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L1/vor) L110IKr)TIKWV Ynr)pEOIWV EAtVXou npOIOVTWV A0HNA, 26-01-2010 
nArlpo<popiE<;: 0.MAPrAPH AP. npOT.: 5254 
Tr)J\t<pwvo: 213-2040000 

ErKYKI\IOI: - AnO<l>AI:H 

0EMA: Ko8oploj..lo<; nEpiAr)lIJr)<; XOpOKTr)PIOTlKWV TOU npOIOVTO<; KOI 4>OMo 00r)VIWV VJO TO Xp~OTr) 

<P0PI-I0KEUTIKWV npo"fovTwv nou m:pltxouv opaoTIKo OUOTOTIKO MEFENAMIC ACID, I-Iop<p~ 
E1TIKaAu~~ivo ~£. A£.lTrO u~tvlO ol()"Kio 500mgITAB,noD"I~O EValWpl1~a 50mg/5ml, 
YlToOna 500mg/supp. 

"EXOVTE<; unollJr): 
0) 	 TI<; OIOTO~EI<; Tr)<; KOIV~<; YnoupVIK~<; Ano<paor)<; L1 yr3 (a) 83657/2005 "nEpl EVOPI-lOVIOr)<; Tr)<; 

EMr)vIK~<; N0I-l08wia<; I-IE Tr)V aVTiOTolXIl KOIVOTlK~ OTOV TOj..ItO Tr)<; KUKAo<popia<; ...................... . 
TWV <P0PI-I0KEUTlKWV npdiovTWV, nou npoopi<';OVTOI Via av8pwTTlvIl Xp~or)", 

13) 	 Tr)v un' apI8j..1.: 8673/2/29-1-2009 (Op8~ EnaVOAr)lIJ11) Ano<paoll npotopou L1l:/E04> 
(4)EK.253113-2-2009) "nEpi I-IETO!3i!3aoll<; apj..lOOIOT~TWV OTOU<; L1IEU8uVTt<; TOU E04>", 

V) Tr) rVWj..IOTEUOr) TaU ETTIOTIlI-I0VIKOO l:ul-I!3ouAiou EVKpioEWV ap.4>-356/29-9-2006. 

AnO<l>AIIZOYME 

1. 	 H nEpiAllllJll XOPOKTIlPIOTlKWV TaU npOTOVTO<; <papl-laKEUTlKWV npoIovTWV nou nEpl£XoUV opaoTIKo 
OUOTOTIKO MEFENAMIC ACID, I-IOp<p~ E1TIKaAu~~ivo ~E AElTrO u~ivlo olD"Kio 500mg1TAB, 
nOD"l~o EvalWpl1~a 50mg/5ml, YlToOno 500mg/supp Opi<';ETOI w<; E~~<;: 

nEPII\HlJ.'H TON XAPAKTHPII:TIKON TOY npo"ioNTOI: 

ONOMA npOiONTOI: 


(Mefenamic acid) 


1. 	 ONOMAI:IA TOY <l>APMAKEYTIKOY npoi"oNTOI: 
ONOMA npOIONTOI: 

2. nOIOTIKH KAI nOI:OTIKH I:YN0EI:H 

Ko8E ETTIKaAuj..Ij..I£vO j..IE AmTo Uj..I£VIO oloKio mpl£XEI 500 mg I-IE<pOIVOIJIKOO o~£o<;. 


Ko8E KOUTOAOKI TOU VAUKOO (5 ml) nOOllJou EVOIWP~I-IOTO<; mpl£XEI 50 mg I-IE<poIVaIJIKOO 

o~to<;. 


Ko8E uno8ETo mpl£XEI 500 mg IJE<paIVOIJIKOO o~£o<;. 


Mefenamic acid (C15H1SNOz -N) : (2,3, -xylyl) anthranilic acid 


riO TOV nA~pr) KOTOAOVO TWV EK06xwv !3Atm nap. 6.1. 

3. <l>APMAKOTEXNIKH MOP<l>H 

ETTIKOAUI-II-I£VO IJE AETTTO UIJ£VIO oloKio. 

nOOllJo EVOIWPr)IJO. 

Yno8ETo. 
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5.3 npOMIVIKO lS£l5o...tvo VIO TIlV oo<poA£lo 

EniIJUE~, OTOU~ onoiou~ xopr1Y~8r)KoV MOEI~ IJEXPI 10 <pOpEe; IJEyoALmpEe; Tr)e; MOr)e; OTOV 
av8pwno. nopouoiooov IJEIWIJEVr) YOVI1J6Tr)TO, Ko8uOTEPIlOr) TOKElOU KOI IJEIWIJEVO nooooT6 
ETII!3iwolle; EWe; TOV onoyoAoKTlOlJ6. LTIl IJEAETr) OUT~, Ko8we; KOI OE IJIO aMr) OE oKuAoue; 
nou EA0!30V oEKonAOaro MOr) on6 Tr) MOil nou xopr)YEiTOI OTOV av8pwno, OEV 
nopOTr)p~81lKOV EIJ!3puIK£e; OVWlJoAiEe;. 

