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KOHTFJ Onb KavecTea

Quality Control

Homep nacnopra:
Certificate number

4-914-1025

Bepcua: 1.0
Veersion

1. OBLWASAA MLHOOPMALMA
GENERAL INFORMATION

HaumeHoBaHue NpoayKumu:
Product Name

OHTekasup CaHpoa® TabneTky, NOKPbITLIE NNeHoYHoW oGonoykoi 0,5 Mr

Ne30

HPOBEPEHO Ha COOTBeTCTBME C:

Checked against

JIM-Ne(001622)-(Pr-RU)-190624 3HTtekasup CaHao3® TabneTkn NoKpbITble
nneHoYHoi obonoukoi, 0,5 mr, 1,0 mr

Moaynb Mapkuposka J1M-Ne(001622)-(PI-RU)-190624
Cneundukaums kavectBa Ha ISHTekaBup CaHpoa® TabneTkn, MOKpbITbie
nneHo4yHow obonoukori 0,5 mr Ne30 SPEC_FDF 00080183, sepcusa 9.0

BHyTpeHHUI Kopg, Homep cepuun
HepacdacoBaHHOM npoaykumu: | 42028647 HepacdacoBaHHoM npoaykuuu PV5757
Product Code Bulk Batch Number Bulk
BHyTpeHHMIA KOO ynakoBaHHONW Homep cepum ynakoBaHHOM
npoayKuunm: 44125081 npoaykKuum: PW84411025
Product Code FDF Batch Number FDF
Ta NpoOu3BOLCTEA:
ﬂ:nufacfljﬁng Daféq 18.10,2025
Paamep cepuu 3a Bbl4eTOM
e Lol 5 287 yn. Npo6: AT 5274 yn.
atch Size : :
Batch size without samples
2. NONYYEHHLIE PE3YJNIbTAThI
TEST RESULTS
Ne MNoxkasarens* Metoa ucnbitanui / Tpeboeanue Pesynbrar
i Parameters Analytical method / Requirement Result
BusyansHblid Kpyrnble ABosKoBbINyKblie TabneTky
OifeRinia Kpyrnble  pBoskosbinyknble  TabneTku | 6enoro UBeTa, NOKPbITLIE NAEHOYHOM
1 Appeararics Genoro uBeTa, MOKPbITble MNMEHOYHOW | 0BONOYKOIA, C rpaBUMpPOBKOl «SZ» ¢
o6onouykoi, ¢ rpaBupoBKOA «SZ» C OAHOI | oaHOK cTopoHbl M «108» ¢ apyroii
cTopoHbl U «108» ¢ Apyroii CTOPOHLI. CTOPOHbL.
B3XKX
Bpemsa ygepuBaHWA OCHOBHOrO NUka Ha
Waoentndpmraunn XpomarorpamMmme MUCMbITYEMOro pacTeopa
2 Identiﬁcgion ggnxmo P COOTBETCTBOBaTb BpEeMeHU L
yOepKuBaHMA  MNWKa  dHTeKaBupa  Ha
Xpomarorpamme CTaHAapTHOTO pacTBopa.
B3XX
3 | PacTeopeHue He meHee 80% (Q) aHTekaempa oT 98%
Dissolution 3asBneHHOro cogepxanus yepes 30 MUH
PogcrBeHHbIe ﬁ%ﬁ; eAnHWYHas Tigfies SRR
4 | npumecu HeWAEHTUPULUMPOBaAHHAA MpPUMeck — He Hem,qeng u:ci’:;uwposanuaﬂ HiHtaoem =
Related substances | 6onee 0,5% geHee e 0.1%
CymmMa npumeceis — He Gonee 2,0% il et s o
B3XX
no:::poolgizzm AV = 15.0 (n=10), ecnu ycnosme He
5 Uni ot BbinonHAeTcs, To AV = 15.0 (n=30), n ans | AV=2,8 (n=10)
niformity of
dosage units 30/30 ‘raﬁnetol( KONMWYecTBEeHHOE
coAepxaHue AEWCTBYIOLEro BellecTsa
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Ne Mokazarens* Metop ncneitanumit / Tpe6osaHue PezynbTtar
Parameters Analytical method / Requirement Result
AOMMKHO HaxoauTLes B nHTepeane ot (0,75 x
M) ao (1,25 x M)
KonuyecteeHHoe | B3XKX
6 | onpegeneHue Ot 90,0 go 105,0% (ot 0,45 go 0,53 mr) ot | 98,4% (0,49 mr)
Assay 32ABMNEHHOrO KONNYecTea
Mo 10 Tabnetok B Al/Al Bnnctep. Mo 10 Tabnetok B Al/Al BnuncTep.
Mo 3 6nuctepa emecTte ¢ WHCTpyKumed no [ Mo 3 Gnmucrepa  Bmecte €
Vi MpUMEeHeHWIO B Na4Ky KapTOHHYIO. WHCTPYKUME Mo MNpUMEHEHWIO B
7 Packing MpumeyaHue: C Uenblo KOHTPONS NEPBOrO | Nauky KAPTOHHYHO.

