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EFrKYKAIOL - ANTOGAZH

KaBopiopédg MNepidnyng Xapakmpiotikwy 1oy [lpoidviog, @UAou Odnyiwv yia 10 Xpnotn Kai
Emonuavong  QUpHOKEUTIKWY  TIPOIOVIWY  TIOU  TTEPIEXOUV  Opaomiké  ouoTarikd AMBROXOL
HYDROCHLORIDE, via 1i¢ popoéc:

A. Koppi a1rd Tou o1oparog

B. Aogxio, Zipom, Kokkia piag 5601 yia Tooipo vypo

I. Kapaxio rapatetapévng amodéopeuong, akAnpd

"Exovieg uTroyn:

a) Tig Siarageig 1ng koivig YTToupyikng Attogaong AYT3 () 83657/2005 *Tept evapudviong 1ng
EMNvikAg NopoBeaiag pe tnv avrigroixn KoivoTik) oTov TopEa 1ng Kux)\omopsag e TUV
PAPUOKEUTIKWY TTPOIOVTWY, TTou TTpoopifoviat yia avBpuwtrivey XpAhon”,

B) Tnv utr apiBu.: 43391/23-68-2010 Amnrdgpacn NMpoédpou EO® (PEK 1052/Tebxog Ael1Epo/12-7-2010)
«[epi petaiBaocwe Sikawparog utroypagng atrd Tov [pdedpo ECD mmpog ToUg TTROICTaNEVOUS
HieuBuvoewy EO®».

y) Tn MNvwpdreuon Tou EmioTnuovikoU Zuppouiiou Eykpioewy , Tunua A” ap. ©-66/17-02-2012.

ANNOBALIIZOYME

A1 H MepiAnyn XapoakinpioTikwy 1oy Fpoidviog papuakeuTIKWV TIPOIOVTWY TToU TrepiEXouy Opaotikd
cuotaniké AMBROXOL HYDROCHLORIDE, yia 1 pop@nr: Kopyr amd Tou oréparog opiletai wg
£gng:

NEPIAHWH TQN XAPAKTHPIETIKQN TOY MPOIONTOX (SPC) |

1. EMNOPIKH ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOX

2. NOIOTIKH &NOIOTIKH ZYNOEYH

1 Képp ammé groparog TrepiExel 15 mg udpoxAwpikig auBpofoing

trans-4-{(2-amino-3,5-dibromobenzyl) amino] cyclohexanol hydrochloride
(=Ambroxol hydrochloride )

3. PAPMAKOTEXNIKH MOPOH

Koupr amd orépatog

4. KAINIKA FTOIXEIA
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41. OepaTTeuTikEg £vOEiLEIg ' _—

Q¢ BonBnmikd yia T peugToToingn Twy BAEvviwdwy eXKKPICEWY Trg GvaTIVEUOTIKIG 0800 O¢
TIEPITITWOEIG OLERDV KAl XPOVIWY BPOYXOTTVEUPOVIKWY TTadnotwy (Bpoyxinda, epglonua,
TpaxsioBpoyxinda, ypévia acBuankd Bpoyxinida).

Ewiong evdeixvurai yia Triv TpOANnWn Twy QVATTIVEUOTIKWY ETTITTAOKWIV HETG aTTO KATaKPpATRON TWY
EKKOICLWV HETA aTTo UEi{OVvEG XEIPOUPYIKES ETEPRAOELIC OTO Buipaka — v KOIAIA Kai ETA aTTd
pakpoxpovia KarakAior.

Kard mn didpkeia ofernyv e£apaewy 1wy BpoyxiTidwy TTpETrer va xopnyeitar padi ue 10 xataAAnio
avniBioTiké.

4.2. Aoocohoyia kai 1péTTO¢ XopRynong

EvAAKEG ko TTaidid aviw Twv 12 eTwv:

2 TEPAaYIa KOUPEDG, 3 POPEC TNV NUEPa.

To BeparreuTiKO ATTOTEACOPO UTTOPE! va evioXuBEel pe xopnynar 2 Tepayiwy KOuHEog 4 QopEg TnV
nuépa.

Naidia 6-12 erwv:

1 TEpdxI0 KOUPEOS 2-3 YOPEC Thv NUEPA.

To BepameuTtid amoTEAeopa UTTOPED va evioXuBel pe xoprnynon 1 tepayxiou képpeog 4-6 gopéc TNy
NHEPQ.

Te ofeieC KATAOTACEIG TOU AVATTVEUOTIKOU, AV TA CUPTTTWUATA BEV UTTOXWPOUV 1] XEIPOTEPEUOUY KATA
11 BidpKeia TRg aywynAg, Ba Tpétrea va ZntnBei i oupBouin Tou BepdTTovTog 1aTPoU.

To k@B Tepaxio kOPPeog va BIGALETaI apyd OTO OTOHA.

To @apuaxo prropei va AapBaverar va AauBavetar ave€dprnia armsd v mpdoAnyn 1poenig.

43.  Avrevdeifag

YrepeuaoBnoia otnv udpoxAwpikn auBpofdAn kal 0Ta GAAQ CUOTATIKA TOU TTPOTIOVTOG.
No pn xopnyeitai kara n Sidpkeia 1ng kiNoNg Kai NG yarouxiag.

AvTEVBEIKVUTAI OF OTTAVIEG TTEDHITTWOEIG KANPOVOUIKWV KATAOTACEWY, TIg OTT0IEG O aoBevig PTTOPE va
cpavifer acupBatoTnTa pe karroio amd 1a £kdoYa ToU TTpolovTog (Trapakaiw Heite TNy TTapdypagpo
4.4}

44. Idwitepeg Tpoeidomolioeig & 1IBITEPEC TIPOPUAGEEIG KATA TN Xprion

Kard m xpAon 10U oapudakoy JTTopel va TpokAnBEel augnon 1ou GyKoU Twv PEUCTOTTOIOUHEVUY
Bpoyxikwy exkpiocwy kar av dev ammopaxpuvBouv pe Brixa eival TponipdTepo va SIGCWANVWVETAl O
aoBevhg WOTE va TTAPAPEIVE avoikTh rp avarveuoTtikn odoc.

1 repaxio Koppeog 15 mg mepiéxer ... mg copBITéAng mMou ExEr wiC QOTEALOLA ... g COPRITOANC avad
péviarn ouviorwpevn nuepnota 56on (120 mg). ACBevEIC e OTavia KANDOVOoUIKG mTpofANuara
duoaveéias oy @poukTodn Ot Ba pémer va Aaufavouv aurod 10 ApUaKo.

‘Exouv avagepBei TTOAU AlyEg TFERITTTWOOEIS TORAPWY GAAOILWCEWY TOU BEQUATOC OTTWS cUVEPOUO
Steven Johnson xai TO8ikA eSEPRIKN VEXKPWOTN HE XPOVIKI] CUOYETION WE T XOPAYNON
ATTOXPEUTITIKWY OTTWG 1 uBpoxAWPIKA apBpofoArn. O TTEpICOOTEPEC TTEPITITWOEIS JTTOPOUY Va
£gnynBoly arod 1 ooBapdTnTa AAAWY UTTOKEIPEVIWY aOBEVEIWV KO} OUYXOPNYOUHEVNG QAPUAKEUTIKIS
aywyns. EmmrpdoBeta, katd Ty TTpwin ¢aacn tou ouvdpduou Steven Johnson 1 g Todikng
eMBEPUIKIC VEKPWIOTG, 0 aoBeVAG UTTopE] va eu@avioe apyika un cLeidikevpiva pddpoua
CUUTITWHPATA TTOU Va TTPOCOoP0IAlouy HE ypitrn, OTTwg TTUpEToq, TTOVO! OT0 owla, pivinida, Brixas kal
TTOVOAQIPOG. Autd Ta pr) £&e1dikeupéva TTPOdEOUa CUUTTTWHATA TTOU TTRPoCcopoIGdouy pE ypitrn eival
Teavov va ocdnynoouy TaparrAavnTikd oTny Evapin CUPTITWHATIKAS aywyng yia 7o BrAxa Kai 10
KPUOAQYTA.

Qg ek TOUTOU, EQV EPPAVIOTOUV VEESG AAAOIITEIG TOU BEPUATOS A Twv BAEvvOyOVWY, Ba TTPETTE Va
{NTNBel apéowg 1aTpike CUPBOUAL Kat wg TTpoeuAaln va JIakoTIE N aywyn HE udpoxAwpIKn
auBpotoin.
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Z& TEPHTTLICON ETTNPEQCUEVNEG VEPPIKNG ALITOUPYIAg 11 ooBapng nrrarommadeiag n udpoxAwpiknA
aufpotoAn umopti va xpnoonoingei ovo peta and 1aTpikn oupBouln. Ommwg ue Oha 10 9ApuaKa
TTou peraBoAifovial atd 1o ATTap Kai akoAcuBel vEQDIKT aTTEKKPION TouG, evBEXETAI VA EpQaVIOTE]
ouoowpeuon Twy yetaBohitiuv TN apfpofdAng TTou oxnuariocBnkav oo ATrap, étav uTTapxe gofapn
VEQPIKI QVETTAPKEIQ.

4.5, AMNAEMISpAoEic pE GAAD @appaka Kal GAAEG pop@pig aAAnAeTTiISpaong

Agv uTrdpyouv KAIVIKG onpavTikéS Suopeveic aAANAEMOPAcES ue GAAa pdpuaxa.

H rautexpovn XopRynon 1Ng apBpetoing e aviBionika (apofukiAAivn, kegoupogipn, epuBpopuxivn,
BotukukAivn) obnyel o8 LYPNASTEPES OTYKEVTPUIOLIG TOU avTIBIOTIKOU GTOV TIVEUHOVIKG 10T0.

4.6. Kinon xar yaAouyia

XpAon kard Tnv xonon :

H ubpoxAwpikn auPpofoAn SIaTepva Tov TTAGKOUVTA,

H aogdaieia katd 1n didpkeia ¢ KUNoNG atov avBpwtro Sev £xel akopa amodeixBel.

H xpAon 1ng udpoxhwpiknic aufpotoine dev ouvigrarar kard T Sidpkeia g xinong.

Xphon kata i Siapkeia rng yaiouyiag

H ubpoxAwpikr auBpofoAn exkpiveTal OTO PNTPIKG YOAQ,

[MapdAo rou Sev avapivoviar avemBounTes emMdPAoEls oe BpEgn Trou BnAddouv, Sev cuvIoTATAI N
xopnynon Tng udpoxAwpikng auBpofoing ot BnAdfouceg pnTEpeq.

4.7. Enidpaon otnv IKAVOTNTA OGAYNONG Kai XEIRIOHOU HNXaVHATWY

Aev utrdpyouv evdei€eic yia Tny eTidpaocr) oTnyv iKavoTnTa 0dAYNGNS KAy XEIPITHOU Unxaviov Bi6T dev
Exouv DiefaxOei OXETIKEG PEALTEC.

4.8, AvEMIBOUNTEC EVEPYEIEG
Alarapayx£€ ToU avogoTIoinTikou guothuarog, Ailarapax£c Tou 8Epuaroc Kal Tou uTTodoépioy 1GToU

AvaguhakTikéc aviibpdosig cupTrepthauBavopivng TG avaQuAakTIKnS kataTAngiag, ayyeiooidnua,
e€avBnua, kvidworn, Kxvnopog kar GAAN utTtepeumoBnoia.

Alargpaxfi TOU VEUDRIKOU gUOTRYATOG
Auoyeuoia (11.x. ahhoiwpivn yeuon)

Algrapaxic TOU YyaoTREVIERIKOU GUOTAKATOC Kal AIQTAPOXEC TOU OVATIVEUCTIKQU CUCTALATOC, ToU
SwpaKa Kot TOU UEgoBwpaKioy

Nauria, £uerog, Diappoia, duoTtewia, KOIMakd dhyog, OTOHATIKA Kai papuyyIkn vitaicbnoia,
Enpoatopia, EnpoTnTa papuyya

4.9. Ymepboooloyia

ZupuTITwpara

Mexpl Twpa dev Exouv avagepBei eEadikeuptva ougTTTwpaTa urrepdoooAoyiag oTov avBpwirc.
O¢parreia

Me Bdon avagopéc akolaoiag uTTepdooohoyiag Kar avapopEs 1aTpikwy Aabwy Ta TTaparnpnBivia
CUUTITWHATA £ival OF CUPQWVIA PE TIG YVWOTES QveTIBOPNTEG EVERYEIES TG UDPOXAWPIKAS apBpadoing
o1 ouvIoTWHEVN DOCOAOYIQ KaI PTTOPE] VO XPEIACTE] CUUTTTWHATIKA Bepatreia .

5. QAPMAKOAOTIKEY IAIOTHTEX

5.1 Qappakoduvapikéc 1510TNTEG

(PR)



AAYEI-E.4250-13/4
(24a)

MpokAvika, n udpoxAwpikn apBpoloin, 10 OpaoTikd CUCTATIKO TOU «OVOUa TTPOIOVTOSY £xE BLIXOEI O
QUEAVEI TIC EXKPITEIG TOU avaTTveuoTikoU. Evioyxuer Tnv rapaywyty Tou em@aveiodpaoTikod Trapayovia
TWV TIVEUROVWY Kai TNV AEITOUPYIa Twy Kpooowy. AUTES of SPACEIC EXOUV WG aTToTEAETa TN BeATiwon
TNC POAC KA TS METAPOPAS TNG BAEvvNG (BAsvvokpooowTn kaBapaon). BeAtiwon Tng BAEVVOKPOOGWITNAG
KaBapong £xel DeixBel g KAVIKES QapuakoAoyikeg peAéTeg, H alinon Twy ekkpioewy kai Tng
BAeVVOKpoOoOwWTAS KABApO NS BIEUKOAUVOUY TNV aTTOXPEPYN KaI avakoupifouy 10 BAxXo.

Tommikr] avaieBnrikf Spdon 1nN¢ udpoxAwpikAG auBpotdAng £xel TapatnpnBel ot HOVIEAD o@BaAPoU
KOVIKAOU, 1O 0TToio wiTopei va e€nynBel armo Tic 1iBidTNTES TTOU £XEI TTOV QTTOKAEIONO Twv SIalAwy
varpiou. ‘Exer ammodeiyBei in vitro 6t n udpoxAwpixr} auBpoldin arrokAeiel Toug diavAoug varpiou, n
Déopeuon autr) eival avaoTpiyipn kal eEaptwuevn atrd 1n SUyKEVTpLWON Tng ouaiag.

H amre AeUBE pan KUTTAROKIVIOY OTO aipa KaBWS KAl Ta KOBNAWHEVT TTOUS IOTOUEC HOVOTTUPNVG KAt
TIOAUMORPOTTUPNVA KUTTAPA QAVIKE VO PERDYOVTAI ONUavTIKG in vitro arrd tnv uSpoxAWpIKN

auBpotdAn.

Te KAIVikEG LHEAETEG OE agBeveig pe TTOVOAQIUO, © TTOVOG OTO YApUYYa Kal N EpUBROTNTA PENBNKaV
ONHOVTIKA.

Mera tn xopnynon aufBpofdAng ot CUYKEVTPWOEIG avTIRIOTIKWY (QPOTUKIAAIVE, KEQoupogiun,
EPUBPOMUKIVN) OTIC BPOYXOTIVEUUOVIKES EKKPIOEIS Kt 0Ta TTTUEAG Eival au§npEveg.

To «Ovopa TTRoidvIog» Adyw TG ouvBeong Tou eival KaT1GAANAO yia SiaBnTikoug.

5.2 QuappakokivnTIKEC 1516TRTES

ATroppoenaon;

PappokokivnTIkEG PEAETES £0ai€av TaxEia aTTopPOENCT TWV ATTO TOU GTOUATOS XOPIYOUHEVIIY HOPPUIV
Gueong amodéoueuang 11¢ UOPOXAWPIKNG auBEOLOANE, ME YPUUHIKOTNTA OT0 BERATTEUTIKO EUPOG TV
Gogewv. Ta péyiora e1rimeda g o1o TTAGopa @Bavouy evrdg 1 Pe 2.5 wpeg yia TIG aT10 TOU OTOHOTOG
LopYEC Aueong arrodiopeuong kal BETa amé 6.5 wpeg yia Tig popic Bpabeiag amodéopcuong. H
arréAutn BiodiaBegipoTnTa Petd ammd xopriynon Biokiou 30 mg Bpédnke om eivan 79 %.

To kawdxio Bpadeiag amedioueuong TapouaIadel oxenkn S1IaBegindInTa 95% (KavovikoTromnuevn
Boon} ot oxeon pe 70 Biokio Twv 30 mg.

H oxenikr) BiodiaBeoipgdTnTa Twv TEPaXIWY KOUUEOS W TTPOG To GipoTT fjTay mepiTou 110%.

Karavoun;
H ddopeuon pe Tig TTPWIELIVES OTa BepaTreunika eTriTeda 010 TTAGCpa civar Trepittou 90%. H karavoun

116 apPBPOEOANG LETA aTTO TOU OTOHATOC, L.V Kal L.m XOopAYNoN ams 10 aipa oToug I0TOUG tival Taxeia kai
Ol HEYIOTEG OUYKEVTPUWOELIG TOU POPPAKOU TTapatnpouvial otoug TTveUpoveg . O OyKOG KATAVOUNS HETA
amd TOU OTOUATOC XOPMYNOT exnunonke o1 elvar 552 L.

MeraBoAiopdc xal aropdkpyvary:

MNeplmou 10 30% g amméd Tou o1dPaTog YopnyoUupevng 3OCNg aTToPakpUVETal JECW TOU PUIVOUEVOU
Mg Tpwing diodou.

MeAéTeg oe avBpwmmiva NIaTnikad pikpogwpata £8ei€av 611 1o guvéviupo CYP3A4 civar utreiBuvo yia
TOV METAaBOAOPO TNG UBpoXAWPIKAG auBpoloing ot OIBpwpavBpavuMké oy,

H uBpoxhwpikn apBpofdin yetaPoAileTal kupiwg aTTd 10 ATTAP HE yYAUKoUpovIBiwon KAl JETATROTTA OF
SiBpwpavBpavuAixd ofu (TTepiTou 10 % 1ng O60NG) KOl 08 PEPIKOUS ROOOVOG ONUATiag HeTaBoAiTeC.
Eviog 3 nuepuv HETA QTTO TOU GTOHATOG XOPHRYNon, TEpiTrou 8 % Tng doong Bpioketal ot £AeUBepn
Hop®r, evw TTEPITTOU 26 % g doong BpiokeTan gt cudeuypévn Hopyn OTa oUpa.

