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1. OBLWASt UHOOPMALIMA
GENERAL INFORMATION

Bepcus:1.0

Version

HauMeHoBaHue NpoAyKLUMN:
Product Name

lansyc MeT® TabneTky, NOKPLITLIE NNEHOYHOW 0G0NOYKON,
50 mr + 1000 mr Ne30

MposepeHO Ha COOTBETCTBUE C:

Checked against

IN-Ne(001986)-(PT-RU)-200524 Tansyc MeTt®, Tabnetks nOKPLIThHIE
nneHoyHoi obonoukon 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
Mapkupoeka J1M-Ne(001986)-(P-RU)-270723

Cneundmxaums kavectea Ha Mansyc Met®, TabrneTku NoKpbiTsIe NNEeHOYHOW
oBonoukor 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcus: 16.0

BHyTpeHHWUNA KOS,

Homep cepumn

HepacdacosaHHOMN nponyxuuul PH1632

HepacdracoBaHHONM npoaykumu: | 42027187
Product Code Bulk Batch Number Bulk
BHyTpeHHMA KO YNaKOBaHHOWN Homep cepum ynakosaHHOMU
npoayKumm: 44068551 npoayKumn: PJ28750125
Product Code FDF Batch Number FDF
aTa Npou3BoO/ACTBaA:
ﬂanufactgring Datef 20.01.2025
Pasmep cepum 3a BbIYeTOM
R ep S 5 956 yn. npos: i 5 947 yn.
Batch Size . .
Batch size without samples
2. NONYYEHHbIE PE3YNbTATDI
TEST RESULTS
Ne MNokasarenn* MeTtop ucnbsiTanuii / TpeGosaHune PesynbTar
; Parameters Analytical method / Requirement Result
BusyanbHbln OsanbHble Tabretkn co
OBanbHble Tabrnerky co CKOLEHHLIMU CKOLLIEHHBIMW  KpasiMy, FOKpbITbie
Onucanme KpasiMu, NOKpbITbIE NAEHOUYHOW 060M0HKON nneHouHou  0BONOYKOW  TEMHO-
1 e TEMHO-XeJITOro C CepoBaThbiM OTTEHKOM KesIToro ¢ CepoBaTbiM OTTEHKOM
useTa. Ha ogHom cTopoHe Tabnetku useTa. Ha ogHo cTopoHe TabneTku
mapkuposka «NVR», Ha opyroi CToOpoHe — MapkupoBka «NVR», Ha Aapyroi
«FLO». cTopoHe — «FLO».
BOXX
Bpems yaepxusaHyst OCHOBHOIO Nka Ha
Ivcllneuxmb_uxauuﬂ XpomarorpaMmme ucnbiTyemoro pacrsopa 1
entification CootseTcTBYET
S ——— OOMKHO COOTBETCTBOBATL BPEMEHU
yAepXuBaHUs nuka BunjarnnunTuHa Ha
5 XpomatorpamMme cTaHgapTHOro pacreopa.
BIXKX
Bpewms yaepusaHus 0CHOBHOrO Nika Ha
- MeTdhopmuna XpomartorpaMme ucnbITyemoro pacrsopa 3 CooTeercTByeT
rmapoxnopua, OOITKHO COOTBETCTBOBATHL BPEMEHM
yaepxuBaHvs nuka meThopMuHa Ha
XpomaTorpammecTaHaapTHoOro pacTeopa.

