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AHanuTU4YeCcKui NacnopT Ha roTOBYHO NPOAYKLMIO

TivieH3ns Ha ocylecTBreHMe NPOM3BOACTBA NeKapcTBeHHLIX cpeacts Ne00153-1C 000 "HosapTuc Hesa"
Poccus, Cankr-Metepbypr,
DHopora B Kamerky, 4.40, kopn. 3, nutepa A

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

KoHTponb kavectBa
Quality Control
Howmep nacnopra: 984 Bepcus:1.0
Certificate number 4-984-1125 Version
1. OBWAA UHOOPMALIUA

~ GENERAL INFORMATION

HaumenoBaHue npogykumn: FanByc Met® TabneTku, NOKpbITble NAEHOYHOW 0BOMOYKON,

Product Name 50 mr + 1000 mr Ne30

NN-Ne(001986)-(Pr-RU)-200524 Tansyc MeTt®, Tabnetku noKpbITble
.| nneHouHoii o6onoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
gf"“l’e"," Ha COOTBETCTBUE C: | \apkyposka JTM-Ne(001986)-(Pr-RU)-270723
ecked against =
Cneundukaums kayecTsa Ha anByc MeT®, TabneTku NOKpLITLIE NNEHOYHOIA
o6onoukoin 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcus: 17.0

BHYTpeHHMI kog, Homep cepumn
HepacdhacoBaHHOM Npoaykuuu: | 42027187 HepaccacoBaHHOI npoaykuun PW6463
Product Code Bulk Batch Number Bulk
BHYTpeHHWI Kog ynakoBaHHOM Homep cepuu ynakoBaHHoiA
NpoayKLMNn: 44068551 npoayKumu: PX00751125
Product Code FDF Batch Number FDF
Jara npouzBoacTea:
Manufacturing Date 12.11.2025
- Pasmep cepum 3a BbiyeToM
£ 0eep capun; 5998 yn. Npo6: 2 5 960 yn.
alch Size ; .
Batch size without samples

