
l. r4ME HA JTEKAPCTBEHVTA IPOAyKT

Cooraurpa 10 mg/g xperra

Soolantra l0 mg/g cream

2. KAqECTBEH [I KOJII,TTIECTBEH CbCTAB
Egun rpau or KpeMa cbAbplra 10 mg HBepMeKrr{H (ivermectin).
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floMorunr,r reruecrsa c H:sectHo Aeficrsr4e:

Eguu rpau or KpeMa cr,Abp:l€ 35 mg qerl,r,JroB aJrKoxoJr, 25 mg creapr{JroB iurKoxoJr, 2 mg ruerun
napaxHApoKcu6engoar (E218), 1 mg nponraJl rapaxuApoxcu 6eHsoar (8216) u20 mgrpongJreH HruKoJr.

3a urmrus crrr{clK Ha rroMourHuTe BeruecrBa Br{xre roqxa 6.1

3. JIEKAPCTBBHA OOPMA

Kpeu.
Esr Ao 6neAo xtJrr xr4Apo$uleu rcpeu.

4. KJII,IHI,TIIHI,IAAIIHI,I

4.1 TepanenrNqHrlora3aHufl

CoolaHrpa e rIoKuBaH 3a JIoKiuIHo JIeqeHIre Ha Bb3rraJrureJrHlr Jre3vH or po3arles (uarryno-rrycrylosna) rpa
Bb3pacTHH [auHeHTr.t.

4.2 ,{o:nponna rr Haqrru Ha rrprrJro)Kerr[e
AosrposKa

E4uo upuloxeHhe Ha AeH, 3a nepuoA 4o 4 ueceqa. Coolanrpa rpr6ra 4a 6r4e HaHacrH exeAHeBHo [pe3
Kypca Ha Jler{eHl{ero. Kypcrr Ha neqeHl{e Moxe Aa 6t4e nonropeu. B clyrafi, ue nxua uo4o6penlre cle4 3
Meceqa, JreqeHuero rpx6aa aalrge [peKpareHo.

Cnequaauu nony,ilaquu

B't dpeauo yepecrdaue
He e seo6xoAr{Ma KopeKprz,fl Ha Ao3ara.

Vepuodpoduo yepecrcdaue
Heo6xo4unro e rroBr4ureHo BHHMaHLTe rrpu [aqueHTil c rexKo uepuo4po6uo yBpexraHe.

Ifat4ueumu e uanpeduaaa sb3pacm
He e neo6xoAl,IMa KopeKllz.fl Ha Ao3ara npu narlueHTr.r B HanpeAHaJra Bb3pacr (nux orqe ro.rya 4.8).

II e duampuuH a nonyraqun
Ee:ouacsocrra u e$raxacHocrra ua Coo.nasrpa rtpLrAerla u rouorrru Ha Bbspacr n
ycTaHoBeHr.r. Jluncnar AaHHrr.



Haqun na nprloxesue
Cauo ga KoxHo npI{JIoxeHIae'

Koxno flpr.{JroxeHue Ha KoJrHr{ecrBo c pa3Mep Ha rpaxoBo 3bpHo or neKapcrBeHl'Ls [poAyKT Ha BcflKa or

nerre o6lacrpl Ha Jrr,{qero: qeJro, 6pa,4uuxa, Hoc, BcsKa or 6y:ure' JlerapcrneHuqr npoAyKT rlpxlsa aa ce

HaHece HaT6HBK clofi uo IIqIoTo JIHIIe, KaTo ce H:6grsar orIHTe, ycTHHTe H MyKo3aTa'

Coo.iraurpa rpx6aa Aa ce HaHacs caMo IIo nullero.
prqere rpr6na Aa ce r{3MrrBaT cJreA rrpr{JraraHe Ha JreKapcTBeHHt [poAyKT.

KOsnerura MOxe .qa Ce HaHaCfl CJIeA I{3ClbxBaHe Ha neKapCTBeHH{ npOAyKT.

4.3 [porunonoKa3aHuq

CnprxuyacrBlrreJrHocr Kt,M aKTlrBHoro BeqecrBo lrJr[r KbM H-aKoe or rIoMo[IHIare Beurecrna, ua6poeuu e

ro.rxa 6.l.

4.4 Cnequalnu [peAyllpexAeH[s II [peAla3HII MepKII flpu I{3loJI3BaHe

flaquegrure Morar Aa [oryrrar rrpexoAHo BJrorxaBaHe Ha po3aUeqra, Koero o6]rffioseHo or3ByqaBa B

paMKHTe ga 1 ceArlluqa IIpu [poAbJrxaBaHe Ha JleqeHuero, Koero Moxe Aa ce oLIaKBa rlopaAl'r peaKqH-f, KbM

yMr.{paulure aKapl{ Demodex.

B cnyuafi Ha cepgo3Ho BnoruaBaHe c6c cr.rJrHa AepManHa peaKIIlIt, reLleHHero rp.r6na Aa ce [peycraHoBH.

CooraHrpa He e npoyr{BaH npu narryreHrr,I c 6r6peuno LTJIH qepHoApo6uo yBpexAaHe.

Jlexapcrreul4flr npoAyKr abAlsplNa:

- qergJroB uurKoxoJr 7 creapprnoB aJrKoxoJr, Korrro Morar Aa npeALI3BI,rKar JIOKtLIIHH KO)KHII peaKul{l'I (nanp.

