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KoHTponb kauecTsa

Quality Control

Homep nacnopra:
Certificate number

1. OBWAA UHOOPMALUA
GENERAL INFORMATION

4-323-0425

Version

J Bepcus:1.0

HaumeHoBaHue npoaykLun
Product Name

ransyc Met® TaBneTku, NOKpbITbIE NREHOUHOW 060NoYKoR, 50 Mr + 850 mr

Ne30

MpoeepeHo Ha COOTBETCTBME C:

Checked against

JIN-Ne(001986)-(Pr-RU)-200524 T[aneyc Met®,

TabneTks NOKpbLITHIE

rnneHouHoli oBonoukoit 50 mr+ 500 mr, 50 + 850 mr, 50 + 1000 mr Mogyne
Mapkuposka J1M-Ne(001986) (Pr-RU)-270723
Crieumdmkaums xkavecTsa Ha anByc MeT® TabneTku, NOKPbIThIE NAEHOYHON

oBonoukoin 50 mr + 850 mr Ne 30 SPEC_FDF_00080123, sepcus: 17.0.
BHyTpeHHUiA Ko Homep cepun
HepacdpacoBaHHOM npoaykumm: | 42027186 Hepac(acoBaHHOW npoaykunn PM4757
Product Code Bulk Baich Number Bulk
BHyTpeHHMIA koA ynaKkoBaHHOWM Homep cepumu ynakoBaHHO#
npoayKuum: 44068550 npoayKumu; PN08210425
Product Code FDF Batch Number FDF
aTa npousBoAcTBa:
ﬂanufactgring Date 20.04.2025
Pasmep cepun 3a BbiveTOM
Pasmep cepun: 6 981 yn. npobt 6 972 ym.
afch Size . .
Batch size without samples
2. NOJSIYYEHHbIE PE3YINbTATDI
TEST RESULTS
Ne NokasaTenb* Metopq ucnbitasui / TpebosaHue Pesynbrar
B Parameters Analytical method / Requirement Result
BusyarbHbIi OgarbHble TabneTkm co
OsaribHbie TaBNeTkW CO CKOLLEHHBIMA CKOWEHHBIMW  KpasAMK, TOKpbITbIE
o Kpasimu, NOKpbIThie NNEHOYHON 0OONOUKON NNEHOYHOM OBOMOYKONA XKenToro co
1 A;}:‘;ﬁ;’g‘: XKenToro co crabbiM cepoBaTbiM OTTEHKOM cnabbim  cepoBaTbiM  OTTEHKOM
useTta. Ha ogHoit ctopoHe TabneTkn useTa. Ha ogHoi cropoHe TabneTku
mMapxkuposka «NVR», Ha apyron ctopoHe — mapkuposka «NVR», Ha ppyroi
«SEHD». cTopoHe — «SEH».
B3»KX
Bpems yaepxuBaHus OCHOBHOIO Nuka Ha
M‘“e"'f"q’."'(a“"" xgoma'rsc,)rpamme ucrbITyemoro pacrtsopa 1
Identification CooTBeTCTBYET
S JOJTKHO COOTBETCTBOBATh BPEMEHK
yAepXXUBaHWS NUKa BUNZArIUNTUHA Ha
> XpomaTorpammMe CTaHAapTHOro pacTeopa.
B3»KX
Bpems yaepxuBaHusi OCHOBHOFO Muka Ha
- MetchopmuHa XpoMmaTtorpaMme UCMbLITYEMOro pacTsopa 3
ruapoxnopuna OOIMKHO COOTBETCTBOBaTh BPEMEHN Coorsercrayer
yAepxuBaHus nvuka metopMuHa Ha
XpomaTorpamMmMecTaHaapTHOro pacTeopa.
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AHanuTuyeckuin NacnopT Ha roToBYO NPOAYKLMIO
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Homep nacnopra:

Certificate number
Ne Mokasatens”
B Parameters

3  PacTBopesive
Dissolution

4 Bopga
Water

Npumecn

Related
substances-
Mpumecn
BungarnuntuHa

- Npumecu
MeTtdopMuHa
rugpoxnopuaa

OpgHopogHoCTL

AO3UPOBAHHBLIX
g eAuHul

Uniformity of

dosage

un

KonnuyecreenHoe
onpepeneHne
Assay

7 - BunparnuntuH

- Metdopmmnna
rapoxnopuna

YnakoBka
Packing

KoHTponb KavecTBa

4-323-0425

MeTtop ucnwitTanuin / TpeboBaHue
method /

B3>KX

He meHee 80% (Q) oT 3asBneHHoro
cogepxaHus BunaarnuntuHa vepes 30
MUHYT

He menee 80% (Q) oT 3anBneHHOro
cofiepxaHus meTdopmmHa rnapoxsnopuaa
yepes 30 MuHyT.