BCKPLITUA C [ABYX CTOPOH KapTOHHOWM Mauku
AonyckaeTca Hanuuve

Hakneek.

NpoapayHbIX

Mpo3pauHble HaKNenKky OTCYTCTBYIOT.

8 MapkupoBka
Labelling

Ha nepeu4HOM ynakoBke (6nuctepe) Ha

Ha nepsudHOM ynakoske (Bnuctepe)

pycckom f3blke YkasbiBalOT: TOProsoe
HavMeHoBaHWe npenapara o]
npegynpeauTensHoi  MapkupoBkon  ®,
mMexayHapoaHoe HenaTeHToBaHHoOe
HanMeHoBaHWe (Ha pyCCKOM W aHrfMIACKOM
A3blkax), NeKapcTeeHHYo popmy,
AO3VPOBKY, NyTb BBEAEHWs,,  JIOroTwn
Aepxartens pervcTpauvoHHoro
YAOCTOBEPEHWS,, HOMEP CEepuW, CpoK
rogHocT  (rogeH  4o),  AonyckaeTcs
HaHeceHwe BHYTpeH HKX Kogos
Npou3BoAUTENSA.

Ha BTOpW4HOW ynakoske (KapTOHHOW nayke)
Ha DYCCKOM S3blKE YKasblBaIOT: TOpProeoe
HaMMmeHoBaHwe npenaparta c
npeaynpeanTencHoii  Mapkuposkol  ®,
MexayHapoaHoe HenaTeHToBaHHoe
HauMeHoBaHWe (Ha PYCCKOM W aHrMUIACKOM
fA3blkax) ,  NEeKapcTBeHHyw  dopmy,
[O3UPOBKY, HaUMEHOBaHWE W cofepikaHue
pevictByowero Bewectsa B8 1 Tabnetke,
konuyecTso TabneTok B ynakoBke, MyTb
BBEAEHWA, YCMOBWA OTNycKa, YCnosKA
XpaHeHusi, npeaynpeaqTenbHble Haanucu:
«Mpenapat coAepxnT nakrosbl
MoHoruapar.», «BHumMaTensHo npouuTanTe
npunaraemMyo MHCTPYKLKIO nepes npuemom
npenaparta.», «XpaHuTb B HeZOCTYMHOM
ANA AeTel MECTe.»; HAUMEHOBaHNe, CTPaHy
1M NOroTun fepxarens perucrpauuoHHOro
YyOOCTOBEPEHUSA, HAUMEHOBaHWE W CTpaHy
hrpmbl-nponssoauTens (BBINyCKAOLLMA
KOHTPONb Ka4ecTsBa), HOMEp Cepuu, Aarty

Ha PYCCKOM A3blKE YKa3aHOo: Toproeoe
HanMeHoBaHe npenapara c

npepynpeauTensHOR  MapKUpoOBKOR
®, MeXayHapogHoe
HenaTeHTOBaHHOE  HaumMeHoBaHue
(Ha pyccKOM W aHrNWIACKOM A3blKax),
nekapcteeHHas dopma, LO3UMPOBKA,
nyTb BBEAEHWUS, NOroTUN Aepxarens
PerucTpaumoHHOro  YA0CTOBEPEHUS,
HOMEpP Cepun, CPOK roAHOCT (roaeH
o). BHyTpeHHue koAbl
NPOW3BOAWTENA OTCYTCTBYIOT