O xpovog nuigwng o1o TTAaopa TAnoialer 1ig 10 wpeg. H cuvoikn kdBapon kupaiveral g1a 660
mL/min, pe Tn veppikn k@8apon va avahoyei o TeEpiTTou 8 % 11¢ ouvoliKAS kKGBapang.

DapuakokIvnTiky gt £101KoUC TTANBUOUQUC

Z¢ aoBeveig ye NTTaTikn dusAeiToupyia n amopdrkpuvon TN uBoxAWPIKAS aUBPoEOANG ival Peiupivn,
HE OTTOTEAEOMQ VA ETHTUYXAVOVTQI ETTITTEQO TTAGOUOTOG 1.3 EWG 2 YopEc uwnAGTEPa. AOYW Tou PEYAAOU
BepaTIEUTIKOU £0poug TNS UBpoxXAWPIKAE auPpotding, Bev eivan amapoitnTes pubuiceig Tng dooohoyiag,
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H nAixia Kai T0 UM dev ®avNKE va £TTNPEAde! TNV QUPHPAKOKIVNTIKI] TNS UBPOXAWEIKAC auBpotoing ot
KAVIKG £TTITTEDO KOl ETTOHEVWG BEV aTTaiTeiTar KATToI0 pUBJion Tng doong.

H 1pogr dev Bpébnke o15 emrnpeddel mr BrodiaBeoindnta g udpoxAwpikig apfpotoinc.

H 1popn Sev Bpébnke 611 eTTnpedder 1n BrodiaBeoipudnra g udpoxAwpikAg aufpotoing.
5.3 NpokAhivika Sedopéva yia v acgdAcia
H udpoxhwpixr auBpotohn €xel xaunAs deiktn ofeiag TofikdTnTaC.

MeAéTec eTravarapBavouevng doong amd Tou oTopaTog e doon 150 mg/kg/nueépa oe poeg (4
£BOopndec) ue béan 50 mglkg/npépa o emipueg (52 kai 78 eBOopadeg), pe doon 40 mg/kg/nuépa, ot
KOVIKAOUG (26 £B0opadec) kan pe 56on 10 mg/kg/nuEpa ot okvAoug (52 BOouadeg) dev £dsi€av kAo
eudIGKPITN TOEIKGTNTA OE KATTo10 Gpyavo.

Ze evDOQAERIEG pEAETEC TOGIKOTNTAS TETCSGPWY £RSOUGDWY HE udpoXAWPIKA AuBpoidAn xopnyhRonkay
ot £TTipueg 4, 16 kai 64 mg/kg/nuépa kai og oklAoug Xopnynbnkav 45, 80 kar 120 mg/kg/nuépa
(eyxoosig 3 wpwvinuépa) bev £8aitav goBaph TOTNIKA 1 CUOTAILIKY TOSIKETNTA TTEPIATUBavVOUE VWY Kal
I0TOTTAB0ACYIKWV onueiwv. OALC O QveTTiBOUNTES EVEQYEIES TAV QVATTPEYIUES.

H xopriynon 6ocgwy udpoxAwpikig auBpofoAng arrd Tou OTOPATOG OTav ECETAOTNKE Ot DOOLIC £WG KO
3000 mg/kg/npépa ot emmipueg kai 200 mg/kg/nuépa oe kovikAoug Bev £8ei8e euBpuoToikeg 1
TEPOTOYEVVETIKEG DpAoLiC. H yoviudTnTa apoevikiov Kat BnAukwy eTtipuwy dev emrnpedaTnke pe Booeig
£wg xat 500 mg/kg/npépa.

To NOAEL ot pia TEpIyEVVETIKE KOl JETOYEVVETIKT) HEAETN Kat avamTugng Arav 50 mg/kg/rpipa. Adan
vpoxAiwpikng auBpofding 500 mg/kg/nuépa o8 OKUAOUG RTAV EAQQPWS TOEIKA, KABWS epEavicav
LAATTWUEVO oW ATIKO BApog.

MeAéteg yovoTofixoTntag 1600 in vitro (dokipacia Ames Kot SOKILATia XPpWHOCWHIKGIY QVIHOAIGIV)
o0 kai in vivo (Dokipacia pgikpotmupAvw puwy) dev £8eitav petaihatioydvo Spaon ¢ udpoxAWPIKAC
apBPOLOANG.

H udpoxAwpikh auBpotoin Sev £561EE OYKOYEVETIKO DUVONIKG OF HEAETEG KAPKIVOYEVEDNS OE JWUES (50,

200 ka1 800 mg/kg/nuépa) kai eTTipueg (65, 250 xar 1000 mg/kg/muépa), n DIapKela Twy HEAETWY ATV
105 ka1 116 ¢Bbopadeg avricToXa .

5. DAPMAKEYTIKA YTOIXEIA

6.1 KardAhoyog ExSoxwv
6.2 Acupfardotnreg
Aev epapudleral
6.3 AMidpkera Jwng
6.4 Idiaitepeg TpoPuAGEIg kaTa T uAaln Tou wpoidévTog

6.5 @Uon KAl CUOTATIKG TOU TTEPIEKTN

6.6 OBnyieg xpriong/xeipiopoy
Aev eQappOleETal
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6.7 Kdroyxog ¢ adt1ag xukhogopiag
7. APIOMOL AAEIA KYKAOQOPIAL :
8. HMEPOMHNIA NPOTHI AAEIAL JANANEQIHE THEZ AAEIAL KYKAOQOPIAL :

9. HMEPOMHNIA THE (MEPIKHE) ANAOEQPHIHY TOY KEIMENOY:

2. To ®uAro OBnyiwy yia 10 XproTn QapuakeuTIKWyY TTROIBVIWY  TTOU TIEPIEXOUV OpacTIKG guaTankd
AMBROXOL HYDROCHLORIDE, via T pop@1i: KOppi ammd Tou oTOPaTOC 0pIifeTat we £ENG

OYAAQ OAHIION 'A TO XPHITH

1. [IPOIAIOPIEMOL ®APMAKEYTIKOY NMPOIONTOX
1.1 ONOMAIIA:

1.2 TYNOEXH

Apaonixn oucia: YSpoxAwpikn aUfpofoAn

"Exboya:

1.3. PAPMAKOTEXNIKH MOP®H

Kéupi arrd otdparog

1.4. NEPIEKTIKOTHTA LE APALTIKH OYZIA
1 Koppt ané oroparog meplexet 15 mg udpoxAwpikig apBpotoAng

1.5 NEPIFPA®H-EYIKEYAZIA:

Mropei va unv kuKAOQopoUy OAEC O CUOKEUQTIES.

1.6 PAPMAKOOEPATNEYTIKH KATHIOPIA: BAevvohunikd
1.7 YNEYOYNOZI KYKAODOPIAL:

1.8 NAPALKEYALITHL:

1.9 IYIKEYALTHE:

2. TINIPENEI NA TNQPIZETE A TO ®APMAKO 1MOY ZAI XOPHI'HLIE O INATPOX IAL

O rAnpopopicg autol Tou QUAAGBIOU avapEpovIar HOVO OTO CUYKEKDILEVO PAPHAKO.

MapakaroUpe SiaBaote 11 TROTEKTIKA. ©a 0a¢ DWCOUV ONUAVIIKES TTANPOYORILS, TAAG Bev HTTIOPOUY
va oag 1a £Enynoouv 6Aa. EQv £XETE KATTOIEG epwiTRCEIC 1] Bev £i01E Giyoupor yia OTIOATIOTE, PWIARCTE 1O
YIiatpé A 10 QAPHAKOTION 0aE.

21 TENIKEX NAHPOQOPIELX

To pappaxo £xer DeixBel 011 QUEAVEL TIC EKKPICEIC TOU QVATTVEUSTIKOU. EVIOXUEL TNV TTapaywyr Tou
£TIPAVEIODPACTIKOU TTAPAYOVTA TWV TIVEULOVIDV KQI TNV ALITOUPYIA TWY KPOOOTWY. AUTES O BPACEIS
£XOUV WG QMOTEAEC A T BEATIWON TNG PONS KAl TS PETAPOPAS TNS BAEVVNG (BAEVVOKPOOOWTN
kaBapon). H avgnon Twy exxpioswy kat 1ng BAEVVOKpooowIng kaBapong SicukoAlvouy Tnv
ATOXPEUYI Ka1 avakouilouv 1o Brixa.

To @dpuako Aoyw 1ng oUvBEonS Tou cival KaTdAANAC yia SiaBnTikoug.

6
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2.2 ENAEIZEIX

Q¢ BonBn1ikd yia 1) peuaToTcingn Twy BAEvvwdWIY EKKPITEWY TNG avariveuoTikng odod gt
TEQMTWOEIG OLENLV KO XPpOViwV BpoyxoTTveupovikwy TrabBnotwy (BpoyxInda, epguonua,
TpayeroBpoyxinda, xpovia aoBuankn Ppoyxinda).

Eriong evdeikvuTta via TNV TTROANYN TWV QVATIVEUOTIKWY ETTITTAOKWY GTIO KATAKPATNOT TWY EKKPIoEWY
LETG aTTd PEI(OVES XEIPOUPYIKES ETTEPRATELIC 0TO BWPaKA — AV KOIAIG Kat JETA ATTO Pakpoypdvia
Karakhon.

Kata 1n S1Gpkeia ofeiv e§Gpoewv Twy Bpoyxindwv Tpétrer va yopnyeital padi pe 1o katahinho
avTIBoTIKS.

2.3 ANTENAEIZEIX

Ta gdppaxka prropoUy va BonBrRoouy Toug AppuicTous, HTTOPOUY OLWIG va SNUIOU PYHoOUY Kai
TipoBAnuarta, 61av 8¢ AauBdvovial cUuewva pe Tig 0dnyieg.

Av1evdeikvuTal OE:

- YrrepeuaioOnoia otnv udpoxAwptkn auPpotdin kan o1a A CUOTATIKA TOU TTPCIOVTOC.

- LITAVIEG TTERITITWOEIG KANPOVORIKWY KOTAGTATEWY, OTig 0TToIE 0 aoBevig ptropel va epoavilel
agupBarédrnta pe xarroio arrod 1a ékdoxa Tou TTpoidvVTo (TrTapakaiw deite Triv Tapaypago 2 4)

Na un xopnyeitar kard tn Srapkeia 1ng KUNONG Kai TN yaAouxiag.

2.4 EIAIKEXZ NMPO®YAAZEIL KAl EIAIKEL NPOEIAONOIHIEILZ KATA TH XPHIH

2,41, Tevika:

Karg ) xpnon 1ou eappdkou umopel va TTpokAn8el alinon Tou GYKoU TwV PEUCTOTTOIOUUEVWY
Bpoyxikwy £xkxpioewy kal av Bev arropaxKpuvBoUV PE BAXA Eival TEPOTIMGTEPO va SICCWANVILVETAI O
acBevig WOTE VA TTARAUEIVEI QVOIKTL N avaTIVEUOTIKT} 000¢.

Ta 1epdyia kOupeos 15 mg mepiéxouy GopLitéAn. AGBEvVEIC e OTavia KANPOvouikG ITpoBARpara
dugavetiac arn @poukToln Oev Ba TPETEr va Aapavouy auis 10 QAPUAKO.

‘Exouv avogepBei TTOAU Alyeg TTEQITTTWIOEIS 0ORApWY AAAOILITEWY Tou BEpPaTog OTTWS UVvBPOUO
Steven Johnson ka1 TOEIKA £TIOEPUIKY VEKPLWIGT ME XPOVIKI] CUTXETION ME TN XOpryNon

ATTOX PEHTITIKWV OTTWG N uBpoxXAWpIKn apBpotoin. O TepIcoOTEPEG TTEPITTTWOEIG PTTopolV va
e€nynBouv arrd 1r coBapdTnTa AAAMUY UTTOKEINEVWY QOBEVEILIV KAI/T) GUYXOPNYOUHEVNG GAPHAKEUTIKAG
aywyng. ETTTpdobera, katd 1nv TIpWiNn acn Tou ouvbpdiiou Steven Johnson 1} 1ng Togikng
ETIOEPHIKAG VEKPWONG, © a0BEVNS WTTORET va epgavices apxika yn eEaidikeupiva TTpodpoua
CUNTTTWUATA TTOU Va TTPOOOUOIAdouV HE yRITIn, OTTWS TTUPETOC, TTOVoL OT0 owua, pvinda, Brxag kai
TTOVOAQINOG. AUTA Ta un eZeidikeupéva TTPOOPOPA CUPTITWIATA TTOU TTpOgopoIalouV HE ypiTTn eival
mTiBavov va odnyhoouv TTapatAavnTiKa oTny Evapén CUPTITWPATIKAG aywyng Yia 10 Brixa kai 10
KpuoAdynua.

Q¢ ex 10UTOU, EQV £PQAVIOTOUV VEEG GAAOIWOEIG TOU BEPUOTOC 1 Twy BAcvvoydvwy, Ba TrpéTrer va
{nnBei apéowg aTpikh cupPBouhn kar W TTPoPUAAEN va BIOKOTIEl N aywyn WE UBPOXALIPIKN
apBpotoAn.

g TEQITITWION ETINPEQTNEVNG VEPPIKNG AtTOUpYiag i cofapig nTTaToTTdteiag To ¢Apuako umopei va
XPNOOTIoMBEl Hovo LETA aTmd 1IaTPIKI} GUPPBOUALR.

2.4.2 Xpion xard TV kOnon Ko katd 1 didpkeia tng yahouyiag:

XpAion kara v Kunon:

H auBpotdAn diamrepva Tov mTAakoovra.

H ao@dieia ka1a 1n GHAPKEIT THS KUNONG oTov GvBpwTo dev £xel axoua amodeixBei.
H xpnion Tou papudkou &g guviordro kard 1n Sidpkeia TS kUNong.

Xprion kard 1n Sidpkeia g yaAovyiag:

H auBpofohn ekkpiveTan oT1o unTRIKO YOAa. H ao@aieia ané 1n XOprynon Tou QUPHOKoU Katd 1
HiapKeia g yahouxiag dev £x61 akopa arrodeiyOel, ommoTe 58 gUVICTATAN N XOPAYNon ToU ¢papudkou ot
BnAGlouoeg UNTEPEG.

2.4.3 Ewidpaon oTnv IKavoTHTa 08AYNOT KOt XEIPITHOU pNYavHAaTWY:
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Aev uTTapxouv evBEILEIG via TNV £TTISPAOT OTNV IKQVOTNTA OBAYNONG KO1 XEIpIopoU pnyaviay D16t dev
£xouv DIEGaxOel OXETIKEG peRETES

2.5 AAANHAENIAPAZEIZ ME AAAA OAPMAKA ‘H OYZIEZ

Aev UTTAPXOUV KAIVIKG ONUavTIKEG BUTNEVEIC AAANAEMOPACEIS pe AAAG Qpapuaka.

H tautoxpovn XepAynon Tng apPpofoing pe avriBioTika (apoukiAANivn, Kepoupotiprn, epuBpopukivn,
DoLukuKkAivn) odnyel 08 UWNADTEPEG CUYKEVTPWOEIS TOU avTIBIOTIKOU GTOV TIVEUPOVIKO 1070,

Mpwv Trapete qutd 10 ©APPAKe Ba TTPETTEN va £XETE EVAPEPLIOEI TO yiATPO 0Ag yia KABE PAPPAKO TTOU
TUXOV TraipveTe. GApUaKo eivar KABE TTpo1dy TTOU XOPNYEITAl KAl XWPIg IaTpikh auvtayn.

2.6 AOZOAOrA

EvAAikeg kat TTaidid Gvw Twv 12 g1wov:

2 TEdYIa KOUUEDS 3 YOPES TNV NHEPQ.

To Bepamreunikd aTTOTEAECHG HTTOPET va EVIOXUBED e XOopnynon 2 TEPaxiwy KOUHEDS 4 Qopeg TNV
nueEpa.

Maidia 6-12 eTwv:

1 TepaxI0 KOUPEDG 2-3 QopEC TRV NuépQ.

To BepatreunkGd ATTOTEALONG PTTOPE] va eVIOYUBE] pe YopRynon 1 Tepaxiou KOPPEog 4-6 QOpEG TNV
nuépa.

Ze 0Lgieg KATAOTAOEIC TOU QVATTVEUOTIKOU, EQV TA QUUTTTWHATG BLv UTTOXWPOUY A XEIPOTEPEUOUY KaTd
1N Sidpxeta TG aywyng, Ba wpirrer va {ntnBei n cupBouAn Tou BepdIroviog 1aTpouy.
To @dppako prropei va Aaufdvetar va AapBaverar avefapTnta atro TNy TpocAnwn T1po@ns.

To kGO TeEPAxIO KOPPEOS va BiaALETar apyd GTO OTOUA.
2.7 YNEPAOIOAONIA - ANTIMETQIIIH

IypmTwpara
Méixpr Twpa Bev Exouv avagepBei eEaidikeupiva cupTITwpaTa uTTEpBOCOoAYIag oTOV AvBpWITTO.

Ocpatreia
Ze epitrrwon unépBaocng ¢ doooAoyiag cuvioTATaN CUNTITWHATIKA Beparreia

ThA. Kévipou AnAntnpiaocwv: 210 7793777

2.8 TI NPENMEI NA 'NQPIZETE IE MEPINTQIH NOY NAPAAEIVYETE NA TAPETE KATMOIA
ADIH:

Eav mrpérrer va AauBaveTe 10 QApUAKO CUVEXWE Kai TTapaAeipeTe pia Boaon, mpémet va AaBere 1 8oaon
autr 10 TaxuTepo duvatov. Eav, ev T00T0IG, TTANGHAdE! N Wwpa yia v eopevn doan, un AdReTe 1 8don
TTOU TTapaAeiyaTe, GAAG ouveXioTe Kavovika Tn Beparreia.

2.9 ANENMIOYMHTEZ ENEPFEIEY
Omwg PE OAG Ta QAPHAKA, HEPIKEG POPEG TTAPOUCIALOVTAl QVETHBUUNTES EVEPYEIEC,
To @ApPAKo eival YEVIKUWG KOAG avekTo.

AIaTapaxEC 10U avogoTIoNTIKOU gugTRuaTos, MarapaxEc 1oy SEppaToc kal Tou uTrod0p1ou 19100
AvaQUACKTIKEG avTIBPACEIS CUNTTEPIAQUBAVOPEVNS TNS avapuAakTIKnG katamingiag, ayyesiooidnua,
£€avBnua, kvibwon, KVNoPOg Kol GAAN uTTEpEUQIOBNOIa.

