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AHanuTUYeCKNii NacnopT Ha rOTORYIO NPOAYKLMUIO

Jnuensun Ha ocyiecTaneHve NPOKU3BOACTBA MeKapCTBEHHbIX cpeacTs Ne00153-J1C

00O "HosapTtuc Hesa"
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KonTponb kauectBa
Quality Control

Homep nacnopra: 294 Bepcua:1.0
CeLtiﬁcatf numlzzr 4-324-0425 L\{er_sion

1. OBLIASAA UHOOPMALINA
GENERAL INFORMATION

HanmeHoBaHue npoaykuuu:

Product Name

Ne30

lansyc Met® TabneTku, nokpbITbie nneHouHon o6onoykoi, 50 Mr + 850 mMr

MpoBepeHo Ha COOTBETCTBME C:

J1N-Ne(001986)-(PT-RU)-200524

ansyc MeT®,
nneHouYHon oGorioukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogynb
Mapkuposka [1M1-Ne(001986)-(Pr-RU)-270723

TabneTku MOKpbIThle

Checked against .
Cneuundukauma kayecTsa Ha Maneyc MeT® TabneTku, NOKPLITHIE NNEHOYHOMN
o6ornoukoii 50 mr + 850 mr Ne 30 SPEC_FDF 00080123, Bepcus; 17.0.
BHyTpeHHUit koA Homep cepun
HepacdacoBaHHOM npoaykuun: | 42027186 HepacdacoBaHHON npoaykumy PM4761
Product Code Bulk Batch Number Bulk
BHyTpeHHUA Kof, YrakoBaHHON Homep cepuu ynakoBaHHOIk
npoaykuuu: 44068550 npoayKumu: PN08220425
Product Code FDF Batch Number FDF
aTa NnpousBoACTBa:
ﬂanufactgring Daté,;l 20.04.2025
PasMep cepuu 3a BLI4eTOM
game,P cepun 7003 yn. npo6: b oop 6 994 yn.
atch Size . .
Batch size without samples
2. NMONYYEHHbIE PE3YJIbTATbI
TEST RESULTS
Ne MokasaTens* MeToqa ucnetranuit / TpeGosatue Pesynurar
- Parameters Analytical method / Requirement Result
BuayaneHblit OsaribHble TabneTku co
OanbHble TabneTku Co CKOLLIEHHLIMU CKOLWIEHHbIMW  KpasMu, NOKPbITbIe
o KpasiMu, MoKpbITbie NAEHOUYHON 060N0YKOR NNEHOYHON 0BONOYKON XKENToro co
1 A;:.,:)v;g?;;i XKenToro co cnabbiM CepoBaTLIM OTTEHKOM cnabbiM  cepoBaTbiM  OTTEHKOM
useTta. Ha ofHol cTOpOHE TaGneTKu LpeTa. Ha oHO# cTopoHe TabneTku
mapkmposka «NVR», Ha Apyroit CTOpoHe — mMapkupoBka «NVR», Ha apyroi
«SEH». CTOpOHe — «SEH».
B3XX
Bpems yaepxuBaHnsa OCHOBHOIO nvka Ha
M'qe"..r."d’."'(a“"" xgomaT)c()rpamme uenbiTyemoro pacteopa 1
Identification CooTBeTCTBYET
- BANZarAAATAH [OMKHO COOTBETCTBOBATL BPEMEHU
yAepXvUBaHUsl Nka BANgarnmntTuHa Ha
5 XpoMarorpamme CTaHfapTHOIO pacTeopa.
B3XX
Bpems yaepxusaHvus 0OCHOBHOro Nuka Ha
- MeTdhopmuna XpomaTorpamme WcrbITyemoro pacteopa 3 Coorsercrayer
rmapoxnopua JAOIMKHO COOTBETCTBOBATL BPEMEHU
yaepXusaHus Nuka MeTcopMmHa Ha
XpomarorpammectaHgapTHOro pacTeopa.
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AHanuTtuyeckuii nacnopT Ha roTOBYH NPOAYKLUUIO

NeH3na Ha ocyllecTBNeHne NPOU3BOACTBA NneKapcTeeHHbIX cpeacTs Ne00153-J1C

000 "HoeapTuc Hesa"
Poccus, Cankr-TeTepbypr,
[lopora B KameHky, 4.40, kopri. 3, nutepa A

