JIncroBka: Mapopmanus 3a manuenta

Coonanrpa 10 mg/g kpem 724 s /32
Soolantra 10 mg/g cream

MBEPMEKTHH/ ivermectin /3 L / /~7 /f / /7 ﬁ’ LZJv ,7 75

ITpoyereTe BHUMATEIHO HAIATA JHCTOBKA, NPEIH 1A 3al04YHeTe A2 H3M0J3BATE TOBA JIEKapcTBO, Thil

KaTo Td ChbAbPiKa BaskHa 3a Bac undopmanus. 906 9010

- 3amasere Ta3u JucTOBKa. MoJKe /ia Ce HAJIOXKH JIa S IPOUYETETE OTHOBO. I

- AKO MMare HAKaKBH JONbJIHUTETHU BBIIPOCH, NonuTaiite Bawus nekap unu dpapmariest.

- ToBa nekapcTBo e mpennucano auuHo Ha Bac. He ro npeorcrsnsaiite Ha apyru xopa. To Moxe na um
HaBPEIH, HE3aBUCUMO Y€ MPHU3HALINTE Ha TAXHOTO 3a00JIsBaHe ca CBIIUTE KaTo Baiiure.

- AKO TOJTY4HTe HIKAKBH HEXEJIaHU JIEKApCTBEHH PeakLiH, yBefoMere Baums nekap uim dapmanesrt.
Topa BKII0YBA U BCUYKH Bb3MOKHH HEXEJIaHH PEaKLIMK, HEOTIMCAHU B Ta3H JIMCTOBKA. BibkTe Touka 4.

KakBo cbabpika Ta3u JIHCTOBKA

Kakpo npencrasisiea CoonaHTpa U 3a KaKBO CE M3M0JI3BA
Kakgo Tps6Ba na 3naete npean na usnonssare Coonantpa
Kak na m3nonssare Coonanrpa

BB3MOKHM HexXenaHH peakiiu

Kak na cpxpansBare CoosnaHnTpa

CrabprxaHye Ha OMIAKOBKATa U AOMBJIHUTENHA HHpOPMALUS

SN AL

1. Kaxso npeacraBiasiBa CoolaHTpa U 32 KAKBO ce H3M0/13Ba

Coonantpa CbAbpka aKTMBHOTO BENIECTBO HBEPMEKTHH, KOSTO IPUHAUIEXH KbM IPyNa OT JIeKapCTBa
HapeyeHH aBEePMEKTHHH. KpeMbT Ce u3Mon3Ba BbpXy KOJKATa 3a JIeKyBaHe Ha [TbIIKM U METHA OTKPHTH C
posaries.

Coonantpa Tps6Ba na Gb/ie U3MOT3BAH CaMO TPH BB3PACTHHU (Ha 18 roauiuHa BB3pacT win MOBeYe).
2. Kaxkso TpsaOBa na 3maere npeau ga usnossare Coonantpa

He uznoszBaiite Cootanrpa:
- aKO CTe aJlepruHi KbM MBEPMEKTHH HIIM KbM HAKOS OT APYTUTE ChCTABKH B TOBA JIEKAPCTBO (M36POEHH
B TOUKa 6).

Ilpexynpexaenns U npeAnasHu MepKH
['oBopeTe ¢ Bamivs nOKTOp MM apmaneBT npeau Aa usnonssare CoonaHTpa.

B HavanoTo Ha ieueHHeTo NpHU HAKOM MAIMEHTH MOJKe [a ce HaOJIIoaBa BJOIIABaHe Ha CHMIITTOMHUTE Ha
posaniesTa, HO TOBa & PSIKO ¥ OOMKHOBEHO OT3By4YaBa B paMKHUTE Ha | ceaMuLa oT JieueHHeTo. ['oBopere ¢
Bamms nexap, ako ToBa ce CiTyyH.