MeToa K. duepa
He 6onee 1,0%.

B3XX

202-01 (amua): He Gonee 0,5%
209-01 (UMKNUYECKUA aMNANH):

He Gonee 0,2%

207-01 (avkeTonunepasuH):

He B6onee 0,2%

EAVHNYHOW HENaeHTUULMPOBaHHOR
npumecw’ He Gonee 0,2%

C wma : He Oonee 1 0%
B3»KX

1-LinaHoryaunauH: He 6onee 0,02%
EavHu4HoN HenaeHTUhMUpoBaHHON

npwumeck; He Gonee 0,1%
Cymma Bcex npumeceit: He Gonee 0,6%

X
366-98 — He bonee 0,2%

BunaarnuntuH — BOXXX
MeTdomMuHa ruapoxnopua - MeTon
Bapuauum macc

AV =150

B3XX

Or 95,0% go 105,0% sunparmvnTuHa oOT
3aABNEHHOrO CoAepXKaHus

BHyTpeHHnit npeaen Ha Bbinyck (IRL): He

MEHee 97.8% BUANAArnUNTUHa or
3asiIBNeHHOro copepxaHus
B3XXX

Or 950% po0o 1050% meTopmuHa
ruapoxnopuaa oT 3asBneHHOro cogepxaHus

Mo 6 Tabnetok B 6nmctep MA/ANIMBX n
anoMuH1eBon donbru.

000 "HosapTtuc Hesa"
Poccus, Cankr-FeTepbypr
Topora B KameHxy, 4.40, kopn. 3, nutepa A

TenecpoH: +7 812 336 9891

Bepeus:1.0
Version

PesynbTar
Result

99% OT 3anABIIEHHOTO coaepXaHus
BungarnunTuHa vepes 30 MUHYT;

100% oT 3aABNEHHOro coaepXaHua
MeTgopmMUHa ruapoxnopuaa vYepes
30 MuHyT

0,3%

202-01 — menee 0,1%;

209-01 — He obHapyxeHa;

207-01 ~ He obHapyxeHa;
EavHndnan
HeuaeHTUULMPOBaHHaA NpPUMECh
— He oBbHapyXeHa;

Cymma Bcex npumecer — MeHee
0,1%

1-lnatoryarmavH — 0,01%;
EanHuuHas
HemaeHTUOULMPOBaHHaa NpUMECh
— He oBHapyxeHa;

Cymma Bcex npumecenl — MeHee
0,05%

366-98 — meHee 0,1%

Bunparnuntud: AV = 4,2
MeTdomuna rugpoxnopua;
AV=20

99,1%

99,9%

Mo6T TOK B 65mcTep
NA/AR/NBX v anoMuHneson
nbrn.
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AHanMTUYEeCKMIA NacnopT Ha FOTORYIO NPOAYKUMIO
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00O "Hoeaptuc Hesa"
Poccus, Cankr-fletepbypr,
[opora B KameHwy, A.40, kopn. 3, nutepa A

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

KoHntponb xayecrsa
Qu Control

Homep nacnopra:

Certificate number
Ne Mokasarenn*
. Parameters
MapkupoBka
Labelling

4-323-0425

MeTopa ucnbitanuii / TpeGosaHue
Analytical method / Requirement
Mo 5 Bnuctepos BMECTE C FIMCTKOM-
BKNAAbILEM B KAPTOHHYIO NAUKy.
[onyckaeTca Hanmune KOHTPONs Nepeoro
BCK TWR.
MepBuU4Has BHYTPEHHAA yNaKoBKa
Ha 6nucrepe ykasbiBaeTca:
1. Toproeoe HaumeHoBaHVe rnpenapara ¢
npeaynpeauTensHon Mapkuposkon ®
2. MexayHapoaHoe HenaTeHToBaHHoe
HaumMeHoBaHWe (BybnvpyeTca Ha
aHrMUIRCKOM A3LIKE)
3. NloroTun pepxarens perncTparyoHHoro
YAOCTOBEPEHNA (Ha aHINNACKOM SI3bike)
4. lekapcTBeHHan opma
5. DosupoBka
6. Homep cepun
7. [laTta ncTeyeHna cpoka roqHocTy (B
cbopmare: roaeH fo...)
8. [laTta npoussoacTsa
9. fonyckaeTcs HaHeCeHWe BHYTPEeHHUX
YMaKoBOUHbIX KOZOB KOMraHuu. B cniyyae
npoussoacTea Ha nnowagke 000
«  aptuc Hesa» Ha Brnincrepe ykasbiBatot
TOMbKO NepemMeHHble AanHble 6e3 ykasaHus
npedukcos HoMepa cepun U 4aThi
OKOHYaHWA CpoKa rofHOCTU.
[aTta npow3BoACTBa HE YKa3bIBAETCS.
BTopunyHas ynakoBKa (KapToHHas nayvka)
Ha kapToHHOI Navke ykasbiBaeTcs:
1. Toprosoe HaumeHoBaHWe npenapara ¢
npeaynpeavTensHoi MapKUpoBKoi ®
2. MexayHapogHoe HenaTreHToBaHHoe
HammeHoBaHue (aybnupyeTcs Ha
aHrANACKOM A3biKe)
3. IloroTvn pepxarens perncTpaumoHHoro
YOOCTOBEPEHUR (Ha aHrWACKOM si3blke)
4. HanmeHoBaHue aepxartens
PErMCTPALMOHHOrO Y0CTOBEPEHNA U
Npon3BOAUTENS reKapCTBEHHOro npenapara
(BbinycKatoLLWii KOHTPOSb KavecTsa)
5. Agpec (cTpaHa) aepxarens
PErMCTPaLMOHHOro YAOCTOBEPEHUSA U
Mpou3BoAWTENA NEKaPCTBEHHOrO npenaparta
(BbiNycKatoLLWiA KOHTPONb KavecTsa)
6. NekapctBeHHana dopma
7. Dosuposka
8. KonuuecTso NekapcTBEHHOTO npenapara 8
KOBKE

Bepcua:1.0

PesynsTtar
Resuilt

Mo 5 Bnuctepor BMeCTe C
FIMCTKOM-BKNaAbILLEM B KapTOHHYIO
nauky. MNprcyTCTBYET KOHTPOMb
Nepeoro BCKPbITUSA.
MepBuyHan BHYTPEeHHSAA
ynakoBKa
Ha 6nucrepe ykazaHo:

. Toprosoe HanMeHoBaHue
npenapara ¢ npeynpeauTenbHon
MapKupoBKoi ®
2. MexayHapopHoe
HenaTeHTOBaHHOE HauMeHoBaHNe
(py6nupyetca Ha aHrACKOM
A3LIKE)

3. Norotnn gepxaTtens
PErMcTPaLMOHHOTO YA0CTOBEPEHNA
(Ha aHrnuCcKoM A3bIKE)

4. JlekapcTseHHasn dopma

5. loanposka

6. Homep cepun

7. [ata ucteueHns cpoka rogHocTh
(B hopmare; roneH Ao...)

8. [ata npousBoAcTBa He yKasaHa
9.BHYTpeHHWe ynakoBoYHbie KOgbl
KOMMaHuu OTCYTCTBYIOT.

Ha 6nmuctepe gns Homepa cepun u
BaTbl OKOHUYaHNs CPOKa roAHOCTY
yKkasaHbl TONbKO NepemMeHHbLIe
AaHHble 6e3 ykaszaHus rpedukcos .
[ata npoussoncrea He yKasaHa.
BropuyHas ynakoBka (kapToHHas
nayvka)

Ha kapTorHOoi nayke ykasaHo:

1. Toprosoe HaumeHoOBaHue
npenapara ¢ npegynpeAnTensHoi
Mapkuposkol ®

2. MexxgyHaponHoe
HenaTeHTOBaHHOE HauMEeHOBaHue
(Ay6nmpyeTes Ha aHrnUACKOM
A3bIKE)

3. NoroTun gepxatens
PerncTpaumnoHHOro YAoCTOBEpEHNA
(Ha aHrnUNCKOM A3bIKE)

4. HanmeHoBaHue fepxaTens
PErncTPauMoHHOT0 YAOCTOBEPEHNA
¥ NpOM3BOANTERNS NEKAPCTBEHHOTO
npenapara (BbinycKaowun
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AHanuTMYecKuii NacnopT Ha roTOBYIO NPOAYKUMIO

JIULIeH3Ns Ha OCYLLIECTBNEHUE MPOM3BOACTBA NeKapcTBeHHbIX cpeacTs NeQ0153-J1C

000 "Hosaptuc Hesa"
Poccusi, Cankr-Tletepbypr,
Jopora 8 KameHky, A.40, kopn. 3, nutepa A

Tenedon: +7 812 336 9891

novartis.
KoHTponb KavecTsa
Homep nacnopra: Bepcus:1.0
Certificate number 4-323-0425 Version
Ne Nokasarens* Metop ucnbiTanui / Tpebosanue PesynbTar
- Parameters " method/ © ent Result

9. HanmeHoBaHWst U COAEPXKaHUSA
OeVCTBYIONX BELLECTB

10. Ycnosus xpaHeHus

11. [NyTb BBEAEGHWA

12. Ycnosua otnycka

13 MpeaynpeauTenbsHele Hagnueun: «Cnocob
NPUMEHEHUA: CM. TIUCTOK-BKNAALILLY,
«XpaHuTb B HeJQOCTYNHOM st AeTel MecTe»
14. Homep cepun

15. [lata nponssoAcTBa

16. [JaTa ncteyeHnsa cpok rogHOCTH (B
copmare: rogeH Ao...)

