
KPATI{A XA?AKTEPI4CTI4KA HA IIPOA]'KTA



1, IIME IIA ,]IEKAPCTBEHI,UI TPOA}'KT

OyHrodrrrH l% cnpeii 3a Koxa, pa3rBop
Fungofin l0% cutaneous spmy, solutlon

2. I{AqECTBEH I,I (OJIIITIECTBEH C6CTAI]

EAuH ryaM or OyHroOxH 1ol0 cnpefi 3a Ko)ra, paisop ct4r'pxa 10
(t er b i nafne hytlr oc hlor ide).

mg rep6riHaibr.jHoB xuAPoxnoplrA

IIoNlourH! BeuecrBa c r€Becrrro leiicrBue: 6,0 g npon relIDlrKon.

3a nr,trHur cnuclK Ha noMorqrlllTe BeulecrBa Buire roqra 6,1.

3. ,IERAPCTBEIIA (DOPM-/\

Cnpeii 3a Koxa, pa3rBop.
6e3ule ra npo3paqHa r€9Hocr.

4. IT"IUHIIItrIITAAIIHII

. l , l  T(pancBTt|qrru nol(a !arrrre

fr,6u.rnrz r'uroexr{ua na Kor€Ta, npfiquHoHlt or Aeprlarooxru Karo fric hophyton (Harp Mep T.rubru 1,
T.mentag ophytes, T. rerrucosum, T. Violaceuo, Mictusparun cdnis v Epider lophyton Jloccosunt,
rranpuMep urrrepAxraraneH Tnn tinea pedis (fi'6nqKn no xpaKara), tinea cfulis (f66u'IKu B
xHrBuH,urr[{Te o6Jracru) fi tinea coryoris (r66uq[a no rtroro).
Pityriasis (tinea)versicolor, [puenHeHa oT PiryrcsPotltul orbictldre (BBecrHa ou]e ]raro Mdlassezid

.fwtut).

@yrroQue l% cnpeii sa Kor€, pll3Tsop e IroK?L3aH npu BB3pacrrr! u loHo[u HaA l8 roAllHri.

4.2 Ao3rrpoBKa u fiaqrfl IIa llpllJrorie ue

llo3Irp!!I!

I ledrmklpuwla no rna4utt
lieonacnocrra rz e$erriBHocrra H:r OyHrooltll 1% cnpeii 3a Kot(a, pa3TBop npu aella u roHorxa noA 18

foAxHIl He ca ycragoBeHr,
OyHroOrH 1% cflpeii 3a l(oxa! pa3TBop He rpt6naaa ce npnrara npu ra3u norrynaqur.

llb3pacnutu u ]aHaunt auHad I8 eadutlu
<Dyrrro$uu 1% cnpeil:a Ko)I€, pa3TBop ce nplrrara earE Ina ABa nGTl{ alleBlto ]l
l lHAXKAIII] NTE:

- I4rnepa rr.na,ren run tinea pedis enuH Irlr AHeBHo B lrpoal,Ju(ellue
- Tinea corporis, Tinea cruris eauH nBT,aHeBHo B npoAuD{eHxe Ha

t!3nbIHl,iTEi!HA Af Eiiut4t ft0 JtE$PcTBAIA
l<penKa xapaKnepucnu|a Ha npaqyKnQ - npu^oxeque 1

r a u r e e. u, .......... 4il. h,p-9,>-.|

pd3peueH,rent".t!..:......f 4.1.l-:..,..n.!.."]1,1."...?!:1....

wlffiv
- Pityrosporum orbiculare ABa ff'Tu AHeBIIo B npoABJDI(eHne IIa e4la



O6reKqaRaHe Ha l(nuHI4qHure crMlIToNtu HacrrnBa cJlea HtI(orIKo AHU'

HepeAoBrroao nprrtaralle {nx npex,qelpe^reHlroro cnrlpaHe Ila reqclMero ca npeanocraBKl'l 3n noBToplla

Ano cnc,q ce,qeM,an, nqMa noao6peHue, naquenra rpr6ea,4a ce noucy:rrxpa c neKap

[Ia4ueHrtu c cnlap\ecka 614Pact)1
B Ta3u nonyraqfit ]IqMa 'qaHHlt 3a HexeJIaIl, !'lexapcrBeru peaKlrl'ill' pa3rllql]u or 1e3u npu no-NIJIarr

IlaIIrreHTll, I(oero,qa fi3[cKBa npfinaraHe Ha pa3rFIHa !o3r'poB(a'

flaqrH Ha np!4949u!9

IlpeAli dpxraraHcro Ha OyHroorr{ l% cnpeii 3a Koxa' pa3rBop 3acerHarara 3oHa rpt6Ba 'qa SEqe

