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AHanuTUYecKuit NacnopT Ha roTOBYIO NPOAYKLIMIO

NuueHans Ha ocywecTeneHMe NPOU3BOACTBA NEKAPCTEEHHBIX cpeacTs Ne00153-11C

000 "HosapTuc Hesa"
Poccun, Cankr-MNetepBypr,
Hopora 8 Kamenky, a.40, kopn. 3, nutepa A

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

KoHTponb kayecTea
Quality Control

Homep nacnopra:
Certificate number

4-19-0126

Bepcus: 1.0

Version

1. OBLUAA UHOOPMALIUA
GENERAL INFORMATION

Product Name

HaumeHoBaHue npogykumu:

Ne30

OHTekaeup Canao3® TabneTkn, NokpbIThie NNeHo4YHoM obonoykol 0,5 mr

Checked against

l'lpoaepeuo Ha COOTBEeTCTBME C:

JIN-N2(001622)-(PI-RU)-190624 3HTekaBup CaHa03® TabneTku nokpbiThie
nneHo4Hoi o6onoukod, 0,5 mr, 1,0 mr
Mogayne Mapkuposka J1M1-Ne(001622)-(Pr-RU)-190624
Cneundmkauns kavectsa Ha OHTekaBup CaHAo3® TabneTku, NOKpPbITbIE
nneHo4YHoli o6onoukoii 0,5 mr Ne30 SPEC_FDF_00080183, Bepcus 9.0

BHyTpeHHuUiA kog, Homep cepun J
HepacdacoBaHHO npoaykuuu: | 42028647 HepacdacoBaHHOM npoaykumu RA8690
Product Code Bulk Batch Number Bulk
BHyTpeHHUI Kof ynakoBaHHOW Homep cepum ynakoBaHHOMK
npoayKuum: 44125091 npoayKuum: RB80730126
Product Code FDF Batch Number FDF
Hara npousBoacrTsa:
Manufacturing Date 19.01.2026
% Pasmep cepun 3a BbIYETOM
E:tgrl:nsef?ecepuu. 5342 yn. npo6: 5329 yn.
Batch size without samples
2. NONYYEHHBLIE PE3YNLTATHI

TEST RESULTS

Ne Mokasarens* Metog ucneitanuit / TpeGoBatue PeaynbTar
Parameters Analytical method / Requirement Result

dosage units

30/30 Tabnerok
coepXaHue [OeicTBYIOLLero

KonuyecTeeHHoe
BellecTBa

BuayanbHblii Kpyrnble ABOAKOBLINYKNble TaBneTku
T Kpyrnble  faBoskoBbinyknbie  TabneTtku | 6enoro LUBeTa, NOKPbIThIE NAEHOYHOI
1 Geroro UBeTa, MNOKPbLITEIE NNEHOUYHOM | OGONMOYKON, € rPaBUPOBKOA «SZ» C
Appearance - : = .
obornoukoii, ¢ rpaBupoBkon «SZ» c ofHOM | ogHol cTopoHbl 1 «108» ¢ apyroi
CTOPOHbI 1 «108» ¢ ApYyroi CTOPOHLI. CTOPOHbI.
BIX
Bpemsa yaepxuBaHWA OCHOBHOrO MUKa Ha
WpeHTudukauma XpoMaTorpaMMe MCMBITYEMOro pacreopa
2 Identification [OMKHO COOTBETCTBOBaTb Bpemeﬁm Cooreercrayer
YASPXKVWBAHUA  NUKA  3HTEKaBMpa Ha
XpoMaTorpamMmmMe CTaHgapTHOro pacTeopa.
BAIXKX
3 | PacTBopenue He meHee 80% (Q) aHTekaBupa oT 97%
Dissolution 3asBNEHHOro coaepxaHnsa yepes 30 MUH
BIMX
PogcTBeHHble TNMobas eJuHUYHasn TioGan SRV
4 | npumecu HeumaeHTUULMPOBaHHAA NpUMEcb — He ;:a;,:zﬂgv;%gumpoaaman s 0, =
Related substances | 6onee 0,5% c i mm;ece“ _ 0.1%
Cymma npumecei — He Gonee 2,0% e np R Sk
B3»KX
g:::::lfa':::b AV = 15.0 (n=10), ecnu ycnoesue He
o Uniformity of sbinonHgaercsa, To AV < 15.0 (n=30), n ana | AV=2,9 (n=10)
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AHanuTU4eckuii NacnopT Ha roToBYH NPOAYKUMUIO

