UNI-PHARMA

NEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOZ
(SPC)

TREBON-Ne

v Gr.or. sd. -100 & -200 mg/sachet
vPd. or. sus. -100 & -200mg/5ml

1. ONOMAZIA TOY ®APMAKEYTIKOY IAIO2KEYAZMATOZ
TREBON-N-

2. NOIOTIKH KAI NMNOZOTIKH 2Y2TAzH

v Kokkia y1a wécuo evardpnua, o& cvekevacio utag 666ng

Ka0e pakeliokog pe kokkio yio TOGUYLO EVOIOPNLO, GE GLCKELOGIO LG 0OONG

nepEyel -100 & -200 mg ACETYLCYSTEINE, avtictotyo.

v Kovig yia wécruo evarwmpnua

H oxovn v moéopo evormpnua, 100mg/Sml ko 200mg/5Sml apov avacvotadei
cOpemva pe Tig odnyiec, mepiéxet 100mg 1 200mg ACETYLCYSTEINE o€ 5Sml

EVALOPNUATOC, OVTIGTOIY®G.

3. DAPMAKOTEXNIKEZ MOP®EZ

v Koxxkia yio mdéoyo evoidpnpa, o€ Guokevacio pog 60omg.

v Kovic yio mooipo evormpnpa.



4.1.

4.2.

4.3.

4.4.

KAINIKA XAPAKTHPIZTIKA

OepANEUTIKEG EVOEIEEIG

['a ™ pevotomoinon tov PAEVVOOI®V EKKPIGEDV TNG OVATVEVCTIKNG 0000 CE
TEPMTOGES 0EEIDV Kt Ypoviov Ppoyyomvevpovik®dv mabfcemv (Ppoyyitda,
enevonua, tpayeofpoyyitida, ypévia acuatiky Bpoyyitida).

Edv amotteiton, katd tn odpkeln ofewwv eEdpoemv tov Ppoyyitdwv va

YOPMNYELTAL TOVTOYPOVO KATAAANAO OVTIBLOTIKO.

Aocoloyia kal TpOnog Xxopnynong
Bpéon éwg 2 etdv: 100mg 600 popég TV NuUépa.
[Toudd 2-6 etddv: 200mg dVo QopEc TNV NUEPOL.

Evilikeg ko moudid dve tov 6 etdv: 200mg tpeig popég TNy nUEPQ.

To @dppaxo givor TpotindTePo va Aappdvetat mpv and to yedhoTa.

H docoloyio pmopel va avénbel amd tov Bepdmovia wtpd pe Paon v
extiunomn TV anotehecpdtov g Oepansiog.

Awpxela g Oepanciog: H didpkeia g Bepaneiog dev Ba mpémet va vepPaiver

TG 8-10 nuépeg xwpig 1aTpikn GLUPOVAT.

AvTevdeiteig
» Yrepevaionoio 6to @appoko.

» Evepyd €Akog 6Topdyov 1 0mOEKASAKTOAOL.

EiISIKEG nPOeIdONOINCEIC Kal €10IKEG NPOPUAGEEIC kaTtd Tn

Xpnon

X2 Koatd ) ypnon tov papudkov pmopel va tpokinbei avénon tov dykov
TOV PELCTOTOIOVUEVOV Ppoyyikadv ekkpicewmv. Edv ov ekkpioelg ovtéc degv
amopokpuvlouy pe Pryo pmopel vo ypelacHel €0 vmooPEn Y va
TOPOLEIVEL AVOIKTN 1) AVOTTVEVGTIKT] 000G,

X/

K [Ipéner va yopmyeitoanw pe mpocoyn oe acbeveic pe dobua yw tov

Kivouvo eupdviong Ppoyyxdomacpov. Edv eupoavicdel Ppoyydomacpoc, vo
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4.5.

4.6.

SKOTTETOL AUECWS 1 YPNOT TOVL.

R/

> 2100¢ a0DEVEIG [le MITATIKY KOl VEPPIKT OVETAPKELL GPOVILO €ivar M

ACETYLCYSTEINE va armogebyeton.

