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AHanUTMYeCKUit NacrnopT Ha roToBYH NPOAYKLMIO

NuueHana Ha ocylecTBREHVE NPOWM3BOACTBA NEKAPCTBEHHLIX cpeacTts Ne00153-NC

000 "Hosaptuc Hesa"
Poccua, Caunkr-Tetepbypr,

[Hopora B KameHky, n.40, kopn. 3, nutepa A

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

KoHTponb kayecTea

Quality Control

Homep nacnopra:
Certificate number

4-869-1025

Bepcusa:1.0
Version

1. OBWASA NMHOOPMALNA
GENERAL INFORMATION

HaumeHoBaHue npoayxuum:
Product Name

ransyc MeT® TaBneTkn, NOKPLITLIE MAEHOUHON 0B0NOYUKOA,
50 mr + 1000 mr Ne30

lNpoBepeHo Ha cOOTBETCTEBUE C:

Checked against

JIN-Ne(001986)-(Pr-RU)-200524 TanByc MeT®,

TabneTku NoKpbITbIE

nneHoyHon obono4koi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
Mapkupoeka J1M-Ne(001986)-(Pr-RU)-270723
Cneumnduraums kayectea Ha [aneyc MeT®, TabneTkn NoKpbITLIE NNEHOYHOR
oBonovkoi 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, Bepcus: 17.0

BHyTpeHHWIA Kop Homep cepun
HepacdacoBaHHon npoaykuuu: | 42027187 HepacthacoBaHHO npoaykuun PUS710
Product Code Bulk Batch Number Bulk
BHyTpeHHUI Kop ynakoBaHHOWN Homep cepuu ynakoBaHHOW
NPOSYKUWK: 44068551 NpoayKunu: PVv81531025
Product Code FDF Batch Number FDF
Ta NPou3BOACTEA:
ﬂ:nufact‘:ﬁng Datéq 04.10.2025
: Paamep cepun 3a BbiYeTOM
Easean capMu: 5 927 yn. npo6: 5918 yn.
Batch size without samples
2. NONYYEHHbIE PE3YNbTAThI
TEST RESULTS
Ne MokazaTens* MeTtog ucnkitaHui / TpeGoBaHue PesynbTar
Parameters Analytical method / Requirement Result
BusyanbHeli OsanbHble TabneTku co
OBankHbie TabneTk co CKOLIEHHLIMM CKOLLUEHHBIMW  KPasMK, NOKpPbIThIE
o~ Kpasmu, NoKpbITbIE NMeHOYHORN 06onoykon nneHouyHol  oBornoukon  TEMHO-
1 Apsarsnce TEMHO-)KENTOro C CEPOBaThIM OTTEHKOM XEeNToro ¢ cepoBaTbiM OTTEHKOM
ueeTa. Ha ogHon ctopoHe TabneTkn useTta. Ha ogHoi cTopoHe TabrneTku
mapkuposka «NVR», Ha gpyroi ctopoHe — mapkupoeka «NVR», Ha pgpyroi
«FLO». cTopoHe — «FLO».
B3XX
WaeHTMdMKaLms Bpems yaepkmBaHMA OCHOBHOMO NvKa Ha
Identification Xpomartorpamme ucnelTyemoro pactsopa 1 CooTBeTeiBeT
y
S —— [JOMKHO COOTBETCTBOBATE BPEMEHU
YyAePXKMBAHUA NUKa BUNZArNUNTMHA Ha
2 XpomaTorpaMme CTaHAapTHOro pacTeopa.
B3XX
Bpems yaepx1BaHna 0CHOBHOrO NuKa Ha
- MeTtcopmuHa Xpomarorpamme UcnbiTyemoro pacreopa 3 Cootsetcrayer
rmapoxnopua OOMKHO COOTBETCTBOBATL BPEMEHU
yAepXKNBaHNA niuka MeThopMuHa Ha
XpomMarorpaMmmMecTaHgapTHOro pacTeopa.
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NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTU4eCKMi NacnopT Ha roTOBYO NPOAYKLMIO

JInueH3ua Ha ocyLecTeNeHWe NPoOU3BOACTEA NEKapCTBEHHLIX cpeacts Ne00153-N1C

00O "HosapTuc Hesa"
Poccua, Cankr-lMetepypr,
Hopora B KameHrky, a.40, kopn. 3, nutepa A

