OYAAO OAHI'TQN I'TA TON XPHXTH

1. MPOXZAIOPIZEMOX ®APMAKEYTIKOY ITPOIONTOX
1.1  ONOMA IMPOIONTOX

Corneregel, OpOaiuikd d1dAlvpo o popen YN (gel)

1.2 XYNGOEXH:

Apaotikd cvotatikd: Dexpanthenol

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

1.3 ®APMAKOTEXNIKH MOP®H:

OpBaApikd dtdlvpa og popen YEANS (gel)

1.4 TEPIEKTIKOTHTA XE APAXTIKH OYXIA:
KdaBe gr mepiéyer 50 mg Dexpanthenol.

1.5 TIEPITPA®H - XYXKEYAZXIA:

ZoAnvaplo tev 5 gr kou tov 10 gr.

1.6 @®APMAKOGEPAIIEYTIKH KATHI'OPIA:
[Ipoctatevtikn Tov enBNAion TOL KEPATOEWOOVG.

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

3013 Lake Drive,

Citywest Business Campus, Dublin,

Ipravdio

Tomkog avritpocomog Tov KAK oty EALada:
Bausch Health Hellas, A. TTevtéing 53, 15235 Bpiioow
TnA. 210 8108460

1.8 HAPAXKEYAXTEX:

Dr. Mann Chem.-Pharm. Fabrik GmbH - I'eppaviag

2. TI ITPEIIEI NA I'NQPIZEI O AXOENHX I'A TO PAPMAKO

2.1 T'ENIKEX IIAHPO®OPIEX



To Corneregel nepiéyet Dexpanthenol, ovcia mov in vitro cuufdiiel 6Ty TpocTaGia
Kol TOavé oTNV ETOVAMOT TOL EXONAIOD TOV KEPATOELOOVC.

2.2 ENAEIZEIX

YmoBontntikd o1 OepamevTiKy AVTILETOMION TOV ETPAVEINKOV BAABOV TOL
KEPATOELDOVG LE TNV TOPOYY TPOGTAGIOG Kol AIToveng Tov.

2.3 ANTENAEIEZEEIX
YrepevoioOncio 6 0T01001TOTE GLGTATIKO TOV CKEVAGLOTOG,.

2.4  EIAIKEX TIPO®YAAZEEIX KAI IPOEIAOIIOIHXEIX KATA TH
XPHXH

2.4.1 Tevikd

2.4.2 Hiwouévol

2.4.3 Kvnon
H ypnion tov pappdicov Ba mpénet va amo@edyetor Kotd 1 S1dpKELD TOL TPMOTOLV

TPWNVOL TNG KONONG, TAPOAO TTOV OV VTLAPYOVY EVIEIEELS EUPPLOTOEIKOTNTAS TOV.

2.44 Tolovyia
H ypnion tov papudicov Ba mpénet va amopedyetor Katd 1 d1dpKelo Tov OnAacuov,
TaPOLO OV dEV VILAPYOLY EVIEIEEIS EUPPVOTOEIKOTNTAS TOV.

24.5 TMoudwd

2.4.6 Emidpoon otnv ikavotnTo 001 ynons Kot YEPIGUOL UNYovnudtoy

Emne1on, axopa kot 6tav 1o gApprako ypnoYLoToteital COLP®VO LLE TIG 00N YiES,
eVOEyeTOL VO TPOKAN B0V dlatapayég otV otk 0EDTNTA/OpacT), AUECHS LETE TV
EVOTAANEN TOV, EPLGTATOL TPOGOYN KOATH TNV 031 YNGN OYNUAT®V KOl TOV YEPIOUO
UNYOVTULATOV.

2.4.7  Idwitepec TPOEWDOTOCELC Y10 TO TEPIEYOUEVO. EKOOYOL

2.5 AAAHAEIIIAPAXEIX ME AAAA PAPMAKA KAI OYXIEX
Koua yvoom g onjuepa.

2.6 AOXOAOITA

Avaioya pe ™ Bapdtnto Kot Ty £VIasot TOV COUTTOUATOV, evotdiain pog (1)

OTOYOVOG GTOV KAT® EMMEPVKOTIKO BOAKA, 3-5 POpéc, 1| Kot TEPIOCOTEPO, KATA TN
SLapKELN TNG NUEPOS KOOMDS KO TPV OO TNV VOYTEPIV KOTAKALOT).