AOTAPAXEC TOU VEUDIKOU GUOTAUATOL
Auoyeuoia (11.X. aAAowpévn yeuon)

L gt ¥
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AlQ1GpaxEC TOU YOOTREVIERIKOU QUOTIAUOTOC KO AQTARAXEC TOU GVATIVEUOTIKOU CUCTAHATOC, TOU
BuwpaKa Kai Toy EgoBwpaxiou

Navurig, éuerog, Didppoid, SuoTreia, KOIMakd GAYOC, OTOPATIKA KO GapuyyIKh utTaicBnoia,
Enpoatopia, EnpdrnTa gapuyya

2.10 HMEPOMHNIA AHZHZ TOY NPOIONTOX
Mn XPNOILOTIOIITE TO TIPOIOV PETA TNV NUEPOPNVIA TTOU avaypageTal 01N CUOKEUAsia ToU.

2.11 JAIAITEPEZ MPO®YAAZEIZ TA TH ®YAAZH TOY NPOIONTOX:

212  HMEPOMHNIA TEAEYTAIAZ ANAGEQPHIHEI OYAAOY OAHIION.

3. NAHPO®OPIEY T'IA THN OPQOAOTIKH XPHZIH TON ®APMAKON

s To @GppaKO aQuTS TO £ypaye O YIaTPOG 0ag HOVO YO TO CUYKEKPINEVO 1aTPIKO gag TTpdBAnua.
Acv TIpETTel va 10 Sivete of AAAG ATOPO N VO TO XPNCILOTIOIEITE yIa KATTOI AAAN TTABnon, Xwpig

TIPONYOUPEVWIG va £XETE OupBouleubtl 1o yiarpé oag.

e Edv katd 1 Sidpkeia g Beparreiag eppavioBel koo TpoBANUa HE 10 QApHaKO, EVNUEPWOTE

10 YIATPO 0ag fj TO GAPHOKOTIOIO 0AG.

s Edv £xeTe OTTOIADATIOTE £PWINUATIKG YUPW amtd Ti¢ TTANPOPOPIEG TTOU agOopolV TO PAPUAKO
TOU AapBdavete 1 xperaleoTe KAAUTEPN EvNPEpWON Yia TO IATPIKO oo TTPoeBAnua pn SioTdoeTe

va {NTAGCETE Tig TTANPOQOPILS auTEG atrd 10 yIarpd 0ag 1 10 GUPUAKOTION 0Ug.

o [o va gival amroTEAETRATIKO KOl AOPAAEC TO QAPUOKO TTOU TO¢ Xopnynonke 8a Trpémel va

AauBdverar oupgwva pe Tig odnyicg rou cag H06nkav.

o Tio v oo@dAao ko v uyeia oa¢ eivar arrapaitnto va SiaBaoere pye mpogoxn kabe

TTARPOWOpPIa TTOU aQopa 10 PAPUAKC TTOU OUG XOPNYNONKE.

¢ Mn Siarnpefte 10 @ApUOKa OE EPUAPIa Tou AouTtpoul, IOt n ZEoTn kai 1) uypaoia pmopel va 1a

AAAOIWTOUY KOl va TA KATASTACOUY £TIRBACRA yia TNy uyEia oag.
*  Mnv kpatdre @ApuaKka Tou dev 1O XPEIAZECTE N TTou £xouy /dn AQer.
» [a kKaAUTEPN aoQAALIO KkpaTATe GAQ 1O YApUaKa Hakpid ard 1a Tadid.

4, TPONOX AIAOEIHL
Aev arraieitan gtk ouvrayi.

(24a)

3. H Emofuavon QUPUOKEUTIKWY TIPOIOVIWY  TTou TIEPIEXOUV OpaoTiko cuatanikéd AMBROXOL

HYDROCHLORIDE, yia i yoponi: Kopu amd rov o1épatog opifetar we e€Ag

ENAEIZEIZ TOY NPENEI NA ANATPAQONTAI ZTHN EZQTEPIKH ZIYIKEYAZIA KAl XTH
ITOIXEIQAH IYIKEYAZIA

EZQTEPIKO KOYTI

I
L

1. ONOMAZIA TOY QAPMAKEYTIKOY MNPOIONTOZ

Ambroxo!l Hydrochloride 15mg

—

J

2. YYNOEZIH IE APAYTIKH(EI) OYIIA(EX)

1 TEpaxIo KOpPEOG aTro ToU atdpartog mepiExer 15mg ambroxol hydrochloride

{

3. KATAAOTOX EKAOXQN
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| 4. OAPMAKOTEXNIKH MOP®H KAI NEPIEXOMENO

[s. TPONOX KAl OAOZ(Ol) XOPHI HIHE

ATIO TOU GTOUATOG XPAoN.

EvAdikeg kar mandia avw Twv 12 £TWv: 2 TEPGYXIT KOUPEDS 3 POPEG TNV NuEpa.
Maidic 6-12 etwov: 1 1EPAXIO KOPPEDG 2-3 POPEG TNV NuLpaA.

MNa mepaimépw TTANpoQopicc H1aBacTe 1o ECWKALIOTO PUAAD 0dnyILY Xprcng.

NAIAIA

6. EIAIKH NPOEIAOMNOIHEIH IYM®QNA ME THN OMNOIA TO PAPMAKEYTIKO NPOION “}
MPENE!I NA ®YAAIIETAI IE OEIH THN OMNOIA AEN BAEMOYN KAl AEN MPOZEITIZOYNTA |

Na puAdacoeral oe B€an, Tny orroia 8 BALrTouv kar dev TTpoceyyifouy 1a TTandid.

7. AAAH(EX) EIAIKH(EZ) TIPOEIAOTOIHIH(EIL), EAN EINAI ANAPAITHTH(EL)

Na un xopnyeitar kata 1n SIApKEa TG KUNONG Kai TG yakouyiag,
KatdAAnAo yia eviAkes kail Tandid avw Twv 6 £Twv.

| 8. HMEPOMHNIA AHZHX
HM.AH=.
Mo, EIAIKEX IYNOHKEZ ®YAASHE

10. IAIAITEPEZ NMPO®YAAZEIZ T'IA THN ANOPPIWH TQN MH
XPHIIMONOIHOENTON OAPMAKEYTIKQN MPOIONTQN 'H TON
YNOAEIMMATON NOY NPOEPXONTAI AllO AYTA, EQOXION ATNAITEITAI

|11 ONOMA KAI AIEYOYNIH TOY KATOXOY THI AAEIAZ KYKAOD®OPIAL

[12. APIOMOZ(Ol) AAEIAZ KYKAODOPIAZ

Ap.ad.kukhogopiag:

|13, APIOMOZX NAPTIAAL

AP TTAPT.
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| 14. FENIKH KATATAZHT'IA TH AIAOEXH

Agv arrameitan T Ik guviayn.

| 15. OAHTIEX XPHIHE

‘ 16. NAHPO®OPIEL ZE BRAILLE

B.iH Mepiinyn XapakineigTikwy 1ou Tpoidviog pappakeuTKuwy TTPOIOVTWY TTOU TTEPIEXoUY OpacTIKD
guotatikd AMBROXOL HYDROCHLORIDE, yia 1ig popgécg: Aigkio, Zipom, Kokkia pog déong yvia
OO0 uypo, opileTar WG e&ng:

| NEPIAHWH TON XAPAKTHPIZTIKQN TOY NPOIONTOX (SPC)

1. EMIOPIKH ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOXL

2. NOIOTIKH &NOXOTIKH YYNOEIH

trans-4-[(2-amino-3,5-dibromobenzyl) amino] cyclohexanol hydrochloride
(=Ambroxol hydrochloride )

1 Siokio = 30 mg

5ml oipdm = 15 mg

5mi oipdm = 30 mg

KOKKIQ piag 80O0ng yia TTOCIUo uypo

3. QAPMAKOTEXNIKH MOP®H

Migkia
Zipom
Kokkia piag 660ng yia o010 uypo

4. KAINIKA ITOIXEIA

4.1. OepaTreuTIKEG EVOEILEIg

Q¢ BonBnTKG yia Tr) PEUCTOTIOINON TwWy BAevvwdiov EKKPICEWY TriG avamveusTikiig odou ot
TTEQITITWOELG OELILIV KAl XPOVIWY BPOYXOTTVEUHOVIKWY TTadnaewy (Bpoyxinda, pguonua,
TpaxeloBpoyxinda, xpovia acBuarikr Bpoyxitnda).

Emiong evdeikvutal yia TV TTROANYN TWV QVATIVEUCTIKWY ETTITTAOKWY PETA aTTd KATaKpATnon Twv
EKKQITEWY PETA aTTO peifoveg XEIpoupyikég eTTEURAOEIC OTO BUWPAaKa — avw KoIAIa Kar METa aTrd
HOKPOXPOVIG KATAKAITT],

Kara m Siapkeia ofeiwv e£Gpoewv Twv BpoyxiTidwy TTPETTE! va XOpnYEiTal Hadi PE TO KATAAANAo
avni3ionikd

4.2, AoooAdoyia kal TpOTTOg XopRynang

Lioxia:
Evihikeg kar Tandiax avw Twv 12 £1Uv: 1-2 DI0Kia 2 QopEg TNV Nuépa.
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To aviutepo BoooAoyikd oxnpua evitikvutal ot ofgicg TTaBATLIG TOU QVATIVEVOTIKOU KOt Yia TNy £vapén
pag Bepareiag Xpoviwy kataoTaoewy, duvapevng va cuvexioBei ¢we 10 nuépeg.

EQ' doov utrapxer EvdaiEn rapdraang Tng aywyrg n 0an HeiwveTal oTo piad. To Ppappake TIpETE va
Aapfaverar Tipiv ammo Ta yeopaTta.

Ta dwkia AapBavovrtar pe Aiyo vepod.

Zipdm 15 mg/ 5mi ka1 kokkia pag 6ong yia méoo vypod yia TTaidia (15 mglpakeAidio)
Mo madia oUCTAVETal YEVIKWE OUVOAIKE nuepnoia doon 1.2-1.6 myg/kg Bapous owpaiog.

Av dev uTTapEel GAAn odnyia !
Nadia 5-12 e1wv! 1 KOUTAAGK! TOU YAUKOU 2-3 QOopig TNV Nuépa.
Maidia 2-5 eiav: 1/2 KouTaAdK! Tou YAUKOU 3 QOPES Triv NUEPQ.

Maidid kaTw TWV 2 €10V 1/2 KOUTAAGKI TOU YAUKOU 2 POPEG TNV NUEPQA.

Zipom 30 mg/ 5ml kan kokkia ag BOang yia eviAikes (30 mg/paxeAidio)

Evihikeg kar audia avw Twv 12 etwy (60-120 mg rjuepnoiwg oe 600 dinpnpéves SO0EIg).

1-2 xou1aAGKIa Tou YAukoU (1} 5-10 mi pe 10 SOTINETPIKG KUTTEAAGKI TToU TIEpAauBAveTal oTn
ouoKeuagoia), 2 @opig Tnv nuipa

To avwTtepo S000AOYIKG OXANO evOEikvUTal OE OLElEg TTABACEIC TOU QVaTIVEUOTIKOU KO yia Trv évapén
piag Bepamreiag xpoviwv KataoTdoewy, Suvapevng va guvexioBei éwg 10 nufpec.

Eg' 6oov uttapyxes £vOLiEn TTapATaang Tng aywyng n 000 EIWVETQlI OT0 PIgO.

Ma maidi cuoTAvVETAl YEVIKWG OUVOAIKN nueproia &oorn 1.2 — 1.6 mg/kg Bapoug owpatog.

Av Bev utrapger GAAn obnyia:

Maidid 5-12 e1wv: 15 mg {2.5 ml ue 10 SoTIUETPIKG KUTTEAAGKI TTOU TTEpIAQuBAavETar 0T ougkeuaoia),
2-3 QoptG TNV nuépa

Mol 2-5 e1wv: 7.5 mg {1.25 mi pe 70 SoOIUETEIKG KUTTEAAGK! TTOU TTEPIAUBAVETOI OTN OUOKEUQOIa),
3 @opEc TNV NUEPQ

Nadia kGTw Twv 2 £1ov: 7.5 mg (1.25 ml e 10 SoIue TPIKO KUTTEAAGK! TTOU TTEPIAQUBGVETQN OTr
CUOKEUAOia), 2 QOPEG TNV NUEPQ.

Z¢ ofeie KQTAOTACLIC TOU QVATIVEUOTIKCY, £EQV TO CUPTITWHATA DEV UTTOXWROUV 1) XEIPOTEPLUOUY KATA
m SiGoxela TNG aywyrig, 8a TIpétrel va ZnnBei n CupBoUAL} Tou BEpAmovTog 1aTpou.

To papuaro ptropel va Aaupavetar aveaptnra amé v 1pboAnyn 1poPrng.
4.3,  Avrevdeilaig

YnepeuaioBnoia otnv udpoxAwpikf auBpofoin kar oT1a AAAa CUOTATIKG TOU TTROIOVTOS.

Na pn xopnyeitar karda 1n SIApPKEa TAG KUNONG Kai TS YaAoUXIag.

AVTEVBEIKVUTAL O OTTAVIEC TTEPITITWOEIG KANPOVOUIKWY KATAOTAOLWY, TIC OTI0IEC O A0BeVAS UTTORE va
eppavider aoupBardTNIA e KATTOIO a1rd 10 EKBOXA TOU TIPOIGVTOG {TTapakaiw OEiTe TV TTApAypaPo
4.4)

4.4. ISwitepeg rpocidoroinoag & 1diairepeg poYuAdeig xard mn ypron

Kaia ) xprion 10U QUpUEakou UTropel va TTPOKANBE augnon 1ou OYKOU TWV PEUCTOTTOIOUUEVLY
Bpoyxikusv eXkpigewy kKar av Dev armopaxkpuvBoly pe Bxa eivar TTpoTINGTEPD va BIGCWANVWVETAI O
aoBevAG WOTE VA TTAPAPEIVE! QVOIKTH 1 avanveuaTtikh 0dog.

Ta diokia mepiéxouy ... mg AakIO(NG TTOU EX&1 WS ATTOTEAECUT ... Mg AQKTOLNG avd péyiom
Tporenvopevn nuepnoia doon (120 mgl. AcBeveic e ordvia kAnpovopixn duoaveéla o1r yaraxkrodn,
QVETTAPKEIR AQKTGONC Kara Lapp 1 SucamoppOenar yAUKOLNS — yaAakrodng, O Ba mipérmér va
AauBavouv auro 10 PApLAKO.
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2ipont 30 mg/ dmi: 5 ml GIpOoTHOU FIEPIEXOUV ... g TOPBITGANG TTOU EXEI WC QTOTEALOPT ... G 0OPBITOANG
ava péyiain mporevopevn nuepnoia 5oon (20 ml). AcBeveic pe omravia kAnpovouikn ducavedia orm
PpoukToln 8¢ Ba mpérrel va Aapfavouy 10 papupaxko. Mmopel emriong va éxer nma kabaprikn Spaon.

2ipom 15 mg/ 5mi: &5 ml oipoTiol ImepiExouy ... g OOPPITOANS ToU £x&l wS amoréAsoua ... g oopBitéAng
ava peyiorn mporenvdpevn nuepnoia 8éon (30 ml). AcBevels g onravia kAnpovouikn Sucaveéia arn
@PoukTOln O¢ Ba Tipérrer va AapBavouy 10 pappako. Mrropel ermions va Exer nmia kaBapriki Spdon.

‘Exouv avagepBei TTOAU Aiyeg TepITTTWoEIg ooBapwy aloiwoewy Tou SEpPaTog STTWE CUVOPOUO
Steven Johnson ko TOEIKK] £TIOEPUIKI VEKDWOT HE XPOVIKA OUOYXETION UE TN XOPHRYNON
ATTOXPEUTITIKGLY OTTWG N uBpoxAwpPIK auBpooAn. O1 TEpICOOTEPES TTEPITITWCEIG UTTOPOUY va
egnynBolv amod 1 ooBapdTnTa GAAMWV UTTOKEIREVWY GOBEVEILY KAI/T] CUYXOPNYOUNEVNG GUPUAKEUTIKAS
aywyng. EmmpdoBeTa, kata tnv Tpwiun ¢dacn tou ouvdpsduou Steven Johnson 1 ¢ T0IKAG
£TMIOEPUIKIG VEKPWONG, 0 aoBevic pTToptei va epgavioet apyxika pn e§eidikeupéva 1Tpodpopa
CUUTTTWKATA TTOU VA TIROCONOIAOUY PE yRITTn, OTTWG TTUPETOS, TTGVO! OT0 CWwHa, pivinda, BAxag xai
TToVOAQIWOG. AUTA Ta pn eEEIBIKEUPEVa TTPGOPORT CUUTITWHATA TTOU TTPOOOHOoIalouy HE ypitin tival
™Bovov va oSryAcouUV TTapaTTAGYNTIKG OTNV Evapén CUNTITWHATIKAG aYwyr¢ yia 10 BAxa kar 10
KpuoAdynua.

Q¢ £k TOUTOU, £QV £UPAVIOTOUV VEEG GAAOIWOEIG TOU BEpUaTOG i TwV BAevvoydvwy, Ba TTpETTEl va
{nTnBEl QUECWC IATPIKA CUPBOUAN Kai W TTPOPUAAEN va SIaKOTTEI N aywyn He UOPOXAWPIKN
auBpofodin.

Y& MEPITTTWON ETTNPEACHEVAE VEQPIKAG AEITOUPYIag ] ooBapng nTTaToTTabeiag 70 «OVoLa TTROIOVTOGY
pTropei va xpnoipotromBei povo peta and warpik oupBouin, O1mwe pe 6Aa Ta @apuaka TTou
petaBoAiovrial aTd 10 ATIAP Kal GKOAOUBET VEQPIKN ATTEKKPION TOUG, eVBEXETAI VA EPQOAVIOTE
guogwpeuon Twv peTaBoATy Tng aufpofding TTou oxnuarioBnkav oto fmap, ét1av uTdapyel ooBapn
VEQPIKI QVETTAPKEIQ.

4.5, AAMNAemibpdoeig ye GANa @appaka xai GAAe¢ popPig aAAnAeTibpaong

Aev UTTAPXOUY KAIVIKG ONUavTIKES DUCHEVEIG AAANAETIOPAOEIS e GAAG QappaKa.
Me1d T Xopfynon auBpofoAng o1 CUYKEVTPWOEIS avTIBIOTIKWY (apoguKiAAivr, KE@oupotiln
£pUBPOUUKIVI) OTIG BPOYXOTIVEUPOVIKEG EKKPICEIS KA OTa TITUEAQ eival auérpeveg.