Apyru jJexaperBa u Coonanrpa
IIpreMaHeTO Ha Apyru JiekapcTBa MoXe Jia OKae BIHsSHHE BbpXy CooNlaHTpa, 3aToBa TPIOBa a KaxeTe Ha
Bamms niekap, ako npremare, HACKOPO CTe NPUEMANH WM € Bh3MOXKHO J1a IpHeMarte ApyrH JIeKapeTea.

bpemennoct u KbpMene

He ce npenoprusa ynorpebara Ha CoosiaHTpa 1o BpemMe Ha GpPEMEHHOCT.
He Tps6Ba na uznonseare ToBa IeKapcTBO B MEPUOAA HA KbPMEHE, KATO alTEPHATHBA, BY
CIpeTe Ja KbpMHTE MPeAun a 3anouHeTe jieueHue cbe Coonantpa. Tpsabsa na ce KOHC}}‘J/(
JICKAp, 3a Ja BU [IOMOTHE Ja PCIInTe MEXAY U3MOJ3BAHECTO Ha CoonaHTpa H KbpMCH A

OpCaABH/ MOJI3aTa OT JICHCHHUETO U M0J13aTa OT KbPMEHETO.




Ilodupane u paGora ¢ MamuHu
CoonanTpa HMa MM MMa HE3HAYUTEITHO BIMSHME BBPXY CIOCOGHOCTTA 32 MO(HpaHe 1 paboTa ¢ MAIIHHH.

CoosanTpa chabpxa:

- lleTni10B aJ1K0X0J1 H CTEAPHJIOB AJIKOX0JI, KOUTO MOTAT [a MPEAU3BUKAT JOKATHU KOKHH peakuuu (Hamp.
KOHTaKTEH IEPMaTHT),

- Merun napaxuapokcu6enszoar (E218) u mponun mapaxmapokcuGeH3oat (E216), xouto morar na
NPSIU3BUKAT AJIEPTUYHH PeaKLUHU (BEPOSTHO 3a0aBeHH),

- IIponnsien rimMKoJ1, KOHTO MOXKe 1a IPUYKMHK Pa3pa3HEHHE 10 KOXKATA.

3. Kak na n3nomBare Coonantpa

BuHary nznonssaiite ToBa JlekapcTBO TOYHO KAKTO BU € Ka3al BAIUAT Jekap. AKO He cTe CUT'YPHU B Hello,
nonuTaiTe Bamus nekap win gapmaresr.

BakHo: CoonaHTpa € IpeIHa3HA"YCH caMO 3a Bb3paCTHH U CaMO 3a U3II0JI3BaHE BBPXY KOXKaTa Ha JIUILIETO.
He uznonzeaiite ToBa JICKApCTBO BBPXY APYTHd 4acTH OT TAJIOTO, 0COOEHO BJIAYKHU IIOBBPXHOCTH HA TAJIOTO,
Halip. BalouTC OYH, BallaTa ycTa Wik MyKo3a. l[a HE C€ I'bJITA.

[IpemopbunTenHaTa 103a € AHO HAHACSHE BBLPXY KOXaTa Ha JIMLETo Ha faeH. HaHacsiite or KpeMma
KOJIMYECTBO C pa3Mep Ha rPax0BO 3bPHO BBPXY BCSAKA OT NMETTE 30HH Ha JIMLETO: YeNio, GpandKa, HOC U
Beska Oy3a. Criel ToBa HaMaXkeTe KpeMa Ha ThHBK CJIOH MO LISUTOTO JIHLIE.

Tpsabsa na ce usbArBar KienauuTe, yCTHATE M BCHUKH MyKO3H, KATO BBTPELIHOCTTA Ha HOCA, ycTaTa u
OuMTe. AKO CITy4alHO KpeM MONajiHe B OUHTE WK B OIH30CT O OUUTE, KIIEMAYKTe, YCTHHUTE, ycTaTa, Win

MYKO3a, HU3MHITE MSACTOTO OOMIIHO ¢ BOJaA.

He HaHacsifiTe ko3MeTHKa (HampUMep APyrH KPEMOBE 32 JILe WM TPUM) MPEy HAHACSAHE Ha Coonanrpa 3a
nens. Tesu mpoxyKTH Morat a GbaT U3MOI3BAHHU ClIe[l M3CHXBAHETO HA HAHECEHUS KPEM.

WzmuiiTe prlieTe BegHara ciie]] HAHaCSHETO Ha Kpema.

