KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHUS MPOAYKT | V3 ) iHATENHA MEHUM'E no HEKAP(ETBATA
'fpamxu xapwmpuamum H& npogyxma - puaoxeHue 1
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Akapon 12,5 % Te4HoCT 3a Koxka t{w Paz. Ne ;Z@{OM

Acarol 12‘5 01/0 Cutaneous liqUId ..............................................................
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2. KAYECTBEH M KOJIMYECTBEH CBCTAB |, . . - o

B 1 ml Akapon TeuHocT 3a koxa ce cbabpkar 0,125 ml 6ensunbensoar (benzyl benzoate)
Bceku 100 ml Akapos TeyHOCT 3a Koxka cbabpxar 12,5 ml 6ensundenszoar (benzyl benzoate)

[ToMOLIIHY BellleCTBA C U3BECTHO NEHUCTBUE

3a MBJIHUA CITMCHK HA MOMOILIIHUTE BeEllleCTBA BUXKTe TOUYKa 6.1.

3. JJEKAPCTBEHA ®OPMA

TeyHOCT 3a KOXa.
Axapon 12,5 % TteyHoCT 3a KOXa € OUCTpa, BACKO3HA TEYHOCT, 0€3 LBAT C XapakTEepPeH MUPHC.

4. KJIMHHYHHA JAHHH

4.1 TepaneBTHYHH NOKA3AHHS

Axapon 12,5 % TedHOCT 3a KOXa € 1oKa3aH IPU Bb3PacTHH, Jiella HaZl 6 TOJAWHH U FOHOIIIH 3a
JIeYeHHe Ha KpacTa ¥ BbIlIKH (IrJIJaBOBH M CPAMHH BBLIKH).

4.2 J103MpPOBKA H HAYHH HA NPHJIOKEHHE

QDBHQOBKH

Kpacra

Bv3pacmuu
HaHnacs ce Bbpxy A00pe U3MHMTATa M MOJACYLIEHA KOXa Ha LsJIOTO TAJIO OT BpaTta HajoJ1y, KaTo ce

U30s4rea rjaaBara v JIMLETo. JIekapcTBEHHS NMPOAYKT ce OcTaBs aa aeicrsa 24 yaca. Cnea nocneasaiuo
HW3MHBaHe, TpAOBa /1a C€ CMEHAT BCHUKH JIPEXH M CNATHOTO 0enbo, KOUTO TpaOBa Aa ce u3nepar U/ Hiu
MOYMUCTAT A00peE.

[Ipunara ce eqHokpaTHo. [Ipu Texxku ciyyau TpetupaHeTo ¢ Akapon 12,5 % TeyHocT 3a koxa TpsOBa
J1a Ce MOBTOPH Ha CJIeIBALLMA J€H U aKO € HeOOXOAMMO Ipe3 clieBALLMTE S5 JHH.

lleouampuuna nonynayus

bebema u oeya noo 6 2.: He ce npenopbyBa U3MOA3BAHE HA TO3H JIEKAPCTBEH MPOAYKT.
Leya nao 6 2o0unu u ionowu: H3nonzea ce, Kakmo e npenopvyan npu 6v3pacmuu..

BbmkH (rj1aBoBH H CPAMHH) JEra=N

Bw3pacmnu /
HaHnacd ce BbpXy 100pe U3BMHUTUTE W NOJACYILIEHH IlaBa, CKAJIN WJIK 3aCErHaTUTE 30HH U ce OCTaBS na

neHcTBa npe3 cneasammre 24 yaca, cies KoeTo ce uaMuBa o6uiHo. U3nonssa ce rpeben ¢ ¢puum 360M |
(no-mainko ot 0,3 mm mexay 3b0UTE), 3a Aa ¢€ OTCTPAHAT OCTAHAJIUTE FHUHM (AHLLa) OT KOCaTa U1~ |

3aCerHaTUTE 4YaCcTH Ha TAJIOTO. i



[Ipunara ce eaHokpaTHO. [IpH TeXKKH cllyyau MOXKe J1a ce HaJloXKaT 2 WK 3 NpoLEeayPH.
Ileouampuuna nonyaayusi

bebema u oeya noo 6 2.: He ce npenopbyBa W3MoJi3BaHe Ha TO3M JIEKAPCTBEH MPOAYKT.
Heya nao 6 coounu u onowu: U3non3ea ce, KAKTO € NpenopbyaH MpU Bb3PaCTHH.