6. 	 <l>APMAKEYTIKEI nAHPO<l>OPIEI 

6.1 KOTOAovoC; TWV EKlS6xwv : 


AIOKio: 


EVOIwprwo : 


Yn69£TO: 


6.2 	 Aou... poT6TIlTEC; : KOlJio YVWOT~. 

6.3 	 AlopK£lo ~wtlC; : 

6.4 	 IlSIOiTEp£e; npo<puAo~£Ie; KOTO Til <puAO~Il TOU npo'i6vToe; : 

6.5 	 <l>uoll KOI OUOTOTIKO TOU n£pltKTIl : 

LlloKio 

EVOIWprllJO 

Yn68ETo 


6.6 	 OlSIlVi£e; XPtl0lle;/X£lplo",ou: LlEV EivOi onopoiH1TE~. 

6.7 	 KOTOXOe; Tile; ol5£loe; KUMO<popioC; : 

7. 	 API0MOI MEIAI KYKAO<l>OPIAI 

• LlloKio 
• Evolwpr)j.Jo: 
• Yn68Elo 

8. 	 HMEPOMHNIA npOTHI MEIAI KYKAO<l>OPIAI ITHN EJ\J\AAA 

• LlloKio 
• Evolwpr)j.Jo: 
• Yn68no 

9. 	 HMEPOMHNIA THI (MEPIKHI ) ANA0EOPHIHI TOY 
KEIMENOY 

8 
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2. 	 To <l>OMo OOI1VIWV Via TO XPr'JOTI1 <pOpIJOKEUTIKWV TTporoVTWV TTOU m:pl£Xouv OPOOTIKO OUOWTIKO 
MEFENAMIC ACID, 1J0p<pr') ETTIKahu......tvo IlE hUTTO U ... tVIO 61aKio 500mgIT AS, noatllo 
EValWprwa 50mg/5ml, YTTo9na 500mg/supp opi<ETOI we:; £~r'Je:;: 

<l>YMO Ol1HrlON riA TO XPHrTH 

1. 	 npOrl110PlrMOr <l>APMAKEYTIKOY npo"ioNTor 

1.1. 	 ONOMA npOIONTOr ETTIKOAUIJIJ£VO 1..1£ AmTo UIJ£VIO oloKio 500 mg/T AB 
nOOllJo £volwprwo 50 mg/5 ML 
YTTo9ETO 500 mg/SUPP 

1.2. ruv9£a'l: t.POOTlKD ouoio : 

'EKOOXO oloKiwv: 

'EKOOXO £vOlwpOyOTO(: 

'EKOOXO uTTo9ETWV: 

1.3. <l>aPllaKoT£xv1KtS 1l0pcptC;: 

1.4. n£pltKTIKOT'lTa a£ 6paaTIKr') ouaia: 

15. n£plypacpr')-ruaK£uaaia : 

1.6. <l>apllaKo9£paTTtuTIKr') KaT'lyopia: 

1.7. YTT£u9uvoC; KuKAocpopfac;: 

1.8. napaaKtuaaTrlS/ruaKtuaaTr')c;: 

Mefenamic acid 

ETTIKOAUIJIJ£VO 1..1£ A£TTTO UIJ£VIO oloKio. 

nOOllJO £vOIwprwo. 

YTTo9ETO. 


t.loKio : 500 mg avo oloKio. 

EVOIwPl1lJo: 50 mg O£ Ko9£ KOUTOAOKI TOU YAUKOU 

(5 ml). 

YTTo9£TO : 500 mg avo uTTo9ETO. 


To oloKio ONOMA npOIONTOr £ivOi XPWIJOTO<; 

KiTplvou KOI TT£PI£XOVTOI O£ KOUTIO TWV 15 oloKiwv. 

To £VOIWprllJO ONOMA npOIONTOr £ivol 

£OYWOTO, UTTOAWKO KOI TT£PltXETOI O£ 

KOPOIJ£AOXPOUV uaAlvo <pIOAioIO TWV 125 ml. 

Ta uTTo9ETO ONOMA npOIONTOr £ivOi AWKO KOI 

TT£PI£XOVTOI O£ KOUTIO TWV 8 uTT09tTWV. 


Mil OT£PO£IOte:; OVTI<PA£YIJOVwo£<; <pOPIJOKO. 