OqrcreHa 'l noacyrleHa
lleobxotuMo e !a ce rlpluoxll xonruecrr,o or @_yrro4)uH 1% cnpeii 3a Kor(a, p:l3TBop' xoero aa

oBnarrHH u noKpde u3qtno TpgTdpaHoro l\ltcTo d npujle)KalllltTe 3oIrH'

4,3 fIpornBonoIta3aIItq

CBp'r,x'ryBcrRxrenHocr K6rI aKTxBlroro Be IecrBo (Tep6 IaiDuHoB xr'lapoxnopun) uiu k6jvl HtKoe or

lloNroulHrjre BelqecrBa, [36poeHlt B TOqKa 6.1

4.4 C cqna,rEn npcAynpe^nenlre npeAns3rlt Meplrn pu yflorpe6l

$) Iro,-b,r ,r  '  o cnpeH € Ko)l{a.  od I  I  dop l le lp96B,l  na ce h rnon iBa Btp\)  lhuelo

(DyrrroolrH 1% cnpei 3a Koxa, pa3rBop e npeAEa3HaqeH caMo 3a np,ljlamHe BGpxy xox'Ta-

Il cny,raii, qe oyHroolrH 1% cnpeii 3a Koxa, pa3Tsop nonaaHe B oqtre' r3nnaKEEre rr {)6 rHo cT qaua

o),Hfool]H1%cnpeii3aKo)I(a,pa3TBopcBA.hpxanoMou]HoToBeU]ecTBonponI{JIo]ImItKoJl.KoeTol4oxe
!a npuquHlr ApasIIeHe Ha Kot(ma

OyHfoq)rH 1olo cnpeil3a kox(a! pasTRop c6Al,pxa erujlorl iLll(oxoJl: Koiiro Mo*e ra np'u'ltln Apc:ucrte

npt r3non3BaHe or nauseHT[ C (Ot(lrll le3xx

Ii:auuoAeiicrn e c Apyrlr neKapc'I.senu npoAyRTr H Apyrt QopMr IIa B3arMoActcrBrrc

ca poBexlanu npoyqBall t 3a B3al'TNIOAeiCT![tTa.

4.6 Oeprnrrrrer, 6peMeHIIocr n $I'pMene

BDeMeHHocr
flr"in*t"* onut ra ynorpe6ara IIa rep6xHa$fiHoB xnApolqopua npu 6pel1

{lpoy.rBal rt'ra npu xrBorHr He ca lloKa3ar penpoayKTuBHa roKcvtlHocr (Rn('

4.5

I I c

l lorcl  halrrrrq,  p cK nph \opa e HeurBecreH



OyxrooaH l% cnpoii 3a Koxa! pit3TBop jre rpr6eana ce u:no.n:ea no speMe Ha 6p€MeHHoor, ocBeH R
c"ryqaii Ha KarefopfirrHa neo6xo4l,rvocr (a.no no,'r3ara 3a Maikara Karefop[qHo HrLrxB6p.!, !0.l.eHr(uarrHr,r,
prcK 3a Qeryca).

Kr,pMerre
Tep6uHaouHoB xl'Ipox,lopHI ce ekcKperupa ts K1'pvara. I,l:lo:r:nanero na @yxro$ue l% cnpe;3a
r(oxa: p:L3TBop He ce npenopBqBa no sperl1e Ha K1,pMerrc,

@eprunkrer 
"

I,bor,purerrure npoyrnar''fi c ]io.rBorlr,n ''e ca no(a3urn HexeJraH' erbeKTri Bbpxy penpo/ly*ruBrrocrra
It,

4 . '  [ O c ' { ' r B r n r y c  o c o 6 r r o c r r a  } f l  r o o f l p a | | e n f i 6 o T a c l r r r u | | H r l

oyurorlrarr 1% cnpei :a KoI(a, pa3TRop He noB,'r-rsBa cnoc06Hocrri ra uoilxpaIe ,l pa6orara c N{arnuHx,

4.8 Ilclrre.rranu lenapcrBenu pcaKqnlr

,qoKarlHu cI'lMnroNJ[ Karo ]rpypul noxua exc{onuaullJt, 6orKa Ha Nrqcroro Ha fiprnaruc: pa3ApzBHeHre
IIa NIJlcforo lla np,ljiaraHe' nufNreHTaquollHt Hapy[reHwl! rryBcrr]o 3a l(oxxo naperre) eprrerr, cT pvneii rJ
apyau MoraT aa ce notBtT Ha tlqcToTo Ha npujlaralle.
l] pe,{Krl cny.rax, "'rarerrrrrma (cKprra) ra6x'rHa HOeKutr rvro)Ke Aa ce ycnoxux.