4.6. Kinon xai yahouyia

XpRon kard v KGNon :

H udpoxAwpikri auBpotoin diamepva Tov TTAGKOUVTA.

H goaAcia katd T SiIdpxeIa TG KUNONE oTov AvOpw To Bev £xet akdua arroderxBei.

H yprion 1ng udpoxAwpikAg auBpofoing Sev ouvioTaral Kata 1n dIapKea NG KUNonS.

Xpron xard n Siapkeia ¢ yahouyiag

H udpoxiwpikr) auBpofoAn ekkpiveTar aTO PNTPIKO yaha.

Mapdho mou dev avapévovial avemBupnteg emdpdosig ot Bpeen TTou BnAddouv, dev ouvioTaTal n
XOPAYNON TS UDPOXAWPIKNS auPpotdAne ot BnAdlouoeg pnrLpeg.

4.7 Enidpaon otnv ixaveTnTa 08ynong Kal Xeipiopol pnxavnparwy

Asgv umrapxouy evdeilelg yia Tnv e1Tidpacn oTNV IKavoTNTa o8NYNONS KOt XEIPIOPOU pnxavisy 81o1 dev
gyouv dieayBei OYETIKEG HEALTEC.

4.8. AvemBOuNTEC EVEPYEIEC

Aroxia

Aiarapax£g 70U QvOgOTOINTIKOU SUuaTAHATeC, AMatapayis Tou BEppaTog Kar 1oy uttodopioy 10ToU
AvapuhaxTikég avTIdpactlg ocuuTre prAauBavopévng TG avaQuAaxTixhig katamAngiag, ayyeiooidnya,
£€avBnua, kvidwaon, xvnouog kar AAAN uTIE peuaicbnaia.

DIQTapaxEC 10U YOOTREVIERIKOU GUOTHLIATOC
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Naurtia, €uetog, digppoia, SusTreyia kat KotAiakdg TToveg

Zip6mi

AIQIQpAxXEC ToU QVoOoTIoINTIKOU guoTANAaTog, Aigrapaxic Tou SEpuartoc kal Tou urtodo0iou ioToU
AVaQUAGKTIKEG avTIOpAcEIg gupTreEpAauBavopevng TNG avaPUAGKTIKAG kaTatAngiag, ayyeiooidnua,
eEavinpa, kvidwaory, kvnopog kar GAAN utrepevaioBnoia.

AQT0DaY£C TOU VEURIKOU guaTAUATOC
Avoyeuaoia (11.X. aAAoiwpévn yeuon)

Alarapaxec ToU YAOTREVIEDIKQU GUCTAUATOC KAl AIQTapax£c TOU avarrveuaTIkou gugTALCTOC, Tou
Bpaka Kai TOU PJETOBWDPAKIoU

Navria, £uerog, Sidppola, duoTewia, KOIMAkO GAyog, OTOMUATIKNA Kat apuyyikh utraioBnoia,
EnpooTouia, EnpoTnTa eapuyya

4.9, YrepdoooAoyia

Luprrrwpara
Méxpr Tispa Gev £xouv avaepBei £§aibikeuuiva TupTTTWPaTa UTTEPBOCOAOYIag aToV AvBpwTIo.

Ocpaneia

Me Baon avagopig akouoiag uTTepbo00AoYIaq KOt Qvapopic IaTpIKwyY AaBuwv Ta TraparmpenBévia
CUHTTIOPATA £iVaE 08 QUUQIVIA PE Tig YVWOTEG avemBuUnTEg EVEPYEIES TG UDpOXAWMIKAS auBpotoAing
atn ouvioTwpevn BOOOACYIQ KO PTTOPEl VO XPEIaCTEl CUNTTTWHATIKA Beparreia.

5. OAPMAKOAOIKE?Z IAIOTHTEY

5.2 DappakoBUVapIKEG 1516TNTEG

NpokAivikad, n udpoxAwpikr] auPBpofoAn, 10 SpaoTiKG CUCTATIKO TOU “OVOpa TTPOIGVTOS” €xE1 DeiXBEl 6T
auidvel TIC EKKPITEI TOU QVATIVEUOTIROU. EVIoXUE! TV TTapaywyr] Tou £TTIPpaveiodpacTiKow TTapayovia
TWY TIVEUROVWV KGI TNV AEITOURYIG Twy KPOoGwWy. AUTEG O BPATEIG EXOUV WG OTTOTEALTUG TN BeATiwon
1¢ POAC KAl TNE PETAQOPAC TS BALvvng (BAtvvokpooowTtn kGBapaon). BeAtiwon ¢ BAEVVOKPOTOWTAC
KGBapong £xer OLIX0el 08 KAIVIKEG QOPHAKOAOYIKEG PEALTES. H aUEnon Twv EKKPITEWV KAl NG
BAevvokpooowTng kaBapong SieukoAUvouy TNV atoXpeEpyYn kol avakougifouv 1o Brxa.

Tomikn avaiaBntikh dpacorn 1ng ubpoxAwpikng apBpodAng Exer Tapatnpndei o PoVIEAD o@BaAoU
KOVIKAQU, TO OTTOI0 pTTopei va £gnynBei atrd g 1310TNTEG TTOU EXEI OTOV ATTOKALIONO TwV DIQUAWY
varpiou. Exer arrodeixBei in vitro 6T n udpoxAwpIKn auBpotdAn arrokAcicl Toug diavAoug varpiou, n
SEopguon auTh £ival avaoTpEyipn Kal eapTwpevn atd 1n CUYKEVIPWOTN TS ouaiag.

H arreAcuBEpuwion KUTTAPOKIVIIY OTO dipa KABWG KAl Ta KaBNAWNEVA OTOUC I0TOUE HOVOTTUPNVO KAt
TTOAULIOPQOTIUPNVA KUTTAPRA QAVINKE VA JERLVOVTAI CNUAVTIKA in Vitro ammd tnv ubpoxAwpikn
apBpotoAn.

2E KAIVIKEG MEAETEC 0t aoBevelg e TTOVORQILO, O TIOVOG aTO PApUYYA KAl ) £puBpdInTa Peiwsnkay
ONHaVTIKA.

Metd 1 xopiynon apBpotoAng ol CUYKEVTPWOELG avTiBIoTiKwY (apoEUKIAAIVR, ke@oupotiun,
£PUBPOPUKIVE) OTIC BROYXOTIVEUHOVIKES EKKPICEIG KOl OTa TITUEAQ eivar auinpeveg.

To "ovopa mpoidviog” Adyw NG ouvBEang Tou Eival KaTGAANAGC yvia diafnTikoug.

5.2 QappakoxivnTikeg 1510TnNTEQ

Atroppoenon.
GappakokiviTKEG PEALTEG £8aifav Tayeia aTToppoPnan TWY ATTG TOU OTOHATOC XOPNYOUMEVIUY HOPQLIV
aueong amodiopsuans NG uBpOXAWRIKNG apBpofoAng, ue ypappikdTnTa O10 BEPATTEUTIKG £UPOC TLIV
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Ooocwy. Ta péyiora eTTTedd TG OT0 TTAGOUA @BAvVOUY eviog 1 pE 2.5 WPEg yia TIG artd 10U oT6HAaTOg
LIOPPES apeang amodiopsuong kat PeTa atod 6.5 wpeg yia 1ig popeés Bpadeiag amodéopeuong.

H anoiutn BiodiaBsoiudtnra petd amd xoprynon diokiou 30 mg Bpébnke 61 givar 79 %. To kawdkio
Bpadeiag ammedioueuang Tropouciader oxeTikn diaBeaiuotnta 95% (kavovikotromuivn ddon) ot oxion
ue o diokio Twv 30 mg.

Karavoury:
H déopeuon Je Tig TTPWIEIVES 01O BEpaTrEuTiKG eTTiTTeda gTo TTAGopa eivar Trepittou 90%. H katavoun

NG QUPPOEGANG HETA aTT6 TOU OTOMATOS, .V ka1 .M XopRynon amd 1o alya oToug 10ToUg eival Taxeia kai
Of HEYIOTEC CUYKEVTPWIOEIC TOU QUPUAKOU TTApaTnpouvVTIal OTOUg TIVEUROVEG. O OYKOG KOTAVOUAG PETS
aTrd TOU OTOHATEG XOprynon exTipnonke 6 eivar 552 L.

MeTaBoAIgHOC KAl ATTOUAK DUV

MepiTrou 10 30% NG Q1T TOU OTOPATOG XOPNYOUHEVNG BOONG ATTOPAKPUVETO HETW TOU PQIVOLEVOU
NG TPwTrg H16dov.

MeréTeg og avBpuotmiva nIranikd pikpoowpara £daikav 611 1o ouvéviupo CYP3A4 givar ureBuvo yia
1OV HeTaPoAioud Tng udpoxAwpikng auBpofoing ot difpwuavBpavulkd 0. H udpoxAwpikn
apBpofoAin yeTaBohileTal KUPIWE aTTo TO ATTAP HE YAUKOUpOWVIDIWON KOt JETATPOTTN GE
SiBpwuavBpavulikd of¥ (trepiTrou 10 % Tng B0oNG) xa Of PEPIKOUG NOCOVOS ONuaciag PETAROAITEG.
Eviog 3 nuepwv geTa 110 TOU OTORATOG XOPRynor], mepitrou 8 % 1ng doong BpiokeTal o €AeUBEPN
popen, eviw TTEPIiTTOoU 26 % 1ng 800N Bploketan 0T culeuypevn Hopen oTa olpa.

O xpoévog nuigwnig o1o TTAdopa Anoiader ig 10 wpeg. H ouvohixr kGBapon xuuaivetal ota 660
mbL/min, ye Tn ve@pixn kaBapon va avoioyei oe TTepiTou 8 % TG ouvoAIKlg KaBapong.

DapuaxkoKivnTik] gt £101KOUS TTANBUOHOUG

e 0oBeveic pe natiky Suohsitoupyia n amoudkpuvon 1S uboxAwpikAg aufpoloAng sival peiwuévn,
HE QTTOTEAEONA VO eppavidovTal eTTiTeda TAAouaTog 1.3 £wg 2 Qopig uwnhdTEPa. AGYW TOU PeyaAou
BepatreuTikoU £0poUg ToU “Ovopa TTpoidvtog” | dev eival amrapaitnTeg pubpioeig Tng doooAoyiag.

AMAa
H nAikia ka) 1O @UAO dev PAvNKE va eTTNPEAE! TNV YAPHAKOKIVATIKN 116 udpoxAwpikng auBpolding ot
KAVIKO eTTITTEDO KQI £TTOPEVWIG DEV aTTaiTeiTal kATTOIa PUBION TNG BOOoNG.

H 1popn dev BptBnke o1 ertpeddel n BiodiaBeoipdTnTa TG UdPOXAWPIKNAG alBPOEOANG.
5.4 TipokAvika Sedopéva yia Tnv ao@dAcia
H udpoxAwpikny aufpoloAn £xel xapunAo deiktn ofeiag ToikdTnTaCg.

MeAéteg emavarauBavépevng 86ong amd Tou otépartog pe boéan 150 mglkg/nuépa o pieg (4
£BSouadeg) ue d6on 50 mg/kg/nuépa ot eTipueg (52 kai 78 eBdouddeg), ue 56on 40 mglkg/nuépa, ot
KovikKAoug (26 eRdopadec) kar pe 6oon 10 mg/kg/nuépa ot oxUAoug (52 eRdouadeg) Sev £deifav kamoa
EUDIAKPITN TOLIKOTTA O KATIOIO OPYavVOo.

Le evOOQAEBIEg PEALTES TOEIKGTNTAS TECOApWY eBOOUGdWY pE UBPOXAWPIKT auBpotdin xopnyndnkav
oe emipueg 4, 16 kai 64 mg/kg/nuépa kar ge akVAcug xopnynbnkav 45, 90 kat 120 mg/kg/nuépa
(eyxUoeig 3 wpwvinuépa) dev £deitav aoBapn TOTIKI 1) CUOTRUATIKA TOLIKOTNTAO TEPIAQUBAVOUEVWY KaI
ioToTTaBohoyikwy GAACIDOEWY. OAEC o1 aveTTIBOUNTEG EVEPYEIES [TAV AVAOTREWYIMES.

H xopAynon 86ocwv vdpoxAwpikng apBpolsAng atmd Tou oT1opaTog d1av £€£1A0TNKE Ot DOOEIG £WG KA
3000 mg/kg/nuépa ot ermipueg kar 200 mg/kg/nuépa oe kOVIKAOUG Dev £DEIEE ELPPUOTOEIKEG i
TEPATOYEVVETIKEG Dpdoeig. H yovipoTnNTa apoeviKWy KOl BNAUKWV ETTIRUWY BV ETTNPEATTNKE PE DOOEIG
¢we kal 500 mag/kg/nuépa.

To NOAEL o€ yia TEpIYEVVETIKN KQI HETAYEVVETIKR PEAETN ko avdrriugng nrav 50 mg/kg/nuépa. Adan
ubpoxiwpikic apBpotoing 500 ma/kg/nuépa oe OKUAOUG ATaV EAQYPUIC TOEIKRA, KaBWG EpPAviocay
EAQTTWHEVO CWHATIKG BApog.
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Mehéreg yovototikdnrag 1000 in vitro (dokipgacia Ames kat SoKINagIa XPWHOTWLIKWY GVWUaAIIV)
GO0 Kai N vivo (DoKIpagsia JIKPOTTUPNVWY LUwv) dev £0aifav PETAAAGEIoyOvo Dpaon NS udpoxAWpPIKAC
apBpotoAng

H udpoxAwpikn) apBpofoin Bev £DE1LE OYKOYEVETIKO BUVALIKO OF HEALTEG KAPKIVOYEVEDNS OF JUeg (50,

200 kai 800 mg/kg/npépa) ko eTrigueg (65, 250 xar 1000 mg/kg/npépa), n SIGPKEID TwWY HEALTWY Tav
105 ka1 116 eBdopadeg avTicTOIXO

6. OAPMAKEYTIKA ITOIXEIA

6.1 KartdAoyog Exdoywv
6.2 AcupBaroTnTeg
Aev epappdleTan

6.3 AiGprela WA

6.4 IBiaiTepeg TTPOQUAGLEIC kAT T UAGEN TOU TTPOIOVTOG
6.5 QUOon KOl CUCTATIKG TOU TTEPIEKTH

6.7 Odnyicg Xpnongixepioyou
Aev egappdleTat

6.7 Kdroxog Tng adetag kukhogopiag

7. APIOMOL AAEIA KYKAOOOPIAL :
8. HMEPOMHNIA NPQTHEI AAEIAZ JANANEQIHE THI AAEIAL KYKAODOPIAL

10. HMEPOMHNIA THZ (MEPIKHE)} ANAGEQPHIHE TOY KEIMENOQY:

2. To ®uihc Odnyiwy yia 10 XpAOTH PAPHOKEUTIKWY TTPOIGVIWY  TTOU TTEPIEXOUY DPpAUTIKG CUoTaTIKG
AMBROXOL HYDROCHLORIDE, yia 1ic popgéc: Mokio, Lipom, Kokkia piag 56on¢ via méoipo

vypd opiderar we e&ng.
PYANQ OAHTION TIA TO XPHETH

1. MPOZAIOPIZMOZ ®APMAKEYTIKOY MPOIONTOS

1.1 ONOMALIA:

1.2 YNOELIH
ApaoTikr ovoia: YOpoxAwpikh aufpotoin
‘ExSoya:

1.3. PAPMAKOTEXNIKH MOP®H
Aioxio
ZipbT
Kokkia uiag d6ong yia Tooipo uypd

1.4. MEPIEKTIKOTHTA LE APAZTIKH OYZIA
Hiokia: 1 diokio mepiéxet 30 mg ubpoxiwpikng apBpofoing
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Zipom 16 mg/5mi: 5 mi mepigxouv 15 mg udpoxAwpikAC aUBPOLGANG

Zipom 30 mg/5mil: 5 ml mepigxouv 30 mg udpoxAwWPIKAS auBpofoAng

Kokkia pag d0ong yia Toaiuo uypo: Kabe @akeAidio Tepitxel 15 mg f 30 mg udpoxAwpiknig
apBpogoAng.

1.5NEPIFPA®H-ZYZKEYAZIA:

1.6 PAPMAKOOEPATEYTIKH KATHIOPIA: BAevvoAuTikd
1.7 YNEYOYNOZ KYKAODOPIAL:

1.8 TTAPAIKEYAZTHI:

1.9 IYIKEYAITHI:

2. TINPENEI NA TNQPIZETE I'lA TO ®APMAKO NOY IAX XOPHIHIE O lATPOX ZAX

O1 MAnpo@opies autou Tou QUAAaDIOU avagepovTal HOVO OTO CUYKEKPIBEVO QAPUAKO.

Napakaiotpe BIaRAcTE Tig TTPOCEKTIKG. ©a 0ag SWoOUY GNUAVTIKEG TTANPOYOoPIES, aAAG Bev pTTopouv
va oag 1a egnyrjoouv OAa. Edv £xete karroieg epwinocg 1) dev eioTe olyouporl yia oTidATToOTE, PWINACTE
TOV YIaTpd 1) TOV GUPHAKOTTON GUG.

2.1 TENIKEXZ NAHPO®OPIEL

To gappako £xel SetyBei 0T QUEAVE) TIG EXKPITEIC TOU avaTIveuoTIKoU. Evioxuer Tnv Trapaywyn Tou
£T719avelod paCTIKOU TTAPAYOVTQ TWY TIVEUROVWY KAl TNV AEITOUPYIQ Twv KpooTwy. AuTES O Bpdoeig
£x0uv WG QTToTEAECHA TN BEATIWON TNG POAG KaI TR HETAPOPAS TNG BALvvNG (BAEVVOKPOOTWTA
kGBapon}. H augnon Twy ekkpicewv Kal Trg BAEVVOKPOOOWTNG KABapons SIEUKOALVOUV TNV
aTréxpERYn Kal avakougifouv 1o Brxa.

To @apuako Aoyw Tr¢ oUvBeang Tou tival katdhAnAo yia diaBnrikolg.