X2 Edv gppavicbet eykeparonddelo mov oQeidetal G NTOTIKN OVETAPKELQL
oe acbevn mov AapPdaver ypoviog ACETYLCYSTEINE, n 6epancio mpénet va
SLKOTTETOL Y1 VO Ao@eLY el 1 TEpAUTEP® YOPNYNOT ALOTOVY MV OVGLOV.

Agv vrapyovv dedopéva mov va detyvouv 6ti 1 ACETYLCYSTEINE ennpedlet
APVNTIKG TNV MTOTIKY OVETAPKELY, OU®MG 0VTO Topapével pior Bempntikn

dvvatotnra.

Acfeveic oe oloutec pe younAd varpo M eiedbBepec vatpiov, mpémer vo

EVNULEPOVOVTOL OTL TOL GKELAGLLATO TTEPLEXOVV VATPLO0.

Emiong, ot dwPntucoi acBeveig Ba mpémet va yvopilovv 6Tt 11 6kdVN Yoo TOGIHO

evaumpnua 100mg/5ml ko 200mg/Sml mepiéyet Cayopn.

AAANAENIBPAcEIC HE GAAG (PAPHAKEUTIKA 13100KEUAOHATA N
AaAAeg HOpPEG aAAnAenidpaong
P H ACETYLCYSTEINE dev mpémer va yopnyeitar tovtdypovo e
AvTIBNYKG 1) LE QAPLLOKO TTOV £XOVV OTPOTIVIKY] dpdoT).
P  Mmnopel va peidcel mm 0pacn TOV aVTIUIKPOPLOK®OVY, 0T TEVIKIMAIVNG,

TETPAKVKAIVIG 1 epLOpOpLKIVIG.

Eykupoouvn kal yaAouyia

e Eykouoaovy:

Amo Tto mepduato mov Eyovv yivel oe (Mo dev Qaivetol OTL TO QAPLOKO
emnpealel v avantuén tov guPpvov. Xtov avOpwmo Ouwg ot peréteg givan
mepopopéveg Ko oev €xovv eaybel acearn ocvumepdopata. To @appoko
umopel va ypnotporom el 6Ty £yKuposHvn HOVO 0V LITAPYEL 1O10UTEPOG AOYOG.
» [alovyia:

Agv givar yvootd v 1 ACETYLCYSTEINE omekkpivetor 610 yOAQ TMV

untépav mov yoAovyotOv. Emedn moAld @dppoka amexkkpivovior 6to YdAo, M

ACETYLCYSTEINE mpéner va yopnyeitolr pe TPOGOYN OTIC UNTEPES TOL
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YOAOVYOVV.

4.7. Enidpaon oTnv IKavoTnTa 0dnynong Kai XeipiIopoU HnXavov
Agv €ovv mpokOyer evoeilelg 6t . ACETYLCYSTEINE emdpd omnv
wKavoTNTOL 00N YNoNGg N YePopod pnyoavoyv. Onwg pe OAo tor eApUoKa, Ot
acBevelc doev B mpémer va avorlapPavouv epyacieg mov OmAITOLV 1010iTEPT
Tpocoyn, €6v o yvopilovv TV OvVIOYN TOLG OTN BEPUMEVTIKY AYWOYN TOL

Aappdvoov.

4.8. AVENIOUUNTEG EVEPYEIEG

> 4 Yrovidtato  £govv  avaeepfel  avtdpacels vrepgvoucincioc.
Mmnopel va gpeoavicfodlv GUURTOUOTO OO TO YOOTPEVIEPIKO
(otopartitida, vavtia, €UETOG, gvepyomoinon
YOOTPOOMOEKASAKTUAMKOD  €AKOVG),  TMUPETOG,  PvoOppola,
vobpotng, (dAn, kepalaryia, iAryyog, eEavOnuata, piyn.

> 4 Klvikd eppavig PBpoyydomacuog epgovifetor omdvia Kot
anpdPrenta oe acBeveig e acOuatikn fpoyyitida.

