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1. WMME HA JIEKAPCTBEHMS MIPOIYKT | mu.ﬂmmﬂﬂ ATEHUMS 10 Jic. 2" (79ATA

Axkapon 25 % Te4YHOCT 3a Koxa
Acarol 25 % cutaneous liquid Kbm Pes. Ne Zﬂjyﬂ’@{l{? ..........................
L
PaapewenHue Ne _ -11-
} O 1K 19 -11- 2025
2. KAYECTBEH U KOJUYECTBEH CBHhCTAB|BG/MA/MP - e eerae smosse snniloaer BnsenasssassaneminiaiiEE

Naobnevue Ne .. G i e AR SR S SER EBE AT
B 1 ml AkapoJs Te4yHoCT 3a Koxa ce cbabpkat 0,25 ml 6eH3undenzoar (benzyl benzoate)
Bcekun 100 ml Akapon Te4HOCT 3a Koxa cbabpkat 25 ml 0ensunbensoar (benzyl benzoate)

[IloMOILIIHM BellleCTBA C U3BECTHO JIEUCTBHUE

3a MbJIHUSA CITUCHK HA NMOMOILIIHUTE BelllecTBa BUXKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

TeuyHocT 3a KOXa.
Axkapon 25 % Te4HOCT 3a KO)Ka € OMCTpa, BUCKO3HA TEYHOCT, 0€3 LIBAT C XapaKTepEeH MHPHUC.

4. KJIAHWYHH JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

Axapon 25 % TE4HOCT 3a KOXa € I0Ka3aH IPH Bb3paCcTHU U IOHOIIM HAJ 15 roauHH 3a
JIeYEHHUE Ha KpacTa U BbLUKH (I1aBOBH U CPAMHHU BbLIKH).

4.2 Jlo3MpoBKAa H HAYHMH HA NPHJIOKEHHE

O3HPOBKA

Kpacra

Bw3pacmnu
Hanacs ce BbpXxy 100pe u3MHTaTa M NOACYLIEHA KOXa Ha LUSJI0TO TAJIO OT BpaTa Haao0J1y, KaTo ce

u30sArea rjaBara M JMLETO. JlekapcTBeHHUS NPOAYKT Ce OcTaBs Aa aevcrsa 24 yaca. Cnea nocneasaiio
HW3MHMBaHe, TPAOBA J1a ce CMEHAT BCHYKH JIpeXH U CajHOTO 0esbo, KoUTO TpsAOBa Aa ce u3nepar u/muiu
MOYUCTAT J100pe.

[Ipunara ce eqHokpaTHo. [Ipu TexKH ciiyyan TpeTHpaHeTo ¢ Akapon 25 % Te4yHOCT 3a Koxka TpaOBa
1a ce NMOBTOPH Ha ClleJBallMA J€H U aKO € He0OXOAUMO Mpe3 CeABaLLUTE 5 NHH.

FOnowu nao 15 eoounu: Hznonzea ce, Kakmo e npenopvyaH npu 6b3pacmuu..

BbumikH (r;1aBoBH H CPAMHH)

Bv3pacmnu

HaHnacs ce BbpXy 100pe H3MMUTHUTE W NMOJACYLIEHH IJ1aBa, CKaJIN WM 3aCErHaTUTE 30HU U Ce OCTaBs Ja
neicTBa npe3 cieasauuTe 24 yaca, cnej KoeTo ce u3MuBa oounHo. Usnonsea ce rpedeH ¢ puHmu 360H
(no-masiko ot 0,3 mm Mexay 3b0MTe), 3a Na ce OTCTPAHAT OCTaHAJIMTE THUM (si1la) OT-KocaTa Wi

3aCETHATHUTE HACTH HA TAJIOTO. ,.r Y, I

[Ipunara ce enHokpaTHO. [Ipu TeXKH cilyyad MOXKe 1a Ce HaJloXKaT 2 WiK 3 npoueaypH.



IOnowu nao 15 2oounu:: U3nonsea ce, KaKToO € MpenoppyaH NPH BE3PACcTHH.

HauuH Ha 0 OXCEHHE

3a TOKAHO NPWIOKECHHE BBPXY KOXKaTa.

4.3 IIpoTRBONOKA3AHES

CBpBXYYBCTBHTEIHOCT KBM 8KTHBHOTO BEECTBO WM KBM HAKOE OT NOMOLIHHATE BEINECTBA,
H30pOeHH B TO4Ka 6.1

4.4 Coennansu npeAynpexIceHEs H OPeANAZHE MepKH npa ynorpeba

Camo 328 BBHIIIHA yTIoTpeba.

