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KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

SPIRITUS AETHYLICUS VT 95 % v/v cutaneous solution

Bottle 100 ml, 500 ml, 1000 ml

ETUJIOB CIHHPT BT 95 % 06./06. pasTBop 3a Koxa

byruaxa 100 ml, 500 ml, 1000 ml

Crp. loT 4



1. Topropcko HmMe Ha NeKAPCTBEHHA NPOAYKT
SPIRITUS AETHYLICUS VT 95% v/v cutaneous solution
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ETUIOB CTIUPT BT 95% 06./06. pasteop 3a koxa |+ o piRTENNA ATEHLIAA N0 NEKAPL . 3ATA
: KDemra X8LaKineouciiuna Ha npogyxma - Npusaxenue 1
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2. KoauvecTBeH H KAYMECTBEH ¢LCTaB 3a 100 mi:
Paspewerue Ne ,{"5(:? ‘9 ....... ot r#lﬂf}
Ethanol 926% -98.96 ml
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[ToMoutHHTE BElMIECTBA Ca NOCOYEHM B T. 6.1,

3. JlekapcrBena dopma

Pa3TBOp 32 KOXKA

4. Kinuu4aHu jaHHA

4.1. Iloxazanus

Cnen no,uxoﬁﬂmo paspexaanHe ce ynoTpedsBa 3a JNe3MHEKLMA Ha KOXKATa MpPEAd HHKEKLMH,
BCHCIYHKIHM, XHPYPTU1HH HHTEPBCHINH, 32 Ae3UH(EKLIHS Ha pbLie U MOYNCTBAHE Ha NIOBBPXHOCTH,

3a 3arpABaliH KOMIPECH H (pHKLUHH,

4.2, [lo3upoBKa H HAYHH HA ynoTpe6a
C momoilTa Ha NMOAXOASHI TAMMNOH Ce MOYMCTBA HeobXoaMMaTa [MOBLPXHOCT WK Ce MOCTABA Ha

HYXHOTO MSCTO 3a 3arpaBalll KOMIIPEC HIIH GpUKLIMS.

4.3. IlIpoTuBonoxkaszanun

[loBHIIEHA YyBCTBUTEMHOCT KBM €TaHOI.

4.4. CoennaaHn npeaynpexaeHus U cneuaHy npénnasnn MEPKH NPH ynoTpeda
Jla He ce npHeMa BBTPENIHO.

Mla He ce HaHAck BBPXY MIABHLUM M NP HAPYIIeHa LSIOCT HA KOXKATA.

Ha ce chxpaHaBa Ha MACTO, HEAOCTBITHO 33 JelA.

Jla ce nazat ounre.

3ananuM npoaykr!

OMaxKOBKaTa.

4.5, JlekapcTBeHU M APYrH B3aUMOdelicTBHS

He ca u3pecTHH.




4.6. BpeMeHHOCT H KbpMeEHE

Hsama cnenuanau npeaynpexaeHHs.

4.7.E¢exrs BbpXY cnocofHOCTTA 32 nodHpane n paboTa ¢ MAMHHH

[Ipu npunoxenne cbrinacHO H3HCKBAHUATA — He ce HAGII0ARAT.

4.8. Hexxenanu JexkapcTBenH peaknun

B13MOXHa € NI0ABA Ha CBPBXYYBCTBUTEIHOCT.

4.9. Ilpeno3npane

ITopanu 0Bp30TO H3NAapeHHE Ha MPOAYKTA CIIC] HAHACAHETO MY BBPXY KOXKATa, npe,uozmpaﬂe'r'o HE €

OT CBIUCCTBCHO 3HAUCHHUC.

5. ®apMaKoJOrHYHH JAHHH

J.1. PapMakoAMHAMHYHH CBOliCcTBA

(PapMakoTepaneBTHYHA rpyna: AHTHCENTHUM M Je3dHdexTanTtH, JIpyrMm aHTHCENTHNM H
aesuapekradTd, ATC koa DOSAX

Ipg nmoxanHo mnpunoxenne 95%. eTunoB anxkoxon umMa AHTUMMKPOOHO IelicTBHE, NopaiH
PasTBapAHE HA JIMIUANTE HAa KNEThYHATA CTEHA, IPeHMIMTALMS Ha OenThunTe U Aexuapatauus. [To-
TONICMHTE KOHUCHTPALHH NPEIH3BHKBAT OBbp3a MOBLPXHOCTTHA MPELUIIATALMS Ha OejThblMTe Ha
KJIeTHYHATA CTEHa, KOETO MPEUH HA MPOHHUKBAHETO MY B KNICTKATA.

5.2. PapMaKOKHHETHYHH CBOHCTEA

He ce abcopbupa ﬁpe:z koxara. HUpes usnapenue Obp30 ¢e eIMMHUHHpA GaroaapeHue Ha BUCOKHS CH
IapeH HATHUCK. .

5.3. [IpeakAHHAYHY AAHHH 32 Ge30nacHoCT

[IpoayKTHT He CHABPXKA BPEAHH 33 3PaBETO CHCTABKH.

6. PapManeBTHYHH JAHHMK
6.1. CiMcbK HA NOMOUIHMTE BEMIECTBA ¥ TEXHHUTE KO/AMYECTRA
[Ipeunctena Boga no 100 mi.

6.2. PHIUKO-XHUMUYHH HECHBMECTHMOCTH

He ca u3BecTHH

6.3. Cpox Ha roaHocr:

2 (1BE) rOHHH.

[lepuon Ha U3InoI3BaKe c/le] MLPBOHAYAIHO OTBAPSHE:

flopann He3HAYHTENHHA NApEeH HATUCK HE C€ NpPEJBHKIA ClELHANEH Cpo

TLPBOHAYAIIHO OTBapIHE,




6.4. Cneunasum ycnoBus na ChXPaHeHHe
/la ce cpxpaHiBa B OpPHTHHANHATA ONAKOBKA HA CYX0 H 3aLIHTEHO OT NpsKa CALHYEBA CBETIHHA

MACTO, NpH TeMIepaTypa noy 25°.

6.5. /lannH 32 onakoBKaTa
Kapsasun Oytunku or nonneTuncHrepedranar or 100 ml, 500 ml u 1000 ml, oTroBapsmn Ha
W3HCKkBaHusaTa Ha Ph. Eur., 3aTtBopenn ¢ 6enu kamauxu ma BUHT OT NOJHETHJICH, OTrOBApAIM Ha

n3nckBaHuATa Ha Ph. Eur. Bepxy GyTuikute ca 3anenenu etukery c HeOOXOMUMHTE 03HAYCHUS.

6.6. Ciennanun npennasuu MEpPKH NPH U3XBBPJAHE,

Hsama cnenmanim wancksanms.

7. Hme H ajpec Ha NPUTeXATEIN HA Pa3pelleHneTo 3a ynorpeba
~BETA ®APMA” AJ]

rp. Benuko TwpHoso 5000, yn. ,, Teara neka” Ne32, buarapus
Ten. 062 623 403

8. Perucrpanuonen HOMED
20030615

9. XaTa Ha nbpBo pa3pemasane na JIEKAPCTBEHUSA NPOAYKT
03.10.2003 roauna

10. JarTa Ha akTyaamsauun Ha2 Texera

Anpun, 2013 roauna




