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1. OBLAS UHOOPMALIUSA
GENERAL INFORMATION

HaumeHoBaHue npoaykuuu;
Product Name

Fansyc® Tabnetku 50 mr Ne 28

lpoBepeHO Ha COOTEBETCTBUE C:
Checked against

NCP-008119/08-290719 'anByc Tabnetkv 50 mr
HameHeHne Ne 1 ot 22.11.2019
MameneHune Ne 2 ot 19.03.2020
MameneHmne Ne 3 o1 09.12.2020
MameHeHwne Ne 4 o1 24.06.2021
HNameHeHnne Ne 5 ot 02,09.2021
Crneundbukauua kavectea Ha [aneyc®, Tabnetkm 50 mr Ne28, Ne56
SPEC_FDF_00102805, Bepcus 7.0

BHyTpeHHWH kof Houep cepun
Hepacd)acoBaHHOM npoaykuuu: | 42027188 HepaccacoBaHHOM npoayKuun LV1558
Product Code Bulk Batch Number Bulk
BHyTpeHHUM Kof YynakoBaHHOM Homep cepuu ynalcoaanuoii
nNpPoAYyKUMM: 44068548 NPOAYKUMM: LV90050122
Product Code FDF Batch Number FDF
Ta NPoW3BoACTBA:
ﬂ:ﬂuwgmgwf 06.01.2022
: Paamep cspuu 3a BbIYETOM
i iR gt 34 988 yn. npo6: 34 975 yn.
les
2. NMONYYEHHBLIE PE3YNbLTATbI
TEST RESULTS
Ne Moxkasarens* TpeboBanue Pesynerar
Parametlers Requirements Result
OT Genoro po ceeTno-xenmroro useta | benoro uBeTa Kpyrnble  rnagkue
1 OnucaHue Kpyrnble rnagkue TabneTky co CKOWEeHHbIMU | TabneTkU CO CKOLUEHHbIMU KpasiMu, C
Appearance Kpasmu, c rpasnpoBkoil «NVR» Ha ofHoW | rpaempoBkoin  «NVR» Ha  opHo#
cTopoHe U «FB» Ha apyroi cTopoHe, cTopoHe U «FB» Ha ApYron CTopoHe.
Bpems yaepxueBaHWA OCHOBHOrO nwKa Ha
XpoOMaTorpamMme WCNbLITYEMOro pacTeopa,
NPpUroToBneHHoro AOnsa KonuvyecTtBeHHoro
onpeaeneHus, [LOMKHO COOTBETCTBOBATh
BpEMEHHU YAEPKUBAHUA nuvka | BOXXX: CooTeeTcTByeT
nom-““.".loc-rh BUAngarnunTuHa Ha Xpomartorpamme

2 Identification

- BungarnuntuH

cTaHgapTHoro pacteopa 1a. Otnmuue BO
BpemeHax yAepXuBaHUA OOIMKHO
cocTasnaTh He Bonee + 2,0%.

Ha xpomaTorpamme ucnbiTyemoro pacteopa
OCHOBHOE MATHO NO NONIOKEHWIO, OKpacke n
BErWuYMHe OOMKHO COOTBETCTBOBATb NMATHY
Ha Xpomarorpamme cTaHAapTHOro
pacrtsopa.

TCX: CooTBeTcTByeT

PacTBopeHune
Dissolution

He meHee 80% (Q) sunparnuntuHa ot
HOMWHaNBLHOrO  COAEpPXaHWA  AOMMKHO
nepeiTu B pacteop Yyepes 30 MUHYT

100%
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AHaNWUTUYECKWIA NAacnopT Ha rOTOBYIO NPOAYKLMIO

JluuieH3nn Ha ocylwecTeneHue NPoOM3BOACTBA NEKaPCTBEHHLIX cpeacTs Ne00153-M1C

00O "HoeapTuc Hesa"
Poccun, Cankr-Netep6ypr,
Aopora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHTponb kauecTea _ : ‘ _
Homep nacnopra: e e
Carb'ﬁcge nwnberm : 4-681-1221 Bepcua:1.0
Ne Mokazatens* TpeGoBaHue W_—
Parameters Requirements Result
R it He Gonee 2,9 % 1,9%

PoacrBeHHblIe

202-01 (amwup): He Bonee 0,5%
209-01 (UMKNYECKWA aMUaNH):

