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OYANO OAHINON INA TO XPHZTH

MPOZAIOPIZMOXZ TOY ®APMAKEYTIKOY MPOIONTOZ

1.1 Ovopaocia: TROFOCARD

1.2 Z0vBeon: ApaoTikn oucia : MONO MAGNESIUM L-ASPARTATEHYDROCHLORIDE
TRIHYDRATE avtiotowxet oe Mg++ .

'Ekdoxa :

Kokkia pLag 36ong yia mootLuo uypo

Citric acid anhydrous, Sorbitol, Macrogol 6000, Saccharin sodium, Lemon flavour in powder.

MFaoctpoavOekTLKO dLokio Macrogol 4000, Silicon dioxide colloidal, Magnesium stearate,
Starch.

ErukaAuyn : Methacrylic acid copolymer L30 D55, Talc, Titanium dioxide E 171 Cl 77891,
Polyethylene glycol 6000, Triethyl citrate, Water purified.

Evéolpo duaAupa

Water for injection.
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1.3 ®apHaAKOTEXVLKN HOPPN: -

Kokkia ytag 860ong yLa mooLuo uypo.

ractpoav BeKTIKO dLOKiO.

Eveoluo dlaAupa.

1.4 MepLeKTIKOTNTA OE dPACTTLKN ouoia:

0 Kokkia piag 360ng yLa TooLHOo uypo

Kabe pakeALOKOG hIE KOKKLA PLag d00NG yLa TOoLUo uypo replexel 1229,6mg
Mono-Magnesium -L-Aspartate-hydrochloride Trihydrate 1y 121,5mg Mg++ .

FaoctpoavOeKkTLKO BLOKiO

KabBe yaotpoavbekTikd dlokio reptexel 614,8mg Mono-Magnesium -LAspartate-hydrochloride
Trihydrate 1y 60,77mg Mg++ .

Evéolpo dlaAupa

Kabe guaolyya eveotpou dtalupatog replexetl 614,8mg Mono-Magnesium
-LAspartate-hydrochloride Trihydrate 1y 60,8mg Mg++ .
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1.5 Neprypapn-Zuckeuaoia:

Kokkia uiag 600ong yta rnootio uypo

XAapTLvo KoUTL cuockeuaoiag To oroio replexel 20 paKeALOKOUG Twv 5g, 0€ ocuokeuaoia
sandwich aAoupiviou/toAuatBuleviou kat eva GUAAO OdnyLwv Xpriong.

raotpoavOeKTIKO dLOKiO

XdapTLvo Kouti ouokeuaoiag to oroio replexel 30 yaoTpoaveeKTIKA dLOKLA CUCKEUAoUEVA
ava 10 oe 3 blisters ano PVC kat Aluminium foil kat eva ®UAAo Odnylwv Xpriong.

Eveéoiuo didAuua

XApTLVO KOUTL OUCKEUAOiag TO OTtolo TepleXel 12 uaAveg KapapEAOXPWUEG 2 PUOLYYEG ME
5ml ipoiovTtog n KABE pia, cuokeuaoueveg o€ Bnkn ano roAualbBuAevio kat eva GUAAO
OdnyLwv Xpnong.

1.6. DappaKOBEPATIEUTLKN KaTnyopia: TovwTiKA.

1.7. YnieuBbuvog KukAopopiag: UNI-PHARMA KAEON TZETHZ ®APMAKEYTIKA
EPIAZTHPIA A.B.E.E. 14° XAp. EBvikrig Odou ABnvwy — Aapiag 1 145 64 Kneplowa TnA.: 210
8072512 Fax: 210 8078907

1.8. Mapaockeuaotng: UNI-PHARMA KAEON TZETHXZ ®APMAKEYTIKA EPFAZTHPIA
A.B.E.E. 142 XA\u. EBvikrig Odou ABnvwyv — Aapiag 1 145 64 Knoplowa TnA.: 210 8072512 Fax:
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210 8078907 - 3 - 2. TI MPEMEI NA

