KPATKA XAPAKTEPHCTHKA HA ITPOJAYKTA

1. HME HA JEKAPCTBEHHS NPOAYKT

AHTHMUKO-ALIMJ XUMAKC ©APMA 8 /100 g + 8 g/100 g pasteop 3a koxa
ANTIMYCO-ACID CHEMAX PHARMA 8 g/100 g + 8 g/100 g cutaneous solution

2. KAYECTBEH U KOJIHUECTBEH ChCTAB

AKTHBHH BelIECTBA: calULHNIOBa KHeemrHa (salicylic acid) 8 g/ 100 g u 6ensoena kucenuua (benzoic

acid) 8 g/100 g.

Homomuu semecTsa ¢ n3BecTHO AeficTere: eTanon 96% (24 g/100 g).

3a NBAHKEA CTMCHK HA NIOMOLUHHTE BEINECTBa, BKTE T. 6. 1.

3. JEKAPCTBEHA ®0OPMA

Pasrsop za koxa.

4. KJHHHYHNA JAHHH

4.1. TepaneBruvHR NOKA3AHAA

W3NbiHUTENHA ATERUIS IO NEKAPCTBATA

Kpamxa XapaKmepucmuKa Ha npogyama - FpLioxesia 1

kom Pea. o LECOOL

Paspewietiua Mﬁgé/ﬁl’/&/ Y5

| Ogodperue Ne | § -03- 8

CopTeTRAIIA Tepalys [pH JIEYeHHE Ha JepPMAaTOMHKO3H Ha I'TaZIKaTa KosKa H OKOCMeHaTa obnacT Ha

rN1aBaTa; MHTEPAHTHTAIHA H HHTBHHAHE eNNAEPMOQHTHA.

4.2, [Mo3upoBKa U HAHH HA HPHIOKEHHE

lemara Ce€ BRPXY KOMXKaTda, KAaTO 3aCCrHaToTo MACTO C& HAMAa3Ba eqUH-ABa ITETH JHEBHO. I[a ce

ynotpebasa cpento 10 guu (7-14 gHu),

4.3. IporuBonmokasanms

- CBp’BK‘l}"BCTBHTeJ’IHOCT KbM AKTHBHUTE BEILECTBA HIH KBM HAKOE OT TIOMOIIHHTE BELECTRA Ha

NEKapCTBEHHA TPOAYKT;
- Jenia mon 6 rogune;
- BpeMeHHOCT U KBpMeHe.

4.4. ChemHaaHy npelynpexAeHHA H NpPeaIa3HH MEPKH npa ymorpeba

JlexapcTBeHMAT NPOAYKT He TpAOBa Na ce TpHiara BhpXy IOfIeMHd YYacTBLH OT KOXATA, JIMTaBHLH 1
OTKpHTH paHu. He ce npunara chwio W noa OxiIy3HBHA PeBPb3Ka.

JlexapcTenuaT npoaykT TpaOBa Aa ce mpHara ¢ 0co0eHo BHUMAHHE MTPH NALMEHTH ¢ HapyIIEHH Ha
NepHepHOTO KPLBOOBpAIlCHHE, KaKTO M IPH NALMEHTH ChC 3aXapeH aHaber.

IIpunoxeHHeTo Ha JIEKAPCTBEHHA IPOLYKT NMpH GoMTHM ¢ 6b0pedny 3af0AsBaHNA B CTAAM

6BOpedHa HEOCTATEYHOCT He CE NMPENOpPHYBa.