KoHraKreH 4epltarur),
- Merr.rJr rrapaxr{ApoKcpr 6ensoar (E21 8) u rporuIn napaxlrApoKcu6ensoar (8216), KoI'Iro Morar Aa

npeAu3BuKar iulepn{r{Hu peaKIrHI.'I (seporrno :a6anenu),

- u [ponHJreH Hrr.rKoJr, xofiro Moxe Aa ;1pvr1v;11l pa3Apa3HeHI'Ie nO KoXaTa

4.5 BsarMoAeficrBrre c.{pyru JrenapcrBeHrr rIpoAyKTH Ir Apyrlr r[oprvrn Ha B3alrMoAeftcrs[e

He ca npoaexlaHq npoyrrBaHr4q 3a B3alrMoAeficrsus (rux rouxa 5.2 sa Buorpanc$opruaqlrr).

E4uonpenreuHara ynorpe6a na CoolaHTpa c Apyru JToKtIJIHH I4JIII clIcreMHH JIeKapcrBeHI'I [poAyKTH 3a

JreqeHHe Ha po3alles He e u3cJIeABaHa.

Hn nurpo [poyqBaHHJr rroKzr3Bar, qe nBepMeKTIau ce uera6onH3l,Ipa ocHoBHo or CYP3A4. flopa4u roBa ce

npeflopr,qBa rroBgrrreHo BHrrMaHlre, Koraro I{BepMeKTHH ce flpunara eAHoBpeMeHHo cbc cvlllHpI uuxu6uropu

,u CVp:a+, mfi xa'ro nJIa3MeHaTa eKcno3I'IUH,s Moxe Aa 6tAe gsaqurelHo yBeJI}IqeHa'

4.6 (Depru"lurer, 6peueuuocr Ir KbpMeHe

BpeueHnocr
Jfi{ncear vila uMa orpaHr4qeHr,r AaHHH or ynorpe6ara Ha HBepMeKTHH rlpu JIoKtuIHo npHJlalaHe npH

6perr,reHnu xeHH. flepopa-uura npoyqBaHHJr 3a pe[poAyKTHBHa roKcuqHocr ca noKa3aJII4, qe I{BepMeKTHH e

TeparoreHeH npr.r nJrbxoBe u safiqu (nux rovxa 5.3). BrnpeKH ToBa, flopaAu H]rcKara cI'IcreMHa eKcrIo3lIIIu.[

cneA JroKaJrHo npunoxeHr.re Ha rrpoAyKTa B npeAnoxeHaTa Ao3I,IpOBKa, npH xopaTa cbulecTByBa MUIJIKO

6egnoroficrno ga 6egonacHocrra Ha [JroAa. He ce npenopbrlBa H3IroJI3BaHero Ha CoolaHTpa IIo BpeMe Ha

6pelrenuocr.

Krpruese
Cne4 nepOpiulHo np[JIoxeHLIe, I.IB9pM9KTHH ce oTAeJIt B KBpMaTa B MilIKII KoHUe

eKcKpeUr{gra B qoB€rxKoro MJrrKo cJreA JIoKiIJTHo IIpI4JIoxeHae. Ha,'Iz'{unre Qaprr'ri

TOKCHKoJIOIuLIHA AaHHu npU XI,IBOTHI'I CT,UIO IIOKa3BaT eKCKpeUI4s Ha UBepMeKTI4

ce rr36Jrloqu puc6 IIpI4 KbpMaqeTa. Tpx6na Aa ce B3eMe pelxeHue AaJIH Aa ce n

Aa ce fipeycranOsu/ Aa He Ce fiplanoxu JIeqeHI{e ctc COOlaHTpa, KaTo ce B3eMaT II

KbpMeHero 3a AeTeTo H rlon3ara or JleqeHHero 3a xeHara.
2
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(Deprururer
Hqlda HarHqHH AaHHr.r ea eQexra Ha rrBepMeKTrrH Bbpxy $epru,rrarera rpu xopa. llpu nlrxore, TperupaHero
c r{BepMeKTHH HrrMa eQexr Bbpxy uaSrocranero ktrrLl $eprururera.

4.7 EQexru Bbpxy cuoco6nocrra sa ruoQupaHe r pa6ora c MarIrHHrr

Coolaurpa He noBJrrrflBa) Lrrlt uMa He3HaqHTeJrHo BrrptflHve Bbpxy cnoco6nocrra sa ruo$zpaHe u pa6ora c
MAIIIIHI,I.

4.8 Hexeranu JrexapcrBeurr peaKrl[[

O6o6ueHue na npo0ura na 6egonacHocr
Hafi-.recro cro6rqasauure HexeJraHH peaKrlut4 ca yceulaHe 3a rrapeHe rro Koxara, pa3Apa3HeHr{e rro Koxara,
crp6ex< u cyxa Koxa, Bcr{qKr,r Te ce ro.rrBqBaT npH I Yo uilpt ro-MzlrrKo oT naqpreHTzTe, KoHTo ca JreKyBaHr.I c
JreKapcrBeHrr, [poAyKT B KJTHHHqHT{Te npoyqBaHus,. Te o6uxnoaeHo ca J]eK}r Ao yMepeHr,r no rexecr r{

o6urHoseHo HaMa:iqBar npr,I npoAbJrxaBaHe Ha JreqeHrrero. He ca Ha6rrc4aranu 3HaqHMH piBJIHKr4 B

upo$lrna Ha 6esonacHocr MeI(Ay cy6exrure na l8-65 roAr{HH u vH1vtBrl4.vr Ha Bb3pacr >65 ro4unu.