FNQPIZETETIA TO ®APMAKO MNOY Az XOPHIMHOHKE

2.1 M'eviKEQ MANPoYopieg: To payviolo €ival anapaitnto otolxeio yia tn {wn. ZUPPETEXEL
OTLG TIOAUAPLBPEG HETAPBOALKEG dlepyaoieq. H nuepriola avaykn gayvnoiou otov avepwrio
urtohoyiletal og 400-600mg. H peon kavovikr) avepwritvn dlalta TEPLEXEL APKETEG
MOCOTNTEG JAYVNOLOU yLa TNV KAAUYN TwV KaBnuePLVwY JETABOALKWY avaykwyv. H evdela
Mayvnoiou PTopet va mpoeABeL amo avenapkr pocpopd (PTwyo dLatToAoyLo, aduvauia
ANWNG TPOPNG, HAKPOXPOVTN OALKT) TIAPEVTEPLKN BLATPOPT), XPOVIOG AAKOOALOHUOG, HELWHEVN
EVTEPLKT artoppoOpno”, cuveXLCOPEVN dlappoLa). ZravidTEPQ PUTIOPEL Va OPELAETAL OE
auénuevn aroPoAr) dla Twv oUpwV (PELWON TNG CWANVAPLAKNAG ETIAVAPPOPNONG ard BAQTITLK
EVEPYELA OPLOPEVWV PAPUAKWYV). KALVIKEG HEAETEG £DELEAV TIWG N YELWOT TOU payvnoiou
OTOV avBpWTILVO Opyaviouod 0dNYEL O€ VEKPWON TWV LOTWV TOU Juokapdiou. H payvnotlorevia
OUVOBEUETAL ATto AuENUEVO Kivouvo BpouBwoewg.

2.2 Evdei&elq:

Kataotaoelg evoelag payvnoiou, EpyacTNPLAKWES ATIOOELKVUOUEVEG.

2.3 Avtevdeitelq:

Ta papuaka JIopouy va Fondricouv Toug appwoTOUG, MTIOPOUV OUWG va dNULOUPYHCOUV Kal
npopAiuata otav d€ AayBavovtal cuUPpwva PE TG 0dnyieg. MNevikd, Ba MPETEL TIPLV TIAPETE
TO (PAPPAKO VA EXETE EVNUEPWOEL TOV LATPO 0AG OE TIEPLTITWOT TIOU EXETE YVWOTH
uTiEPEUALOONCLa OTO PAPPAKO 1) KATIOLO ATO TA CUCTATLKA TOU AAAQ KAl yla TLG TTapaKATW
TIEPLTITWOELG:

Bapia kapdLakn Kat ve@ppLKn avermapkela. TIG MEPLMTWOELG QUTEG TO LOLOOKEUACUA TIPETIEL
va XOPNYELTAL UE TIPOCOXH) KAL HE CUVEXT EAEYXO0 TWV ETILMEAWY TOU JAYVNOiou 0ToV 0pd TOU
aipatog. H mbavotnta katakpatnong yayvnoiou Ba mpetel va Aaufavetal urtoyn ota

TIPOXWPENMEVA OTABLA VEPPLKNG AVETIAPKELQG (€TTieda KpeaTtLvivng otov opo 4 >500umol/Lit
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1 6mg/100ml). Ze autrv TNV MEPLTITWON N CUYKEVTPWON Mayvnoiou 6Tov 0pO TOU ALPATOG
dev nperiel va &emnepva ta 31,6mg.

2.4 E\81KEQ MPOPUAAEELG Kal TIPOELSOTIOLNOELG KaTda Tn Xpnon:

2.41.lMevika

IdLaitepn pocoxn analteital o€ aoBeVELG PE VEPPLKT AVETIAPKELA PLKPOU BaBuou
(KpeaTLvivn opou

2.4 2. Xopnynon kata tnv Kunon kat tn MaAouyxia

To TROFOCARD eivat acgpaleg T600 Kata Tnv KUnon, 600 Kat Katda To BnAacuo.

2.4 3. Enidpaon otnv Lkavotnta odnynong Kat XelpLopoU pnxavnuatwy

Agv UTIAPXEL Kapia €Midpacn 0TV LKavoTNTa 0drynong Kat XELPLOPOoU Unxavnuatwy.

2.4 4. 18LaitepeC MPOELSOTIOLNOELG YLa TA MEPLEXOMEVA EKdoXa

Kapia.

2.5 AAANAeTidpaocelg He AAAa pappaka rn oucieq:

2€ TEPLMTWON ANYNG TETPAKUKALKWY ATIO TO OTOPA, 6a TPETIEL va HJEGOAABOUV TOUAAXLOTOV
3 wpeg pETA&U TNG XOPrynong Twv U0 PpapPakwy. To idlo Xpovikd dlacTnua Ba TpeTeL va
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MECOAQBEL KAl yLa Tn Xoprnynon arno To oToua acBecTiou KAl yayvnoiou.