HayuH Ha NpHI0KEHUE

3a JIOKaJIHO NPUJIOXKEHHE BbPXY KOXKara.
4.3 IlporHBONOKA3AHHA

CBpBbX4YBCTBUTEIHOCT KbM aKTHBHOTO BELLECTBO UJIM KbM HAKOE OT ITOMOLIIHUTE BELLECTBA,
U30pOeHH B ToUKa 6.1

4.4 Cpnennanuu npeaynpexxaeHHus H NpeANa3HH MEPKH NpPH ynorpeoda

Camo 3a BbHIIHA ynotpeba.

He TpsOBa na ce Aonycka KOHTAKT C OYKUTE M JIMTAaBULIMTE.

ben3unben3oar He TpAOBa aa ce W3MOJI3Ba NMPU OTBOPEHH paHH, MO KO)KAaTa MJIM CKaJlna, 3all0TO MOXe
Ja ce noBULIM abcopOMpPAHOTO KOJHYECTBO JIEKAPCTBEH MPOAYKT, KOETO MOXE€ Ja YBEJIHYH
BEPOSITHOCTTA OT CTPAHUYHH €(EKTH.

Bb3MOXHO € J1a ce noJiyyar JIOKaJIHH 3a4epBsABaHUA U Bb3NaJIEeHUs BbpPXY TPETHPAHUTE YUYACTbLH.

[Ipu nornsiiane, 6eH3uadeH30aT Moxe aa npeaussuka ctuMyaupane Ha LITHC u repuose.

4.5 B3anmojaeiicTBHE ¢ APYIrH JIeKAPCTBEHH NPOAYKTH H APYrH OopMH Ha B3aHMOAeHCTBHE
He ca u3BeCTHHU B3aUMOAEHCTBHUSA C APYrH JIEKAPCTBEHHU MPOAYKTH U XPaHH.
4.6 DeprHIHTET, OpeMEHHOCT H KbpMeHe

bpeMeHHOCT
JIunceaTt M UMa OrpaHUYEeHH JaHHH 3a ynoTpedaTa Ha TOBA JIEKAPCTBO NPH OPEMEHHH HKEHH.

KbpmeHe
He e u3BecTHO Aanu OeH3unbeH30aT npeMUHaBa B KbpMara.

[Topaau nokanHoTo npuioxkeHue Ha Akapon 12,5 % TeyHOCT 3a KOXka € MaJIKo BEpOATHO ynotpedbara
MY J1a peACTaBJIsBa OMAcHOCT 3a OPEMEHHHU HITH KbPMELLH HKEHH.

4.7 EdexkTH BbpXYy cnoco0OHOCTTA 32 IOPHPaAHEe H padOTA ¢ MALIHHH
Henpuinoxumo
4.8 HexesaHH IeKaAPCTBEeHH peaKIHH

OnucaHUTE NMO-A0J1y HEXETAaHUE JIEKAPCTBEHH PeaKLMH, ca CbOOLIaBaHU NMPH NPUIOKEHHE Ha
OeH3unOeH30ar, KaTto ca Kj1acHpULUHMpPaHH CbOOpa3HO YecToTaTa: 5=

- MHoro yectu (>1/10); 7 W N
- Yectu (>1/100 no <1/10); VRt
- Heuectu (>1/1 000 no <1/100); I &/ ="

- Penku (>1/10 000 no <1/1 000); 3

- Muoro peaku (<1/10 000); RN

- C HeM3BeCTHa YecToTa (OT HAJIMYHHUTE JaHHHU HE MOXKe J1a ObJie HanpaBeHa OLECHKA).

"
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Hapywenus na umynnama cucmema
Peaku: peakuiui Ha CBPbXUYYBCTBHTEIHOCT KbM OeH3HII0€H30aT

Hapywenus na xoxcama u nROOKodICHama mvKaH
HeuecTH: KOHTAKTEH A€PMaTHT, YPTHKapHA.

Obwyu Hapywenus u eghekmu Ha MACMOMO HA NPUNOHCEHUE
Peakn: cbpOek MM APa3HEHE OKOJIO OYUTE M JIMFaBULIUTE.
C HeH3BeCTHA 4eCTOTA: CHOOILIEHUS 32 CHCTEMHH CUMITTOMM CJIEl [TPEKOMEPHO JIOKAJIHO

NPHI0XKEHHE

[leanaTpuyHa nonyJialus
Bbnpeku uye HAMa KOHKpeTHa HH(opMaLMs, cpaBHABaLla yrorpedara Ha OeH3UI0eH30aT NpH Jeua ¢

APYrH Bb3pacTOBM I'PYIH, HE ce oyakBa OeH3uI0eH30aT 1a nNpeAu3BUKa Pa3IMuHH CTPAaHUUHHU eeKTH
WA Mpo0NEMH MpH Jela, OTKOJIKOTO NPH Bb3PaCTHH.