(Native) Information Print Date:13 February 2025

Page 10f 5

Business Use Only - ESOPS D2




NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0
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Ne |  fMokazarenn* Metop ucnbitanuit / TpeGosanme Pesynbrar
Parameters Analytical method / Requirement Result
BIKX
99% OT 3aABNEHHOrO CoAepXaHus
He meHee 80% (Q) ot 3asBnexHoro )
- coAepKakug sungarsiMnTuHa yepes 30 BUSLASNRMATYHAIE P62 30 KRy
3 | PactBopeHme MUHYT ’
Dissolution He meree 80% (Q) OT 3a9BMEHHOFO 101% ot 3asBneHHOro coaepXaHns
copepxaHus metdopmuHa ruapoxnopuaa g'g TMcﬁzp :_nvma rhApoXiopuAa Hepes
yepes 30 MuHyT. y
Boga MeTos K. duwepa S
4 | Water He Gonee 1,0%. 0%
B3XX o
202-01 (amuz): He Gonee 0,5% s
Mpumecn 209-01 (UmKnndeckuin aMuanK):; Py !
o 207-01 — He obHapyxeHa;
Related He Goree 0,2% EuHnuHas
‘l‘_’l‘:)by‘ls:ni’ffs' 5276-2;1 e(glgkg:/:)nwnepasvm): HeUAeHTUDUUMPOBaHHaR MPUMECH
" " — He oBHapyxeHa;
EAuHUYHON HemaeHTAULNPOBaHHON .
Bunparnuntuha ngum W ﬁoﬂ . o,g)%u P Cyl\‘:lma BCEX NpuMeceih — MeHee
5 Cymma Bcex npumeceii: He Gonee 1,0% 0.1%
B3XX . 1-Linanoryarngus - 0,01%;
1-L.lVI8HOFy?HMAMHZ He Gonee 0,02% _ | Eavnmunan
- Mpumecn EanHuuHOR HenaeHTUPMUMPOBaHHON HeugeHTuULMpoBaHHas npUMech
MeT(bOpMMHa npuMmecu: He Gonee O,j% — He oGHapy)KeHa;
ruapoxnopuaa CyMMa BCeX npumeceu. He 6onee 0,6% CyMMa BCex anMeceﬁ — MeHee
rx 0,05%
366-98 — He Gonee 0,2% 366-98 — He oGHapyxeHa
OauopogHocTb
A03NPOBaHHbIX BungarnuntuH — BOKX AV =
g | eAuHMY MeTcbomuHa rugpoxropug - MeToq I\Bllgfpac:m:;m; A\éxn;'?n )
| Uniformity of Bapvauuu mace AV=15 Ap pua.
| dosage AV= 15,0 !
units _ B 3
B3XX
Ot 95,0% no 105,0% sungarauntuHa oOT
KonuyecraenHnoe
onpeneneHe 3asBIIEHHOTO CoAepXaHUs 6.0%
Assay - ’
BHyTpeHHuin npepen Ha Buinyck (IRL): He
7 | - Bunaarmunin MeHee 97,9% BUNOarnunTuHa oT
3asIB/IEHHOrO cofepXaHua
: BIXX
- ;J\Ae‘;(f;)gmnma Or 950% po 1050% meTdopmuHa | 99,5%
Ap puA rMAPOXNOopUAa OT 3asABIEHHOTO COAEPXKAHNA.
Mo 6 TabneTok B 6nucTep NA/ANBX u Mo 6 raGnerok 8 Gmctep

8 YnakoBka

i Packing

l anoMmmHuesoli onbru.

NA/AnMBX 1 anioMuHneBON
donbru. Mo 5 6nmcrepos BmecTe ¢
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Ne MNokasartenn* MeTon ucneiranuit / Tpe6osaHue Pesynbrar

2 Parameters Analytical method / Requirement Resuilt
Mo 5 GnucTepos BMeCTe € NUCTKOM- FMCTKOM-BKNaAbILLEeM B KAPTOHHYIO
BKMNaabILUEM B KapTOHHYIO navky. nauky. MpucyTCTBYET KOHTPOnb
Honyckaetcs Hanuue KOHTPONS NepBoro nepBoro BCKPbLITWA.
BCKpbITUS.
MepBuyHan BHYTpeHHss1 ynakoBKa MepBuyHasn BHyTPeHHsIA
Ha 6nuctepe ykasbiBaeTcs: ynakoBka
1. Toprosoe HaumeHoBaHue rpenapata ¢ Ha 6nucrepe ykasaHo:
npegynpeanTensHoi Mapkuposkon ® 1. ToproBoe HauMeHoBaHWe
2. MexxayHapoaHoe HenaTeHToBaHHoe npenapaTa ¢ npeaynpeavTeribHon
HaumeHoBaHue (ay6nupyeTcs Ha MapKupoBKoit ®
aHITIMIACKOM A3BIKE) 2. MexgyHaponHoe
3. Jlorotun fepxartens perucTpaLmoHHOro HenaTeHToOBaHHOE HauMeHOBaHue
YAOCTOBEPEHUS (Ha aHrMIACKOM SA3bike) (aybnvpyeTca Ha aHIMUACKOM
4. NekapcTBeHHas dopma A3bIKE)
5. losuposka 3. Nlorotun pepxarens
6. Homep cepuun PernucTpauUmoHHOro yA0CTOBEPEHUS
7. [lata ncteveHus cpoka rogHoCT! (B (Ha aHrNMInCKOM sA3bike)
thopmare: roseH go...) 4. llekapcTeBeHHas opma |
8. flata npoussoacTea 5. NoanpoBka 5
9. [lonyckaeTcs HaHeCeHUe BHYTPEHHMX 6. Homep cepuu
YMakoBOYHbIX KOAOB KOMNaHWW. B cryqae 7. [lata ucreverns cpoka rogHocTU
npon3soAcTea Ha nnowagke 000 (B thopmare: rogeH fo...)
«HosapTuc Hesa» Ha 6rucTepe ykasbiBawoT | 8. [lata NpousBOACTEA He yKasaHa
TOJIBLKO NepemMeHHbie AaHHble 6e3 ykasaHus 9.BHyTpeHHMe ynakoBOYHbIe Kogb!
npecuKcoB Homepa Cepumn 1 aaTsl KOMNaHUY OTCYTCTBYIOT.
9 MapxupoBka OKOHYaHWS CPOKa rOAHOCTW. Ha 6nucTepe ans Homepa cepwi n
Labelling Mlarta npov3soacTBa He yKasbiBaeTCs. Aatbl OKOHYaHUSA CpoKa roAHOCTU

