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AHanuTHuyecKuii NacnopT Ha roToOBYIO NPOAYKLMIO

NuueH3na Ha ocylecTBieHre NPOM3BOACTBA NEKApPCTBEHHbIX cpeacTs Ne00153-11C 000 "Hoeaptuc Heea"
Poccus, Catkr-MNetepbypr,
Hopora B Kamenky, .40, kopn. 3, nutepa A

TenecboH: +7 812 336 9891
novarlis.neva@novartis.com

KonTtponb kavectsa
Quality Control
Homep nacnopra: 5 Bepcus:1.0
Certificate number 4-985-1125 Version
1. OBLUAA WHOOPMALIUA
GENERAL INEORMATION.
HaumeHoBaHue npogykuuu: laneyc MeT® TabneTku, NOKpbITLIE NNEHOYHON 06ONOUKON,
Product Name 50 mr + 1000 mr Ne30

JIN-Ne(001986)-(PI-RU)-200524 TlanByc MeT®, Tabnetku MOKpbIThE
- . | nneHouyHoi oGonoukor 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
POBEPEHO Ha COOTBETCTBUE C: | \apkuposka NM-Ne(001986)-(Pr-RU)-270723

Checked against -
Creundukaums kavecTtea Ha anByc MeT®, TaGneTku NOKpbITHIE NNEHOYHOW
obonoukoii 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcus: 17.0

BHyTpeHHuit kog Homep cepumn

HepacdhacoBaHHoOM npoaykumn: | 42027187 HepaccacoBaHHON npoaykuny PW6464

Product Code Bulk Balch Number Bulk

BHyTpeHHUI Ko ynakoBaHHO Homep cepuu ynakoBaHHo#

npoayKuun: 44068551 npoayKumun: PX00781125

Product Code FDF Batch Number FDF

arta Npou3BOACTBa;
ﬂanufactgﬁng Date 12.11.2025
) Paamep cepuu 3a BLIYeTOM
Fduen copi: 5949 yn. npo6: Sy 5940 yn.
Batch size without samples

2. MONYYEHHbLIE PE3YIbTATHI

TEST RESULTS
Ne Mokasatenn* Metog ucnkitanui | Tpebosaune Pesynbtar
Parameters Analytical method / Requirement Result
BuayanbHbii OearnbHble TabneTku co
OBanbHble TabneTkn co CKOLLEHHbIMI CKOLLEHHLIMW  Kpasmu, MOKpbITble
s Kpasmu, NOKpbIThIe NNeHoYHo i o6onoykon nneHoyHoli  oBonouykoit  TeMHo-
1 Appedrance TEeMHO-XEeNToro ¢ CepoBaThiM OTTEHKOM ENToro ¢ CepoBaTbiM OTTEHKOM
useTta. Ha ogHo cTopoHe TabneTku useTa. Ha oaHol cTopoHe TabneTkn
mapkupoBka «NVR», Ha apyroil ctopoHe — mapkupoBka «NVR», Ha gpyroi
«FLO». cTopoHe — «FLO».
B3XKX
Bpems yaep1eaH1s OCHOBHOrO NWKa Ha
;gﬁg;:;gf“"“ XpomarorpaMmmMe UCnbITYyemoro pacrsopa 1 Coorsercrayer
I —— AOIMKHO COOTBETCTBOBATL BPeMEHM
yOepXVWBaHWA NKa BUNZArNUNTUHA Ha
5 XpomaTtorpaMme cTaHgapTHOro pacTeopa.
B3OXX
Bpems yaepxuvBaHns 0CHOBHOMO Nuka Ha
- MeTdchopmuHa XpomarorpamMme UcnbITyeMoro pacteopa 3 CoorseTcTayer
ruapoxnopug AOMKHO COOTBETCTBOBATL BpEMEHW
yAEPXKUBaHWA Nka meThopMmHa Ha
XpomMarorpaMmMecTaHiapTHOro pacTeopa.
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AHanuTuyeckMil NacnopT Ha rOTOBYIO NPOAYKLMIO

JlnueHana Ha ocyllecTeneH1e NPoM3BOACTEa NEKapCTBEHHLIX cpeacTe Ne00153-NC

000 "HoeapTuc Hesa"
Poccus, Cankr-NMeTepbypr,
[opora B Kamenky, a.40, kopn. 3, nutepa A
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KoHTponk kavecTea

