EAAHNIKH AHMOKPATIA
EGONIKOZ OPIANIZMOZ ®APMAKQN
Meooyziwv 284, 155 62 XoAapydg AOHNA, 9-8-2005
AP. MPQT.: 48640
Alvon AioiknTikwy Yrnpeaiwyv EAéyxou MpoibvTwy
MAnpogopieg: M. BAAXOZ
TnAépwvo: 210-6507200
EFKYKAIOZ - ATTO®AZH

OEMA: KaBopiouog Mepihnwne XapaktnpioTikwy Tou Mpoidvrag kai PUAo Odnyiwv yia
70 XpioTN QAPUOKEUTIKWV IBI0TKEUACUATWY TTOU TTEPIEXOUV DPATTIKO OUCTATIKO
AZELAIC ACID.

"ExovTeG uTTdwn;:

a) Tig dataeig Tou ApBpou 8 TG Koivhig Ymoupyikhic Amégaang AB/9392/91 “Tepi
gvapuoviong g EAAnvikiic NopoBeaiag pe Tnv avrioToixn KoivoTikiy oTov Topéa Tng
KUKACQOPIOG ........... TWV PAPHAKEUTIKWY IBI0TKEUATUATWY,

B) Tnv um apiBu.. 2044/13-1-2005 Amogpaaon Mpoidpou AZ/EODP (PEK.75/24-1-2005)
“Mepi petaRiBaong apuodiotiTwy oToug Aleubuviég Tou EOD”,

Y) Tn Mvwpdreuon Tou EmoTtnuovikoU ZupBouliou Eykpicewv ap. ®-167/30-5-2005

ANMMODAZIZOYME

1) H MepiAnyn XapakmpioTikwy Tou MNpoioviog QapuoKeUTIKWY IBIOCKEVAOUATWY TTOU
TTEPIEXOUV BpaaTiké cuoTtatiké AZELAIC ACID, opietal wg €€AG:

l MEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOZX

1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOZ
AZELAIC ACID 20% Kpéua

2. MOIOTIKH KAl NTOLOTIKH ZYNGEIH
19 kpépag ‘ TepiExel 0,20g aleAaikou oféoc.
FMa ta ékdoxa, BA. 6.1.

3.  OAPMAKOTEXNIKH MOP®H
Kpéua

4.  KAINIKA ZTOIXEIA

4.1 OepamreuTikég evBeileig
Fia v avakoU@ian ammd v Ama £we METPIOC BapUTRTaC KOV aKuN.

4.2 Aoooloyia kat TPOTrog XopRynong

H xpéua AZELAIC ACID 20% evdeikvutal pévo yia deppatikr xprion. Mpiv v s@apuoyn
™G 10 OépHa TTPETE! va koBapileTan KOAG pe vepd Kai va oTeyvveral, Miopei va
XpnoigoTmomneei £va fitmo kabapioTikd SépuaTog.



H kpéua AZELAIC ACID 20% TrpéTrel va eQapuoleTal HE QEIBW amg npooBeB)\npsvsg
TEPIOXES Tou dépuartoc OU0 QopES TNV NuEPa (1o TTPWI Kal TO chf?u) Kai va EVTpl’BETGI
amaAd. Nepimou 1 g = 4 cm KPEPAG ival ETTAPKIG TOTOTNTA YIG OAn TNV TEPIOXN TOU
TTPOCWITOU.

Aev TIPETTE! VA XPNOILOTIOIEITAI OTEYAVH KGAUWN A ETIKAAUWN pE YAda Kal Ta XEPIO TTPETTEL
va TTAEVOVTal JETA TNV EQAPHOYH TNG KPEHAS.

Eival onuavTiké va XprioiuoTIoIEiTE TRV KPEUa XWPIC DIAKOTI KaTa T SIGPKEI OANG TNG
TTEPIGSoU BepaTreiag.

AocBeveic pe euaioBnmn emobepuida Tpémer Katd T SIAPKEIA TNG Trpch'ng eBunqéag
Bepateiag va xpnototroiotv Ty kpéua AZELAIC ACID 20% uévo pia gopd tnv nuepa (to
Bpadu) kal PETA va guvexicouv T BepaTreia 600 YopPES TNV NUEPQ (TO TTPWI KAl TO Bpgéu).
Ze TepimTwon epebiopol Tou dépuarog (Oeite 4.8 "AvemBupnTeEg avépysleg"),’ TIPETTEI vd
MENVVETAI N TTOOGTNTA TG KPEUAG AVA EPAPHOYN N VO HEIWVETAI N GUXVOTATA Xpriong mg o€
Hia @opa TNV nuépa pEXP! va UTTOXWPNROE! 0 pebionds. Av eival aTrapaitnto, 8a TTPETTE va
SIaKOTrEl TTPOCWPIVA 1 BEPATTEID Yia AiyES NUEPES.