IIpenopsura ce NOBHILCHO BHUMAHHKE TIPH MPHAONKEHHETO HA JIGKAPCTBEHMSA MPOAYK
TTpu npunoxenne va AHTHMUKOQ-AITU XUMAKC ®APMA tpa6Ba BHHMaTe
O4HTE OT nonagaHe Ha npoayxra. AHTHUMUKO-ALIM] XMMAKC OAPMA e

-G/



4.5. BaaumogeiicTRue ¢ Apyryu AeKAPCTBERH NPOAYKTH H APYTR PoPMH Ha B3aHMoaclicTBHE

Tosu nexapcteen npoxykr He TpaGea Aa ce NpuIara eHOBPEMEHHO ¢ ETEPHUYHH MAC/A, AMOHAYHH
PAa3TBOPH H >KHBAYHH CheAHHEHHS.

TepaneBTHYHHAT e(EKT Ha CATHLAIORATA KHCENHHA Ce HAMAJIABA [IPH H3TION3BAHE HA ATKATHH
NPOAYKTH (CAmyH!, AaMINOaHy B APYTH).

Yrnorpebara Ha anKoXon MOKe Jia IIOTCHLMPA HEKEAHH JICKAPCTBEHH PEaKLHH OT CTpaHa Ha
LEHTpAJIHaTa HEPBHA CHCTEMa,

4.6. DepTHanTET, GPEMEHHOCT H KhpMEHE
H3nonseaneTo Ha NEKapCTBEHHS IPOAYKT 110 BpeMe Ha GPEMEHHOCT H KbPMEHE He ce Penophysa.
4.7. Ed¢extn Bbpxy cnocoGHOCTTA 32 modmpane n paboTa ¢ MaIIANA

He ca ycranoBenu He6naronpusTay eeKTH IPH NPHIAraHETO HA EKAPCTBEHHA NPOAYKT BHPXY
KOJKaTa.

4.8. Hexenanu ieKapcTBEHH PEAKIHA

B penxu ciyuau ¢ BE3IMOMHO Jia ce HaGIIOAABAT A/TEPTHYHH PEAKIHH - TIPOSBH HA JCPMATHT, KOXHH
YJILIEPALHH H €PO3HH.

Crofuasane Ha TONOIUPAHH HEWEIAHH PEAKLIMH

Cro6L1aBaHeTo Ha NOJO3HPAHH HeMeAHY PEAKUMH CTiefl PAaspellaBaHe 32 ynoTpela Ha IeKapeTBeHns
MPOAYKT € BaxkHO. ToBa No3BONABA Aa NPOABIDKY HAGAAEHHETO HA ChOTHOLIEHHETO NO/I3a/PHCK 38
TeKapCTBeHHS NPOXYKT. OT MEANLMHCKUTE CHELHATINCTH Ce MIHCKBA 14 ¢hoOLIaBaT BCaKa
TOA03HPaHa HEMKENaHa peakiHa Ypes;

HamenHuTETHA areHUUs 10 IeKapCTBaTa

v Jlamau [pyes” Ne §

1303 Cotpun

Ten.: +3592 8903417

yebcaliT: www.bda.bg

4.9. IIpepc3npane

Iopamy HHCKATa KOHLEHTPAUMA Ha AKTHBHHTE BEIUECTBE, GBP3aTa MM CYSTMMALMA 1 PALTArEZHETO
HM, [IPEIO3UPAHETO HE € OT ChIIECTBEHO 3HAYCHHUE.,

IIpu HempaBHIHO NpUACIKEHHE (BRBPXY IONIEMH KOXKHH YHACTBLUM KN NPOXBIKHTENHO Bpeme,
ocoGeHo N iclia) WIH HeCNa3BaHe Ha NPOTHBONOKA3AHKMATE, CHIIECTBYBA ONACHOCT OT CATHLIAJIOBO
orpaane. CanHUMIOBATa KHCEITHHA HMa HPHTATHBEH e)eKT BbpXY JTMFABHLATE H ATKOX0NoNnono6en
edexr Bbpxy LTHC ~ "canuupioso nuaHcTE0", KOETO NPH NO-NEKWTE CYYan O NPOSRABA KATO HIYM B
YIIHTE, CBETORBPTEXK, Ta/ICHE, MOBPBIIAHE, & [IPH MO-TEKKUTE — [ICHXOMOTOPHA BB30YAa, NeMHPHYM,
3aTpyAHCHO JMIIAHE, H3NOTABane, GenoapodeH oToK. Jle3MHTOKCHKHPAIH MEPOTTPHATHS —~
anKanu3aLHA, MOEMaHe Ha TEUHOCTH, ako AMype3aTa e 3anmalzena. [Ipu TexKa HHTOKCHKAIMS —
XeMOIHAIH3aTA € CPEeACTBO Ha H3Bop.

