OYAAO OAHI'TQN I'TA TON XPHXTH

1. MPOZAIOPIZMOX ®APMAKEYTIKOY ITPOIONTOX
1.1  ONOMA ITPOIONTOX

Corneregel, Opboiukd dtdAvpa e popen yéAng (gel)

1.2 YYNGOEXH:

Apaoctikd cvotatikd: Dexpanthenol

‘Exdoya: Cetrimide, Edetate Disodium, Sodium Hydroxide, Polyacrylic acid
(carbomer), Water for injections

1.3 ®APMAKOTEXNIKH MOP®H:

O@BaApKo dtdAvpa og popen YEANS (gel)

1.4  TNEPIEKTIKOTHTA XE APAXTIKH OYZXZIA:
Ka0e gr mepiéyer 50 mg Dexpanthenol.

1.5 TEPITPA®H - XYXKEYAXIA:

Yoinvapo tov 5 gr kot tov 10 gr.

16 ®APMAKOGEPAIIEYTIKH KATHI'OPIA:
[Ipoctatevtikn Tov emBnAiov Tov KEPATOEIOOVG.

1.7 KATOXOZX AAEIAY. KYKAO®OPIAX (KAK):
Bausch + Lomb Ireland Limited,

3013 Lake Drive,

Citywest Business Campus, Dublin,

IpAavoio

Tomkog avritpocomnog Tov KAK otnv EALGda:
Bausch Health Hellas, A. TTevtéing 53, 15235 Bpilooia
TnA. 210 8108460

1.8 TMAPAXKEYAXTEX:

Dr. Mann Chem.-Pharm. Fabrik GmbH - T'epuaviog

2. TI IIPEIIEI NA 'NQPIZEI O AXOENHX I'lA TO ®PAPMAKO



2.1 T'ENIKEX IIAHPO®OPIEX

To Corneregel mepiéyer Dexpanthenol, ovsio ov in vitro cuppdAirel oty Tpoctacio
Kot Thové 6TV ETOVAMGN TOL EMONAIOL TOL KEPATOELSOVC.

2.2 ENAEIZEIX

YnoPonOntikd otn BepamEVTIKY AVTILETOTION TOV ETPAVEIAK®V BAAPOV TOL
KEPATOELWDOVG LE TNV TAPOYY TPOSTUGIOS Kot AMTOvVenG ToL.

2.3  ANTENAEIEEIZ
YrepevoioOncio 6 0mT0O100MTOTE GVGTOUTIKO TOV GKEVAGLOTOC.

2.4  EIAIKEX TIPO®YAAEEIX KAI ITPOEIAOINIOIHXZEIX KATA TH
XPHXH

24.1 Tevikd

2.4.2 Hlxouévor

2.4.3 Kovnon
H ypnon tov eapudicov Bo Tpémet va amo@evyeTal Katd T pKELN TOL TPAOTOL

TPWNVOL NG KONONG, TAPOAO TOV deV VITAPYOLV EVIEIEELS EUPPLOTOEIKOTNTAS TOV.

24.4 Tolovyio
H ypnon tov pappdaxov Ba mpémetl va amopevyetal Kotd Tt dtdpkelo Tov ONAAGHLOV,
TAPOAO TTOV JEV LILAPYOLV EVOEIEELS EUPPLOTOEIKOTNTAS TOV.

245 Toudid

2.4.6 Emidpaon otnv ikavoTtnTa 0d1ynong Kot YEPIGHoD unyovnudtmv

Emne1on, axopa kot 6tov 10 gAPUOKO YPNCLUOTOIEITOL GOUPMOVO. LLE TIC 0ONYIiES,

evoE eTO Vo TPOKANBOUV O1aTOpayES GTNV OTTIKY] 0EVTNTA/OPACT], AUECMOS LETE TNV
EVOTAAAEY TOV, EPLOTATOL TPOGOYT KOTE TNV 001Y1OT] OYNUATOV KOt TOV YEPIOUO
UNYoVnUaTOV.

2.4.7 Idwitepec TPOEOOTONGELC Y1 TO TEPLEYOUEVA KDY

2.5 AAAHAEIIIAPAXEIX ME AAAA ®PAPMAKA KAI OYXIEX
Koua yvoom g ofjuepa.

26 AOXOAOIIA



Avaroya pe ™ BapdTnTo Kot TNV £VTOOoT TOV COUTTOUATOV, evoTdlasn woag (1)
oTOYOVOG GTOV KAT® EMITEPLKOTIKO B0 KA, 3-5 PopEg, 1 KL TEPIGGOTEPO, KOTA TN
OLIPKELD TNG NUEPAS KOOMG KOt TPV A0 TNV VOYTEPIV] KATAKALOT).