Cnucrx na nexeraHzre nexapcrgeHr.r peaxuuu s ra6ruqeH su.[
Hexenanure JreKapcrBeHV peaKur{u ca xlacuSuuupaHu tro cucreMo opraHHH KJracoBe H qecrora, c
rr3rroJr3BaHe Ha cJle,qHara KoHBeHTIHT: MHoro vecru (> 1/10), uecru (> l/100 4o < l/10), Her{ecr}r (> 1/1000

ao < 1/100), peAKH (> 1/10 000 ao < 1/1000), MHoro peAKI{ (< l/10 000), c HeH3BecrHa vecrora (or
HuuIutIHI.ITe AaHHI{ He Moxe La 6's1e Ha[paBeHa oqeHr<a) u ca 6utu cro6rqaeauv ilpyt CoolaHrpa r
KJrr{Hr,rqHH npoyqBaHuq (srcrr Ta6rr.rqa 1).

Ta6.r Hexe;ruua AHII JIEKA HN u[rlr
Cucremo oDraneg rc.rac rlecrora Hexe;ranu peaxur.ru

Hapyurenu.r Ha Koxara r,r

TIoAKO)I(Hara rbKaH

t{ecru Yceulase 3a r,r3rapflHe tro Koxara

Heqecru Pa:4pa:nenpre tro Koxara, crp6ex, cyxa Koxa

B.irourasaHe ua poaaqexra*

C neragsecrHa
qecToTa

Epureu

Kosrarres AepMarr{T (alepruueH ulra

upuraruneH)

Ilogynaue na ruuero'

* Hexe.naHlr peaKrlr{r{, cro6rqasaHrr or nocrMapKerr{HroBu AaHHpr.

Cro6uragaHe Ha flo.[osupaHz HexeraHra pearqua
Cro6rqasaHero Ha [oAo3HpaHH HexeJIaHI,I peaKr-(Hrl cJIeA pa3peuaBaHe 3a yuorpe6a Ha JreKapcrBeHut
npoAyKT e Ba)KHo. Tosa nogeoilflBa Aa npoAbJrxr{ ua6moAeHuero Ha cborHorrreHuero norga/przcK 3a

JreKapcrBeHr4fl rrpoAyKT. Or ueArarluHcKrrre ctrer-(Hirrrprcrr,r ce r{3}rcKBa Aa cr,o6rqaBar Bc{Ka [oAo3r{paHa
HexeJIaHa peaKIII4-f, qpe3 HarIuoHaJrHa cHcreMa sa cro6rqaeaHe: HsnbrHHTeJrHa areHrlr,rfl no JreKapcrBara,

Co$ur 1303, yn. ,,,{au*r fpyen" 8, rer.: +359 2 8903417; www.bda.bg

4.9 Ilpego:upane

flsr\da AoKraAr{ 3a npeAo3r{paHe crc Cooraurpa.

' Iporrrra, cB6p3aHa c nporreAypaSEIH/1428lOOllIAlOl4, o4o6peua ua 10 anpun
IAIN C.I.3 3a rrpnrraraHe Ha pe3yJrrara or rporreAypa PSUSA cJreA rrpoqeca Ha JruH

(ao6assHe Ha HexeJraHa peaKrlr.{f, noAyBaHe Ha Jrr,ruero c Her43BecrHa uecrora)

,/""ff!1
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5.

5.1

B crryrafi Ha clyvafiuo I{JIII 3HaqHTeJIHo LI3JIaraHe Ha HeH3BecrHH KoJrur{ecrBa or BerepHHapHoMeAHrrr{HcKH
rIpoAyKTI'I Ha HBepMeKTLIH flpu xopa, 6ulo qpe3 rlornT,tllaHe, BAHrr]BaHe, HH)KeKTr,rpaHe vfirvv3rata:He Ha
noBlbpxHocTrTe Ha T-[JIoTo, nafi-qecro ca cto6ruesu cJIeAHHTe HexeJraHH peaKrIHH: o6pae, orox,
uano6o.nne, salrafinane, cra6ocr, taAeHe, noBptulaHe r4 lvapkrs.. Apyru HexeJraHH peaKrlur4, Kolrro ca
cto6ulenu, BKrIoqBar: rbpqoBe, araKcr4gs Ar,rcrrHeg, KopeMHa 6olxa, [apecre3r{{, yprr{Kapr{fl }r KoHTaKTeH
AepMarI,IT. B clyrafi Ha I,IHIII,IAeHTHo noulbruaHe, noAKpe[rrlara repanrur, aKo e flperrop6qaHa, 11pt!sa aa
BKrIor{Ba rIapeHTepaJIHLI TeqHocrI..I v eneKTpoJu4Tr{, [oAnoMaraHe Ha AurxaHero (ruclopo4 Lr MexaHgrrHa
BeHTHTaIIH-fl, aKo e Heo6xo4Ialro) u npecopHl{ areHTH, aKo rrprlcbcrBa KJr}rHHrrHo 3HarIIrMa xgrroroHl{fl. Axo e
ueo6xo4Iluo, sa Aa ce lpeAorBparu a6cop6qutffaHa norbnHarnrr Marep]rurJr, Moxe Aa ce npeAH3Br4Ka
rloBpbrlaHe u/ ustu Aa ce HarIpaBpI croMalrlHa trpoMHBKa Bb3MoxHo Hafi-cxopo, rocneABaHo or flypraraBr{ r4

Apyrv pyrr4HHH MepKH:a 6op6a c orpoBlr.