2.7  YHEPAOXOAOITA - ANTIMETQIIIZH
2.8 ANENIOYMHTEX ENEPTEIEX
AVTIOpAGELG VITEPELOIGONGIOG OE LELOVOUEVEG TEPUTTOCELS.

2.9 TINPEIIEI NA I'NQPIZEI O AXOENHX XE IIEPIIITQXH IIOY
ITAPAAEIYEI NA ITAPEI KAIIOIA AOXH

Edv to pdppoxo AopPdvetor o€ TaKTég OGELS KATA TN SLAPKELN TNG NUEPAG KO
mopoArelyeTe pio amd avTés, TOTE TPEMEL VO TAPETE TN 000T VT AUEcmS. Edv dpmg
&xel mepdoel TOAVS ypOVoS Kot TANGLALEL | OPA YioL TV EXOUEVT] OOGT, TOTE N
AaPete T 060mM OV YAcOTE, AAAG GLVEYIGTE TO TPOYPOUUIA GO KOVOVIKAL.

2.10 TITPEIIEI NA I'NQPIZEI O AXOENHX I'lA THN
HMEPOMHNIA AHEHE TOY TIPOIONTOX

To edppaxo dev mpémet va ypnoomoteitan petd v nuepounvia Aéng tov. Ietdére
0mO100MTOTE VILOAEULA TOV TTPOIOVTOC 4 efdoUddES LT TO GvOLyO TOV TEPLEKT.

2.11 TAIAITEPEX IIPO®YAAZEIX KATA TH ®YAAZH TOY
MPOIONTOX

Mn epappocpLeG.

2.12 HMEPOMHNIA TEAEYTAIAYX ANAOGEQPHXHX TOY
KEIMENOY

31.03.2022

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

e To @appraKo avtd GOG TO EYPOYE O YLOITPOS GOG Y10 TO GUYKEKPLUEVO LUTPIKO
TpOPANUE cag. Aev Oa mpémel va To divete o€ GAAa dTopa 1] VO TO YPNCUOTOLEITE
Yo Kamowo AN éonon, yopic Tponyovpévmg va £xete cupuPovievdet To yiotpd
oG,

e Edv katd ™ ddpkela g Oepanciog epeavicdel kdmoto mpoPANa pe to edppoko,
EVNUEPMOTE AUEGHOS TO YOTPO 1) TO PUPUAKOTOLO GOG.

o Edv £xete 0mo100NTOTE EPOTNUATIKA YOP® O TIG TANPOPOPIES TOV ALPOPOVV TO
QAPLOKO TTOL YpMotponoleite N yperdleste kalbTePN EVNUEPMOT Y10 TO WATPIKO
oag TPOPANUa, un diotdoete vo (NTHGETE TIG TANPOPOPIEG AVTEG ad TO YTpd M
TO POPLLOKOTOLO GG,

e [0 va givor aoQoAEg Kot amoTEAEGLATIKO TO PAPLLOKO TOL GOg YopnynOnke Oa
TPENEL VO, AOUPAVETOL COLPOVO. LLE TIG 00MYiES TOV Gag dOOMKaAV.



e [0 TV ac@dAieta kot TV vyeia cog ival amapaitnto vo StaAcETe e TPocoyn
K& TANpOPOpic TOV APOPA TO PAPLLOKO TOL GOG YOPNYNONKE.

e No un Sttnpeite Ta APUAKO GE EPLAPLE TOL AOVTPOV, 010TL 1) (oTn KoL 1
vypacio propel va aAAOIOCOVY TO PAPIOKO KOl VO, TO KATOGTGOLV EMPAAPES Yo
Vv vYeia coc.

e Noa un Kkpotdrte ApHaKa TOL O Ta YPEBlesTe TAEOV 1) TOV £YOLV ANEEL.

o [0 peyolbtepn aoQAAELD KPATATE OAO TAL PAPLLOKO GE ACPUAEG UEPOC LLOKPLE 0TO
TOL TOLOLGL.

4. TPOIIOX ATAGEXHX

«Xopic watpkn cuvtayn»

Y nepintwon mov Bempeitor 6Tl To PAPULOKO GG TPOKAAESE KATOWO avemBOUNTY
EVEPYELD TOPAKAAOVLLE VO TN YVOGTOTOMGETE 6TO HepAmovTa 1Tpd Gag, 1) GTO
eoppoakomrold 1 dAro emayyelpatio tov Topén TS vyeiag, | angvbeiog otov EBvikd
Opyavioud @appakov (Mecoyeiov 284, 15562, Xoiapydc, www.eof.gr)