> "Exovv avapepOet ondvia TEPUTTAGELS eMiKTNTNG

evacOnronoinong otmv ACETYLCYSTEINE.

4.9. YnepdoooAoyia
Katdé ™ Myn peyddov 066cewv ACETYLCYSTEINE oand to otoua
TpoKOAEiTal vavTio, E£UETOC KOL YEVIKA CUUTTOUOTO OO TO YOOTPEVIEPIKO.
Yroviog  avaeépeton M epedvion efavOnuatoc pe M yopic mopetd. H

OVTILETAOTION EIVOL GUUTTOUOTIKY.

5. ®APMAKOAOrIIKEZ IAIOTHTEZ

5.1. ®appHAKOSUVAHIKEG IDIOTNTEG
To opaoctikd cvotatikd tov @appakov eivar 1 ACETYLCYSTEINE, mov



UNI-PHARMA

TOPAYETAL PE OKETVAIMOT TNG KVOTEIVIG, EVOC PLGIKOD OUVOEEDG.

H ACETYLCYSTEINE ypnowomnoleitor cav PAEVVOALTIKOS Topdy®mV TOGO
oTNV TLMON 000 Kol 6TV U mToadn PAEvva. Meldvel to 1EmOeg ™G PAEVVAG

Y®pic va aAloidvel 1o PAevvoyoVo.

To 1Emdeg oL TVELUOVIKOD EKKPILOTOG EAPTATAL OO TN GLYKEVIPMOGN TOV
BAevvompoteivov kot o pkpotepn €ktaocn and to DNA. H PAevvolvtiki
dpdon g ACETYLCYSTEINE ogeileton ot covigudopvikn opdada (-SH), 1
omoio. PonBder otn O1domacn TOV OICOLVAPWIK®OV OecUdV NG PAEVVaC,
pewwvovtag 1o 1Emdeg e. H Prevvorvtikn dpdon g ACETYLCYSTEINE dev
oAAGCer pe v mopovsion tov DNA xot avédver pe v avénon tov pH,
onuavtikn o¢ givar oe pH 7 é¢ 9. H ACETYLCYSTEINE in vivo vrtokettan og
amoaxeTVAlmon divovtag kvuoteivn 1 0&eidmon divovTag O10KETVAOKVGTEIVY).

H ACETYLCYSTEINE yopnyobpevn poall pe oviipfrotikd ocvufdiiet ot
HelmoN TV VTOTPOTMV TTOL OPEIAOVTOL GTI GTACT TOV PPOYYIKOV EKKPICEMV
Kol otV ovendapkeln tov ogpo@dpwv oddv. Me v ACETYLCYSTEINE
guvogitar emiong M amOypepym, OW0TL ALEAVETOL T OPACTNPLOTNTA TOV
Kpooo®Tov emOnAiov kot ghoattovetor o Prxac. H ACETYLCYSTEINE
BonBder omv amofor) TV THYOPPELOTOV EKKPIUAT®V, 10100TEPA TOV
Bpoyyomvevpovik®v Kot €Tl HEIMVEL TOV KIVOLVO EMMAOK®OV omd TNV
Kataxkpdtnon mm¢ PAévvoc. H PAevvorvtikn opdon tov eivar moapdpold otnyv

TLMOT KOl GTN UN TLVMOT PAEVVOL.

5.2. OapUAKOKIVNTIKEG IOIOTNTEG

H ACETYLCYSTEINE amoppo@dtot Tayémg amd T0 YOOTPEVIEPIKO GVGTNLO
Kol voiotator ektetapévo petafoitopd. H and tov otdpatog frodadecipotnta
etvan Bpadeio.

H ACETYLCYSTEINE omoppogdtot ToxEmg omd T0 YUOTPEVIEPIKO GUGTNHLO
KOl HEYIOTEC GLYKEVIPMOES OTO TAAGHO, O £€va  aplipd  UEAETOV,
epnpoavicOnkav and 0,5 ¢og 1 dpa amd TV amd TOL GTOUATOS YOPNYNON, UE
d0oelg 200mg £mg 600mg. Mepucéc pehéteg deiyvouv OTL 01 POPUOKOKIVITIKES
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wwomreg, e€aptavtar amd 1t 06on. O ypoévog mov ypeldleTon Yoo va
TOPOVCIOCO0VV HEYIOTEG GLYKEVTPMOELS Kabmg emiong kot 1 frodiabecipudtto
avédvovtal, OTav avEavovtal ot dOCELS.