2. NONYYEHHBLIE PE3YNbTAThI

TEST RESULTS
Ne Mokaszarens* Meton ucnuitanui / TpeGosanne PesynbTar
Parameters Analytical method / Requirement Result
BuayansHsbiii OBanbHble TabneTtkn co
OsanbHble TabneTk CO CKOLLEHHbIMM CKOLWEHHBIMW  KpasiMi, NOKpbIThIe
o Kpasmu, NOKPLITbIE NNEHOYHON 060M0oYKON nneHo4YHol obBonoykol  TeMHO-
1 A "';g?;:;‘; TEMHO-)XENTOro ¢ CepoBaThiM OTTEHKOM )KENTOro C CepoBaThiM OTTEHKOM
PP useta. Ha ogHom cTopoHe TabneTtkn useTa. Ha ogHoit cTopoHe TabneTku
mapkupoeka «NVR», Ha apyroi ctopoHe — mapkupoeka «NVR», Ha Agpyron
«FLO». cTopoHe — «FLO».
B3IXKX
Bpems yaepxvBaHua OCHOBHOrO NvKa Ha
EneﬂTnquauua Xpomarorpamme 1cnbiTyemoro pacteopa 1
entification CootBercTByeT
- BHATAF M AOIKHO COOTBETCTBOBATHL BPEMEHHM
yAepXuUBaHWA NUKa BANAArNUNTAHA Ha
2 Xpomarorpamme CTaHAapTHOro pacTeopa.
B3XKX
Bpems yaepxuBaHms OCHOBHOrO NKKa Ha
- MeTdopmuHa XpomarorpammMe UCnbITYyeMoro pacrteopa 3 Coorsetcrayer
rmapoxnopua AOIKHO COOTBETCTBOBATL BPEMEHM
yAepKuBaHus nuka MeTchopMmuHa Ha
XpOMaTorpamMmMecTaHaapTHOro pacTeopa.
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Ne Mokasarens* MeTon ucnbitanuii / TpeGoBaHue PesynbTar
Parameters Analytical method / Requirement Result
BIKX e N B > o
He mexee 80% (Q) oT 3asBneHHoro gaj:;;;l:r?f::ae::og; ggprﬁf:‘xal:mﬂ
5 coaepxaHus sungarnunTuHa yepes 30 P yT.
3 acTBOpeHUe MUHYT
i ? 99% OT 3aRBNEHHOT0 COAEPKaHUA
Dissolution He meHee 80% (Q) ot 3asBneHHoro MET':DDOPMMHa rm,qpoxno;;qm;a aifion
coAepaHus meTdopMuHa ruapoxnopuaa 30 it
yepes 30 MUHYT. y
Bopga MeTop K. ®uwepa o
4 Water He bonee 1,001(). 0'2 %
B3XX i
202-01 (amug): He Gonee 0,5% e e
MNpumecu 209-01 (UMKNMYECKUI aMUAUH): Py !
. 207-01 — He oBHapyxeHa;
Relatecl He Bonee 0,2 %o Eﬂ“HMqHaﬂ
substances- 20?‘501 (.qbaxgl;onunepaauu): HEWAEHTUMUUMPOBAHHAA NPUMECh
npumec“ He bonee U,2% e ot )
- 3 - pyxeHa;
BungarnunTuHa EAVvHNYHOI HenaeHTUULMPOBAHHOIA o
npumecy: He Gonee 0.2% OCy;nglﬁma BCEX MNpuUMeceii — MeHee
5 Cymma Bcex npumeceii: He Gonee 1,0% :
BIXX 1-LinanoryanuauH — meree 0,01%;
1-UuaHoryasuauH: He 6onee 0,02% EanHuyHas
- Mpumecu EHMHW—IH?H He“fl?HTHCD“LIHPOBaHHOH HeuAeHTU(MUMPOBaHHasA NpUMech
MeTdbopmua npumecu: He Gonee 0,1% . — He oBHapyxeHa;
ruapoxnopuaa Cywmma Bcex npumeceir: He Gonee 0,6% Cymzna BCEX npumeceit — mMeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — menee 0,1%
OpHopogHOCTBL
AO03UPOBaHHbLIX Bunaarnuntun — B3XX . -
g | eAnHMY MeTchomuHa rugpoxnopug - metogq “Bﬂb;r;,?paor;::;m; A\;m;'&; i
Uniformity of Bapuaumu macc AV =08 AP PUA:
dosage AV =150 ’
units
B3XX
Or 95,0% pc 105,0% swungarnunTUHa OT
KonuuectBeHHOe ’ :
onpanenelke 3asBnNeHHOro coepXaHus —
Assay . S
g e —— BHyTpeHHuit npegen Ha Beinyck (IRL): He
7 A MeHee  97,9%  BunAarnMNTMHa  OT
3anABMIEHHOro coaepXaHus
B3»X
“MeTROPMMKE | o7 95,0% a0 105,0%  merchopmuna | 100,8%
Ap Pva rMAPOXNOPUAA OT 3aSBNEHHOTO COAEPXKaHUS,
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Parameters Analytical method / Requirement Result
EBp. @, ©. CUWA, An. . vnu
PEASC 2.1.6.6,2.1.6.7
Mukpo6uonoruye | Kareropus 3A:
g | ckas uucrora OBLiee uncno aspobHbIX MUKPOOPraHW3MOB _
Microbiological - He Gonee 10° KOE B 1 1; MeHee 50 KOE B 1T;
purity Ob6Lwee 4Kucno APOXOKEBBIX U NMECHEBbIX
rpu6os — He Gonee 102 KOE B 1T Meree 10 KOE B 1T,
OtcytcTeue Escherichia colis 1 r. OrcyTctene B 1.
Mo 6 Tabnetok B Gnuctep MA/ANTIBX n MNo 6 TabneTok B GNucTep
antoMUHNEBOl onbru. MNA/ANMBX v anioMUHUeBOR
9 YnakoBka Mo 5 6nucTepos BMeCTe C NIUCTKOM- doneru. Mo 5 Gnuctepos BmecTe ¢
Packing BKNagbilLlem B KapTOHHYIO nadky. NNCTKOM-BKNaAbILLEM B KaPTOHHYIO
[onyckaeTca Hannyne KOHTPONS NEPBOro nadyky. MpuUcyTCTBYET KOHTPONb
BCKPbITKS. nepBoro BCKPbITUA.
MNepBUYHaA BHYTPeHHAN ynaKoBKa MNepBuUYHan BHYTPEHHAS
Ha 6nucrepe ykasblBaeTcs: ynakoeka
1. Toproeoe HaumeHoBaHWe nNpenaparta ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTenbHOW MapkupoBkoi ® 1. Toprosoe HaumeHoBaHWe