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

KoHTponb kavecTsa
Quality Control

Homep nacnopra: 294 Bepens:1.0
i Ce_rtiﬁcale number | 4-324-0425 | Version
Ne Nokazarenn* Metopg ucnoiTaluin / TpeGoBaHue PesynbTtat
B Parameters Analytical method / Requirement Resuit
B3XX
He meHee 80% (Q) OT 3aSBNEHHOIO 98% OT 3asBNEHHOro coaepXaHus
copepxaHust BungarnuntuHa yepes 30 BUNAAIMUNTUHA epes 30 MUHYT,
3 | PacTtBOopeHme MUHY .
Dissolution He meHee 80% (Q) OT 3asiBNEHHOMO 100% OT 3asiBNEHHOI0 CoAepKaHns
cofepxaHust MeThopMUHa rmapoxropuaa “3"3 TGOPMUHA TUAPOXITOPAA Hepes
MUHYT
yepes 30 MUHYT.
Bopa MeToa K. duwuepa o
4 Water He 6onee 1,0%. 0.3%
B3XX o/,
202-01 (amua): He Bonee 0,5% gggzgl _ r:z%igj ﬁéHa'
Mpnmecu 209-01 (umknuueckuini amnauH); Py X
o 207 01 — He oBHapyxeHa,
Related He 6onee 0,2% EVHMYHAS
substances- 207-01 (aukeTonunepasuy). A
Mpumeck he Gonee 0 2% HemnengmmumpoaaHHan npumech
= . — He oBHapyxeHa;
EAnHMYHON HengeHTUDNUMPOBAHHON .
Bunparnuntuna nSmmecm: He 60ﬁ e 0 czb%u P Cyrzlma BCEX npumecen — MeHee
5 Cymma Bcex npumeceii: He 6onee 1,0% 0.1%
BOKX 1-LwaHoryaHuamH — 0,01%;
-LinaHoryanuguH: He 6onee 0,02% EauHnuHan
- Mpumecn EavHruHON HeM&ﬂeHTWQ)MUVIPOBaHHO” HenaeHTUUUMPOBaHHAR MPUMECH
MeTdopmuHa npumecu: He Gonee 0,] %o . — He oBHapyxeHa;
rmapoxniopuaa Cymma scex npumecei: He Gonee 0,6% CymMma BCeX npumecell — MeHee
X 0,05%
366-98 — He Bonee 0,2% 366 98 — meHee 0,1%
OaHoOpoOAHOCTL
OO3UPOBaHHbIX BungarnuntuH — BOXKX . -
6 | eAunmu MeTcomuHa rugpoxnopug - MeToq Engfgg;n:;”:ﬁng\éxngbin
Uniformity of Bapuaumm macc AV=15 )
dosage AV <15 !
units
BOXX
Konuuecteennoe | Ot 95,0% po 105,0% sunparnun Ha oOT
onpeaeneHue 3aABNEHHOrO coAepXKaHua 99 2%
Assay BuyTpenHuin npeaen Ha Bbinyck (IRL): He ke
7 |- BungarnnntuH MeHee 97.8% BUNgarnunTUHa oT
3asIBNEHHOTO coaepPKaHuA
- Metdopmuna BIXKX
Or 950% po 1050% wmetdopmuHa | 99,2%
ruapoxsopua
rmapoXriopraa OT 3afBEeHHOTO COLEPXKaHNA.
Mo 6 Tabnetok B HnncTep
YnakoBka Mo 6 Tabnetok B Gnuctep NA/AR/TIBX # o
8 Packing anoMuHueBon donbri. g’gﬁ;’:;an v aniomMnHneson
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AHanuTU4eCKMi NacnopT Ha roToBy0 NPOAYKLMIO

fluueHsua Ha ocylwecTBneHWe Npon3BOACTBA fekapcTBeHHbIX cpeacTs Ne00153-NC

000 "HoeapTuc Heea"
Poceus, Carkr-lNeTepbypr,
[opora B Kamenky, 4.40, kopn. 3, nutepa A

TenedoH: +7 812 336 9891
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KoH1 onb kadectea
{

Homep nacnopra:

