
§33M9P copun; 34953 yn npo6: v 34 940 yn
atch Size 1 .
Batch size without samples
2. NMONYYEHHLIE PE3YNbTAThI
TEST RESULTS
Ne MNMokaszatenk* Metop venbitannii / TpeGosatue Pesynbrar
a Parameters Analytical method / Requirement Result
BusyanbHbIi Benoro uBeTa kpyrnble rnagkue
o Ot ©Geroro [0 CBETNO-KENTOro LBeTa | TabneTky CO CKOLUEHHLIMIA Kpasmu,
nucaHdue s
1 Appearance Kpyrnbie rnagkue Tabnetkn co cKoweHHbIMK | ¢ rpaBupoBkon «NVR» Ha ofHoM
kpasmn, ¢ rpasupoekoii «NVR» Ha ogHoii | cTopoHe U «FB» Ha  gpyroi
CTOpOHe U «FB» Ha Apyroi CTOpoHE. CTOpOHE.
BO»XX. Bpemsa yQepXuBaHUs OCHOBHOMO
nMKka Ha xpomaTtorpamme UCMbITYeMOro
pacTsopa, NPUroToBMNeHHOro ans
KOMUYECTBEHHOrO ONpegeneHus, AoMKHO
COOTBETCTBOBATL BpemeHW YyaepxusaHus | CooTBeTcTBYET
WUpeHTUdMKaums nMKa Ha XpoMatorpamme CTaHOAPTHOMO
o | Identification pacteopa 1a. Otnuume BO BpemeHax
YAEPKMBEHUA [JOMKHO COCTaBNsATb He
- B"marnmn'r““ bonee * 2,0%.
TCX. Ha xpomartorpamme wcnbITYyemMoro
pacTBopa OCHOBHOE MATHO MO MOMOXEHUHO,
okpacke " BENMNYUHE pomkHo | CooTBeTCTBYET
COOTBETCTBOBATL NATHY HA XpoMaTorpamme
CTaHAAapPTHOro pacTeopa.
B3OXX
3 | PactBopenue He wmenee 80% (Q) BwunparnuntuHa oT 101%
Dissolution HOMWHANMbHOrO  COAEPXaHUs  AOMKHO
nepeTu B pacteop Yepes 30 MUHYT
Boga Metoa K. Puwwepa, o
4 Water He Gonee 2,9 % 2%
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Quality Control
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Ne lNokasatenb* MeTopg ucneitanuii / TpeGoBaHue PesynbTar
Parameters Analytical method / Requirement Result
B3XX 202-01 — He oBHapyxeHo;
202-01 (amug): He Bonee 0,5% 209-01 — He oBHapyxeHo;
n 209-01 (UMKIUYECKUIA aMUINH): 207-01 — He oBHapyxeHo;
pumecu 5
5 | Impurities He 6onee 0,2% . EavHuyHas  Hecneuuduumpyemas
B —— 207-01(avkeTonunepasuH): He Gonee 0,2% | npumech — He 0BHapyXeHo;
EavHuyHas HecneuudpuumMpyemas npumecs
- He 6onee 0,2% Cymma Bcex npumeced — He
Cymma Bcex npumeceli - He Gonee 0,8% obHapyxeHo
OpgHopoOHOCTL
enuHUL
g | Ao3upoBaHus PacuyeTHO-MaccoBbIii AV=1 3
Uniformity of dosage | AV £ 15,0 :
units
-BunaarnunTtuH
K Yy
onpererenna | BMX
7 Assay Or 95,0% ac 105,0% BungarnunTuHa oT 100,5%
HOMMWHanNbLHOro coAepXaHus
- BunpgarnunTtux
Mo 14 TabneTtok B Gnuctep MA/ANMBX 1 o 14 TabneTtok B GnucTep
anioMnH1neBoW donbru. NA/ANMBX n anoMUH1eBOA
¥ - Mo 2 unn 4 Bnuctepa BMeCTe C NACTKOM- conkrn,
8 Packing BKNagbillemM B KAPTOHHYIO Mayky. Mo 2 6nucTepa BMECTE C NACTKOM-
[JonyckaeTcsa Hanuume KoHTpons BKMaablLUEM B KAPTOHHOMW Navke.
NepBUYHOrO BCKPLITUA HA KAPTOHHOM KoHTponb NepBUYHOrO BCKPLITUA
nayke. Ha KapTOHHOW Nayke NpUCYTCTBYET.
MepBuyHan BHYTPeHHAA ynakoBKa MepBuyHan BHYTPEHHSSA
Ha 6nuctepe ykasbiBaeTcs: ynakoeka
1. Toproeoe HaumeHoBaHWe Npenapara ¢ Ha 6nuctepe ykasaHo:
npeaynpeauvTensHon MapkupoBkoi ® 1. ToproBoe HaumeHoBaHWe
2. MexayHapoaHoe HenaTeHToBRaHHoe npenapara ¢ npegynpeauTensHow
HammeHosaHue (aybnupyeTca Ha MapKupoBKoi ®
aHrMWIACKOM A3bIKE) 2. MexpyHapopaHoe
3. Nlorotn gepxarens perucTpaLMoHHOro | HenareHTOBaHHOE HaMMeHOoBaHue
YOOCTOBEPEHUA (Ha aHTNUIACKOM A3bIKE) (ayBnupyeTcs Ha aHrNUACKOM
4. lexapcTBeHHasn thopma A3bIKE)
9 MapkupogBka 5. [loanpoeka 3. NNoroTun aepxatens
Labelling 6. Homep cepun perncTpaunoHHOro yA0CTOBEPEHUS