OAPMAKOJIOTIqHI4 CBOfr CTBA

(Dapuaxo4uHaMurrH[ cnofi crsa

oapnlaxorepa[eBTaqHa rpyfla: Apyru AepMaronorur{Hu npenaparv, lpyrvAepMaroJroruqHg [poAyKTpr,
ATC xoa:DllAX22

Mexannsr,r.{ Ha Aeficrsue

I'Iaepuexruu e qJIeH Ha KJIac aBepMeKTHH. AnepuexruH r.rMa [porr4BoBb3[zurrareJrHr4 eQexrz vpes
urrxu6upaue Ha JlnrlorloJlu3axapvtl,-vtHAyllprpaHoro rrpou3BoAcrBo Ha Bb3rrut[]rreJlHu rlI{ToKrrHH.
flporunonralullll{TeJlHl{ csoficrsa Ha KoxeH vBepMeKTr4H ca ua6ruo4aBaHr,r flpu Bb3rraJreHge Ha Koxara Ha
xt4BorI{HcKH MoAeJIIr. ZaepuexruH cblqo raKa npuru4H.,rBa cMbprraHatapa3krr}r, [peAUMHo qpe3
ceJIeKTI{BHo cBbp3BaHe I,I c BI{coK aQuuuter K6M ruryraMar-3arBopeHr.rre xropLIAH}r KaHaJrrr, Kor.rro
Bb3HI'IKBar B HepBHI{Te 14 MycKynHI,ITe KJIeTKLi ua 6esrpa6na.rHz. MexaHrr3Mbr na Aefic:rnue ua Coolaurpa
npu rerleHl'le Ha Bb3naJIHTeJIHa re3vrLt or po3allefi He e I{3BecreH, Ho Moxe Aa 6r,4e cntpaaH c aHTH-
Bb3naJII{TeJIuure eSerrI,I Ha LlBepMerrzn, xofiro cbrrlo raKa rrpr4qHHflBa cMbprra sa Demodex aKappr, 3a
Kolrro e orqereHo, .re ca $axrop BbB Bt3nzrJreHlre Ha Koxara.

KTHHH.{r"ra e0uxacHocr r4 6egonacHocr

Coolaurpa, HaHac-flH BeAHtx AHeBHo [peArr JrflraHe, e orreHeH B reqeHzero Ha Bb3rruurureJrHrr Jle3[rr or
po3aue.fl, B ABe paHAoMH3HpaHH,4eofino-cleuu, naaqe6o KoHTpoJrr,rpaHH KrrI,IHHqHr{ npoyqBaHg.rr, Kor4To ca
HIeHTH.IHH no AHsafiH. B r-sx ca yqaorBafl s 137 I Ayupr Ha Bb3pacr or I 8 ro4nuu H Harope, Te ca
TperHpaHH Be.4Hbx AHeBHo 3a nepHoA or 12 ce4uuqz. E4uara rpyra e rperr4paHa BeAHbx AHeBHo c6c
Soolantra, a Apyrara c nlarle6o cpeAcrBo.

96 Yo w o6ulra-fl 6pofi yuacrnt4t\Lr ca npeAcraBureJrpr Ha Enponeu4uarapaca, u 67 o/o ca xena. gpes
H3noJI3BaHero ua 5 ToqKoBara cKiIJIa na O6rqa orIeHKa Ha H3cJreAoBarel (IGA), Ha rBxoAHo uuto,79 yo or
yqacrHHllme ca or6els3aHl{ c yMepeHa creleH (IGA:3), 2l o/o or yqacrHrrlr4Te ca or6ers3aHu c rexKa
crerreH (IGA:4).

flrpruuuure xpafinu rorrKI,I sa eSzxacnocr npr{ ABere KJrr{HrrrrHa [poyr{B aHyrfl, ca creneHTa Ha yc[eBaeMocr
5azupatta Ha pe3yJlTara or IGA (npoqeur Ha Jruqara "qucr" u " [o.{TH qr.rcr" B 12-ra ce4naurla Ha
npoflBaHero) u a6conrorHara npoM.,IHa cnprMo I43xoAHr.rre crofiHocru n 6pox Ha Bb3rrlJrr{TeJrHr{Te Jre3r,ryr.
Cxalara IGA ce 1asupa Ha cJreAHr{re onpeAereHr,rq

Ta6turya2:. Ct<ana O6rua orIeHKa Ha r.r3cJreAoBareJr (IGA)

Crenen Pesy;rrar
/ 1.{j:-ti.irr:1i {y1i \ 6.

KJrlrHll.rHo otlrlcagIre

ihkffi ,"rryj

;;,($1r9ucr 0 ?tu*Eee npnctcrBlre Ha Br3nzIJII{TeJIHLI JIe3LII{! 6es epurela



floqru qucr MHoro MarrKo narryr,ul rrycryJru, MHoto JreK epr.rreM

JIexa 2 HsxorKo MrurKr{ narrytul nycrynu, JreK epHTeM

Yuepeua , Hqxorxo MzurKH HJrr,r toJreMra tanytul rrycrynu, yMepeH
epr.rTeM

Texxa 4 Mnoro6pofiHa MiLrrKH ul znu roJreMH tarryrru/ [ycryJrn,
TexBK epr.rTeM

Pesyrrarure or ABere KJILTHITqHH flpoyqBaHr.,r, noKa3Bar, .{e CooraHrpa, flpilnaraH BeAHbx AHeBHo B

npoA:bnxeHue ga 12 O0AMVIIH, e crarucrl{uecxu uo-go6bp or BexuKyJryM KpeM, rro orHollreH}re Ha crerreHTa
ycneBaeMocr no IGA 14 Iro orHoIIIeHLIe Ha a6comotrara npoMsHa n 6pox Ha Bb3rruuraTeJrHr.rre nesnz (p
<0.001, rux Ta6nuqa 3 r.r fpaSr.rr<a i, fpa{urca2,fpa$uxa 3 u fpa$axa 4).