2.2 ENAEIZEIZ

Q¢ BonBnTixd yia TN peuoToTToinon TWY BALVVWOWY EKKPICEWY TNg avaTTveuoTikAg odou ot
TTEPITTTWOEIS 0EEHDY KaI XPpOoviv BpoyxoTTveupovikwy TTabnotwy (Bpoyxinda, epguonua,
TpaxeioBpoyxinda, xpoévia agbuarikn Bpoyxinda).

Evrionc evOeikvutal yia TNV TTPOANIYN TWV GQVATIVEUOTIKWY ETTITTAOKWIV aTTO KATAKPATNON TWV EKKPIoEWY
UETA amrd peifoveg XEIPOUPYIKEC ETTEURACEIS OTO BULIPAKA — AV KOIAIO KAl PETA QTTO pakpoxpovia
KATAKAIOT].

Kata 1 Sidpkeia ofginy e£dpoewv Twy Bpoyyimdwy TTpeme: va xopnyeitar padi ye 10 kardhinio
avTipioTiko.

2.3ANTENAEIZEIX

Ta gappaka pITopoUlv va Bondrioouy Toug appwoToug, HTTopoly SPwG va Snpioupynoouy kai
TEoRAfuaTa, 6tav Be Aaufdvovial cupQwva Pe TIC 0dnyieg.

Avievdeikvutan O€:

- YmepeuaigBroia oty udpoxiwpikr apBpofdin kal ata AAAG CUGTATIKG TOU TTPOTOVTOC,

- ZITAVIEC TTEPITTTWOEIS KANPOVONIKWY KATaoTAoEWy, OTig OTTOEG 0 a0BevAg PTTOPED va epgavie
aoupBaToTNTA HE KATIOI0 aTTO Ta £KBOXO TOU TTPOIOVTOG (TTapakaAoVpE deite TNy Tapaypago 2.4}

Na un xopnyeitar kata 1 S1apkeia Mg KONONG Kal 1115 yakouyiag.

2.4 EIAIKEZ NPODYAAZEIL KAl EIAIKEX NMPOEIAONOIHIEL KATA TH XPHIH

2.41. Tevika:

Kard 11y xprion 10U @apudkou Prropei va TTPokAnBel alténorn 10U OYKOU TwV PEUCTOTTOICUPEVWY

Bpoy XKWV EKKPITEWY ka1l av Dev armopakpuvBouy pe Brxa eival TTpoTipéTEPO va DIaCWANVWVETT O
QoBE VG WOTE VA TTAPAUEIVEI QVOIKTI N QVATIVEUOTIKEA 0006,
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Ta Siokia mepiéxouy ... mg AQKTOCnNS OV £xel w¢ arotéAsoua ... mg AakTolng ava péyiom
mporeivouevn nuEENoia 500 (120 mg). AoBeveic ue ardvia kAnpovouixr duoaveéia orn yaiakrodn,
QVETTAPKEID AakTaons kara Lapp i1 duoamoppoepnon yAukodng — vaiakrdlng, 8¢ Ba mpémer va
Aaufdvouy qurd 10 EAapuUaKo.

Zipom 30 mg/ bmi: 5 mi oipoTTioy mepifxouv ... g CopPITOAnG oy Exel w¢ amoTéAscua ... g
COPPRITGANS ava péyiotn mporevouevn nuephcia 86on (20 mi). AaBeveic pe oTavia KANpOVOuIKD
duoavedia orn Qpoukroln o¢ Ba npéner va Aaufavouv 1o pdpuako. Mmopel erriong va éxer Hmia
kaBaprikn Spaon.

21p6m 15 mg/ dmi: 5 mil ci1p01TI00 TEPIEXOUY ... g COPBITOANS TIOU EXEI WE QTTOTEAECUT ... g
oOpBITOANG ava uéyioTn porevousvn nuepnoia 06on (30 mil). AoBeveic ue omavia KANPOVOLIKA
Suoavefia om gpoukroln b¢ Ba pérrer va Aaufavouv 10 wapuaxo. Mropel emiong va Exer Nima
kabapnki Spaon.

‘Exouv ava@epBei TTOAU Alyeg TIEPITITWOEIS TOBapUIv aAAoIoEwWY ToU BEPUaTOS OTTWS oUVOpopo
Steven Johnson kai o€k eMOEPUIKT VEKPWON HE XPOVIKN CUOXETION HE TN XOpAYNoN

QITOX PEMTITIKWY OTTWE 1 UBpOoXAWPIK apBpofoin. G meploodTepeg TEPITITWOEIG UTTOPOUV va
£EnNynBouly amoé 1n ooBapéTnTa GAAWY UTTOKEIUE VIV QOBEVEILVY KGR GUYXOPNYOULEVNG QOPUOKEUTIKAG
aywyns. EmmpocBera, kata tnv Tpuwipn ¢aon 1ou ouvdpouou Steven Johnson i TNG ToSikAg
emBEPUIKNG VEKPWONG, 0 aoBevic uTTopEl va epgpavicer apxixa un eéaidikeupéva Tpodpopa
OUHTTTLUATA TTOU VO TTPOCOHOIAOUV WE YpiTIn, OTTWG TTUPETOS, TTOVOL OTO CWHa, pivinda, Brixag kat
TTOVOAQILOG. AuTA Ta un e&Ei1Bikeupéva TTPOSPOUT CUNTITWHGTG TTOU TTPOCOoNOIadouy g ypiTn eivai
™lavov va odnyfioouy TTapamAavnnikd 01NV Evapin CUPTITWUOTIKAS aywyng yIa 10 BAXa kal 10
KPUOAGYNQ.

Q¢ €K TOUTOU, GV EPQAVIOTOUV VEES GANOIDCEIG TOU BEpuaTtos i Twiv BAevvoyovwy, Ba Trpémer va
{nmnBei apL owg 1aTPIKI CUKBOUAR Kat W TTPopUATEn va BIOKOTTEl N aywyn PE UDPOXAWPIKA
apppotdin.

Ze MEPITTWON £TTNREQCUEVNG VEPPIKAG ALiTOUpYiag 1} coBaprg NTTatoTTabeiag 10 QUpHaKo PTTOPET va
xpnooromn8el povo PeTd amd iarpikf CUPBouAn.

2.4.2 XpRion xarda v KOnon ko karda m Sidpked tng yaAouyiag:

Xprion Kard Tnv Kunon:

H ubpoyAwpikn apBpofdAn diamepva Tov TTAakoUVTaA.

H aogdhaa kard 1n Sidpxeia 1n¢ KUNONg oTov avlpwrro Dev £Xel axopa amodeiXBei.
H xpAon 1ou gapudkou 6 cuVIOTATAl KATA Tr} DIGPKEIQ TNG KUNOTS.

Xphon kard 1 Sidpkeia g yaAouyiag:

H udpoxAwpikn auBpofdAn exxkpiverar OT0 UNTRIKG yOAQ,

H aogpdAaia amo 1n xoprynon 1ou @apudkou katd mn OIApKeia ¢ yaAouyiag Oev £xel akoua
amodeixBei, oTToTE BE CUVIOTATAN N XOPNYNON TOU QapUAKou gt BnAGdoudEg UnTEpec.

2.4.3 Enridpaon otnv ikavoTnTa odiynon Kai XEIpIOPoU prxavnudrwy:
Agv utrapxouv evOEILEIS via Tnv £TTIORAON OTNV IKAvOTNTa 0BNYNONG KOl XEIPIOHOU pnxavusy Si16T dev
Exouv SieEaxBel OXETIKEG HEALTES.

2.5 AANHAENIAPAZEIZ ME AAAA DAPMAKA ‘H OYZIEX
Agv UTTAPXOUV KAIVIKG ONUAVTIKES SUOUEVEIC GAANAETIOPACEIG e GAAD QAPHOKA.

Merd 11} XopAynon auBpofoAng of CUyKEVTPWOELIS avTiBIoTIkwv (apotukiAAivn, kepoupogiun,
£puUBpopUKIVA) OF BPOYXOTIVEUUOVIKES EKKPITEIS KOt OTO OIEAO £ival QUENUEVEC,

Mpiv T@peTe Qutd TO QAPHOKO B0 TTPETTE! VO EXETE EVNHEPWOEL TO YIATPO 0UG yia KGBE QAPUOKD TToU
Tuxbv TraipveTal. DAppaxo eival kKABE TTPoIOY TTOU XOPNYEITAl KA XWPIC IaTPIKT} ouvTayr].

2.6 AOXOAOriA
AMokia:
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EvaAikeg kan maidia avw twv 12 e1v: 1-2 Siokia 2 Qopég tnv nuepa. Ta diokia AauBavovial ye Alyo
vepo.

240011 15 mag/ 5mi
Ma adid quaTAVETAl YEVIKWG CUVOAIKN nuepnota doon 1.2-1.6 mg/kg Bdpoug cwparog.

Av Bev utrapéel aAAn obnyia !

Nadid 5-12 1w 1 KOUTAAGKI TOU YAUKOU 2-3 QopEG TNV NUEPA.
Madia 2-5 e1wovi 1/2 xoutaAdk Tou yAUKoU 3 Qopig TRV nuEpa.

Faidia katw 1wy 2 e1uv: 1/2 KOUTAAGKI TOU YAUKOU 2 QOPEC TV NUEDA.

1 KOUTQAGKI TOU YAUKOU GvTIOTOIXEI 08 5 mi pe 70 BoCIuETPIKS KUTTEAAGK! TTou TTEpIAauBaveTal oTn
cuokeuooia. TomoBeTAoTe 10 CIPSTT OTNV KWVIKT TTAEUPA 10U KUTTEAAOU {OTNv TTAEUPA TTou Bev tival

Siarpnn).

210011 30 ma/ 5mil Kai KOkKia phac 80onc yia eviAIKEC (30 maipakeAidio)

Evihikes kar maidid aviws twv 12 e1wuv (60-120 mg nuepnoiwg og SUo dinpnuéves 860eIg)!
1-2 koutaAakia Tou yAUKoU (A 5-10 mi pe 70 BOCIUETPIKG KUTTEAAGK! TTou TTEpIAQUBAavETal O
CUOKEUQOia),2 QopEg TRV NUEPa.

To avwtepo Soochoyiko oxnua evOeikvuTal 08 0ZEiEg TTABAOELS TOU QVATIVEUOTIKOU KQI Y1a TNV £vapin
PIag Bepatreiag X poOvIwY KaTaoTaoewy, duvapevng va ouvexioBei we 10 nuépeg.

Na madid ouoTAvVETal yEvikwg OUvoAIkn nuepnoia &6on 1.2 — 1.6 mg/kg BApoug owpaToc.

Av Bev uTrapéel GAAn odnyia:

MNadia 5-12 erwv: 15 Mg (2.5 ml pe 10 SOCIPETPIKG KUTTEAAGKS TTOU TTEPIAQUBAvETar OT) OUCOKEUQTT),
2-3 popég v NUEpa

Nadid 2-5 etwv: 7.5 mg (1.25 ml pe 10 SoopeTpikd KuTTeARGKI TTOU TTEPIAGUBAVETAN OTN CUCKEUQTIa),
3 opég TNV NUEPT

Madid karw 1wy 2 e1tov: 7.5 mg (1.25 ml pe 10 SOCIPETPIKG KUTTEAAGK! TTOU TTEpIAQUBavETal OTn
OUOKEUTOOia), 2 GOPEC TNV NUEpPa.

1 xOUTOAGKI TOU YAUKOU avTioTOIXEl 08 S5 mi e TO SoOieTpikd KUTTEAAGK! TTOoU TTEpIAQUBAavETaL OTn
gugkeuacia. TOTTEBETACTE TO CIPGTT TNV KWVIKT TTALUPA TOU KUTTEAAOU (OTNV TTAEUPA TTou dev eival

digTpnin).

2g 0fgieC KOTACTACELIC TOU QVOTIVEUOTIKOU, £QV TA CUPTTTWHATa BEv UTTOXWPOUY 1] XEIPOTEPEUOUY KOTd
™ Diapkeia NG aywyng, Ba TTpeTel va £n1nBei  cupBouAr) Tou BepdmovTog arpol.

E¢’ doov utrapyer £vberdn maparaong ing aywyng n 8éon pelwverar oro piod. To gdpuako Ymopel va
hapBaverar aveEapinta amo Ty TPOCAnWn TROPHC.

2.7 YINEPAOZOAOIIA - ANTIMETGMIZH

Méxpr Twpa dev £xouv avagepBei e£aidikeupiva ocupTTTwpara utrepdoooioyiag otov GvBpwTio.
Ze mepimTwaon utrEpBaong 1ng So0oAOYiIaG CUVICTATON QUPTTTWUATIKA BepaTreia .

TnA. Kévtpou AnAntnpiaoewy: 210 77983777

2.8 TI APENE! NA TNQPIZETE IE NEPINTQIH NOY NAPAAEIWETE NA TNAPETE KAMNOCIA
AOZXH:

Eav rpémer va AapBAveTe 10 pAPHAKO TUVEXWIG KAt TTAPOAEipETE pia Boon, TTpeTTer va AdRete 1 86an
auT 10 TaxUTEpo Suvatov. EdQv, ev ToUTolg, TTANCIAZE n wpa yia TNy eTTopevn 36an, pn AdBere n Doon
TIOU TTApPOAEIYATE, QARG CUVEXIOTE KAvOviKa Tn Beparreia,
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2.9 ANEMNOYMHTEX ENEPFEIEX

Otrweg pe 6Aa Ta APUAKA, HEPIKEG QOPEG wopouma(’,ovran QvETTIBOUNTES EVEPYEIES,

To @appako £ival YEVIKWG KAAd QVEKTO,

Aiokia

AMaTapay£C 10U avoooTIOoNTIKOU guaTiparog, Aiarapaxic Tou SEpuarog kar 1oy yTroSopiou 19ToU
Ava@uAGKTIKEG avTIBPATEIG TUMTIEPIAGUBAvVOPEVNG TG avaQuUAGKTIKAG katamAnéiag, ayyeiooidnua,
e€avBnua, kvidwaon, kvnopog Kal GAANR uTrepeuaioBnoia

Alg100ayEC TOU YQOTREVIE DIKOU GUOTHUATOC
Naurtia, £petog, didppoia, SuoTEwia Kai KOINAKS GAYog

ZipoTi

AIGTapaXEC TOU AVOCOTIOINTIKOU gUCTANATOG, Aigtapaxég Tou Bépuartoc kal Tou uttoddpiou 1gT0U
AVaQUAGKTIKEG avTIOPACEIE CUUTIEPIAQUBAVOREVNC TNS avaUAaKTIKAG katatTAngiag, ayyeooidnua,
eEavBnpua, kvidwan, kvnouog Kal GAAN uTTepeuaiodnaia.

A1 0aYEC 10U VEUDIKOU CUOTAMATOC
Augyeuoia (1.X. aAAowpivn yeuon)

AlQTapaxEg ToU yAgTREVTEDIKOY TUCTAPATOS KO AIITApaxXEC TOU QVATTVEUQTIKOY GUCTHAUATOG, TOU
BWPaKa KAl TOU YECOBWDAKIOY

Nauria, £uerog, Siappoia, SuoTIEwia, KOIMAKO AAYOC, CTOMATIKA Kal Yapuyyikn uTraiodncia,
EnpooTouia, £npoTnTa Papuyya

Mnv avnouxXioeTe HE QUTEG Tig aveTBupnTeg evipyeieg. MBaviug va unv TapoudidoeTe kapia amé
autég. Erriong avagepete oo yiarpd oag oTToIodAITOTE evOXANUa TTaparnproLTe Kai TTou dev
TEPIPEVOTE.

2.10 HMEPOMHNIA AHZHZ TOY MNPOIONTOL
Mn XPNOILOTIOIEITE TO TIPOIOV PETA TRV MUEPONNVIG TTOU avaypagpeTal OTn CUOKEUAdia TOU.

2.11 1AIAITEPEZ NPO®YAAZEIZ INNA TH ®YAAZH TOY NPOIONTOX:

2.13  HMEPOMHNIA TEAEYTAIAZ ANAOEQPHIHI OYAAOY OAHTION.

3. NAHPO®OPIEZ ['lA THN OPOOAOTIIKH XPHIH TON OAPMAKON

« To @apuako autd 10 £ypaye O yiaTpde 0ag LOVO YIA TO CUYKEKPILMEVO 1aTPIKO gag TrpoBinua.
Aev Trpérrel va 10 Sivete 0 GAAQ Atopa 1) va 1O XPnOIHOTTOEITE yia KGTToIa GAAR TTaBnan, xwpig
TTPORYOUHEVWG VO £XETE OUMPBOUALLBE] TO YIaTpd 0Og.

s Edv katda mn Sidpkela Tng Bepameiag eppavicBe] kATToIo TTPOBANUG HE TO QAPNAKO, EVIHEPWOTE
1O YIQTPO 0GG fj T0 ApHaKOTION 0ag.

»  Edv éxete oTO1alATTOTE EPWINHATIKG YUPW ATTO TIS TTANPOYPOPIES TTOU QYOPOUV TO YAPHAKO TTOU
Aappavere 1} xpeiageoTe KaAOTEPN evnuipwaon yia 10 1aTpikG cag TrpéRAnua pn SI0TAoETE va
InTATETE TIC TTANPOYOPIES QUTES aTTd TO YIGTPO OUG ) TO YUPHAKOTIOI0 0Ug.

» [0 va elval amoTEAEOPATIKG KQI QOQPOAES TO QAPUAKO TTOU 0ag XopnynBnke 8a mpimer va
AauBaverar oupguva pe Tig odnyieg Trou oag 868nkav.

o« Ta 1Av ao@diaia kar Tnv uyeia oag eivar atrapaitnio va JIoBGoETE pE TTpoooy] KaBE
TTANPOYPOPIa TTCU aPopd TO QAPPAKO TIOU GAg XOPTNyNRBnkKe.

