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KopHeperen 5% ren z2a oun
Corneregel 5% eye gel

2, KAYECTBEH H KOJITMYECTBEH ChCTAB

1 g ren 3a oun cvappika 50 mg gexcnautedon (dexpanthenol).

TToMONIHO BEMRCTRBD © H3BECTHO AelcTBiHE: LETPHMHUA.

3a MbNHWA CMNUCHK HA TIOMOLIHHTE BEIIECTRA BUKTE TOouka 6.1,

3 JEKAPCTBEHA ®OPMA
I'en 3a oun

4. KJIHHUYHHA TAHHHA

4.1. TepaneBTHYHH NMOKA32HUA

Jleuetne Ha HEBBINANHTEHN KEPATONATYH KATO KOPHealHa THCTpodus, KOpHeaHa TereHepauns,
PEKYPEHTHH KOPHEANHH €PO3HA U J1e3HH NPH THLa HOCEIH KOHTAKTHH NELLH.

C’bl’l'bTCTBaLLIO JICHEHHE 34 MOANOMATraHe Ha O3/IpaBUTE/IHHA MPOLEC B CIYYAH HAa KOPHEATHH H
KOHKOHKTHBATHH NE3IWH, XHMHYECKH M3rapaius 1 U3rapsaHus.

HonenneHre Ha cnetHGUUHOTO NeveHUE HA HEQEKUHOHN KOPHEANHH fe3ul o1 SakTepuaned, Bupycen
HITH MHKOTHYEH ITPOH3X0.

KopHeperen He e noaxonsill 3a NeueHne Ha HHOEKLUHO3HH KOPHEAHH JIe3uH OT BaKTepHaANeH, BUPYCEH WITH
MHUKOTHUEH MPOU3XOJ, & ¢AMO KaTO JONbAHEHHe Ha cnelHdHYHATA Teparns Ha Te3u 3ab0/19BaHHs Ha
KOpHENTA.

4.2. Jo3upoBKa ¥ HAYHH HA NPHI0KEHHEe

gomgowa
B 3aBHCHMOCT OT Te®eCTTd H HHTEH3HTETA HA HapYWeHHETO, €4Ha Kanka TpﬂGBa A4 CE NOCTagA B
KOHKOHKTHBAITHHA CaK YETHPH [TBTH AHEBHO, KAKTO U NpedH JSrade.

Hauuu Ha npunoxkeune
3a QUHO NPUTOKEHKE,

Hama OrpaHHYCHYA 3a NPOAB/KHTEIHOCTTA HA MPHIICKEHHE,

HPO,II)/KT'bT C€ npunara, J0KaTo NauHEHTLT NOYYBCTBA Cy6eKTP{BHO noaoﬁpeHHe Ha CBOUTE ONdKBaHHUA.

4.3. IporuBonokazanus

¥




CBpbX4YBCTBHTEIHOCT KBM AKTHBHOTO BELLECTBO H/IH KbM HAKOE OT MOMOLIHHMTE BELLECTRa, u30poeHH B
Touka 6.1.

4.4, ChmeunuajiHH NpeIynpexIcHHS H NPeANAIHH MEPKH NP ynoTpesa

Kopueperen coabpka koHCepBaHTa USTPHMHEI, KOHTO — 0COOEHO KOTATO C& HIMOMIBA YECTO HIU 32 JbITbl
MePHO —~ MOXKE N3 [IPUUKHE OYHO Jpa3HeHe (NapeHe, 3a4epBiRate, yCellaHe 3a YykK /A0 TAI0 B OKOTO) U
MO2KE Ja YBPeIH SMUTENA Ha KOPHEATA. 32 NPOABL/DKHTENHO JICUSHHE Ha XPOHHYEH CYX
KEPATOKOHIOHKTHBUT € 34 MPeANOYHTAHE NCKAPCTBEH NMPONYKT 083 KOHCEPBAHT.

KonrtaktuTe newn tpabsa na ce MaXxHaT npelu Ja ¢e MoCTaBH rena 3a o4, Te MOraT 1a ce mocTaBAT
OTHOBO cleq 15 MHHYTH.

