NOVARTIS

Form to SOP-8013721

Doc No. :

AHanuTUyecKMUil NACNOPT Ha FOTOBYIO NPOAYKLMIO

NuueHana Ha ocyliecTeneHne NPoOM3BOACTBA NekapcTBEHHbIX cpeacTs Ne00153-11C

Poccus, CaHkr-lMetep

FRM-8015490
Version : 6.0

000 "HoeapTuc Hepa"

Gypr,

[Oopora 8 KameHky, n.40, kopn. 3, nutepa A
Tenedon: +7 812 336 9891

novartis.neva@novarti

1S.com

KoHTponb kayecTea

Quality Control

Homep nacnopra:
Certificate number

4-980-1125

Bepcus:2.0

Version

1. OBLLUASI UHOOPMALMA
GENERAL INFORMATION

HaumeHoBaHue npoaykunm:
Product Name

Fansyc MeT® TabneTku, NOKpbITLIE NNEHOYHOM 0BONOYKON,

50 mr + 1000 mr Ne30

lpoBepeHo Ha COOTBETCTBME C:

Checked against

JIN-Ne(001986)-(Pr-RU)-200524 Taneyc Met®,

Tabnetkm no KpbITbiE

nneHouHol obonoukor 50 mr + 500 mr, 50 + 850 wmr, 50 + 1000 mr Mogyne
Mapxuposka J1M-Ne(001986)-(PI-RU)-270723
Creuncpukaums kauectsa Ha Mansyc MeT®, TabneTkn NOKPbLITLIE NNEHOYHON
obornoukon 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, sepcus: 17.0

BHYTpeHHUA kog

Homep cepun

HepacdacoBaHHOW npogykuuun: | 42027187 HepaccacoBaHHon npoaykumum| PW1454

Product Code Bulk Batch Number Bulk

BHyTpeHHUI KOA YNaKkoBaHHOM Homep cepum ynakosaHHom

NpPoayKUMM: 44068551 NPoAayKUUK: PW90531125

Product Code FDF Batch Number FDF

Hara npousBogcTBa:

Manufacturing Date 02.11.2025

. Paamep cepuu 3a BhIYETOM
g:&”;?ecep"“- 5961 yn. npo6: 5952 yn.
Batch size without samples
2. NONYYEHHbIE PE3YNLTAThHI
TEST RESULTS
Ne Mokasarens* MeTtog ucneitanuii / TpeGosaHue PesynbTar
Parameters Analytical method / Requirement Result

BuayanbHbii OeanbHble TabneTkn co
OBanbHble TabNeTKU CO CKOLLEHHLIMU CKOLUEHHBIMI  KpasiMK, NOKPLIThIE
KpasmMu, NOKpbITbiE NNEHOYHOR 060noYKon NNEHOYHOW  0BONOYKOW  TeMHo-

1 OnucaHue
Appearance

TEMHO-XENTOoro ¢ CepoBaTbIM OTTEHKOM
LeeTa. Ha oaHol cTopoHe TabneTku
mapkupoeka «NVR», Ha apyroii cTopoHe —
«FLO».

cTopoHe — «FLO»,

XEenToro € CepoBaTbiM OTTEHKOM
ueeta. Ha ogHoli cropoHe TabneTkn
mapkupoeka «NVR», Ha pgpyroi

BOXX
Bpems yaepxuBaHWA OCHOBHOrO NUKa Ha

auunsa
Td'qe".T."q’."K W XpomarorpaMmme UCnbITyemoro pacteopa 1
entification CooteetcTByeT
- —— AO0KHO COOTBETCTBOBATEL BPEMEHU
yAepXWBaHua nuka BUNZarnMnTuHa Ha
5 Xpomarorpamme cTaHAapTHOroO pacTeopa.
BIXX
Bpems yaepxuBaHWs 0CHOBHOro nuka Ha
- MeTdhopmuHa XpomMarorpaMme UCrbITyeMoro pacteopa 3
P P Cooteercrayer
ruapoxnopua AO0JPKHO COOTBETCTBOBATL BPEMEHM

yAEPXUBAHUA NMKa METCOPMUHA Ha
XpomartorpaMmMecTaH4apTHOro pacTeopa.
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AHanNUTU4eCKuii NacnopT Ha FOTORYIO NPOAYKLMIO

luueHsuns Ha ocywecTBieHne NPOU3BOACTBA NEKAPCTBEHHBIX cpeacTs Ne00153-11C

000 "HosapTuc Hepa"
Poccus, Cankr-lNetepbypr,
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KoHTponb kavecTea

