KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

SPIRITUS AETHYLICUS KUPRO 90 % v/v

cutaneous solution (sol. cut.)

Bottle 100 ml, 1000 ml

ETHJIOB CITUPT KYIIPO 90 % 006/00

Pa3sTBop 3a Koxka

Byruaku ot 100 ml m 1000 ml



1. Tpproecko uMe Ha JTEKAPCTBEHHUS IPOTYKT
SPIRITUS AETHYLICUS KUPRO 90 % v/v
ETHJIOB CIIMPT KYIIPO 90 % 06/06

2. KonuuecTBEH U KaUECTBEH CHCTAB
CpbcTaB Ha JTEKapCTBEHUS IPOIYKT

JlexapCTBEHO BELIECTBO 3a 100 ml, B ml 3a 1000 ml, B ml

Eranon 90% 06/06 (Ethanol 90%v/v) 93.4 934

3a IBIHMS CIIUCEHK Ha IIOMOIIIHUTE BEIIECTBA, BHXKTE TOUKaA 6.1.

3. JlexapcTBena ¢popma
Cutaneous solution, pa3TBop 3a Koxa

4. KTuHUYHY TaHHH:

4.1. Tepaneprrunu noxazanus: CIel IOAXOISIIO Pa3pekaane 3a Ae3uH(EKIMs Ha KOKaTa
IpeIy HHKEKIUH, XUPYPIrUYHH HHTEPBEHINH, 32 Ie3HH(EKIHS Ha PBIE, 3 3arpsABaLly
KOMIIPECH ¥ (DPHUKITUH.

4.2. Jlo3upoBKa ¥ HAYHH HA IPUTIOKESHUE

BpHmHO! 3a mpuioxeHue BHPXY KoXKaTa - ¢ IIOMOINTA Ha IOAXOSIN TAMIIOH c€ HaHacs
BBPXY CBOTBETHUTE KOXKHU ydacThIH. 3a moiydaBane Ha Ethanol 70%, 77,7ml Ethanol 90%
ce paspexza ¢ mpeurcreHa Boga o 100ml. 3a 3arpsBamu kommpecd u QPUKIHH — CIIEL
noxxondamo paspexxgare Ha Ethanol 70% ¢ Bona (B croTHOMmIEHHE 1:1).

4.3. [IpoTuBonoxazanus

IloBuIIeHA YyBCTBUTENHOCT KBM ETHJIOB CITHPT.

4.4. CienuanHu IpeaynpesKIeHUs | IPEIasHi MEpKU Ipu yIoTpeda

Ha ne ce mpuema BRTpemnHo. Jla He ce HaHACsA BBPXY JIMTABHUIM W TP HApyIIEHA ISI0CT Ha
Koxara. Jla He ce HaHacs BBPXY JIMTaBUIM W IIPH HapyIIeHa I[UIOCT Ha KoxkaTta. Jla He ce
U3I0JI3Ba CJIEeJ JaTaTa Ha M3THYaHE HA CpoKa Ha romHocT. /la ce chXpaHsBa Ha MSICTO,
HEZOCTBIIHO 3a JIena. 3amajluM IpoIyKT!

4.5. B3auMo/ielicTBrE ¢ APYIU JIEKApCTBEHH IPOAYKTH M APYTH (POPMU HA B3aUMOIEHCTBHE
He ca uzBectHm.

4.6. ©eprunurer, OPeMEHHOCT U KbpPMEHE

Hsma crienuamiu mpeynpeskaeHEsl.

4.7. Edextn BBpXY cIocOOHOCTTA 32 Io(upane U paboTa ¢ MaIluHU

IIpu mprito’keHre ChIIaCHO U3UCKBAHUITA — HE Ce HaOIIogaBaT.

4.8. HexxenaHu JeKapCTBEHH PEaKITHH

Cnopen gecToTara HeXXETaHHTE JIEKAPCTBEHU peakuuu ce xiacuuuupar coriacao MedDRA
KOHBEHIMATA, KaKToO cieasa: Muoro gectu (>1/10), Heuectn (>1/1 000 mo <1/100), Penxu
(>1/10 000 mo <1/1 000), Muoro pexku (<1/10 000), ¢ Hem3BecTHA YecTOTa (OT HATUYHUTE
JAHHU HE MOXKE 1a ObJie HallpaBeHa OIeHKA)

Hevectu: noxanHo Apa3Hemo AefcTBHE, NepMATHTH

MHoro penku: CBpbX4IyBCTBUTEIHOCT, aI€PTHUHH PEAKITHH.