7. [aTta ucrteyeHus cpoka roagHocTu (B
chopmare: roaeH [o...)

8. ata nponssoacTea

9. JonyckaeTca HaHeceHne BHYTPEHHMX
YNakoBOYHbIX KOAOB KOMNaHum. B cnyvae
npou3BoACTBA Ha nnowaake 000
«Hosapruc Hesa» Ha 6nucTepe ykasbliBaloT
TOMBKO NepemMeHHble AaHHble 6e3 ykaszaHus
npeduKcoB HoMepa Cepun 1 faThbl
OKOHYaHWA CPOKa rofHOCTH.

(Ha aHrnuiickom A3kIKe)

4. lekapcTBeHHasn chopma

5. floavpoeka

6. Homep cepun

7. [laTta ucte4eHus cpoka rogHocTu
(B chopmare: rogeH go...)

8. [lata nponasoAcTBa He ykasaHa
9.BHYTpeHHWe ynakoBoYHble Koabl
KOMMaHW1 OTCYTCTBYIOT.
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Ne Mokasarennb* Metog ucneitakuil / TpeGosanue PesynbTar

Parameters Analytical method / Requirement Result

Hata npon3BoACTBa He YKasblBaeTCA. Ha 6nucrepe aonsa Homepa cepum 1
BropuyHas ynakoBKa (KapToHHasi Nayka) | A4aTbl OKOHYAHWSA CPOKa roAHOCTU
Ha kapToHHol Nayke ykasbiBaeTcs: yKa3aHbl TOMbKO NepeMeHHbIe
1. ToproBoe HaumeHoBaHWe npenapara ¢ AaHHble 6e3 yKazaHWusa npeduKcos.
npeaynpeanTenbHoi Mapkuposkoin ® [ata npou3sBofcTea He ykasaHa.
2. MexgyHapofHoe HenaTeHTOBaHHOe BropuyHas ynakoBka (KapToHHas
HaumeHoBaHue (aybnupyercs Ha nayvka)
aHrMUiickoM A3blke) Ha kapTOHHOI Navke yKasaHo:
3. NoroTun gepxarens perucrpaumonHoro | 1. ToproBoe HaMMeHoBaHVe
YAOCTOBEPEHUA (Ha aHrNWIACKOM R3bIKe) npenapara c npeaynpeauTensHom
4. HaumeHoBaHWe gepxatens Mapkupoekoi ®
perucTpaLmMoHHoro yA0CToBepeHus 2. MexayHapogHoe
NPOW3BOAUTENS NeKapCTBEHHOro HernaTeHToBaHHOE HauMeHoBaHue
npenaparta (BbinyckaoWwuid KOHTporb (aybnupyeTcs Ha aHrMUIACKOM
Ka4yecTBea) A3bIKE)
5. Aapec (cTpaHa) aepxarens 3. NNoroTun gepxarens
PErMcTpaLmMoHHOro yAoCTOBEPEHUA 1 perncTpaLuoHHOro yA0cToBEPEeHUs
Npou3BOAWTENs NEeKapCTBEHHOro (Ha aHrNUICKOM A3bIKE)
npenapara (BbINyCKaOLLWIA KOHTPOIb 4. HavmeHoBaHve fepxarens
KayecTsa) perucTpauvoHHOro yAoCToBEPEHUA
6. llekapcTeeHHan copma W NPON3BOAUTENSA NEKapCTBEHHOIO
7. Joanposka npenapara (BbinycKaoLLmii
8. KonuuyecTeo NnekapcTBEHHOro npenaparta | KOHTpOfb Ka4YecTsa)
B ynaxkoBske 5. Agpec (cTpaHa) gepxartens
9. HaumeHoBaHue 1 coaepxaHue perucTpauvoHHOro yaA0CTOBEPEHUs
AeicTeylolero BeLlecTsa 1 NPOU3BOAUTENS NEKAPCTBEHHOIO
10. YkasaHue o cogepXaHnum naxkrossbl npenaparta (BbinycKaoLwnii
Ge3BogHOI B KAYECTBE BCNOMOraTenbHOro | KOHTPONb Ka4yecTea)
BelllecTBa 1 ee konuyectse B 1 Tabnetke 6. lekapcTBeHHas dopma