NA rNOPIZETE riA TO <l>APMAKO noy rAr XOPHrHrE 0 rlATPOr rAr 

2.1 	 r£vIKtc; nh'lPocpopi£S: 
To ONOMA npOIONTor £ivOI, tva 1JI'1 OT£PO£IO£<; <pOPIJOKO 1..1£ oTToO£O£IVlJtvlI O£ 
TT£lpaIJOTO~Wa, OVTI<pA£VIJOVWOII, avaAYIlTIKr') Kal OVTITTUP£TIKr') Opooll. t.£v £ivol VOPKWTIKO. 

2.2 	 Ev6d~£IC;: 

• 	 XPOVI£<; <PA£YIJOVWO£I<; Op9pOTT09£1£e:; (pWIJOTO£IOr')<; op9piTloo, 0YKUAWTIKr') 
OTTOVOUAOp9piTIOO, l\JWplaOlKr') ap9piTioo KATT.) 

• 	 EK<pUAIOTlKt<; Op9poTTo9m:e:; TT£PI<P£PIKWV op9pwo£wv KOI OTTOVOUAIKr')<; OTr'JAII<;. 
• 	 ETTwouva £~WOp9PIKO IJUOOK£A£TlKO ouvopolJa (TT£plop9piTloo, T£vovTinoo, TpOUIJOTIKte:; 

KOKWO£Ie:;, KATT). 
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13. nJ\HPO<J>OPIEl: riA THN OP00J\OrlKH XPHl:H TON <J>APMAKON 

To q>OPlJaKO aUTO oae; TO typaljJE 0 Ylmpo<; oa<; IJOVO Via TO OUYKEKPllJtVO ImplKO oa<; 
rrpol3AlllJa. !'J.EV Sa rrp£rrEI va TO OiVHE OE oMa OTOlJa ~ va TO XPIlOllJOrrolEiTE yla 
KorrOla oMIl rrOSIlO'l, xwpie; rrpO'lyoUlJtvwe; va tXHE OUIJ130UAWTEI TO YlaTpo oa<;. 

Eov Kmo Til OlopKEla Tile; SEparrEia<; EIJq>aVIOTEi KorrOIO rrpol3A'llJa IJE TO q>OPJJaKO, 
EV'lIJEPWOTE alJtowe; TO Ylmpo oae; ~ TO q>aplJaKOrrOIO oae;. 
- Eov tXHE orrolao~rroTE EPWTlllJmlKo yupw arro TIe; rrAIlPoq>opiEe; rrou aq>opouv TO 
q>oPlJaKo rrou AalJl3oV(TE ~ XPEIO~WTE KaMmpll EV'lIJ£PWOIl yla TO ImplKo oae; 
rrpol3AlllJa 1J'l OIOTOOHE va ~IlT~OETE TIe; rrAIlPoq>opfEe; aUTte; arro TO Ylmpo oae; ~ TO 
cpapIJaKOrrOIO oae;. 
- ria va E[VOI arrOTEAWlJmlKO Kal aoq>aAt<; TO CPOPlJaKO rrou oa<; XOPIlY~SIlKE Sa rrptrrEI 
va AalJl3ovETOI oUIJq>wva IJE TI<; oOllyiEe; rrou oae; 06SIlKav. 

ria Tllv aoq>oAEIO oae; KOI T'lV uYEia oae; EivOi arrapaiTrlTO va OlOl3ooHE IJE rrpooox~ 
KOSE rrAllpocpopia rrou acpopo TO cpdPlJaKO rrou oae; xoprlY~S'lKL 
- Na IJIl Olm'lPEiTE TO cpdplJaKa OE EplJdpla TOU AOUTPOU, Ylmi 11 ~toTIl KOI 11 uypaoia 
IJrropEi va aMolwoouv TO cpdPlJaKO Kal va TO KaTaOT~OOUV ETTlI3Aal3te; yla T'lV uYEfa 
00<;. 

- Na IJIlV KpmOTE q>OPlJaKa rrou OEV TO XPEIO~WTE rrAtov ~ rrou ~O'l tXOUV A~~EI. 
- ria IJEyaAuTEP'l aocpOAEla CPUM~TE OAa TO q>OPlJaKa OE aocpaAt<; IJtpoe; lJaKplO arro TO 
rrOiOIO 

4. 	 Tporroe; OIOSWIle; : 
To cpdPlJaKO aUTO XOP'lYEiTOI IJE ImpIK~ OUVTOy~. 

3. 	 01 OIKalOUXOI Kal aVTlTTpOOWrrOI urrOXPWUVTOI yla TIlV EcpaPlJoy~ TIl<; avwTtpw EYKUKAiou. 

4. 	 KmoTTIv TWV avwTtpw rrauEI va 10XUEI '1 EYKUKAIOe; lJae; IJE ap 8408/4-3-02. 

KOlvorroinon: 
Er. : PFIZER HELLAS A.E. 