2. MexxgyHapogHoe HenaTeHTOBaHHOE npenapara c npegynpeavTensHoi
HaumeHoBaHwe (QybnupyeTca Ha MapKuposkoi ®
aHIMUACKOM A3bIKE) 2. MexayHapogHoe
3. lloroTvin pepxatens perucTpaunoHHoro HernaTeHToBaHHOe HaVMEHOBaHNe
YAOCTOBEPEHMNA (Ha aHrNMACKOM A3blke) (ny6nupyeTcs Ha aHrnuiAcKom
4. NlekapcTBeHHas copma A3blKe)
5. foanpoBka 3. INNorotun pepxarens
6. Homep cepuun pPEerucTpaumnoHHoro yaAoCTOBEPEHUA
7. [laTa ucteyeHus cpoka rogHocTH (B (Ha aHrnmiickom n3bike)
cdopmarte: roaeH ao...) 4. IlekapcTBeHHasn opma
8. llata nponseoacTea 5. [osupoeka
9. [onyckaeTca HaHeCeHWe BHYTPEHHMX 6. Homep cepuu
10 | Mapkuposka yNakoBOYHLIX KOA0B kKomnaHuu. B cnyyae 7. [aTa ucteueHus cpoka rogqHocTy
Labelling nponssoAcTea Ha nnowagke OO0 (B dhopmare: rogeH go...)
«HoeapTtuc Heea» Ha 6nucTepe ykasbiBaloT 8. laTta npou3BoACTBa He yKa3aHa
TONbKO NepemMeHHbIe AaHHble 6e3 ykasaHus 9.BHYTpeHH1e ynakoBouHble koAbl
npeduKcoB HoMepa cepun 1 A4aThbl KOMMNaHWK1 OTCYTCTBYIOT.
OKOHYaHWSA CpOKa rogHoCTH, Ha 6nucrepe ans Homepa cepum n
[HaTa nponseoAcTBa He yKa3bIBaETCs, AaTbl OKOHYaHWR CPOKa rOAHOCTM
BropuyHan ynakoBka (KapTOHHaA navka) yKasaHbl TONbKO NepeMeHHbIe
Ha kapToHHOI nayke ykasbiBaeTcs: AaHHble 6e3 ykasaHus npedukcos
1. Toprosoe HauMeHOBaHWe npenapara ¢ Hata npoussoacTea He ykasaHa.
npeaynpeauTenbHoi Mapknposkoi ® BropuyHas ynakoBKka (KapToHHas
2. MexxpyHapoaHoe HenaTeHToBaHHoe navka)
HaumeHoBaHwe (nybnupyetca Ha Ha kapToHHOI nayke ykasaHo:
aHrMUWIACKOM S3bIKE) 1. Toprosoe HaumeHoBaHue
3. Jlorotun gepxarena perucTpauuoHHoro npenapara ¢ npeaynpeavwTensHoii
yAOCTOBEpPEHUA (Ha aHrMMIACKOM 53blKe) MapK1poBKoin ®
4. HaumeHoBaHMe gepxartens 2. MexayHapopgHoe
perncTpauuoHHOro yA0CTOBEPEHUS U HenaTeHToBaHHOE HauMeHOBaHue
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MPON3BOANTENA NeKapcTBeHHOro Npenapata | (AyGnupyeTcs Ha anrnWACKOM
(BbiNyCKaOLLMIA KOHTPOMb KauecTsa) A3bIKE)
5. Anpec (cTpaHa) gepxarens 3. llorotun gepxatens
perMcTpaunoHHOro yA0CTOBEPEHNS U PerncTpalMoHHOro YA0CTOBEPEHNs
NPOU3BOAMTENS NEKAPCTBEHHOMO Npenapata | (Ha aHrMUIACKOM si3bike)
(BbIMYCKAOLLMIA KOHTPONb KayecTsa) 4. HaumeHoBaHue gepxatens
6. llexapcTBeHHas dopma PEerucTpaunoHHOro YA0CTOBEPEHNS
7. [loaupoeka 1 NPOM3BOAUTENA NEKAPCTBEHHOMo
8. KonnyecTso nekapcTBeHHoro npenapata B npenapara (BbiNycKaroLuin
ynaKkoske KOHTpONb KayecTsa)
9. HaumeHoBaHus n cogepcanHus 5. Aapec (cTpaHa) gepxarens
AelCTBYIOLWMX BELLECTB PerncTpaurnoHHoro yAoCToBEpeHus
10. YenoBus xpaHeHus W NPON3BOAUTENS NEKAPCTBEHHOTO
11. MyTb BBEAEGHWSA npenapaTa (BbinycKarLLWiA
12. Ycnosus otnycka KOHTpONb KayecTea)
13. MNpegynpeantensHsie Hagnuck: «Cnocob | 6. TlekapcTBeHHan dopma
NPUMEHEHWUSA: CM. NUCTOK-BKNabILL», 7. Nosuposka
«XpaHUTb B HEAOCTYNHOM ANA AeTei MecTe» | 8. KonvyecTeo neKapcTBeHHOro
14. Homep cepum npenapara B ynakoBKke
15. [lata npousBoacTBa 9. HaumeHoBaHwus 1 cogepxaHus
16. laTa ncTeyeHms cpok rogqHoCTU (8 OeliCTBYIOLMX BELLECTB
¢dopmare: roaeH fo...) 10. Ycnosus xpaHeHws
17. WTpux-kog 11. MyTb BBEAEHMA
18. [lonyckaeTcs HaHeceHne BHYTPeHHMX 12. Ycnosus otnycka
yNakoBOYHbIX KOAOB [loNONHUTENBLHO MOryT 13. MNpepynpeauTenbHble Hagnucu:
GbiTh HAHECEHbI CPeACTBa NaeHTUDMUKaLM «Cnocob NpuMeHeHNUs: cM. NIUCTOK-
ANA MOHWTOPWHTa ABWKEHUA NEKaPCTBEHHbIX | BKNaAbilly, « XpaHWUTb B
npenapaTos OT Npou3BOAWUTENS A0 HEJ0CTYNHOM ANs AeTell mecTe»
koHeuHoro noTpebutens (HaHeceHue 14. Homep cepun
BO3MOXHO C MCMOb30BaHUEM CTUKepa). 15. lata npoussoacTea
16. lata ncteueHns cpok rogHoCTH
(B chopmare: rogeH go...)
17. Wrpux-kopg,
18. HaHeceHbl BHYTpeHHWe
ynakoBoYHbIe KOAbI.
[fononHutensHo HaHeceHsI
cpepcTea uaeHTudnkaumm ans
MOHUTOPUWHTa SBUXKEHUA
NeKapcTBeHHbIX NpenapaTos oT
NPOW3BOAUTENS [0 KOHEYHOro
notpeburens (6e3 ucnonbaoeanHus
CTUKepa).
11 gm?"e Mpu Temnepatype He Bhiwe 30°C.
Cpok rogHocTH
12 | (MepnoguuHocTs | 2 roga 2 ropa (31.10.2027)
KOHTpons)
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AHanUTUYeCKNiA NAacNopPT Ha rOTOBYIO NPOAYKLIVIO