JnueHsuA Ha ocyluecTBNeHne Npou3BOACTBa NeKapCcTBEHHBIX cpeacTe Ne00153-NC

000 "Hosaptuc Hesa"
Poccus, Cankr-MeTtepBypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHTponb KaJyecTsa

Quality Control
Homep nacnopra: 0. Bepcus: 1.0
Certificate number 4-19-0126 Version
Ne Mokazarenn* Metoa ucnbitanun / TpeGoBanue Pesynbrar
Parameters Analytical method / Requirement Result
AOMKHO HaxoauTbeA B MHTepBane ot (0,75 x
M) ao (1,25 x M)
KonuuectBeHHoe | BOXKX
6 | onpepenexHue Ot 90,0 go 105,0% (ot 0,45 no 0,53 wmr) ot | 98,1% (0,49 mr)
Assay 3aABNEHHOIO KONM4ecTea

7 YnakoBka
Packing

Mo 10 TabneTok B Al/Al 6nucTep.

Mo 3 6nucTepa BMecTe C UHCTPYKUMER no
NPUMEHEHMIO B NAYKy KAPTOHHYIO.
Mpumeyanue: C Uenblo KOHTPONs NEpBOro
BCKPBITUA C OBYX CTOPOH KapTOHHOU Mauku
ponyckaetca Hannune Npo3paYHbIX
HaKreex.

Mo 10 Tabnetok B Al/Al BnncTep.

Mo 3 6nucrepa BmecTe C
WMHCTPYKUMEIA N0 NPUMEHEHUIO B
nayky KapTOHHYIO.

MpospayHbie HaKnekkn OTCYTCTBYIOT.

8 MapkupoBka
Labelling

Ha nepBuyHol ynakoBke (6nuctepe) Ha
pYCCKOM _ S#i3blke  YKasblBaloT: TOProeBoe
HauMeHoBaHve npenapara c
npeaynpeauTencHoi  Mapkuposkon  ®,
MexayHapogHoe HenaTeHToBaHHOE
HauMeHoBaHWe (Ha PYCCKOM W aHTNMIACKOM
A3bIKax), NEKapPCTBEHHYHO chopmy,
AO3WPOBKY, MNYTk BBEAEHWA, NOroTUN
Aepxarens perucTpaumoHHoro
YOOCTOBEPEHWUs,, HOMEpP CepuM, CpokK
rogHoctm  (rogeH  [o),  AonyckaeTcs
HaHeceHve BHYTPEHHMNX KogoB
npou3BoAnTENS,

Ha BTOpMYHOI YNnakoBke (KApTOHHOI Nayke)
Ha PYCCKOM f3blKke YKA3bIBAIOT: TOProsoe
HavMeHoBaHue npenapara ¢
npepynpeautensHoin  Mapkuposkoit  ®,
mexgyHapogHoe HenaTeHTOBaHHOE
HauMeHoBaHWe (Ha PycCKOM W aHrMUIACKOM
A3blkax) , nekapcTBeHHyio  chopmy,
[O3UPOBKY, HaUMEHOBaHUE U coAaepKaHue
DencTeyiowero Beuwiectea B 1 Tabnetke,
KONMWUYECTBO TabneTok B YynakoBke, NyTb
BBEAEHUS, YCMOBWA OTNYCKa, YCNOBWA
XpaHeHusi, NpeaynpeauTenbHble Hagnucu:
«[Mpenapat coaepxnT nakTo3bl
MoHorugpar.», «BHumaTensHo npouuTariTe
npunaraemy WHCTRYKLMIO Nepes NpUemMom
npenapara.», «XpaHWTb B HeAOCTYMHOM
ANA geTel MecTe.»; HAMMEHOBAaHWe, CTpaHy
W NOroTun Aepxatens PervcTpauuoHHOro
yAOCTOBEPEHWNRA, HAWMEHOBaHWE U CTpaHy
hupmbI-NponssoaUTENs (BbINy CKatoLWMiA
KOHTpOME KavecTea), HOMEP CepuM, AaTty

Ha nepeuyHoit ynakoeke (bnucrepe)
Ha pYCCKOM Ai3blKe ykasaHo: Toprosoe
HanMeHoBaHue npenapara c
npegynpeauTensHO  MapKUpOBKOMR
®, MeXayHapoaHoe
HenaTeHTOBaHHOE  HauMeHoBaHue
(Ha pycckoMm W aHrMUACKOM RA3bIKax),
nexkapcteeHHaa dopma, [03VpoBKa,
nyTb BBEAEHUSA, NOroTUN AepaTens
perucTpaLvoHHoOro yAoCTOBEpeHus,
HOMEpP Cepumn, CPoK rogHocTu (rogeH
no). BHyTpeHHue KOAbl
NPOU3BOAUTENS OTCYTCTBYIOT

