=IO P

Uncrpykuus 5197 - 202 .@

Nno MEeAHUHHCKOMY NPUMEHEHHUIO npehapaTa
g I'ena-Mepu (Hepa-Merz)

Toprosoe nassanne: ['eria-Mepu

COTJIACOBAXO

N & -': OAWTAMFITITIS
Mexaynapoauoe HenaTeHTOBaHHOE Ha3BaHHE: OTCYTCTBYdMMHVICTEPCTBOM & NP ABOOKF ,,A“ HEHTE
PECIIYBJUKY BEJAPYCH
JlexapcTseHnas ¢gopma: ITpuras Mnmic'{epcTBa_’:a,;i}fasgffxpaﬂemm
Pecnydnuiy DeRapys
rpaHyJibl 1715 NPUrOTOBJICHUA PACTBOPA A/ NPUEMA BHYTPb.

or L7 20.2R, x._ 7640
Cocras: KIIC N + ot «QZ i 20’_@
5 rrpanyn (1 nakeTuk) conepxar: ~
Heticmesyrowee sewyecmso: L-opuurut -L-acnaprat 3,00 r.
Bcnomozamenvrbie geujecmea: KucnoTta TMMoHHas 6e3BoiHas, apoMaTH3aTop JIMMOHHKIH,
apoMaTH3aTop anejJLCHHOBLIH, CaXxapHUH HATPUs, LMKNAMaT HaTpHUsA, opaHxKeBblii xentoiii (E110),
MOJUBUHUANUPPONUAOH, GPYKTO3a.

Onucanue: FpaHyJjibl OT CBET/IO-OPAHKEBOIr0 10 OPAHXKEBOro I(BECTA.

(dapmakoTepaneBTHYECKan TPYNNA; CPEACTBO AN JeueHus 3a601eBaAHMI NeYeHH.
Kon ATX: A0SBA )

dapmaxoorniecKkue cBolicTna:

Qapmakoounavuka. In  vivo L-opHuTuH-L-acnaprar AaKTUBU3UPYET JiBa OCHOBHEIX [YTH
obe3BpexKMBaHUA aMMUaKa - CHHTE3 MOYEBMHbl U CHHTE3 TyTaMHHa, MOCPEACTBOM aAMHHOKHCIIOT
OpHHTHHa W acnapraTta. CHHTE3 MOYEBHHBI MPOUCXOAUT B EMATOUMTAX MEPUITOPTATbHON 30HBI, B
KOTOPbIX OPHMTHMH  BBICTYNaeT B  KayecTBE aKTUBATOpa ABYX  (EpMEHTOB  (OpPHUTHH-
kapbamounnTpaHcepasbl 1 kapbamoundocdaTcuHTeTasbl) M cyOcTpaTa il CUHTE3a MOYEBHHBI.
CuHTe3 riyTaMnHa TMPOMCXOAMT B TeraTOUMTaX MNEepUBEHO3HONW 30HbI. B ycnoBusx naronoruu
acnaprat ¢ Apyrve AuKapOOKCHNAThI, BKIIFOUYas NMPOAYKThl MeTabonu3Ma OpPHHTHHA, abcopbupyroTcs
FenaTouMTaM¥ ¥ HUCTIONb3YIOTCS B (OpME MIFOTAMUHA [N CBA3bIBAHHA aMMMaka. AMHHOKHCIOTa
rMOTaMUH NpeacTaBaseT coOol He TONbKO HETOKCHYHYtO (OpMy As BhIBEACHHS aMMHaka, HO U
aKTHBU3NPYET BAXKHBIH LIMKJ MOYEBHHBI (BHYTPHKIIETOUHBIH 0OMEH riyTamuHa). B dusnonornyecknx
YCMOBUAX OpPHUTHH U acnapraT HE YFHETAlOT CHHTE3 MOYEBHUHBL. B  3KCMEepHUMEHTaNbHBIX
MCCIEIOBAHMAX HA XXHBOTHLIX OBUTO MOKA3aHO, YTO NOBBIIEHHE CHHTE3a INTyTaMHUHA ABASETCA OJHUM
M3 MEXaHM3MOB CHHXXEHWUS YPOBHS amMMHaka B oOpraHusme. B HECKONBKMX KIAMHUYECKHX
WCC/ICAOBAHUSX HAOMOAANOCh YNY4LIEHHE COOTHOUIEHUS YPOBHS AMWHOKHMCIOT C pPa3BETBJIEHHON
LEeNbIO K YPOBHIO 8pOMAaTHUECKUX aMUHOKHCIIOT.

