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ErKYKAIOI ~ AnOCDAIH 

0EMA: Ka8oplojJo~ nEpiAr)1.IJ'l~ XapaKT'lPIOTlKWV TOU npO"jOVTO~ Kat Cl>uMo 00'lYIWV Yla TO 
Xpr'jOT'l <papjJaKEUTIKWV IOIOOKEUaOjJ(lTWV TTOU TTEPIEXOUV OpaOTlKO OUOTaTlKO 
ACETYlCYSTEINE Via ano TOU aTo...aTo~ ...oP<Pt~. 

'EXOVTa~ UTT04J'l: 
a) 	 TI~ olaTo~EI~ T'l<; KOIVr'j<; YTTOUPYIKr'j<; ATTO<paO'l<; Llyr3 (a) 83657/2005 "nEpl EVapIJOvl0'l<; 

T'l~ EM'lVIKr'j<; NOjJo8Eoia<; JJE T'lV aVTioTOIX'l KOIVOTIKr'j OTOV TOjJEa T'l<; KUKAo<popia<; TWV 
<papjJaKEUTlKWV TTpoToVTWV, TTOU TTpoopi~OVTat Yla av8pwTTlv'l Xpr'jo'l", 

13) T'lv UTT' apI8jJ,: 43391/23-6-2010 ATTO<paO'l JlpOEOpOU EOCl> (CI>EK.1 052/TEux0<; 
LlEUTEPO 112-7-2010) "nEpi jJETal3il3a0'l<; OIKatWjJaTO<; uTToypa<pr'j<; aTTo TOV npOEOpO EOCl> 
TTpO<; TOU<; TTPOIOTajJEVOU<;OIEU8uvOEWV EOCl>" 

V). T'lv YVWjJOTEUO'l TOU ETTlOT'ljJOVIKOU LUjJ130UAiou EYKpioEWV ap.CI>-267/15-7·2010 

AnO<l>AIIZOYME 

1) H nEpiA'l4J'l XapaKT'lpIOTlKWV TOU npO'iOVTO<; <papjJaKEuTIKWV IOlooKEuaojJoTwv TTOU 
TTEPIEXOUV opaoTIKo ouoTaTIKo ACETYlCYSTEINE Via ano TOU aTo...aTo~ ...opq>t~ 
Opi~ETat w<; E~r'j<;: 

nEPIAH.....H TON XAPAKTI:IPIITIKnN TOY npo"ioNTOi:] 

10 ONOMAIIA TOY <l>APMAKEYTIKOY IAIOrKEYAIMATOI 

2, nOIOTIKH KAI nOIOTIKH IYITAIH 
H OKovll VIa lTOOlIJO Evalwp1wa, 100 mg/5m KOI 200 mg/5ml o<pou avaouoT09EI 
OIJ\Jcpwva IJE TI~ oorlViE~, lTEPIEXEI 100 mg ~ 200mg ACETYLCYSTEINE OE 5ml 
EVOlwp~\JaTo~, aVTIOTOiXl!J~. 
Ta avaJ3pa~OVTa oloKia lTEPIEXOUV 200mg ACETYLCYSTEINE ava oloKl0. 

3. Cl>APMAKEYTIKEI MOPCl>EI 
LKOVIl Via lTOOl\JO EVOIWPIl\JO 
AvaJ3pa~OVTO oloKia 

4. KJ\INIKA XAPAKTHPIITIKA 

http:www.eof.gr


4.1 	 0£pOlT£UTlKt~ £vlid~£I~ 
ria HI PWOTO'IToirlOT] TWV !3J\EVVWOWV EKKpioEWV H]<; aValTVEUOTIK~<; OOOU CJE 
lTEPIlTTWOEI<; O~EIWV KOI xpoviwv !3POYXOlTVEUIJOVIKWV lTa9~OEWV (!3poyxiTloa, 
EIJ<pUorwa. TpaXElo!3pOYXITlOa, XPovla a09IJaTlK~ !3poyxITlOa). 
Eov alTalTEiTOI, KaTO HI OlopKEla O~EIWV E~OPOEWV TWV !3poYXlTiowv va 
XOP'lyEfTOI TOUTOXPova KaToJ\J\r]J\O aVTI!310TIKO. 

4.2 	 AoaoAoyio Kat TPOlTOq;; XOPrlV'lO'IlC;; 
Bpt<P'l tw<; 2 ETWV: 100 mg OUO <popt<; T'lV 'lIJtpa. 
nOlOIO 2-6 ETWV: 200 mg OUO <popt<; Hlv rwtpa. 
EV~J\IKE<; Kar TTOIOIO OVW TWV 6 ETWV: 200 mg TPEi<; <popt<; Hlv 'lIJtpa. 

T a ava!3po~ovTa oloKia OEV OUVIOTOTai va XOP'lYOUVTOI OE TTOIOIO IJIKpOTEpa 

TWV 2 ETWV. 


To <poPIJaKO EivOI TTPOTlIJOTEPO va J\aIJ!3ovETOI lTplV aTTo Ta YEUlJaTO. 

H ooooJ\oyia IJlTOpEi va aU~'l9Ei alTO TOV 9EpOTIOVTa laTpo IJE !3ooll T'lV 

EKTIIJ'lO'l TWV a'ITOTEJ\EOIJaTWV T'l<; 9EpaTTEia<;. 

LllapKEla T'l<; 9EpaTTEia<;: H olapKEla T'l<; 9EpaTTEia<; OEV 9a TTptm::1 va 

uTTEp!3aivEI TI<; 8-10 'lIJtPE<; xwpi<; laTplK~ OUIJ!3ouJ\~. 


