KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

ETAHOJIOB PA3TBOP HA MO KYIIPO 5%

AEPMAJIEH PA3TBOP

bytmnka x 30 ml, 50 ml u 1000 ml

SOLUTIO I0ODI SPIRITUOSA KUPRO 5%

CUTANEOUS SOLUTION (sol.cut.) -~ i,
BOTTLE 30 ml, 50 ml u 1000 ml
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AKTHBHO BeIIEeCTBO Koauuecrso 3a 100 ml
Iodine 5¢g

[TomormuauTE BemecTBa ca Mmocoyeyy B T. 6.1.

3. JlekapcTBena ¢gopma
Cutaneous solution (sol.cut.)

JepMaiien pa3TBop

4. KnuHuaHn JaHHH

4.1. Ioxkazauus

AHTHCENITHYHO CPEICTBO 3a IpHJIaraHe BBpXY KoxkaTa IIp¥ MOBBPXHOCTHH SI3BH, HapaHsgBaHHUI U

paraj.

4.2. lo3MpoBKa M HAYHH HA MPHJIOKEHHE
Camo 3a npuiarane BEpXy Koxara. C IIOMoImTa Ha HOIXOSII TAMIIOH JIEKACTBEHHUS IIPOOYKT Ce

HaHacs BbPXY CHOTBETHHS KOXEH yUaCThK.

4.3. IlpoTnBOoNOKA3aAHHS

lIpoTuBonokasan € IpH CBPBXYYBCTBUTENHOCT KBM HAKOS OT CBHCTABKHTE, IIPY HMPUTUTHBEH
JEpMaTUT U U3rapsHUIL.

4.4. Cenna,THu NpeayNpe;KACHAS H CHENHATHH NPeaNa3sHi MepKH IpH ynorpeoda

Jla He ce mpueMa BETPEIHO !

Ja He ce mpuara BepXy JIMTaBHIM ¥ OTKPUTH paHH!

3amanum mpoayKT!

Ja ce maszsar ounre!

BBPXY OITaKOBKATa.
AKo cre; ynorpeba Ha JIEKapCTBEHHS IIPOAYKT CHMIITOMUTE MPOJTLIIKABAT M Ch CTOSHIETO Ce

BJIOIIH, JICYUCHUETO TpSI6Ba Ja C€ IIPCOLCHH.



4.5. BsaumopeiicTBue ¢ Apyry JeKapcTBEHH NPOAYKTH U APyru (JopMH Ha B3aHMoJelicTBHe
JlexapcTBeHHAT NPOMYKT He TPsIOBa Jla Cce IpHIIara e[HOBPEMEHHO ¢ €TEPHYHM MAacya, aMOHSIUHH

Pa3TBOPHU U XXHUBAYHHU CHCIUHCHUS.

4.6. bpemeHHoOCT 1 KbpMeHe

Ipunararero Ha JeKapcTBEHHUs MPOIYKT IO BpeMe Ha GPEMEHHOCT U KbpMEHE He Ce IPeophuBa.

4.7.EdexTu BLPXy crniocofHOCTTa 32 modupane 1 paboTa ¢ MAIIHHA

He ca uzBectHu.

4.8. HeskenaHu JiekapCTBeHH PeaKIHH

Bb3MoxHa € 10sIBa Ha aNEPTHYHM PEaKIMH — yPTHKApHsl, AEDMATHT, aHTHOEIEM, XeMOparndeH

00puB, apTpanrus, TuMbaIeHOIATHS, €03UHO(DUITHAL.

4.9. llpenozupane
IIpy IPOXBIDKATENHO TMpHUJIaraHe MOXE Ja MPUYAHY HPUTATHBHY U KOPO3UBHM YBPEIKIAHHS HA

KOXKarTa.

S. ®apMaKoJIOrHIHH JAHHH

5.1. ®apmakogMHAMHYHH CBOiCTBA

ATC xom: DOSAG 03 (Amrucentuuw u Jesundexranta, Moxg-chappiamm JIEKapCTBEHU
IPOIYKTH).

OxucnuTenHuTe CBOMCTBA Ha #oga O00yCIHaBAT HETOBOTO AHTHUCENTHYHO JCHCTBHE.
JlexapCTBEHHAT POMYKT MPOSABABA CHITHO aHTHMUKPOOHO M (YHTHIMIHO AefCTBHE IPH BHHIIHO

IIpujiarane.

5.2. ®apMaKkOKHHETHYHH CBOCTBA

Ilpu noxanHO HpHUIOXKEHHE pe30pOuusTa Ipe3 KoxKara e‘cna6a. Enumunnpa ce 0bp30 mopamu
HHCKaTa KOHIIEHTPAUs ¥ 4Ype3 H3lapeHue W CyOnuMaius GlarofjapeHue Ha BHCOKHA CH IapeH
HATHUCK.

5.3. llpenkIuHAYHA JAHHH 32 0€30IaCHOCT

Hama nanuu.

6. ®apManeBTHYHH JAHHH

6.1. CnuchbK HA MOMOIIHHUTE BEIeCTBA:

ITomomuu BelmecTBa Kosnuecrso 3a 100 ml
Kanues itomun 20g

Eranon 96 % 06/06 52,0 ml
IIpeuncrena Boga 10 100 ml




6.2. DH3UKO-XHMHUYHH HECHBMECTHUMOCTH
Jla ce uma B IpeBU, Y€ HOABT € CUJICH OKHCIHUTEN. Jla He ce U3I0JI3Ba C XKUBAYHU ChEeIHHECHHUS,

CTCpUYIHU MacClia 1 Pa3TBOPHU HA aMOHK.

6.3. Cpok Ha rogHOCT

12 (aBanazmecet) Mecena.

6.4. Cienqua/THH yCJI0BHS HA ChXPaHEHHE
Jla ce cpXpaHsBa B OpUTHMHAlIHU ONAKOBKM, Ha CyXO H 3aIlUTEHO OT CBETJHHA MSCTO, IPH
Temneparypa no 25°C.

I[a C€ ChXpaHsiBa Ha MACTO, HEAOCTHITHO 3a z[eua!

6.5. /lanHu 32 oMaKOBKATA

Kagssu 6yrunku ot nonmunponmies ot 30 ml, 50 ml u 1000 ml, oTroBapsinu Ha H3UCKBAHHUATA
Ha Ph. Eur., 3.2.2., 3aTBOpeHH ¢ Kallauyka Ha BHHT OT IOJIMETUIIEH, OTTOBAPSIN HA M3UCKBAHUATA
Ha Ph. Eur. 3.2.2.

Bepxy OyTunkure ca 3ajeleHd ETHKETH C O3HAYEHUs], CBIVIACHO O00pEH MaKeT.

6.6. CienquaTHH NpeANa3HU MePKH IMPH H3XBbPJIsSHE

Hsama crienmanny W3uCKBaHM.

7. Ume u agpec Ha MpHTeXKATEJs HA pa3peleHueTo 3a ynorpeda

“KVYIIPO 94” OO[, yn. “Mano Tomopos” Ne 28A, 5100 rp. ['opra OpsixoBunia, benarapus.

8. PerucrpaumoneH HoMep

20040141

9. laTa Ha NBPBO pa3pemiaBaHe Ha JIEKAPCTBEHHS NPOIAYKT

03.03.2004 romuHa

10. aTa Ha aKTyaau3amus HA TEKCTA

Anyapu 2010r.




