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AHanuTUYecKMit NacnopT Ha roToBYIO NPOAYKLMIO

JuueHsua Ha ocylwecTBNeHWe NPOU3BOACTEA NexapcTeeHHbIX cpeacts Ne00153-11C 000 "HosapTtuc Hesa"

Poccus, Caxkt-MetepBypr,
[opora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHTponb kauecTea
Quality Control
Homep nacnopra: map Bepcus:1.0
Certificate number 4-865-1025 Version
1. OBLLIAA MHOOPMALINA
GENERAL INFORMATION
HaumeHoBaHue npoaykumum: ransyc MeT® TabneTkn, NOKpbITLIE NNEHOYHOR 0BONOYKONA,

Product Name

50 mr + 1000 mr Ne30

JIMN-N2(001986)-(PI-RU)-200524 TlanByc MeT®, Tabnetkum noKpbIThle
nneHovHol obonoukor 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb

MNpoBepeHo Ha COOTBETCTBUE C: " (PR}~
s Mapkuposka I1M-Ne(001986)-(PI-RU)-270723

Creundimkaums kavectsa Ha Mansyc MeTt®, TabneTkn NoKpbITLIE NNEHOUYHOIA
o6onoukon 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, sepcus: 17.0

BHyTpeHHUA Kog

Homep cepun

Product Code FDF

HepaccpacoBaHHON npoaykuun: | 42027187 HepaccacosaHHO npoaykumy PU8B704
Product Code Bulk Batch Number Bulk

BHyTpeHHMIA Kog ynakoBaHHOM Homep cepun ynakoBaHHOMW

npoayKuum: 44068551 npoayKuuu: PV72261025

Batch Number FDF

Hara npou3BOACTEa:

04.10.2025

Manufacturing Date
y Pazmep cepun 3a BblY4EeTOM
Pasmep cepuu: 5 927 yn. npo6: 5918 yn.
Batch Size 7 !
Batch size without samples
2. NONYYEHHLIE PE3YNbTATbI
TEST RESULTS
Ne MNMokazatens* MeTtop ucneitanuii / TpeGoBaHue Pezynbrar
r. Parameters Analytical method / Requirement Result
BuayankHblii OBanbHble TabneTku co
OBanbHble TabNeTKn CO CKOLUEHHLIMU CKOLUEHHBIMI KpasiMu, MOKpPbITbIE
Orutanie Kpasimi, NOKpbITbie NeHo4YHoN 06onoYKoin nNneHo4yHoln  oBONoYKOR  TemHo-
1 i TEMHO-XEeNTOoro ¢ cepoBaTbiM OTTEHKOM KENTOro C CepoBaTbiM OTTEHKOM
useta. Ha ogHoli ctopoHe TabneTku ueeta. Ha ogHoii cTopoHe TabneTku
mapkupoeka «NVR», Ha apyroi cTopoHe — mapkuposka «NVR», Ha apyroi
«FLO», cTopoHe — «FLO».
B3XKX
My | o e Rty 1
Identification CooTtBeTcTByeT
-~ By rarmnTo! [JOMKHO COOTBETCTBOBATEL BPEMEHM 4o
YAEPKUBAHWA NKKa BUNZarNuNTUHa Ha
5 XpomartorpaMmmMme cTaHgapTHOro pacteopa.
B3IXKX
Bpems yaepxueaHua OCHOBHOTO NKa Ha
- MeTdhopmuHa XpomartorpamMmme UCnbiTyemoro pacteopa 3
thap P P y P P CooTteeTcTByeT
rmapoxnopug OOMKHO COOTBETCTBOBATL BPEMEHU
YOEPXKUBAHUSA NKa MeTopMUHa Ha
XpomMaTorpaMMecTaHaapTHOro pacTeopa.
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AHanuTM4eckuii NacnopT Ha roToBYH NPOAYKLIWIO

JInueH3ua Ha ocyLLEeCTBNEHWE NPOM3BOACTBA NeKapCcTBEHHbIX cpeacTs Ne00153-NC

000 "HosapTic Hesa"
Poccua, Cankr-lNeTepbypr,
[Hopora B Kamerky, .40, kopn. 3, nurepa A