Quality Control
Homep nacnopra: _0R0. Bepcua:2.0
Certificate number 4-960-1123 Version
Ne Mokazarenn* Metog ncnbiTanuii | Tpe6oBaHue PesynbTar
3 Parameters Analytical method / Requirement Result
B3XKX =
He meHee 80% (Q) oT 3asBneHHoro gﬁ&;}:ﬁ:::; :gog; ;g,q;bf:( af"”"
. cofepXaHus BungarnuntuHa Yepes 30 P yT.
3 | PactBopeHue MUHYT .
Dissolution He meHee 80% (Q) oT 3asBneHHOro ngagef¢?;r iﬁa::: t:HHc;c;;;nep;K?l:mzs
coAepxaHua meTthopMuHa ruapoxnopuaa P AR PR
30 MuHyT
yepes 30 MUHYT.
Boga MeTog K. duwepa o
4 Water He 6onee 1,0%. 0,2%
B3XX o/
202-01 (amug): He Gonee 0,5% e W
Npumecn 209-01 (LMKAMYECKNI A aMUANH): 207 X i
9 -01 — He oBHapyxeHa;
Related He Gonee 0,2% EaMMRUHES
zubstances- '32762,11 E}(guéxg;?nunepasuu)‘ HeWAEHTUULMPOBAHHAA MPUMECH
pumecu - . — He oBHapyxeHa,;
Bungarnuntuxa EAvHUYHON HenaeHTUgULMPOBaHHOR s
npumecu: He Gonee 0,2% g%n;ma BCEX npuUMeceli — MeHee
5 Cymma Bcex npumeceid: He Gonee 1,0% e
BIKX 1-LinaHoryaHuaux — mexee 0,01%;
1-LinaHoryaHuauH: He Gonee 0,02% EanHudHas
- Mpuvecu EpuiniHod HEUACHTU(ULMPOBAHHON | HewpeHTUdMLMPOBaHHas MpUMECH
MeTdhopmuna npumecu: He Gonee 0,1% — He oBHapyXXeHa:
ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% Cymma Bcex npumeceil — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — metee 0,1%
OgHopogHoCTh
[03UpoBaHHbLIX BungarnuntuH — BOXKX . "
6 | eAnHMY MeTdromuHa ruapoxnopug - MeTos Edb;%ac:ni::;“r? Agmgj .
Uniformity of Bapuauum macc AV =14 AP puA:
dosage AV <150 '
units
B3XX
0, 0,
Kammerrmaeme | ool b 0 M, o7
onpegenexHue ASp 99 5%
:ﬁg.:liy o™, BHyTpeHHUi npegen Ha Bbinyck (IRL): He ’
7 A mMeHee  97,9%  BMngarnMnNTMHa  OT
3asiBMEHHOro cogepXaHus
B3XX
-Merdopuara | 595 0% o 105.0%  merchopmuna | 100,4%
ruapoxnopuva
rMAPOXNOPUAA OT 3asBIEHHOMO COAEPKaHUSA.
8 YnakoBka Mo & TabneTok B 6nuctep MA/ANMBX u Hzli;?r?g?sgzg;:ﬁe%oﬁ
Packing anioMuHneBon honbri. conbru. Mo 5 6AMCTepoB BMECTE C
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AHanuTM4eCKmMit NacnopT Ha roTOBYH NPOAYKLMIO

NyueHana Ha ocyllecTBNEHWE NPOM3BOACTBA NEKapCTBEHHLIX cpeacTe Ne00153-NC

000 "HoeapTuc Hesa"
Poccun, Caunkr-NetepGypr,
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TenedoH: +7 812 336 9891
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Quality Control