H diapkeia xpriong g kpépag AZELAIC ACID 20% evdéxetal va TrolkiAAel amd aTtopo o€
aTopo Kai e§apTarar £TIONG AT TN ooRapdTNTA TS SEPUATIKAG JraTapaxns. '
Mevikd, pia oagrig BeAtiwon yiveral opar eviog 4 eBdouddwy. MNa va Exete 1a KG)\U’TEDG'
duvard armroteAéopara, n kpépa AZELAIC ACID 20% wumopei va xpnoigotroinBei eti
QAPKETOUG MRVES, CUHPWVA HE TO KAIVIKO aTTOTEAEOHO OX1 OHWG Avw Twv 6 unvwy. Edv dev
TapouciacTei BeATiwon PETA amd 1 YAva i Qv e@avioTel emOeivoan TG akung, n Xpron
™G Kpépag AZELAIC ACID 20% Tmrpémer va DIGKOTITETA! Kal Vo AapBdvovial utrown GAAeg
BeparreuTikég péBodoL.

4.3 Avrevdeitsig

YmepeuaioBnoia oto adeAdiké ofU 1fj oe omoiodrmore amd T Eékdoxa, iSiaitepa TNV
TTPOTTUAEVOYAUKOAN,.

4.4 IS1aitepeg TPOEIBOTTOINOEIG KAl 1IBIAITEPES TTPOPUAGEEIS KATA TH XpAON
Ma efwreptkn xprion povo.

H kpéua AZELAIC ACID 20% Trepiéxel Bevdoikd ofU kai TTPOTTUAEVOYAUKOAN, Ta OTroia
MTTOPOUV va TTPOoKGAEToUV ATTIO £peBIOUS TOU BEPUATOC KAt Twv BAsvvoydvwy. Mpémel va
OiveTal TTPOCOXK, WOTE va QTOPEUYETAl N EMAPA HE TO WGTIA, TO OTOHA Kal GAAOUG
BAevvoyovoug kar Trpémer va Sivovtal oTouc agBeveic of avrioToixec odnyieg (BAéTe
Tapdypago 5.3. MpokAiviKd OToIXeia yia TV acdAeia). Ze TEPITTTWON TUXAIAC ETAQS, T
pama, 7O oTéHa KaW/r) of TTPOCRERANKEVOL BAEVVOYOVOI TIPETTE! va EeTTAévovTal Pe dgBovn
ToooTNTA VeEPoU. Edv 0 £peBIouOs Twv PaTIY EMPEVEL, o aoBeveic TTpETEl va avalnTouv
IaTPIKN) OURBOUAR. Ta XEpia TTPETTE! VO TTAEVOVTAI HETG QTTO KABE EQAPUOYR TS KPEMAG .

H aogpdieia kai n amoteAeopanikdmra g kpépac AZELAIC ACID 20% 8ev £xouv
amodelxBei og TadIA NAIKIAS KATW Twv 12 £TWV.

4.5 AAANAemIOpaoeig pE GAANG  QOPUOKEUTIKA TIPOIOVTA Kai GAAEC HOPQEC
aAAnAemidpaong
AANAETIOPAOTEIS e GAAG Pdpuaka Bev £xouv avapepBei Ewe TWpa.
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4.6 Kinon ka1 yaAouxia ] ]
Agv utrdpyouv gToixeia yia TNy ac@daAeia Tou adehaikou 0fEog otV KUNON Kal m ya)\puxlg.
Aia ToUTO CUVIOTATA! VO aTTOQEUYETAI I XPACN Tou TNV KUNON Kal TN \{’cx)\ouxq, EKTOG EQV
gival kpiveral ouciwdeg kar Bev UTTAPXE! KATAAANAN evaAAaKTIKY} BepaTreia. ME)\E’{SQ ot Cg)a
Sev utrodeikviouv BAARBEPEC ETIBPACEIC GTO £UBPUO, HETA TN XPACN Tou aleAdikou 0&Eog
aTrd TNV £YKUO. ] )
Ta Bpépn dev mpémer va EpxovTal Ot ema®n ME 10 BEppA / TOUG HOOTOUG TTOU EXE!
EPAPUOOTE] TO aleAdiKO 0fU.