Certificate number
Ne Mokasarens*
- Parameters
9 MapkupoBka
Labelling

4-324-0425

Meroa ucnbitanui / TpebosaHue
method / Requirement
Mo 5 6rmcrepos BMECTE C NMMCTKOM-
BKMaAbILLEM B KAPTOHHYIO Mauky.
Honyckaerca Hanuume KOHTPOIIsi NepBoro
BCKPbITUSA.
MNepBuYHas BHYTpPeHHSANA ynakoBKa
Ha 6nucTepe ykasbiBaeTcs:
1. ToproBoe HanmeHoBaHue npenapara c
npesynpeauTensHON Mapkmposkon ®
2. MexayHapogHoe HenateHToBaHHoe
HavmeHoBaHue (aybnupyertca Ha
AHFFUACKOM $3bIKE)
3. NNoroTun pepxatens perncTpauuoHHoro
YOOCTOBEPEHUSI (Ha aHrNINACKOM A3bIKe)
4. llekapcTBeHHas ¢hopma
5. flosanpoeka
6. Homep cepun
7. JaTa ucreuerunsa cpoka roaHocTy (B
cdopmare: roaeH 4o...)
8. [aTta npoussoacTea
9. flonyckaeTcs HaHeCeHWe BHYTPEHHUX
yMakoBOYHbIX KOAOB KOMNaHuu. B cnyvae
npousBoAcTBa Ha nnowagke O00
«HosapTtuc Hepa» Ha 6nucrepe ykasbiBaloT
TOMbLKO NepemeHHbIe AaHHbIe 6e3 ykasaHuns
npeguKCoB HOMepa cepun 1 faTthl
OKOHYaHUst CpOKa roQHOCTHA.
Jata npou3BoACTBa HE YKa3blBAETCH.
BropuuHas ynakoBka (KapTOHHas nayka)
Ha KapTOHHOI NaYke yKasbIBaeTcs:
1. ToproBoe HaMMeHoBaHWe npenapara ¢
npeaynpeauTensHon Mapkmposkon ®
2. MexayHapoaHoe HenaTeHToBaHHoe
HaumeHoeaHue (AybrnnpyeTcs Ha
AHIMWACKOM A3bIKE)
3. llorotun gepxartens perucrpaumoHHoro
YAOCTOBEPEHUA (Ha aHrIMACKOM Si3bike)
4. HanmeHoBaHve aepxarerns
permcTpauuMoHHOro yaoCTOBEPEHYA 1
Npou3BOAVTENSA NEKAPCTBEHHOTO Npenapara
(BbINYyCKAIOLWIWA KOHTPOIL KaYecTBa)
5. Appec (cTpaHa) gepxartens
perncTpaunoHHOro yA0CTOBEPEHUR U
NpOU3BOANTENS NeKapCcTBEHHOro npenapara
(BbINyCKAOLWMIA KOHTPOIb Ka4yecTsa)
6. NexapcTBeHHan dopma
7. foaupoBka
8. KonuuecTso nekapcTeeHHOro npenapara s
Ke

Bepcusa:1.0

Version

Pesynbrar
Result

5 wucrepos BmecTe C
NUCTKOM-BKITAALILIEM B KAPTOHHYO
rauky. MpUcyTCTBYET KOHTPOIL
MepBOro BCKPLITUS.
lNMepBuyHan BHyTPEeHHAS
ynakoBka
Ha 6nucrepe yxasaHo:
1. ToproBoe HaumeHoBaHue
npenapara ¢ npeaynpeauTensHon
Mapkuposkon ®
2. MexayHapoaHoe
HenaTeHTOBaHHOE HaumeHoBaHue
(ByGnupyeTcs Ha aHrMACKOM
A3bIKE)
3. Norotun pepxarens
pPerncTpaLnoHHOroO yA0CTOBEPEHUNA
(Ha aHrnuiicKom Asbike)
4. [lekapcTBeHHas dopma
5. floanposka
6. Homep cepunm
7. Oata ucredeHus cpoka rogHoCTu
(B hopmare: rogeH Jo...)
8. Jata nponssofcTBa He ykasaHa
9.BHYTpeHHUe yrnakoBoY ble koAbl
KOMNaHUWN OTCYTCTBYIOT.
Ha 6nucrepe ons Homepa cepuu v
AaTbl OKOHYaHUS CPOKa rOJHOCTI
yKasaHbl TONbKO NEPEMEHHbIE
AaHHble 6e3 ykasaHns npeduKcos .
[ata npou3BoACTBa He yKa3aHa.
BropuyHas ynakoska (KapToHHas
navka)
Ha kapToHHOM rnayke ykasaHo:
1. ToproBoe HaumeHoBaHWNe
npenaparta ¢ npeaynpeanTensHoin
Mapkuposkon ®
2. MexayHapogHoe
HenaTreHTOBaHHOE HauMeHOoBaHue
(ByBnvpyeTca Ha aHrNUACKOM
A3bIKE)
3. JloroTtun gepxarens
PEerucTpaLmoHHOro yaocToBepeHuns
(Ha aHrnNWIUCKoM A3blke)
4. HanmeHoBaHUWe aepxaTens
perucTpaunoHHOro yA0CTOBEpPEHst
1 NPOM3BOAUTENSA NEKapPCTBEHHOro
npenapata (BbinycKaoLwnn
K b KauecTs
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AHanuTuyecKkuit NACNOPT Ha rOTOBYI0 NPOAYKUMNIO
JiMLEeH3Ma Ha ocyLLeCTBNEHVE NPOU3BOACTBA JlekapCTBEHHbLIX cpeacts Ne00153-J1C

000 "HosapTtuc Hesa"
Poccus, Caukr-Metepbypr,
[opora B KameHiy, A 40, kopn. 3 nutepa A

