KpaTtka xapakTepucTKa Ha IPOAYyKTa

1. Teproecko AMe HA JEKAPCTBEHAS HPOTYKT HUHHCTEPCTBO HA 3ﬂPABEOﬂA3BﬂHE:
Hepa — Merz® - Xemna-Mepn

Mpeaniensa Koy
3 K]
2. KagecrBeH H KOJAHIECTBEH CHCTAB Paspesemie 32 ynorpeda bt {(~ 156 38} 2106 A
Jexapcmeeno geugecmeo: 95 \
I cawe om 5 2p. cvovpoica: L-Ornithine-L-Aspartate 3 g ¢ /2‘9 DE. 0% )
3. JexapcrBena gopma =

I'papynu 3a mepopaieH pa3TBoOp

4, Knunnapy fanad

4.1. Hoxasanus

3a meueHme Ha 3a00nABaHMS Ha depHMA Jpo0, KaTo CTEaro3a, XENaTHT M 1MpOo3a, ChC
CHMIITOME Ha JJaTeHTHA K MaRH(ecTHA XelaTalHa eEnedanonaTus.

4.2. Hosuposra u Havun na ynompeba

1-2 camera Hepa-Merz® ce pa3TBapAT B MHOTO TEYHOCT (Jama BoAa, yail HIH COK) H ce
TIpHEMAT CICH XpaHeHe A0 TPH HHTH JHEBHO.

4.3. Ilpomusonoxasanus

CepsxayscrBuTenHocT KbM L-Ornithine-L-Aspartate uam Haxoe 0T IOMOIIHHTE
BEIIECTRA.

Texka OnOpeuna macyuknus (6pOpewna HepocraTsuHoct). HuBoTo Ha CepyMHHA
KpeatrHud Hag 3 Mr./100 M1 Moxe na chyxu xaTo pedepeHTHa CTOHHOCT.

[ManmenTs, CTpajammy OT pefkuaTe, HachegcTBeHH 3abonseanms — (PYKTO3HA
HEINOHOCHMOCT, IJIOKO30-TalakTo3Ha ManabcopOnHa MIOM  CyKpO30-H30MAlTO3€H
nedunuT He TpAOBa fa npreMart Xella-Mepx rpaHyu.

4.4. Crneyuanuu npednasiy Mepxu 1 CReyuainy npedynpedicoenus npu yrnompeba

Emno came ceappixa 1,13 g dpyxrosa, xoeto otropaps Ha 0,11 BU (xne6Eu enuHANHK).
Tosm IeKapcTBeH NPOAYKT cpaspxa omsetuten E110, xolito Moxe Ha IpHYMHH
aneprWdeH THH PEakiyi, BKIIOYHTENHO acTMa. PHCKBT KEBM ajeprHy € IO-TOIsM KpH
anepravHH KbM aCIIEPHH MAIHCHTH.

HsMa gapmu 32 ymoTpebaTa Ha TO3H HOpOXYKT nph Jema. Ilpenu mpumaraHeTo My OpH
MAJIKH HEa € HeoDXOoMuMO I2 Ce& H3KIOUH BHE3MOXKHOCTTA 33 HEHASHTH(HUIEpaHA
(hpyKTO3HA HEIOHOCHMOCT,

4.5. Jlexapcmeenu u Opyzu 63aumodeticmeus

Hmvia nasams.

4.6. Bpemennocm 1 KbpMeHe

HaMva xivHpgHE »JaEHH 3a ymorpebara Ha Xemma-Mepn rpaHyld II0 BpeMe Ha
OpemenHocT. [IpoyuBanysTa Npy XKUBOTHH OTHOCHO PENPOAYKTMBHATA TOKCHIHOCT Ha
L-ornithine-L-aspartate He ca n3gepnarenuy. [lopamu Toga, ymorpebara Ha Xena-Mepi
rpasyiId 110 BpeMe Ha OpeMeHHoCT Tpa0Ba fa ce u3darea. AXO TaKoBa JCUCHHE Ce Hajlara
no Bpeme Ha OpPEeMEHHOCT, TO TpAOBa NPOBEXa CaMO Cied BHEMATElH4 OlleHKa Ha
CHOTHOIMEHHETO PHCK/ION3a.