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

KOHTpOJ'Ib KayecTsea

Quality Control
Homep nacnopra: Bepcua:1.0
Certificate number 4-868-1025 Version
Ne lNMokasarenb*® Meropn ucnuitanuin / TpeGoBaHue PesynbTar
i3 Parameters Analytical method / Requirement Result
B3XX i
He MeHee 80% (Q) OT 3asiBREHHOro 98% OT 3asIBNEHHOTO COAEPXaHUA
cofepxaHus sunaarnuntuHa yepes 30 BUTRACTMITIVER, YD, 30 MMHYT,
3 | PacTteBopeHue MUHYT
Dissolution He meHee 80% (Q) OT 3asiBIEHHOMO 100% oT 3asiIBNEeHHOro coaepxaHus
cofepxaHua MeThopMUHa rnapoxnopuaa “;g Lﬁ{:‘pM”Ha THARGXNIDPIAAR HEpea
Yepes 30 MUHYT. A
4 | Bopa MeToa K. duwepa 02%
Water He Gonee 1,0%. :
B3XKX o/
202-01 (amug): He Gonee 0,5% ggg:g} : “;:2331 ﬁéua-
Mpumecu 209-01 (UMKNMUECKUIA amMUanH): Py :
Pelated He Gonee 0.2% 207-01 — He oBHapyxeHa;
substances- 207-01 (ﬂMKBTOI’IMI’IBpB:iHH): EauHuqHan
Fbksicon He Gonee 0 2% Hem,qegmcpuunposaunaﬂ npuMech
) - — He oBbHapyxeHa;
Bunparnuntuna Eg:;:?:?:gggﬁg:?gj;’ SAWORRHHIH Cymma BCex npumeceii — MeHee
L] 1 o,
5 Cymma Bcex npumeceii: He 6onee 1,0% h1%
BOXX 1-UmnanoryaHuauH — meHee 0,01%;
1-uMaHOW?HMﬂHHI He Gonee 0,02% _ | EanHnunas
- Mpumecu EAvHUYHO HeM:JEHTHdJHLlMDOBaHHOM HENAEHTUNLMPOBAHHAs NPUMEC
MeT(bopMHHa npumecu. He Gonee 0,:‘ Yo " — He oﬁHapy}KEHa;
ruppoxnopuaa Cymma Bcex npumeceit: He Gonee 0,6% Cymma Bcex npumeceil — MeHee
rX 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OpHopogHOCTL

0,03UPOBaHHLIX
eauHuLy

Bungarnuntud — BOXX
MeTdhomurHa ruapoxnopug - MeToq

Bungarnuntun: AV = 2,3
MeTdomnHa rugpoxnopug;

Uniformity of Bapuauum macc AV =17
dosage AV =150 !
units
B3XX
0, 0,
onpegeneHue 100.7%
Assay N LAY
B BHyTpeHHU npenen Ha Bbinyck (IRL): He
7 MeHee 97,9%  BuNgarmUNTMHa  OT
3a8IBNEHHOro coaepXaHus
B3XKX
=MEHERFIRES Or 950% a0 1050% wmetdopmmuHa | 100,8%
rmapoxnopug
rmapoxnopuaa oT 3asiBNEHHOrO CoAepXaHuA.
Mo 6 TabneTtok B GnucTep
YnakoBka Mo 6 Tabnetok B Gnnctep MNA/ARTBX u -
# Packing antoMUHNEBOH honbri, ¥ NA/ANTIBX u anomnhneson

donbri. MNo 5 Gnuctepos BMecTe ¢
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AHanuTUYeCKUI NACAOPT HA rOTOBYHO NPOAYKLMIO

JluueHauA Ha ocyllecTBNeHe NPon3BOACTEA NEKapCTBEHHLIX cpeacTts NeD0153-NC

000 "Hoeapruc Hega"
Poccus, Cankr-Metepbypr,
Nopora 8 Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTponk kayecTBa

Quality Control
Homep nacnopra: Bepcus:1.0
Cediﬁcage numberP 4-869-1025 Vergion
Ne MokazaTtens* Metopn ucnbitanuii / TpeGoBaHue Peaynbrar
Parameters Analytical method / Requirement Result

