[HCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

I'EITA-MEPI]

Cknao:
ditoya pevosuHa: L-opHiTHH-L-acnaprar;
1 maket mictuts L-opHiTHH-L-acnapraty 3 1;

0onoMidCcHI peuoBuUHU: KUCIOTa TUMOHHa 0e3BOfIHA, HATPil0 caXaphH, HaTPilo HUKJIaMaT, OBifoH 25,
(bpyKTO3a, apOMaTH3aTOP TUMOHHUM, apoMaTU3aTOp alleIbCUHOBUM, OpaHxkKeBo-xK0BTul S (E 110).

JlikapcbKka ¢popmMa. ['panynsT.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: Bif 0110-0paHKEBOTO 10 OpPaHKEBOT0 KOIbOPY CUITYUi
TPaHyJy i3 3aaxoM anebChHa.

®apMakKoTepaneBTUYHa Irpyna.

[IpemapaTy, 110 3aCTOCOBYIOTHCS IIPU 3aXBOPIOBAHHAX IIE€YiHKHY, JIIIOTPOIH]I pe4yoBUHU. ['ernaToTponHi
npenapatu. Kog ATX A05B A.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

In vivo pisa L-opHiTHH-L-acniapTary, 3yMOBJIEHa aMiHOKUCJIOTaMU, OPHITUHOM Ta acrapTaToM,
3MiCHIOETHCS 3a OOTIOMOTOIO0 BOX KJTI0YOBUX METO/IB IeTOKCHKAIllii aMiaKy: CHHTe3y Ce4OBUHMU i
CUHTe3y I'TyTaMiHy.

CuHTE3 CeYOBMHM BiOyBa€ThCS Y HABKOJIOMOPTAIBHUX TeIIaTOLUTAX, I€ OPHITUH BUCTYIIAE K
aKTHBaTOP OBOX (pepMeHTiB: OpHiTUHKapOamoinTpaHcdepasu i KapbamoindochaTcuHTETa3!, @ TAKOK
K CyOCTpaT AJis CUHTE3Y CEHUOBUHMU.

CuHTe3 riyTaMiHy BiIOyBa€ThCS Y HaBKOJIOBEHO3HUX rellaToUXTaX. 30KpeMa, Y IaTOJIOTiYHUX YMOBax
acraprarT i guKapOOKCHUIaT, BKJII0Yal0uy MPOOYKTH MeTaboi3My opHiTHHY, aOcopOyioThCs ¥ KITiTHHAX
1 BUKOPUCTOBYIOTBCSI TaM [JIs 3B’I3yBaHHA aMiaKy y (opmi rinyraMminy.

[nyTamar - e aMiHOKUCIIOTa, IKa 3B’'SI3y€ aMiak SK y (i3ionoriyHux, Tak i MaTOMIOTIYHUX YMOBAX.
OrpuMaHa aMiHOKHUCIIOTA IJIyTaMiH SBIsi€ CO00I0 He JIUIle HeTOKCUYHY (GOpMy OJ151 BUBEIEHHS
aMiaky, ajie i aKTUBY€ BHYTPIIIHbOK/TITUHHUYN 0OMiH I'IyTaMiHy.



Y dizioyoriuHux yMoBax OpPHITHH i acapTart He JiMIiTyIOTb CUHTE3 CEUOBHHU.

ExcriepumenTanbHI JOCTIAXKEHHS Ha TBapMHAX II0Ka3aJlly, 110 BIAaCTUBICTh L-OopHITUH-L-acriapTaTy
3HUXKYBATU PiBEHb aMiaKy 3yMOBJIeHa IPUCKOPEHUM CUHTE30M IJIyTaMiHy. B oKpeMux KiIiHiuHUX
IOCIifKeHHIX OyJI0 T0Ka3aHo lie NOJINIIeHHs BiTHOCHO PO3rajlyKeHOoTro JIaHIIora aMiHOKUCIIOT/
apoMaTHYHUX aMiHOKUCIIOT.

dapmakokiHemuxka.

L-opuitun-L-acnapraT mBUAKO abCcOpOy€ETHCS 1 PO3IIENIIOETLECA Ha OPHITUH Ta acmaprar. [lepion
HaIliBBUBEIEeHHSI 000X aMiHOKUCIIOT KopoTku# - 0,3-0,4 rogunau. YacTHHA acllapTaTy BUBOOUTHCS i3
ceyelo y He3MIHEHOMY BUTJTIAL]L.

Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

JIikyBaHHS CYyIIyTHIX 3aXBOPIOBaHb i YCKIagHEeHb, CIPUYNHEHNX IIOPYIIEHHSAM IeTOKCUKAILiiHOI
GyHKLI mediHKY (HapUKiIaf, TPy UPO3i MeYiHKy) i3 CHMIITOMaMu JaTeHTHOI abo BupaxKkeHol
Ie4iHKOBOI eHIledanomarii.

IIpomunoka3aHHsA.

linepuyTtnusicTek fo L-opHiTHH-L-acnapraTy, 6apBHHKA OpPaHKEBO-KOBTOTO S ab0 70 Oyab-IKOoi 3
IOTIOMiKHUX PEYOBHH.

TsaxKi mopyieHHs QYHKIIIl HUPOK (HUPKOBa HENOCTATHICTh), SKIO PiBeHb KpeaTHHIHY BUIlle 3 MT/
100 m.

B3aemodisn 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

IocmigXeHHs 1I00 B3aEMOil He mpoBogumucs. [laHi BigCcyTHi.

Oco06.1ue8ocmi 3acmocyeaHHsi.

I'panynar 'ema-Mepir mictuth 1,13 T GpyKTO3u y KoKHOMY nakeTi (ekBiBaneHTHO 0,11 XO), 1mo
OTPiOHO BpaXOBYyBaTH IallieHTaM, XBOPUM Ha LIyKPOBUM HialberT.

He 3acTocoByBaTu maifieHTaM 3 BPOIKEHOI0 HEeIIePEeHOCHUMICTIO (PPYKTO3M.

TpuBase 3acTocyBaHHS Jlikapchbkoro 3aco0y I'ema-Mepi Moxke OyTH IIKiATUBUM A7 3y6iB (PO3BUTOK
Kapiecy).

BapBuuK opanxkeBo-kK0BTUY S (E 110) MoXKe CIPUYMHUTHU alepridyHi peakiil.



3acTocyBaHHS BUCOKHUX [03 npenapaty ['ema-Mepi| MoXe CIPUUYUHUTY MiABUIIEHHS PiBHSA CEYO0BOI
KUCJIOTH y TJIa3Mi KPOBi, TOMy HeoOXiTHO KOHTPOJIIOBATU PiBEHb CEUOBUHMU Y IIa3Mi KpOBi i ceui.

He 3acTocoByBaTu maijienTaM 3 (peHiTKeTOHYPIELO.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

[TaHi om0 3acToCyBaHHSA I'paHynATy ['enma-Mepil y mepiof BariTHOCTI BigCyTHi. [oCmigxKeHHS Ha
TBapUHaX i3 3aCTOCYyBaHHIM L-OpHITHH-L-acmiapTaTy A/ BUBYEHHS MOTO TOKCUYHOTO BIJIMBY Ha
PenponyKTUBHY QYHKIIIO He mpoBogunucs. OTxKe, 3aCTOCyBaHHA I'paHynATy ['ema-Mepll y nepion
BariTHOCTI CJIifl yHUKATH.

OpHaxk, SKIIo JTiKyBaHHS IpenapatoM [ema-Mepi] y epiof BariTHOCTi BBazKa€ThCS HEOOXiTHUM 3a
JKUTTEBUMU IIOKA3aHHSAMY, JIIKApIO CJIif PeTeIbHO 3BaXKUTU CIIiBBITHOLIEHHS MOXKJIUBOT'O PU3UKY OIS
I107a/IMTUHY Ta 04iKyBaHOI KOPHUCTI I MaTepi.

Hesigomo, 4yu npoHukae L-opHiTUH-L-acriapTaT y rpygHe Moyi0Ko. OTXKe, CJIif yHUKATH 3aCTOCYBaHHS
npernapaty ['ena-Mepn y miepiof TonyBaHHS I'PYLIIO.

30amHicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

BHacmigok 3aXxBOpIOBAHHS MMEYiHKM 3MaTHICTh KEPyBaTU aBTOTPAHCIIOPTOM ab0 IIpallfoBaTH 3 iHIIUMU
MexaHi3MaMu Moxke OyTH ToripiiieHa IIif Yac jikyBaHHS L-opHiTHH-L-acriapTaToM, TOMY CIIifl yHUKATH
TaKOIr'0 BUAY HiANIBHOCTI y IEPIOf TiKyBaHHS.

Cnoci6 3acmocyeaHHss ma do3u.