Gapmaxoxunemuxa. L-OpuutrHa-L- acnaprat ObICTpO BCachlBaeTCA W AMCCOLMHPYET HAa OPHUTHH W
acnapraT. O6e aMHHOKHCIIOTHI MMEIOT KOPOTKMH fepuoa nonyewiBeAeHda 0,3-0,4 waca. Yacre
acnaprarta BbIBOQMTCS B HEU3MEHHOM BHJE C MOYOH.

Joxknunuueckue dannsie no 6esonacnocmu

JlaHHBIE NOKIMHUYECKHX UCCNIENOBaHMI 6€30MacHOCTH, XPOHHYECKOH TOKCHYHOCTH U MYTar€HHOCTH
He I0Ka3anu TOKCUYHOCTH /NS 4eNoBeKa NP NPUMEHEHHH MO Ha3HAYECHHUIO,

HccneaoBaHus KaHUEPOTEHHOTO NMOTEHUHANa He NMPOBOAMANCE, B pamkax ucenejioBanus no noabopy
7103 PENPOAYKTHBHBIE TOKCHKOJOTUUECKHE CBOACTBA L-opHKTHHA-L- acnaprara 6biiM HEAOCTATOYHO

HCCICAOBAHLI.

[loka3zaHusi K nPUMEHEHHIO:
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Jleuenue 3aGoneBaHuit W OCNOXKHEHWH, CBS3AHHBIX C HapylueHHeM AETOKCHKALMOHHOI d)yuxuuu
MEYEHW (HanmpHMep: LMPPO3 NEYCHH) ¢ CHMATOMAMH JaTEHTHOH H MaHubECTHO! neyeHouHOI
3Huehanonatuu.

llporuBonokasanns: .
mnepuyscTBuTENbHOCTL K L-OpHUTHHY-L-acniapTaTy wau apyram KoMmnoHeHTam npenapara.
BbipaxeHHas noyeuHas HeA0CTATOHOCTS (1pu NoKasaTene KpeaTHnHa Gonee 3,0 mr/100 MiT).

DepTHILHOCTD, GePEMEHHOCTD, JAKTALNA:

HanHeie no npumenennio ['ena-Mepu B nepuoa GepemenHocTH oTcyTCTBYIOT. HMecnenoBanus na
XKMBOTHBLIX C NpHMEHeHHeM L-opHuTuH-L-acnaprarta Muist H3yMeHNs €ero TOKCHYECKOTO BO3AEHCTBUS
Ha penpoAyKTHBHYIO (ynKumio He npoBoauauch. IlosTomy npumenenue [ena-Mepu B nepuoa
GepemeHnocTH  crenyer u3berats. Ecnu neuenne npenapatom B nepuos OepeMeHHOCTH sB/feTCS
HEOGXOANMBIM, Bpady ClIEyeT TUIATENLHO B3BECHTL COOTHOLIEHHE MOB3a/pPHCK.

Cnepyer mnsberatb npuMeHeHWs NpenapaTa B NEPHOA  KOPMIEHMS TPYAbIO, T.K. HEW3BECTHO,
BLIBOAMTCS N aKTMUBHOC BELUECTBO C FpYAHBIM MONOKOM. Ecau nedenue npenapatoM B nepuon
NAKTaUMK ABJSETCA HEOOXOAUMBIM, €TO MPUMEHEHHUE BO3MOXHO TOABLKO NMOJ CTPOrUM HABMOACHHEM
Bpaua.

Hannbix o Bamannm [N'ena-Mepit Ha bepTHALHOCTE HeT.

IIpumenenue y nun ¢ HapyweHHoi pynkumeit novek:

[TpoTHBOMNOKa3aHO NpPUMEHEHHE MPH MOHEHUHOH HENOCTATOYHOCTH THKEIOH CTEMEHM C YPOBHEM
kpeatuHuda > 3,0 Mr/100 ma. [lpu Tsxenom HapyweHun (yHKUMM MOYEK Npenapar cieayeT
MPUHHUMATE 1101 CTPOTUM HabJloAeHHEM Bpaya.

[Ipumenenue y auu ¢ HapyineHHo# pyukuyeii neyeHu:
Ecnu GyHkuns nevyeny CyIECTBEHHO HapyLIeHa, CleflyeT MHAWBHAYANbHO OTKOPPEKTHPOBATDL A03Y

npemnapara,

IIpumeHenue y aereii:
JanHbie 06 McnNONb30BaHKWH NpenapaTa y AeTeit OTCYTCTBYIOT.

[IpumMeHeRMe Y JIHIL MOXKHJIOTO BO3PACTA:
OrpaxuyeHuii Mo NPUMEHEHHIO Npernapara y noXuabIX nroled He YyCTaHOBACHO,

Ocobnle ykazanus:
OnuH naketux rpanyin coflepxut 1,13 r dpyxrosst (0,11 XE), uto cieayeT y4uThiBaTh NalMeHTaM ¢
CaXapHbiM AMabeToM 1 THLAM, CTPaAaroWLMM HACEACTBEHHON HEMEePEeHOCHMOCTBIO (DPYKTO3I.