4.3 	 Avnvli£i~£I~ 
YTTEpEUOI09'l0la OTO <paPIJaKO. EVEPYO tJ\KO<; OTOIJaXOU ~ OWOEKaoaKTuJ\ou. 

4.4 	 EllilKtC;; lTpo£lliolTOlrlO'£IC;; Kat £lliIKtC;; lTpoq>uAa~£It;; K010: Til xpijarv 
KaTa T'l XP~O'l TOU <papIJOKOU IJlTopEi va TTPOKJ\'l9Ei aU~'lOIl TOU 0YKOU TWV 
PWOTOlTOIOUIJtvwv !3POYXIKWV EKKpioEWV. Eav 01· EKKpioEI<; aUTt<; OEV 
alTOIJaKpuv90uv IJE !3~xa IJlTopEi va XPElao9Ei EIOIK~ UlTOOT~PI~'l Yla va 
TTapaIJEivEI aVOIKT~ ~ aValTVEUOTIK~ 000<;. 

nptTTEI va XOP'lYEiTOI IJE TTPOOOX~ OE ao9EVEi<; IJE ao9IJa Yla TOV Kivouvo 

EIJ<paVIO'l<; !3poyxOOlTaOIJOu. Eov EIJ<PaVlo9Ei !3povxOO1TaOIJ0<;. va OlaKOlTTETOI 

alJtow<; 'l XP~OrJ TOU. 


~TOU<; ao9EVEi<; IJE rJlTaTlK~ KOI VE<PPIK~ aVE1TopKEIO <ppOVljJO ElvOI r] 

ACETYLCYSTEINE va alTO<pEUYETal. 


Edv EIJ<paVlo9Ei EYKE<paJ\olTa9EIQ lTOU o<pEiJ\ETOI OE rJlTaTIK~ OVElTapKEla m: 

ao9EV~ lTOU J\aIJ!3avEi Xpoviw<; ACETYLCYSTEINE, rJ 9EpalTEia lTptlTEi va 

OlaKOlTTETOI Yla va aTTO<pEux9Ei '1 TTEpalTtpw XOP~YrJOrJ a~WTOUXWV OUOIWV. 

I.l.Ev UlTapxOUv OEOOIJ£va lTOU va OEixvouv on 11 ACETYLCYSTE!I\!E ElT'lp£d~EI 


apVrJTIKO TrW fJTTaTIK~ aVETTapKEla, OIJUJ<; aUTO lTOpaj..!tvEI !-lia 9ElFJPrJT1K1l 

OuvaTOTrJTO. 


Ao9EVEk; OE OiOlTE<; IJE xauoJ\o vaTplo 6 EJ\EU9EPE<; vOTpiou, TTPElTE[ va 

EVrJIJEPWVOVTOI OTI TO oloKia lTEPltXOUV VclTpIO. 

4>OIVUJ\OKETOvoupia: 01 <pOlVUJ\OKETOVOUpIKO! ao9EvEf<; lTpt1TE~ va 

£VrJIJEPWVOVTOI on Ta OiO'Kia nEpltxouV <parvuJ\aJ\avivll (J\6yw a01TapTaIJrJ~). 
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ElTiO''l~ 01 ola(3'lTiKoi aO'8EvEi~ 8a lTptlTEl va yvwpl~ouv 6TI '1 
ACETYLCYSTEINE powder for oral suspension lTEPltXEI ~axap'l. 

4.5 	 AAArtAETTI5paaEI<; J,lE aAAo CPOPJ,lOKEUTIKa 1510aK£UaaJ,lOTO fJ aAAE<; J,lOpcptc; 
oMrtAETTi5poart<; 

H ACETYLCYSTEINE OEV lTptlTEI va XOPilYEiTOI TOUTOXPova /-IE aVTlI3'lXIKa ~ 


/-IE <pap/-IaKa lTOU tXOUV aTpOlTlVIK~ OpaO'il. 

MlTOPEi va /-IEU.AlO'EI T'lV opaO'il TWV aVTI/-IIKpo(3laKwv, OlTW~ lTEVIKIAAiv'l~, 


TETpaKUKAlv'l~ ~ Epu8pO/-lUKiv'l~. 


4.6 	 EVKUJ,lOaUvrt KOI voAouXio 
EYKUbJoO'uvn 
AlTO TO lTElpa/-laTa lTOU txouv yivEI O'E ~wa OEV <paivETOI OTI TO <pap/-laKO 
ElT'lpEa~EI T'lV aValTTU~'l TOU E/-Il3pUOU. i:.TOV av8pwlTo O/-lW~ 01 /-IEAtTE~ EivOI 
lTEPIOPIO'/-ltVE~ KOI OEV txouv E~ax8EI aO'<paA~ O'UI-ITrEpaO'/-lam. To <pap/-laKO 
/-IlTopEi va XP'lO'l/-lolTol'l8Ei O'T'lv EYKU/-IOO'UVil /-IOVO Eav UlTapXEI IOlaiTEpo~ 
AOyO~. 

raAouxia 
8EV EivOI YVWO'TO Eav '1 ACETYLCYSTEINE alTEKKpivETOI O'TO yaAa TWV 
/-I'lTtpWV lTOU yaAouxouV. ElTEIO~ lTOAAa <pap/-laKa aTrEKKpivoVTOI O'TO yaAa, '1 
ACETYLCYSTEINE lTptrrEI va XOPilYEiTOI /-IE lTpoO'ox~ O'Tl~ /-I'lTtPE~ lTOU 
yaAouxoUV. 

4.7 	 ETTi5poart O"Trtv IKOVOTI1TO o5fJVrtO"I1<; KOI XE1PIO"J,lOU J,lrtxovwv 
8EV txouv lTPOKUljJEI Evo£f~EI~ OTI '1 ACETYLCYSTEINE ElTIOpa O'T'lv IKav6T'lTa 
oO~Y'lO''l~ ~ XEIPIO'/-lOU /-I'lxavwv. DlTW~ /-IE or..a Ta <pap/-laKa, 01 aO'8Ev£i~ DEV 8a 
lTptlTEI va avar..a/-l(3avouv EpyaO'iE~ lTOU alTalTOUV IOlaiTEPil lTpoO'ox~, Eav OEV 
yvwpi~ouv T'lV avTOX~ TOU~ O'Til 8Eparr£UTlK~ aywy~ lTOU Aa/-l(3avouv. 