Kopueperen He TpsabBa a npunara, 10KaTo NAUMEHTHT HOCH KOHTAKTHH fIEH, ThH KATO MOXE 1A cé
MPOABH BB3MOKHA HEChBMECTHMOCT ¢ MATCPHANIA HA NELHTE,

3abenexka:

3a aa ce u3berne 3apaiaBaHe Ha BbpXa Ha Ty0aTa M rena 3a O4H, OYHHAT KIenay KaKTo H OKOICOYHHTE HITH
NpYTH NOEBLPXHOCTH HE TPAOGBA Ja BNM3AT B KOHTAKT C BbPXA HA TyDaTa.

4.5, B3auMopeicTBHe ¢ APYTH JIEKAPCTBEHH NPOAYKTH H ApyrH GOpPMH HAa B3aHMOJelicTRHe
He ca nosHati,

Axo Kopteperen ce Wanosnssa CbBMECTHO ¢ IPYTH OMHH Kafikun/Masu, TpaOBa 1a uMa HHTEpRAN OT
npuGan3HTenHo 15 MUY TH Mex Ay NpunoKeHHATa, u KopHeperen Tpifea aa Ob/1e BHHArH NOCTEHIA
NPHIOIKEH IEKAPCTBEH NPOIYKT.

4.6. @eprHaAnTeT, GPEMEHHOCT H KEpMeHe

HanuuTe, cbOpaHu oT orpanuieH OpoH OpeMEHHOCTH ¢ eKCTIO3HLMA He NOKA3BAT HIKAKBU eeKTH cref
MEPOPaTHO NPHIMKEHHE HA NAHTOTEHAT [I0 OTHOLILCHHE HA OPEMEHHOCTTA HIIH Ha 3/1PaBOCIOBHOTO
CBCTOAHHE Ha TJ1013/HOBOPOIeHOTO. [TaHTOTEHAT NpeMHHABA IPe3 NALEHTATA YPE3 NPOLIECH Ha AKTHBEH
TPAHCIIOPT W Ce EKCKPETHPA B KLPMATa B ChOTHOLLIEHHe ¢ TTpHeMa. [Ipoy4BaHus ¢ )KHMBOTHH He AdBaT
HAKAKBH HHAMKALHY 32 TEPAaTOreHHN Wiy eToToKCHUHK eeKTH cle Nepopanto Npunoxenue (Bux 5.3).

Tnii kaTo cucTeMHaTa OHOHANTHYHOCT HA NAHTOTEHAT CIE/ JIOKANHO NPUIOKEHHE HE € W3BECTHA,
Koprepere:n He vpadsa na ce U3N0N3Ba RO BpeMe Ha GpeMEHHOCT M KhpPMEHE, OCBEH aK0 MO Nekapeka
IIPELIEHKA TIOTEHLMATHHTE NOJI3H HAABHIIABAT Bb3IMOKHHTE PHCKOBE,

4.7.  Edextn BpXy cnocoGHocTTa 32 odupane u padora ¢ MaluHHH

Twii kaTo nOpH KOraTO c€ Npunara TOYHO B CHOTBETCTBHE C YKA3AHHATA, NEKAPCTEEHHST MPO/1YKT MOKE J1a

NPHYHHH MPRXOIHO 3aMbIMABAHE HA 3PEHNETO NPOALIKABALLO CAMO HAKOJAKO MHHYTH, mopaau obpa3syraHe
Ha MeTHA W [0 TO3W HAUMH N4 MOBTHIE HA CUNIATA HA peakUHHTe, He TpabBa na wogupare, 1a paboTHTe Ges

CHTYPHZE OTIOPA WK A3 paDoTUTe ¢ MalUHHY.

4.8. Hekenann JekapcTBEHH PeakuHn




HexenaHHTe 1eKapcTBEHH peakLMi ca OLeHeHH Bb3 oCHOBa Ha cnejHata MedDRA koHBEHUHA 3a 4ecTOTa

H o 0aszaTa JaHHU Ha CHCTEMO-0OpTaHHH K/1aCcoBe:

MHoro uectu (=1/10)

Yeetn (Z1/100 no <1/10)
Heuectn (>1/1 000 go <1/100)
Peaku (=1/10 000 go <1/1 000)

Muoro penxu (<1/10 000), ¢ HenzBecTHa HecToTa (OT HANTHYHHTE JAHHH HE MOXE J1a Oblle HallpaBeHa
OLIEHKA)

Hapyuwienns Ha *MyHHATa CHCTEMA

B W30MHPpaHH CJlydad MOrat Jaa ce MpoABAT peakUuti HA CBPLXUYYBCTEUTENHOCT KbM HAKOA OT ChCTABKHTE.

