KPATKA XAPAKTEPHCTHKA HA ITIPOAYKTA



1. HUME HA JEKAPCTBEHHA ITPOJYKT

Axapon 25 % TedHocT 38 KOKa
Acarol 25 % cutaneous liquid

2 KAYECTBEH 1 KOJIMYECTBEH CHhCTAB

B 1 ml Axaposn TeunocT 3a koxa ce caabpxkar 0,25 ml Gensunbensoar (benzyl benzoate)
Bceekn 100 ml Akapon TeuHOCT 3a koxa chaspxart 25 ml Gensunbensoar (benzyl benzoate)

HDMOEHH BRILSCTBA C H3IBECTHO g;eﬁcnme

3a NBAHKEA CIHACHK HA MOMOIIHUTE BEMIECTBA BIGKTE To4yka 6.1.

3. JEKAPCTBEHA ®OPMA

TeuHocT 33 KOXKa.
Axapon 25 % Te4HOCT 3a KOXa € OHCTpa, BHCKO3HA TEYHOCT, 6e3 LBAT ¢ XapaKTePSH MHPHC.

4. KJIHHHYHHA JAHHHU

4.1 Tepanepra4aH HOKA3ARAN

Axapon 25 % TedHOCT 3a Koja € IT0Ka3aH [PH BB3PACTHH H I0HOINH Hap, 15 roguHm 3a
FE€YCHHE HA KPACTa ¥ BBIIKHM ([JI3BOBH H CPAMHH BBIIKH),

W3NLAHKTEAHA ATEHLVS N0 NEKAPCTBATA

4.2 Jlo3npoBKa B HAYHH HA TPHJIOKEHHE Kpamie Xapakmepucmusa Ha npogyxma - [lpuaoxeHue 1
Adalsvoed
Hosuposka Kbm Pos, Me ..........
26 /247 [7F- do 3t
Paspetenue Ne /. _
Kpacra 10 -04- 20

| Ogotiperue Ne . /:
Buapacmuu

Hauacsd ce Bbpxy Ao0pe M3MMTAaTa H HOACYIICHA KOXa HA LIUIOTO TAJIO OT Bpara HAJ0IY, KaTo ¢
n30sArBa rnapara ¥ IMUETO. JlekapcTBeHIA NPOAYKT Ce 0CTaBd a nelicTea 24 vaca. Cienx nocnenpanuio
H3MHBAHE, TPAOBA 1A ce CMEHSI'T BCHUKH APEXH H CIIANHOTO Oelibo, KouTo Tpadpa Ja ce H3nepaT Wiy
MOYHCTAT Ho0pe.

Ipunara ce ennoxparTro. IIpH TexKH cydan TpETHPaHETo ¢ AKapos 25 % TeyHOCT 2a Koka TpaGBa
Jia ce MOBTOPH Ha cleBaniHg JcH H ako e HeoOXOoAUMO npes ciegBalliiTe 5 JHH.

FOnowu nao 15 2oounu: Hznonssa ce, kaxmo e NPEnopvyaH NPy 6b3paActu. .
BbIIKH (rIABOBH H CPAMHH)

Buwspacmnu
Hanaca ce BspXy noOpe H3MHTHTE ¥ NOACYIICHH TIABA, CKAJIT HIIH 3aCEerHATHTE 30
AelcTBa npe3 cienBalHuTe 24 yaca, cires] KOeTo ¢e u3Muga 0o0mnHo. Hinoassa ce
(mo-manko ot 0,3 mm MexTy 350HTE), 3a Ja ¢€ OTCTPAHAT OCTAHAIMTE THUAH (s
3aCCI'HATHTE YACTH Ha TAJIOTO.

ITprinara ce enHokpatHo. Ilpu TeskkH ciiydal MOXKE 73 ¢& HATOXKAT 2 Mni 3 npoLiy



HOnowu nao 15 zoounu:: U3nonsea ce, KakTo € NpenopLyad OpH Bh3pacTHH,

HauuH Ha npHaoKeHHE

3a IoKaNHO NPHIOKEHHE BEPXY KOXKATA.
43 JIpoTHBOOOKA3ZAHHA

CBPEXUYYBCTBHTETHOCT KM AKTHBHOTO BEHIECTEO HITH KbM HAKOE OT NOMOINHHTE BelleCTBa,
H30pOCHH B Touka 6.1 :

44 Croennanfa npejynpekieHas A NpeIna3sHA MepKH npH ynorpeba

CamMo 3a BbHIIHA YIOTpeba.