4.8 	 AVETTI9uJ,lrtTE<; EvtPVEIEC; 
i:.rravloTaTa txouv ava<pEp8Ei aVTlOpaO'EI~ UlTEPEuOIO'8'lO'la~. MlTOPEi va 
E/-I<pavlO'80uv O'U/-IlTTW/-laTa alTO TO yaO'TpEvTEPIK6 (O'TO/-laTiTloa, vauTia, t/-lETO~, 
EVEpyorroi'lO'il yaO'TpoowoEKaoaKTUAIKOU tAKOU~), lTUPET6~, PlvoppOla, 
VW8pOT'l~, ~aA'l, KE<paAaAyia, iAIYYO~, E~av8~/-IaTa, piy'l. 
KAlvlKa E/-I<pav~~ (3poyXOO'lTaO'/-lO~ E/-I<pavi~ETOI O'lTaVla KOI alTpol3AErrTo OE 
aO'eEVEi~ /-IE aO'8/-1aTlK~ (3poyxiTloa. 
'Exouv ava<pEp8Ei O'lTaVla lTEPIlTTWO'EI~ ErriKT'lT'l~ EUOIO'8'lTOrroi'lO''l~ O'T'lV 
ACETYLCYSTEINE. 

4.9 	 YTTEp5oO'oJ\ovia 
KaTa T'lV A~ljJ'l /-IEVar..WV OOcrEwv ACETYLCYSTEINE alTO TO O'TOj.!O 
lTpOKar..EiTOI vauTia, t/-l£TO~ Kal YEVIKcl O'u/-IlTTW/-IaTO alTO TO yaO'TpEvTEpIKO. 
i:.rraviw~ ava<ptpETOI '1 E/-I<pav1O'il E~av8~jJoTO<; j.!E ~ xwpit; rrupno. H 
aVTI/-IETWlTIO'il Eiva! O'ujJlTTW/-laTlK~. 

5. 	 <l>APMAKOf\OrlKEr i.o.lOTHTEI 
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5.1 	 ¢)aplJaKo6uvaIJIKE~ 1610TIlTEC; 
To opaoTIKo OUOTaTlKO TOU q>apJJoKou EivOi 11 ACETYLCYSTEINE, lTOU 
lTapoYETOI JJE aKETUAiwOIl TIl<; KUOT£lVIl<;, EVO<; q>UOIKOU aJJlvo~EO<;. 

H ACETYLCYSTEINE XPIlOlJJOlTOEiTOI oav j3AEvvOAUTU{O<; lTapoywv TOOO OTIlV 
lTUWOIl 000 KOI OTIlV JJIl lTUWOIl j3AEVVa. MEIWVEI TO I~WOE<; TIl<; /3Mvva<; xwpi<; 
va aAAOIWVEI TOV /3AEVVOYOVO. 

To I~WOE<; TOU lTVEUJJOVIKOU EKKpiJJaTO<; E~apTOTaI alTO Til OUYK£VTPWOIl TWV 
/3AEVVOlTPWTEi'vwv KOI OE JJIKPOTEPIl EKTaOIl OTIO TO DNA. H /3AEwoAuTIK~ 
OPOOIl TIl<; ACETYLCYSTEINE oq>EiAETOI OTIl OOUAq>UOpUAIK~ oJJooa (-SH), 11 
olToia 1301l90EI OTIl OIOOlTaOIl TWV OIOOUAq>IOIKWV OEOJJWV TIl<; /3AEvva<;, 
JJEIWVOVTa<; TO I~WOE<; HJ<;. H /3AEVVOAUTlK~ OPOOIl TOU ACETYLCYSTEINE OEV 
aAAO<EI JJE TIlV lTapouoia DNA KOI au~ovEI JJE Tllv aU~1l0ll TOU pH, ollJJaVTlK~ OE 
EivOi 	OE pH 7 EW<; 9. H ACETYlCYSTEINE in vivo UlTOKEITai OE olToaKETUAltlJOIl 
oivovTa<; KuoT£iVIl, ~ o~Eiowoll oivovTa<; olaKETuAoKuoTEivil. 
H ACETYLCYSTEI NE XOPIlYOUJJEvo JJa<i JJE aVTl1310TlKO OUJJ/3oAAEI OTIlv 
JJEiwOIl TWV UlTOTPOlTWV lTOU oq>EfAOVTOI OTIl OTOOIl TWV /3POYXIKWV EKKpfoEWV 
KOI OTIlv aVElTOpKEla TWV aEpo<.popWv oowv. ME TIlv ACETYLCYSTEINE 
wvoEiTOI ElTiOlle; 11 alTOXPEJJ4JIl, OIOTI au~ovETOI 11 opaoTilPloTIlTa TOU 
KPOOOWTOU E1TI91lAiou KOI EAaTTwvETOI 0 /3~xa<;. H ACETYLCYSTEINE /3oll90EI 
OTIlV alTo/3oA~ TWV lTaXUpWOTWV EKKPIJJOTWV, IOlaiTEpa TWV 
/3POYXOlTVEUJJOVIKWV KOI tTOI JJEIWVEI TOV KIVOUVO nrllTAOKWV alTO TIlV 
KaTaKpOTilOIl Tile; f3AEwa<;. H /3AEVVOAUTIK~ OPOOil TOU ElvOi lTapOJJOla OTIlV 
lTUWOll KOI OTIl JJlllTUWOll /3M:vva. 