4.9. Tlpeno3upane

ITopagn 6Bp30TO U3NAapeHUEe, IPEIO3UPAHETO HE € OT CHIIECTBEHO 3HAUECHHE.



5. ®apmMaKoIOTUYHU JaHHU

5.1. ®apmakogUHAMUYHYI CBOMCTBA:

dapmakoTepaneBTHYHA IPpyTIa: IPYTH aHTUCEITUIN U Ie3UH(PEKTaHTH

ATC xox : DOSA X 08

[Tpu nokanuo mpuitoxkerue 70 Ha cTo 06/00 €TUIIOB CIUPT UMa AHTUMHUKPOOHO JelcTBHE
TIOpaJd pa3TBapsHe Ha JUIHUIUTE Ha KIeThuHaTa CTeHA, IPEIUIUTAlNs Ha OeNThLIUTE U
nexuaparaiys. [lo-ronemMute KOHIEHTpaUK IPEAU3BUKBAT Obp3a IOBEPXHOCTHA IIPEL|-
IUTAIMs Ha OeNTHIIUTE Ha KJIEThYHATA CTEHA, KOETO MIPEeUr Ha MPOHUKBAHETO MY B KIIETKATA.
[TpuitoskeH JIOKATHO BEPXY KOXKaTa UMa JIpasHelo AeHCTBUE, a B CIa0H KOHIIEHTPaly HMa
AJICTPUHTEHTHO JIEHCTBHE.

5.2. ®apmMako-KHHETUYHH CBOUCTBA

He ce abcopOupa mpe3 xoxxara. Upes usnaperue 6bp30 ce eNUMUHUPA.

5.3. IlpeaxTUHUYHY TaHHU 32 6€30IacHOCT:

He cpappika BpeqHu 32 3paBETO CHCTaBKHU.

6. GapmalneBTUUHU JaHHH
6.1. Crucek Ha IIOMOIIHUTE BEIIECTBA

IToMOIIHH BelecTBa 3a 100 ml, B ml 3a 1000 ml, 8 ml

Water purified (mpeuncreHna Boaa) 6.6 66

6.2. HecpBMecTuMocT

Hsma nansn

6.3. Cpox Ha rogHoCT: 2 (ZIB€) TOAUHU

[Topamu HE3HAYUTETHUS MapeH HATUCK HE Ce IPEIBIDKIA CIENUATICH CPOK Ha FOJHOCT CIIeH
II'PBOHAYAIHO OTBapSHE.

6.4. CnenuaiHy yCIOBUs 3a CbXPAHEHHE

Jla ce cpxpaHsIBa Ha CyXO MSCTO, 3aLIUTEHO OT IpsiKa CI'bHYEBA CBETJIMHA IIPH TEMIIEpaTypa
ox 25 °C.

[la ce cpxpassiBa Ha MSICTO, HEAOCTBIIHO 3a JeTia.

6.5. JlanHU 3a omaKoBKaTa:

Besupernn Oytmiaku oT momuetmiieHTepedTamar oT 100 ml u ot 1000 ml, 3aTtBOpenu c
Kamaukyd Ha BHHT OT nojuerwuieHtrepedranar. byrunkure or 1000 ml ca npennasHayeHu 3a
OonHuYHa ynorpeoda.

6.6. CrieniuaiHy IpeAnasHy MapKy IPU U3XBBPIIIHE:

HewsmomBaHUAT MPOAYKT HIIM OTHAABYHUA MaTepPHai OT HErO TPsIOB afa ce U3XBBPIIIT B
CHOTBETCTBHE C MECTHUTE U3UCKBAHUS.

7. ime u afpec Ha IpUTEXKATENS Ha Pa3pellieHHeTo 3a yrnoTpeda:
“KVYIIPO 94” OO/, yn."Mauno Tomopos" Ne 28, 5100 rp.I'opra OpsixoBuna, bearapust

8. Homep(a) Ha pa3pemieHreTo 3a ynorpedba
20060393

9. Jlata Ha IBPBO pa3pelaBaHe/IoOTHOBSIBAHE HAa Pa3pelIeHUETo 3a yIoTpeda
14.08.2006r.

10. laTa Ha akTyaJiu3upaHe Ha TEKCTa
Omu 2011r.