B ro:rnara ra6ruqa ca u36poeH[ no KrracoB€ u qecrora Bc]rqk'HexciraH,, r.reKapcrReH! pcaKrrriu: Kouro
ca HaorrnI4JIu c qecrora. no-ronrrua or ra3u npotBeHa fipn nraqe6o u npu noBerle o.r e/.+11 llaqxellT,
U3[oBBaHa e rcnacrr{xxaqrr Ha Hexerarrure reKapcrBeru peartquu rro qecrora x cuc.reMHo_opraHH].r
nracorc no MedDRt\ nor{BeHrlxrra.
Muoro.recrn ( |1/10),  vecru (21/1004o <1/10), leqecrx (>t/1000 !o <L/ l00),pe$rt l (>l /10000ao
<1/1000), vuoro pegru (<1/10 000), c HeBBecrHa qecrora (or Ha,,ru.rHn.re aanuu ne r"roxe aa 6r!e
HanpaBerra orleHIta).
BT,l Bcr[o rpyrutpaHe no qecrora Hexeranure eQerru ca npeacrasenz a HuexoArll peI no ortroueHHe
Ha'I rrHaTa ceptl 03HocT,

f{onr,rrrururnrne pear4wr, cr,o6qenr or nocrNraprierurrroBu, onur ca B*,,[oqeHfi Karo: ,,C rrer*Becirra
qecrora" Ha 1/d/lc B cnucblta no-Iony,

a\

jr.

CflcreY| |o-oDmretr  KJ|ac Hexe,'rarru neKapcr'Berrr pcaxqrn
Ilapyuenrrr na lrNryrrrrara crrcrelra

C rrettBccrHa qecrora Cepr,x'rylc,mtrornocr'

Ilapynrenuq ra o.rrrTe

PeIK!t Pa3Apa3Herrue Ha o.1are

llapylrerrun rra xoxara n
noARoxIIala crcTeMa

9ecrr.r

He,recTa

I{oxHa eKcoorsaqur, npypxr

I(oxga ne3ur, crpyficii! HapyueHr{e Ha K
' , - . '  . /

i t  t. i  , ,:t '



* OcHoBan!r Ha nocrMapKeruHroB olll1T

r Lo6urdBdhc Ha nolo'hDaH Hexet laF DeaKuux

clo6uraBa'ero Ha noao3npaHu Eexcnah! FKqtd crea pa3perxaBane 3a ynorpe6a IIane(apcrBeHut

npoAyKT e BaxHo ToBa notuonoo" ou npo'i"--ti tu6nroA"*'n"to tu-"to"Ho rcl{[oro non3a-/pxcK 3n

rexalrcrBeHut npoayKT HexoraT nte p"o"uun Moxe aa 6r'aaT c1'o6llletrx aI'IpeI{THO rilr }l3ntnHxrenHa

areHu[r I1o neKapcrBala (I4AJI):

LbJfAPHt, CoSu' 1303, yr' AaMsH fpyeB E

T.,r .  l5q 2 8001555

er. noula: bda@bda bg

ye6caiirr w1v!v.bda.bq

4.9 IIPeAo3(PaHe

IjucKara cxcrejfHa a6cop6qdt ]ra JIoKaJrHru rep6xHaoxHoB xl'{Apoxnopuq npaBx npeAo3upaHero My

I4HqxAeHrno nomblrlaHe Ha clAl'ptolMo Lo (100 mg rep6uHa+HHoB xu'4pouop^lrn) Ira (Dyflro4 tlH 1%

cnpeii 3a Koxra, pa3rBop 
" ""no""uu""o 

u'np'"t""iro'"u 
"onut^on"tniol 

Hro'!Y-H-250 mg ra6Jrerxll

i";;'.;;;";;* *i"pane' npueynpr BT;;il:],ffi'Jil: ;il:l'J.,T;;;:;1*""' 
*-"

inuuo6ortle. raaeue, eruracrpanra oonta

flDcnopbqxrerHoro rot{eHfie Ha npeAo3liDaHe'o 
"" "octo" 

o 
"n"nttnllpaHero 

na aKt'lBlro1o BeulecrBo

l;; il;; t;;t"-"t ootn"t 
" 

npu t"J6*oatr{ocr- Ira3HariaBaHe lta cuNlnror{arnq'a noAAl'pt€ula

'fepan{t.