Emiong, va pn xopnyeitatl mapevteEPLKA Payvnolo Tautoxpova Pe tn Anyn aro - 5 - To otoua.

2.6 AocoAoyia:

Anyn arnoé tou otopatog: 300-450mg payvnoiou nuEPNOiwg o€ 2-3 dOOELG.

Kokkia piag 30ong yia mootpo uypo

Mawdla 6-9 eTwv: 1 PpAKEALOKO TNV NUEPQ £pATag r o€ 2 dOOELG.

Mawda 10-14 stwv: 1 GAKEALOKO 2 (pOPEG TNV NUEPA.

EVAALkeG: 1 pakeALOKO 3 popeg TNV NUEPQA. To TIEPLEXOPEVO TWV PAKEALOKWVY dLaAuEsTaL O€E V2
TIOTNPL VEPO, TOAL I PPOUTOXUMO KAL TILVETAL.

FaoctpoavOeKkTLKO BLOKiO

Mawdia 6-9 etwv: 1 dLOKLO 2 POPEG TNV NUEPA.

Mawdia 10-14 etwv: 1 dLoKio 3 PopEG TNV NUEPAQ.

EvnAwkeg: 2 dlokia 3 gpopeg Tnv nuepa. Ta dlokia katarivovtat auacnTta.
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Evéolpo dlaAupa

Eni mapevteplkng xopnynong (evOouuika r evdoopAepLa), n docoAoyia kavovifetatl avaloya
Tou BaBpou Tng £vOELag TOU OPYAVIOUOU O€ PJayVvhoLo Kat kupaivetat aro 150-300mg
NUEPNOCLWG. ZTA VEOYVA KAl Ta Bpegn oL tapanavw d0ooelg rieplopilovtal 0to 15%-20% kat
ota rnawdla 2-10 xpovwv oto 20-50%.

H evdopAeBLa xopriynon MPETIEL va yiveTal Bpadewg Kal HET’ apaiwon eVTOG 0AKXAPOUXOoU 1
XAwpLovaTtpLouxou LoOTOVoU OLAAUMATOG. ATIayopeUusTal 1 XPNOLKOTIoINoT SLAAUPATWY TIoU
TIEPLEXOUV BLTTAVOPAKLIKO VATPLO, AOYW OYXNUATLOPOU adLAAUTOU avBpakKLKoU payvnoiou. Ztnv
KaBlepwon opbng Kat 6 akivdouvng Bepareiag fonba n YETPNON TOU PAyvNOLoU TOU OPOU 1)
MAQOPATOG. ZUVIOTATAL N BLAKOTIN TNG XOoPNnynong otav n yayvnolatgia unepBet ta 4mg%
(1,65 mmol/l).

Evdopuikn xopnynon: 1 ¢uotyya twv 5ml (60,8mg 1 2,5mmol ) 5mEQq) tnv nuepa n kabe
deutepn NUEPQ, BabLa evdouuika.

Ev3ogpA&BLa xopnynon: To TepLEXOPEVO ULag puaotyyag Twv 5ml (60,8mg 1 2,5mmol 1
5mEQq) apawwveTatl pe 5ml cakxapouxo 1 XAwpLovaTtpLouxo LooTovo dldAupa Jeca oTny idla
oupLyya Kat akoAouBwg evietal apya evoopAeBiwg pe pubud 2-3ml ava Aemto.

Ev3opAeBLa «otaydnv» £€yxuon: 4-5 puolyyeg (240-300mg 1 10-12,5mmol) apawwvovtat
EVTOG €VOG ALTpoU 5,0% YAUKOING 1) XAWPLOVATPLOUXOU LOOTOVOU BLAAUPATOG, XOPpnyouvTal
€ oTAydnV OTN XPOVLKN TIEEPLOOO TwV 12 wpwv.

2.7 YnepdoooAoyia-AvTLUETW TILON: ZUUTITWHPATA UTEpPayvnalatpiag ge diatapaxr tou
KQPALAaKOU puBuOoU, avarveUuosTIKA TIPORANUATa, dlatapaxes TG VEUPOUUIKNG HETAdOONG.