17. Wrpux-koq

18. JonyckaeTcs HaHeceHue BHYTPEHHUX
YNaKoBOYHLIX KOAOB

JononnutencHo MoryT 6biTb HAHECEHb!
cpefcTBa waeHTUdMKaLMM NS MOHUTOPWUHIA
OBWKEHUSA NEeKapCTBEHHLIX Npenaparos oT
rpousBoauTENs 40 KOHEYHOro noTpeburens
(HaHeceHWe BO3MOXHO C MUCMOMb30BaHNeM
cTukepa)

10 XpaHeHue
S
Cpok rogHOCTH
(MNepuoanyHoCThL
11 koHTpons)
Shelf life (Frequency
of contro

Mpu Temnepatype He Boilwe 30°C.

2 roga

5. Appec (cTpaHa) gepxatens
perncTpaumoHHoro yAoCToBepeHus
1 NPOU3BOAUNTENS NIEKAPCTBEHHOMO
npenapaTa (BbiNyCKatoLLniA
KOHTPOMb KaJecTBa)

6. lNekapcteeHHan opma

7. Oosupoeka

8. KonnuecTBo nexapcTseHHOro
nperiapaTa B ynakoBke

9. HaumeHoBaHus 1 coaepxaHns
LEeNCTBYIOLLMX BELLIECTB

10. YcnoBus XxpaHeHns

11. MNyTb BBEAEHUA

12. YcnoBus oTnycka

13. MpegynpeovTenbHble HAAMUCK:
«CnocoG npuMeHeHUs: CM. NINCTOK-
BKAAAbIL», «XpaHUTb B
HEROCTYNHOM LA LETEN MECTE»
14. Homep cepum

15. [aTta npoussogcTea

16. JaTta ucteueHums cpok rogHoCTyn
(B hopmare: rogeH fo...)

17. WiTpux-ko4

18. HaHeceHbl BHyTpeHHue
YNaKoBOYHbIE KOAbI.
HononHnTensHO HaHeceHbl
cpencTsa naeHTucpukaumn gna
MOHWUTOPWHIA ABIKEHNSA
neKapCTBEHHbIX Mpenaparos OT
npounssoauTesist 40 KOHEYHOro
notpebutens (6e3 NCronNL3oBaHNS
cT a

2 ropa (31 03.2027)

* - [Tokasatens ((MVIKPOGVIOJ'IOI’VNSCK&H UMCTOTa» He ABNASTCH PYTUHHLIM METOAOM aHanu3a n MOXeT OTCYTCTBOBaTL B

nacnopTe KOMMnaHuu.
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AHanUTU4YeCK1Un NacnopT Ha roToBYy0 NPOAYKLUIO

TMUEH3ns Ha OCyLIeCTBNEHe NPOU3BOACTBA NeKapCTBEHHbIX cpeacTs Ne00153-11C 00O "Hosaptuc Hesa"
Poccust, Cankr-Tetepbypr,
Dopora B KameHky, .40, kopn. 3, nutepa A

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

Kontponb kaJecTBa
¢

Homep nacnopra: 292 Bepcus:1.0
Cectiﬁcate number 4-323-0425 Version
3. 3AKNIOYEHUE
CONCLUSION

NMekapcTaeHHbIA npenapat [aneyc MeT®, TabneTkn MOKPLITHIE NNEHOYHOM oGonovkoi, 50 mr + 850 mr Ne30,
Homep cepun PN08210425 cooTBeTCTBYeT TpeboBaHUAM HOPMATUBHOMN [JOKYMEHTaLIM JIMN-Ne(001986)-(Pr-RU
200524 ansyc MeT®, TabneTku nokpbiTble NNeHouHo# oBosoukoi 50 mr + 500 mr, 50  8F 50 + 100
Moayns Mapxuposka J1M-Ne(001986)-(Pr-RU)-270723.

Crapwwuit  cneumanuct  no -
YTBepAMI | \oumhonio kauecTsa Anexcees BO. | 9 o5 2025
Approved by
Version Description of change
(Bepcus) (Onucaxve n3MeHeHui)
1.0 Hosbi#i nacnopt
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