5.2 	 ¢)aplJaKOKIVIlTIKiC; 1610TIlTEC; 
H ACETYLCYSTEINE alTOppoq>aTOI TaXEw<; alTO TO yaoTpEvTEPIKO ouoTIlJJa 
KOI uq>ioTaTOI EKTETaJJEVO JJETal3oAloJJO. H alTO TOU oToJJaTo<; j31001a9EOIJJoTllra 
ElvOi /3paoEia. 
H ACETYLCYSTEINE alTOppoq>OTOI TaXEw<; alTO TO yaoTpEvTEPIKO ouoTIlJJa 
KOI JJEYIOTE<; OUYKEVTPWOEI<; OTO lTAOOJJa, OE tva apl9JJo JJEAETWV, 
EJJq>avi091lKav JJETO alTO 0,5 EW<; 1 wpa alTO TIlv alTO TOU oToJJaTo<; XOP~YIlOll, 
JJE OOOEI<; 200 mg EW<; 600 mg. MEpIKt<; JJEAETE<; oEixvouv OTI 01 
q>apJJaKoKOK!VIlTlKE<; 1010TIlTE<;, E~apTwvTOI alTO TIlv 00011. a XPOVO<; lTOU 
XPEIO<ETOI Yla va lTapouOIa090uv JJtYIOTE<; OUYKEVTpWOEIe; Ka9w<; ElTiOll<; KOI 11 
j3100Ia9EOIJJoTIlTa aU~aVOVTOI, orav aU~aVOVTG! 01 OOOEI<;. 
H ACETYLCYSTEINE JJlTopEi va EJJq>avi<ETOI OTO lTAaOJJa ~ JJE Til JJopq>~ HJ<; 
JJilTPIK~<; ouoia<; ~ Til JJopq>~ olaq>opwv O~EIOC.lJJJEVWV JJETal3oJmwv, OlTW~; N­
ACETYLCYSTEINE, N-N-DIACETYLCYSTEINE KOI CYSTEINE, EiTE EAEu9e:PI1, 
EirE ouvoEOq.l£VIl JJE TI<; lTPWTEi'VEC; TOU lTAaOjJaTO<; I1E 00T09EI<; OIOOUAq>IOIKOUt; 
OEOJJOU<; EiTE oav KAaOlla EVOWjJOTWjJEVO !-IE TI<; OI\lJOEI<; TtrJV lTpwTE'iVU{0JV 
lTElTTIOiwv. ~E JJia JJEAETIl, !JETa alTO 4 WPE<; alTO Tllv xop~Yl1all, lTEpilTOlJ TO 
50% ~Tav OUVOEOEJJEVO JJE TI<; lTPWTEivE<;". H alTO TaU OTOJJelTO<; 
/310ola9EOIJJoTIlTa EIVOI xaJJIlA~ KG! or JJ£OE<; TljJE<; KUjJav91lKOV alTO 4 jJ£XPI 10% 
E~OPTWjJEVE<; alTO TO av jJ£Tp~9ilK£ 11 oAIK~ ACETYLCYSTEINE ~ !-I6VD 01 

OVGX9£ioE<; jJopq>t<; aurr',<;". 
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'EXEI rrpOTa9Ei OTI 11 xaj.JIlAtl arro OTOj.JaTOr; (310ola9EOIj.JOrrITa j.JrropEi va 
ocpEiAETaI OTOV j.JETa(3oAIOj.JO OTa TOIXWj.JaTa TOU EVTtpOU KOI OTOV j.JETa(30AIOj.JO 
rrpwTIlr; OIOOOU OTO tlrrap. 

H VECPPIKtl Ka9apoll j.JrropEi va OUj.Jj.JETtXEI rrEpirrou OTO 30% TIlr; OAIKtlr; 
oWj.JaTIKtlr; Ka9apOIlr;. METa arro EvoocpM(3la XOPtlVIlOIl 0 j.Jtoor; TEAIKOr; xpovor; 
llj.JloElar; ~wtlr; tXEI urroAoVlo9Ei OTI EivOi 1,95 KOI 5,58 WpEr; Via Tllv avax9Eioa 
KOI Tllv OAIKtl ACETYLCYSTEINE, aVTloToixwr;. H TEAIKtl llj.JioEla ~wtl OA1Ktlr; 
ACETYLCYSTEINE tlTaV 6,25 WpEr; j.JETa Tllv arro TOU oToj.JaTOr; XOPtlVlloll· 

5.3 	 npoKAlvlKa C7TOIXda aa.aAEla~ 
Ta rrpOKAIVIKa OTolXEia TOU cpapj.JaKou a~IOAOVtl9IlKaV KaTa Tllv apX1Ktl tVKPIOIl 
TOU rrpo"iovTOr;. 

6. 	 Cl>APMAKEYTIKEI IAIOTHTEI 

6,1 	 KaTaAoyo~ J-IE EKlioxa 
i:Kovll Via rroolj.Jo EvalwPIlj.Ja. 
Ava(3pa~ovTa oloKia. 

6.2 	 AC7uJ-If3aT6TIlTE~ 
l:::..EV tXEI j.JtXPI or'Ij.JEpa EVTomo9EI Kaj.Jia aouj.J(3aTOTIlTa. 

6.3 	 ~lapKEla ~wri~ 
i:Kovll Via rroolj.Jo EvalwPIlj.Ja 
Ava(3pa~ovTa oloKia 

6.4 	 IlilaiTEpE~ npo.uAa~EI~ KaTa Tllv .uAa~11 TOU npo"i6vToS 
i:Kovll VIa rroOlj.Jo EVOIwPIlj.Ja 
Ava(3pa~ovTa %Kla 

6.5 	 Cl>UC71l Kal C7uC7TaTIKa TOU nEplEKTI1 

6.6 	 OlillYIES xPriC7IlS I XEIPIC7J-10U 
i:Kovll Via rroolj.Jo EVOIWprtj.Ja: 
Ava(3pa~ovTa %Kla: l:::..laAuoTE tva oloKio OE j.JIOO rrOTtlPI VEPO KOI mEilE 6Ao TO 
olaAuj.Ja aj.Jtowr;. 