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

Koxtponb kavectsa

Quality Control
Homep nacnopra. Bepcua:1.0
Cerﬁfcege numberp | 4-324-0425 VerFs)ion
Ne Mokasarenb* Meroa ncnbitanuii / Tpe6oBanne PesynbTar
Parameters Analytical method / Requirement Result
9. HaumeHoBaHWA 1 coaepX aHus 5. Appec (cTpaHa) AepxaTtens
OeViCTBYOLNX BELLECTB PErncTPaLnoHHOro yAo0cToBepeHmns
10. Ycnosusa xpaHeHus ¥ NPOM3BOAUTENS NEKAPCTBEHHOIO
11. MNMyTb BBEAEHUS npenapara (BbinycKaowui
12. Ycnosus oTnycka KOHTPOIb KayecTsa)
13. MpepynpeauntensHole Hagnven: «Cnocob | 6. IlekapcTBeHHas dopma
NPUMEHEHUA: CM. NIUCTOK-BKMNAAbILL», 7. Dosuposka
«XpaHuUTb B HeJOCTYNHOM Anist feTeit mecte» | 8. KonvyecTso nekapcreeHHoro
14. Homep cepum npenaparta B ynakoske
15. [ata npousBoacTea 9. HaumeHoBaHua 1 cogepxanns
16. laTa ucreueHuns cpok roqHocTu (B JeicTBYIOLNX BELEeCTB
copmaTte: roaeH ao...) 10. Ycnosua xpaHeHus
17. Wrpnx-koa 11. MyTb BBEAEHUA
18. HonyckaeTcs HaHeceHne BHYTPEeHHUX 12. Ycnoeua otnycka
YNaKoBOUHbIX KOJ0B 13. MpeaynpeauTenbHbIe HAAMUCK:
JononHnutensHo MOryT BbITb HaHECEHb! «Cnocob NnpuMeHeHus: CM. NUCTOK-
cpeacTBa UaeHTUMUKaUMK ons MOHUTOPUHIA | BKNagbilly, «XpaHuTb B
OBWKEHWA fleKapCTBeHHbIX npenapaTos oT HEOOCTYNHOM OIS AeTell MecTe»
nponsBoANTENHA [0 KOHEYHOro notpebutens | 14. Homep cepum
(HaHeceHne BO3MOXHO C UCMONb30BaHUEM 15. flata npou3soacTea
cTukepa) 16. [aTa ncreyeHms cpok rogHoCTH
(B hopmaTe: roaeH ao...)
17. WTpux-koa
18. HaHeceHb! BHyTpEeHHNE
yNnakoBoYHble KOAb!.
JononHuTenbHo HaHeceHbl
cpencTsa uaeHTUbMKaLmMN Ans
MOHUTOPUHra ABWKEHUS
neKapCTBEHHbIX NpenapaToB oT
MPOU3BOANTENSA [0 KOHEYHOTO
notpeburtens (6e3 ncrionb3osaHus
CTHNKepa).
10 )S(t%ar‘:g?“e Mpu Temnepatype He sbiwe 30°C.
CpoK rogHOCTHN
(MepuoanyHoOCTL
11 | koHTpOnS) 2ropaa 2 ropa (31.03.2027)
Shelf life (Frequency
of control)

* - Mokazarens «MukpoSuonoruyeckas YncToTa» He ABARSTCH PyTUHHLIM METOA0M aHanusa u MOXeT OTCYTCTBOBaTb B
nacnoprTe KoMnaHuu.
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AHanuMTUYeCKuit NacnopT Ha roToBYIO NMPOOYKLUMIO

TNuueHsua Ha oCyLECTBNEHNE NPOM3BOACTBA NeKapcTBEHHLIX cpeacTs Ne00153-J1C 000 "HoeapTuc Hesa"
Poccus, Cankr-TeTepbypr,
[Nopora 8 Kamenxy, 1.40, kopn. 3, nutepa A

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

KoHTponb KavecTea

Quality Control
Homep nacnopra: _ana. Bepcus:1.0
Cerﬂ:ate number 4-324-0425 Version
3. 3AKNIOYEHUE
CONCLUSION

JlekapctBeHHbIN NpenapaT ManByc MeT®, TabneTkyi nokpbiThie nieHouHow oBornouvkol, 50 mr + 850 mr N 0,
Homep cepum PN08220425 cooTeeTCTBYET TpeboBaHUAM HOPMAaTUBHON AokymeHTaumm J1MNM-Ne(001986)-(PIr-RU)-
200524 Mansyc MeT®, TabneTky nokpeIThie NNeHOYHON obonoukor 50 mr + 500 mr, 50 + 850 mr, 50 + 1000
Mogynb Mapkuposka JIMN-Ne(001986)-(PI-RU)-270723.

Crapwumin  cneunanuct  no _
YTBEPAUN | (0 rhonio kauecTsa Anexcees B.O. | 9y o5 2 5
Approved by
Version Description of change
(Bepcus) {Onucaxue nsmeHeHmiA)
1.0 Hosbil nacnopt
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