Homep nacnopra: Bepcnsa:2.0

CerﬁﬁcaFt'e numberp 4-980-1125 Vergfon

Ne MNMokaszarens* MeTton ucneitanuii / TpeGoBaHue PeaynbTar

g Parameters Analytical method / Requirement Result

Mo 5 6nncTepos BMECTE C NMTUCTKOM- TNUCTKOM-BKMaAbILEM B KAPTOHHYIO
BKNaAbILeM B KAPTOHHYHO NaudKy. nauky. MpucyTCcTBYET KOHTPOMNb
HonyckaeTca Hanmuue KOHTPONs Nepeoro NepBoro BCKPbITUA.
BCKPBITUS.
MepBUYHas BHYTPEHHASA yNakoBKa MepBuYHaA BHYTPEHHNASN
Ha 6nuctepe ykasbiBaeTcs: . ynakoBka
1. ToproBoe HaumeHoBaHWe npenapara ¢ Ha 6nucTepe ykasaHo:
npenynpeavTensHon Mapkuposkoin ® 1. ToproBoe HaumeHoBaHue
2. MexayHapofHoe HenaTeHToBaHHoe npenaparTa ¢ npeaynpeauTensHoi
HanmeHoBaHwe (aybnupyetcs Ha Mapkuposkoil ®
aHIMUACKOM 53bIKe) 2. MexpyHapoaHoe
3. JloroTun gepxarens perucTpaumoHHOro HenaTeHToBaHHOE HaVMeHOBaHNe
YAOCTOBEPEHWUA (Ha aHrnMiCKOM A3blKe) (aybnupyeTcs Ha aHrNUACKOM
4. NekapcTBeHHas ¢opma A3bIKE)
5. [loaupoeka 3. NoroTun gepxarens
6. Homep cepum perucTpaunoHHOro yA0CTOBEpPEHNA
7. [lata ucteyeHuns cpoka rogHocTu (B (Ha aHrnuiickom A3blke)
dopmare: roaeH go...) 4. JlexapcTBeHHasn cdopma
8. Nata npoussoacrea 5. fosmpoeka
9. fonyckaeTcsi HAaHECEeHUE BHYTPEHHMX 6. Homep cepun
YNakoBOYHbIX KO4OB KoMnaHuw. B cnyvae 7. [lata ncteyeHus cpoka rogHocTH
npovssoAcTea Ha nnowaake OO0 (8 hopmare: rogeH go...)
«HosapTtuc Hesa» Ha 6nucTepe ykaseiBaioT | 8. [JaTa npovsBOACTBA HE yKasaHa
TOMbKO NepemMeHHble AaHHble 6e3 ykasaHus 8.BHyTpeHHWE ynakoBOYHbIe Kogbl
npedMKCoB HOMEpa Cepui 1 JaThl KOMMaHUW OTCYTCTBYIOT.

g | Mapkuposka OKOHYaHWSA CpOKa roAHOCTK. Ha 6nuctepe ans Homepa cepun u

Labelling [ata npousBoacTBa He yKasbiBaeTcs. [AaTbl OKOHYaHUS CPOKa rOAHOCTH

BropuyHana ynakoBka (KapTOHHas nayka)
Ha kapToHHO nayke ykasbiBaeTcs:

1. Toproeoe HaumMeHOBaHKe npenapara ¢
npeaynpeanTensHoOn MapKkMpoBkoin ®

2. MexayHapoaHoe HenaTeHToBaHHoe
HanMmeHoBaHue (aybnupyercs Ha
aHrnuiickom A3LIKe)

3. llorotvn pepxarens perucTpauuoHHoOro
YAOCTOBEPEHWUA (Ha aHrNMIACKOM A3bIke)

4. HaumeHoBaHWe gepxarens
perucTpaunoHHoro yAoCToBEPEHUA 1
npoussoANUTENS NEKapCTBEHHOTO Npenapara
(BbINyCKAOLUUIA KOHTPONL KaYecTea)

5. Agpec (cTpaHa) gepxartens
perucTpaLnoHHOro yAOCTOBEPEHUA U
MPON3BOAWUTENS NEKapCTBEHHOro Npenaparta
(BbINyCKalOLWWIA KOHTPONb KayecTea)

6. JlekapcTBeHHan hopma

7. Hosnposka

8. KonunyecTBo nekapcTeeHHOro npenapara B
ynaxkoske

yKa3aHbl TONbKO NepeMEHHbLIE
AaHHble 6e3 ykasaHus npetuKcos .
[lara npousBoAcTBa He yka3saHa.
BropuuHas ynakoBka (KapTOHHas
navka)

Ha kapToHHOI nauke ykasaHo:

1. ToproBoe HaumeHoBaHWe
npenaparta c npeaynpeanTenbHoi
MapKMpoBKoin ®

2. MexxgyHapoaHoe
HenaTeHTOBaHHOE HaUMEHOBaHue
(aybnupyeTca Ha aHrNUACKOM
A3bIKE)

3. Norotun gepxatens
perucTpauMoHHOro YA0CTOBEPEHUA
(Ha aHrnuiickom A3bike)

4. HanmeHoBaHwe gepxarens
perncTpaLmoHHOro yaoCTOBEpeHUs
1 NPOU3BOAUTENS NEKAPCTBEHHOIO
npenapara (BbinycKaoLWii
KOHTpPOMb Ka4yecTsa)
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Ne Mokazatens* MeTtop ucnbitanuii / TpeGoBaHue PesynbTar
- Parameters Analytical method / Requirement Result
9. HavumeHoBaHuAa 1 coagepxaHna 5. Agpec (cTpaHa) gepxarens
AeACTBYIOWUX BELLECTB perucTpaLmnoHHoro yaocToBepeHns
10. Ycnoswa xpaHeHus 1 NPOU3BOAUTENS NEKAPCTBEHHOro
11. MNyTb BBEAEHUA npenapara (BbinyCcKaoLuii
12. Yecnoeusi oTnycka KOHTPOSb Ka4yecTsa)
13. NpepynpeauTensHble Haanucu: «Cnocob | 6. flekapcTeerHas dopma
NPUMEHEHUA: CM. NUCTOK-BKNAAbILL», 7. DosnpoBka
«XpaHuTb B HEJOCTYNHOM ANnA AeTeil mecTe» | 8. KonW4ecTso NekapcTBeHHOro
14. Homep cepumn npenapara B ynakoBke
15. [lata npouasoacrtea 9. HaumeHoBaHua 1 copepkaHus
16. [lata ucreyeHwss Cpok rogHocTu (B OEACTBYIOLLUX BELECTB
dopmare: roaeH ao...) 10. Ycnoeus xpaHeHus
17. Wrpux-koa 11. NyTb BBEAEGHMSA
18. [lonyckaeTca HaHeceHne BHYTPEHHMX 12. Ycnosus oTnycka
YNaKkoBOYHbLIX KOA40B [ONONHUTENBHO MOTYT 13. NpeaynpeautenbHble Hagnucu:
6bITb HAHECEHBI CPeACTBA MAEHTUGMKALWMN «Cnocob npumeHeHWs): CM. NIUCTOK-
ANA MOHUTOPWHIa OBWKEHNA NEKapCTBEHHbIX | BKNafblW», «XpaHUTb B
npenapaToB OT NPOWM3BOAUTENSA A0 HefoCTYNHOM ANA AeTel MecTe»
KOHeyHoro notpebuTtens (HaHeceHne 14. Homep cepun
BO3MOXHO € MCNOMb3OBAHWEM CTUKEPA), 15. flata npouv3eoacTea
16. [lata cTeyeHms cpoK rogHOCTH
(B hopmare: rogeH go...)
17. Wrpux-kog
18. HaneceHbl BHYTpeHHUe
yNaKoBOUHbIE KOABI,
HononHWTensHo HaHeceHsl
cpeacTBa naeHTUdUkaumm ans
MOHUTOPWHIa SBUMKEHNS
neKkapcTBeHHbIX NpenapaToB oT
Npou3BoAMTENs A0 KOHEYHOro
notpeburensa (6e3 ucnonb3oeaHna
CTUKepa).
10 gg?:g?"e MNpv TemnepaTtype He Bbiwe 30°C.
Cpok rogHocTH
(MepuoanyHocTb
11 | koHTpons) 2 roga 2 ropa (31.10.2027)
Shelf life (Frequency
of control)

* - MNokasarens «MHKpOﬁHOﬂO[‘MHECK&H YMUCTOTa» He ABNAeTCA PYTUHHBIM METOLOM aHanuaa u MOXeT OTCYTCTBOBaTEL B

nacnopTte KoMnaHuu.
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AHanuTU4ecKuii NAacnopT Ha roTOBYIO NPOAYKLUIO

NuueHans Ha ocyuiecTBneHe NPOMSBOACTEA NEKAPCTBEHHbIX cpeacte Ne00153-11C 000 "HosapTtuc Hesa"
Poccua, Cankr-Netepbypr,
fopora B Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTpork kavecTtBa

Quality Control
Homep nacnopra: _080. Bepcun:2.0
Cerlificate number 4-980-1125 Version
3. 3AKNIOYEHUE
CONCLUSION

NekapcTeeHHbIi npenapat Maneyc Met®, TabneTku NOKpLITLIE NAEHOYHO oBonoukoi, 50 mr + 1000 mr Ne30,
Homep cepun PW90531125 cooteetcTyeT TpebosaHUaM HOpMaTHUBHOA AokymeHTauum A1-Na(001986)-(Pr-
RU)-200524 Maneyc MeT®, TabneTku nokpsIThie MNEHOYHOM 060104K0I 50 Mr + 5,061\«;511‘%’%0# 50 + 1600
mr Mogynb Mapkvposka /IM-Ne(001986)-(PT-RU)-270723. A A7

/e
LA neumanu no /3 /
Yreepgun I{COT:TF:)OI]:O xal-? ec1|:ts = By Anekcees B.0. o2 \.‘{f S A
Approved by | 2\ wovartis
DomwHocTe (Position) @O (Full name)} ‘\\ ;_,’\.-'.uﬁﬂm:‘ i 4 (Signature)
W %
NG
Version Description of change i
(Bepcus) (Onuncanne nameHeHmin) L
1.0 Hosblin nacnopT
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