Mo 5 6nucTepos BMeCTe ¢ NUCTKOM- NUCTKOM-BKNAAbILLEM B KapPTOHHYIO
BKMaAbILLUEM B KAPTOHHYIO Nayky. nayky. NpucyTcTBYeT KOHTPONb
[lonyckaeTca HanMume KOHTpoNns nepeoro NepBoro BCKPbITUA.
BCKPbITUS.
MepBuUYHan BHYTPEHHAA YNaKoBKa MepBuYHan BHYTPeHHAA
Ha 6nucrepe ykasbizaeTcs: ynakoBka
1. Toproeoe HaumeHOBaHWe nNpenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTensHoi Mapknpoekon ® 1. Toproeoe HaumeHoBaHue
2. MexayHapoaHoe HenaTeHTOBaHHoe npenapara c npegynpeauTensHon
HanmeHoBaHue (gybnupyeTtcs Ha MapKupoBKon ®
aHrMUIACKOM A3bike) 2. MexpyHapoaHoe
3. lorotun gepatens perMcTpauMoHHoro HenaTeHToBaHHOE HauMeHoBaHue
YAOCTOBEPEHWA (HA aHIMUIACKOM A3bIKE) (nybnupyeTcs Ha aHrNMACKOM
4. NekapcTeeHHan copma A3bIKE)
5. floauposka 3. Norotun pepxarens
6. Homep cepum perucTpaLmoHHoro yaAoCcToBepeHns
7. [aTa uctevyeHusa cpoka rogHocTu (B (Ha aHrNUIACKOM A3bIKE)
thopmare: rogeH 1o...) 4. lNekapcTtBeHHasn dopma
8. lata npousBoacTBa 5. dosupoeka
9. [lonyckaeTcs HaHeCeHWe BHYTPEHHWUX 6. Homep cepum
YNakoBOUYHbIX KOAOB KOMNaHuW. B cnyvae 7. [lata ucTeyeHns cpoka rogHocTu
npoussoAcTea Ha nnowaake 000 (B chopmarte: rogeH ao...)
«HosapTuc Hesa» Ha 6nucTepe ykaseisaloT | 8. [lata npou3soAcTea He yKasaHa
TONbKO NepemMeHHbie AaHHbIe 6e3 ykasaHus 9.BHYyTpeHHWe yNakoBoYHbIe Kogbl
npeduKcoB HOMepa cepuu 1 AaThbl KOMMaHWN OTCYTCTBYHOT.

9 MapkupoBka OKOHYaHWA CpoKa rogHoCTH. Ha 6nucrepe ans Homepa cepun 1

Labelling [aTta nponasofcTBa He ykasbiBaeTcs. [AaTbl OKOHYaHWA CPOKa rOAHOCTU

BropruHasn ynakoBKa (KapTOHHaA nayka)
Ha KapTOHHOM nayke yKkaskiBaercs:

1. Toproeoe HaumeHoBaHuWe nNpenapara c
npeaynpeauTensHoli MapkupoBKon ®

2. MexayHapoaHoe HenaTeHToBaHHoe
HauMeHoBaHue (aybnupyertca Ha
aHIMUACKOM A3bIKE)

3. JloroTin gepxartens perucTpaumoHHoro
YAOCTOBEPEHNA (Ha aHrNMIACKOM s3blKe)

4. HaumeHoBaHue aepxarens
perucTpaLoHHoro yA0CToBEpPeHns 1
Npon3BOAWTENA NEKAPCTBEHHOrO Npenapara
(BbINyCKalOLLMA KOHTPOML KavecTea)

5. Agpec (cTpaHa) gepxarens
pPErncTpauUmnoHHOro YA0CTOBEPEHNUA 1
nNpou3BoAMTENA NEeKapcTBEHHOro npenapara
(BbINYCKAIOLWWIA KOHTPONb Ka4yecTea)

6. lekapcTBeHHas dopma

7. Noaunposka

8. KonnyecTBo nekapcTBEHHOro npenapara B
ynakoeke

YKa3aHbl TONbKO NepemMeHHble
AaHHble Be3 yKazaHus npedmkcos .
Harta npoussoacTea He ykasaHa.
BropuyHas ynakoBka (kapToHHas
navka)

Ha kapToHHOW Nadke ykasaHo:

1. Toproeoe HavmeHoBaHWe
npenapara c npegynpeanTensHoii
MapKuUpoBKoii ®

2. MexayHapogHoe
HenaTeHTOBaHHOE HauMeHoBaHue
(aybnupyeTcsa Ha aHrnMCKoM
A3bIKE)

3. Norotn pepxarens
perncTpaumuoHHOTO YAOCTOBEPEHWSA
(Ha aHrnMACKoM S3blKe)

4. HaumeHoBaHue gepxatens
perncTpauuoHHOro YAOCTOBEPEHA
1 NPOU3BOANTENS NEKapCTBEHHOro
npenapara (BbinycKaroLwii
KOHTpOnb KavecTea)
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NOVARTIS Doc No. : FRM-8015490

Form to SOP-8013721 Version : 6.0

AHanuTu4eckuii NacnopT Ha FOTOBYHO NMPOAYKLIUIO

JlvueH3nA Ha ocyLecTBNEHME NPOM3BO/CTEA NEKAPCTBEHHLIX cpeacTs Ne00153-NC 000 "HoeapTuc Hesa"
Poccus, Cankr-MMetepbypr,
[Hopora B Kamerky, 4.40, kopn. 3, nutepa A