He Tpa6Ba na ce 10nycka KOHTAKT C OYMTE U JIMTaBHIIHTE.

ben3unbeH30aT He TpadBa Aa ce H3NMOI3Ba PH OTBOPEHHM paHH, 110 KOXKATA HIM CKaamna, 3alloTo MOXKe
Aa ce HOBHIUH &6COpPOHPAHOTO KOJMHMYECTBO JICKAPCTBEH TMPOAYKT, KOETO MOXKE hAa YBEJIHYH
BEPOATHOCTTA OT CTPAHUYHH €(EKTH.

B13MOXHO € Ia ce MoIy4yar JIOKA/IHHK 3a4epPBABAHNSA H BB3NAIEHHA BLPXY TPETHPAHHTE YYACTBLH.
[Ipu norrewane, OeH3UIGeH30aT MOXE Aa npeausBKka ctuMyanpaHe Ha LIHC u repyose.

4.5 Bs3auMoaelcTBHE ¢ APYIH JIEKAPCTBEHE BDPOAYKTH H APYIrR QOPMH Ha B3aHMoacHCTBHE
He ca n3BeCTHU B3aMMOAEHCTBHA C APYTH NEKAPCTBEHH NPOAYKTH U XPAHH.

4.6 Deprannrer, (peMEeHHOCT H KEpMeHe

bpeMeHHOCT
JIMncBaT WM MMa OrpaHHYEeHH JaHHH 3a ynorpebara Ha TOBa JICKAPCTBO ITPH OPEMEHHH JKCHH.

KbpMeHe
He e u3BecTHO Aanu GeH3unbeH30a8T NpeMHHABA B KbPMATA.

[Topaau NOKATHOTO NPUIIOKEHHE Ha AKapoil 25 % TEYHOCT 3a KoXa € MaJIKO BepOATHO ynorpebara
MY 4 NpeACTaB/sABa ONACHOCT 32 OpeMEeHHH WIH KbPMELIH XKCHH.

4.7 EbexTr pppxy cunocobnoctTa 32 modHEpate H paboTa ¢ MAHAHA

Henprunoxumo
4.8 HexenaHH JeKaAPCTBEHH PeaKIHER

OnrcaHHTe NO-40AY HEXEIAHHE JISKAPCTBEHH PeakLiMM, ca cho0uaBaHy IpH NMPHIIOAKEHHE Ha
Oen3mnbensoar, KaTO ca KiacHpHLUHpaHH ChoOpa3HO YeCTOTaTA:

- Muoro uectn (1/10);

- Yectu (1/100 po <1/10);

- Heuecru (=1/1 000 no <1/100);

- Penxn (=1/10 000 no <1/1 000);

- MHoro peaxu (<1/10 000); |

- C Hen3BecTHa 4eCTOTa (OT HAJIMMHHTE JAHHH HE MOXe 12 Ob/ie HAaNpPaBeHa OLEHKA). -~ 7.1 ¢
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Hapywenun na uMynrama cucmema , S
Peaxkn: peaklii¥ Ha CBPbXMYBCTBHTENHOCT KbM OeH3mnbensoar 'r s

Hapywenus na xoxcama u nooxoXCHama muxan \\ N
HewecTn: KOHTAKTEH AEPMATHT, YPTHKAPHA. N N



Obwu Hapyuwenus u eexmu Ha MACMOMO HA NPUIONCEHUE
Peaxn: cbpbesx WM JpasHeHe OKOJO OYHTE H NHIaBHLNTE.
C Hen3BeCcTHA 9eCTOTA: CHOOLIEHHA 32 CHCTEMHM CHMITTOMHM CJie/l TIPEKOMEPHO JIOKAIHO

MNPUANOKCHAC

IleanaTpuyHa NOMyJALKS
Bunpeku ue HAMa KOHKpeTHa HH(OpMallus, cpaBHsBalla ynoTpebara Ha Henzunbensoar npu Aena ¢

APYTH BB3PACTOBH I'PYIH, HE ce ouakpa OeH3WNOCH30aT Aa NpeAU3BHKa Pa3/INYHH CTPAHUYHH €PEKTH
WK npobJieMH MpH Aela, OTKOJIKOTO ITPH BB3PACTHH.