+  Mn Siotnpeite a0 QAPHAKG OL £PPAPIa TOU AouTpou, DIOT i {0 Kau N uypacia uToptl va 1a
aMOIOOUV KOl VO T KATaoioouy emBAaRnA yia v uyeia oag.

e« Mnv kpatdre @appaka Tou dev 1A Xpeiddeate i Tou £xouv ndn Afger

« [0 kaAUTEpn QOQAALIa KPATATE OAQ T QAapUaKa pakpId arrd 1a Taidid,

4. TPONOX AIAOEXIHE
Aev gmaneiial waTpikn} ocuviayn.
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3.a) H Emonuavon @QappakKEUTIKWY TIpoIovIwy  TTou TrepiExouv Opaotikd cuorankd AMBROXOL
HYDROCHLORIDE, yia T pop@n: Aiokio opifeT1al wg e£7¢:

ENAEI=EIX NOY MNPENEI NA ANATPAOONTAI £THN EZQTEPIKH LYIKEYALIA KAl ZTH '
ITOIXEIQAH IYIKEYALIA |

EZQTEPIKO KOYTI

1 ONOMAZIA TOY OQAPMAKEYTIKOY NMPOIONTOX

Ambroxol Hydrochloride 30mg

2. IYNOEZIH IE APAITIKH(ELZ) OYIIA(EY)

1 Swokio epiexer 30mg ambroxol hydrochloride

3. KATAAOT OX EKAOXQON

4, OAPMAKOTEXNIKH MOPOH KAI NMEPIEXOMENO
‘‘‘‘‘‘ Aigxia
| 5, TPOMOL KAl OAOZ{Ol) XOPHIHIHE

ATT6 TOU OTOHATOS XPrion.
EvAAikeg kat TTaidia avw Twv 12 etwv: 1-2 Diokia 2 gopég v nuepa.

Ma Tepaitepul TTANPOYPOPIEG DIGBGCTE TO ECWKAEICTO QUAAD 00nyituv Xprong.

6. EIAIKH NPOEIAONOHIH IYM®ONA ME THN ONOIA TO ®APMAKEYTIKO NPOION
NPENEI NA OYAAYIETAI XE OEIH THN OMNOIA AEN BAENOYN KAl AEN NPOXEITIZOYN TA
NAIAIA

Na puihdooeTal ge Béon, Tnv ottoia 8¢ BAETouv kal dev Tpoatyyifouv 1a TTaidid.

7. AAAH(EX) EIAIKH(EZ) NPOEIAONOIHIH(EIL), EAN EINAI ANAPAITHTH(EX)

Na pn xopnyeital kata T SIApKEIQ TRG KUNOTS Kat ¢ yahouyiag.

KartdAAnAG yia TTandia Gvw Twv 12 Ty,

8. HMEPOMHNIA AHEHX

HMAHZ=.

t
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| 9. EIAIKEEY ZYNOHKEZ OYAAZHI : |

Mampeitar og Bepuokpacia TepiBaAloviog.

10. IAIAITEPEZ NPOOYAAZEIZ A THN ANOPPIYH TON MH
XPHIIMONOIHOENTON OAPMAKEYTIKQN NMPOIONTQON "H TOQN
YNOAEIMMATQON NOY NPOEPXONTAI ANOC AYTA, EOOZON ANAITEITAI

11. ONOMA KAI AIEYOYNIH TOY KATOXOY THZ AAEIAYL KYKAOOOPIAZ

12, APIGMOZ(Ol) AAEIAZ KYKAOOOPIAY

Ap.ad.kukhogopiag:

13. APIOMOI NAPTIAAZL

AP TAPT.

| 14. FTENIKH KATATAZH I'lA TH AIAOEZH

Dgv agmrareitan 1aTpK ouvTayr.

|15, OAHIEX XPHIHI ]

16. NMAHPO®OPIEL E BRAILLE

3.B) H Emoiuavon QapuaxkeuTIkKWy TIpoIGVIWY  TTou TrepiExouy Opaotiko cuotanxkd AMBROXOL
HYDROCHLORIDE, yia tn popenr: Zipom kai Kokkia piag 860orng via wooIpo uypd opidetarl wg

£&ng:

ENAEIZEIZ NOY NPENE!I NA ANAIPA®ONTAI ZTHN EZQTEPIKH IYZKEYAZIA KAI £TH
ITOIXEIQAH ZYIKEYAZIA

EEQTEPIKO KOYTI

| 1. ONOMAZIA TOY QAPMAKEYTIKOY MNMPOIONTOZ

Ambroxol Hydrochloride 15mg/ 5m
Ambroxol Hydrochloride 15mg/ sachet

2. IYNOEIH 3E APAITIKH(EZ) OYZIIA(ES)

5ml oipom repiExouv 15mg ambroxol hydrochloride
1 paxehiokog TepIEXer 15 mg ambroxal hydrochloride

i
t
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| 3. KATAAOI O EKAOXQN
| 4. PAPMAKOTEXNIKH MOPOH KAIL NEPIEXOMENO
Zipotm .. ml
}(OKKIG wag 6ésqg yIQ TG00 UYPO O QAKEMOKOUS
Lot pakeAlokol
5, TPONMOZI KAI CAOZ{Ol) XOPHIHIHI

AT TOU OTOHATOL XPAON.

ZIp6TTI

Maidid 5-12 €1wv: 1 KOUTAAGK! TOU YAUKOU 2-3 QOPEC TNV NuUERa.
Madia 2-5 €1v: V2 KOUTAAGKE TOU YAUKOU 3 QOPEG TNV NuEpa.

Maidia KaTw Twy 2 €TV V2 KOUTOAGKI TOU YAUKOU 2 QOpPEG THY NuEpa.

o mepaité pw TANpoopicg HIaBACTE TO ECWKALIOTO QUAAC 0ONyIWV XpAONC.

6. EIAIKH NMPOEIAONOIHIH ZYMOPONA ME THN OMNOIA TO ®PAPMAKEYTIKO MPOION
NPENEI NA ®YAALZETAI ZE OEIH THN ONOIA AEN BAENOYN KAI AEN NPOXIEITIZOYN TA
NAIAIA

Na guAdooetal g B€an, Tnv otroia 8¢ BALTTOUV KAl DEV TTpoCeyyifouy Ta TTandid.

(7. AAAH(EZ) EIAIKH(EL) NPOEIAONOIHIH(EIZ), EAN EINAI ANAPAITHTH(EL)

Na un xopnyeitar ka1d 1 BIGPKEKX THS KUNOTS Kat TG yahouyiag.

| 8, HMEPOMHNIA AHZHZ
HM.AH=.
9. EIAIKEZ ZYNOHKEZ OYAAZHI

Agy ammairoUvtal SiBIKEC CUVBAKES QUAGENS.

10. JIAIAITEPEZ MPO®YAAZEIZ I'A THN ANOPPIYH TON MH
XPHIIMOMOIHOENTQON ®APMAKEYTIKQN MPOIONTON "H TON
YOOAEIMMATQN NMOY NPOEPXONTAI ANTO AYTA, EOOION ANAITEITAI

11, ONOMA KAI AIEYOYNIH TOY KATOXOY THZ AAEIAZ KYKAOCODOPIAL

[12. APIOMOEZ(Ol) AAEIAZ KYKAO®OPIAT

Ap.ad KUKAOYPORIag:

[ 13. APIOMOZ NAPTIAAZ

AP.NAPT.

B
(W8]
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| 14. FTENIKH KATATAZH A TH AIAQEXH

Agv aTTaITeiTay 1QTPIKY) CUVTAYT)

| 15, OAHTIEL XPHIHE

| 16. NMAHPOO®OPIEZ IE BRAILLE

ENAEIZEIL NOY NPENEI NA ANATPAQONTAI XTHN EZQTEPIKH XYIKEYAZIA KAI ZTH
ITOIXEIQAH IYIKEYAZIA

EZQTEPIKO KOYTI

1. ONOMAZIA TOY GAPMAKEYTIKOY INPOIONTOX

Ambroxol Hydrochloride 30mg/ Sml
AmbroxolHydrochioride 30mg/sachet

2. IYNOEIH XE APAITIKH(EX) OYIIA(EL)

5mi oipém Tepiéxouv 30mg ambroxol hydrochloride
1pakeNioxog Tepiéxer 30:mg ambroxol hydrochloride

| 3. KATAAOT OX EKAOXQN
4. ®APMAKOTEXNIKH MOP®H KAI NEPIEXOMENO
Zipbm ....ml

Kokkla piag 36ang yia TO0IL0 uypo. Oe QaKeAIoKoUg
... PUKEAIOKO!

B TPONOZ KAl OAOX(Ol) XOPHTHEIHE

ATIO TOU O1OUATOC XPHOoT.

ZIpoTII:

EviAikeg kat Trandid dvw Twy 12 £1wv: 5-10 mi 2 gopeg v nuepa.

Ma TTadid kA1w Twy 12 £TWv CUCTAVETAI YEVIKWS ouvohikn nuepoia doon 1.2-1.6 mg/kg Bapoug
owpatoag. Av dev uTtaptsl dAn obnyia

Maidia 5-12 etwv: 2.5ml 2-3 @optg 1nv Nuépa

Nadia 2-5 ettov: 1.25mi 3 wopég 1nv nuépa

Nadia katw Twv 2 e1wv: 1.25ml 2 gopég v nuepa

Kokkia piag 86ang yia TTACIL0 Uypd 08 QaKeATKoUS:
EviAikes kot TaidI@ Gviw Twy 12 ETWV: 1-2 QUKeAAITKO! 2 QOPES TRV NMEPQ.
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Ma meparépw TTANPoYopicg HIaBACTE TO ETWKALIOTO YUAAND 0BNYIWY XProNg.

6. EiAIKH MPOEIAONOIHIH YYM®QONA ME THN OINOIA TO $APMAKEYTIKO NMPOION
NPENEI NA ®YAAZZETAI ZE OEXZH THN OMOIA AEN BAENOYN KAI AEN NPOZEITIZOYN TA
MAIAIA

Na @uAdooetar 08 BEon, TNV omioia 8¢ BALTTOUV KOt BEV TTPOOEYYIfouy Ta TTQUdIG.

7. AAAH(EZ) EIAIKH(EL} NPOEIAOTIOIHZIH(EIL), EAN EINAI ATTAPAITHTH(EL)

Na un xopnyeitar kata 1n DIGPKEIR TN KUNONG Kal NG yaiouxiag.

8. HMEPOMHNIA AHZHI
HM.AHZ=.
| 9. EIAIKEZ JYNOHKEZI ®YAAZHI

10. IAIAITEPEZ NPO®YAAZEIZ A THN ANOPPIWYH TQN MH
XPHIIMOTMOIHOENTQN ®APMAKEYTIKQN MPOIONTQN H TQN
YNMOAEIMMATQN TOY NPOEPXONTAI AMNO AYTA, EQOZON AMNAITEITAI

11, ONOMA KAI AIEYOYNIH TOY KATOXOY THX AAEIAL KYKAOOOPIAZ

12 APIOMOZ(Ol) AAEIAL KYKAOD®OPIAZ

Ap.ad.kukhogaopiag:

13. APIOMOZ NAPTIAAL

AP TAPT.

14. FENIKH KATATAZHIA TH AIAGEZIH

Agv arraiteitan ilaTpike ouviayn.

15, OAHIIEZ XPHIHE

16. NAHPO®OPIEL ZE BRAILLE

(R
W
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M. 1. H Nepidnun XapaktnpioTikwy 10U Npoidvioc ¢apucPBBTKGIV TIPOIOVIWY TIOU TTEPIEXOUY DPUsTIKG
guotatikd AMBROXOL HYDROCHLORIDE, vio 1 popen:  Kawdkio TapareTapéiving
armodéopevong, okAnpo, opileTa we e&ng: -

NEPIAHWH TON XAPAKTHPIZTIKQN TOY NPOIONTOZ (SPC) |

1. EMNOPIKH ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOX

2. NOIOTIKH &NOXOTIKH TYNOEZIH

trans-4-[{(2-amino-3,5-dibromobenzyl) amino] cyclohexanol hydrochloride
{(=Ambroxo! hydrochloride )

1 kawaxio Taparetapévne anodéoueuong = 75 mg

3. DAPMAKOTEXNIKH MOP®H

Kaydkio Tapatetauévng amodeousuong, OkAnpo.

4. KAINIKA ZTOIXEIA

4.1. Oeparreutikiq evdeifeig

Qg BonBnTiKo yia Tn peuaToTTaingn Twv BALvwwwdwy EKKPICEWY TNS avanveuotikng odou ot
TEPITTTWOEIS OFEIWV KA XpOVIWY BPOoyXOTTVEVHOVIKWY TTaBRcEwy (Bpoyxinda, eugplonua,
1paxcioBpoyxintda, xpovia agbuarikn Bpoyxinda).

Erriong evBeikvutal yia TNV TIPOANYT TWY GVATIVEUCTIKWY ETTITAOKWYV PETA OTTO KATAKPATRON TV
EKKPITEWY PETA aTTd HEI(OVES XEIPOUPYIKEG ETTEPRACEIS OTO BWPaKa — Qv KOIAIa xat PeTd oo
Hakpoxpovia Karakhion.

Kata m &igpkela ofeiwv e£apotwv 1wy Bpoyxindwy Tpémer va xopnyeitar padi pe 1o katdAinho
avnpionko.

4.2. Aococoloyia Kal TpoTTOg XOPRYNONS

EviAikec 1 kapakio raparetapivng arrodéopcuong 1 gopa tnv nueépa, eite 1o Tpwi f 10 Bpadu pera
ard yeoua.

Ta kawdkia dev TTPETTEl va avoiyovTal 1} va paowvTal, GAAG va KaTartivovTal OASKANPO PE ETTApPKES
uypd. Ta «Biokia popeic», 1a oTTola PTTOPE] PEPIKES YOPES VO UPavICTOUV aTa KOTTPava, £Xouv
ameAcuBepwael 10 SpacTikd ouoTaTikd katd 1 Sidpkea ng S16dou Toug Ao 10 TETITIKG CUCTNUA Kal
ETTOPEVWIG N TTapoUCia Toug dev £X&1 onuacia.

2¢ 0fcieg KATaOTATEIG TOU aVaTIVEUGTIKOU, £AV TA TUMTTTWHATA DEV UTTOXWPOUV i} XEIPOTEPEUOUV KaTd
N O1Gpkea TNG aywyng, Ba Trpétret va {ninBei rp GUPPBOUAN 10U BEpATTOVTOC 1GTPOG.

To @appoko ptropel va AapBaverar avegapinta atrd 1y medoAnyn 1pogng.

Ta kaypdria rapaTerapivne amodeaueuang Bev eivar kardAlnAa yia maidid.

4.3. Avrevdeifeig

To pappako avievdeikvutal g aoBevelg pe yvwaTh utrepeuaiodnoia otny udpoxAwpikn auBpotdin
g€ OTTOI0ONTTOTE GAAD CUCTATIKS TOU TrPOTOVTOS.

Na un xopnyeitar kard mn Didpkeia NG xUNOng kar NG yahouyiag.

4.4. 1Swaitepeg rposibomoifoeig & 10taitepeg TTPOQUAGELLS KaTa T XpAON
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Katé mn xpnon 1ou appdxkou Prropel va TTpokAnBei alinon 10U OYKOU TWY PEUCTOTTOIDUHEVIDY.
Bpoyxiktov ekkpioewy Kat av Sev ammopakpuvBouy pe Brixa ival TTpOTIHOTEPO va DIAOWANVWVETAl O
acBevig WoTE va TTAPAPEIVE QVOIKTH 1T avaTiveuoTikh od6g.

‘Exouv avagepBei TTOAD Alyeg TTEPITITWOEIS 0OBapwv aANoILTEWY Tou BEpPaTog OTTWS oUvBpopo
Steven Johnson xai To€ike eTIOEPPIKA VEKPWON HE XPOVIKN CUOXETION ME TH XOPAYNON
QITOXPEPTITIKWY OTTWIG N udpoxAwpikh apPBpogoin. O TEPIcCOTERES TTEPITITUWOEIS YTTOPOUY VA
e&nynBouv arrd T cofapdTnra GAAWVY UTTOKEIHEVWV GUBLVEIWY 1) CUYXOPNYOUHEVNS PAPLIOKEUTIKAG
aywyng. EmMmrpdobeTa, kard TNV TTpwiun @4aon tou cuvdpodpou Steven Johnson 1 NG 1o0gIkAG
EMOEPUIKAG VEKPWONC, O QOBEVAS UTTOPE] VO EPQOVICE] pYIKa U eEEIBIKEUPEVO TTpODPOUG
CUUTTTWHATA TTOU VO TTPoooPoIGouy WE ypitin, OTTwG TTupetdg, Vol 010 owpa, pivinda, BhAxag kal
TTOVOAQIUOG. AUTG T [N £EaIDIKEUPEVA TTROGOPOPT CUUTITWHATA TTOU TTPOCOPOIAloUY pE ypitn eival
mBavov va odnyRoouy TIApATTAQVNTIKG OTNV EvapEn CUNTITWHATIKIAS Qywyns via 10 BAXa Kol 10
KPUOAGYMLQ.

Q¢ £k TOUTOU, EAV EPPAVIOTOUV VEEG OAAOIVOEIC TOU BEpRaTOC 1} Twy BAevvoydvusv, Ba TTpETel va
{nInBei apeowe 1aTPIkA CUPBOUAN Kai WG TTpOQUAGLN va DIakoTel n aywyn e uBpoXAWPIKA
apPpogoAn.

Te mepiTITICn ETTNPEQOPEVNG VEPPIKAG AsrToupyiag A gofapic nmartomdBeiag 10 «Gvoua TIpoidvIog»
prropel va xpnooTromnBei povo peTa amo 1atpik CUPBOUA. O1rwe pe 0Aa 10 9APUOKa TTOU
petTafoAiloviar amrd 1o MITap KA aKOAOUBET VEQPIKE ATTEKKPION TOUG, EVOEXETOI VO EUQAVIOTE
CUCOWPELOT TWV PETAROATWY TNG apBpotoAng tTou oxnuarioBnkav oto frap, é1av uttdpxel ooBapn
VE@PRIKA QVETTAPKEIQ.

4.5, AAMnAemidpdosig pe GAAa pappaka kat AAAEg poppéc aAAnAeTibpaong

AEV UTTAPYXOUV KAIVIKG ONUOVTIKEG BUOHEVEIS AAANAETIOPAOEIC Pe GAAT QAPUaKa.
Meta 1 xopnynon apBpofOAng o1 CuykevTpwotelg avTIBIOTIKWV (GuoUKIAAVN, kepoupolin,
EPUBPOPUKIV) OTIC BROYXOTTVEULOVIKES EKKPITEIS KAl OTA TITUEAQ givan auérjuévec.

4.6. Kunon xat yohouyia

Xpnon kara tnv Kunon :

H udpoxAwpixh auBpofoAn Siatepvd Tov TTAAKOUVTA.

H acgdieia kata 1n Bidpkea 1AG KUNONG OT0V GvBpw o dev £xet akoua atroderyBei.

H xpnon 1n¢ udpoxAwpikng apPBpooAinc dev ouvioTdrail katd 1n SiIdpkeia TnG KUNong.

