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ErKYKJ\IOI - AnO<l>AIH 

0EMA: Ka80plolJo<; nEpiAfl4'fl<; XapaKTflPIOTIKWV TOU npOIOVTOe; Kal <PuMo OOflVIWV Via 
TO XP~OTfl q>aplJaKEUTIKWV TTpoIOVTWV TTOU TTEPIEXOUV opacrrlKo <JUOTOTIKO 
POVIDONE IODINE 

"EXOVTEe; oo64'fl: 
a) 	 TI<; oIOTa~EIe; Tfle; KOIV~e; YTTOUpVIK~e; ATT6q>aofl<; llyr3 (a) 83657/2005 "nEpl EvaPIJOV1ofl<; T'1<; 

EMflVIK~<; NOlJo8wiae; IJE Tflv aVTioTOIXfl KOIVOTlK~ OTOV TOIJEa Tfl<; KUKAoq>opfa<; 
....................... TWV q>aPlJaKEUTIKwV TTPOIOVTWV, TTOU TTpoOpfsovTal Via av8pwTTlvfl XP~Ofl", 

13) 	 TflV UTT' apI81J.: 43391/23-6-2010 ATTOq>aofl npotopou EO<p (CI>EK.1 052/TEUXOe; llEUTEPO 1 
12-7 -2010) "nEpi IJETaI3I!3a<Jfl<; OIKaIWIJOTo<; uTTovpaq>~<; aTTo TOV npOEOpO EOCl> TTpOe; TOU<; 
TTPOlOTa\JEVOU<; OlEU8uvOEWV EO<p" 

V) 	 Tfl rVW\JelTEUOfl TOU ETTI<JTr)iJOVIKOU ~u\J!3ouAiou EVKpi<JEWV ap.CI>-269/30-7-2010 

AnO<l>AIIZOYME 

1. 	 H nEpiAfl4'fl XapaKTflPI<JTIKWV TOU npoToVTO<; q>ap\JaKEUTIKwV TTpoToVTWV TTOU mplEXouV 
OpaOTIKO OUOTaTIKO POVIDONE IODINE OpiSETaI we; E~~<;: 

nEPIAH\lJH TON XAPAKTHPlrTIKCN TOY npOIONTOr 
(Povidone iodine) 

1. ONOMAIIA TOY <l>APMAKEYTIKOY npOIONTOI: 

2. nOIOTIKH & nOIOTIKH IYN0EIH: (ova ml) 
Povidone iodine 10 mg 
IOOOUVOI-IO TTpOt; Iodine 1 mg 

LUI-ITTAOKO povidone (poly-[1-(2-oxo-1-pyrrolidinyl)ethylene])Kol Iwoiou: (C6HgNO)n x I 
no TOV TTA~pf"} KOTaAoyo TWV EKOOXWV, j3A. TTopaypoq>o 6.1. 

3. <l>APMAKOTEXNIKH MOP<I>H: LTOl-laTIKO olaAul-lo. 

4. 	 KAINIKEI nAHPO<l>OPIEI: 

4.1 0EpaTTwTIKtc; Evl)Ei~EIC;: 


no Tf"} 8EPOTTEio TWV o~Eiwv I-IOAUVOEWV TOU OT0l-laTIKOU j3AEVVOYOVOU, OTTWt; ouAiTioo 

KOI OTOl-laTIKa £AKf"}, KOI TOU q>apuyyo. no Tf"} OTOI-IOTlK~ UYIEIV~ lTplV OTTO, KOTa Tf"} 

OlapKEIO KOI I-IETa OlTO OOOVTlK~ ~ OTOl-laTIK~ XEIPOUPYIK~ ETT£I-Ij300f"}. 
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6.5 <l>uofl Kal OUOTanKa TOU In:PI£KTfl: 

6.6 Ol5flyifC; XPrl0I1C;/XfIPIOlJou: 

LTI"IV WToplvoAapuyyoAoyfa KOI OTllv OOOVTlaTPIK~ TO OlaAUj.Ja XPIlOIj.JOTTOIEiTOI W<; EXEI 

Via TTAUOEI<; TOU OTOj.JaTO<; Kal yapyapE<;, TpEI<; q>OPE<; TIlV Ilj.JEpa ~ Kal TTEPIOOOTEpO. 

fla TIlV Ka81lj.JEpIV~ TTpooraoia TOU OTOj.JaTO<;, TO oH1Auj.Ja apOIwvEral j.JE OUO j.JEPIl 

VEpO. 