/\EO<l>.MEl:OrEION 243 
15451 N.4'VXIKO 

ArrOO£KTEc; yla EvtpVEla : 
1. 	 VrroupYEfo VYEia<; & KOIVWVIK~e; AAA'lAEYYU'le; H !'J.IEY0YNTPIA!'J. YEn 

f1Jvo'1 <l>aPIJOKWV & <l>aPlJaKEiwv 
APIOToTtAoue; 17, 101 87 AS~va 

2. 	 rEEGN!'J.Vr 
/\. MWOYEiwv 136 !'J.p. A. KOYTl:OYKH 
155 61 AS~va 

3. 	 Vrr. Epyaoiae; ArraoxoA'1olle; & KOIVWVIK~e; npooTOoiae; 
rEVIK~ rpalJlJmEia KOIVWVIKWV AocpaAioEwv 
f1Jvoll AocpoA101le; AoStvElae; & M'lTpOTIlTOe; 
LTOOiou 29,101 10 AS~va 
(IJE Hlv rrapoKAlloll Evrwtpwolle; TWV Aoq>aAIOTIKwV 
TalJEiwv rrou rraptxouv YYEIOVOIJIK~ nEpiSaAljJll) 

4. 	 navEAMvlO ImplKo LUMoyo 
nAOUTOPXOU 3, 106 75 AS~va 
(IJE Tllv rrapoKAlloll EVlllJtpwoll TWV 
TOTTlKWV ImplKwv LuMoywv Tile; xwpae;). 

5. 	 navEM~vlo <l>aplJaKEUT1KO LuMoyo 
nElpOlWe; 134 & AyaS'llJtpou 
118 54 AS~va 
(IJE Tllv rrapoKAlloll EVlllJtpwolle; TWV 
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TOTTlKWV ¢apl..I0KWTlKWV LuM6ywv Tile; xwpOe;) 

6. 	 nav£M~vlo 'Evwo'l ¢OPI..I0KOTTOIWV 

NOOIlAEUTlKWV lopu\JclTWV 

MIXOAOKOTTOOAOU 99, 115 27 AS~vo 


7. 	 IKA-¢op\J/K~ YTTIlPwio 

Ay.Kwv/vou 8,102 41 AS~vo 


8. 	 orA KAaooc; ¢oPl..IoKWTIK~C; n£piSOAljJ'lC; 

nOTlloiwv 30, 106 77 AS~vo 


9. 	 OiKOC; NoOTOU n£lpOIWC; 
K. noAolOAOYOU 15 

185 35 n£lpOldc; 


10. 	 OiKOC; NoOTOU AS~voC; 


rAoOOTWVOC; 2 & nOT'lofwv 

106 77 AS~vo 


11. 	 KtvTPO hIlAIlT'lPldo£wv 

NOOOKOI..I£io noiowv ''n.& A. KUPloKOO" 

11527 rouoi 


V12. 	 l:¢EE 
ABoo. r£wpyiou 50 & M. AoioC; 
152 33 XoMVOPI, AS~vo 

13. 	 nov£Mr'jvlo "EvWOIl ¢OPI..IOKo!3I0I..lIlXovioC; 

I\dl..lljJo 7, 115 24 A\JTT£AOKIlTTOI, AS~vo 


14. 	 l:OMoyo AVT/TTWV ¢oPI..I0KEUTIKWV Elowv & EIOIKOTr'jTWV 

006C; TOToiou 

180 XAI..I. ESVIKr'jC; 0000 ASllvwv-l\ol..lioc; 

14610 N. EPYGPAIA 


15. 	 h£ATio Ayopovol..lioC; 

nOV£TTlOTlll..liou 42, 106 79 ASr'jvo 


16. 	 TEBE - ¢OPI..IOKEUTIKEC; YTTIlPwi£c; 

Ay. KWVOTOVTivou 5 

10351 AGHNA 


17. 	 MIlI..IEAIl l:uM6ywv 

(OTTWC; 0 TTivoKOC;) 


El:OTEPIKH hIANOMH: 
1. 	 h/von, ¢op/KWV M£A£TWV & "EpEUVoC; 
2. 	 h/von, h/KWV YTTIlP£OIWV EAtyxou npoI6vTWV 


TI..lr'Jl..lo 'EKoOOIlC; & Kwo. ATTO<pdo£wv 

3. 	 r pO 1..1 I..IOT£io ETTlOTIlI..I0VIKOO l:ul..I!3ouAiou EYKpio£wv 
4. 	 rpol..Il..IOT£io hEUT£po!3dS\Jlou ETTlOTn,I..I0VIKOO l:ul..I!3ouAiou 
0.M.01/2010 
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