B ra6luqara n rpa$IErczre, KoHTo cJIeABar, ca npeAcraBeHu pe3yJrrarnTe 3a esunacuocr lr Ha ABere
rlpoyrrBaHuf,.

Ta6;luqa 3: Pesylraru ra eQuxacuocr

llpoyvnane 1 Ilpoyunaue 2

Coo;ranrpa
fN:451)

Bexunylyu
(N=232)

Coonaurpa
(N:459)

Bexuxy.lyu
(N=229)

O6qa orIeHKa Ha

H3CJIeAOBaTeJT

Bpofi (%) or cy6exrure c

,,r{Hcrtt urH,,Iloyrl{ qHcr"
no IGA s ceAraraqa 12

t73
(38.4)

27
(l 1.6)

184
(40.1)

43
(18.8)

Bt:ua,rnreJlHH r'Ie3rrH

Cpe4eH 6pofi
Bb3NAIIHTCJIHH JIE3U}I B

H3XOAHO HHBO
3l .0 30.5 JJ.J 32.2

Cpe4en 6pofi
BS3NZLNHTCJIH}I JIC3HH B

ceAtvtw\a 12
10.6 18.5 I 1.0 18.8

Cpegna a6comorsa
npoMflHa (% npoulna) r
6por Ha Bb3rrzlJurreJrHr{Te

te3wv oT H3xoAHo Hr4BO B

ceAtrrwp 12

-20.5
(-64.e)

-12.0
(-41.6)

.,\ .
(-6s.7)

-13.4
(-43.4) t6 ^\EHU,,,,
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Iparfnru I u 2: YcneBaeMocr uo IGA

llpoyvnaue I Ilpoyunaue 2

^s Vehicle

+Soolantra

45S
Analysis visit

Iparfuxu 3 n 4: CpeAua a6comorna [poMflHa n 6por Ha Bb3rraJruTeJrHrrre Jre3urr or rr3xoAHo HrrBo B
TeqeHrre Ha BpeMeTO B CeAMITTII

B TeqeHrre Ha BpeMeTo B CeAMrrq[

40

1al

6 -ro

E -?0

!.8
Eg

6ro

E -2c

-?4

rJpgy:p,es,p- l"
Analysis visit

{6a

npoylpSge 2
Analy3isvisit

E6810

...;- Vehicle

+Soolantra

Coolanrpa [peBa3xoxra crurucrvtqecKu Bexr,rKyJryM KpeM rro orHorleHue e$unacuocr B eAHa or
ITbpBH.IHI'ITe xpafinu rotIKH, c BpeMe Ha rrorBa ua e$uracuocr s 4-ra ceAMr.rua or neqeHr4ero (p <0.05).

flo rpene Ha 40-ce4uurrHoro npoAbJrxeHr,re Ha ABere KJrlrHuqHrr npo) rBaHHq e v3BbprxeHo or{eHjrBaHe Ha
pe3ynrara uo IGA, H npoIIeHTtT or IIarItreHTHTe flocrr.rrH attu 0 ulu I pesylrar no IGA cJreA JreqeHr{e c
Coorarrrpa, ilpoAbJrxaBa Aa ce yBenr.rqaBa Ao ceAMlrrla 52. YcnesaeMocrra (IGA : 0 unra l) r ceAur.rqa 52 n
IlpoyreaHu-a 1 u2 e cborBerHo 7l%o u76Yo.

E$uxacnocma u 6esonacHocrra Ha JleKapcrBeHlrfl [poAyKT 3a Jrer{eHue Ha Bb3[aJrr4TeJ]Ht4 Jre3pr]r or po3arle.rr
CbtUO Ca OIIeHeHI'I B paHAOMH3LIpaHO, I43CJIeAOBaTeJI-Ha C-IIflIIO, aKTI4BHO KOHTpOnupaHO KJIpTHUqHO
rpoyr{BaHe. Ilpoyvnanero e rpoBeAeHo Bbpxy 962 r,w]aHa B63pacr 18 u noseqe roAuHrl, Koprro ca6wtu
JIeKyBaHH B npoAbJ'IxeHHe Ha 16 ce4uraqu vilu crc Coo.naHrpa BeAHbx AHeBHo ra-nu c Merp ouugazot 7 ,5
mgl g xpeu ABa Ir6TH AHeBHO. B rOsa [poyqBaHe 99,7yo OT fiaqaeHTare ca [peAcraB:,,Irerru Ha
Enpoleu4uar a paca, u 65 .2%o ca xeHV; Ha Ir3xoAHO HHBO, rro cKzurara na IGA, 83 ,3yo or rraul{ eHT vffe ca
or6er.flgaHu c yMepeHa crerleH (IGA : 3), w 16,70/o ca or6rqgaHu c rexKa crerreH (IGA : 4) (nrm fpa$rarca
s).