6.7 	 KaToxo~ TI1~ aOEla~ KUKAo.opia~ 

7, 	 API0MOI MEIAl: KYKAOCl>OPIAI 

8. 	 HMEPOMHNIA THI npOTHI MEIAI: I ANANE!lIHr THI AAEIAI: KYKAOilPOPIA! 

9, 	 HMEPOMHNIA THr (MEPIKHI) ANA0EQPHIHI TOY KEiMENOY 
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2) 	 To ¢>UAAO 00'lYIWV Yla TO Xp~OT'l epapJJaK£UTIKWV IOIOOK£UaOJJOTWV TTOU 
TTEPI£XOUV OpaOTIKO OUOTaTIKO ACETYLCYSTEINE Yla ano TOU O'T6IJaTO~ 
IJOpcpt~ opi~ETOI We; £~~e;: 

~_________~~Y~AA~O~O=A~H~rl=O~N~r~IA~TO~X~P~H~t~TH~_________J 
1. 	 rlPOrAIOPltMOt ~APMAKEYTIKOY npo"ioNTOI 

1.1 	 OvolJaaia, IJOP<Prl. 1T£PIEKTIKOYIlTa 
ACETYLCYSTEINE, OKOV'l Yla TTOOlJJO £vOIWP'lJJa, 100 mg/5ml KOI 
200mg/5ml. 
ACETYLCYSTEINE, avaf3po~ovTa oloKla, 200mg/010KIO. 

Apaam{o O"uO"nlTm:6. 
ACETYLCYSTEINE 

1.2 	 tuv8£0'1l 
rKOV'l Yla TTOOlJJO EVOIWP'lJJa. 
Avaf3po~ovTa oloKia. 

1.3 	 ~aPlJaKOT£xvIKt~ IJOp<pt~ 
rKOV'l Yla TTOOlJJO £vOIwP'lJJa. 
Avaf3po~ovTa oloKia. 

1.4 	 n£pl£KTIKoTIlTa 
KoBE KOUTaAOKI TOU YAUKOU (5ml) EVOIwp~JJaTOe; 100 mg/5ml KQI 200 mgl5ml 
TTOU £XEI apOIwBEi oUJJepwva JJE Tie; OO'lyiEe;, TTEPI£XEI 100 mg ~ 200mg 
ACETYLCYSTEINE, aVTloTO[XWe;. KoBE avaf3pd~ov OIOKlo, TT£PI£X£I 200mg 
ACETYLCYSTEINE. 

1.5 	 nEplypacprl - tuuKEuauia 
rKOV'l Yla TTOOlJJO £vOIwP'lJJa. 
Avaf3po~ovTa oloKla. 

1J; 	 <l>aplJaKo8EpaTIEUTHKrl KcnrlVopnOl 
BAEVVOAUTIKO 

1.1 	 Y'IT[UaUVO~ IUJKAo<popia~ 

1.8 	 nO!paO'KEuaaTr1~ 

2. 	 TI nPEnEI NA rNnp~ZEi 0 Ar0ENHI nA TO @AP;MAKO 
2.1 	 rtvlld:~ TIAIlPo<popiE~ 

To opaoTII(o OUOTOTII(O TOU epaplJOKOU £IVOI 11 ACETYLCYSTEINE, rroll 
rrapaY£TOI IJE aKETuAlwO'l T'le; CYSTEINE EVOe; epUOIKOU alJlvo~toC;. 
H ACETYLCYSTEINE XP'l0lIJOTT01£iTaI oav f3J\£VVOAUTIKOC; TTapayovrac;. 
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2.2 	 Ev5Ei~EI~ 
na HI pEuaTOTToillOTI TWV I3AEVVWOWV EKKpim:wv TIl~ avaTTVEUaTlK~~ OOOU aE 
TTEpITTTWaEI~ O~Ell.iN KOI XPOVIWV I3povxoTTVWPOVIKWV TTa9~O'f.:wv (l3povxiTloa, 
Epq>uafJpa, TpaXElol3povxiTloa, XP6vla aa9paTIK~ I3povxITloa). 
Eav aTTOITEiTOI, KaTa Til OlapKEla O~EIWV E~apaEWV TWV I3poYXITiowv va XOPIlVEiml 
TauT6xpova KaTaAAIlAo aVTll3loTIK6. 

2.3 	 AVTEV5Ei~EI~ 
!J..EV TTPETTEI va TTap£TE TO q>appaKO aUT6, Eav EXETE Epq>aviaEI aTO TTapEA96v KaTTOla 
aAAEpVIK~ aVTiopaall aTO 1010 q>appaKO ~ Eav EX£TE EVEPV6 yaaTpooWOEKaoaKTUAIK6 
EAKO~. 

2.4.1 rEVIKcl 
KaTa TIlv xp~all TOU <pappaKou PTTOPEi va TTPOKAIl9Ei aU~Ilall TWV 
pwaToTToioUpEVWV I3povxlKwv EKKplaEwv, 01 oTToiE~ TTPETTEI va ViVEI 
TTpocrrra9Ela aTT6 TOV aa9EVrl va aTTopaKpuv90uv PE TOV l3~xa. E6v OEV 
KamaTEI TOLITO ouvaT6 PTTOPEi va XPElacr9Ei EIOIK~ uTToaT~pl~Il Via va 
TTapapEivEI avolKT~ 11 avaTTvEuaTIK~ 006~. 
npETTEI va XPllO'lPOTTolEiTal pE TTPOcrOX~ aE aa9EvEI~ pE aa9pa Via TOV Kivouvo 
EIJq>avlaEw~ I3povx6crrraapou. 
LTOU~ aa9EvEi~ PE IlTTanK~ KOI VEq>PIK~ aVEm:ipKEla 11 ACETYLCYSTEINE 
TTPETTEI va alToq>EuY£Tal. 

