KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

SPIRITUS AETHYLICUS VT 95 % v/v cutaneous solution

Bottle 100 ml, 1000 ml

ETUJOB CIIMPT BT 95 % 00./00. nepmajien pasrsop

byrnaka 100 ml u 1000 ml




1. THproBCcKO UME Ha JICKAPCTBEHHS IPOAYKT
SPIRITUS AETHYLICUS VT 95% v/v cutaneous solution

ETWIOB CITUPT BT 70% 06./06. nepmanien pastsop [W3NBNHUTENHA ATEHURS 10 NEKAF ¢ 151

Kpamxa Xapakmepucmuxa Na npodykma - MNpuncxerue 1

2. KONMYeCcTBEH H KAYeCTBeH CheTas 3a 100 ml: Kb PY L "'LK%V%B ..... JI\Q‘O%OI
Ethanol 96% -98.96 ml - )
[lomol1nHUTE BelecTBa ca NOCOUYEHU B T. 6.1, Odobpero: /(/ A (L S-0K ’2 6(99’
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3. JlekapcTBeHa popma
JlepMasieH pa3TBop

4. KnIuHUYHU GTaHHA

4.1. Ilokazauus

Cnen noaxomdllo paspexpaHe ce ynoTpebsgBa 3a Me3MHOEKIHMsS HAa KOXAaTa Npeln HHKCKLMHH,
BEHENYHKLMH, XUPYPrU4YHH HHTEPBEHLUH, 3a A¢3UH(EKIUI Ha PbIEC ¥ NMOYUCTBAHE HA NOBHPXHOCTH,
3a 3arpsaBalld KOMIIPECH U (PPUKIIHH.

4.2. Jlo3upoBka 4 HAYUH Ha ynoTtpeba

C nmoMolTa Ha NOAXONAI TaMIOH Ce IOUMCTRA HeoOxoauMara INOBBEPXHOCT HJIH CC IIOCTaBi H4d
HYXHOTO MIACTO 34 3arpsiaBalll KOMITPEC UITH [prI{I_[HFL

4.3. IlpoTuBonoxazaHus
[loBUIIEHA YYBCTBUTENHOCT KBM €TAHOJI.

4.4. CueudanHy NpeAyNpeKACHUA M CIELHATIHY NMPeANa3Hu MEPKH pH yroTpeda

Ha He ce npHeMa BbTPEIIHO.

Jla He ce HaHAaCs BBPXY JIMMABULM U IPH HApyNIEHa LS10CT Ha KoXara.

Jla ce chbxpaHsBa Ha MSCTO, HEJIOCTHITHO 3a JEIa,

Jla ce mazsiT ouuTe.

3anajiuM IpoayKT!

JIekapCcTBEHUAT NPOAYKT HE TpsAOBa OJa c€ MU3MNON3Ba ClIeA CPOKa HA TOJAHOCT, OTOENSA3aH BLPXY
OTaKOBKara.

4.5. JlekapcTBeHU U OPYI'H B3aHMOACHCTBHSA
He ca u3pecTHM.

4.6. bpeMEHHOCT U KbPMEHE
Hsma crneuuanay npenynpexiacHus.

4.7.EdexTy BbpXy cniocoOHOCTTA 3a ioPupane u padoTa ¢ MalllMHK
[Ipn npunoxenne cprinacHo H3UCKBaHUATA — HE ¢¢ Hal/r0zaBar.,

4.8. Hexxenanu nekapCTBEHU peakliuu
BB3MmoxHa € N0gBa Ha CBPBbXUYBCTBUTEIHOCT.

—



4.9. Ilpeno3upane

Ilopanu 6®p3oTo u3napenue Ha NpoxykTa Clien HAHACIHETO MYy BBPXY KOXaTa, NPEAO3HPAHETO HE €
OT CBINECTBEHO 3HAYEHME,

5. ©apMaKkoJIOTHYHU JaHHH

5.1. GapmakogMHAMUYHU CBOMCTBA

QapMakoTepaneBTHYHA Ipyna: AHTHCENTHLH U AcsuHQekTanTd, Jlpyrum aHTHCEnTHHH U
ne3urpexTanTi, ATC koo DOSAX

[Ipn noxanno mnpunoxenne 95%. eTHIIOB aTKOXON HMa aHTUMHKPOOHO JeHCTBHE, nopaau
PdSTBapiHe Ha JMIHANTE HA KNEThYHATA CTCHA, IPELMIHTAIMS Ha GeNThUMTE U AeXuapaTaiws. [1o-

FOJICMATC KOHLCHTpAllMK NMPEAW3BUKBAT Obp3a MOBBPXHOCTTHA MNPEUUNMUTANMS HA OGENTHUHUTE HA
KJIEThYHATA CTEHA, KOCTO NPEYM Ha IPOHUKBAHETO MY B KJIETKATA.

5.2. PapMakKOKHHETHYHU CBOHCTBA

He ce abcopbupa npes koxara. Upes u3napeHue 0bp30 ce eNMMUHUPA OarofapeHue Ha BUCOKUS CH
[IapEH HATHUCK.

5.3. llpeaxnVMHUYHA NaHHY 33 6€30NacHOCT
[IpoayKThT He CbABPKA BPEIHHU 33 30PABETO CHCTABKH.

6. GapMaleBTHYHY TaHHH

6.1. CnHCBK Ha IOMOIIHHUTE BEeECTBA U TEXHUTE KOJIMYECTBA
[Ipeuucrena Boga xo 100 ml.

6.2. DU3HKO-XHUMUYHH HECHBMECTHMOCTH
He ca u3BecTHH

6.3. Cpok Ha rOJHOCT:
2 (1Be) roaAuHM.

[lepron Ha H3MoON3BaHe ciiej IILPBOHAYATHO OTBapsHE ;
Ilopann He3HaUUTENIHHS IApeH HATHCK HE ce NpEABUIKAA CICLHAICH CPOK Ha TOAHOCT CIEN
IBPBOHAYAJIHO OTBApHE.

6.4. CriellaTHy ycaoByUs Ha ChbXpaHEHHeE
/la ce CbxpaHAB2 B OPHMTHHAIHATA ONAKOBKA HA CYXO M 3ALIUTEHO OT [MPsIKA CJIBHYEBA CBETIMHA
MSCTO, IIPH TeMIIEpaTypa oz 25°.

6.5. Jlanau 3a onakoBkara

Kagssu Oytuiku ot nonuerwnenrepedranar ot 100 ml u 1000 ml. OTrOBapAITH
Ph. Eur.., 3aTBopenu ¢ 6enu xamauyky Ha BHHT OT MOJIMETHIIEH, OTTOBAPSALIY HA
FEur..Bepxy 6yTHiKuTe ca 3aneneHn eTHKETH ¢ HEOBXOUMHUTE O3HAYEHHS.

6.6. CienuasnHy npearasHu MEpKH IpH HU3XBBPISHE.
Hsama cnietuaniy H3ucKBaHHS.



7. IMe u anpec Ha npUTexkareIs Ha pa3pelleHHETO 3a yiroTpeda
AITTEUYHO BEJIMKO TBPHOBO 2000 A1
rp. Benuko TspHOBO, yn. Mapmapimticka Ne 37

8. PeructpanuoneHn HoMep

200306135

9. laTa Ha IBPBO pa3pellaBaHe Ha JICKAPCTBEHHA NMPOAYKT

03.10.2003 roauua

10. /laTa Ha aKTyaH3alis HA TEKCTa

Maprt, 2008 roguna

CTp.