lNuuensus Ha ocylwecTeneHue npoussoacTBa nekapcTeeHHbIx cpeacts Ne00153-NC 00O "HoeapTuc Hesa"
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Ne Mokazarenk* Meton ucneitanuii / TpeGosanue Pesynbrar
Parameters Analytical method / Requirement Result
Shelf life (Frequency -
of control)

* - MNokasarens «MwukpoBuonoruyeckas yncTotay He ABMNAETCA PYTUHHBIM METOAOM aHannaa u MOXeT OTCYTCTBOBATL B
nacnopTe KoMnaHuK.

3. 3AKITHOYEHUE
CONCLUSION

NekapcTteeHHbIi npenapat Mansyc MeT®, TabneTku NoKkpLITbIE NAEHOYHO o6onoukoit, 50 mr + 1000 mr Ne30,
Howmep cepun PX00751125 cooTBeTcTByeT TpeboBaHuUsM HOPMaTMBHOIA AokymenTavmu ATT-Ne(001986)-(Pr-
RU)-200524 Maneyc MeT®, TabneTki NOKpbITbiE NAEHOUHOM 060M0YKON 50 Mr f,zﬁﬁﬂ__lfatf{-é‘;%}"-i“a;{iqw\. 50 + 1000

mr Moayne Mapkuposka J1M-Ne(001986)-(PI-RU)-270723. = s Z

Crapwmwit  cneuwanuct o 5 N _ \ =\
pa Anekcees B.0. b B o L idsan | 2
YTBepAMN | 0 rooni0 kauecTsa ov. sfpas—t—== |2l
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