CnobuiaBaHe Ha NOAO3MPAHU HEXKEJIAHH PeaKLIUK

Cpo0O1iaBaHeTo Ha NMOAO3UPAHH HEXKEJIaHW peaKlMy clie/l pa3peluaBaHe 3a ynorpeda Ha JieKapCTBEHUS
NPOJAYKT € BakHO. ToBa No3BoJiABa Aa NPOABIKH HaOJIIOIEHUETO HAa CHbOTHOLLIEHHETO MM0J13a/PUCK 34
nekapcTBeHHs NpoaykT. OT MEAHLIMHCKHUTE CIIELIHAJIUCTH CE€ HU3UCKBA Ja choOLIaBaT BCsAKa
MOJ03HpaHa HexellaHa peakLMs Yypes:

M3nbJIHUTEIHA areHL M 10 J1eKapcTBaTa
yi. ,,JlamsH I'pyeB” Ne 8

1303 Cogus

bbarapus

Ten.: +359 2 8903417
yebcaiT: www.bda.bg

4.9 Ilpenosupane

[Tpu nornbiane 6eH3undeH3oaT Moxke aa aoseae a0 ctumyarpane Ha LIHC u koHByncHH.
JleueHHeTO NMpH Npeo3upaHe BKJIKOYBA acnUpaLus, TPOMHUBKA U MOAXOAALIH CUMIITOMATHYHHA MEPKH.

- ®APMAKOJIOIT'MYHHU CBOHUCTBA
5.1 ®apMakoAHHAMHYHH CBOHCTBA

dapmakoTepaneBTHYHa rpyna: J[pyru npenapatyd npoTHB €KTONapa3uTH, BKJI. CKaOULIUAM.
ATC kon: PO3AXO01

ben3un 6eH30aT e akapuLM, KOUTO ce W3MO0JI3Ba 3a JICYEHHE HA KPAacTa U BbUIKH
5.2 @apmMakKOKHHETHYHH CBOHCTBA

Ab6copOupanuaT 6eH3unben3oar 6bp30 ce OMoTpaHCHOPMHUpaA B XHITYPHUHOBA KMCEJIMHA, KOATO C€
€KCKpeTHpa B ypHHara.

5.3 Ilpeaxk/IHHHYHH JaHHH 32 Oe30macHOCT o

Hsama Hanu4yHa aonbiaHUTEIHAa HHGOpMaLIMS

6. OPAPMALIEBTUYHMU JIAHHHU



6.1 CnucbK HA NOMOUIHHTE BellecTBA
Makporon 400

6.2 HecbBMECTHMOCTH

Henpunoxxumo

6.3 Cpok Ha roaHoCT

2 TOAWUHHA
CpoK Ha FrOZHOCT CJIEJl MbPBO OTBAPAHE! 30 nHM.

6.4 ChneunaJHH YCJIOBHS HA CbXPAaHEHHE

Ila ce cpxpansBa noa 25°C
Jla ce chXpaHsBa B OPMrMHAJIHATA OMAKOBKA, 32 [ Ce NMpeAnasH oT CBETIHHA

6.5 Buau chaAbpXKaHHE HA OMAKOBKATAa

Axapon 12,5 % Te4HOCT 3a KOXa Ce npejuiara B Oenu Henpo3pauHy OYTHUIKH OT MOJUETHIEH BUCOKA
[UTBTHOCT, 3aTBOPEHH ¢ GeJI Karnauky Ha BUHT C OTBOP H Kamna4e OT MOJTHIPpOMHIICH.

Bunose onakoBku: 1 6yTuika ot 100 ml nocraBeHa B KApTOHEHA KYyTHS

6.6 CrenHaJHH NpeANa3sHH MEPKH NMPH H3XBBLpJIsiHE H paboTa

Heu3rnoN3BaHHAT JIEKApCTBEH MPOAYKT HJIM OTNAaAbYHHTE MaTEpUaJIH OT HETO TpsiOBa Aa ce U3XBbPIAT
B CHOTBETCTBHE C MECTHHTE H3HCKBaHHA.

7 IIPUTEJXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA

Becdhapm EOO

yi1. Hewo bonues 26
Codus 1225

bwnarapus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Per. Ne 20200078

9. JIATA HA ITbPBO PA3PEIIABAHE/MOJHOBSBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

JlaTa Ha ITbpPBO pa3pellaBaHe: 30.04.2020
JlaTa Ha NOCJieIHO NOJAHOBSBAHE!

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

CenremBpH 2025