Xpnon kara 1n Sidpkera g yalovyiag

H udpoxAwpikn aufpofoOAn ekxpiveTal gTo UnTPikS yaAa.

Mapodho Trou Bev avapévoviar avemiBuunteg eTdpacelg ot Bpign Trou BnAGlouv, Bev ouvioTATAl N
Xopnynon g udpoxAwpikng apfpofoAng ot BnAGJoVTES uNTEPEGS.

4.7. EwiSpaon otnv IkavoTnTa oS1jynong Kail XEIpIoYo U unxavnpydrwy

Aev uTTapxouy evOEIEEIG yia TV £TTIOpACH 0NV IKAVETATA 00AYNONS KOt XEIPIOUOU pnxavwy 51611 Bev
gxouv DIeEaxBei OXETIKES PEALTEC,

4.8 AvemiBUPNTEG EVEPYEIEG
Aiarapax£C TOU avoooTIoinTikol guothuatod, Alatgpaysc Tou H€puatoc Xal 1ou utrodopioy 1otol

Avaguhaknkég avnidpdocig cupTrepiAapBavopivng 1ng avaguhaxTikic kararrhnéiag, ayyeicoibnua,
e&avBnpa, kvidwaon, kvnopos Kar AAAR uttepevaioBnaia.

AgrapayEC TOU YaOTREVIEDIKOU UOTAMATOC
Nautia, £petoc, didppoia, duoTIEwia Kar KOIAIQKO GAYOg

4.9, YmrepSoooAoyia

Tupgmrtwpata
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Meéxpi Twpa dev €xouv avogepBei eEa1dikeuptva cupTTwpaTa utepboooAoyiag oTov AvBpwITC.
Oeparreia
Me Baon avagpopig akouoiag uTTepBoooAOYIag Kal avagopig IaTpikwy AaBuwy 1a Traparnpndévia

CUPTTTWHATA £iVal 08 CUPQWVIG JE TIG YWWOTEG avETTIBUUNTES evEPYEIES TNS UDPOXAWPIKAC apPBpPoLoAng
g1n guVICTWHEVH BOTOAOYIO Ko PTTOPET VO XPEIaOTEl CUUTTTWHATIKY Bepameia.

5. OAPMAKOAOIIKEY IAIOTHTEZ

53 Dappakobuvapikig IBIGTNTES

MpoxkAivika, n udpoxAuwpikr apBpotoin, 10 BpaoTikG CuUCTATIKG TOU «OVOUQ TTROIOVTOCH £XEl OeiyBei OT
aufdvel TIg EKKPIgEIg TOU avamveuoTikoU. Evioylel Tnv TTapaywyn 10U emgaveiodpaoTikoU TTapdyovia
TWV TIVEURGVIWDY Kai TRV AEITOUPYIa Twy xpooowy. AuTE of Dpdaeig £xouv wg ammotéAeopa T BeAtiwon
NG POAS KOl TNG HETAQOPAG NG BAEvvNS (BAEvwOKpOOoWwTR KABapon). BeAtiwon ¢ BAEVVOKPOGOWTAG
KGBapong £xe1 DEIXBEl O KAIVIKEC GUPHAKOAOYIKEG MEAETEC. H alEnon Twv EXKPITLWY Kai NG
BAEVWOKPOOOWIAC KABapong BieUKOAUVOUY TNV amrOXpEUYn ka1 avakougifouv 10 Brixa.

Tomkr avaioBnTikA 3pacn 1ng udpoxAwpIkNG apBPotoAng £xet TTapatnpndel og povieAo o@BaAuoy
KOVIKAOU, TO OTTOI0 JTTOPEl va £EnynBei atrd Tig IBIGTNTES TTOU £XEI OTOV ATTOKALITHG Twy DlaUuAwy
varpiou. ‘Exet amodeixBei in vitro 611 n udpoxAwpikh auBpotoin arroxAeicl Toug Siathoug vaipiou, n
Séopeuon autnh eivar avaoTpeyiun Kai eEapTWHEVR atrd Tr GUYKEVTPWGAT TNS oudiacg.

H ameAcuBEipuon KUTTAPOKIVIWY GTO aipa KaBuig Kal 10 KABnAWREVA GTOUC I0TOUC HOVOTTUpnva Kal
TTOAUHOPPOTTU prva KUTTAPA QAVIKE VO JEIWVOVTal onpavTikd in vitro armd 1nv udpoxAwpiki
apBpoloAn.

Ze KAIVIKEG eAETEG OF aoBeveig pe TovoAaiuo, o TOVOg OT0 PApUYYa KAl i £puBPOTRTA PEIWBnKay
onpavrika.

MeTa T Xopnynon appofding ol CUYKEVTPWOEIG avTiBioTikwy (auofukiAAivn, kepoupotiun,
£puBpOHUKIVN) OTIG BPOYXOTIVEUPOVIKES EXKPIGEIS KQI OTA TTTUEAQ £ival QuEnpéveg.

5.2 ®appakoKIviTIKEG 1IB10TNTES

Atroppdenon:

H arroppoynon 6AwY Twv arrd 10U OTOPATOG XOPNYOUHEVWY HOPPWV GUEONG aTTodbiopeuong tival
Tayeia kal axedov TARPNRS, HE Ypappikn oxEon we 1Tpog 1 8don. Ta péyiora erritredd TTAGoparog
ETITUYXAvovTal o8 1 — 2.5 wpeg yia TI¢ atrd Tou OTOROTOS HOPGES APEONS UTTOBECUEUONS KO HETA aTTO
6.5 wpeg yia g popetg Bpadeiag amrodéoucuanc.

H ammoAutn BioBiaBeoiudrnra peta amd xoprynon diokiou 30 mg Bpédnke Ot eival 79 %. To kowakio
Bpadsiag ammobiopeuang Tapouaialer oxenikn diabeoipdtnra 95% (xavovikotroinuévn doon) ot oxton
pe 10 Biokio Twy 30 mg.

Karavoun;
H déopeuon pe TIC TTpwTEiveg a1a BepaTtreuTika emmitreda 010 TTAGoNQ civar TTepiTrou 90%. H xaravopn

NG UBPOXAWPIKAG B POEOANG HETA arTd TOU OTONATOG, L.V XAl LM XopAynon atrd 10 aipa o1oug 10T0Ug
£ivVal TOXEID KOI O PEYIOTEG CUYKEVTPWOEIG TOU YAPUAKOU TTaparnpouvIial gToug mvelpoveg, O Oykog
KOTOVOMNG HETA aTTO TOU GTONATOG XOPRYNon ekTipndnke 611 eivar 552 L.

MeraBohgusdc kgl arIopakpuvan:

Mepitrou 10 30% TNC aTd TOU OTOHATOG Xopnyoupevng BOATS QTTOUAKPUVETAI HECW TOU PQIVOLEVOU
NG Tpwing diGdou.

MeAETeEG gE avBpwWTiva NITOTIKG WIKposwHaTa £8eifav o1 1o ouveviupo CYP3A4 givar uemiBuvo yia
TOV HETABoAONO TNG udpoxAwPIKAG auBpofoing ot difpwpavBpavuAikd o, H ubpoxAwpikn
aufpofoAn uetaBohileTan xupiwg amé 10 ATTAp Je YAukoupovidiwon KAl YETATpoTr Ot
OiBpuwipiavBpavulikd ou (Trepitrou 10 % Tn¢ B6oNG) kK g€ PEPIKOUG NOOOVOG onuaciag HETAROAITES.
Evidg 3 nuepusv PETA ammd Tou oTOHATOC XopNynan, TepiTrou B % 1ng 8oong Bpioketat o eAclBepn
pop®n, eviw TTERITIOU 26 % 1ng Boong Bplokerar a1 CUSEUYUEVN LOP®N OTa cupa.
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O xpovog nudwne a10 TTAGopa TAnoiadel 11¢ 10 wpeg. H ouvoAikr kGBapon kupaivetar ota 660
mbL/min, pe Tn ve@pikr) KGBapon va avahoyel g€ Trepittou 8 % TG ouvoAIkni¢ ka8apaong.

DapuakOKIVITIKI OE £1DIKCUC TTANBUTHOUS

T& aoBeveic pe nmankh dugAcitoupyia n amopGrpuvon NG uBoXAWPIKAG apBpofOANng civar peiwpévn,
LE QTTOTEALOPQ VA EPavifovTan eTrieda TAGoparog 1.3 £wg 2 YOPES uPnAGTEPA. ASYW TOU pEYAACU
BepaTTeuTIKOU £UPOUC TNG UBPOXAWPIKAG auBpotoing, dev tival amapalinTeg pubpioeig Tng doooAoyiag.

AMa
H nAkia kai 1o @UAC Oev @AavnKe va eTTNPEAE! TNV QAPPAKOKIVATIKA TNS apBpogoAng ot kAvikd
emiedo kai £TTopEVWG Bev amraiTeital kAo puBpIon Tng HoOoNg.

H 1popn Bev BpéBnke oTi emnpedlel 10 BlodiaBecipdtnra ng ubpoxAwpikAg auBpotoAing.

5.5 MpokAvika Sedopéva yia TRV ao@alisia
H ubpoxAwpikr apBpofoAn £xer xaunAs deiktn ofelag 108IKOTNTAG,

MeAéTeg eravahaupavopevng 8oaong atmd Tou otdoparog pe d6on 150 mg/kg/nuepa ot pueg (4
eBdouadeg) ue doon 50 ma/kg/npépa, e eTTipucg (52 kar 78 eBbopadeg), pe B6on 40 mg/kg/nuépa, ot
kGvikAoug (26 £BBopuadseg) ka pe 8oon 40 mg/kg/nuEpa, oe gkuhous (52 eBdouadec) Bev £8eigav
kavroia eudigkpiTn TOEIKOTNTa G KATIOIO OPYavo.

Ze evOOPALBIEG PEAETES TOLIKOTATAS TEoUApwY ERBONadWY pe udpoxAwpikh auBpofoAn xopnyhenkav
ot e7mipueg 4, 16 kai 64 mg/kg/nuEpa kar oe okUAoUG xopnynonkav 45, 890 xar 120 mg/kg/nuépa
{eyxvoeig 3 wpwv/nuépa) dev £0aiEav oofapn TOTTIKN 1} GUCTNPATIKA TOLIKOTNTA TTEPIAGUBavVOMUEVWY Kai
iatoTTaBoAoyikwy aAroiaewyv. OAEC 01 aveTTIBUUNTES EVEPYEIEG Tav avaoT1péyipeg.

H xopriynon 86otwv udpoxAwpikng auBpofoAng amd Tou otoparog 61av eEe1A0TNKE 0t BOTELIC £LIG KAl
3000 ma/kg/nuipa oe etmipueg kal 200 mg/kg/nuépa ot kovikhoug Bev £5e1Ee epBpuotctikéc i
TEPATOYEVVETIKES Bpaoeig. H yoviuoTInTa apoeviKwy Kat OnAuxwv ertipuwy dev eTTpeaoTnke pe 800¢eig
gwg xar 500 myg/kg/nuépa.

To NOAEL o pia mmepIyevve Tk kat HETAYEVVETIKT) PEAETN kat avamtuEng ftav 50 mgkg/nuépa. Adan
500 mg/kg/nuépa ge OKUACUS 1AV £AAPPWS TOSIKN, KABWE EPPAVITaV EAQTTWUEVO CWHATIKO BAapog.

Mehétec yovotofikdtnrag 1000 in vitro {dokipagia Ames  kai doKIacia XPWHOCWIHHIKWY avwHaAuy)
000 Kl in vivo (DoKHJaTIQ KPOTTUPAVW Putv) dev £Beiav HETAAAaEIoYOvo Spaon Tng udpoxAWPIKAS
apBpogoing.

H udpoxiwpike auBpoloAn dev £Be1EE OyKoYEVETIKG DUVAPIKO OF PEALTEC KOPKIVOYEVEONC OF pleg {50,

200 xai 800 mg/kg/nuepa) kai etripueg (85, 250 kar 1000 mg/kg/nuépa), n SIAPKEIQ TWV PEAETWY fTav
106 kar 116 eBBopadeg aviioToXa .

6. QPAPMAKEYTIKA ETOIXEIA

6.1 KardAoyog ExSOYwvV
6.2 AocupBaroTnreg
Aev epappoleTal

6.3 Adpketa {wng

6.4 IBiaitepeg TTpoPuAaisic kard T @UAAin Tou TPOIGVTOG

29
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6.8 DUon KA1 CUOTATIKG TOU TTEPIEKTH
6.9 Odnyieg xpriong/xeipiopod
Dev epapudleran

6.7 Katoxog mn¢ adziag kukAogopiag

7. APIOMOZI AAEIA KYKAOGOPIAL :
8. HMEPOMHNIA NMPOQTHI AAEIAZ JANANEQZHY THI AAEIAZ KYKAOO®OPIAL ;

11. HMEPOMHNIA THY (MEPIKHY} ANAOEQPHIHS TOY KEIMENQY:

2. To ©UAo OBnywv yia 10 XpRoT QUPUOKEUTIKWY TIPOIOVIWY  TTOU TTEQIEXOUV DPOCTIKG TUTTATIKO
AMBROXOL HYDROCHLORIDE, yia T1ic pop@éic: Kawdkio TapateTapévig amodioptuong,
OKARPO opileTar we egric:

DOYANO OAHIION INA TO XPHEITH

1. MPOZAIOPIEMOL ®APMAKEYTIKOY MNPOIONTOX

1.1 ONOMAIIA:

1.2 XYNOEXH

ApaoTiki ovaia: YOpoxAwpikr apBpodin
‘Exdoya:

KdAvppa koyakiou:

Iwpa Kayakiou:

1.3 PAPMAKOTEXNIKH MOP®H

Kaydkio maparetapévng amodéoucuong, okhnpod

1.4 NEPIEKTIKOTHTA LE APAZTIKH OYZIA

Ze £va Kawaxio TTapateTapivng ammodéoueuang TepiExovial 75 mg udpoxAwpikng apBpofoinc.
1.5 NEPIFPAPH-ZYIKEYAZIA:
1.6 PAPMAKOOEPATIEYTIKH KATHIOPIA: BAcvvoAuTikd

1.7 YNEYOYNOI KYKAO®OPIAL:

1.8 NAPAIKEYAZITHI:

1.9 IYIKEYALTHI:

2. TINPENEI NATNQPIZETE T'A TO ®APMAKO MNOY ZAZ XOPHIMHIE OTNATPOZL ZAL

OrmAnpogopieg auiol Tou QuAadiou avaeipovial HOVO OT0 GUYKERPHIEVD QAPPAKO.


http:KaAul.ll.lo
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Mapakahkoupe DiaBaoTe TIC TTPOOLKTIKA. O oug SWUOUV CNUAVTIKEG TTANPoQOpIEG, OAAG dev Prropouy

va oag 1a efnynoouv 6Aa. Edav £xete kamoieg epwinog 1 oev £ioTe oiyoupol yia KATI, pWIACTE TO -

YIaTpo 1} TO QUPUGKOTIOIG 0Ug.

2.1 TENIKEZ NAHPOOOPIEZ

To gdpuaxo £xet deixBei 611 aufdver TiIg ekxpioelg ToU avatrveuoTikou. EvioxUel Tnv TTapaywyr Tou
ETTIPaveIOBPATTIKOU TTARAYOVTA TWwV TIVEUWSVLIY KAl TN ALITOURYIA Twy KPOoTWwY. AUTEC O Opaosig
£X0UV WC QTTOTEAECHA TH BEATILWON TNG PONE KA1 TN PETAPOPAS TNEG BALvwNG (BAEVVOKPOGOWTH
kGBapon). H augnon twv ekKpioEwy ka1 TNG BALVVOKPOOGWTHG KABapong DItukoAUVOUY Thv
amoxpePYn Kar avakougifouy 1o BrAxa.

2.2 ENAEIZEIZ

Q¢ BonBnmiké yia T peucToTioinan Twv BAEVVWOUIV EKKPITEWY TN avaTveuoTikhg odoU o¢
TIEPITTTWOEIG OEEIV KA1 XPOViwy BPoyXOTTIVEUHOVIKWV TTaBnotwy (Bpoyxinda, tppionua,
TpaxeioBpoyxinda, xpdvia aoBuartikn Bpoyxinda).

Erriong evOeikvural yid TV TTPOANIYPN Twy QVaTIVEUOTIKWY ETHITAOKWY OTT0 KATAKPATNON TWY EKKPIcEWY
HETA amrd Peifoveg XEIPOUPYIKEG £TTEPRAOEIC 0TO Biupaka — Avw KOIAID kai JETA aTTO PaKpoxXpovia
katakAion.

Kara tn Siapreia ofeiiy e€apotwv Twy BpoyXindwy TTPETTEl va XopnyeitTal padi ye 1o katdAAnio
avTiBioTiko.

2.3 ANTENAEIZEIZ

Ta gapuaka PTTopoUy va BonBhnoouv ToUg GpPUWOToUG, JTTOpolv OUWCE va dNuIsupyroouy Kai
TpoRAfjuaTa, 6Tav auta de AauBavovTal cuppwva PE Tig odnyieg.

10 70 CUYKEKPIUEVO QAPUAKO Ba TTRETTEI TTRIV TO TIAPETE VA £XETE EVAUEPWOEI TO YIOTPS oag via TIg
OKOAOUBEC TTEPITTTWOEIC:

Edv:

- Eixare Troté uttepeuaiadnoia otnv udpoxAwpikr auBpotoin n oe oTmodATIOTE GAAC CUCTATIKO
TOU TTPOIGVTOC.

Na jn xopnyeitai kard tn Sidpkeia 1n¢ KUNONS kat TG yahouxiag.

