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AHanUTUYeCKMit NACNOPT HA FOTOBYIO NPOAYKLMIO
NuueHana Ha ocyuiecTBNeHMe NPOUSBOACTBA NEKAPCTBEHHbIX cpeacts Ne00153-N1C 000 "HoeapTuc Hepa"

Pocecus, Cankr-TeTepBypr,
Hopora B Kamehky, 1.40, kopn. 3, nutepa A

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

KoHTponb kadecTea
Quality Control

Homep nacnopra;
Certificate number

745 Bepcusa:1.0
4-712-0725 Vensian

1. OBLUASI UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npoaykiuu;
Product Name

Fansyc MeT® TabneTku, MOKPLITbIE NNEHOYHOI 0BONOYKON,
50 mr + 1000 mr Ne30

lMpoBepeHo Ha COOTBETCTBUE C:

NN-Ne(001986)-(Pr-RU)-200524 TanmByc MeT®, TabneTku NOKpPbITbIE
nnexHoyHoi o6onoykoii 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
Mapkupoeka J1M-Ne(001986)-(Pr-RU)-270723

Checked against 2
Cneundmkauus kadecTsa Ha Mansyc Met®, TabneTku MOKPbITHIE NNEHOYHOR
oBonoukoii 50 mr + 1000 mr Ne 30 SPEC FDF 00080126, Bepcusa: 17.0

BuyTpeHHu# kog Homep cepum

HepacthacoBaHHOW npoaykuun: | 42027187 HepaccacoBaHHOM npoayKuun PS4577

Product Code Bulk Batch Number Bulk

BHYTpeHHU# Kog ynakoBaHHOM Howmep cepuu ynakosaHHOM

npoayKumun: 44068551 npoaykumun: PS65540725

Product Code FDF Batch Number FDF

arta npousBoACTBa:
ﬂanufactﬂrfng Date 31.07.2025

; Pasmep cepum 3a BbiueTOM
Fastan cepun: 5964 yn. npo6: 5 955 yn.
: Batch size without samples

2. NONYYEHHbIE PE3YJILTAThI

TEST RESULTS
No lMokazarens* Metog ucnbitanui / TpeGoranue Pesynurar
= Parameters Analytical method / Requirement Result
BuayansHbiia OsanbHble TabneTtkn co
OBsanbHble TAGNETKN €O CKOLLIEHHBIMMA CKOLIEHHLIMW  KpasiMK, MOKpbITLIe
o Kpasmw, NoKpbITbie NieHoYHon o6onoYykol nneHoyHoW oBonoykol  TemHo-
1 Ap"";ca?a":;z TEMHO-XXENTOro € CepoBaThiM OTTEHKOM KENToro ¢ cepoBaTbiM OTTEHKOM
P useTta. Ha ogHol cTopoHe TabneTku useTa. Ha ogHol cTopoHe TabneTku
mapkupoeka «NVR», Ha gpyroii cTopoHe — mapkuposka «NVR», Ha gpyron
«FLO». cTopoHe — «FLO».
B3XX
Bpewms yaepXuBaHus 0CHOBHOIO nuka Ha
Egﬁ;;:;gﬁau“ﬂ Xpomarorpamme 1ucnsiTyemoro pacteopa 1 Coorsercrayer
- —— AOMKHO COOTBETCTBOBATL BPEMEHM
yAepXuBaHWA nNnka suNaarnunTuHa Ha
2 XpomarorpaMme CTaHAapTHOro pacTeopa.
B3XX
Bpems yaepxuBaHvs 0CHOBHOTO NWKa Ha
- MeTdpopmuHa Xpomarorpamme UcnbiTyemoro pactsopa 3
rm.qpo(fn(?pm ,qgnxmo ggmaemmoagrb BpeMpeHH ‘ Coorsercrayer
yAepXXuBaHus nuka meTopmMuHa Ha
XpomarorpamMmMecTaHAapTHOro pacTeopa.
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KoHTpornb kavyectsa