H ACETYLCYSTEINE pnopet va epgaviCetor 610 TAGCUA 1) PE TN LOPPT TNG
UNTPIKNG 0LGIag N TN HOPPN OoOp®V ofewuévov petaBoAltdy, Ommg N-
ACETYLCYSTEINE, N-N-DIACETYLCYSTEINE «ot CYSTEINE, eite
eAelBepn, eite ovvoedepévn pe TIC TTPOTEIVEG TOV TAACUATOS HE aoTaOElg
GOLAPIIKOVG SEGUOVG €iTe GOV KAAGHO EVOOUATOUEVO UE TIG OADGELS TV
TPOTEVIKOV TENTIOimV. Xe pio pekétn, petd and 4 dpeg amd T yopnynon,
nepinov to 50% mMrov cvvdedepévo pe Tic mpwteives. H amd tov otdpatog
BrodwaBeoipdtmra etvor younAn kot or péceg TWEG KopavOnkay amd 4 péypt
10% eEaptopeves and 1o av petpndnke n okl ACETYLCYSTEINE 1 povo
ot avayBeiceg pLoppég avThG.

‘Exel mpotabel 6Tt  younAn amd t0v otépoTog ProdiabeciudtnTo pmopel va
0QEIAETAL GTO HETOPOAICUO GTO TOLYDUOTO TOL EVIEPOV KOl GTO UETOPOMGUO

TPMOTNG S10O0V GTO NTap.

H veppw «éBapon pmopel vo ovppetéyet mepimov oto 30% g OAKNG
ocoUaTKNg kdBapong. Metd and evooAEPia xopnynomn, o HEGOG TEMKOG YPOVOC
nuicetog {ong €xel vroroyebet 6T etvon 1,95 kan 5,58 dpeg yuo v avaybeica
kot v oAkny ACETYLCYSTEINE, avtistoiywg. H tehliukn nuicewa {on oAkng
ACETYLCYSTEINE nfjtav 6,25 opeg petd v omd tov 6TOHITog Xoprynon.

5.3. TpokAiIvikG dedopEVa OXETIKA HE TRV ACPAAEIa
Ta mpokAVIKA oTolyelo TOL QOPUAKOL Oa&oAOYNONKAY KATO TNV OpPYIKN

£YKP1o1 TOL TPOIOVTOG.

6. ©®APMAKEYTIKEZ IAIOTHTEZ

6.1. KaraAoyog pe €kdoxa
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v Kokkia y1a wécuo evardmpnua, os cookevacio utag d06ons
-100mg: Cherry essence in powder, Powder 4R CI 16255, Saccharin sodium,

Macrogol 6000, Sorbitol.

-200mg: Citric acid, Lemon juice in powder, Saccharin sodium, Macrogol 6000,

Sorbitol.

v Kovig yia mécruo evaudpnua

-100 & -200mg/5ml: Saccharin sodium, Glycine, Sodium citrate, Methyl-p-
hydroxybenzoate sodium salt E 215, Glucose anhydrous, Orange flavour in

powder, B. Carotene 1% cws, Water.

6.2. ACUHBATOTNTEG

Agv éyel péypt onjuepa evromichel kapio acvoppfatotnTa.

6.3. Aldapkeia (WNG

v Koxkia yia woouo evarwpnua, cs cvoksvacio uiag 0064g

5 (mévte) 1poVIa VIO TV TpolTOBEST OTL TO TPOIOV PLAAGGETOL KAELGTO, GTNV

OPYIKY] TOV GLGKEVAGIO GOUPOVO LE TIG 001 YIS O10TPNOG.

v Kovig yia mécruo evaudpnua

3 (tpia) ypoévia VIO ™V TPoHTAOEST OTL TO TPOIOV PLAAGGETOL KAEIGTO, GTNV

OPYIKY] TOV GLUCKEVAGIO GOUPOVO LE TIG 001YieS dloTPNOTG.