Quality Control
Homep nacnopra: Bepcus:1.0
Certificate number AlpoTla Version
Ne Mokasarens* Metop ucnbiranuii / TpeGoBaHue Pesynwrar
i Parameters Analytical method / Requirement e Result
B3XX 5
He meHee 80% (Q) ot 3anBneHHoro 98% oy samAngRHOTD co.qepmarmsl
cofepxaHusa BungarnunTrHa Yepes 30 RUERACTATIVNG Yepes 30 MIROM;
3 | PacTeopenue MUHYT
Dissolution He MeHee 80% (Q) oT 3asBnieHHoro 99% OT 3asBNEHHOro coaep)aHus
coaepxaHua MeTdopMuHa rmapoxnopuaa “;g ﬁ:‘:pf“”a rApoXnopiAa Yepes
uepes 30 MuHyT. ¥
Boaa MeTog K. duwepa 4
4 Water He Gonee 1,0%. 0.2%
B3IXX 55
202-01 (amug): He Gonee 0,5% gggg} ~ f::%igj ::éHa'
Mpumecu 209-01 (LMKNYECKNiA aMUAVH); Py '
Related He 6onee 0 2% ég?-m ~ He oBHapyxeHa;
! . WHWYHasa
?I%T:nagccuf J ﬁgTég;ég %Kg'cl:/immnepasun). HenaeHTUpULMpOBaHHaA NpPUMECh
- s — He oBHapyxeHa;
EAuHuyHoM HemaeHTUULMPOBaHHOM ! y
Bunparnuntuna npﬂnmecu: i Goﬁee o,g)%u P Cyn:lma BCEX NpuUMecei — MeHee
5 Cymma Bcex npumeceit: He Gonee 1,0% G.i%
BIXX . 1-LinaHoryaHuanH — meHee 0,01%;
1-LlMaHOI‘Y?HHJ]HH: He Gonee 0,02% _ | Eannndnas
- Mpumecu EantuHoit He”c{J-eHT“Cb“LIHPOBaHHU“ HeuaeHTUMULIMPOBaHHAA NpUMECh
Metdopmmna npumeck: He Bonee 0, 1 %o ; — He oBHapyxeHa;
ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% CymMma BCEX npuUMeceil — MmeHee
X 0,05%
366-98 — He Bonee 0,2% 366-98 — menee 0,1%
OpHOpoOOHOCTL
O03UPOBaHHbIX BungarnuntuH — BOXX . =
6 eauHnY MeTtcpomuHa ruapoxnopua - MeToq 522'?;;;::;”:' A\émg“; ’
Uniformity of Bapwaumn macc AV =08 AP pha:
dosage AV <150 =
units
BOXX
Or 95,0% go 105,0% BwngarnUNTWHa OT
l;z::;:ﬁ::::;uoe 3aABNEHHOro coaepxaHus
Assa 89,0%
! Bunj,fu,a N BHyTpeHHWit npegen Ha Bbinyck (IRL): He
7 meHee 97,9%  BungarnMNTMHa  OT
3anABMNeHHOro cogepXaHus
B3XX
- MeTdhopmura Or 950% po 1050% wmetdopmuHa | 99,1%
ruapoxsopug
rmapoxnopuaa oT 3asBNeHHOro coaepXaHns.
q YnakoBka Mo 6 Tabnetok B Gnuctep MA/ANMBX 1 Hiﬁmmnﬁg??;zgﬂ:f:eps on
Packing anioMuHneBon onbru.

donbri. Mo 5 6nucTepos BMecTe ¢
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Ne MNokazarens* Metoa ucnbitanuii / TpeGoBaHue PesynbTtar