4.7 Em&pagsig oTnv IKAVOTNTA 08YNONG KO) (EIPIOPOU UnXavwy
Kayia yvwo1n.

4.8 AvetniB0unTeg evépyeieg .
Tomikdg epeBiouds Tou dépuarog (T.X. epubBpdrng A amoAémon, Kvnouds n symupa)
HTTOpPE va eupavicBolv O OPICUEVES TTEPITTTWAOEIG. ZTHV TTAEIOVOTATA TWV TIEPITTTWOEWY O
€PEBIONOG gival (ITIOS KAl UTTOXWPET [E T GUVEXION Thi¢ BepaTTeiag. ’

Edv o epeBioudg Tou dépUATog cival £VTOVOS Kai ETTIMEVE! TTRETTEL VO HEIWVETAI N TTOOGTNTA
™G Kpépag avd E(pappoyr] f] VO JEIWVETAI N guxvaTnTa Xxpnong g kpéuag AZELAIC ACID
20% ot pia @opd TV NUEPa WEXP! va UTTOXWPROE! 0 EPEBICUAS. Av eival anapalmro Ba
TTPETTEI va SIaKOTTE] TTPOCWPIVA N BepaTreiat yia AieC NHEPES.

MoAU otrdvia €xouv avagepBei avTidpdoeic gwToeuaianoiag. Emiong oAU omavia £xouv
avagepBei aAAepyYIKEG SeppaTikéC avTIOPAOEIC (TT.X. ECAVBNUQ).

4.9 YrrepdoooAoyia

MeAéteg ogeiag TogikdTNTAG OF TTEIPAUATOlWa SEV DEXVOUV OTI TTPETTEL VA AVAUEVETAI
KivOuvog ogeiag Tog§IKOTNTAG META aTTO £QATTal SepuaTKY UTEPGOTOAOYia (Epapuoyr} ot
MEYAAN £TMIPAVEIR UTTO OUVBIKEG TTOU EUVOOUV TNV ATTOPPOEPNOT]) 1} ATTG TOU OTOHATOS
KaTatoon.

5. DAPMAKOAOIIKEZ IAIOTHTEZ

5.1 QapPaKoBUVAHIKEG IBIOGTNTEC ]
®appakoBepaTTeuTIKY KATNYOpia: TKELACUA KATA TS GKUAG YIa TOTTIKE Xpron

Kwdikg ATC: D10A X03

Akpry: _

H avripikpoBiakr) 8pdon kai n dueon emidpaon ot BUAGKILBN UTTEPKEPETWAT BEWPOLVTAI
TTWG aIToTEAOUV TN BACN TNG BEPATTEUTIKNG ATTOTEAECHATIKOTATAC Tou aleAaikoU 0§£0g oTnv
akpr.

In vitro kai in vivo 10 aeAaiké 00 avaoTEAAE! TOV TTOMOTTAGOIOONS TWV KUTTEPWVY TN
Keparivng  omPAdag kAl EMOVAQEPE]  OTO  QUOIOAOYIKO TIC  TEAIKEG  Bladikaoieg
Siagopotroinong g emdepuidag, of oTroiec xouy SiaTapaxBei AOyw TS aKHAC.

KAIvikg, n kpépa AZELAIC ACID 20% smipépel onuavnm HEiWON OTn CUYKEVTPWON TOU
Propionibacterium acnes , xaBw¢ Kai oNUAvTIK) WEIWON TOU KAGOPATOC TWV £AEUBEpWY
NTTapwv ogéwv ota Aimridia TG emidepidac.

5.2 QapuakokivnTIKEG IBIOTNTES

To adelaiké oy dieioduel oe AAEC TIC oTiRdadeg Tou BEPUATOC HETA ATTO TOTTIKN £QAPLIOYN
MG Kpepag. H dicioduon eival o Taxeia O KATEOTPAUUEVO ATTO OTI O aKEPAIo DEPUA.
ZUVOAIKG 3,6% TG XOpnyoUudevnc 060N arroppoedTal SIASEPUIKA HETA aTrd £QATTAL TOTTIKNA
Epappoyn

5 g Kpépag AZELAIC ACID 20% oo TpdowTo.



Mogoato 43% Tou aleAaikoU ofEog BeaPELETAI ATIO TiG TTPWTEIVEG TOU wAdcpaTog. ’
‘Eva uépog Tou alehadikol 0f£0C TTOU aTTOPEOPATal HECW Tou BEPHATOG aTTORGAAETAN UTTO
avahAoiwTn popoer] ota oupa. To umdAommo pépog dIooTTaTal HEOW B—ogeiéwong ot
Bpaxeiag aAiooou SikapBoulika ofta (C7, Cs), Ta otroia £xouv eTriong BpeBei ota oupa.

