KPATKA XAPAKTEPUCTHUKA HA ITPOJIYKTA

SPIRITUS AETHYLICUS KUPRO 70 % v/v

cutaneous solution (sol. cut.)

Bottle 100 ml, 1000 ml

ETHJIOB CIIMPT KYITPO 70%06/00

Pa3sTBop 3a Ko:xka

byrnaxku ot 100 ml u 1000 ml



KPATKA XAPAKTEPUCTHUKA HA JIEKAPCTBEHI/ISI I'IPO,Z[YKT

1. Vime Ha neKapcTBEHUS IPOIYKT
SPIRITUS AETHYLICUS KUPRO 70 % v/v
ETMJIOB CIIMPT KVYTIIPO 70 % 06/06

2.KayecTBeH M KOMIECTBEH ChCTaB ¢ VreBneae M SRR (R———
CbCTaB Ha JIEKApCTBEHUS IPOLYKT : S el
JlexapcTBEHO BEIIECTBO 3a 100 ml, 8 ml 3a 1000 ml, B ml
Eranon 70% 06/06 (Ethanol 70%v/v) 72.7 727

3a MBJIHUS CIUCHK Ha IIOMOIITHHUTE BEIIECTBA, BHXKTE TOUKA 6.1.

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

4. KNVHUYHU NaHHH:

4.1. TepaneBTHYHHU NOKa3aHUS: 3a Ne3UH(EKIINS Ha KOXKATA TIPEIH HHIKEKIHU, XUPYPrHYHHI
MHTEPBEHIINHY, 3a Ae3HH(EKIUS Ha PBIIE, U CIIEe]] MOXOIIII0 paspexIane ¢ Boja (B
cpoTHoIIEHHE 1:1) 3a 3arpsiBaly KOMIPECH U (YPUKIIUH.

4.2. Jlo3upoBKa 1 HAuUH Ha IPHIIOKEHUE

BeHmHO! 3a mpuiojkeHHe BBPXY KojkaTa - C IIOMOINTA Ha MOJXOISIN TAMIIOH CE HaHacs
BBPXY CBOTBETHHUTE KOXKHH YUACTHIIH.

4.3. IIpotuBonoxazanus

IToBuIIeHa YYBCTBUTEIHOCT KM ETHIIOB CITHUPT.

4.4. CienuaiHy IpeaynpesKIeHus | IpearasHi MepKy TIpH yIoTpeda

Ja He ce mprema BBTpENIHO. Jla He ce HaHACS BBPXY JIMTABHIU. 3a 3arpsiBallld KOMIIPECH U
(GpuKIuY fa ce mpunara camo CleJl IOJIXOSINO0 paspesxaane ¢ Boaa (B crotHomenue 1:1). Jla
He Ce HaHacs BHPXY JIMIABHUIM U IIPYU HapyIIeHa LSJIOCT Ha Koxarta. J]a He ce M3I0JI3Ba Clel
JaraTa Ha M3THYaHe Ha cpoka Ha rofgHocT. Jla ce chXpaHsBa Ha MsICTO, HEIOCTHIIHO 3a Jela.
3anaiauM OpoayKT!

4.5. B3auMoelcTBIE ¢ IPYTH JIEKapCTBEHHU MPOAYKTH U Ipyre (JOPMHU Ha B3aUMOJIEHCTBIE
He ca uzBecTum. '

4.6. @eprunurer, OpeMEHHOCT U KbPMEHE

Hama cienuanay npeaynpeskaeHus..

4.7. Edextu BBpXy criocobHOCTTA 32 modupane u paboTa ¢ MaIlnHU

IIpu npuno>keHue ChriacHO U3NCKBAHUATA — HE Ce HAabIII01aBarT.

4.8. HexxenaHu TeKapCTBEHU PEaKIIiy

Cnoper dyecToTaTa He)KeIaHUTE JEKApCTBEHH peakinu ce kiacuuuupar chriacgo MedDRA
KOHBEHLUATA, KakTo ciensa: Muoro yectu (>1/10), Hewectu (>1/1 000 mo <1/100), Pemxu
(=1/10 000 mo <1/1 000), MHuoro pemxu (<1/10 000), ¢ Hen3BecTHA YecTOTa (OT HATMYHUTE
JaHHU HE MOXKe Jja OBJie HallpaBeHa OLEHKA)

Heuectu: tokanHo Ipa3Heno AeicTBre, NepMaTHTH

MHoro pekn: CBpBbXUyBCTBHTEIHOCT, aJICPIUYHE PEaKIIHH.