202-01 — meHee 0,1%,;
209-01 — He obHapyxeHo;

npumMecun He Bonee 0,2% 207-01 — He o6GHapyXeHo;
5 | Degradation 207-01(avkeTonnnepasuH): He Gonee 0,2% | EQUHUYHLLA HEWAEHTUHULUPOBaHHBINA
products EnvHWYHbIA HeNAEHTUULMPOBAHHBIA | NPOAYKT pacnaaa — He oBHapyXeHo;
- BunparnuntuHa | npoaykT pacnapa: He Gonee 0,2% Cymma npopaykTos pacnaga — MeHee
Cymma npoaykroe pacnaga: He 6onee 0,8% | 0,1%
OpHopogHoCTL
A03MPOBaHURA
6 | Uniformity of AV <150 AV=2"7
dosage units
-BunparnuntuH
KonuyecTeeHHOe
7 | onpeAenenue Ot 95,0% no 105,0% sungarnunTuHa ot 98 4%
Assay HOMWHAanNbLHOTO COAEPKaHWA e
- BunaarnuntuH
Mo 14 TabneTtok B Bnuctep An/An. Mo 14 Tabnetok B 6nucTep An/An.
— Mo 2 unm 4 OGnuctepa BMmecte ¢ | Mo 2 6GnucTepa BMECTE C UHCTpYKUUei
8 Packing WMHCTPYKUMEW N0 NPUMEHEHWO B Nadvky. | NO NPUMEHEHWI0 B nadky. KoHTponb
DonyckaeTca Hanuuyve KOHTPOMNA | NEPBUYHOIO BCKPLITUA Ha KapTOHHOM
NepBUYHOIO BCKPbITUA Ha KAPTOHHOM NadYke. | Nayke NpUCYTCTBYET.
Ha 6nuctepe Ha pycckom asbike ykasbiBaloT: | Ha _6Gnucrepe Ha  pPycckoM  ssbike
NoroTN KOMNaHun (Ha NaTWHULE), TOProBOE | yKasalbl: NOroTMN  KoMnaHum  (Ha
HauMeHoBaHwe npenapara € | natuHuue), TOpProBoe HauMeHOBaHWe
npeaynpeauTenbHom MapKUpOBKO#R ®, | npenapata ¢  npeaynpeauTenbHo
[03UPOBKY, MeXZyHapoaHoe | MapKupOBKOW ®, [03UpoBKa,
HenaTeHToBaHHOe HauMeHoBaHve, | MexayHapoaHoe HEeMaTeHTOBaHHOE
nekapcTBeHHYI0 (opMy, fAaTy OKOHYaHWS | HaUMeHOBaHWe, NekapcTBeHHas thopma,
Cpoka rogHoCTW, HOMep CepuM, JaTy | AaTa OKOHYaHUA CPOKa roAHOCTW, HOMep
Npou3BOACTBA. cepun. BHyTpeHHUEe ynakoBOYHblE KoAbl
Honyckaerca HaHeceHue BHYTPEHHUX | KOMNaHWUK OTCYTCTBYIOT. Oara
YNakoBO4YHbIX KOA0B KOMNaHWK. npon3BoACTBa OTCYTCTBYET.
B cnyyae OCywecTBNeHWs nepBUYHOA | Ha KapTOHHOW Nayke Ha PYCCKOM M
Mapxupoeka YNaKoBKW Ha NpPOW3BOACTBEHHOA Nnowaake | aHIMUACKOM S3blKaX YKa3aHbl: NOroTun
9 Labelling 00O «Hosaptuc Hesa», Poccwss parta | koMnaHuu (Ha naTtdH4Ue), Toprosoe
NPoOn3BOACTBA HE YKa3blBaeTCA, HanMeHoBaHue npenapaTa [
Ha__KapTOHHOW nNa4ke Ha pPycckOM W | NpeAynpeavwTensHOW MapkupoBkoid ®,
HIMWACKOM _A3bIKaxX YKasblBaloT: NOroTMN | MeXayHapogHoe HenaTeHToBaHHoe
KOMMNaHun (Ha  naTtuHuue), TOProBoe | HaMMeHoBaHue, [03VpOBKa,
HaumeHoBaHWe npenapara C | nexapcTeeHHan opma W KONUYEecTBO
npeaynpeauTensHoM MapKWpoBKOA ®, | TabneTok B ynakoBke, YCNOBUA OTNycKa
MeXayHapogHoe HenareHTOBaHHOe | U3 anTek, «[nAa npuéma BHYTPbY,

HavMeHoBaHWe, A03WPOBKY, NEKapCTBEHHYK
copMy 1 KonuyecTBo TabneTok B ynakoske,
ycnoeus oTnycka W3 anTek, «[na npuéma
BHypr», Ha3saHue "] cop,epmauue
AeicTBylowero BewlectBa B 1 Tabnetke,
yKasaHue o cogepxaHun nakrossl GessogHon

Ha3BaHWe W CoaepKaHue AenCTByLero
sewectea B 1 Tabnetke, ykasaHwe o
coaepaHuM nakTtosbl GessogHoi B
Ka4YecTBe BCNOMOraTernbHoro BellecTBa
W ee konuyectso B 1 TabneTke, ycnosus
XpaHeHus, «XpaHWUTb B HEAOCTYNHOM ANs
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AHanuTUyeckui NAacnopT Ha roToBYHO NPOAYKLIUIO

