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dopma cornacHo
1.09-CTO-06.02

Ne n.n. HaumeHoBaHuWe nokasarene Tpe6oBsanus HO PesynuraThl aHanusa
N ootseTcTByeT. K e KO|
Busyanbhbii, TP PO. Kpyrnbie, ABOSKOBLINYKIbIE Tabnetku, :“’as;:TKM ngKTbszlygrrlI:e’Hg:Sgﬁ ;;’;’;ﬁz; Genoro
1 Onucanune MOKPLIThIE NNEHoYHON 0BomnouKoi Genoro ¢ po3oBaTLIM & ososa{'bm gTTeHKOM g6t4, Ha rionepeyrom
OTTEHKOM LiBeTa. Ha nonepeyHom paspese sapo Genoro useta P Ll . P
pa3pese sapo Genoro usera
. Y-
Yo-cnextpocpoTomeTpus, FP PO. YP-cnekTpbl NOrnoLeHns E::lixe'rp”e(rnaoi? :CTB?E:TAP":;:S;O;J?;:: SHTIBT0
VICbITYEMOro pacTsopa v pacTeopa CTaHAapTHoro obpasua oﬁpasaa (CO)psancagTaHapa oéngcm pech ’228 10 340
CO) sancapTaHa B obnactu ot 220 40 340 HM JOMKHbI
2 VaeHTudmKkaums (CO) P A ACIDKH HM MMEIOT MaKCUMYM ¥ MWHUMYM MOFMOLLUEeRUs npu

VIMETb MaKCUMYM 1 MUHUMYM MOTTIOLLEHUS MPY OfHUX U TEX
e ANMHaX BOrH (passen «KonMuecTBEHHOE ONpeaeneHve.
Metoza YP-cnekTpodoToMeTpun»)

OZHVIX U TEX XKe ANHax BonH (pasaen
«KonuyecteeHHoe onpeaenexve. Metog
Y®-cnekTpoOTOMETPUN»)

B3XX, F® PO. Bpems yaepxviBaHis OCHOBHOIO nuka Ha
XpoMarorpamMme UCrbITYeMOro pacTsopa A0/MKHO
COOTBETCTBOBATL BPEMEH! YAEPKUBAHMUSA NiKa BancapTaHa Ha
xpomarorpamme pacteopa CO saricaprana (pasaen
«KonuuecTseHHoe onpeaenerue. Metog B3XX»)

BoigepxusaeT. Bpems yaepXusaHus OCHOBHOMO
nUKa Ha XpoMarorpamMmme WUCrkITYeMoro pacTsopa
COOTBETCTBYET BPEMEHY YAEPXWNBaHUS Nuka
BaricapTaHa Ha xpomarorpamme pactsopa CO
BaricapTaHa (pasaen «KonuyectsenHoe
onpegenexve. Metog BOXX»)

n| eH no TE. IX BEeLLEeCT! bl
3 Onpepenexvie BCNoMoraTernbHb eoLue B (Tanbk, He 6onee 5,0 1,9
TWTaHa AWMOKCUE, MarHus creapar), %
Yo-cnektpocdotomeTpus, [ PO. Yepes 45 MuH He meHee 75 97,38

4 PacTtsoperue, % (Q) BancapTaHa oT HOMVHANbLHOrO COAEPXKaHNA
[LLefiCTBYIOLLEro BeLyecTsa

5 Mpumecy, % B3XX, Md P®. EAMHUYHAs HenaeHTuhuuMpoBaHHas Menee 0,05
npvmech - He 6onee 0,20
Cymma npumeceii - He Gonee 1,0 Menee 0,05

6  |OAHOPOAHOCTb E4NHIL 031POBAHNS, % PMC, I'® P®. B cooTsetcTaum ¢ TpeGosaHuamu. AVs15,0 AV=322 (n=10)

OMKEH BblAepxuBaTL TpeGosanus [d PO, kateropus 3A / Bolaepxvisaet
4 MuikpoBuonornyeckas 4ucTota A
poduo ®EAJC 2.1.6.6., PEASC 2.1.6.7., PEASC 2.3.1.2.
Yo-cnektpodotomeTpusi, [® PO. OT 38,0 4o 42,0 Mr 40,52 mr (101,30 % OT HOMUHANLHOTO COAEPXaHUs
BarncapTaHa, cuuTas Ha CpejHiol Maccy Tabnetky (ot 95,0 710 | AelicTByIOLLero BeLlecTsa)
8 KonuyecTBeHHoOe onpeaenexue o
" npen 105,0 % OT HOMUHANBHOrO COAEPXaHuUs LelCTBYIOLIero
BelyecTsa)
: Mo 10 TabneTok B KOHTYPHON SYENKOBO yNakoBKe
Mo 7, 10 vnu 14 TabneTok B KOHTYPHYHO S4YENKOBYIO YNakoBKy m;nnénxsmonusi:wnx};g AHOV 1 q>onb:=|¥u
113 NNEHKW NOMVBUHUNXIIOPUAHON 1 (oMb anoMUHNEBO " op -