2.4.2 KUfJO'r'I 
H ACETYLCYSTEINE TTPETTEI va XOPllVEiTOI aTI~ vuvalKE~ TTOU I3piaKovTat (JE 
KaToamall EVKupoauvll~, p6vo 6Tav TOUTO ElvOi aTTapafTIlTo. 

2.4.3 raAouxia 
H ACETYLCYSTEINE TTPETTEI va XOPIlVEfml pE TTpoaox~ aTI~ vuvarKE~ TTOU 
vaAouxouV. 

2.4.4 	 ETTi5paO'r'I aTr'lv IKaVOTr'lTa o5.,v.,ar'l~ KCU XEIPIO"IJOU IJr'lXaVr'llJOTWV 
IlEv EXOUV TTpOI<lJljJE! EVOEi~EI~ 6n 11 ACETYLCYSTEINE ETIlOpa aTIlv IKaVOTrITa 
aUT~. 

2.4,5 !5IaiT£pE~ TTpOElooTTol.,aEI~ Via Ta TTEPIEXOIJEVa EK50xa 
Acr9EVEi~ aE OiOlTE~ pE XOPIlAO VOTPIO ~ EAE:u9EPEC; vaTpiou TTPETTEI va 
EVllPEpwvovTal OT! Ta olaKia TTEPIEXOUV VOTpIO. 
.<1>OIvuAoK£Tovoupia: 01 aa9EvEi~ pE q>OIVUAKETovoupfo TTPETTE! va 
EVIlPEpwvovTal 6n TO olaKla TTEPIEXQUV q>OIvuAovivIl (Aovw OO'1TOPTOPIl~). 
Illal31lTIKOI aa9EvEI~: npETTEI va EVIlPEP<lJVovTal 6TI 11 aKovIl VIOl TToaqJO 
EVOIwprwa lTEPIEXEI t:;oxapll EVW TO avol3pdt:;OVTO olaKia OEV TTEPIEXOUV. 

2.5 	 AMr'lAETTI5paaEl~ IJE aMa q>aplJaKO f» ouaiE~ 
H ACETYLCYSTEINE OEV TTPETTEI va XOPllVEiTOI TQUTOXPOva I1E avnPIlXIKo ~ 1-'£ 
q>opPoKa TTOU EXOUV aTpOTrlVIK~ Opdall. 
npETTEI va EVfJpEpWaETE TOV VlaTp6 aa~ ~ TOV q>appaKoTTolo am;; Via OTTOIOO~TTQT£ 
OAAO q>oppaKo TTaipv£TE, EaTw Kal av aUT6 TO q>oppaKO OEV TO TTalpVETE PE laTPIK~ 
aUVTQV~· 
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2.6 AoO'oAoyia 
To i5ooo"oYIK6 oXfllJO TTPETTEI VO E~OTO~IKEUETOI oTT6 TOV 9EPOTTOVTO IOTp6 OO~, 
ovo"oyo JJE TI~ OVOYKE~ 00~. MIlV O""O<ETE oTT6 jJ6voi OO~ TO i5ooo"oYIK6 OXfll..lO 
TTOU oa~ 6PIOE 0 YIOTp6~ OO~. Iuv~9w~ EcpopjJ6<ETOI TO KOTW91 i5ooo"oYIK6 crX~jJO: 

8pECPll EW~ 2 ETWV: 1 00 mg i5uo CPOPE~ TIlv IljJEpO. 

nOli5la 2-7 ETWV: 200 mg i5uo CPOPE~ TIlv IljJEpO. 

EV~"IKE~: 200 mg TPEi~ CPOPE~ TIlv IlI..lEpa. 


To ovo/3PO<OVTO OIOKIO i5EV ouvloTaTOI vo XOPllYOUVTOI OE TTOIoia jJIKp6TEPO l()JV 2 
ETWV. 

To CPOPjJOKO £IVai TTPOTI1..I6TEPO vo "ojJ!3avETol TTpiV OTT6 TO YEUl..lara. 

.610PKE10 TIl~ 9EpOTTEio~: H i510PKEIO TIl~ 9EpOTTEiae;; i5EV 9a TTpETTEI \fa uTTEp/3ahf£1 Tl~ 
8-1 0 IlI..lEPE~ xwpie; 10TPIK~ oUjJ/3ouA~. 

2.7 YTTEp~oaoAoyia-aVTIIJET(innaf1 
Eav TTOPETE KOTO "090e; jJEya"Il TTo06TIlTO ACETYLCYSTEINE, EVIljJEpwOTE TOV 
9EpaTTovTO IOTp6 ooe; ~ TIl"EcpwV~oTE OTO TIlMcpwvo TOU KEvTpou .61l"IlTIlPlaoEwv, 
op. Til".: 77.93.777 
KOTa TIlv "~ljJ'l jJEYO"WV i560EWV ouv~9we; EjJcpavi<ovTOI YOOTPEVTEPIKO 
OUjJTTTWjJOTO (VOUTIO, EjJETOe;). 

2.8 AVETTI9ulJf1TEt; EvipYEIEt; 
ITTOVI6TOTO EXOUV ovocpEp9Ei OVTIOpOOEIe; UTTEPEUOI0'91loio~. MTTOpd vo 

EjJCPOVI0'90uv OUjJITTWjJOTO OTT6 TO YOOTPEVTEPIK6 (O'TOjJOlini5o, VOUTlo, EjJETO~, 


EVEPYOTTOJIlOll YOOTPOi5WOEKOOOKTU"IKOU E"KOUe;), TTUpET6e;, plv6ppOl0, vw9p6TIl~, 


<a"11 , KEcpO"o"yfo, i"lyyoe;, E~ov9~jJora, piYIl. 