©¢epaneia: ApOovn dloupnon PE TN Xoprynon vePoU 1 evtovwy dloupnTikwy. Edv upiotatat
VEPPLKT) QVETIAPKELA TOTE OUVLOTATAL algokabapon 1) epLtovaikr) dALon. TNAEPwWVO Tou
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Kevtpou AnAntnplaccwy, ap. TnA.: 210 7793777.

2.8 TL npénel va yVwplleTe 0TNV NMEPLNTWON NOU TtapaAeiyate kamnowa doon: Eav
TIPETIEL TO PAPPAKO VA AQPPBAVETAL OUVEXWG KAl TIApaAsiyeTe pia 66on, Ba mpereL va
MAapeTe TN 060N AUTN TO TAXUTEPO duvatov. Eav v toutolg mAnotalel n wpa ya thv
eTOPEVN dOON, un AABETE TN dOON TIOU TIAPAAEiYaTe, aAAAG OUVEXLOTE KAVOVLKA TN Bepareia.
Mnv durAaclalete TG d00ELG. - 7 - 2.9 AveruBuunteg evepyeleg: Madi e TIg eTilBuunTeg
EVEPYELEQ, KAOBE (PAPUAKO UTIOPEL VA TIPOKAAETEL KAL OPLOPEVEG TIAPEVEPYELEG.

OL aveTilBUPNTEG EVEPYELEG TIOU PTIOPEL va ePgpaviobouy eivat:

YTieppayvnolatpia arnod urepPETPN XOPrynon NTIOPEL va TIPOKAAECEL AVATIVEUCTLKY) MUIKN
apaAuon, dlatapayr Tou KapdLakKou pUBUOU, KOATIOKOLALOKO ATIOKAELONO, KAPOLAKT)
QAvaKort).

H to&Lkn dpaon tou oTnv KapdLa ivat cuxvoTePN YE TAUTOXPOVN XOPNYNOT (PAPHAKWY
OOKTUALTLOQG.

2.Tn Xopnynon arod Tou OTOPATOG UTIOPEL va TIApOUCLacTOUV dLapPOiKA (palvoueva Kat
KOLALOKOL TIOVOL.

2Tnv evOoPAERLa Xoprynon, o acBevng mBavov va £XeL ailobnua Kauoou (ayyelodlao TAATLK)
opaon). H payvnoloBeparieia dla tng mapevtePLKNG 0dou TiLBavov va TiPoKAAECEL
avtwopaocelg ducaveéiag. 2 Tnv MEPLITTWON AUTH CUVLOTATAL N XOPNynon arno To OToua i
TIAPEVTEPLKWE EVOG AVTIOTAPLVLIKOU.

Katd tnv evdogpAefLa xopriynon sivat duvatov va dnuioupynbet Bavatngopog 66on otav
OUVUTIAPXEL BAPELA VEPPLKT AVETIAPKELA (AVTEVIELEN) KAL N EVEON YLVEL TIOAU Ypriyopa.

2.TnVv €VOOUUIKN X0pPrynon PIopeL va mapoucLlacTeL TTIOVOG OTO ONPELO TNG EVEONG.
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Yotepa anod napatetauevn Bepareia 1y urtepPoALkr) docoAoyia eivat duvatov va
EMPAVIOTOUV CUPTITWHATA KOTIWONG, TA OTIola €ival EVOELKTIKA AVWHUAAWG AUENUEVWV
OUYKEVTPWOEWV NAYVNCLOU GTOV 0pO TOU aipatog. Ta cuuntwuata eEagavidovtal ye tnv
TIPOCWPELVN BLAKOTIN TNG Bepareiag kaL eAeyyovtal Eava ta emnineda Tou payvnoiou.

2.10 Huepounvia ARENG TOU MPoiovTog: AvaypageTal 0TV EEWTEPLKN KAL OTNV EOWTEPLKN
ouokeuaoia. Eav n nuepounvia autn exel mapeAbeL, pnv XPnNoLPOTIONOETE TO PAPPAKO.

2.11 I3waitepeg POPUAAEELG YLa TN PpUAAEN Tou poidovTog: PuhdcosTal o HEPOG ENPO
Kat dpooepd pe Bepuokpacia katw twv 30°C.

2.12 Huepounvia teAeutaiag avadew pnong Tou pUAAOU odnyLw V:
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