Ha BTOopu4HOA ynakoBke (KapTOHHONA
nadyke) Ha pYcCKOM A3blke YKa3aHo:
TOpProBoe HauMeHoBaHWe npenaparta
C npeaynpeauTenbHOA MapKUpPOBKO
®, MexayHapoaHoe
HenaTeHTOBaHHOE  HaWMEHOBaHWe
(Ha pyccKoM W aHrnUIACKOM A3blkax) ,
nekapcTeBeHHas opma, [403MPOBKa,
HaumeHoBaHWe W coaepxaHue
Aencteylowero Bewectea B 1
TabneTke, Konu4ecTso Tabnetok B
ynakoeke, NyTb BBEAEHUA, YCMOBUS

oTnycka, ycrosus XpaHeHus,
npegynpeauTenbHbie Hagnueu:
«lpenapat  cogepXWT  NakToabl
MOHOrMApPaT.», «BHumaTeneHo
npoyuTaiiTe npunaraemyio
UHCTPYKLIMIO nepea npyuemom
npenapara.», «XpaHuTb B

HEeOOCTYNHOM Ans OeTeil MecTe.»,
HaMMeHOBaHWe, CTpaHa W JIoroTWn

NpPOW3BOACTBA, CPOK rOAHOCTM (TOAEH AO), | Aepxarens perncTpauroHHoro
LUTPUX-KOA, BO3MOXHO HaHeceHWe | yAOCTOBEPEHWS, HAWMEHOBaHWe W
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AHanUTUYeCKUi NAacNopPT Ha FOTOBYIO NPOAYKLMUIO

JlnueHana Ha ocywecTBNeHne NPoU3BOACTEA NekapcTBeHH IX cpeacTs Ne00153-NC 000 "Hosaptuc Hesa"
Poccun, Cankr-Tlerepbypr,
Hopora B Kamenky, n.40, kopn. 3, nutepa A

Tenedpon: +7 812 336 9891
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KOHTP onk Kayecrtea

Quality Control
Homep nacnopra: Bepcus: 1.0
Certificate number 4-19-0126 Version
Ne Mokasarenp* MeTtopg ucnbitaHuu / TpebGoaHue Pesynbrar
Parameters Analytical method / Requirement Resuit
TEXHWYECKUX  AaHHbIX. [lononHuTensHo | cTpaHa hmpmbI-nponasoguTens

MoXeT ObiTb HaHeceHa WMHbopmauvs Ans | (BbINYCKAOWMIA KOHTPONb KavecTsa),
MOHWTOPWHIA ABWKEHUA NEKapCTBEHHBIX | HOMEP Cepwuu, Aata NpoW3BOACTBA,
npenapatoB OT  MPOW3BOAWTENSA A0 | CPOK FOAHOCTW (FOAEH A0), LUTPUX-
KOHEYHOoro notpeburens. KOA, HaHECEHbI TEXHUYECKNE AaHHbIE.
HaHeceHa MHbopMauus ans
MOHWUTOPUHTa OBVKEHNA
NeKapcTBEHHBLIX  NpenapaTtoB  oOT
NpoM3BOAUTENA A0  KOHEYHOoro
notpebutens.

XpaHeHue

Storage Mpwn Temnepatype He Boiwe 30°C

Cpok rogHocTu

(MepuoguyHOCTL
KOHTpoOnNA)

10 Shelf life 3 roga 3roga (31.12.2028)

(Frequency of

control)

* - Mokasatens «Mukpobuonorudeckasn YACToTa» He ABNAESTCHA PYTUHHLIM METOAOM aHanusa W MOXET OTCYTCTBOBATL B
nacnopre KomnaHuu.

3. 3AKNKOYEHUE
CONCLUSION

INexapcTeeHHbIN Npenapat dHTekasup Canao3® TabneTku, NoKpbITLIE NNeHoYHol oGonoykoii 0,5 mr Ne 30, Homep
cepun RB80730126 cootseTcTByeT TpeGoBaHUSM HOPMATUBHON AoKyMmeHTaLwmm JM-Ne(B01622)-(PE-RU)-190624 |
OHTekaBup Canpao3® TabneTkn nokpbiTele nreHovHoi o6onoukoid, 0,5 wr, 10/}/&? POBKA nf/]-
Ne(001622)-(Pr-RU)-190624. { =~/

Crapwuin  cneuuanucT  no
YTeepaun KOHTPONIO KaYecTea Anexcees B.O. (¢ .02
Approved by
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