KAlvlKO EjJcpOV~e; I3poYX60TToojJoe; El..lcpovi<Erai O"TravlO KOI oTTp6/3"ETTTO OE 009EVEi~ 


JJE 009jJOlIKrl/3POYXITli50. 

'Exouv ovocpEp9Ei OTTOVIO TTEPITTTWOEI~ ETTiKTIlTIl~ EUOI091lTOTTOfllOll~ OTIlv 

ACETYLCYSTEINE. 


M'1v OjJE"~O'ETE va EVIljJEPWOETE TOV YlaTp6 OO~, v,a OITOIOOll1TOT£ aauv~8laTO 


O'UjJTTTWjJa TTapouaraOETE KOTO TIlv i510PKEIO TIl~ 9EpaTTEio~. 


2.9 T! npETTEI va VVWpi~Ei 0 Ocr9EVqC; O't TrtpiUTWO'Il nOli napaAtlqIl£E 'Va llTapfl] 

KCflTOIO 66a'1 
Eov TTPETTEI TO cpaplJOKO vo "ajJ/3avETOI OUVEXW~ KOI TTopa"Eh.J,lETE jJia 06011, 9a 
TTptlTEI va TTOPETE Tl'lv 156011 aUT~ TO TOXUTEPO i5uVQT6v. Eav EV TOUTOI~ 1TA'101a~EI rJ 
wpa Yla TIlv £TT0I-lEVIl 1500''1, 1..1'1 Aa/3ETE Tl'1 00011 ITOU ITapaAEiI,J.IaTE, a1\A6 cruvEXlcrn: 
KovovlKa TIlv 9EpaITEio. Mil oITTAOmo<ETE TI~ i560EIe;;. 

2.10 TI npEtTEi va YVWpi~EI 0 aa9Evf!c; Yla 1l"rJv IlIJEpolJl1via AiI~f1~ TOU npo16v'liol\; 
H ACETYLCYSTEINE 6rav cpu"aooETOI OE 9EPl-loKpocria i5wlJQTiou, OUcrKEUCHJIJEVO 
crTIlv apXIK~ TOU aucrKEuacria, lTapajJEvEI oT09EPO jJEXP! Til" IlI.1EpolJ'lvia A~~EW<; 
TTOU avaypacpHa! DTIlv ouoKEUaoia TOU. 

MIlV XP'101jJOTTOIEiTor TO cpapJ.laKO JJETa alTO aUT~ TIlV 'lIJEpolJ'lvia. 



2.12 	HIJEpolJIlvia TEI\EuTaia~ aVa9EWPI1al1c.; TOU <pul\l\ou olil1Ylwv 

3. 	 nAHPOCl>OPIEI riA THN OP90AOriKH XPHIH TON Cl>APMAKON 
To cpap/JoKo OUTO TO EvpmpE 0 VIOTPO~ o'o~ /JOVO VIO TO O'UVKEKPI/JEVO IOTPIKO O'o~ 
TTpO~Ar".JO. flEV TTPETTEI VO TO OIVETE O'E aAAO aTOIJO ~ VO TO XPIlO'lIJOTTOIEiTOI VIO 
KaTTOlo aAAIl TTa81lO'll, xwpi~ TTPOIlVOUIJEVW~ VO EX£TE O'UIJ~OUAEu8Ei TO VIOTPO 
O'o~. 

Eav KOTa Til OlapKEIO TIl~ 8EpoTTEio~ EIJCPOVlO'8Ei KaTTOIO TTpO~AIlIJa IJE TO 

cpap/JOKO, EVIlIJEpwO'TE TO VIOTPO O'o~ ~ TO CPOPIJOKOTTOIO O'o~. 


Eav £XETE OTTOIOO~TTOTE EPWTIlIJOTIKa Vupw OTTO TI~ TTAIlPocpopiE~ TTOU acpopouv 

TO cpap/JOKO TTOU AOIJ~aVETE ~ xpEla~EO'8E KOAUTEPIl EVIl/JEpwO'Il VIO TO IOTPIKO 

O'o~ TTpO~AqIJO IJ'l olO'TaO'ETE vo ~IlT~O'ETE TI~ IT'''lpOCPOPIE~ OUT£~ OTTO TO VIOTPO 

O'o~ ~ TO CPOPIJOKOTTOIO O'o~. 

flo vo EivOI OlTOTEAEO'IJOTlKO KOI oO'cpol\£~ TO cpap/JaKO O'o~ 8a TTptTTEI va TO 

AOIJ~aVETE O'U/JcpWVO /JE TI~ EO'WKAEIO'TE~ OO'lviE~. 


flo Tllv oO'cpaAEIO KOI T'lV uVEia O'o~ EivOI OTTOpoiT'lTO Vo olo~aO'ETE /JE lTPOO'OX~ 


Ka8E TTA'lpOcpopio TTOU ocpopa TO cpap/JOKO TTOU O'o~ XOP'lV~8IlKE. 


Mil OIOTIlPEiTE TO cpapIJOKO O'E Ep/JaplO TOU AOUTPOU, OIOTl '1 ~£O'T'l KOI 11 uVpoO'io 

/JTTOPEi vo TO OAAOIWO'OUV KOI vo TO KOTOO'T~O'OUV ETTll3AOl3~ VIO TIlV uVEio O'o~. 


MIlV KpoTaTE cpap/JoKo lTOU OEV TO xpEla~EO'8E ~ lTOU £XOUV ~O'l A~~EI. 

KPOTEiO'TE OAO TO cpap/JOKO IJOKpla OTTO TO TTOIOla. 