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

KoHTpornb kavyecTea
Quality Controf

Homep nacnopra: _QRE_ Bepcua:1.0
Certificate number 4-865-1025 Version
Ne Mokazatens* MeTtoga ucneitanuii / TpeGoBanue PesynbTar
Parameters Analytical method / Requirement Result
A i 100% OT 3anaBneHHOro coaepKaHns
He meHee 80% (Q) oT 3ansBneHHOro e o e
B cofepxaHna sunparnuntuHa Yepes 30 A P yn
3 gcr?openue gl 101% OT 3a8BNEHHOro cCoAepXXaHus
Dissolution He meHee 80% (Q) oT 3asBNEHHOrO METHOBMIHA MMZDOXMIOPMAA Yepes
cofiepxaHus MmeTcopmmHa ruapoxnopuaa 30 M“Hp AP PAaR ey
yepesd 30 MUHYT. yT
Bopa MeTtog K. ®uwepa i
4 Water He 6onee 1,0%. 02%
B3IXKX o
202-01 (amup): He Gonee 0,5% R
Mpumecu 209-01 (LUMKNUYECKUI aMUaVH): Py 1
5 207-01 — He oBHapyxeHa;
Related He Bonee 0,2% EAMKKYHaR
substances- 207-91 fameTorpnepaIny); HEUAEHTUDULIMPOBaHHAR NpUMECh
Q,
Mpumecu Ee Bornee 0,2% " . — He oBHapyxeHa;
BungarnuntuHa AVNHUYHOWN HeNAEHTUPULNPOBAaHHON : u
npuMeck: He Gonee 0,2% OC);:;W BCEX NpUMeceil — MeHee
5 Cymma Bcex npumeceii: He 6onee 1,0% s
BOXX 1-UnaHoryaHunawH — mexee 0,01%;
1-LinaHoryaHuauH: He 6onee 0,02% EauHuyHas
- Mpumecu EAnH14HOM He“(PEHT“CD”u”POBaHHO“ HenaeHTUULMpOBaHHaA NpUMech
MeTdopmuma npumecy: He 6onee 0,1% ] — He OBHapyxKeHa: 1
ruppoxnopuaa Cymma Bcex npumeceii: He Bonee 0,6% Ocséng:;a BCEX MpUMeceil — MeHee
rx Uo/o
366-98 — He Gonee 0,2% 366-98 — menee 0,1%
OpHopogHOCTL
003MPOBaHHbIX BungarnunTtuH — BSXKX ) -
6 eauHuL MeTtdomunHa rugpoxnopug - metTos Eﬂij:ﬂfc:;::;m:ﬁgg\;xngfm‘
Uniformity of Bapuauum macc AV =13 i
dosage AV £ 15,0 !
units
B3XX
I, OT 950% po 105,0% sungarnunTnHa oOT
3anBMNEHHOro coaepXaHmns
onpegeneHue ASp 100.1%
’_q;fﬂay A BHyTpeHHU npefen Ha Bbinyck (IRL): He
7 nA MeHee  97,9%  BuUNgarnMnTUHa  OT
3asiBNeHHOro coaepxaHus
B3OXKX
- MeTQopmMmMHa Or 950% go 1050% merchopmuHa | 100,8%
ruapoxnopua
rMapoxsiopuaa oT 3asBNeHHOro CoAepPKaHMs.
Mo 6 TabneTtok B 6nMcTep
8 Ynaxgaxa Mo 6 Taﬁnem!c B 6nuctep NA/ANMBX 1 = O e ————.
Packing anioMyH1eBol donkru.
conbru. Mo 5 BnucTepos BMecTe ¢
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AHanuTu4ecKuMi NacnopT Ha roTOBYH NPOAYKLMIO
JlnueHana Ha ocyulecTBNEHNe NPOM3BOACTEA NEeKapCTBeHHbIX cpeacTs Ne00153-NC

000 "HoeapTuc Hesa"
Poccus, Cankr-Netepbypr,
Hopora B Kamenky, A.40, kopn. 3, nutepa A