Parameters Analytical method / Requirement Result
Mo 5 6nucTepos BMECTe C MUCTKOM- NUCTKOM-BKIAZLILLEM B KapTOHHYIO
BKMaAbILLEM B KAPTOHHYIO NaYky. navky. MpucyTcTBYET KOHTPONbL
[LonyckaeTca Hanu4yue KOHTPONSA Nepeoro NepBoro BCKPbITUA.
BCKPbITUSA.
MepsuyHan BHYTPeHHSAA ynakoBKa MNepBuyHan BHYTPEHHARA
Ha 6nuctepe ykasbiBaeTcs: ynakoeka
1. Toprosoe HaumeHoBaHWe npenapara ¢ Ha 6nuctepe ykasaHo:
npeaynpeauTensHol Mapkuposkoi ® 1. Toprosoe HaumeHoBaHue
2. MexayHapoaHoe HenaTeHToBaHHoe npenapaTa ¢ npeaynpeavTensHoi
HaumeHoBaHue (BybnupyeTcs Ha MapKk1posKkoi ®
aHrnUIRCKOM A3bIKe) 2. MexxayHapoaHoe
3. JloroTun gepxaTtens perucTpauuoHHOro HenaTeHToBaHHOE HaVMeHOoBaHue
yAocToBepeHus (Ha aHrnMICKOM A3blke) (ay6nupyerca Ha aHrNUIACKOM
4. [lekapcTBeHHas opma A3bIKE)
5. losuposka 3. lorotun pepxarens
6. Homep cepum pPerncTpauuoHHoOro yaoCTOBEPEHUA
7. [aTta ucteyeHus cpoka roagHocTu (B (Ha aHrnuiickom Asblke)
dopmaTe: rogeH fo...) 4. NexapcteeHHasn dopma
8. [lata npoussoacTea 5. floanpoeka
9. JonyckaeTca HaHeCceHWe BHYTPEHHUX 6. Homep cepun
YMakoBOYHBIX KOGOB KOMMaHun. B cnyvae 7. Jata ncTeueHns cpoka rogHocTu
npoussoactea Ha nnowagke OO0 (B dbopmare: rogeH ao...)
«HosapTuc Hesa» Ha 6nucTepe ykasbisaiotT | 8. [laTa Npon3BoACTBa He yKa3aHa
TONLKO NepeMeHHble AaHHble 6e3 ykasaHus 9.BHyTpeHHWe ynakoBo4Hble Koakl
npedVKCcoB HOMEpPa CepUX U AaThbl KOMMaHWW OTCYTCTBYIOT.
9 MapkupoBka OKOHYaHWSA CPOKa rOAHOCTH. Ha 6nuctepe ans Homepa cepum 1
Labelling [lata npou3BoACTBA HE YKA3bIBAETCS. OaTbl OKOHYaHWSA CPOKa rOAHOCTK

BropuyHas ynakoBka (kapTOHHasi nayka)
Ha kapToHHOI nadke ykasbiBaeTCA:

1. ToproBoe HaumeHoBaHue npenapara ¢
npeaynpeanTensHoi Mapkuposkoin ®

2. MexxayHapoaHoe HenaTeHToBaHHoe
HanMeHoBaHue (aybnupyetcs Ha
aHrMUACKOM A3bIKE)

3. NloroTun aepxarens perucTPaunoHHoOro
YO0CTOBEpeHUA (Ha aHrMACKOM A3bIKe)

4. HaumeHoBsaHuve aepxarens
perucTpaLuoHHoro yAoCcToBepeHus u
Npou3BoANTENsA NEeKapCTBEHHOro Npenapara
(BbINyCKaIOLWKIA KOHTPONb KayecTsa)

5. Aapec (cTpaHa) gepxarens
PerucTpaunoHHOro yA0CTOBEPEHUA 1
NpoW3BOAWUTENS NEKapCTBEHHOMO Npenapara
(BBINYCKAOLWWIA KOHTPOMNb KavecTsa)

6. llekapcTeenHas cdopma

7. Ooanposka

8. KonuyectBo nekapcTeeHHOro npenapara B
ynakoske

yKasaHbl TOMbKO NepeMeHHbIe
AaHHble 6e3 ykaszaHus npeduKcos |
[Hata npoussoacTBa He ykasaHa.
BropuyHas ynakoBka (kapToHHas
nayvka)

Ha KapTOHHOIA Nayke yKazaHo:

1. Toprosoe HaumeHoBaHue
npenapata c npegynpeauTensHoii
MapKupoBkoi ®

2. MexgyHapogHoe
HenaTeHToBaHHOE HaUMeHoBaHWe
(nybnupyercs Ha aHrNUACKOM
A3bIKE)

3. Norotun gepxarens
perncTpaumoHHOro yA0cToBEpeHuUs
(Ha aHrnuiickom asbIke)

4. HaumeHoBaHue aepxarens
perucTpaUmoHHOTro yA0CTOBEPEHUA
1 NPOW3BOAUTENS NEKaPCTBEHHOTO
npenaparta (BbiNycKaoLuiA
KOHTpOnb kayecTsa)
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AHanuTuyecKui NacnopT Ha roTOBYIO NPOAYKLUIO

JluueHsmna Ha ocyulecTBneHne NPOU3BOACTBA NeKkapcTBeHHbIX cpeacts Ne00153-NC

000 "HosapTuc Hesa"
Poceun, Cankr-Netepbypr,
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Ne Mokazarenb* Metoa ucnbitaHuii / TpeGoBanue PesynbTart
Parameters Analytical method / Requirement Result