9 Onucanve ynakoBKu nevaTHol nakuposaHHon. 1, 2, 3, 4, 5 Unv 6 KOHTYPHBIX anioMVIHMEBO/i MEYaTHOV NaKNpOBaHHOM. 3
AYEMKOBbIX YNaKoBOK BMéC‘I"e c J’I,MC‘TKOM-BKJ'Ia,U.blLLIeM KOHTYPHBIE ueiikoBble ynakosky no 10 Tabnerok
nomeu.xaroTz NS RETFOEIVIG BMECTe C NUCTKOM-BKIaAbILLEM NMOMELLEHbI B NauKy

Y Kap Y KaPTOHHYIO
CootsercTayerT. [epsuyHas ynakoska
a 3.2 | H ocbe. o
R eEapresioronfenaEa g | COKABOIESENGI ppeBeperra. HaKiirfeiind
KOHEr HOW n};eﬁkosoﬁ naK%sKe Kaabm;m nporOT.mn SYEVKOBOI YNaKOBKE YKa33HE! NIOTOTYMN ASPXETENA
e )z:Ten;l erucTpal IZOHHOFO yocmae EHUS, TOProsoe PErMCTPALVOHHOTO YAOCTOBEPEHNS, TOPTOBOS
10 |Mapkvposka Aep: P 3l va P + Top HauMeHoBaHWe NekapcTBEHHOro npenapara,

HaVMEeHOBaHe NeKapCTBEHHOrO NpenapaTa, MeXAyHapojHoe
HenaTeHTOBaHHOE HallMEHOBaHME NEKapCTBEHHOrO npenapara
Ha PyCCKOM ¥ @HITMACKOM A3bIkax, A03MPOBKY, HOMEP cepun,
[NaTy UCTeUEeHIsi CPOKa MOAHOCTH

MEeXAyHapoAHOe HenaTeHToBaHHoe HavMeHoBaHue
neKapCcTBEHHOrO npenapara Ha pycckom U
AHIMUACKOM A3blKax, LO3VUpOoBKa, HOMEp cepuu, AaTta
WCTEYEHUA CPOKa ro4HOCTU
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BropuyHas ynakoska nekapcTBeHHoro npenapara. Ha nayke |CoOTBETCTBYET. BTOpUYHas ynakoska
YKa3blBaOT HaMMEHOBaHUE AepXaTens perucTpaLmoHHOro NeKapcTBEHHOro npenapara. Ha nauke ykasaHbi

YAOCTOBEPEHWS, NIOroTun, opUANYECKUA agpec,
TenedoHr/dakc, agpec caiita B ViHTepHeTe, Toprosoe

HavMeHoBaHue aepxXxarerns perucTpauuoHHoro
YAOCTOBEpPEHUS, NOroTumn, lOpMAVILIeCKVIﬁ aapecs

HauMEHOBaHVe NekapCTBEHHOro Npenapata, MeXAyHapoAHOe |CoKpaLLeHHOM BUAE, TenedoH/dake, agpec caiTa B
HEMaTeHTOBaHHOE HaMEHOBaHE Ha PYCCKOM 1 aHITMICKOM | /IHTEpHETE, TOProBoe HaMeHoBaH1e

A3bIkaX, NeKapCTBeHHYIO (OpMY, 4OSUPOBKY, HAUMEHOBAHWE | NEKAPCTBEHHOTO Npenapara, MeXayHapoaHoe

1 KOMMYECTBO AeiCTBYIOLLEro BELLeCTBa B OfHO TabneTke, — |HEMaTeHToBaHHOE HaWMEHOBAHUE Ha PyCCKOM W
KONM4ECTBO TaBneToK B ynakoske, «[ns npuema sHyTpbY, SHIMIUIACKOM si3blKax, NekapcTBeHHas (opma,

«[pUMeHsTL Mo HasHaueHNto Bpaua», «XpaHuTb B
HeJOCTYNHOM ANs AeTel MecTey, «[penapar coaepxuT
NaKTo3y», YCrIOBUS XPaHEHWs:, YCrIoBUs OTrycka, Homep
cepun, AaTy UCTe4eHNs Cpoka rogHocTu («logeH Ao»),
LUTPUXOBOM KOA. [ns A03upoBKy 160 Mr 4ONONHATENBHO
pasmelyaercs Haanuck «lpenapar CoOAEPXUT KpacuTernb
nyHuosbil [Mokco 4R] (E124)». Mpumeyanus: Oara
NpOM3BOACTBA (MECALI, FO4) BKIIOYEHa B HOMEp CEepum.
HOpuanyeckuin agpec aepxarens perucTpaumoHHOro
YAOCTOBEPEHS YKa3blBaeTCA B COKPALLUEHHOM BUAE.