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

EEJHT[‘JOJ’II: KayecTea

Quality Control

Homep nacnopra: Bepcus:1.0

Cemﬁcge numberp 4-860-1025 Vergfon

Ne Mokazarens* MeTtopg ucnbitanuin / Tpeboeanue Pesynbrar

Parameters Analytical method / Requirement Result

Mo 5 6nncTepoB BMeCTe ¢ NUCTKOM- FINCTKOM-BKNaAbILLEM B KAPTOHHYIO
BKNafbILEM B KAPTOHHYIO Nayky. nadky. MpucyTcTBYeT KOHTPONL
[HonyckaeTcs HanMyMe KOHTPONS Nepeoro NepBOro BCKPLITUS.
BCKPbITUS.
lMepBUYHas BHYTPEHHAA yNaKkoBKa MepBuUYHan BHYTPEHHAS
Ha 6nucrepe ykasbiBaerca: ynakoBka
1. Toprosoe HauMeHoBaHWe npenapara ¢ Ha 6nucrepe ykasaHo:
npenynpeauTensHoi Mapkuposkon ® 1. Toproeoe HaumMeHoBaHue
2. MexgyHapoaHoe HenaTeHToBaHHOe npenapara ¢ npeaynpeauTensHoi
HaumeHoBaHue (aybnupyetcs Ha Mapkuposkoii ®
aHrMWACKOM 53bIKe) : 2. MexayHapoaHoe
3. IloroTun pepxartens perncTpaumnoHHOro HenaTeHToBaHHOE HalMeHOoBaHWe
yOOCTOBEPEeHWS (Ha aHrNUiCKoM A3blke) (aybnupyeTca Ha aHrNUACKOM
4. llexapcTeeHHas opma A3blIKe)
5. [osuposka 3. Jlorotun gepxatens
6. Homep cepuu perucTpaurMoHHOro yA0CTOBEPEeHS
7. Oata ncreyeHus cpoka rogHocTu (B (Ha aHrNUICKOM A3bIKE)
copmare; roaeH go...) 4. IlekapcTBeHHas opma
8. [laTa npouasogcTea 5. Doanposka
9. lonyckaeTca HaHeceHue BHYTPEHHWUX 6. Homep cepun
yNaKoBOYHLIX KOAOB KOMNaHuWW. B cnyvae 7. [ata ncreueHusi cpoka rogHocTu
nponssoAcTea Ha nnowaake 000 (B thopmarte: rogeH go...)
«HoBapTtuc Heea» Ha 6nucTtepe ykaseiBaloT | 8. [laTa npoM3BoACTBA HE yKazaHa
TOSbKO NepemMeHHble AaHHbIe 6e3 ykasaHus 9.BHyTpeHH1e ynakoBOYHbIE KOAbI
npegurKCoB HoMepa cepun 1 gatbl KOMNaHWK1 OTCYTCTBYIOT.

9 | Mapkupogka OKOHYaHWA CpoKa rofAHOCTHU. Ha 6nuctepe ana Homepa cepun 1

Labelling [HaTa npou3BoAcTBa He yKka3bIBaeTcA. AaTbl OKOHYaHWR CpPoKa rogHOCTU

BTopuuHas ynakoBka (KapToHHasA na4ka)
Ha kapToHHOl nayke ykassiBaeTcs:

1. Toprosoe HaumeHoBaHwe npenapara c
npeaynpeanTenbHoW MapkupoBKon ®

2. MexayHapogHoe HenaTeHToBaHHOe
HanmeHoBaHue (aybnupyeTtcs Ha
aHrMUIACKOM R3bIKe)

3. IloroTvn gepxaTensa permcTpauvoHHOro
YOOCTOBEPEHUA (HA aHIMUIACKOM A3bIKe)

4. HanmeHoBaHue aepxarens
perncTpaumoHHOro YA0CTOBEPEHUS 1
npoun3BoaAnTENA NeKapcTBEHHOIoO nNpenapara
(BBINYCKAOLWWMIA KOHTPOMNb KayecTBa)

5. Agpec (cTpaHa) gepxatens
perncTpaLnoHHOro yAoCcTOBEPEHUS K
NPOW3BOANTENA NEKapcTBEHHOro npenapara
(BBINYCKAOLWMNIA KOHTPONb KaYecTBa)

6. llekapcTBeHHas copma

7. Hosuposka

8. KonnuecTso nexkapcTBEHHOro nNpenapara B
ynakoeke

yKasaHbl TOMbKO NepeMeHHble
AaHHble 6e3 ykasaHua npeduKcos |
[aTa npovaBoAcTBa He yKasaHa.
BropuyHas ynakoBka (KapToHHas
navka)

Ha kapToHHOI nayke ykasaHo:

1. ToproBoe HaumeHoBaHue
npenapara c npeaynpeauTesnsHo
Mapkuposkon ®

2. MexxgyHapopgHoe
HenaTeHToBaHHOE HauMeHOoBaHNe
(ay6nupyeTcsa Ha aHrnuincKom
A3blke)

3. NoroTun aepxarens
PerucTpauloHHOro YAOCTOBEPEHNUS
(Ha aHrNMNCKOM SA3biKe)

4. HaumeHoBaHwe fepxartens
perucTpauvoHHOro yaoCcTOBEpeHUs
1 NPOV3BOANTENS NEKAPCTBEHHOIO
npenapara (BbinyckawLwmi
KOHTPOIb KaYecTsa)
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AHanuTMyeckuii NacnopT Ha roTOBYIO NPOAYKLMIO

JIMueH3na Ha ocyLLecTBNEHWE NPOVM3BOACTBA NEKapCTEEHHbIX cpeacte Ne00153-NC

00O "Hosaprtuc Hesa"
Poccwa, Caukr-Tetepbypr,
[Hopora 8 KameHky, n.40, kopn. 3, nutepa A

Tenedpon: +7 812 336 9891
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KOHTpO.I'Ib Ka4yecTtBa