9. HaumeHoBaHus 1 cogepxaHus
OECTBYIOLLUX BELEeCcTB

10. YcnoBusa xpaHeHus

11. MyTb BBEAEHWA

12. Yenoewa oTnycka

13. MNpepynpeavTensHele Hagnvcu: «Cnocob
NPUMEHEHUN: CM. NINCTOK-BKNAAbILLY,
«XpaHuTbL B HEAOCTYNHOM ANA AETel MecTe»
14. Homep cepum

15. [laTa nponsBoAacTBa

16. JaTa ucreueHua cpok rogHocTH (B
dopmare: rogeH fo...)

17. Wrpnx-kopg,

18. [lonyckaeTcsA HaHECEHUE BHYTPEHHIX
YNaKoBOYHbIX K0A0B [JonONHUTENBLHO MOryT
6bITb HaHeCeHbl CpeAcTBa MAEHTUMKaLWK
ANs MOHUTOPUHIa ABUMKEHUS NeKapCTBEHHbIX
npenapaTos OT NPOVU3BOAWUTENS A0
KOHeYHoro noTpebutens (HaHeceHue
BO3MOXHO C UCNOMb30BaHUEM CTUKepa).

5. Agpec (cTpaHa) aepxarens
perucTpaumnoHHoro yaocToBepeHns
¥ NPOU3BOAWNTENA NEKAPCTBEHHOrO
npenapara (BbINyCKaoLLWii
KOHTpOMb Ka4ecTsa)

6. llekapcTBeHHasa opma

7. loauposka

8. KonnyecTeo nekapcTeeHHoro
npenapara B ynakoBke

8. HaumeHoBaHuUs 1 coaepxanns
OeCTBYIOLUX BELLECTB

10. YenoBus xpaHeHus

11. NyTb BBEAGHUSA

12. Ycnosusa otnycka

13. MNpeaynpeauTensHble HagnUcu:
«Crocob npuMeHeHWs: CM. NACTOK-
BKNaAbIW», «XpaHuTb B
HEeJOoCTYNHOM ANA geTel MecTe»
14. Homep cepun

15. [lata npouasoacTea

16. laTta NCTEeYeHWsA CPOK rogHOCT
(B chopmare: rogeH ao...)

17. Wrpux-kog

18. HaHeceHbl BHYTpeHHue
ynaKkoBOYHbIE KOAbI,
[HononHutensHo HaHeceHb!
cpeacTea UaeHTUdVKaLMM ansa
MOHUTOPUHIa ABVKEHNS
nekapcTBeHHbIX NpenapaTos oT
NPOW3BOAUTENS A0 KOHEYHOTO
notpeburens (6ea ucnonbaosaHua
CTUKepa).

XpaHeHue
10 S
torage

Mpu Temneparype He Bbiwe 30°C.

Cpok rogHocTH
(MepuoanyHoCTL
11 | koHTpON=A)

Shelf life (Frequency
of control)

2 roga

2ropa (31.10.2027)

* - [Nokasartens «MHmOﬁHOHOI‘M‘-IECKaH HUCTOTa» He ABNAETCA PYTUHHBIM METOAOM aHanu3a u MOXeT OTCYTCTBOBaTL B

nacnoprte KomnaHnm.
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AHanuTUYecKUil NAcnopT Ha rOTOBYIO NPOAYKLUIO
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3. 3AKIIOYEHUE
CONCLUSION

NekapcTeeHHbIi npenapart Mansyc Met®, TabneTku NOKpPbITbIE NIEHOYHOM 060M04KoN, 50 tr+ 1000 mr N30,
Homep cepun PX00781125 cooTseTcTByeT TpeGoBaHUsM HopMaTMBHOI AokymeHTawnm 1T1-Ne(001986)-(Pr-
RU)-200524 Mansyc MeT®, TabneTku NoKpbITble NAeHOMHOR 06ono4Koii 50 mr + 500 Mr, 50 + 850-r, 50 + 100
mr Mogyne Mapkuposka J1M-Ne(001986)-(PIr-RU)-270723. .

Crapwwii  cneuvanucT  no —
YTBEPAMN | (o roonio kavecTsa Anexcees B.O. | o (. \PppNevanis
Approved by ‘ \ 2\ Kowrp
[omirocTs (Position) @O (Full name) R 'r i ata) ™
Version Description of change
(Bepcus) (OnucaHne WameHeHwiA)
1.0 HoBblii nacnopt
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