Crniocob npuMeHeHHs H 103bI:
BHyTpb no 1-2 naketuka rpanyn, pactBopeHHbIX B 200 M xuakocTH, 2-3 pa3a B CYyTKH, rocnie /bl

B kadecTBe XHAKOCTH MOXHO HCIIONB30BATh BOAY, yal WK COK,

IMoGouHoe neiicTeaue:
Undopmauus 0o HexenareNbHbIX NMOOOHHBIX pPEakKUMAX H3NOKEHAa B COOTBETCTBHH C CHCTEMHO-

OpraHKoR KnaccHpukauueH u 4acToTo# BCTpeyaemocTn. Kateropuu 4acToThl: oveHb yacto (= 1/10),
yacto (> 1/100, Ho < 1/10), nHewacto (= 1/1 000, Ho < 1/100), peaxo (= 1/10 000, no < 1/1 000), oueHs
penko (< 1/10 000), yacToTa Hen3BeCTHA (HAa OCHOBAHWH UMEIOILMXCS JAHHBIX OLCHUTH HEBO3MOXHO).
XKenyoouno-xuweunoie napyuwenus:

HeuacTo: TouiHoTa, pBOTA, 6016 B KUBOTE, METEOPH3M, JHAPES.

Hapywenusi co cmoponor Motue1ol, cKenemnot 4 COeOUHUmMeNbHOW MKAanu.

OueHb pesiko: 60/b B KOHEYHOCTSX.

It nobounbie 3GdhexTs 0OBIHO ABNAIOTCA MPOXOAUMBIMH H HE TPEOYIOT OTMEHEI Mpenapara.
Kpacurens opaxessiit xentbiit (E 110) MOXeT BbI3BaTh a/IEPrHyecKre peakiini.
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BaxkHO co061aTh O M0A03PEBAEMBIX HEXENATENBHBIX PEAKLIUSX FOCNE PErMCTPaLy TEKAPCTBEHHOTO
npenapara C UENbI0 OOECTEYEHHs HENPEPHLIBHOrO MOHMTOPUHIA COOTHOLIEHHS «TI0f1b3a —~ PHCK»
NeKapCTBEHHOTO Mpenapata. MeaMUMHCKMM paboTHHKaM pekoMeHayeTcs coofwate o rbbIx
MOJO3PEBAEMBIX HEXENATENbHBIX PEAaKLUHAX JEKAPCTBEHHOrO TPEnapaTa uepe3 HalMOHANbHBIE
CHCTEMbI COOBILEHHUS O HEXENATENbHBIX PEAKLMAX H HEIPDEKTHBHOCTH IEKAPCTBEHHBIX TIPENapaToB.

ITepeno3npoBka:
[TpyU3HaKK MHTOKCHKALIMY NIPY NEPEIO3UPOBKE HE ONIMCAHBI,

BiaumoeiicTBue ¢ APYrUMH JIeKapCTBEHHBIMU NpenapaTamu:
B3auMoaeHCTBHA ¢ IeKapCTBEHHBIMU NpenapaTamMu APYTUX rPYNI He BhIABIEHO,

Bausinue Ha cnoco6HOCTDH YNPABAATL ABTOMOGHIEM H paboTy ¢ ABHXKYIHMHCA MeXaHHIMAMH:
C oCTOPOXKHOCTBIO HA3HAYATH MPENapar MauHeHTaM, 3aHUMAIOLMMCS TOTEHUNANLHO ONaCHBIMHU
BHIAMH AEATENBHOCTH, KOTOpbIE TPEOYIOT MOBLILEHHOTO BHUMAHHUA H GBICTPOTBI ICMXOMOTOPHBIX

peaxkuui.

@dopma BeITlyCKA:
ITo 30 nakeTHkoB (5 r) u3 6yMaKHO-NOAHITHIEHOBO-ATOMHHHEBO-TIONHUITHIEHOBOH MJIEHKH BMECTE

C MHCTPYKLMEN MO NMPUMEHEHHUIO, B KApTOHHOM nauke.

Cpoxk roaHocTh:
S net. He NpuMeHSTS rocie UCTEUCHAS CPOKA FOAHOCTH, YKa3aHHOIO Ha YNaKOBKE.

YcaoBnsa XpaHeHNs:
Tpn remneparype He Boiute 25°C.
B He10cTYNHOM ANs AETCH MeCTe.

Yca0BUSA OTNIYCKA M3 aNTEK:!
Be3 peuenta Bpaua.

[peanpusTHE-NIPOU3BOAHTEIb:
«Mepu ®@apma I'm6X u Ko.KT'aA»
60318 ®pankdypr-nHa-Maiine,
I'epmanus.