Quality Control
Homep nacnopra: 749, Bepcus:1.0
. Certificate number 4-712-0725 Version
Ne Mokasarenn* MeTopn ucnbitanmii / TpeGosavue Pesynbrar
& Parameters Analytical method / Requirement Result
B3OXX &
He meree 80% (Q) o 3asBnexHoro gfuf' :;;ﬁ:f:ae::og gg'crfﬁﬁf*"ﬂ
’ CoAepxaHus BunaarnunTHa Yepes 30 A P A
3 | PacTtBopenue MUHYT o
Dissolution He meree 80% (Q) ot saseneHHoro 3 e:"(b? ;auﬂHB;f:Hoginc;Afp:(‘?;M:a
cofepxaHus MeTgopmuHa rugpoxnopuaa P Ap PhAG e
30 MuHyT
yepes 30 MUHYT.
Bopa Metop K. duwepa 5
4 Water He Gonee 1,0%. Ak
B3XX o
202-01 (amua): He Gonee 0,5% ggg'g: - r:;%i a? 1 laéH -
MNpumecu 209-01 (LmKmMHecKnit aMmuauH); Py !
2 207-01 — He obHapyxeHa;
Related He 6onee 0,2% EAnHWuHas
ﬁ;ﬁiﬁﬁ? o 5g7gg;e{2 I?JKSOT/SH"M—mp&nm‘)‘ HeUAeHTU(ULMPOBaHHas npuMech
P = — He oBHapyxeHa;
Bungarnuntuxa EAvHnYHOI HempeHTUdULMpoBaHHOM g
npumecy: He Bonee 0,2% g);nt;ma BCEX MpuUmecei — meHee
5 Cymma Bcex npumeceit: He Gonee 1,0% i
BOXKX 1-LvaroryaHugun — mexee 0,01%:
1-L|,M3HOFy?HM,ElHHZ He Bonee 0,02% _ | Eavrvunas
5 np“Mec“ EAHHN"‘IHDM Hen::I,EHTHCbMmeOBaHHOM HEH,QEHTM(bMHHDOBaHHaH npumech
MeTdopmmHa npumecu: He Gonee 0,1% . — He oBHapyxeHa;
ruapoxnopuaa CyMMa BCeX npumeceli: He Bonee 0,6% Cymma BCEX npuMeceil — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meree 0,1%
OnHopogHocTL
O03UPOBaHHBLIX Bungarnuntux — B3XKX . o
g | eAnHny MeTcpomuHa ruppoxnopus - metog '\Bﬁgﬂgﬂ-ﬂ::;”; A\;xng’:: .
Uniformity of Bapuaumm macc AV =12 ap puA:
dosage AV =150 :
units
BIXX
Ot 95,0% po 105,0% sungarnuntvHa oT
Eﬁ::;:;:?;"oe 3aABNEHHOro coaepXaHus
98,9%
:ﬁgﬁiy —— BHyTpeHHui npepen Ha BbInyck (IRL): He
7 A meHee  97,9%  BunparnunTuHa  oT
3anaBNeHHOro coaepXaHua
B3»KX
;“Me;fﬁg”'“”“a Or 950% g0 1050% weTcbopmura | 100.6%
Ap PUA TMApOXopuaa OT 3aABIIEHHOTO COAEPXKaHMNS.
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Quality Control

Homep nacnopra: Bepcua:1.0
Cerﬁﬁcaprs numberp 4-712-0725 Vergfon
Ne Mokasarens* Meton ucnbitanuii / TpeGosaHue PesynbTart
o Parameters Analytical method / Requirement Result
Eep. @., ®. CWA, An. ®. unn
®EASC 2.1.6.6,2.1.6.7
Mukpo6uonoruye | Kateropus 3A:
g | ckas uncrora Obuwee yncno azpobHbIX MUKPOOPraHN3MOB
Microbiological —He 6Gonee 10°KOEB 1 T; MeHee 50 KOEB 11;
purity Obwee Yncno ApPONOKEBLIX U NNECHEBbIX
rpu6os — He Gonee 102 KOE B 1 1; Meree 10 KOEB 1T,
OtcyTtcteue Escherichia colig 1. Orcyrcreue B 1r.
Mo 6 TabneTok B Gnvctep MA/AR/MBX u MNo 6 TabneTok B BnncTep
anoMVHNeBoi donbru. MA/An/MBX v anioMUHWEBO
9 YnaxkoBka Mo 5 6nucTepos BMECTe € NACTKOM- ¢onbru. Mo 5 Gnuctepos BMecTe ¢
Packing BKNagbIllemMm B KAPTOHHYIO Nayky. NNCTKOM-BKNaAbILLEM B KAPTOHHYIO
[onyckaeTtca Hanuyve KOHTPONSA NEpPBOro nauky. MpucyTCTBYET KOHTPOMNb
BCKPBITUSA. NepBoro BCKPbITUS.
MNepBH4Has BHYTPeHHAs ynakoBKa MepBuyHan BHYTpeHHsA
Ha 6nuctepe ykasbiBaercs: yrnakoBka
1. ToproeBoe HaumeHoBaHKe npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTenbHON MapKkupoBkoi ® 1. Toproeoe HaumeHoBaHWe
2. MexgyHapoaHoe HenaTeHToBaHHoe npenapara c npeaynpeguTensHow
HaumeHoBaHue (aybnupyetcs Ha MapKupoBkoin ®
aHrNUNCKOM A3bIKE) 2. MexpyHapogHoe
3. Ilorotvn gepxartens perucTpauroHHOro HenaTeHToBaHHOe HauMeHoBaHue
YAOCTOBEPEHUSs (Ha aHrMUIACKOM A3bike) (py6GnupyeTcs Ha aHrMincKom
4. ekapcTBeHHas hopma A3blKe)
5. loavpoeka 3. NNoroTtun gepxarens
6. Homep cepum pernucTpaLmoHHoro yaocToBepeHus
7. QaTa ncteveHus cpoka rogHocTH (B (Ha aHrnuiAckom s3bike)
copmare: roaeH fo...) 4. lekapcTBeHHan dopma
8. [lata nponssoacTea 5. [loanpoeka
9. flonyckaeTca HaHeCeHUe BHYTPEHHMX 6. Homep cepum
10 MapkupoBka yNakoBOYHbIX KO4OB KOoMMaHuw. B cnyyae 7. [laTa ucteyeHUs cpoka rogHocTw
Labelling npomnssogctea Ha nnowagke Q00 (B hopmarte: rogeH go...)