CrofluaBase Ha [OAC3MPAHN HeXeTaHH DEaKIIHM
CpoOl1aBaHeTo Ha OAO3HPAHH HEXENaHH PEaKILIHH CJie]l paspelilaBake 3a ynorpeba Ha IeKapCTBEHHS
NMPOAYKT € BayKHO. TOBa Mo3BoJIABa J1a NPOABIKY HAOMOASHHETO HA CHOTHOLIIEHHETO MOJI3a/PUCK 38

NeKapCTBEHHA NPOXYKT. OT MEAHLIMHCKHTE CIIELIHATHCTH ¢€ M3UCKBA Jia chOOLIABAT BCAKA
TOM03UpaHa HeXenaHa peakums upes:

H3nbnhuTeNHA areHLUA 110 NEKAPCTBATA
yi. ,,Jdamsan I'pyes” Ne 8

1303 Codus

bunrapus -

Ten.: +359 2 8903417

yebcaliT: www.bda.bg

4.9 Ilpenozmpane
[Tpn nornbinaHe GeH3HN0EH30aT MOXKE Aa AoBeae A0 cTUMYnupaHe Ha ITHC u koHByncHM.
JleuenueTo npu NpeAO3UpaHe BKIKOYBA aCITUPaLMa, MPOMMEBKA M NOAXOAANH CHMITTOMATHYHH MEPKH.

5., ©OAPMAKOJIOIT'HYHH CBOHUCTBA

5.1 PapMaxkoIHERMHYHE CBOlcTBA

(dapmaxorepaneBTHYHa rpyna; Jpyryu npenapari NpoTHB €KTONApa3uTH, BKJ. CKabHLIMAu.
ATC xoa: PO3AX01

benzun 6eH30aT € akapuLMA, KOATO Ce U3MTON3BA 34 JICUCHHE Ha KpacTa U BhIIKH
5.2 DapMaAKOKEHETHYHH CBONHCTBA

AbcopbupannsaT 6ex3undenzoar 6Op30 ce OuorpancdopMHpa B XHITYpHHOBA KHCEIMHA, KOATO C€
€KCKpeTHpa B ypHHATA.

5.3 [llpeaxnAHAYAH JAHHH 32 0e30macHOCT

Hama Hanu4yHa JOITBIIHUTENHA HHpOpMaLmA

6. ©OAPMAIIEBTUYHHA JAHHH
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6.1 CoEcbx Ha NOMOIHKTE BellECTBA D
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HenpwioxuMo
6.3 Cpox Ba rogHOCT

2 rOOUHH
CpoK Ha N'OXHOCT CJICA ITHPBO OTBAPAHC. 30 ouM.

6.4 CoenmanaH YCIOBHS HA CHXPAHCHHE

Ila ce crxpamsiBa nox 25°C
Ila ce cexpaHsiBa B OPHTHHATHATA OTIAKOBKA, 3a Aa ce Mpe/nasH oT CBETIHHA

65 Baa B CHALPXAHEE HA ONAKOBKATA

Axaporn 25 % TeuHOCT 32 KOoXKa €6 npeanara B 6 HENMPO3payuHH 6YTHIKH OT MOJHCTWICH BHCOKA
IUTETHOCT, 3aTBOPEHH ¢ GenH KanauKy Ha BUHT.C OTBOP M Karnaye OT NONUIIPOITIICH.

Buaoee onakosku: 1 Gyranka ot 100 ml nocTaBeHa B KApTOHCHa KyTHA
6.6 CrnenBEaJEE NpeANAIHE MEPKH NpH HIXBLP/IIHC K paGoTa

HelnomBaHuaT NEKAPCTBEH MPOAYKT HIH OTNaXbIHHTE MaTepHaIH OT Hero TpAOBA /ia ¢ W3XBBHPILIT
B CHOTBETCTBHE C MECTHHTE H3UCKBAHUA.

7. TIPATEXATEJI HA PA3PEIIEHHETO 3A YOOTPEBA

Becdapm EOOL

yn1. Hemo boxties 26

Codusa 1225

bonrapus

8. HOMEP(A)HA PA3PEIIEHHETO 3A YIIOTPEBA

Per. Ne 20200079

9. JIATA HAITBPBO PA3SPEIIABAHEMIONHOBSIBAHE HA PASPEINEHHETO 3A
YIIOTPEBA

IlaTa Ha TEPBO pa3pelNaBaHE: 30.04.2020
Jlara Ha MOC/IEAHO NOHOBABAHE:

10. JATA HA AKTYAJIM3APAHE HA TEKCTA

Cenremepu 2025