He e mspecrno jamx L-ornithine-L-aspartate mpemumasa B KepMata. Ilopamu ToBa,
ynorpebata ua Xena-Mepi rpanyis 110 Bpeme Ha KbpMeHE TpsaOpa na ce u3barea. Axo




TaKOBa JICICHHE CE Hajlara mo BpeMe Ha KbpPMEHeE, TO TpAbBa IpOBE&XKIA CaMO cilex
BHHMATENHA ONEHKa Ha CHOTHOIHNEHHETO PHCK/TION3A.

4.7. Eghexmu ewpxy cnocobrocmma 3a wiogupane u pabomama ¢ Mauutu

Tlopamu ectecTBOTO Ha JIEKyBaHOTO 3a00NsABaHe, CIOCOOHOCTTA 32 modHupare B paboTaTa
C MaIHK MOXe Xa Ohae HaManeHa, JOpH 10 BpeMe Ha Tepanugra ¢ Xema-Mepir.

4.8. Heoicenanu nexapcmeeny peaxyuy
Mpmuoro wectr:  >1/10

Yecra: >1/100, < 1/10
He gecTu: >1/1000, < 1/100
Pemxm: >1/10000, < 1/1000

Msaoro pemrar: < 1/10000, BKIHOTMTENHO €MAHAYHE CIIYYAL
Cmomawurno-upesru oniareanus
He wecro ce nabmomaBaT rajehe, NOBpBINaHE, OOJNKH B CTOMaxa, (QuaTyleHuMs ¥
HAPHI.
Onnaxeanus om cmpana Ha HEPEHAMA CUCEMA
B muoro penxu ciaydar ca Habmonasany GONKEH B KpaliHuIMTE,
3abonssanua Ha KOJHCAMA U HOOKOJCHAMA MDKAH
Omgserurent E110 Moxe fa Dpeau3puKa alepridHE PeaKHam.
4.9. Ilpedosupane
B cnygau Ba npefozupade ce NPEnoph4Ba CHMIITOMATHYHO JIEUeHHe.

5. d®apmaxo/JI0OrEYHH CBOICTBA.

3.1 Dapmarcounamuunu ceoticmea

Dapmaxomepanesmuyna spyna:

Xenarorepanestanu. ATC: AOSBA

Dapmaronozuuny ceoicmea:

OpEHTHH-acmaprTat AeHcTBa in vivo Ype3 aMAHOKHCHIMHUTE OPHUTHH H ACHAPTAT BBEPXY
IBata Hali-BaHy OHOXHMITHH IFTHIR, KOUTO JETOKCHMDHIIHPAT aMOHAKA: CHHTE3aTa Ha
ypes ¥ Ha TIIyTaMHH.

CuHTesara Ha ypesd ce H3BEDINBA B IEPHIOPTAIHHTE XCMATONWTH. B TE3W KICTKH
OpHHTHHZ JeHCTBa KaTO aKTHRBATOD HA JIBaTa SH3MMa OPHHTHH-KapGaMomn Tparcdepaza
B KapbamomndocdaT CHHTETa3a, KAKTO K KaTo CyOCTpaT 3a CHHTe3aTa Ha ypea.
Cunrtesata Ha IIyTaMHEHA € JOKANW3HpaHA B IIEPHICHTPANIHHTE BEHO3HE XEIATOIIHTH.
Ocobero IpH NaTOIOrHIHH CECTOAHESA ACHapTaTa ¥ SPYrH AaKapOGOKCHIATH KaTo HaIp.
GuoTpaschOpMHUpAHATE IPOAYKTH Ha OpPHWTIMHA CE IOEMAT OT TE3H KIETKH H Ce
H3IO0JI3BaT 3a CBBP3BAHETO HA aMOHIKA TIPH 00pazyBaHeTo Ha INIyTaMHHA.

Ilprn u3HONOTHYHH W HaTOGW3HONOTHYHH CBCTOSHHA IIYTAMEHA € Hal-BaKHATE,
CBBp3BalNa aMOHSAKA aMUHOKmcenmEa. 1ol mMa (yHKOHS He caMO Ha HETOKCHYEH
MeTabOJHT 32 eKCKpelluATa Ha aMOHAKa, HO H aKTHBHpa BXHHS ypeeH IfHKBI
(BBTpEKnETHYREA PA3MIHA HA TYTAMHEH).