Pesylrarure or flpoyr{BaHero noKa3Bar, qe lto orHolreHr{e nbpBr,Ir{Ha rpafina roLrKa 3a e
coolanrpa npeBb3xoxra crarr{crnqecxn MerpoHrAa3oJr 7,5 mglg xpeu (epe4eu n
Ha Bb3rIiuIlITeJIHI,ITe leeuu) c HaMaJreHHe or lr3xoAHoro Hr4Bo ctorBerHo c 83,0Yo za
MerpoHr.rAa3oJr rpynu, cne4 16 ceAMHrlr.r npoBeAeHo JreqeHHe (p <0.001). rlpenr:xo
ycneBaeMocrra Ha coolaurpa ua l6-ra ceAMr4rla e [orBbpAeHo ua 6a-:a IGA pr s
6por ua Bb3rrurJrnreJrHure Jre3ar{ (rropaunu xpafinu roLrKrr (p <0.001).
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3mn:f*T:::::"."::.:i::::I:BaHH r{oBerrr*, qepHoApo6ua nzxpo3oM}r 14 pexou6auaHruu
9Ylill^"::1y-1_T-i*Ba, 

qe HBepMeKrr{H ce uera6orzrrou rr"iJr;" #[fiTl;
,r32,r,2:r;.?.?!,^t^!I,l!!1wtu2Etzu"p,"n,,n";;;;;;;"-#fi #;Hi j2B 6, 2C9 ww 3 A4) B KyJrrr4BrrpaHa r{oBerxKr4 xerrarour.rrta.
{ea ocuorHu *reralotura Ha r.rBepMeKTprH ca u4eHrus ilt,rpaH.nrn Qaprraxoxr,

.o,^IlI^"lTj 
HB€pr\re*rr{H z 4a-xuaporc" 

"u.pir"n 
,j. ;;;;;;;;ff"T ffi:;p;;;il,;;";;;;;;'";';###

KoJIpIqecrBeHo HarpynBaHe Ao 12 cegvutlu. ocseH ToBa cvcreMnare uera6oJrlrrHa e*c

ni" ,."r*" d;;;il 
"p;il#;; " 

r"*up"i."r* ,poayKr ca yqacrna-un npn6rusurerHo 300[aIII{eHTa' Ha Bb3pacr 65 ro4uuu u I]oBeqe. He ca ua6*o4 uiurr3Haq,TerHr.t pas,u*ua npo6ula ua6esonacHocr u eszxacuocr npa Bb3pacrHa uHAt4BvrAH Lt rtp.uTe3r4 Ha B63pacr l g-65 ro4ulru.rpo$rnlr Ha 6esonacHocr, o,,ucaH r 4.8, ocrasa cra6u;reu np, AbJ,orpaeH rrppreM Ha JreKapcrBeHr,rf,[poAyKT B paMKr.rTe Ha eAHOTOAHITTHo Jrer{eHue.

Ienuerpuqna uorr.vrauns

Enponeficxara areHIIa'I rlo Jle*apcrBa ocso6oxAaBa or 3aAbJrxeH,ero 3a npeAocraB.rrHe Ha pe3yJrrarare ornpoyrrBaHu, crc coonanrpa ,,pH BCr4r{KH norrpy,,u or neA,erpr{rrHa [onyrarlu, c na,n{ro_,o/cryJrosHapo3ar{e'rr (nux rouxa 4.2 sauuQopuaqur orHocHo yuorpe6a e negaarpzrra;.

5.2 @apuaxolc[HerlrrH[ceoficrna

A6cop6ua.s
A6cop6qnxra Ha I'IBepMeKTlrH or cooraurpa e orleHeHa B KrprHHqHo npoyqBaHe, B Koero yqacrBarnaIIHeHTH c rexKa oopYa Ha fla[yJlo-ry/cryno3Ha po3arrefl, npaeMalrlu MaKcHMzrJrHa AHeBHa Ao3a orMeAIrKaMeHTa'[rpucra'utusupaHo cbcro.sHue (2 cegvurro,"ranre), Hafi-nuconuru ,an 

"pena 
crofinocr(a cranAaprHo orKJroHeHze) na KoHqeHTpaqr.rfl Ha r.rBepMeKTr.rH B rrJra3Mara l0*g .{ns, cJreA flpueMa e Cmax:2.1 + 1.0 nglmL B AHara3oH: 0.7 _ 4.0 nglmL,a uafi_strcoxara crofinocr (* cranAaprHo orKrroHenue) naAUC}-24qaca e 36* 76 ng'uac/ml- e 4aana^:o u l4-75ng.uac/mL.Husarau 

"r"r"r*ra eKcrro3rrlr, HaI{BepMeKTHH ce Aocrarar B paMKlrre Ha AByceAMaqHo JreqeH ue (cra6wttto 
"""ro"rrr";. B lo-ArlrarenpoAbnxmeJrHocr, Ha JIeiIeHHero ua @asa 3 na xlanaqrrr" arpoy, BaHHfl) n,v*araHa clrcreMHaeKcno3HIIH-g Ha HBepMeKTHH B OplaHu3Ma ca cxoAHlr c re3r4, noJryqeHz B paMKI{Te Ha AByceAMAqHojleqeHHe' llpa craoruHo cbcro'trHvte, HHButaHa crcreMHa eKcno3rrr{u.s Ha r.{BepMeKTun (AUC0-2 4rtaca:36+ 16 ng'qac/ml) ca no-HHcKH or HI'IBara My1 r^o.rll'reyrr npa nepopilreH npr4eM Ha 6 mg eAHHHqHa Ao3aHBepMeKTHH or 3ApaBr4 406poaonqa (AUCo- 24hr:134roo ni.trrzmr;. 

^ ---o

Pa:rlpeAe:resue
I'In nu'po [porlBaHe rIoK.3Ba, rre I4HBepMeKTrrH e rroBeqe or 99 ohcBbp3aH c rrJra3MeHr.rre nporerHr{ H ecBbp3aH [peAHMHo c iroBelrrxlz_fl cepyMeH a.n6yuun.
Ha6nrcgana ce He3HaqurenHo cB6p3BaHe Ha ilBepMeKrLtH c epr4Tporr,Tr,rre.