BwmicT 1-2 naxeTiB nikapcekoro 3aco0y ['ema-Mepi] pO3YMHUTH Y CKIISIHIIL BOAM i TpuiimMaTtu 0o 3 pasis
Ha JIeHb Iig yac abo micnis mpuioMy ixi.

TepMiH JTiKyBaHHS BU3HAUYa€ JIIKAp 3aJIe2XHO Bifl KJIIHIYHOI'0 CTaHy XBOPOTO.

Himu.

IocBin 3acTocyBaHHS AiTsIM 00MeXeHUM, TOMY IIperapaT He CJIifl 3aCTOCOBYBATH Yy MefiaTpUYHin
IIPaKTHUIII.

Ilepedo3yeanHsi.

Y pasi nepeno3yBaHHS MOXe CIIOCTEPITaTUACA IMiABUILIEHHS PIBHA CEYOBUHU Y KPOBI Ta Ceul,
TIOCUJIEHHS IIPOSBIB MOGIYHMX peakiinl.

IoTenep 03HaK iHTOKCUKAIIi], CIPUYNHEHUX [Tepel03yBaHHIM L-opHiTHH-L-acrapraTy, He



CHOCTepiFaJ'IOCB.

JlixysanHA. CenupidHuy aHTUOOT HeBimoMuil. PeKOMEHAyeThCA IPOMUBAHHS LITyHKA 1
CUMIITOMATUYHE JTiKyBaHHS.

ITobiuni peakuii.

YacToTy nobiyHUX peakiliit BU3HAYaIM TaKUM YHHOM:

noyxke 4dacto (= 1/10);

yacTo (= 1/100, < 1/10);

HedacTto (= 1/1000, < 1/100);

pigko (= 1/10000, < 1/1000);

nyxe pigko (< 1/10000);

HEeBiIOMO: HEMOZKJIMBO OLIIHUTHY Ha MHiICTaBi HassBHUX OaHUX.
3 60Ky WAYHKOBO-KUWKOB020 MPAKMY:

He4acTo: HynoTa, 61r0BaHHS, OiNlb y IMIIYHKY, METeOpU3M, [iapes, 3amop.
3 60Ky ckesnemHo-m’ 30801 cucmemu:

nyKe pimko: 0inb y cyrimobax Ta M’sg3ax.

3 6oky wkipu ma niOwKipHoi KAiMKOBUHU: MIKiPHI BUCUIIH, TOYEPBOHIHHS LIKipH, CBEPOiXK,
KPOIIVB'THKA.

Heagpoao2iuHi po3aadu: 3aaMOpPOYeHHS.

3 60Ky iMyHHOI cucmemu: peakiiil TinepyyTIUBOCTI, BKII0Yal0Ul aHTiOHeBPOTUYHMHM HAOPSK,
aHadiTaKTAYHUN 10K, YXaHHS, CIh030TeYa.

MemaboiuHi po3s1adu: IpU 3aCTOCYBaHHi ¥ BETUKUX [103aX MOXKIJIMBE MiIBUIIEHHS PiBHS CEYOBOI
KHCJIOTH Yy IJIa3Mi KPOBI.

L1i no6iyHi peaxiii 3a3Bu4ail KOPOTKOYACHi i He MOTPeOYIOTh NPUIIHHEHHS ITPUIHOMY TiKapChKOT0
3aco0y.

BapBHaukK opanxkeBo-k0BTHM S (E 110) MoXe COPUYMHUTH alepridyHi peakiii.

TepMiH mpumaTHOCTI. 5 POKiB.

He 3daCTOCOBYBATH IMiCTIs 3aKiH4YeHHS TepMiHy HpI/IJZ[aTHOCTi, 3d3HA4Y€E€HOro Ha yrIaKOBI_Ii.



YmMmoBu 30epirannsi. 30epiratu npemnapat Ipu TeMepaTtypi He Butie 25 °C.

36epiraté y HEOOCTYIIHOMY OJIST OiTe# MicIi.

YnakoBka. 1o 5 r rpanynsarty y naketi; mo 30 a6o 50, a60100 makeTiB y KapTOHHi# KOPOOIIi.

Kareropis Bignmycky. be3s penenra.

BupoOHHK.

Mepi ®apma I'm6X i Ko. KI'aA / Merz Pharma GmbH & Co. KGaA.

Micue3HaxoIKeHHsI BHPOOHHKA Ta afipeca MicIs MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.
JTropsirmTpacce 22, 64354 Paitnxarim, HimeuuuHa/

Ludwigstrasse 22, 64354 Reinheim, Germany.