Ilps GH3EONOTHYHE CHCTOSHAS OPHHMTHMHA H aClapTaTa He OrpaHwJaBaT CHHTe3aTa Ha
ypes.

ExcnepmMeHTHTE, NPOBEACHH NpW JKHBOTHM NOKa3BaT, Ye 3aCHICHATa CHHTe3a Ha
TIyTaMHH € OTTOBOPEH MEXaHu3bM 3a HaMmalliBaHe BE3JelicTBHeTo Ha amomsxa. Ilpu




HAKOH XJIMHHTHHU TIPOYSYBaHHA € OHiIo HalmoNaBaHO MOZOOpABAHE CHOTHOHICHHETO

MEXAY PAasKAOHEHHATE M apOMATHH aMHHOKHUCCSIIHY.

5.2, Dapmaroxunemusnuy ceolicmeq

Abcopbyus:

Crien opanen npueM OpHUTHE — acnaprar ce abcopbupa 6Lp30 M BelHATa ce pasnaja Ha

OpPHHTHH H acIIapTar.

Enumunupane:

Bpemero 3a monyenumMvHHEpaHe Ha peeTe aMuHO kmcenmHE e 0,3-0,4 waca. Uacr or

acmaprara ce OTAeA HeMeTaboMu3HpaH ype3 YPHHATA.

3.3.Hpeoxnunuunu Oannu 3a Gezonacnocm

llpepwmnrmanyre paHHy, Oasmpaim ce Ha (apMaKoNOTHIHA IIPOYUBAaHHS 32

§e3011acHOCT, XPOHATHAE TOKCHYHOCT H MYTAaTeHHOCT, He IOKA3BaT PHCK MpH XOpa, IIPH

IIPEEM B NPENOPEIBAHKTE JO3H.

Heva npoy9nanns OTHOCHO KaHIEPOreHHES HOTEHNHAL.

Iipy npoyusame 3a omlpefeldHe HA X03aTa, DENPONYKTHBHATZ TOKCHYHOCT Ha L-

ornithine-L-aspartate ¢ HEOCTATHYHO IIPOYUEHA.

6. dapmaneBTHYHH JaBHN

6.1.Ilomownu eegecmea

Citric acid, anhydrous, Saccharin sodium, Sodium cyclamate, Povidone 25, Fructose,

Flavours, Yellow orange S (E 110).

6.2, [annu 3a husuro-XxuMuiHy HeCv8MeCmUMOCHY

Hsva nawan

0.3.Cpox na 200nocm

Cpok Ha FOXHOCT 5 TORUHM.

6.4.Cneyuannu ycnosus na coxpaenue

HNa ce cpxpanssa npu Temueparypa nox 25°C.

Jla ce cpXpansaBa Ha MeCTa, HEHOCTRIHK 32 Aenal

6.5.Onaxoexa

IIepBruHaTa omakoska: paper/aluminium/polyethylene

OpurunanHa onakoBka: KapToHeHa KyTas X 30 cameTa;

Opurunansa omaKoBKa: KapToHeHa kyTas X 50 camera;

Opuresansa onakosKa: KapToreHa kyTas X 100 camera;

6.6.1Ipenopvru npu ynompeba

Hsma.

7. Vime m aapec Ha APHTEKATEIA Ha pa3pelIeHHeTo 3a yoTpeda

Merz Pharmaceuticals GmbH

Eckenheimer Landstr. 100

D-60318 Frankfurt / Main

Germany

MeIUIHECKO IpecTaBUTENCTBO B brarapus: JTuGpa ATl

8. Permcrpannonen Ne B Perucernpa nio wi. 28 ot 3JJAXM

20000706

9. Mlara Ha nNLEpPBO paspemaBade 3a ynoTpeda Ha JeKAPCTBEHMS HPOXYKT
17.11.2000 .

10. JaTa Ha (3acTHdHa) aKTyaAAM3aIEa HA TEKCTA
Anpun 2006