Chobliapade HA NOAO3HPAHH HEXKeNAHH PeaKL

CrpobuapaHeTo Ha MO/IO3UPAHH HesKeNaHH peakUUH cleA paspelasaHe 3a ynorpeda Ha TCKapCTBEHHS
NpoayKT € BaxHO. ToBa NO3BOMABA Aa MPOIL/DKH HAOIIOZEHHETO HA CLOTHOLEHHETO NON3a/pHCK 32
JEeKapcTBeHUs NpoayKT. OT MEHUHMHCKUTE CHEUHATHCTH ¢e H3UCKBA Aa choDUIaBaT BCAKA NOAO3UPAHA
HEXENAHA PeaKUHA upes:

WanbanuTenna arenuys No AexapcTaara
yn. Jamsu Fpyes™ Ne 8

1303 Codist

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9. Ilpeposupane

He e u3pecTHo.

5. ®APMAKOJIOTHYHH CBOWCTBA

5.1. @apMakoIHHAMHYHH CRBOHCTBA

DapmakoTePaNeRTUUHA [Py TR APYTH ofranmonoruury npoaykti, ATC woa: SO1XA 12

JexenanTernon / nauTeHon & aNKoX0eH aHanor Ha NaHTOTEHOBATa KHCENHHA B ¢lle]] CHOTRETHO
npeodpa3zyBaHe NpHTeKaBa chllaTa OHONOrH4HA eUKACHOCT KAaTO IAHTOTEHOBATA KHCeHHa. CBbp3Ba ce
KbM AScHOBLPTAIATa D-kondurypauns. [lanToTeHOBATA KHCEIHHA € BOAHOPAITBOPMM BUTAMHH, KOHTO
KaTO KOSH3HUM-A yuacTsa B MHOroOpPOMHN NpouecH Ha oOMAnaTa Ha BelllecTsara.

In vitro npoyuBaHun nokaseat ysenuuapane Ha pubpobnactHata nponudepauns. Ypes npunokenne Ha
AEKCMAHTEHON NPU NAbX0BE ¢ AeHUHMT HA NEKCNAHTEHOI ce HabAoaaBa TPOPYHIHO AelCTBHE RbpXY
KOKAaTa.

HeKCHaHTeHOﬂ/ﬂaHTEHOH, NpH BBHLIUHO OPHIIOKEHHE, MOXME 14 KOMIIEHCHpPA NOBHII
NAaHTOTCHORBE KHCCIHHA HA YBPEACHATA KOXKaA WH JIHraBHUMH.



52. MDapMakokuHETHYHH ¢BoHCcTBa

[TasTenon ¢e pesopbupa npy NpUROKEHUS BLPXY KOXKATA, CNOPEN H3CHEABAHUATA C MAPKUPAHO C TPHTHH
AKTHBHO BELIECTRO.

53. IlpeaxkanHnynn Januy 3a GezomacHocT

[TaHTOTEHORATA KMCE/THHA H HEHHUTE NPOH3IBOOHH He C€ OIIHCBRAT KATO TOKCHYHI. Cnen ABATOrOOHUIHO
NPHIOKEHHE Ha MAHTEHOJ NMPU X0P4a, 3aCera HE ¢a NMo3HaTH PHCKOBE.

OcTpa TOKCHYHOCT;
[IpoyuBaHuATA TPU KHBOTHH MOKA3BAT, Y€ OCTPATA TOKCHUHOCT € B FPAHHLIMTE HA IpaMoBe.

XPOHHYHA TOKCH4HOCT:
XPOHWYHH TOKCHKONOTHYHY [IPOYYBAHUA NIOKA3BAT, Y& MPHIOKEHHETO HA 2 Mg/ KHBOTHO/ THEBHO
NAHTEHO, HE € TOKCHYHO [1PH NTBXOBE.