5.3 MNpokAvika gToIXeia yia Tnv ao@dAsia

MeAéte¢ ouOTNUOTIKAC avoxAc HETG amd emavaAapfavopevn amd Tou OTOPATOG KOl
SeEpUATIKN epapupoyrh T000 Tou adeAdikol 0fEog 600 Kai TNG PAPUAKOTEXVIKAG HOPQNS NG
KpEUAg, Sev EBwoav OTOIXEIR OTI TIPETTE! VO AVOPEVOVTOl QVETTIIBUUNTEG EVEPYEIEG, AKOUN KAl
KATW aTrd OKPOiES CUVBRKEG OTTWC N £PapPUOYT] OF PEYGAES TTEPIOXEG TOU CWHATOG Kavn
KATW a1réd aTeyavo emidETuo.

MeAéteg TTou €yivav e ZWa TTAvw OTHV apvnmikr emidpacn oty avarrapaywyry Sev
avédeigav Trapduolo kivduvo katd 1 Bepameutkn xprion Tou AZELAIC ACID la
TEPIOCOTEPES TTANPOPOPIEG OXETIKA We TV eURpuUOTOEIKGTATO Kat TNV TOEIKATATA KATA TNV
TTEpI-/HETAYEVVNTIKE TTEPIodO BAETTE TTapdypago 4.6 «Kunaon kal yahouxia».

MeAéteg TTou Oie€AxBnoav pe 10 aleAaikd ofl in vitro kar in vivo Oev avédeifav
HeTaAAagioyovo eTTidpacn oTa CwWUATIKG Kol oTa BAAoTIKG KUTTOPA.

Aev éxouv DieaxBei e10IkEG UEAETEG oyKoyEveone yia To adeAaikd ofu. Ta Treipduata autd
Oev BewpolvTal atrapaitnta, 5idT To adeAaikod ol epgavileTal oTa TAQICI TOU PUOIOAIKOU
petaBoMopol Twv BnAacTikwy. Emiong dev Siakpivetal kivBuvog oykoyeveong 1600 atmd Tn
Xnuikn dopn g ouoiag 600 ka1 amo Ta Siabéoiua Sedouéva Twv TTPOKAIVIKWV PEAETWV, T
oTroia deixvouv tnv atroucia TogIkATNTAE WE €181kO GPYavo-0TOXO, TNV atrouaia emidpacng
agtov TToAAaTTAQCIGOKO TWV KUTTAPWY, KaOwg Kal nv aTtrougia
yevotogikdmrag/ueTarragioyévou dpdong.

Ta armoteAéouara epeuvidv TTou die§AxBnoav ot Jwa OXETIKA ME TV TOTTIKN avoXr TOu
AZELAIC ACID atrd to déppa £dei§av Amiec avnidpdoeig duaavegiag.

H emagn g Kpépag ue Ta pdna TPETTE! va atroQeUyeTal Adyw TN HETPIOG £WG ooBaprig
epeBioTIKrg dpdong TTou TrapartnpErdnke ot WeAéTeg avoxric Trou SiegrxBnoav ora pdria
KOUVEANILWV Kal TTIBAKWV.

H Kkpépa AZELAIC ACID Oev £deie gayeowpoyevwnTiky dpdon ot Teipduara o auTid
KOUVEAIWV.

Aokiyacieg peyiototroinong oe vdoxoipoug Bev QavEPWOAV £UXICBNTOTTOINTIKEG IBIOTNTEG
NS ouaiac.

6. PAPMAKEYTIKA ITOIXEIA
6.1 KardAoyog ekd6xwv

6.2 AcupBarérnTeg
Aev spapuoleTal.

6.3 Alapkeia whg



6.4 151aiTepeg TPpOPUAAGSEIG KaTA TNV QUAAEH ToU Tl'pO'I'(')VT,Og
Omwg avagépovTal oTnVv Adeia KUKAOPOPIag Tou TTPOIoVTOG

6.5 ®Uon KA1 CUCTATIKA TOU TTEPIEKTH

6.6 Odnyieg yia T xprion, To XEIPITHO KAl TV amroppiyn
Kauia €idikr amraitnon

7. KATOXOZ THZ AAEIAZ KYKAOOOPIAZ
8. APIOMOZ AAEIAZ KYKAODOPIAZ
9. HMEPOMHNIA THX NPQTHZ AAEIAZ/ ANANEQTHZ THZ AAEIAZ

10. HMEPOMHNIA THE (MEPIKHZ) ANAGEQPHZIHZ TOY KEIMENOY

dedekdeRkkdkdohkhk kkhrk AR hr kA RARRIERRIR KRR Rhhhrhhdhkkhhdokkdhhkihhhkihhkihhkhkkdhhhhihdrkhhikhidkdhhdirr