BropuuHas ynakoska (kapTOHHasi nayka)
Ha kapToHHOW nayke ykaskiBaeTcs:

1. Toprosoe HavMeHoBaHue npenapara ¢
npeaynpeanTerbHON MapkUpoBKoit ®

2. MexayHapogHoe HenaTeHToBaHHoe
HaumeHoBaHuve (Qybnupyetca Ha
aHFNUACKOM $13blKe)

3. Jlorotun fepxartens perucTpaumoHHOro
YAOCTOBEPEHUS (Ha aHTAIMIACKOM SA3LIKE)

4. HanmenoBsaHve gepxaTtens
PerMcTpaLmoHHOro yaoCcToBepeHus 1
nponssoANTENs NeKapcTBEHHOro nNpenapara
(BBINYCKAOLIMIA KOHTPOIL KAYECTBA)

5. Aapec (cTpaHa) AepxaTtens
pPerncTpaLmnoHHOro yAoCToBEpeHus 1
NpOU3BOANTENA NIEKAPCTBEHHOFO Npenapara
(BLINMYCKAOLLIWA KOHTPOMb KayecTsa)

6. NekapcTBeHHas dopma

7. Doanpoeka

8. KonuuecTso nekapCTBEHHOro NpenapaTa B
ynakoske

yKasaHbl TOMBKO NepeMeHHble
AaHHbie 6e3 ykasaHus npeduKcos .
[ata npoussoACTBa He ykasaHa.
Bropuunas ynakoeka (kapToHHas
nauka)

Ha kapToHHO# nauke yKasaHo:

1. ToproBoe HaumeHOBaHUe
npenapara ¢ npegynpeanTeribHoM
MapKUPOBKON ®

2. MexagyHapogHoe
HenaTeHTOBaHHOEe HauMeHoBaHWe
(By6rnnpyeTca Ha aHINACKOM
A3bike)

3. Jlorotun gepxarens
permcTpaumoHHOro yaoCToBepeHus
(Ha aHrnuitckoM sA3bike)

4. HaumeHoBaHue gepxarens
PEerucTpaLmoHHoro yaoCcToBepeHus
1 NPOU3BOANTENSA NEKapCTBEHHOMO
npenapata (BbINYCKaloLLunii
KOHTPOJb Ka4ecTea)

(Native) Information Print Date:13 February 2025

Page 3 of 5

Business Use Only « ESOPS D2




NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTHyecKuit NacnopT Ha roToBYIO MPOAYKLMIO
JlneHava Ha ocyulecTBneHe NPOU3BOACTBA NEKAPCTBEHHDBIX cpeacts Ne00153-NC

000 "HosapTtuc Hesa"
Poceus, Cankr-Tetepbypr,
fopora 8 Kamenky, a.40, kopn. 3, nutepa A

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

KoHTponb kauecTsa
Quality Control

Howmep nacnopra: I Bepcus:1.0
Cerlificate number 4-28-0125 Version
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9. HaumeHoBaHus 1 coaepxaHun
OefCTBYIOLMX BeLeCTB

10. Ycnoeus xpaHeHus

11. MyTb BBEAESHUS

12. Yenosus ornycka

13. MpepynpegurensHble Hagnucy: «Cnoco6
NPUMEHEHWA: CM. NTUCTOK-BKNAAKILL,
«XpaxuTb B HEJOCTYTHOM AN AeTel MecTe»
14. Homep cepun

15. Hara npouseoacTea

16. [laTa ucreyeHus Cpok rogHocTy (B
thopmare: rogeH 4o...)