5. @APMAKOJ'IOTIIqHI'ICBOiiCTBA

OapMaKoAnrIaMxqnn cBoIrcrBa

iitJ:il1"#ii?'i;'" 
rpvm: npvrlr nporrBon'6't'rHri cpelcrBa 3a ro^aq*o npuno

n"]nini i ro" ' 'o 
""p)tc lrue 

epu ev q)Bc Ro rd Koxno

naperre

C)xa Koxa, KoHTaRreH Aepr{arnT, eBcMa

C Hc 3Becr l lc  ' lecrora

Bolra, 6orxa na ulcroro Ha nprrafaHe' pa3apa3ucllne Ha

NttcToro Ha [IpmaraHe

YcroiHtsa{e na cl'croqriuero

-6lt" uaPYtleaut u ci["ttttt ra

lrflcforo na npxjroxefllle

Heqecrx

PeAxn

MexaIIu3l'M Ha !e crB{e



r eporjHaQhH e iul,LrraNluH c txxpoK cnelt,r'6p Ha npoTrRor66]{qHo aciicTBxe.
Tep6 HaqrrH e e4)eKTuBeH npu .r,6nqHr{ xH{)eKrltiu Ha rioxara! npr.rt{urrcHu or lepi\raro$rlrrl, Karo
:lriLhophytan (HanpaNrep Z lubrum, T. mentagroph),tes, T. 1)errucas n, T. t)iolaceutrlJ. Microsnor.ton
cdilis A Epider lophyton jlloccaslIli. B HxcKIl KoHlerirpaUxx rep6lHa$Hrr AeicrBa 4ryHruu Arro cpexty
,]epMaroQxTu, nneceHn r E Kot AllNropihm tl6H.
ArcrrBHocrra cpelqy Apox(Ax e QyHrurIrAHa (ra puMep pity.ospanm orhicrldre uru Malassezia futfur)
unu QyHfucTaTlqHa, B 3aBr.{cltMocT oT Bfiaa uM.'l'epSurra(uu 

cneqa{u'rrro lJrrre Ha parrerr eran pr'pxy 6uocuar*ara na rB6}rqeH crepor, ToBa Boru !o
re$uqur ua eprccrepon ll ao r{rrrpaueiylraprar arynynaqur rra crtBa_rerr! rpeArr:lr(Baurr rure1,6r{rla
crvrpr. Tep6xHaOxH AeiicrBa qpe3 arxu6upane Ha c(RajreH-enoKcuAa3a R rr,6h,rlrara l{nefi,qHa
iueM6paHa. EH3TMBT ckBfieH-enoi(c[Ia3a He e cB6p3arr cBc cucreMa]a Ha r(uroxpoM p450.
Tep6anaQua ae noenunEa vera6onh3Ma Ha xopMor{,rrc rrrr{ Ha Apyr! neKapcrtsa.'Iep6uua$un 

uMa rtpoat>rDKurerltro nciic.If]',e- Up no-MarKo or 10ya or nart\eHrne c n Ov,riu no
Kpar(ara: xe[yBaHH 1 celMnqa c OyHrodrjrH 1% rqe^{, c€ Ha6rroAaBa noRTopHa HOeKqrfi orea rpu (3)
Meceua oT rraqaL'IoTo Ha JlerleHxfio.

5.2 OapnraRoKufi rruqrln cBoiicrBa

CHcreiurraTa eKcno3hrlld na.rep6uuar$an e ,rlnoro HxcKa, flpH xopa, no-Ma,rxo or 50% or go:ara cc
a6cop6npa cneA noKanHo nplrro)Ireu e,

5.3 IIpeAI{JrxHn.rnu Aarrfirr 3a 6e3onacrrocr

r lpfi npolB,'rlKuTeJrHu npoyqBaHxr B6pxy nn1'xoBe u $/.{cTa He ca rra6n}oAaBaH!,r roxclqH! e(heKTx.
(orro ca rra6nroAaBaHx npu Apyrn BrAoRe! npl{ t rp uJraraHe r ra opaj] Hx Io3Il Ao oxoJto I 00 m g/g lHenr ro.
IIpu tsxcoKli opalHa !o3lr, qepr[.r, Apo6 ]i Bepoaruo cr,rqo 6r,6peqnre ca u4enru$rrppaua xaro
rrcTeHrln,urHu TapfeTH opmHtr.
rrprJ lBeroAxrxrro [poyqBaHe rra KaprI[HoreHIocTTa B,r,pxy ]vluruxu cneA opalcH npneN{ s Ao3r{ Ilo 130
ng/kg Ha Ae ( pLt Lrb:*lk:are nrytiBrrv) u 156 n,g]ixg Ea lcv (npu 