Quality Control
Homep nacnopra: 4-865-1025 Bepcua:1.0
Certificate number Version
Ne Mokazatens* MeTton ucnbitanuii / TpeboBaHue PesyneTar
Parameters Analytical method / Requirement Result

9. HavmeHoBaHUsA 1 coaepKaHus
OEeNCTBYIOWNX BEWECTB

10. Ycnoeust xpaHeHns

11. NMyTb BREAEHUA

12. Ycnosus oTnycka

13. MpegynpeautenbHble Hagnucu: «Cnocob
NPYUMEHEHWA: CM. NUCTOK-BKNAABILLY
«XpaHUTb B HEJOCTYNHOM ANS AeTel MecTe»
14. Homep cepun

15. [lata nponssoacTea

16. [lata ucte4eHmns Cpok rogHocTn (B
dopmare: roaeH go...)

17. Wrpux-kog

18. [lonyckaeTcs HaHeceHUe BHYTPEHHKUX
YyNakoBOYHbIX koAoB [lononHWTENsHO MoryT
BbITb HaHeceHbl cpeacTBa uaeHTUMKaLUK
ANA MOHWTOPWHIA ABUKEHUSA NEKAPCTBEHHbIX
npenapaTtoe OT NPOM3BOAMTENSA A0
KOHeu4Horo notpebuTtens (HaHeceHue
BO3MOXHO C MCMOMNbL30BAHMEM CTUKEPA).

5. Agpec (cTpaHa) gepxarens
perucTpaLvoHHOro yA0CTOBEPEHUA
1 NPOU3BOAUTENS NEKAPCTBEHHOMO
npenapara (BbiNyCKamLLmii
KOHTpOnb KayecTsa)

6. JlekapcTBeHHasn opma

7. Josupoeka

8. KonnyecTso nekapcTBEHHOro
npenapara B ynakoeke

9. HanmeHoBaHUA 1 cogepxaHns
AenCTBYIOLLMX BELLECTB

10. YcnoBusl XxpaHeHuns

11. MNyTkL BBEQEHWNA

12. Ycnoeus oTnycka

13. MNpeaynpeguTensHLIe HAgNUCK:
«Cnocob npuMeHeHUs: CM. NMCTOK-
BKNaAbILW», «XpaHuTb B
HeaoCTyNHOM ANs AeTel MecTe»
14. Homep cepun

15. QaTta npoussoacTea

16. [laTa ucteyeHus cpok rogHocTH
(e chopmarte: rogeH ao...)

17. Wrpux-kon

18. HaHeceHb! BHYTpeHHuE
yﬂaKDBOLIHbIE Koabl.
HononHnuTenbHo HaHeceHb!
cpeAcTBa ugeHTudukayum ans
MOHUTOPWHIa ABMKEHUS
neKapcTBEHHbIX NpenapaTos OT
Mpow3BOAMTENS A0 KOHEYHOrO
notpebutens (6e3 ncnonb3oBaHus
CTUKepa).

XpaHeHue
10
Storage

Mpu Temnepatype He Bbiwe 30°C.

Cpok rogHocTH
(MepuognyHOCTL
11 | koHuTpons)

Shelf life (Frequency
of control)

2roga

2 ropa (30.09.2027)

* - MNokasaTtens «MHKDOﬁHOI‘IOrHHBCKaH 4YucTtoTa» He ABNAETCA PYTUHHBIM METOAOM aHannsa » MoXeT OTCYTCTBOBATE B

nacnopTe KOMnaHwn.
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AHanuTu4eckui nacnoprt Ha roTOBYHO nNpoayKuyuio
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3. 3AKIMIOYEHKME
CONCLUSION

INekapcTBeHHbIn npenapat Maneyc MeT®, TabneTku NOKpbITLIE NNeHouHOo oBonoukoit, 50 mr + 1000 Mr Ne30,
Homep cepuu PV72261025 cooTteeTcTByeT TpeboBaHUAM HOPMATHUBHOMN AOKyMeHTaL My )-(PT-

RU)-200524 lansyc MeT®, TabneTku NOKpbITbIE NNeHo4HoW obonoykoit 50 mr + W 8’5&@ * 1096’
mr Moayns Mapkupoeka J1M-Ne(001986)-(PI-RU)-270723. & /

Crapwuii  cneymanuct  no PiUocys i « oo
YTBepaun P " Anexcees B.0O. o TR § e
o i KOHTPOSO KayecTea ¢ Novartis meva LLG /
\  KouTphas kawecTga i
DormkHocTts (Position} MO (Full name) H hoxymenToa> g0 0 jrature)
& /y
R &
ST
Version Description of change R
(Bepcus) (Onucanve nameHeHWi)
1.0 Hoeeblil nacnopT
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