2.4 EIAIKEZ NPOOYAAZEIZ KAl EIAIKEZ NPOEIAONGIHEEIZ KATA TH XPHZIH

2.4.1. Nevika:

Kar@ 1 xpnon ToU Qappakou PTTopel va TTpoKANBEl auénan Tou OYKOU TWY PEUCTOTTCIOUE VLY
Bpoyxixwyv ekkpioewy kal av Oev ammopakpuvBolv Ue Brixa eival TpoTiuoTERO va SIQCWANVUIVETAl O
agBevig WOTe va TTAPAPEIVE! AVOIKTH 1) QvaTIVEUOTIKR 030G,

‘Exouv avagpepBei TroAU Aiyeg TrEpITTWOEIG ooBapuiv GAAOIWOEWY Tou BEpaTog 6TTwe oUvOPONOo
Steven Johnson kal TOEIKT eMOEPHIKN VEKPWOT JE XPOVIKH CUOXETION HE T} XOPAYNoN
ATTOXPEPTITIKWY OTTWE 1} udpoxAwpIkr apBpotoAn. O1 TEPICOOTEPES TTEPITITWOELIS JTTOPOUY va
e£nynBoulv ard Tn ooBopdTnTa AAAWY UTTOKEINEVIWY GOBEVEILY KON CUYXOPNYOUMEVNS QUPUCKEUTIKAS
aywyng. EmirpdoBera, katd tnv rpunpn edaon tou ouvdpouou Steven Johnson 1) 1ng 101KNG
emOEpUIKAS VEKPWONG, 0 agBevrig PTTopE va supavioet apyikd un e€aidikeuptva Tpédpopa
CUPTTTWHATA TTOU VA TTROCOUOIACOUY ME ypITIN, OTTWC TTUPETOL, TIOVOI OTO cWwua, pvitida, BrAxag kai
TTOVOAQIUOG. AUTA Ta [in eEa1BIKEVPEVA TTIPODPOUT CUUTITULHATA TTOU Trpocopoidlouy ue ypitn sival
miBavov va obnynoouv TTapaTTAQvnTIKG OTny Evapln CUPTTTWHATIKAG aywyng YIa T BAXA Kal TO
KpuoAoynua.

Q¢ ek TOUTOU, £QAV EPPAVIOTOUV VEEG AANOIWOEIG TOU DEQUATOC 1) TWV BAevvoybvwy, Ba péTer va
{nmBel guEcwWE 1IaTpIKT] CUMBOUAR KOt WG TTPoQUAQLN va dakoTTel N aywyr] e uDPOXAWPRIKA
auPpofoAn.

LE TERITITWON ETINPEQTPEVNS VEQPIKIG ALiToupyiag i coBapng Nmatornabelag 10 «dvoua TTpoidvIogs
WTTORE] va XPpNOHIOTTOINBE! Povo UeTA aTré 1aTRIKT TUPBOUAN.

2.4.2 HAakiwpévol
Dev ammamoOvTal BI0IKEG TIPOQUAGELIS YIQ TN XPprion Ot NAIKIWUEVOUS
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2.4.3 Konon
Na pn xopnyeital katd 1n Sigpkaia g KUNong.

2.4.4 IaAouyia
Na yn xopnyeitai kara 1n didpkeia ¢ yoiouyiag.

2.4.5 Naidia
Ta kawdakia rapareTapévng amodioucuong Sev eival katdhinAia yia maidid

2.4.6 Emridpaon otnv IKavoTnTa obfiynon Kai XEIPITHoU pnYavnuaTwy:
Agv utrapyxouyv evOEiLelg yia Tnyv eTidpaon o1y IkaveTNTa 08AYNONG KAl XEIPIGPoU pnxaviwy Si1oT dev
£x0ouy OIEEOXDET OXETIKEG PEAETEG.

2.4.7 151aitepeg TTROLIBOTTOOLIC VIO TA TTEPIEXOPEVA EkSoXa
Aev UTTapYOUV IBICITEPEG TTPOLIDOTTONCEIC YIA 1A TTEPIEXOMEVA £XBOXT

2.5 AAAHAENIAPAZEIZ ME AAAA DAPMAKA ‘H OYLIEX

AEV UTTAPXCUY KAMVIKG CNUAVTIKES QUOHEVEIC GAANAETIOPAOEIS WE AAAT pdapUaka.

H rautdxpovn xopnynon 1ng apBpofoAng pe aviiBionka (apofukihhivn, kepoupofiun, epubpopukivn,
BoEUKUKAIVIY) 0Bnyel o€ UWNAGTEPEG CUYKEVTPWOELIS TOU QvTIBIOTIKOU OTOV TIVEUHOVIKS 1070,

Mpv TapeTe auTO 10 PAPUAKO Ba TTPETTEI VA EXETE EVNUEPWOE! TO Y1IaTPd COC yIa KABE QUpPaKo TTou
TuxOv TTaipveTe. OApUaKo eival KABE TTPOIOY TTOU XOPNVYEITAl Kt XWPIC IATPIKI cuvTayn.

2.6 AOXOAOTIA
EviAikec 1 xawdkio Trapatetapévne amrodeopsuons 1 Qopa tnv nuEpa, £ite 1o Tpwi ] o Bpadu Perd
armo yeupa.

Ta kapdxio dev TTRETTEN va avolyovTal 1] va JaowvTal, GAAG va katatrivovial OAOKANPa PE £TTAPKES
uypd. Ta «diokia eopeicy, Ta oTTola PUTTOPE] HEPIKES POPES VA EPPAVICTOUV OTA KOTTPAVA, £X0UV
atreALUBEpWOEL TO DPACTIKO CUOTATIKO Ka1a 11 didpkeia 1n¢ 81000u ToUg aTTd 1O TTETTIKS CUOTNHA KOt
ETTOMEVLIC N TTapoucia Toug Bev £x&1 onpaacia.

Z¢ ofgicc KATAOTACEIC TOU QVATIVEUOTIKOU, £AV Ta CUPTITWHATA JEV UTTOXWPOUV 1] XEIPOTEPLUOUV KATA
1 DIGpKEI TNG aywyig, Ba TpéTer va {nTnBei n cupBouln Tou BepdTroviog 1aTpoy.

To pépuako ptropei va AaguBavetar ave€apinta amd v mpdoAnyn 1pogng.

Ta kawdxia TapateTapévng amodéopcuang dev eival KardAAnAa yia Tadio

2.7 YNEPAOZOAOTIA - ANTIMETQIMIZIH

Zupgrrrwpara

Méxpr Twpa Bev £xouv avagepBei e£e1dikeupéva cuPTTTWUATa uTepdoooAoyiag oTov AvBpWITO.
O¢parreia

L& mepimrwon uirépBacng g SoooAoyiag guvIoTaTar CUPTTTWHATIKA BepaTreia

TnA. Kévrpou AnAnmnpidoswy: 210 7793777

2.8 TINPENEI NA NNQPIZETE ZE NEPINTOQIH NOY NAPAAEIVETE NA MAPETE KANOIA AOLH:
Edv mrpérrel va AGuBAVETE TO APUAKO CUVEXWIG KAl TTAapaAeipere pia door, Tpémel va Adfete 1n doon
auTh 10 TaxuTEpo Suvatdy. Edv, ev 100T0IG, TTANCIAdE!  Wwpa yia TNV ETTOUEVN DOOT, un AGReTe 1 660N
TTOU TTApaAeiPaTe, aAAG ouvexioTe kavovika 1n Bepartreia.

2.9 ANETMIOYMHTEYX ENEPIEIEX

Omrwge pe OAQ 1A PAPHOKA, PEPIKES QOPES TTAPOUCIAZOVIAI QVETTIBUHINTES EVEDYEIES.

To QAPUAKO EIVAI YEVIKWG KAAD QVEKTO.

AlaTapay£c 10U avOOOTIOINTIKCU CUSTANATOS, AlgTapayEc 10U BEpPaTog Kat Tou UTTodopiou 1G10Y

L
12
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AvaguAaxTikég avTiOpaoeiq oupTrepihapBavopévng 1N¢ avaguraxTikig katamAngiag, ayyeiooidnua,
£EavBnpa, kvidwon, kvnouog Kal AAAn uTepeuaicBnoia.

Algrapayic 10U YAOTREVTEDIKOU QUOTAPATOS

Naurtia, £uerog, Didppoia, SUCTTEWIa kat KOIMAKS AAyog

Mnv avnouxioeTe Le QUTEG TIC QveIBOUNTEG evepyeieg. TIIBaviug va unv TTAPOUCIAoETE Kapia aTré
autéc. Emiong avagépere a1o yiatpd oag orroiodAiroTe evoxAnua TTapatnpnoeTe xai oy Oev
TIEPIPEVATE.

2.10 HMEPOMHNIA AHZHZ TOY MNPOIONTOX
Mrn Xxpno1pOTIOIEITE TO TIPOIOV PETA TV NUEPOUNVIQ TTOU avaypd@EeTal 0Tn CUOKEUQOIa TOU.

2.11 1AIAITEPEZ MPO®YAAZEIZ A TH ®YAAZH TOY NMPOIONTOX:

2,14  HMEPOMHNIA TEAEYTAIAZ ANAGEQPHIHI ®YAAOY OAHIMQN.

3. IAHPOQ®OPIEZ ' lA THN OPOOAOIIKH XPHIH TON GAPMAKQON

o To @apuako autd 10 £ypaye o yiarpos oag POVo yia 10 CUYKEKPINEVO 1aTpikd gag TrpdRAnua.
Aev TrpETTEs va 1o DiveTe O£ GAAG ATOUA 1) va TO XPNOILOTTOIEITE yia KATTOIa AAAN TTaBnon, xwpig
TTPONYOUEVIIC VA £XETE CUHBOUALUBE] TO yiaTpd 0ag.

s Edav kard 7n didpkea 1n¢ Bepartreiag sp@avioBel kATTo TpoRANNa HE TO QAPUAKO, EVNUEDWOTE
TO VIQTPO CAg 1) TO PAPUAKOTIO 0Og.

o Edv éxere otroiadnImote £pwInpanka yupw arrd TIC TTANPOQORIES TTOU QYOPOUY TO PAPHAKD
TToU AQuBAveTE N XPEIGLECTE KAAUTEPN eVNPEPWON YIQ TO 1IATPIKG 0ag TTpoBAnpa pn dioTdoeTe
va {NTACETE TIC TTANPOPOPIEG auTic atrd 10 yiIaTpd Cag fj 10 QUPUAKOTTOIG CAag.

+« [ia va eivar amoteAeopanikd kai ag@aric 10 QAPUAKO TTou oag xopnynbnke 8a wpére va
Aaupavetar oupgpwva e Ti5 odnyies TTou oag dGBnkav.

« a v aogdAaa xar v uyeia oag eivai ammapaimio va d1aBdacete pe TTpocoyr KaBe
TANPOYORIa TOU a@opd TO QAPHAKD TTOU 0ag XOPnyhHBnkKE.

o Mn diatnpeite Ta edppaka of eppdpia Tou Aoutpou, SidTI n LEoTn kai N uypacia yITopEi va Ta
aAAOHOOOUV KAl VA T KATaoTHoouv emBAaRnA yia Trv uyeia oac.

Mnv kpatdTe pdappaka Tou dev Ta XpeiadeoTe 1) Tou £xouv 1fdn Afgel
s [0 KaAUTEPN QOPAALIa KPaTATE OAQ TA @Gpuaka paxpid atd ta raidid.

4, TPONOXL AIAGEXIHZ
Agv aTraiTeiTar 1aTpikn ouvrayn.

3. H EmoAuavon QOPRaKeuTIkwy TIPOIOVIWY  TIOU TIEpiEXouv dpacdTikd cuotatikd AMBROXOL
HYDROCHLORIDE, yia 1i¢ popgpég: Kaypdxio TrapateTapévig amodiopeuong, okAnpoé opiletal wg

£ENg:

ENAEIZEIX NOY INPENEI NA ANATPAOONTAI ZTHN EEQTEPIKH ZYIKEYAIIA KAI ZTH
ITOIXEIQAH IYIKEYALIA

EZQTEPIKO KOYTI

1. ONOMAZIA TOY ®APMAKEYTIKOY MNPOIONTOL

Ambroxol Hydrochloride 75mg

(W%}
(V%)
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2. IYNOEIH IE APAITIKH(EL) OYIIA(EX)

1 kawdkio maparerapévng anodiéoueuong TepiExer 75mg ambroxol hydrochloride

| 3. KATAAOT O EKAOXQN

| 4. OAPMAKOTEXNIKH MOPOH KAI NEPIEXOMENO

Kawakia TapateTapivng amodiopeuang
KawakiofTapaTeTauvng amrodtopeiong

[s. TPOMNOX KAl OAOZ(Ol) XOPHTHIHE

Arrd Tou oTépaTog XphRon.
EviMkeg: 1 kapGkio TTapateTapévng armodéopeuons 1 @opd Tnv nuEpa, eite 10 Tpwi f 10 Bpddu pera
ané yeuua.

Ma epaitépw TAnpopopieg MABACTE 1O EGWKALIOTO GUAND 0BNYIWV XPHCHS.

6. EIAIKH MNMPOEIAONOIHIH TYMOONA ME THN ONOIA TO PAPMAKEYTIKO NPOION
MPENEI NA ®YAAZZETAI ZE OEZH THN ONOIA AEN BAETTOYN KAl AEN MPOZEFTIZOYN TA
MAIAIA

No puAdooeTar ot BEgn, v oTroia Oe BALtrouv kai Bev TTpooeyyidouv Ta Taidid,

7. AANNH(EI) EIAIKH(EL) NMPOEIAONOIHIH(EIL), EAN EINAI ATIAPAITHTH(EL)

Na un xopnyeitan katd 1n SIAPKLIA TNG KUNONG Kai NG yaAouxiag.
Ta kawdxia TTapareTapévng armodiopcuong Bev eival kardAAnAa yia maidid.

| 8. HMEPOMHNIA AHZHZ
HM AHZ.
9. EIAIKEZ IYNOHKEEZ ®YAAZHI

Aev arrairouvrar (10IkES ouvBnkeg QUAagng.

10, IAIAITEPEZ NPO®YAAZEIZ I'IA THN ATNTOPPIWH TON MH
XPHIIMONOIHOENTON OAPMAKEYTIKON MNPOIONTON 'H TON
YMNOAEIMMATQON NOY NMPOEPXONTAI ANO AYTA, EQOZION ANAITEITAI

11 ONOMA KAI AIEYOYNIH TOY KATOXOY THI AAEIAL KYKAODOPIAL

Karoxog Adelag KurkAogopiag:

| 12. APIOMOZ(O!) AAEIAZ KYKAO®OPIAL
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Ap.a0 . KUKADQORIag:

| 13. APIOMOZ NAPTIAAL

AP.TIAPT.

| 14, FTENIKH KATATAZH I'A TH AIAGEXH

ALV QTTAITEITAN IATPIKE CUVTOYN.

| 5. OAHIMEX XPHIHE

[16. NAHPO®OPIEZ IE BRAILLE

3. O Skaolyor xai avimrpdowTTol  UTTIOXPESUVTIAL VIG TNV EQUPUOYHA TNG OVWTEDW  EYKUKAIOU.

4. Katdémiv Twy avwTépw f ur’ apibp. 22993/31-03-2011 eykoxkhiog Tou EQO® xarapyeital povo yia
TIg aTTO TOU OTOHOTOC XOPryOUHEVEC PUPHUKOTEXVIKEG HOPYES KAl TTapapivel 0 1I0X0 yia TRV
pappakoTeXVIKE popen Evéogipo SidAupa.

Kowvomoinon:
E1: BOEHRINGER INGELHEIM EAAAZ AE. H ANANA. NMPOIZTAMENH A.AYEDN
EAAHNIKOY 2,
167 77 EAAHNIKO ATTIKHZ
ANNA KATIIOH

Atmrodikrec yia svépyeada :

j

1. Yrroupyeio Yyeiag kar Kovwwvikhg AAANAeyyong . nTALINHNE TIA THN AXPIBE
Mevikiy Aie0Buvon Anpooiag Yyeiag TN MO T A E N
Alvon Qappakwy ka Dappakeiwy DN e 7\jp AMATEIAL
ApioroTéhoug 17, 101 87 ABrvao IR _“\.‘ | fi‘

i e

/ i
1 by

2. TEEGA/MLYT
A, Meooyeiwy 136 P o
155 61 ABnRva Tl

T, e

i

3. Y1 Epyaociag AmaoxoAnong & Kovwvikrg I‘Ipomdbicg}—'”“’
Mevikd Fpappateia Kowwvikioy ACQaAigewy
Alvon Acgahiong AcBéveiag & Mntpotnrag
Y1adiou 29, 101 10 ABrAva
(HE TNV TTAPAKANCT EVNUEPWONCG TwY ACPANIOTIKWV
Tapsgiwy Tou Trapéxouv Yyeiovopikh MNepiBaiyn)

4. TaveAAnvio latpikd ZuAhoyo
Mioutapyou 3, 106 75 ABrva
(HE TNV TIapaxkAncn eVNUEPWON Twv
TOTTIKWY [QTPIKWY ZUAAOYWY TN XWPag).

5 TMaveAAvio apuakeutikd LUAAOYO
Meapaiug 134 & AyaBrjuépou
118 54 ABrva

(o)
L



10.

11.

12.

13.

14.

156.

16.

17.

{(ME TNV TTAPGKANON EVANEPWONG TWY
TOTHKWY PAPPOKEUTIKUWIV ZUAAGYWY TNG XWPAS)

MaveAdRvia Evwon GapuakotTony
NoonAeutikusy IBpupaTwy
Mixahakotrotiou 99, 115 27 ABfva

IKA-@app/kn Yrinpeoia
Ay Kwv/vou 8, 102 41 ABrva

O A Kaadog Papuakeuniknig MepiBaAyng
Narnoiwv 30, 106 77 ABrRva

Oikog Nautou lMepaiwg
K.lMahatohoyou 15
185 35 MNaipaiag

Oikog Nautou ABrvag
Fhauotwvog 2 & MNarnoiwy
106 77 ABrva

Kévipo AnAntnpiacswy
Noocokopeio Naidwy “T1.8& A. Kupiakou”
115 27 Toudi

SOEE
Asw Kneioiag 280 & Aypiviou 3
152 32 XaAavdpi, ABfva

MaveAAvia "Evwon ©apuakopiopnxaviag
Aduwa 7, 115 24 ApmreAoxkntol, ABrva

ZUAoyo Avi/Trwy QappakeuTtikwy Eidwy & EidikotriTwy
O&6¢ Taroiou

180 xAu. EOvixng odou ABnvwv-Aauiag

146 10 N. EPYOPAIA

AeATio Ayopavopiag
Navemotnuiov 42, 106 79 ABrva

OAEE — ®apuakeuTikég YTINPEoieg
Ay. KwvoTtavrivou 5
104 31 AOHNA

Mn péAn ZuAAdywy
(61T o Trivakag)

EIOTEPIKH AIANOMH:

1.
2.

3.
4.

Livon Pap/xuv Mehetwy & "Epeuvag

Ofvon Ofkwv Y1inpeoiwy EAéyyxou Mpoidvrwy

Tunpo Exkdoong & Kwd. ATopdocwy

Mpapporeia Emornuovikou ZupyBouAiou Eykpicewy
Mpappareia AsutepofdBuiou Emotrpovikot ZupBoudiou
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