"telcl.nre 
HrrauBuat) He ca

Ila6jrroAaBaHa Hu(aKBu HeorracrllrrHr,l lrr'rr a6HoDMHx edlcI(lfi .
IIpx IlBero[ rHo npoyqBaHe rra Kapqurore H H o"-ru ,"p.,1 nftroBe r rpH AolTllraHe Ha tojoso HxBo or
69 mg/kg Ha AeH, e ira6rrolaBaHo yBe.nHrraBarre tra cnyqaurc Ha rrepHoApo6Hn ryNroprl pu M],xxxre
riH! B Arr. IIpoNreH[, (orrro ce acoqlrpar c nepokc!3oMHa rponu(bepaqrd ca cneuu(l)reHr 3.1 su]la!
3auoTo He ca 6l]]rx rra6rroAasaHu rrpr kapqrHorcn[u jru lpyfu npoylrBanur Ilpu M{ItrKu, KyqeTa rjrll
MaiiNryrrx,
Ilpfi fipoy'rRanxrra Ha Bucokl,r Ao3u op:Lntro [prjeMaH T€p6uHa0uH npI,I MaiiNlyHr], ca Ha6nolaBaHu
npoMeHu Ha peruHara (rrrRoro Ha HeroKcfiqeH e{iel|T e 6l,"1 50 mg/kg). Te3x npoMeHu Bc sa cRbp3aHl,, c
xrcrororrquu npoMeHu, Te ca aco{xpaH, c HaJr queTo Ha MeTa6onsT ua Tep6uHa$u[ ll oxyxapHara
T6KaH r u3lle3Bzlr creA npeKparBaHe Ha npretua na rep6rnaourr,
feroroKcuqHrre recloBe in riro A in ritro Bbpxy nJlbxore ll 3aiiqu He ca noka3a]r x naHHu 3a i\ryrarelcH
llrH Kr'racTporeHeH rroTerrluan Hn Tep6HrraorH x He ca rra6flolaBaHa UexenaHfi JleKapcTBcH[ peaKqau
t6pxy apynr penpoayKrrBrrri napaMerpu.

6.

6 . 1

OAPMAIIEBTIITIHI,I AAIIHII

Cnrc6K IIa noniofilHnre BerqecrBa

l lpevuorena no4a
Eranon 96%



flponxneHfnHkon
Makpofor

6,2 II€crBM ccrrMocr'

Henpuroxuuo.

6.3 CpoR Ha roAuocr

2 rol.rl4l,

6.,1 Cncqnamru yc,rosla rra cbxpanexne

Aa ce c6xpaHqBa rrpu reMneparypa noa 25'C. ,4a He ce 3aMpa3rBa,
Ia ce cLXpaHrBa Ha Mrcro, HeAocrGIHo 3aAeqa.
.4ir  ce chrprHflsa B ophr,rHar ' lHdTa onaKoBr{-.

6.5 llu4 u cr,4r,pxalrue IIa onaKoBr{ara

OyIrroOrH lo/o cnpeii 3a Ko)r€, pa3TBop e Harrxqerr B 6rna, Henpo3pagra 6yTr,,rK4 or uonlerrrreH c
Br{coKa nirGTHocT! cHa6aeHa ct'c clrpei noNrna x ltanaqKa,

BcrKa onakoBKa <DyH.orlun 1olo clpeii :a roNE pa3rBop ctAr'pne 30 ml or pa:nopa.

6.6 Cfleuna,rllu npcAna3nu nreprcx npu u3xBr,pJrqne n pa6ora

I IeIl3no,r3 BaErrrr neKapcrBeH npoAyxr l-ln,,l ornaAT,qHrre rrarepnar], or Hero rpr6saAa ce tl3xB6prrr B
CTOTBETCTBUE C MECTHI]TE !3HCKBAII['I.

7. I]PI4TEXATEJI HA PA3PEIIIEHIIETO 3A YIIOTPEBA

HOBEJI OAPMA EOOA
OKonotspr,creH n1'r ]fe 36
Coour 1415, Bbrraput
Icl. +359 2 962 62 80
t'ax. +359 2 962 90 36
e-nrail: info@nobelpharna.bs

8. HOMEP IIA PA3PEIIIEIII,IETO 3A YIIOTPEEA

ffi
P,;.1'9



9. AATA TIA trlPBO PA3PEMABAIIEIIO,ryOB-SBAHE HA PA3PEIIIEHMTO 3A
}'IIOTPf,BA

10. AATA IIA AXTYAJII,I3IIPAEE HA TEKCTA..'