A03UpoBKa, HaUMEHOBAHUE 1 KONUYECTBO
AelicTBYIOLLEro BELUECTBA B O4HOM TabneTke,
KonuyecTso TabneTok B ynakoeke, «[ns npuema
BHYTPbY, «[TPUMEHSTL MO HasHaueHIo Bpayay,
«XpaHWTb B HEAOCTYNHOM ANS AETEN MECTEN,
«lpenapat CoAepXUT NaKTo3y», YCHOBUS XpaHEHVs,
YCIoBUS OTNycKa, LUTPUXOBON Kog. Jata
Npou3BOACTBa (MECSL, rof) BKIOYeHa B HOMEp
cepuu. PasmeLleHo CpeacTBO UAEHTUDUKALMN B
BUAE [iBYXMEPHOrO LUTPUXOBOrO KoAa C

[lonyckaetcs HaHoCUTb LWpnudToM Bpaiins MexayHapojHoe | AyGnvpyroLLEl TEKCTOBOM UHGOpMAaLnE,

HEeMNaTeHTOBaHHOE HaMeHOBaHUE NEKapCTBEHHOM
npenapara, J,03UpoBKY. [lonyckaeTcs pa3meLyeHme
thapmakopa. [lonyckaercs pasMmeLleHne cpeacTsa

BKIIOYatoLLEeN rnobanbHbli ULEHTUDUKALMOHHBIN
HomMep Toprosow eauHuLbl (GTIN), Homep cepuu,
AAaTy UCTEYEHUA CPOKa rofHocTu («MoAeH Ao»),

naeHTUdUKaLMY B BUAE ABYXMEPHOTO LUTPUXOBOrO KoAa C VHAVBUAYaNbHbIN CEPUIHBIA HOMEP TOProBol

Ay6nupytoLLei TeKCTOBOI UHOPMaLMEN, BKOUatoLwen
rnoBanbHbli UAEHTUDVKALWOHHBIA HOMEP TOPrOBOW E4UHNLIbI
(GTIN), Homep cepuu, JaTy UCTEYEHUS CPOKa FOLHOCTH
(«lopeH A0»), MHAMBUAYaNbHbIA CEPUiiHbI HOMEP TOProBoA
eaunnubl (CH). Ha nadke Ans KOHTYPHO S4EKOBOW yNakoBKu
LONycKaeTcA pasMeLLeHe CBEAEHUIA O 3aKasuuKe:
«[pousseaeHo no 3akasy OO0 «KpoH»», HOMEP TOBapHOro
3HaKa ¥ NoroTun, coaepxalyuii Hagnuck «FapmoHu dapm».
Homep cepuu 1 gata ucteueHus cpoka rogHoCTH Npu Ux
Hanuuum 8 AyGnupyioLLeii TeKCToBOI UHOopMaLu
KOHTPOMNbLHOMO (MAEHTUMDUKALIMOHHOTO) 3HaKa OTAENLHO He
HaHocsaTCS

eauHuusl (CH)

11 |YcnoBus XpaHeHus

Mpu Temneparype He Bbilwe 25 °C, B opuriHarbHoi yrnakoske |COOTBETCTBYET

(BnucTep B navke) ANs 3aLVTLI OT CBETA

12 |Cpok roAHOCTY (CPOK XpaHeHUs)

3roga CooteercTayeT

o 31.08.2029

3awmouenme OKK: BancapraH Meancop6 Tabnetku, NoKpbITbie MneHoYHol oGonoykoi, 40 mr Ne30, cepus 131390826, cooTsetcTayeT TpeGosaHusm Hl
) JIM-Ne(002613)-(PI-RU)-230326, nocnegosarentHocTe 0006, C-06.013 Bepcus 5 no NposepeHHbIM nokasaTensm

TpaHcnopTupoBsaTs:

TpaHCropTUPOBATh B 3aKPLITHIX TPAHCTIOPTHBLIX CPEACTBAX UM B KOHTEIHEpaX, 0GeCneqnBarLLMX 3aLUUTY OT BO3AENCTBUS CONHEYHbIX NyJei,
aTMOCEepHBLIX 0C3/IKOB, 3arpA3HEeHNs #/MOBPEXEHNS TPAHCTOPTHOM Taphl.

KauecTBo npenapara rapaHTipOBaHO B TeYeHNe Cpoka

HavansHuk OKK

I??ZZ&TM COGIIOAEHNM YCIIOBIUA XPaHEHWUS U TPAHCTIOPTUPOBAHNS
i) ) Hasaposa /. A.
S / 74
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