2) To ®UAo OBnyiv yia To XPAon QAPHOKEUTIKWY IGI0CKEUAOUATWY TTOU TTEPIEXOUV
dpaoTikd cuoTarikd AZELAIC ACID, opiletal wg €€1i¢:

( OYAAO OAHIMQN A TO XPHEITH

1. MPOZAIOPIZMOE TOY ®PAPMAKEYTIKOY MNMPOIONTOZ

1.1  Ovouacia, yoppn, TTEPIEKTIKOTNTA
AZELAIC ACID 20% Kpéua

1.2 XuvlBeon

ApacTika ouorankd: aleAaiko ofu
Exdoxa:

1.3  QapuaxoTexviki yopen
Kpéua

1.4 NepiekTikéTNTA OE BPAOTIKA OUCTia
1g kpepag ™ mepiExel 0,20g aleAdikoU ogEog.

1.5 Tlleptypaen - Zuokeuagia

1.6  QDapuoxobeparreuTiKf KaTnyopia

ZKEUOONA KATd TG aKpAg yia TOTTKA Xprion
1.7 YmeGBuvog kukAogopiag:

1.8 TapaokevaoThg

()]



2. TI MPEMNEI NA TNQPIZETE A TO ®APMAKO MOY ZAZ XOPHIHZIE O TATPOZ
ZAZ

2.1 Tevikég TAnpogopitg

H kpéua AZELAIC ACID 20% dpo katd Twv Baktnpidiwv Propioqibacterium acnes Tou
Taidouv onuavtikd poAo atn dnuioupyia TG akurg. ETriong HEIVEL TNV cxvonTruﬁn TWV
KUTTAPWY TnG Kepartivng ompBadag, Ta omoia mTpokahoUv aATro@pagn Twv TOpwv Tou
déppartog oxnuaTifovTag daTpa Kai aupa oTiyuara.

2.2 Evdeigag ’ ' '
Ma Tnv avakol@ion oo TNV ATTIA WG PETPIAS BaplTnTag KOIVE aKu.

2.3 Avreveigeig o ’
YmrepeuaioBnaia oTo adeAdiké ofU 1) ot otroiodroTe amd Ta ékdoxa, Idiaitepa Ty
TTPOTTUAEVOYAUKOAN.

2.4 IdiaiTepeg TTPOEISOTTOINCEIS KAl TTPOQUAGEEIS KATA T XpRoN
2.4.1 Tevika
MNa e§wrepikny xprion poévo.

H kpéya AZELAIC ACID 20% Trepiéxel Bevqoikd ofU Kkai TTpOTru)\evoyAgKéAr], Ta_ omoia
PTTOPOUV va TTPOKAAEToUV Ao epeBIoUd Tou DEPUATOC KOl TWV B)\Evvquvwv. ﬂpszsl val
Oivetan TTpogoxn, WOTE va amO@eUYETAl N €TAQF ME TGO WATIA, TO OTOUA Kai a)\/\c?ug
BAevvoyovoug kai TPETTEl va divovral OTOUG QOBEVEiC O QVTIOTOIXES o§nylag (L-})\sm:
Tapdypago 5.3. MpokAvIKG OTOIXEIa yIa TNV GoQAAEIa). € TEPITITWAON TUXaiag EmaPRg, Ta
MaTia, To oTopa Kal/f ol TPooReRAnuévol BAEvvoyovol TTPETTE! va EETTAEvovTal UE a(peoyr]
TToooTNTA VEPOU. EQV 0 £PEBIONOG TWV HATIWV ETTIMEVE], OI QOBEVEIC TTPETEL va qvaCmouv
1aTpIKA cUUBoUAR. Ta xépia TPETe! va TTAEvovTal YETE ATTO KABE EQAPUOYK TNG KPEWAG .

2.4.2 HAIKiwpévol

Aev utrdpxouv IBICITEPES TTPOEISOTTOIRTEIC.

2.4.3 Kinon .
Agv utrdpyouv oToixeia yia TV acpdAsia tou aleAaikoU oféog aTtrnv KGnon. Alg TOUTO
OUVIOTATAl Va ATTOQEUYETAI N XPAOTN TOU GTNV KONOT), EKTOC €AV Eival KPIVETQH OUCILWIDES Kal
Oev uTrapxe! KaTAAANAN eVaAAGKTIKY BepaTreia. MeAETeC ae Jwa Sev UTTOBEIKVUOUV BAGREPEC
emMOPACEIG OTO EURPUOD, PETA TN XPrioN Tou aleAdikol ofEoc atrd TV £yKuo.