2.7  YIIEPAOXOAOITA - ANTIMETQIIIXH
2.8 ANENIOYMHTEZX ENEPI'EIEX
AVTIOpAGELG VITEPELOLGONGIOG GE LELOVOUEVEG TEPITTAOCELG.

2.9 TIHOPEIIEI NA I'NQPIZEI O AXOENHX XE IIEPIIITQXH IOY
ITAPAAEIYEI NA ITAPEI KAIIOIA AOXH

Edv to pdppaxo Aapfavetor o taxtég 0006€1C Katd T S1dpKelo TG NUEPOS Kot
noporelyete pio amd aVTéc, TOTE TPEMEL va TAPETE TN 066N avt apéomc. Edv dpwmg
Exel TEPAGEL TOADG ¥POVOG Kot TANGLALEL | dPa Yo TNV EMOUEVN dOGT, TOTE Un AdPete
™ 800m oV Ydoate, AALE GLUVEYIGTE TO TPOYPALUE GOC KAVOVIKAL.

2.10 TIHOPEIIEI NA I'NQPIZEI O AXOENHX I'lA THN
HMEPOMHNIA AHEHX TOY ITPOIONTOX

To eapuaxo dev mpémel va ypnotponoteiton LT TNV nuepounvio AnENG tov. IetdEte
OTO10ONTTOTE VILOAELLLLLA TOV TTPOIOVTOC 4 €fOOUAdES LETA TO GVOLYLO TOV TTEPLEKTN.

2.11 TAIAITEPEX IPO®YAAZEIX KATA TH ®YAAZH TOY
MMPOIONTOX

Mn epapuOCLES.

2.12 HMEPOMHNIA TEAEYTAIAX ANAOEQPHXHX TOY
KEIMENOY

31.03.2022

3. INAHPO®OPIEX I'TA THN OPOOAOI'TKH XPHXH TQN
GOAPMAKQN (yevika)

e To @apuraKo avTd GOG TO EYPOYE O YLOTPOS GOG Y10 TO GLYKEKPIUEVO 10TPIKO
TPOPANUA coc. Aev Ba mpémet va To divete o€ AALN ATOLA 1] VO TO XPNCYLOTOLEITE
v Kéoro AN hBnom, xwpic Tponyovpévmg va £xete cupPovAievdel To ylatpd
oG,

e Edv katd ™ ddpkela g Oepaneiog epeavicdel Kamolo TpdPANUA LLE TO PAPUOKO,
EVNUEPDOTE AUECHS TO YIATPO 1| TO POPUOKOTOLO GOG.

o Edv éxete omoladnmote EpOTNUATIKA YOP® A0 TIG TANPOPOPIEG TOV APOPOVY TO
(QAPLOKO TOV YPNCIUOTOLEITE 1) YPEdlesOe KaADTEPT EVUEPOOT Y10 TO 1ATPIKO



oag TpOPANUa, un dotdoete vo (NTHoETE TIg TANPOPopieg avTég amd To YTpd N
TO PUPLLOKOTOLO GOG.

e [0 va givol ao@AAEG Kol ATOTELECUATIKO TO QPAPLLOKO TTOV GOG XopNnynonke o
TPENEL Vo, AAUPAVETOL COLPOVAL LLE TIG 0dNYiEG TOL GO OONKAY.

e [0 TV ac@dArela kot Ty vyeia cog lvat amapaitnTo va SoPacete e TPOcoyN
Kka0e TANpo@opia TOV aPopPd TO PAPUAKO TOL GOG YOPNYHONKE.

e No un dwtnpeite ta eappaKo o ppapta Tov AovTpov, S0t 1 {Eotn Kot 1
vypocio propel va 0AAOUDOGOVY TO PAPLOKO KOl VO TO KATAGTHOOVV EMPAAPES Yo
v vyeia cag.

e No un Kpatdte appoka wov d€ o Ypeldleote mAEov 1 TOV £yovv ANEEL.

o [0 peyoddTepn 0oQAAELD KPATATE OAO TO PAPUAKO GE OCOOAES LEPOG LLOKPLA OO
TOL TTOLOLEL.

4. TPOITOX ATAGEXHX

«Xmpig 1Tpikn cvvtayn»

Ye mepintwon mov Bewpeitar OTL TO PAPHOKO GOG TPOKAAEGE KATOoo avemBHun T
EVEPYELD TOPAKOAOVLE VO T YVOGTOTOWGETE 6T0 Oepdmovta 10Tpd Gog, 1| 6TO

Qoappokomold 1 GAAo emayyeAipatio Tov Topéa g vyeiag, 1 angvbeiag otov EGviko
Opyaviopo Gappakov (Mecsoyeiov 284, 15562, Xolapydc, www.eof.gr)