11. Ycnosus xpaHeHus 7. Ooanposka
12. NyTe BBEAGHWA 8. Konn4ecTso fnekapcTBEHHOro
13. Ycnosusa oTnycka npenapara B ynakoBke
14, MNpeaynpeguTenbHLIe HaaNucu: 9. HaumeHosaHue 1 cogepxaHne
«Moapo6Hble yKkasaHua No NpUMeHeHWo OefcTByIoLEero BeLlecTsa
npvBeaeHs! B NIMCTKe-BKNagpilie», 10. YkazaHue o coaepxaHum
«XpaHuTb B HEJOCTYNHOM ANA AeTei nakTo3bl 6e3B0HON B Ka4YeCTBe
mecTe» BCNOMOTaTensHoro BelecTsa U ee
15. Homep cepum konuyectee B 1 TabneTke
16. [lata npoussoacTea 11. Yenosusa xpaHeHus
17. OaTa ncreyeHuss CPOK rogHoCTH (B 12. MNyTb BBEAEHUS
chopmare: rogeH ao...) 13. Ycnosua oTtnycka
18. Wrpux-kon 14. NpepynpeauTensHbIe HAANWUCK:
19. fonyckaeTcs HaHeceHe BHYTPEHHUX «NoppobHble ykasaHua no
yNakoBOUHBIX KOJO0B NPYUMEHEHWIO NMPUBEAEHBI B NACTKE-
20. [lononHuTensHO MOryT ObiTb HAaHECEHbl | BKNagplley, «XpaHuTb B
cpeAcTsa ugeHTudukaummn ans HegocTynHoM ANna AeTeil mecTe»
MOHUTOPWHIa ABUMXEHWUA NeKapCTBeHHbIX 15. Homep cepum
npenaparos OT NPOM3BOAUTENS [0 16. [lata npowssogcTea
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% Parameters Analytical method / Requirement Result
KOHe4Horo notpeburens (HaHeceHwe 17. [aTta ucreyeHnsi CpPOK rogHOCTH
BO3MOXHO C UCMOMb30BaHMEM CTUKEPA). (B hopmarte: rogeH fo...)

18. Wrpux-koa

19. HaHeceHbl BHYTpeHHMe
yNaKoBOUYHbIE KOABI.

20. JononHuTensHo HaHeceHb!
cpeacTea ugeHTudukaumumn ons
MOHWUTOPUHIra ABMKEHWNA
neKkapcTBEHHbIX NPenapaTos oT
NpoV3BOAUTENS A0 KOHEYHOro
notpeburens (6e3 NCNonNb3oBaHWUA
cTUkepa).

XpaHeHue

10 Storage

B opurnHaneHoi ynakoske npu Temneparype He Boiwe 30°C.

Cpok rogHocTH
(Mepuogn4HOCTL
11 | kOHTpORS) 3roga 30.09.2028
Shelf life

requency of control)

* - MNokasartens «MHKPDBHOHOI’HHECK&Q YWCTOTa» He ABMAETCA PYTWHHBIM METOLOM aHanuaa u MOXEeT OTCYTCTBOBaTb B
nacnopTe KoMnaHnuu.

3. 3AKINKYEHUE
CONCLUSION

NexapcTBeHHbIA Nnpenapat Mansyc® Tabnetku 50 mr Ne 28, Homep cepun PW69281025 cooTeeTCTRyeT
TpebGoBaHWAM HopMaTUBHOI AokyMmeHTauum JIMN-Ne(000761)-(Pr-RU)-240424 Fanayc@ TabneTkn-60 mr.Moay nb
Mapkuposka J1M-Ne(000761)-(PIr-RU)-200723.

KoopavHartop thuauko- g . )
YtBepaun | . veckoi naboparopuy CnyvaHko O.C. | 7 211012 f ___; 4// o T e 7
Approved by LS
Homxnocte (Position) PO (Full name) .,'L'.-L:,'_iéi-gi - | o iy «*; Signature)
Version Description of change
(Bepcusa) (Onucanune nsmeHeHuin)
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