2.4.4 Tahouyia

Aev umrdpxouv aToixeia yia TV ac@dAsia Tou aleAdikol offoc aTn yahouxia. Ala ToUTo
ouVIOTATal VO aTTOQEVYETAl N XPRON TOU OTN yaAouxia, EKTOC EGV Eival KPIVETAI OUCIBES Kal
Oev UTTAPXEI KATAAANAR evaAAGKTIKY Bepatreia.

Ta Bpepn dev Trpétrel va épxovial g€ ETTaQn KE 1O OEPUA / TOUG JAOTOUG TIOU EXEI
€QapuoaTEi TO aleAdikd o&u.

2.4.5 Naidia

H ooedAeia kai n amoteAeopankdmra ¢ kpépac AZELAIC ACID 20% Sev £xouv
atmoleixBei o€ TTaIdId NAIKIag KATw Twv 12 ETWY.



2.4.6 EWidpacn otV IKAVOTNTA 05AYNONG KAl XEIPITUOU UNXAVIPATWY

Aev gival yWwOTEG TETOIEG ETTIOPATEI.

2.4.7 IB1QiTEPEC TTPOEISOTIOINOEIG Yia T TEPIEXOUEVA EKBOXT

H kpéua AZELAIC ACID 20% Trepiéxel Bev{oikd ogu Kal TpoTTUAEVOYAUKOAR, Ta OTroia
LTTOPOUV VO TTPOKAAEGOUY [TTIO EPEBITHO TOU DEPUATOS KAl TWV BAEVVOYOVWV. AEV TrPETTE!
va XproiJoTroieite TNV kpépa AZELAIC ACID 20% edv éxete uTepeuaiadnoia ota ékdoxa
TOU TTPOIGVTOC, 18IaiTEPA OTNV TPOTTUAEVOYAUKOAR.

2.5 AMnAemidpaoeic pe GAAa @dppaka Kal GAAES pop@ig alAnAeTridpaong
ANNAeTISpdoEic uE GAAG Aappaka dev £xouv avagepBei Ewg Twpa.

2.6 Aocgoloyia

H kpéua AZELAIC ACID 20% evdsikvutal povo yia depuatiki xprion. Mpiv v EQApHOYH
G To dépua Tpémel va kabapileTal KOAd He vepd Kai va oTeyvwveral. Mrmopei va
XpnoidomoinBei Eva Ao KabapioTikd dEpuarog.

H kpépa AZELAIC ACID 20% Trpémrel va epappoletal Ye Qeidw oTig TPooReBAnuéveg
TEPIOXESG TOU BEPUATOC BUO QOPES TV nuépa (To Tpwi Kal To Bpadu) Kai va evrpiBetal
armald. Mepirou 1 g = 4 cm Kkpépag sival eTapkrig ToodTTa yia GAn Tnv TERIOXN TOUu
TPOCWITOU,

Agv TIPETTEl VO XPNOIMOTTOIEITAl OTEYAVE KAAUWN [ ETIKAAUWN HE YAda Kat Ta XEQIQ TTPETIE!
va TTAEVOVTal HETA TNV EQAPHOYT] TNG KPEUOC.

Eival onuavTikd va XpnoluoTroiEiTe Thv Kpéua xwpig dlakotr katd T Sidpkeia 6Ang mg
TTEPI6GoU BepaTreiag.

AoBeveic pe euaiolnmn emdepuiSa mpétrel kar@ T Sidapkela ™G TPWING £fdouadag
BepaTreiag va Xpnoidotroiouv v Kpéua AZELAIC ACID 20% poévo pia gopd Ty nuEpa (To
Bpadu) kai HETG va guvexioouv Tn Bepateia 500 Yopég TNV nUépa (To TTPwWI Kal To BPadu).
Ze TEPITTTWON €peBiouol Tou dépuarog (Seite 4.8 "AvemBUUNTEG EVEPYEIES"), TIPETTEL VA
HEIWVETAI ] TTOTOTATA TNS KPERAG AVE EQAPHOYT 1 VA UEIWVETAI N CUXVOTNTA XProNG TNG O€
pia @opd TNV nuépa PEXPI Va UTTOXWPAOE! 0 £peBiopds. Av ival arrapaitnTo, 8a TPETTEl va
StakoTrei Tpoowpivé n Bepartreia yia Aiyec NUEPEC.