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

KOHTDDJ'II: KayectBa

Quality Control

Homep nacnopra: Bepcna:1.0

Ceﬂiﬁcaee numberp 4-560-1025 Vergion

Ne MNokazarens* MeTog ucneitanuii / Tpe6oBaHue Pesynetar

Parameters ! Analytical method / Requirement Result

9. HaumeHoBaHua n cogepxanus 5. Agpec (cTpaHa) gepxarens
[OefCTBYIOWUNX BELLECTB pernucTpaLuoHHOro yaAoCToBepeHns
10. Ycnoeus xpaHeHus W NPOM3BOANTENSA NEKAPCTBEHHOIO
11. MNyTb BBEAEHUSA npenapara (Bbinyckaowmni
12. Ycnosusi oTnycka KOHTPOIb KavecTsa)
13. MpeaynpeauteneHble Hagnvucw: «Cnoco® | 6. llekapcTeeHHas copma
NPUMEHEHUA: CM. NTIUCTOK-BKNAABILL 7. [osnposka
«XpaHuUTb B HEAOCTYNHOM Ans AeTel mecte» | 8. KonnyecTBo NekapCTBEHHOTO
14. Homep cepun npenapara B ynakoske
15. [lata nponseoAacTBa 9. HaumeHoBaHus U cogepxaHus
16. [ata ucteyeHns cpok rogHocTw (B [elCTBYOLUX BELLECTB
cdopmare: rogeH go...) 10. Ycnoeus xpaHeHus
17. Wrpux-koa 11. MyTb BBEAEHUSA
18. [lonyckaeTcs HaHeceHne BHYTPEHHUX 12. YcnoBus oTnycka
YNaKoBOYHbIX KOAOB [loNoAHNTENBHO MOrYT 13. MpeaynpegutensHble Hagnucu:
ObITb HaHeceHbl cpeacTsa uaeHTUUKaLUK «Cnocob npuMeHeHUs: CM. NUCTOK-
ANS MOHUTOPUHTA ABUXEHWA NEKApPCTBEHHbIX | BKNAAbIWY, «XpaHWUTb B
npenapaToBs OT NPOM3BOAUTENSA A0 HeAOCTYNHOM ANA AeTel MmecTe»
KOHEe4HOro notpebuTtens (HaHeceHne 14. Homep cepum
BO3MOXHO C MCNOMNb30BAHUEM CTUKEpPA). 15. [lata npoussoacTea

16. [laTa ucteveHus cpok rogHocTr
(s chopmare: rogeH go...)

17. Wrpux-kog

18. HaHeceHb! BHYTpeHHWe
ynakoeOYHbIE KOAbI.
JononHWTensHO HaHeCceHb!
cpencTea uaeHTumkaywun ana
MOHWUTOPWHra ABUXKEHUA
nekapcTBEHHbIX NpenapaTos oT
Npon3BoAUTENS A0 KOHEYHOTO
notpeburens (6e3 Mcnonb3oBaHus
CTUKepa).

10 XpaHeHue

Storage Mpw TemnepaTtype He Bbilwe 30°C.

Cpok rogHocTu
(MepuoauyHocTL
11 | kouTpons) 2 roga 2 roga (30.09.2027)
Shelf life (Frequency
of control)

* - Moxaszarens «Mukpobuonoruyeckas YicToTa» He SBMAAETCA PYTUHHLIM METOAOM aHanuaa u MOXET OTCYTCTBOBATh B
nacnopTe KomMnaHuu.
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NOVARTIS Doc No. : FRM-801 5490

Form to SOP-8013721 Version : 6.0

AHanuTU4ecKuin nacnopT Ha roTOBYH NpoayKuuro

JlueHsuA Ha ocylwecTeneHne NpoM3BoACTEA NeKapCTBEHHBLIX cpeacTs Ne00153-NC 000 "Hoeaptuc Hega"
Poccus, Cankr-Metepbypr,
Hopora 8 Kamenxy, 4.40, kopn. 3, nutepa A

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

KoHTponb kavecTea
Quality Control
Homep nacnopra: Bepcus:1.0
Certificate number 4-869-1025 Version
3. 3AKNKOYEHUE
CONCLUSION

IlekapcTBeHHbIN npenapat [ansyc MeT®, TabneTku NokpbiTslie NneHouHol o6onovkon, 50 Mr -+ 1000 mr Ne30,
HOMep cepum PV81531025 cooTBeTcTByeT TpeboBaHMsAM HOpMaTHBHOH AOKyMeHTaLy

Mr Mo,qynb Mapkuposka J'II'I-NQ(001986)—(PF-RU)-270?23.
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