1. KATOXOr THr MEIAr KYKJ\O<l>OPIAr: 

8. API0MOr MEIAr KYKJ\O<l>OPIAr: 

9. HMEPOMHNIA npOTHr ErKPlrHr/ANANEOrHr THr MEIAr KYKJ\O<l>OPIA:l: 

10. HMEPOMHNIA ANA0EOPHrEOr TOY KEIMENOY: 

2. 	 To ¢uMo OorlYl(.iJv Via TO Xp~aT'l q>aplJaKEUTlKWV TTP0"iOVTWV TTOU TTEPIEXOUV OpaOTIKO 
ouaTOTIK6 POVIDONE IODINE OpiSETOI we; E~~e;: 

<l>YJ\J\O OaHnnN 

1. npOrAIOPlrMOr <l>APMAKEYTIKOY npOIONTOr 

1.1 	EMnOPIKH ONOMArIA: 

1.2 rUV9EOfl: LlpaaTlK~ ouaia: Povidone iodine 
'EKooxa: 

1.3 <l>aplJaKOTEXVIKrl IJOP<Prl: LToj.JaTlKO oloAuj.Ja. 

1.4 nfplEKTlKOTIlTO Of l5paOTlKrl ouoia: Ko8E ml TOU olaAuj.JOToc; TTEPIEXEI: 
Povidone iodine 10 mg 
laoouvaj.Jo TTPO<; Iodine 1 mg 

1.5 nfplypa<prl·rUOKEUaoia: 

1.6 <l>apJ.i0Ko9fpOnWTIKrl KOTflyopia: AVTlal1TTTlKO 

1.7 YUEu9uvoC; KU KAo<popiac;: 

1.8 napaOKEUoOTrlC;: 

2. TI nPEnEI NA rNOPIZETE riA TO <l>APMAKO noy rAr XOPHrHrE 0 
r1ATPOr rAr 

2.1. rfvlKtC; nAflPO<popifC;: 

To «6volJa TTpo'i6vTOe;» TTEPIEXEI povidone iodine, IJIO X'lIJIK~ ouaia TTOU opa ETTlq>aVElaKO Kal 

TTapOUOIOsEI TI<; OVTlOIlTTTIKE<; IOI6TIlTEe; TOU Iwoiou. 
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6.6.YEn-E.4250-13/2 
(24(1) 

Na 1-111 OlaTIlPEire: TO q>oPl-laKa O'E EPI-IOpla TOU AOUTPOU, OIOTI 11 ~EO'TIl Kal 11 
uvpaO'ia I-ITTOPEi va aMOIwO'ouv TO q>OPl-laKO Kat va TO KaTOO'T~O'OUV ETTI~Aa~EC;; Via 
TIlV uVEia O'ac;;. 

Na I-IIlV KparOTE q>OPl-laKa TTOU OEV XPEIO~EO'TE TTAtOV ~ TTOU EXOUV ~Oll A~~EI. 
na I-IEvaAuTEPIl aO'q>oAEla KpaToTE oAa TO q>OPI-IOKO O'E oO'q>oAtC;; I-IEPOC;; l-IaKplO 

aTTo TO TTatOla. 

4. TPOnOI XOPHrHIHI 
f:.Ev aTTatTEiTOI laTplK~ O'UVTOV~ 

3. 	 01 olKalouxol Kal aVTlTTpOOWTTOI UTTOXPWUVTOI Yla TrIV E<papl.JOY~ Tile; aVWTEpw EYKUKAIOU. 

4. 	 KaroTTIv TWV avwTEpw TTauEI va IOXUEI Il EYKUKAIOe; lJae; IJE ap.17367/5-3-2009 

KOlvonoi!]o!]: 
ET. :ALAPIS PHARMA ABEE 

KapTarl30vIl 6 17564 n.¢oAIlPO 


H AIEY0YNTPIAAYEn 

Ano5iKTES Yla Evip'lEIO : 


1. 	 rEE0A1~yr 
A. MWOYEIWV 136 Ap. A. KOYTLOYKH 
155 61 Ae~va 

2. 	 YTT. Epyaolae; AnaoxoAIlOfle; & KOIVWVIK~<; npOOTOolae; 

rEVIK~ rpalJlJarEla KOIVWVIKWV Ao<paAlOEWV 

~/vOll Ao<poA10lle; Ao9EvElae; & MflTPOTIlTO<; 

LTOOiou 29, 101 10 A9r'jva 

(J.JE TIlv TTapoKAfloll EV'lIJEpwOlle; TWV AO<pOAIOTIKWV' . 