KHHQCQOFEHCH H MYTAr€HCH NMOTEHI[HAJ,

He ca HaHYHA TbAroCPOUHH W3MHTBAHHUA 32 KAHLEPOreHEH MOTEHI[WAN, KAKTO W MPOYUBAHHSA 3a
MyTareHeH noTenuuan Ha AekcnanTeHou. T1o Bpeme Ha MHOMOTOMMWIHATA KIMHHYHE YNnoTpeda Ha NaHTEHO
HAMA ChOOHIEHH AaHHH 33 TOA0OHH PHCKOBE.

PenpoayKkTHBHA TOKCHYHOCT!

[lepopanHoTo npunoxenne Ha KaJUMEB NaHTOTEHAT Ha NIbX0BE B J03H or 100 ug/g no 1g npeau
CBBOKYIJIEHHE H N0 BPEME Ha FecTaUHOHHHA MEPHO, He NOKA3Ba HAKAKBU TEPTOrEHHH MK (PETOTOKCHUHM
edextu, KnuundHo npuioxerie Ha 400 mg aHeBHo 3a 10 anu Ha npubansutenso 500 xeuu B pasnuyHu
eTaMH Ha GPEMEHHOCTTA ¢ UHAUKATOP MYCKYIHH KPaMIY Ha Npacelia He NOKA3Ba HAKAKBH A3HHNA 32
oTpHuatenHu edektu gocera,

6. DAPMAINEBTHYHHA JAHHHU
6.1. CrHHCBLE Ha NOMOLIHHTE Be1ECTEA

LeTpuMn,
AHHATPUER eleTaT,
kapbomep,

HATPHEB XUAPOKCHI U
BOE 34 HHKEKIIHK

6.2. HechBMecTHMOCTH

KbM HacToALIMS MOMEHT He ¢4 cLbOOIIeHN HeChBMECTUMOCTH.

6.3. Cpok Ha rogaoct

CpokbT Ha roaHocT e 2 rOAHHH B HEOTBapAHa OMaKOoBKA.




He Tps168a f1a ce u3Mon3Ba cnes U3THYAHE HA CPOKA HA FOAHOCT (BH3K BLHIUHATA KAPTOHEHA KYTHS H
TyGarta).

H3xebpneTe HeN3NON3BAHOTO KOAUYECTBO 6 CEAMULM CEA MhPBOTO OTBapsAHE Ha TyGaTa.

6.4. CpoenuanHH yc/IOBHAl Ha cbXpaHeHHe

Ha ce cbxpaHsBa B IUILTHO 3aTBOPEHA TyDa.

Ha ce cexpansea nog 25°C.

3a ycnonATa Ha CbXpaneHue ciel MMbPBOHAYANHO OTBAPAHE HA JIEKAPCTREHHA NMPOLYKT BiKTe TouKa 6.3.
6.5. Bua u chbJbpikaHue HA ONAKOBKATA

OnakoBKH chabpkam 5 g u 10 g B TyOa.

He BcuukH BHIOBE OMAKOBKM MOratT A2 6LAT NYCHaTH B nipoaawa.

6.6. Cuenmajnuu npeinasHH MepPKH NPH W3XBLPJAHE H padora

Hsama cneuyanHy H3HCKBaHuA.

7. MPUTEXATEJA HA PASPEINEHUETO 3A YVIIOTPERA
Dr. Gerhard Mann Chem.-Phar. Fabrik GmbH,

Brunsbuetteler Damm 165/173,

13581 Berlin,

['epmaHus

Ten. +49 (0)30 33093-300
daxc: (++49) (30) 33093-350

8. HOMEP(A) HA PAZPEIHEHHETO 3A YIIOTPEBA

20060277

9. AATA HA IBPBO PA3PEIHABAHE/IIOJJHOBABAHE HA PA3SPEIUEHUETQ 3A
YIIOTPEEA

HaTa na nepso pazpewnerve:; 13.06.2006 r.
Jara Ha mocaeaHo noaHosasade: 11.11.2011

10. JATA HA AKTYAJTH3UPAHE HA TEKCTA

09/2022