«HoeapTtuc Hesa» Ha 6nncTepe ykasbisatoT
TONbKO NepemeHHble faHHble 6e3 ykazaHuA
npecuKcos HOMepa cepumn 1 AaTbl
OKOHYaHWSA CpOKa roAHOCTU.

[ata npon3BoAcTBa He YKa3kiBaeTco.
BropuyHas ynakoBka (KapToHHasA nayka)
Ha kapToHHOI nauke ykasbiBaeTcs:

1. ToproBoe HaumeHoBaHMWe npenapara ¢
npeaynpeauTensHon MapkupoBkoi ®

2. MexayHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHue (aybnupyeTtca Ha
aHrnuMRCKoM A3bIKe)

3. JloroTun gepartens perncTpaunMoHHOro
YAOCTOBEPEHUS (Ha aHrMUIACKOM A3bIke)

4. HaumeHoBaHue gepxatens
PerncTpaumoHHoro yaA0CToOBEPEHNA U

8. laTa npoussoacTBa He ykazaHa
9.BHyTpeHHWe ynakoBoYHbIe Kogbl
KOMMNaHWN OTCYTCTBYIOT.

Ha 6nucrepe anst Homepa cepun u
AaTbl OKOHYaHWA cpoKa roAHOCTH
yKasaHbl TONbKO NepeMeEHHbIe
AaHHble 6e3 ykasaHua npednkcos .
[aTta nponseoacTea He ykasaHa,
BropuuHas ynakoBka (KapTOHHas
naukay)

Ha kapToHHOW navke ykasaHo:

1. Toprosoe HaumeHoBaHue
npenapara ¢ npeaynpeanTenbHOMI
MapKkuposkoi ®

2. MexgayHapogHoe
HenaTeHToBaHHOEe HaMeHoBaHue
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Ne Mokazatens* Metoa ucneitaHuia / TpeGoBarue Pesynbrar
= Parameters Analytical method / Requirement Result
Npou3BOAUTENS NEKapCTBEHHOro npenapaTa | (aybnupyeTcsa Ha aHrMUncKom
p P yonumpy

(BbINYCKAIOLWUA KOHTPOIb KavecTsa)

5. Agpec (cTpaHa) aepxarens
perncTpaLuoHHoro yA0CToBepeHns 1
NPOW3BOAUTENA NEeKapCTBEHHOro Npenapara
(BLINYCKAMOLWWIA KOHTPOSMb KavecTsa)

6. llekapcTBeHHan chopma

7. Josuposka

8. Konnuecteo nekapcTBeHHOro npenaparta B
ynakoeke

9. HaumeHoBaHuWA 1 copepxaHus
AeRCTBYOWMX BELLECTB

10. Ycnosus xpaHeHust

11. MyTe BBEAESHMA

12. Yenoeus oTnycka

13. MNpeagynpegutensHble Hagnucu: «Cnocob
NPUMEHEHWS: CM. NMACTOK-BKNAAbILL»,
«XpaHuTb B HEAOCTYNHOM ANS AeTeil MecTe»
14. Homep cepun

15. lata nponsBoacTBa

16. [lata ucteueHunsa cpok roqHocTu (B
chopmare: rogeH go...)