Ha BTopuyHOi ynakoeke (KapTOHHOW
nadke) Ha PYCCKOM A3bIKE YKa3aHO:
TOpProBoe HauMeHoBaHWe npenapara
C npenynpeauTensHoW MapKUpoBKON
®, MEXAyHapogHoe
HenaTeHToBaHHoOE  HavMMeHOBaHue
(Ha pycckom 1 aHrMMIACKOM s3bikax) |
nexkapcTseHHas dopma, O03UPOBKA,
HanMeHoBaHWe W coAepxaHue
fencteyowero Bewectsa B 1
Tabnetke, konuyecTBo TabneTtok B
ynakoBke, nyTb BBEAEHUS, YCNOBUA

oTnyckKa, ycnoeus XpaHeHus,
npeaynpeanTenbHble Hagnucu:
«Mpenapatr  cogepXWUT  NaKTo3bl
MoHormapar.», «BHumMaTensHo
npouuTanTe npunaraemyto
WHCTPYKUMIO nepepn npuemom
npenapara.», «XpaHnTb B

HeJOCTYNHOM Ans AeTeid Mmecrte.»,
HaumMeHoBaHWe, cTpaHa W noroTvn

NMPOW3BOACTBa, CPOK rogHOCTW (rogeH Ao), | Aepxatens perucTpaunoHHoro
LUTPUX-KOA, BO3MOXHO HaHeceHWe | YOCTOBEPEeHWs, HaWMEHOBaHWe W
(Native) Information Print Date:19 November 2025 Page 2 of 3 Business Use Only « ESOPS D2




NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTU4ecKWi NACNOPT Ha FOTOBYIO NPOAYKLUMUIO
JNuueH3sva Ha ocywecTBNeHWe NPoM3BOACTEa NeKapcTBeHHbIX cpeacTs Ne00153-NC

000 "Hoeaptic Hesa"
Poccus, Cankr-lNetepbypr,
Hopora 8 KameHky, 4.40, kopn. 3, nutepa A

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

KOHTPOJ'Ib Ka4yecTtea

Quality Control
Homep nacnopra: Bepcus: 1.0
Ce:ﬁﬁcaee numberp 4-914-1025 Vergfon
Ne Mokazarenn* MeTtoa ucneitaHuii / TpeGoBaHue PeaynbTat
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TEXHWYECKMX  AaHHbIX.  [lononHWTENBHO | CTpaHa thupmbl-npoussoguTens
MoxeT ObiTb HaHeceHa MHdopmauus ANS | (BbINYCKAOLWMIA KOHTPONb KayecTsa),
MOHUTOPUHra [ABWKEHUA NEKapCTBEHHBIX | HOMEP cepun, AaTa NPOWU3BOACTBA,
npenapaTtoB  OT  MpowW3BOAMTENA A0 | Cpok rogHocTW (rogeH Ao), LUTPWX-
KOHEYHOTO noTpebuTens. KOA, HAHECEHbI TEXHUYECKWUE AaHHbIE.
HaHeceHa viHpopmauws ansa
MOHWUTOPUHIa OBUDKEHNA
NeKkapcTBEHHbIX  Npenapatoe  OT
NPOM3BOAUTENR A0  KOHEYHOro
notpeburtens.
9 ggi:;:"e Mpwn Temnepatype He Bbiwe 30°C
Cpok rogHocTH
(MepuognyHoCTbL
10 g‘;}:};ﬂgg"’ 3 ropa 3 ropa (30.09.2028)
(Frequency of
control)

* - Nokasarens KMHIQJOﬁMOI'IOI’H'—IECKaH YUCTOTa» He ABNAETCA PYTUHHBIM METOAOM aHanuia u MOXeT OTCYTCTBOBAaTL B

nacnopTe KoMmnaHwW.

3. 3AKNIOYEHUE
CONCLUSION

NekapcTeeHHbIi Nnpenapat SHTekasup CaHpo3® TabneTku, NOKpbITbIe NneHoYHon o6onoukoi 0,5 mr Ne 30, Homep

cepum PW84411025

COOTBETCTBYET TpeGoBaHWAM HOPMATMBHOW AOKYMeHTaLuu ITI'I«NQ(OQTGZZ) -(PIr-RU)-

190624 3Hrekaeup CaHao3® TaGneTkU NOKPbITbIe NNeHouHon obonoukoii, 0,5 mr; 1 0.mr Mogaynb: Mapkmposka

JIM-Ne(001622)-(Plr-RU)-190624.
KoopauxaTtop duranko- OGO _ -
Yreepaun | xumuueckoit naGopatopun y eV 2000 R {C ?‘L évé
Approved by
fomHocTh (Position) @O (Full name) Reta l.‘ i, i ires/ | Signature)
Version Description of change
(Bepcus) (OnucaHne naMmeHeHuit)
1.0 Hoebid nacnopt
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