4.9. Ilpeno3upane

ITopangu 65p30T0 H3NApeHHUE, IPETOIUPAHETO HE € OT CHIIECTBEHO 3HAUCHNE.



5. ®apMaKoJIOTHYHHU JaHHU
5.1. ®apMakoAMHAMUYHU CBOMCTBA:

®apmakoTepaneBTUIHa IPyTa: IPyTrd aHTUCENTULM U Ae3UH(EKTaHTH

ATC xorm : DOSA X 08

[Ipu noxanuo npunoxerne 70 Ha cTo 06/06 €THIIOB CIIUPT UMa AHTUMUKPOOHO JeHCTBHE
IIOpaiy pa3TBapsHe Ha JIUNKMIUTE Ha KIeThbUHATA CTEHA, PEIUITUTALNS Ha OEITHLIUTE 1
nexunparanust. [lo-ronemure KOHIEHTPAIMHE IPEAU3BUKBAT OBP3a TOBHPXHOCTHA TIPELH-
MUTAnUs Ha OENTRIMTE HA KIEThYHATA CTEHA, KOETO MIPEYH Ha IPOHUKBAHETO MY B KIIETKATA.
IIprsoyxeH JTOKAIHO BBPXY KOJXKaTa HMa JPasHelo IeHCTBrE, a B ClIabi KOHLEHTPAIUK HMa

aJICTPHHTEHTHO JIeHCTBHE.
5.2. ®apMaKOKMHETHYHHU CBOHCTBA

He ce abcopbupa mpes koskara. Upes usnapenue 6pp30 ce eMMMUHIPA.

5.3. IIpeIKIMHUYHE TaHHU 3a 0€30IaCHOCT:

Hama uzsectau nannu.

6. ®apMaleBTUYHN JaHHH
6.1. CriChK Ha IIOMOIITHUTE BEIIECTBA

IToMoren BelecTsa

3a 100 ml, B ml

3a 1000 ml, B ml

Water purified (mpeuncrena Boma) 27.3

273

6.2. HechBMECTUMOCTH
Hsama nanaun
6.3. Cpox Ha rogHOCT: 2 (IB€) TOAUHU

Hopa;m HE3HAYMTCIIHMS ITIapeH HAaTUCK HE C€ MPEOBMIXKAA CIICHHAJIEH CPOK Ha I'OJHOCT CIe[

II'PBOHAYAIHO OTBapsHE.
6.4. CrieruaHu yCIIOBHS 38 ChXpaHEeHHE

Ha ce cpXpaHsBa Ha CyX0 MSACTO, 3aLIUTEHO OT IIPsIKa CI'bHYEBA CBETIMHA, [IPU TEMIIEPATypa

ox 25 °C.

)Z[a C€ ChXpaHsBa Ha MSICTO, HEOOCTHIIHO 3a Jelia.

6.5. JlanHu 3a omakoBKara:

Besusernn Oyrmnku ot momumerunentepedranar ot 100 ml u or 1000 ml, 3arBopenm c
Karmayky Ha BUHT OT monmeTwieHTepedranar. byrunkure ot 1000 ml ca npenHasnadenu 3a

OonHMuUHA yroTpeba.

6.6. CrienimanHu npennasHy Mapky IPH U3XBbPIISHE:
HewnsmonspaHusaT MPOAYKT MM OTHAJABYHE MAaTEPHAIH OT HEro TPsIOB aja Ce U3XBBPIIAT B

CHOTBETCTBUEC C MECTHHUTE N3 CKBAHMSI.

7. me u afpec Ha IpUTEXKATeNsd Ha pa3pelIeHueTo 3a yruoTpeoa:

“KVYIIPO 94” OO/, yn."Mano Tomopos" Ne 28, 5100 rp.I'opua Opsixosuna, bearapus

8. Homep(a) Ha pazpereHneTo 3a ynotpeba
20060392

9. [lata Ha IBPBO pa3pellaBaHe/IOJHOBSIBAHE HA PA3pEIIEHUETO 3a YIOTpeda

14.08.2006r.

10. [lara Ha aKTyaaH3upaHe Ha TEKCTa
IOmu 201 1r.