He TpabBa na ce nomycka KOHTAKT ¢ OUUTE H JIATABHLMTE,

BenzunGensoar ne TpabBa ga ce H3NO/3Ba NPH OTBOPEHH PAHH, [0 KOXKATA WM CKANIa, 3AU0TO MOXKE
Ja ce TNOBHINH abCOpOHpaHOTO KOMMYECTBO JIEKAPCTBEH TIPOAYKT, KOSTO MO)KE Ja YBelIM4H
BEPOATHOCTTA OT CTPAHWYIHH ePeKTH.

BB3MOXKHO € fa ce NMoy4aT JOKAIHH 3a4ePBABaHHA H BE3NANCHHS BBPXY TPETHPAHUTE YIaCThLH.
[Tpu normemane, 6eH3UNOEH30aT MOXKeE 3 peu3BNKa cTuMymMpane Ha [THC u repuose.

4.5 BsammopeiicTBHE ¢ ApYrH JJeKapcTBEHA NPOAYKTH H ApyrH GopMn Ha B3aaMofelicrsne
He ca useecTHH B3anMOACHCTBHA C IPYrH NeKapCTBEHH MPOIYKTH H XpaHH.
4.6 DepranaTer, GpeMeHHOCT H KbpMene

BpemennocT
JHNICBAT WK MMaA OIPAHHYeHH JaHHH 3a yNoTpedara Ha TOBa JEKapcTBO NpH OpeMEHHH KeHH.

Kspmene

He e uspectHo jamH OeH3UNGeHZ0aT MPEMHHABA B KEPMATA.

Topaji TOKanHOTO MPIIOKEHHE HA AKapour 25 % TeUHOCT 3a K0Ka € MAJIKO BepOATHO ynoTpebarta
MY A3 MPENCTABIABA ONACHOCT 3a SpeMEeHHH MM KEPMETITH KEHH.

4.7 Eexrn pnpxy cnocoGaoctTa 2a miodapane n pafoTa ¢ MaminEH
Hempunoxumo
4.8 Hexenans JeKapeTBeHn Peaknmad

OnMcaHuTe No-A01y HEXENaHHE JIEKAPCTBEHH PEakliy, ca ChOOIIABAHY [PH MPHIIOXKEHHE Ha
Oen3unben3oar, KaTo ca KnacupHIHpan# cro6pa3HO YeCTOTATA:

- Muoro yect (>1/10);

- Yectu (>1/100 no <1/10);

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

- Penxu (>1/10 000 go <1/1 000);

- Mpmuoro penxu (<1/10 000);

- C HemsBecTHa HecToTa (0T HANIMYANTE JaHHK He MOe Ja OBble HanpaBeHa ouemca).

Hapyuenus na umynnama cucmema
PeAKH: PeakIluH Ha CBYYEXYYBCTBHTEIHOCT KbM OeH3unOeH30aT

Hapywienua na xoxcama 4 ROOKOHCHAMA MbKaH
HeuecTn: KONTaKTEH ACPMATHT, YPTHKAPUA.




Obwyu Hapywenua u edhexmu Ha MACTMOMO HA NPUIONCEHUE

Peaku: C‘Bpﬁe)l( HITH Apa3sHeHS OKOQJIO OMHTC M AHMABHIIHTS.

C HeM3BECTHA TeCTOTA: CHLOOHIEHHA 32 CHCTEMHH CHMIITOMH CJIC/] TPSKOMEPHO JIOKAITHO
TNPHIIOAKECHHC

IeanaTpyyHa MONYAALAS

Benpexu de HaMa kOHKpeTHA HAGOpMALHA, cpaBHABalia YHoTpebaTa Ha DeHsunDeH30aT NpH Jella ¢
JPYTH BB3pACTOBM IPYIH, HE CE 0uaKBa GeH3MNIOEH30aT [ MPEAH3BHKA PasAHYHH CTPAHHYHH eeKTH
HAN NpodIeMu MpH Jiella, OTKONKOTO NpH BB2PACTHH.