Tpsabsa na uznonseare CoonaHTpa €KeIHEBHO B NEPHO/a Ha Kypca Ha JIeUueHHe, U Kypca Ha JIeYeHHE MOXKe
Ia ce NoBTOpH. Bamusr nekap e Bu kaxke KOJIKO ABITO Iie TpsiOBa Ja U3MOI3BaTE CoonanTpa.
IIpoaBKUTETHOCTTA Ha JIEHEHHETO MOXKE Ja BapHpa OT YOBEK HAa YOBEK H 3aBHCH OT TEXKECTTa Ha

3a00JIIBaHETO HA KOXKATa.

Mosxete na 3abenexure nonoGpenue cien 4 ceIMULM Ha JieueHne. B ciyyaii, e nama mogoGpetue cies 3
Mecella, TpsioBa 1a npekpatute CoonanTpa M 1a ce KOHCYITHpate ¢ Bamms nekap.

YepHoapoOHO yBpexKIaHE

AKo umare 4epHOAPOOHH MpPOGJIeMH, MOJIs, KOHCYITHpaiiTe ce ¢ Barmms JieKap Tpeny Ja HU3MoJ3Bare
Coonanrpa.

Ynorpeba npu 1ena u 1OHOUIH

CoonanTpa He TpOBa 1a ce U3MOJI3BA MIPH JIelia M IOHOIIH.

Kak ce oTBapsi Ty6aTa ¢bC 3aIIHTEHA OT Jena Kanauka :
3a 1a usGerneTe pasnuBaHe, He CTHCKaliTe TybaTa, JOKATO S OTBAPSTE HIIH 3aTBapm;/ i

Haruchere Hanmomy kamaykata M 3aBBpTETE B I0COKA, 0OpaTHA HA YaCOBHHKOB
HaABo). Ciien TOBa APBIIHETE KamayKara.



Kak ce 3aTBaps Ty6aTa ChC 3alllMTEHA OT Jena Kanmavka
Hatuchere HaJoJly M 3aBBPTETE 110 MOCOKA Ha YaCOBHUKOBATa CTpEJIKa (SaB"preTe Ha}_IHCHO).

AKo cTe u3m0/13Ba1H MoBevye Co0JaHTPA OTKOJIKOTO TpsiGBa
AKO CTe U3MNON3BAIU MOBEYE OT MPENOPHUMTENHATA JHEBHA 032, MOJIS CBBpKeTe ce ¢ Bammus nekap, koiro
1Ie BU NOCHBETBA KaKBO JEHCTBHE Aa MpenpHeEMETE.

AKko cTe nponycnaan aa n3nos3sare Coosiantpa
He usnonssaiite nsoiina n03a, 3a 1a KOMNEHCHpaTe MPoOITycHaTa 103a.

Ako cnpere aa u3noa3Bare CoosiaHTpa
IIbnkuTe K NeTHaTa e 6bJAT PeLyLMPAaHH caMO cliel HAKOIKO HAHACSHMS Ha TOBA JiekapcTBo. BaxkHo e ma
NIPOABIDKHMTE H3MONI3BaHeTO Ha COOJIAHTPa TONIKOBA JIBJITO, KOJIKOTO BH e npeanucano ot Bamus Jexap.

AKO MMaTe KaKBUTO U J1a GHJIO JOIBIHUTENHU BBIIPOCH BHPXY H3IMOI3BAHETO HA TOBA JIEKapcTBO,
nonuraiTe Bamus nexkap uiu dapmanesr.

4. Bb3MoxKHN HeXKeTaHH peakuHH

Kakto Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPpUYMHU HEXEJIaHW peaKLuHU, BBITPEKH, Y€ HE BCEKU I'
rnoJjrydyasa. CoonaHTpa 61 MOI'bJI Aa IIPUYHUHU CJICAHUTE HEXKECITAaHU peaKIuu:

Hecmu nescenanu peaxyuu (modice oa 3aceznam 0o 1 na 10 Oyuu):
- VcelaHe 3a u3rapsiHe o Ko)kata

Hevecmu nesicenanu peaxyuu (mosice da saceznam oo 1 na 100 oywu):