Euorpauc0opNraquq
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,{nyro4utuuo
Bbpxy KoxaTa

crc cmax u AUC), noJryr{eHH rro BpeMe na cra6ulsO CbCTOqHI{e Ca MHOrO IO-HHCKI4 OT Te3H,

na6moAasaHl{ rtpu nepopi]JleH [pLIeM Ha HBepMeKTIlH'

Eruvrunzpane
Cpe4uara npoABJIxI,ITeJIHOcT Ha TepMIrHaJIHI4q [oflyxunor e 6 4HIa (cpe4Ho 

" 
145 uaca, AI'IaliBoH 92-238

uaca) upr,r [aqpIeHTI,I, KOrrTo HaHacflT BeAHT,X AHeBHo JIeKapcTBeHI'I{ npoAyKT BT'pXy KoxaTa c}I B paMKI4Te

:Ha28 gwu,B KJrHHrrrrHo sapuaroruHeTHqHo npoyr{BaHe 3a MaK0I4MZIJIHO I{3IIOJI3BaHo KoJII{qecTBo.

E;ral,ruuupaHeTo e 3aBIIcHMo or a6cop6qvflTa cileAJIoKzIJIHo JIeqeHHe clc Coo'iraHrpa'

@aprraxoxuHer,qHr{Te csoficrsa Ha lrBepMeKTVH He ca 6ranz npoyueHl'I flpu [aupIeHTI'I c 6r6pe'ruo ult'l

'repHo4po6uo yBpex'qaHe.

5.3 Ilpe4n,luuutlH[ AaHHI ga 6egonacnocr

K.nusuqHo npoyqBaHe 3a MHoIoKpaTHo IIpHJIalaHe, B KoeTo HBepMeKTHH 10mg/g KpeM ce HaHacc Bbpxy

Koxara Ha Mr,{H}r cBuHqera B paMK}rre na 9 nreceua, He rroKa3Ba npoflBara Ha roKcnr{Hra e$exru I'IJII,I JIoKzLIIHa

ToKclrr{Hocr ttpu HI,IBa Ha cHcreMHa eKcrlo3l,Iquc, cpaBHI4MH c re3l{ [pI{ Krl,IHHtIHa eKcrlo3l'Iqux. I4tl BI'lTpo I'{

IrHBI-IBOTeCTOBeIIOKa3BaT,qeI',IBepMeKTI{HHeereHoToKcuqeH'

rrpoyqBaHe 3a KaHIIeporeHHocT, no BpeMe Ha KoeTo I'IBSpMSKTI{H l0 mg/g KpeM ce HaHac'

Ha Mr,I[rKu, He rroKa3Ba rroBnlrreHu pI{cKoBe sa o6pasyraHe Ha TyMopI.'I.

flpoyueaHu, 3a penpoAyKTI4BHa ToKcHt{HocT, IIpI{ KoI{To IIBepMeKTIaH ce IIpHeMa llepopaflHo, IIoKzBBaT

nporBaTa Ha TepaTorennra eserra rrpH Mr{rrrKH (nararocxu:uc) u safiqfi (xapuanuu aetboprraaquu) npr't

"upr* ^OSra 

(uapx ru 
"*"rroarquc 

s NOAEL uunuirayna 70 naru B cpaBHeHI{e C KJIHHI4qHaTa excno:uqux)'

Heonaralnara roKcr4r{Hocr rrpl,r rrJl6xoBe, KoI,ITo nepopzrJlHo rlpueMar I'IBepMeKTI4H, He e cBbp3aHa roJIKoBa c

Maror{Hara eKc[o3r,rrrt4rr, KoJrKoro c6c cJreApoAr{JrHara eKcno3llqu, upe: uafiuuHoro MnrKo, Koero BOAH Ao

BI{COKI{ HI4Ba Ha LIBepMeKTHH B MO3T'Ka I{ B [na3MaTa Ha IIOTOMCTBOTO'

Crqecrryna AoKa3areJrcrBo, qe flpu MopcKr,I cBlrHqera, I.{BepMeKTIIH 10 mdg KpeM e Apa3Hetu,

cencl{6unfisl{pau u $oroceucu6r4nrr3rrpaq 3a KOXaTa, Ho He e sorororccu'reH'

Ouenxa na pucxa ga oxorHara cpeAa

Haeplrexrun e MHOro ToKcHrIeH Sa 6esrpt6uartHl4Lr e u4euru$uUllpaH pI{cK 3a BoAHI4Te' CeApIMeHTHHTe H

cyxo3eMHHTe [oAIpynH. Tpx6ea Aa ce cJIeAH Aa ce ug6rrBa 3aMbpcflBaHeTo Ha oKoJIHaTa cpeAa' r1o-

cneuHzlrlHo Ha BoAHaTa cpeAa.

oAPMAIIEBTLIIIHr4 AAHIrr4

Cnncrn Ha rIoMoIrIHIrre BelrlecrBa

fluqepon
I4:onponul nzlJlMHTar

Kap6ouep

,{uue'ruron
,{uuarpuen eAerar

Jluruonesa KIrceJII4Ha MoHoxuApar

I{eruloe aJIKoxoJI

Creapunon zIJIKoxoJI

Maxporol IIerocreaPIlJI erep

Cop6uran creapar
Merar rapaxl{ApoKcu6eugoar (E2 1 8)

flponul napaxuApoKor6eneoar (E2l 6)
(Deuorcueranon

Ilponulen UII{KoJI

6.