Crobmasade Ha NON03KHPAHK HEKENIAHN peaKLiy
Cr0o06MaBaHeTO Ha MOJO3HPAHH HEHETAHM PEAKLHH e paspemanane 3a ynotpedba Ha 1eKapcTBeHNs

DPOAYKT € BaXHO. ToBa MO3BONABA 1a NPOABLIDKH HaOMONEHHETO Ha CHOTHOIICHHETO MOM3a/PHCK 33
JeKapCTBEMHA IPOAYKT. OT MEAMUHHCKHTE CTICHMAJIMCTH ce H3MCKBA 12 choDIaBar BeAKa
NOJO3HPAHA HEXENAHA PeaKLHA upes:

MsnerHATENHA aTSHIHA 110 IEKapCTBATa

yit. . Jlamsan T'pyes” Ne 8

1303 Codus

Brnrapus
Ten.: +359 2 8903417

yelcaiit: www.hda.bg

4.9 TIlpenosupane

Tpu nornsmaxe GeHsniGen3oar Moxe 1a AoBeAe 10 cTuMynupade Ha THC v KoHBYICHH.
JIeyeHHETO NIPH MPEXO3HPARE BIUNIIOYBA aCMpallis, IPOMHUBKA H HOAXOIAIH CHMITOMATHYHH MEpKY.
5. ©®APMAKOJIOTUYHHN CBOMCTBA

5.1 <PapmMakoxHEIMIYHH CBOHCTEA

®apMakoTepalleBTHYHA rpyna: Jpyru npenapati 0pOTHB EKTOMAPa3HTH, BKII. CKaOHUMIH.
ATC xom: PO3AXO01

bensna bens30at e akapHIya, KOHTO ce M3II01382 2a JIEYEHHE HA KPAcTa H BELIKH
5.2 ®apMakOKHHETHYHH CBOHCTBA

AG6copGupanusT Gersundenzoat 6p30 ce GuoTpaschopMApa B XHITypHHOBa KHCCTHHA, KOSTO Ce
€KCKPETHPA B YPHHATA.

5.3 IIpeaxNBEHHYHH AAHEHH 32 Ge300ACHOCT

HsiMa HalnyHa AOMBIHUTENHA HHOOPMALMA

6. PAPMAINIEBTHUYHH JAHHM
6.1 ChndceX Ha IOMOIMAHBTE BEIECTBA
Maxporon 400

6.2 HecsrBMecTHMOCTH




Henpunosxumo
6.3 Cpok ma rognocr

2 rouHH
Cpok Ha romHocT cael nepeo orBapane: 30 nHH.

6.4 Coennanny ycIoBus HAa ¢ChXpaneHHe

Ja ce cpxpanssa moa 25°C
Ja ce cpxpansiBa B OPHTHHAJIHATA ONAKOBKA, 34 J1a C€ NPeAnasH OT CBETJIMHA

6.5 BaA H cBABPKAHHE HA ONAKOBKATA

Axapon 25 % Te4HOCT 3a KOXKa ce npeasara B Oesiit Hellpo3payHH 6y THIKH OT NOJIMETHIIEH BHCOKa
[UIETHOCT, 3aTBOPEHH ¢ ellH Kanayky HA BHHT ¢ OTBOP H Kallade OF MOMRIIPOIHIEH,

Buaose onakosku: Oytanxs ot 100 ml.

6.6 Cuennaaunm npeARa3HA MEPKR HPR W3XBLPJARe B pabora

Hen3noNnsBaHUAT NEKAPCTESH NPOLYKT MM OTMA{LMHHTE MATEPHAIIH OT HEro TpAOBa Ja ce U3XBBpIAT

B CLOTBETCTBHE ¢ MECTHHTE H3HCKBAHUSL.

7. NPUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Becdapm OO/

yn, Hemo Bonyer 26

Codun 1225

buarapus

8. HOMEP(A) HA PAPEINEHUETO 3A YIIOTPEBA

Per. No

9. JATA HA ITbPBO PASPEHIABAHE/MOJAHOBABAHE HA PABPEHIEHHETO 3A
YIIOTPEBA

JlaTa pa nmepro paspemagane:

JlaTta Ha mocnenHoO MOTHOBIBAHE:

10. OATA HA AKTYAJTH3HPAHE HA TEKCTA

Anprn 2020