17. Wrpux-kog

18. [lonyckaeTca HaHeCceHNe BHYTPEHHUX
YMakoBOYHLIX KOAO0B [lononHUTEIbHO MoryT
ObITb HaHeceHbl cpeacTBa uaeHTUdMKaLUmn
AnA MOHUTOPUHIa ABWXEHUSA NEeKapCTBEHHbIX
npenaparTos OT NPOU3BOAUTENS [0
KOHEWHOro noTpebutens (HaHeceHue
BO3MOXHO C UCMOMNb30BaHUEM CTUKEpPa).

5. Aapec (cTpaHa) gepxaTens
PErncTpPaLIMoHHOro yA0CTOBEpEHUS
¥ NPOU3BOANTENSA NEeKapCTBEHHOFo
npenapara (BbinyckawoLuii
KOHTPOrb KavecTBa)

6. NekapcteeHHas opma

7. Josuposka

8. KonuuecTBo nexapcTeeHHoro
npenapara B ynakoBke

9. HaumeroBaHuA 1 cogepxaHns
OENCTBYIOLUMX BELLECTB

10. Ycnosusa xpaHeHus

11. MyTb BBEAESHUS

12. Yenosus otnycka

13, MpepynpeanTenbHbie HAANUCK:
«Cnoco6 npuMeHeHua: CM. NMCTOK-
BKNafbi», «XpaHUTb B
HEAOCTYNHOM Ars AeTelt MecTe»
14. Homep cepiu

15. [lata npoussogcTBa

16. [lata ucreueHns cpok rogHocTu
(B chopmare: rofeH go...)

17. Wirpux-kop,

18. HaHeceHbi BHYTpeHHWe
YyNaKkoBOYHble KOAbI.
[lononHurensHo HaHeceHb!
cpeicTsa naeHTudMKaLmMm ans
MOHUTOPUHIa ABUXEHUS
NeKapCTBEHHbLIX NPenapaTos OT
NPOW3BOANTENA 0 KOHEYHOTO
notpebutens (6es ucnonb3aoBaHus
CTuKepa).

XpaHexue
10
Storage

pw Temnepatype He Bbiwe 30°C.

Cpok rogHocTn
(MepuoguyHoCTL
11 | KoHTpons)

Shelf life (Frequency
of conirol)

2 roga

2 ropa (31.12.2026)

* ~ [okasartens «Mukpobuonoruieckas 4ncToTa» He ABNsETCS PYTUHHBIM METO/LOM aHanm3a u MOXeT OTCYTCTBOBATL B

nacnoprte KomnaHun.
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AHanUTHYeCKMiA NacnopT Ha roTOBYIO NPOAYKUMIO

Jlnuetsns Ha ocylecTBNeHNe NPOU3BOACTBE NEKapCTBEHHLIX cpeacTs Ne00153-NC 000 "Hosaptuc Hesa"
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Quality Control
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Certificate number Version
3. 3AKIMIOYEHUE
CONCLUSION

NekapcTeeHHblil npenapart anByc MeT®, TabneTkn NoKpbITbIe NNEHOYHOM o6onoukoii, 50.mr + 1000 mr Ne30,
Homep cepun PJ28750125 cootseTcTByeT TpeGoBaHUAM HOPMATUBHOMN JAOKyMEHTaLum 1'II'I—N9(001986)—(PI'-RU)-/_,-

o

Moayne Mapkuposka JiM-Ne(001986)-(Pr-RU)-270723.

200524 ansyc MeT®, TabreTky NOKpLITbiE MAEHO4YHONM 060M04Koi 50 Mr + 500 mr, 50 + 850 mr,-60+:1000 n;r//’
77 |

CTapwwii  chneumanuct o e )4
YTBepaun KOHTPOIIO KaJyecTBa Anexcees B.0. | {3 ol o433
Approved by
Version Description of change
(Bepcus) (OnucaHne nsMeHeHun)
1.0 HoBbIi nacnopr
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