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1. PapMaKoAHHaIMAYHU CBOHCTBA

ATC rkom: DO1AE20




®apmakoauHaMuKa: OyHrucTaTHYeH H GyHrumianeH edext cnpamo AepMaToHTH OT pasHyucH BHA,
5.2. ®apmMaxoKNHETHYHA CBOHCTBA

Canuupnosara kuceniHa ce aGcopOHpa MECHO Pe3 KoXaTa. 3& OCTAHANUTE ChCTARKH HE € M3BECTHO
Ja meHeTpHpar mpes koxarta. EnuMuHupaT ce upes cybauManus, GoTomnsa H Upes 3MHBAHE. '

5.3. TipeaxAAHH4HH Januu 3a GesonacHoct

I'Ipem:nnnmnuw JanHu 3a Oe30MaCHOCT TIOKa3BAT JIMICA Ha TEPaATOrc¢HeH, MyTarcHeH H
KaHHepOoreHeH oTCHLHAN.

6. PAPMAIEBTHYHM JAHHHA

6.1. Chonchx Ha NOMOKBETE BelleCTBR
Etanon 96 %

[miuepuH

AlleToH

IIpeuncrena Bona

6.2. HecuemecTHMOCTH

He ca u3BecTHH.

6.3. Cpok na rogmoct

Cpok Ha ropHocT (HeoTBOpeH npoaykr):- 18 {(oceMHazgeceT) MeceLa.
Cpok Ha rOAHOCT Ciie/l MbPBOHAYANHO OTBAPAHE HA OMAKOBKATA: 4 (YETHPH) Mecena.

6.4. CrenuajHH ycJ0OBHA HA ChXPAHEHHE

Ja ce cbXxpansBa Ha MACTO, HEJOCTHIHO 34 AeLa.
Ha ce cexpanasa moa 25 °C, B OpHrMHaNHATA ONMAKOBKA, 33 Ja C€ NpeAnasH OT CBeTIMHE H Blara.

6.5. BAA H cCHOABKAREE HA OTAKOBKATA

ITnactMacosa GyTHika or SO ml, 3aTBOPEHA ¢ I1aCTMACOBA KanavKka HA BHHT.
6.6. CneunnajBu npeaAnazHA MepKH NpPH H3XBLPJsSHE B pabora
Heu3nonsBaHuAT IekapCTREH NPOAYKT HIH OTNaIbYHUTE MRTEPHANE OT Hero Tpabea Ja ce U3XBBPIAT
B CBOTBETCTBHE ¢ MECTHHTE H3HCKBAHHA.

7. IIPHTEXATEJI HA PABPEIIEHHUETO 3A YIIOTPEEA
XUMAKC ®APMA EOOLQ

yn. T'opHua 8A

1618 Cogus, Bearapus

Tenedon: +359 2 9556298
dakc: +359 2 9554278

Hwmeiin: office@chemaxpharma.com




8. HOMEP HA PA3PEINEHWETO 3A YIIOTPEEA

Per. Ne 20000011

9.  JATA HA IIBPBO PA3SPENUABAHE/ IIOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Jara Ha nepBo pasperuasane: 01.2000r,
Jara Ha mocneaHo noauopaBane: 22.10.2010 r.

10. JATA HA AKTYAJINIUPAHE HA TEKCTA

Oxromepn 2018 T.