4. 	 TPOIlOI 61A9EIHI 
ME laTp1Krl aUVTaYrl. 

3) 	 01 OIKOIOUXOI KOI OVTlTTPOO'WTTOI UTTOXPEOUVTOI V'O TIlV ECPOPIJOV~ T'l~ OVWTEPW 
EVKUKAiou. 

4) KOTOTTIV TWV OVWT£PW TTOUEI VO IO'XUEI 11 EVKUK"IO~ IJE op.12636/4-4-2002 

KOIVOTToil]al]: 
Er.: UNI-PHARMA KAEON TrETHr 

Cl>APMAKEYTIKA EPrArTHPIA ABEE H .dIEY9YNTPIA .dYEn 
14° XAI.l. E9v1Krl<; OODU 1, 
14564 Kcnw K'lq>IOlIl 

AI'. A. KOYTI:OYKH 
AlTo6tKT£( Via tvipvtla : 
1. 	 YTTOUpyEiO YyEia~ & KOIVWVIK~~ AMIlAEyyull~ 

!1/vcrll <t>apl..lOKwv &<t>apl..laKEiwv 
AplcrroTEAou<; 17, 101 87 Ae~va 

2. 	 rEE8A1!1yr 
A. MEa0YEiwv 136 
155 61 Ae~va 

3. 	 YTT. Epyacria<; ATTacrxoAllcrll<; & KOIVWVIK~<; npocrracria~ 
rEVIK~ rpal..ll..larEia KOIVWVIKWV Acr<paAicrEwv 
!1/vcrll Am:poA1crll<; AcreEvEla<; & Mllrporllra<; 
LraiSfou 29, 101 10 Aer']va 
(I-IE Trlv TTapOKArlcrll EVIlI-IEpwcrll<; rwv AcrcpaAlcrTlKWV 
Tal..lEiwv TTOU TTapEXouv YYEIOV0I..lIKr'] nEpieaA4JIl) 

4. navEAA~vlo larplKo LuMoyo 
nAouroPXou 3,106 75 Ae~va 
(I-IE Trlv TTapoKAllcrll EVlll-IEpwcrll rwv 
TOTTlKWV larplKwv LuMoywv TIl<; xwpa<;). . i 

5. navEAAr']vla 'Evwcrll <t>apl..laKoTTolwV 
Kopu~1l 6, 117 43 Ae~va 

6. navEAMvlO <l>apl-laKEuTIKO !:uMoyo 

. 
. 
'.,. 'I", ''': 
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nElpOIW<; 134 & AyOSq(.JEpOU 

118 54 AS~vo 


((.JE Trlv TIOpdKAI')OTI EVq(.JEPWOr)<; TWV 

TOTIlKWV <t>OP(.JOKEUTIKWV 'i..uM6ywv TI')<; xwpo<;) 


7. 	 nOVEAMvlO 'Evwor) <t>OP(.JOKOTIOIWV 
NOOI')AEUTIKWV 10pu(.JdTWV 
MiXOAOKOTIOOAOU 99, 115 27 Ae~vo 

8. 	 IKA-<t>oPIJ/K~ YTIl')pwio 
Ay.Kwvlvou 8, 102 41 AS~vo 

9. 	 orA KMoo<; <t>Op(.JOKEUTlK~<; nEpreOAlJIr)<; 

naTl')oiwv 3D, 106 77 AS~vo 


10. 	 OiKO<; NOOTOU nElpOlW<; 

K.noAoloMyou 15 

185 35 nElpOld<; 


11. 	 OiKO<; NOOTOU Ae~va<;; 


rAOOOTWVO<; 2 & naTrloiwv 

106 77 Ae~vo 


12. 	 KEVTPO flr)AI')Tr)PldoEWV 

NOOOKO(.JEio noiowv "n.& A. Kuplol<00" 

11527 rouoi Ae~vo 


y. 	'i..<t>EE 
A KI')q>loio<; 280 & AyplViou 3 
15232 XoMvopl ATTIK~<; 

14. 	 novEM~VIO "Evwol') <t>ap(.JoKo!3IOIJI')Xovio<; 

I\dlJlJIo 7, 115 24 A(.JTIEAOKI')TIOI, Ae~vo 


15. 	 'i..OMoyo AVT/TIWV <t>ap(.JoKEUTIKWV Elowv & EIOIKOT~TWV 


006<; T OTolou 

180 XAIJ. EeVIK~<; 0000 ASl')vwv-l\o(.Jia<; 

146 10 N. EPY6PAIA ATTIKH'i.. 


16. 	 flEATio Ayopovo(.Jio<; 

nOVETIIOTI')(.Jiou 42, 106 79 AS~vo 


17. 	 TEBE - <t>OPIJOKEUTIKE<; YTII')PWiE<; 

Ay. KwvoravTivou 5 

10351 A6HNA 


18. 	 Mr) (.JEAr) 'i..uM6ywv 

(6TIw<; 0 TIiVOKO<;) 


ErQTEPIKH AIANOMH: 
1. 	 b./vor) A~loMYlloll<; npoT6vTWV 


0) T(.J~(.Jo A~loMyl')ol')<; <t>OP(.JOKEUTIKWV npOT6vTWV 

(3) r pOlJlJoT€io A' T(.J~(.JOTO<; ETIlUTI')(.JOVIKOO 'i..u(.J!30UAlOU EYKpio€wv 

2. b./VOI') <t>Op/KWV MEA€TWV & "EpEUVO<; 
3. 	 fl/vOll fl/KWV YTIIlPEOIWV EAEYXOU npoI6vTWV 


TlJrllJo 'EKoOOIl<; & Kwo. ATIoq>do€wv 

4. r pa(.J(.JOTt:ia flEUT€po!3de(.Jlou ETIlOTrj(.JOVIK00 'i..u~!3ouAiou 
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