17. WTpux-koa

18. [lonyckaeTcs HaHeceHUe BHYTPEHHMX
YNaKoBoYHbIX KOAOB [JONONHUTENBHO MOTYT
6bITb HAHeCeHbI cpeacTBa NaeHTUdUKALIMN
ANA MOHUTOPUHIa ABUWKEHWUSA NEeKapCTBEHHbIX
npenapaToB OT NPOWU3BOAWNTENS 40
KoHeyHoro notpeburtens (HaHeceHne
BO3MOXHO C MCMONb30BaHWEM CTUKepa).

A3bike)

3. lloroTtun aepxarens
PerucTpaLnoHHoro yao0CcToBepeHns
(Ha aHrnuiickom A3blke)

4. HaumeHoBaHuWe aepxarens
perucTpaLoHHoro yaocToBepeHns
1 NPOU3BOAUTENR NEKAPCTBEHHOIO
npenapara (BbinycKaLLui
KOHTpOrb Ka4ecTBa)

5. Afopec (cTpaHa) AepxaTens
perncTpaumnoHHOro ya0CTOBEPEHNA
1 NPOU3BOANTENA NEeKapCTBEHHOro
npenapara (BbinycKatoLmi
KOHTpPOIb KadecTea)

6. llekapcTeeHHas cdopma

7. JosvpoBka

8. KonnyecTso nekapcTeeHHoro
npenapara B ynakoske

9. HanmeHoBaHUSA 1 cogepKaHmns
OeiCTBYIOLLMX BELLECTB

10. YcnoBus xpaHeHus

11. MNyTb BBEAEHUA

12. Ycnoeus oTnycka

13. MNpenynpeavTenbHble Hagnucu:
«Cnocob npuMeHeHWs; CM. NACTOK-
BKNaAbILL», «XpaHUTb B
HEeAOoCTYINHOM ANA AeTel MecTe»
14. Homep cepun

15. [lata npounsBoacTea

16. [JaTa ucreyeHusa Cpok rogHocTy
(e dbopmarte: rogeH Jo...)

17. Wrpux-kog

18. HaHeceHbl BHyTpeHHMe
yNakoBOYHbIE KOABI.
[ononHWTensHo HaHeceHs.I
cpeacTea waeHTudvKaumm ans
MOHWUTOPWHIa ABUMXEHUS
neKkapcTBeHHbIX NpenapaToe oT
NPOW3BOAMTENA A0 KOHEYHOrO
norpebutens (6e3 ucnons3oeanus
CTUKepa).

11 XpaHeHue
Storage

lNpwv Temnepatype He Beiwe 30°C.

CpokK rogHoCTH
12 | (Mepuogu4HOCTL
KOHTpOIS)

2 roga

2 rona (30.06.2027)
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Homep nacnopra: 719, Bepcus:1.0
Certificate number 4-712-0725 Version
Ne MNMokasarenk* MeTtoa ucnbitaHuii / TpeGoBaHue Pesynbrar
Parameters Analytical method / Requirement Resuit
Shelf life (Frequency
of control)

* - MNokasaTensb «MﬂKDOﬁMOﬂOI‘HHECKaﬂ YWCTOTa» He ABNAETCA PYTUHHBIM METOAOM aHanusa u MoXeT OTCYTCTBOBATHL B
nacnopTe KomnaHwn,

3. 3AKNIOYEHUE
CONCLUSION

NekapcTeHHbIi npenapat Maneyc MeT®, TaGreTku NOKPbITbIE NAEHOYHOR 060N0YKOM, 50 Mr£.1000 mr Ne30,
Homep cepumn PS65540725 cooTBeTcTBYeT TPeBOBaHUAM HOPMATUBHOW ,qoxyme)ﬁau_um--ﬂh-m(oo?ﬁss)-( Pr-
RU)-200524 "ansyc MeT®, TabneTki nokpbiTbie NeHOYHOIM 060m04Koil 50 Mi/# 500 mr, 50 + 850 mMry50 + 1 %
mr Mogyns Mapkuposka J1M-Ne(001986)-(PI-RU)-270723. N/ - :

£
CrapwuiA  cneymanuct  no S |
Yreepaun Anekcees 5.0. na b3 o Navartis
s ool KOHTPONIO KayecTea 28 ’\f :
HonmxHocTte (Position) @UO (Full name) Hara {Uale)
Version Description of change )
(Bepcus) (Onucanve nameHeHwiA)
1.0 Hosbilh nacnopt
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