TOJ.JEiwv TTOU TTapEXouv YYEIOVOIJIK~ nEpI90A4'Il) 


3. 	 navEMr'jvlO larplKo LuMoyo 

nAOUTOPXOU 3, 106 75 A9~va 


(IJE Tflv rropOKAflOT] EV'lJ.JEPWOfl TWV 

TOTTlKWV larplKwv LuMoywv Tfl<; xwpoe;). 


4. 	 navEM~vlo ¢apJ.JoKEUTIKO LuMoyo 

nElpalWe; 134 & Aya9rWEpou 

118 54 A9~va 


(IJE Tflv rrapoKAflofl EVIlJ.JEpWOlle; TWV 

TOTTlKWV ¢apJ.JaKEUTlKWV LuMoywv Tfle; xwpae;) 


5. 	 navEM~vlO 'EvWOfl ¢aplJaKOrrOlwv 

NooflAEUTIKWV IOPUJ.JOTWV 

MlxaAaKoTTouAOU 99, 115 27 Ae~va 


6. 	 IKA-¢apJ.J/K~ YTT'lPWla 

Ay.Kwv/vou 8, 102 41 A9~va 


7. 	 orA KMooe; ¢apJ.JaKEUTlK~e; nEpleOA4'Ile; 

nOTflOiwv 30, 106 77 Ae~va 


8. 	 OIKOe; NauTou nElpOIWe; 
K. naAOIoA6you 15 

185 35 nElpaloc; 


9. 	 OfKOC; NauTou A9r'jvae; 

rAauOTWVOe; 2 & naTl']OrWV 

106 77 A9~va 


J. 
10. KEVTPO ~flAIlTIlPIOOEWV 


NOOOKOIJEIO nalowv "n.& A. KuplaKou" 

115 27 r ouor A9r'jva 

L<PEE 
A. Kfl<ploiae; 280 & AYPlviou 3 

15232 XaMvopl ATTlK~C; 
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/l/lYEIl-E.42S0-\3/2 
(240.) 

12. 	 novEMr'JVIO "EvWOIl <P0PIJOKoI3101JIlxovim; 
AalJlj.Io 7, 11524 AIJTTEMKIlTTol, A8r'Jvo 

13. 	 'i..uMoyo AVT/rrwv <P0PIJOKEUTIKWV Elowv & EIOIKOTr'JTWV 
GMt; TOTo"iOU 
180 XAjJ. E9vIKr'Jt; 0000 A8Ilvwv-AojJiot; 
14610 N. EPY8PAIA ATTIKH'i.. 

14. 	 tlEMfo AyopovolJiot; 
nOVEmOTrW[ou 42, 106 79 A8r'Jvo 

15. 	 TEBE - <POPjJOKEUTIKEt; YTTIlPEoiEt; 
Ay. KWVOTOVTfvou 5 
10351 A8HNA 

16. 	 Mil jJEAIl 'i..uMoywv 
(OTTWt; 0 TTivOK0t;) 

EIQTEPIKH ~IANOMH: 
1. 	 tl/vo'l A~loMV'lo'lt; npOTOVTWV 

a) TjJr'JjJo A~IOMYllo'lt; <P0PIJOKEUTIKWV npOTOVTWV 
13) rpOlJjJOTEio A' TjJr'JjJOTOt; EmoTlljJovlKOO 'i..ulJl3ouAfou EYKpioEWV 

2. tl/voll <POp/KWV MEAETWV & "EpEUVOt; 
3. 	 tl/voll tl/KwV YTT'lPEOIWV EMyxou npoIoVTWV 

TjJr'JlJo 'EKOOO'lt; & Kwo. ArrocpaoEwv 
4. rpOjJjJOTEio tlEUTEpo13a81J10U EmoTlljJovlKOO 'i..UlJl3ouAfou 
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