INvueHaus Ha ocylecTBNEHne NPOUIBOACTBA NNEKAPCTBEHHBIX cpegcTe Ne00153-NC 000 "HosapTnc Hesa"
Poccun, Caxkr-TMetepbypr,
Hfopora B KameHky, A.40, kopn. 3, nutepa A

TenechoH; +7 812 336 9891

novartis.neva@novartis.com

KoHTponk ka4ecTea
Homep nacnopra: ;
Certificate numbegr 4-681-1221 ) Bepcus:1.0
Ne Mokasarens* Tpe6oBaHue PeaynbTtar
Parameters Requirements Result

B ka4yecTBe BCNOMOraTensHoro sellectea u ee | geted mecre», «lMoapobGHele ykasaHuA
Konu4ecTBo B 1 TabneTke, yCNnoBUA XpaHeHUs, | Mo NPUMEHEHUI0 NpenapaTa NpueefeHb!
«XpaHuTb B HEAOCTYINHOM ANA AeTed MecTe», | B NMPUNOXEHHOR MHCTPYKUMW», HOMEp
«[logpo6Hbie yKkasaHWs N0 NPUMEHEHWIO | PETUCTPALIMOHHOMO YAOCTOBEPEHUA (Ha
npenapata npwWeefieHbl B NPUMOKEHHOW | PYCCKOM s3biKe), HAMMEHOBAHWE U agpec

MHCTPYKUMM», HOMEpP  PEerucTpauMOHHOTO | (CTPaHa) KoMnaHwuM -  Bragenbua
YAOCTOBEPEeHNA  (HA  PYCCKOM  RA3blKe), | perucTpaumoHHOro yAOCTOBEPEHNA,
HaUMeHOBaHWe U afpec (CTpaHa) KOMNaHWU — | HAUMEHOBaHUE U aapec (ropoa, CTpaHa)
enagenbua PEerucTpaLMoHHOro | KOMMaHUK — MPON3BOAUTENS, LUTPUX-KOA,

YOOCTOBEPEHMS, HauMeHOBaHWe W aApec | HOMEP CEpPUM (Ha PYCCKOM A3bike), aaTta
(ropoa, cTpaHa) KOMNaHUW — NPOM3BOAKTENA, | NPOM3BOACTBA M 4aTa OKOHUAHWA Cpoka
LUTPUX-KO/, HOMEp Cepuy (Ha PYCCKOM A3blke), | rOGHOCTW ( HAa PycCKOM A3LIKe), NoroTun
AaTy NPOM3BOACTBA W AATY OKOHUAHMS CPOKA | TOProBOr0 HAWMEHOBAHMA, BHYTPEHHWE
FOAHOCTM (Ha PYCCKOM H3bIKe), NOroTun | YNakoBOYHbIe KOAbl KOMNaHMH.

TOPrOBOr0 HAUMEHOBAHMA, HaHeceHbl CpeacTBa MAEHTU(MKALMW
Donyckaercs HaHeceHue BHYTPEHHUX | Ans MOHUTOpMHra LBVKEHNA
YNakoBOYHbLIX KOAOB KOMMaHuM, NeKapcTBEeHHLIX  npenapatoB  Ans
[JononHutenbHo MoryT  GbiTb  HaHeceHbl | MeauLMHCKOoro npUMeHeHns oT
CPeACcTBa MAEHTU(MKALMK NS MOHWUTOPUHIA | NponasoauTens £0 KOHEYHOTO
ABUWXEHUS NeKapcTBEHHbIX npenapatoe Ans | notpeburens.

MEAWLIMHCKOTO NpUMEHEeHUs oT

NPOU3BOAUTENA 00 KOHEeYHOro norpeGurenn.

10 XpaHeHue

Storage B opurvHanbHoM ynakoeke npu Temnepatype He Bbiwe 30°C.

Cpok rogHoCcTH
(MepnoguyHoOCTL
KOHTpoOnA)

Shelf life
(Frequency of
control)

1 3rona 3 ropa (31.12.2024)

* - «Mukpobuonornyeckan YMcToTa» He ABMAETCA PYTUHHBIM METOAOM aHanwaa ¥ MOXeT OTCYTCTBOBAaTh B cepTudmnkaTe
aHanuaa KoMnaHuu

3. 3AKNKOYEHME
CONCLUSION

NexapcTBeHHbIA npenapat aneyc® Ttabnetku 50 mr Ne 28, Homep cepuu LVI0050122 cooTeeTcTByeT
TpeboBaHuAM HOpMAaTMBHOW AokyMeHTaumu JICP-008119/08-290719, wuamereHue Ne1, wuameHeHue Ne2,
nameHeHne Ne3, nameHeHwe Ne4, nameHeHne Nes.

MeHemkep no  KOHTpONO

Banuaaunun  aHanuTUu4ecKunx P
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