6.1



Oreu.[os irJrKoxon

Harpuen xuApoKcr,rA
flpeuucrenara BoAa

6.2 HecruMecrrrMocrrr

He e npaloxul,to

6.3 Cpor< ua roAHocr

2 roguuu
Cre4 urpao orBap{He: 6 ueceqa

6.4 CnequalHu ycroBrs Ha cbxpaHeHue

Tosa lexapcrBeH npoAyKT He pr3prcKBa crreq[aJrHHycrroBvrfl Ha cbxpaHeH,e.

6.5 Buq u cbAbprr(aHue rra orraKoBnara

flo-nuerures (PE)/Alyuuuuir (Al)l flolneruleH (PE) IraMaHupalu 6eriu rrJracrMacoB u ry6u c:- Bsn uaxpafiuux or IIoJILIeTTTJIeH c BLIcoKa rlJlbrHocr (HDPE) r4 3arr)4xaJrKa or rroJrr,rflponnleu (pp),
3arUr.rreHa or orBapf,He oT Aerla, sa ry6ure or 15 g, 30 g, 45 gwm 60 g.

- Bs,ta KarlaqKa or [oJII4nporIHJIeH (PP) sa ry6ure or 2 g(6es sanyuralxa 3arrlureHa or orBapsHe or
Aeqa).

Konlrqecrea B eAHa onaKoBKa: I ry6a or 2 g, l5 g, 30 g, 45 g wru 60 g

He scnqxu Br.rAoBe orraKoBKrr Morar la6.slar n}/cHaru s npo4ax6a.

6.6 Cnequa.nun [peArra3urr Mepnrr [pll rr3xBr,pJrflHe

Tpr6aa aa 6rgar B3eMaHH MepKH, 3a ra ce npeAorBparvt vfitvt Ha.,aJt,, 3aMbpc.,rBaHero, ,,o-c,,eq,,ilrHo Ha
BOAHaTa CpeAa.

HeusnolgnaHHrlT neKapcrBeH rIpoAyKT v,JIIr orrlaAbrtHlrre Marepuana or Hero rpx6na Aa ce r,r3xBbpnsr B
C6OTBCTCTBHC C MCCTH}ITE U3HCKBAHI,IS.

7. fIPIITEXATEJI HA PA3PEIIIEHI4ETO 3A YIIOTPEEA

Galderma International
Tour Europl aza,20 avenue Andr6 prothin - La Ddfense 4
La D6fense Cedex 92927
@pauqux

8. HOMEP(A) HA PA3PEITTEHTIETO 3A yIIOTPEBA

201s0192

9, AATA HA IIbPBO PA3PEIIIABAHE

flara ua rrbpBo pa3perr]aBaHe: I 0.06.20 I 5

10. AATA HA AKTyAJII43I,IPAHB HA TEKCTA



,,(
_ -,JL I4ME HA JIEKAPCTBEWAfl IIPOAyKT

Cooranrpa 10 mg/g xpeu
Soolantra l0 mglg cream

2. KAIIECTBEH 14 KOflIIECTBEH CbCTAB
E4ran rpau or KpeMa cbAbpxa 10 mg HBepMeKrr4H (ivermectin).

I .. ., il_t.r

/-c llx.tbt

Ae/ hr/ h/"?i-*3
i?-0fi-2[]g

IloMorunra seruecrea c HgsecrHo ,[efic:rsue:

EAuH rpau or KpeMa cbAbpxa 35 mg rlerrrJroB rurKoxoJr, 25 mg creappr,JroB zurKoxoJr, 2 mg urerwt
rlapaxuApoKcu6eusoar (E218), I mg npourErr napaxuApoxcu 6ensoar (8216) u20 mgnponr.rJreH rJrlrKoJr.

3a nrrHu.fl crrllc]K Ha noMoIrIHHTe BeruecrBa BrlDKTe ro.{ra 6.1

3. JIEKAPCTBEHA OOPMA

Kperra.

Esn Ao 6reAo xbJrr xt4Apo$unen xpeu.

4. KJIIIHI,TTIHI,IAAHHI4

4.1 TepauenrnrrHrrrrora3aurrfl

CoolaHrpa e rIoKiBaH 3a JIoKaJrHo JretreHue Ha Bb3rrzurr.rrerr*u r,e3uvt or po3arre{ (narryno-nycrylo:ua) npu
Bb3pacTHr{ [arIrreHTI{.

4.2 ,{osuponna rl HarrrrH Ha rrprrJro]r(eHrre

4oszposxa

E4Ho nplrnoxeHl{e Ha AeH, 3a rrepproA 4o 4 rueceqa. Coo.nanrpa rpr6na Aa 6'sre HaHacflH exeAHeBHo [pe3
Kypca Ha reueHllero. Kypcrr Ha JreqeHrre Moxe Aa 6rAe nosropen. B clyrafi, qe HqMa no4o6peHlre cle4 3
Meceqa, Jrer{eHuero rpx6ra Aa 6rAe [peKpareHo.

Cnequatuu nonyraquu

Bx6peuno yepeucdaue
He e ueo6xoAr4Ma KopeKrlr4fl Ha ro3ara.

Vepruodpo1uo yepecrcd aue
Heo6xoAranao e rroBlrrxeHo BHr.rMaHr,re npu [aqlreHTr.r c rexKo vepHogpo6Ho yBpexAaHe.

Ilaqueumu e uanpeduata sbspacm
He e seo6xoAl4Ma KopeK\us. Ha Ao3ara rrpu naqr{eHrr{ B Ha[peAHurlra B]3pacr (nux orqe roura 4.8).

If e duampuuH a nonylaqufl
EesouacHocrra z e$uracHocrra na Coolanrpa [pH Aerla u roHorrru Ha Bb3pacr
ycraHoBeHn. Jluucsar AaHHH.