6.4. Id1aiTepeC NPOPUAAGEEIC kaTa Tn PUAAEN ToU NPoiovToG

v Kokkia y1a wéouo evardpnua, og cvokevacio utag 666ng

dvidooetan og Beppokpaocio < 25° C.

v Kovig yia néoruo evardpnua

dvidooetar o Beppokpacio péxpt 25° C. Metd v avacvotacn 20 nuépeg oto

yoyeio N 12 nuépeg og Beppoxpacio péypt 25° C.



6.5.

6.6.

6.7.

®dUoN Kal CUCTATIKA TOU NEPIEKTN

v Kokrkia yio rociuo evouwpnua, ce cvoksvacia uiag 006ng

Xdaptvo kovti cuokevaciog To onoio mepiéyel 20 paxerickovg and PVC, yaprti

kot aluminium foil kot éva VA0 OdnyidY Xpnong.

v Kovig yia mwéo1uo evarddpyua

Xaptivo xovti ocvokevaciog TO 0omolo  TMEPLEXEL VLAAVT  dxpoOn  LIAN
yopntikomrog 150ml, pe mhaoctikd Pomtod nopa, mov mepiEyxel 30,0g oxdVNg
xpouatog moptokaii n omoio pe mpocHnkm 120ml voatog petatpémetor og

nooyo evouwdpnpa (FL X 120ml) ko éva ®vAro Odmyidv Xpnong.

0dnyieg xpAong / XeIpIcHOU
v Kokkia y1a mécuo evardpnua, c& cvekevacio utag 066ng

To mepieydpevo kabe PaKeMoKOV SIIAVETOL GE UICO TOTNPL VEPO.

v Kovic yia méoo evardpnyua

Avoakiveite KoAd 10 QLOAIOI0 MOTE VO AmTOKOAANOEl 1 6KOVN OO TO TOTYDOLOTOL.
[Ipootifetar vepd pEYPL NG YOPOKTINPICTIKNG YOPAYNS TOL  Praldiov.
Avakiveitar Kohd péxpt va oynpaticdel opotoyevég didAvpa. Edv ypelacbet,
nwpooTtifetar emmAéov vepd wg ™ yopayr. Kabe kovtaAdkt tov yAvkov (Sml)
TREBON-N® 1codvvapet pe 100mg 7 200mg ACETYLCYSTEINE,

OVTIGTOL MG,

KaToxog TnG adsiag kukAogpopiag

UNI-PHARMA KAEQN TXETHYX ®APMAKEYTIKA EPI'AXTHPIA
A.B.E.E.

14° XAp. EBvikng 0300 ABnvov - Aapiog 1,

145 64 Knowoid

TnA.: 210-80 72 512, 80 72 534

Fax: 210-80 78 907

URL: www.uni-pharma.gr, e-mail: unipharma@uni-pharma.gr



http://www.uni-pharma.gr/

UNI-PHARMA

7. APIOMOZ AAEIA2 KYKAODOPIAZ

v Kokkia y1o. néciuo evaidpnua, 6 cveKevaGio H1og 0661
- 100mg/sachet:
13418/11.03.2011.

- 200mg/sachet:
13420/11.03.2011.

v Kovig yia mécruo evaudpnua

- 100mg/Sml:
66199/30.09.2010.

- 200mg/Sml:
66200/30.09.2010.

8. HMEPOMHNIA THz NPQTHZ AAEIAZ /| ANANEQ3HZ THZ AAEIAZ
KYKAO®OPIAZ

v Koxkia yia woouo evarwpnua, cs cvoksvacio uiag 0064g

19.06.1991.

v Kovig yia méoiuo evaudpnua

11.07.2001.

9. HMEPOMHNIA THZz (MEPIKHZ) ANAGEQPHZHZ TOY KEIMENOY
30.09.2010.
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