H digpkeia xpriong g kpépag AZELAIC ACID 20% evBéxeTal va TTOIKIAAEL aTTd GTOHO OF
aropo kai e§aptarar etriong amo T goBapdtnta ¢ depuaTKAg diarapaxris.

Fevikd, pia cagnrig BeAtiwon vivetar opat evidg 4 eRSopdadwy. MNa va EXETE Ta KAAUTEPQ
Sduvara amoteAéouparta, n kpépa AZELAIC ACID 20% pTropei va xpnolpotroinBei erri
OPKETOUG HAVEG, CUM@WVA HE TO KAIVIKO OTTOTEAEOUO OX1 OPWG avw Twy 6 pnvwv. Edv dev
TTapouctacTel BeAtiwon ueTd amd 1 prva i £av PEavioTel EMOEiVWON NG AKUNG, 1} XpHon
™¢ Kpépag AZELAIC ACID 20% Trpémrel va DIakOTITETAN Kal va AapBdvovrar utréyn AAAeg
BepatreuTikég péBodOI.

2.7 Ywepdoooloyia

MeAETeg ogeiag TolikOTNTOG OE TTEIpauaTolwa Sev deixvouv OTI TTPETTEI VA AVAEVETAN
KivOuvog ofeiag ToEIkOTNTOG NETG aTTd £@dTral Sepuartikr uTrepdocoAoyia (Epapuoyn ot
MEYAAN ETIQAVEID UTTG CUVBNKES TTOU EUVOOUV THV aTTOPPO@PNON) 1} OTTO TOU OTOUOTOG
KOTATTOOT).
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2.8  AvemBuUunTeg eVEPYEIEG

TomikdC epeBIoUOS Tou BEppaTog (Tr.X. £PUBPOTNG 1 aTTOAETION, KVNoués n éyKaupa)
HTTOPET VO EUQOVICOOUV OF OPICPEVEC TIEPITITLICEIG. ZTNV TTASIOVOTNTA TWV TIEPITTTWOEWY O
£peBIoUOC Eival ATTIOC KOt UTTOXWPET KE T TUVEXION Tng BepaTreiag. ’

Edv 0 epeBIoUOC TOU BEPUATOC EiVal EVIOVOG KQI ETTIHEVE! TIPETTE! VO HEIWVETAI 1} TTOGOTATA
TG KPEPAC aVd EQAPUOYRA 1} VO HEIVETA! I gUXVOTRTA XPONG TNG KPEHOG AZELAIC ACID
20% o€ pio Qopd TNV NUéEPa WEXPI va UTTOXwPRoE! 0 epeBigpsg. Av eival arapaitTo, Ba
péTrel va dlakoTrel TTpoowpIva N Bepatreia yia AiYEG NUEPES.

MoAU omravia éxouv avagepBei avTidpdoeig pwroeuaiotnoiag. Eiong moAu oTavia €Xouv
avapepBei aAAepyIKEC SeppaTikéC avTidpdoelg (.. £5avenua).

2.9 TI TpETEl VA YVWPIlETE OTNV TIEPITITWON TTOU TTOPAAEIYATE VA TTAPETE KATTOIX
doon

Edv fexdoete Tnv e@apuoyr piog déong, 1éTe e@apudoTte Tn oA To BuunBeite. E'C'XV

WOT6o0 TTANCIAZE! N WPa TNC ETOUEVNG BOONG, TOTE TTEPINEVETE KQI EQAPUOCTE ATTEUBEIaG

TNV erépevn d6on kpéuag AZELAIC ACID 20%.

2.10 Hpuepounvia Aéng Tou mpoidvrog

H nuepopnvia Aigng avaypdeeTal TAvw gTr OUCKEUATIA.

Mn xpnoiuoTroigite To @APUOKO PETA OTTO QUTH THV NUEPOUNVia.

2.1 18iaitepeg TPOPUAAGEEIS yIa TN PUAAEN ToU TIPOIOVTOG
Omwg avagépovTal atnv adeia KUKAOQOPIag Tou TTpoibvTog

2,12 Hpepopnvia teAsutaiag avabewpnong Tou @UAAOU odnyiwv:

| 3. NAHPOO®OPIEZ NA THN OP@OAOIIKH XPHIH TON ®APMAKQN 1

- To @dpHaKo autd CAG TO £YPAYE O YIGTPOC 0O MGVO YIO TO CUYKEKPIHEVO IATRIKO 0ag
TPORANUA. Acv Ba TrpéTrel va To BiveTe o AAAA ATOUA 1} VA TO XPNOIHOTTOIEITE Yia KATTOIa
AAAN TABNon, Xwpic TTPONYOUNEVWG VA £XETE TUNBOUAEUTEN TO yiIaTpd 0ag.

- Edv kartd Tt didpKeia TG Gepatreiag EHQavIOTEl KATTOI0 TTPOBARUG HE TO PAPLAKO,
EVNUEPWOTE APECWS TO YIATREO I} TO PAPOKOTIOI0 GAG.

- Edv €xere omroladMITOTE £PWINUOTIKA YUPW QTG TIC TANPOQOPIEG TTOU APOPOUV TO
@apuako TTou AauBdvere 1 xpeialeoTe KAAUTEPR EvAUEPWON YIG TO IATPIKO Gag
mPOPAnua un JioTdoete va NTrOETE TIC TANPOQopie autéc amd TO yIATPO N TO
(PAPUAKOTTOIO0 GAG.

- Ta va givar ac@aléc Kai OTTOTEAEOUATIKO TO GAPHUOKO TTOU 0ag Xopnyronke, Ba TrpeTrel
va AapBaverar cuppwva ue TIc odnyieg TTou oag déenkav.

- Tia v aopdAeid cag kal TRV vyeia oag eivar arapaitnTo va SIoBAoeTe Ye TTPOTOXT| KABE
TANPOPOPIa TTOU APoPd TO PAPUAKD TTOU CAG XOPNYHABNKE.

- Na un diampeite 10 @dppaka ot gpudpia Tou Aoutpol, didT i {éoTn Kal n uypooia
MTTOPEI va aAAOILLOOUV TO PAPUOKO Kai VA TO KaTaaTrioouv emBAABES yia TRV UyEia 0ag.

- Na unv kpartdre @appaxa TTou dev Ta Xpeialsote TTAEOV 1) TTou £XOuV AREEL.

- Ta geyaAuTepn aoedAeia, KpaTdte OAA Ta QAPUAKA Of AOPUAEC PEPOG HOKPIG aTrd
TQ TG,



a.

TPONOZ AIAGEZIHZ

To @APHAKO AQUTO XOPNYEITAl IOV WE IATPIKT] TUVTAYT].

3)

4)

O1 SIKaioUX0l Kal QvTITTPOCWTTOI UTTOXPEOUVTOI VIO TV €QAPHOVI] TNG avWTEpW

EYKUKAiou,

Katémiv Twv avwTépw TTalel va IoXUEl N syKUKAIOS uag we ap. 69953/8-12-2004.

Kotvorroinon :

Er.. SCHERING EANAZ AE

KYTIPOY 12-14 & AEQ®. HPAKAEIOY 466
14122 N. HPAKAEIO ATTIKHZ

ATTOO£KTEC VIO EVEPVEID :

1.

10.

Ytroupyeio Yyeiag & Kovwvikng ANMNAeyyung
Alvon ®apudkwy & Papuakeiwy
Apiototédoug 17, 101 87 Abriva

Y. AraoxoAnong & Koivwvikric MpogTtaaiag
MevikA Mpaupareia Kovwvikwv AcaAioewy
Alvon Acpahiong AcBéveiag & MnTpoTnTag
Zradiou 29, 101 10 ABAva

MaveAArvio laTpikd ZUAAoyo
MAoutapyou 3, 106 75 ABRva ,f’"
(ue TV TTapakAnon evnuépwaon TV

TOTIKWY laTpIKwv ZUAAGYWY TG P& pag)

MaveAAvia ‘Evwaon q)(lp}JGKOTI'OlU)‘ [
Kopuln 6, 117 43 ABnrva "

MaveAArvio PapuakeuTikd Z0Aoyo -
MNeipaitog 134 & AyaBnuépou

118 54 ABnva

(Me TNV TTAPAKANGN EVNHEPWONS TWV

TOTIKWY PAPPAKEUTIKWY ZUAAGYWV TNG XWPAC)

NaveAAfvia Evwon PappakotToitv
NoonAeuTikwv ISpupdTwy
MixahakotroUAou 99, 115 27 ABrva

IKA-®app/kA YTrpeoia
Ay.Kwv/vou 8, 102 41 ABrjva

TEBE- ®app/kn Ymnpeoia
Ay.Kwv/vou 5, 103 51 ABRva

Ol'A KAGdo¢ Papuakeutikig MepiBoAyng
Mamnoiwy 30, 106 77 AGrva

Oikog NauTou TMeipaidig
K.MaAaloAdyou 15
185 35 Meipaidg
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H AIEYOYNTPIA AYEN

Ap. A. KOYTZOYKH