- Jlpa3HeHe 1o Koxara

- Copbex no koxara

- Cyxa koxa

- Briowasane Ha po3auesta (Mons, KOHCynTHpaiiTe ce ¢ Baruus JeKap)

Hexenanu peakuuy ¢ HeU3BeCTHA 4eCTOTA (OT HATMYHHTE JAHHU HE MOXKE na 6bJle HalIpaBeHa OLIEHKA)
- 3auepBsBaHe Ha KOXKaTa
- Bb3nanenue Ha koxaTa
- IlonyBaHe Ha nuIeTO




ChobmaBaHe Ha HeKeJIAHH PeaKIHH

B cryyait, de mosy4uTe HAKAKBH HeXelaHH PeaklnH, yBeaoMeTe Baumus nexap win dapmanest. Tosa
BKJIFOYBA BCHYKH BB3MOKHH HEOIHCAHH B Ta3H JIMCTOBKA HEXKENIAHH peakiyi. MoskeTe ChLIO [a ChoOIIHTe
HEXKEJIAHH PEaKLMU IHPEKTHO Ype3 HALMOHAIHATA CUCTEMA 3a ChoOIaBane: M3mbIHUTeHA areHIus 1o
nekapctsara, Codusa 1303, yn. . JJamsu I'pyes” 8, ten.: +359 2 8903417; www.bda.bg

Karto cpobiyaBaTe HexenaHH peakiMy, MOXKeTe 1a [afieTe CBOsS IPMHOC 3a MOJTyYaBaHe Ha ToBeye
MH(pOpMaLMA OTHOCHO 6€30MacHOCTTa Ha TOBa J1€KapCTBO.

S. Kak ga cexpansBate Coosantpa
CobxpansBaiiTe TOBa JIEKapCTBO HAa MACTO HEJOCTBITHO 32 Jela.

He uznomsBaiite Tosa JICKApCTBO CJIEQ CpOKA HAa TOJHOCT, oTOena3an BbpPXY KapTOHECHaTa OImakoBKa U T}/GaTa
cien ,,FOHCH Jo:”. CpOK’BT Ha FOAHOCT OTroBaps Ha IOCJICIHUS JEeH OT MOCOYEHUS Mecell.

Crnex mbpBO OTBapsiHe Ha Ty6aTa, H3MOM3BaiiTe MPOIYKTA B paMKHTE Ha 6 Mecela.
ToBa JiekapcTBO He U3HCKBA CIICLUATHH YCIIOBHS HA ChXPAaHEHHE.

He H3XB'BpJ'[$IﬁTG HCHU3IIOJI3BAHHA KpEM CoonaHTpa B KaHaJIM3alusTa UJin B KOHTeﬁHepa 3a JOMalIHH
ornaasuu. [Tonuraiite Bamus q)apMaueBT KaK Ja U3XBBPJIATE JICKapCTBaTa, KOUTO BEUYE HE U3IIOJI3BATE.
Te3n MEPKH 1€ CITOMOrHaT 3a OIa3BaHE Ha OKOJIHATa cpena.

6. Cpabpikanne HA ONAKOBKATA H ONBJIHHTENHA HH(OPMALHST

Kakso ceabpxa Coosiantpa

- AKTHBHOTO BELLECTBO € MBEPMEKTHH. EMH rpam ot kpema chabpika 10 mg HBepMEKTHH.

- TomorHy BeecTsa ca: MIMIIEPOI, H30MPOIIHII IAIMHUTAT, Kap6oMep, AUMETHKOH, JUHATPHEB
C/1eTaT, TMMOHEHA KUCEeTMHA MOHOXH/IPAT, LISTUIIOB &IKOXOJI, CTEAPHIIOB aJIKOXOJI, MAKPOrOJl LIETOCTEAPUIIOB
eTep, copOuTaH cTeapar, MeTUI napaxuapokcubensoar (E218), mpormi napaxuapokcubensoar (E216),
(heHOKCHETaHO1, POTHIIEH TUKOJI, OJISHJIOB ATIKOXOJI, HATPHEB XMIPOKCHI, IPEUHCTEHA BOMIA.

Kak usraesxaa CoolaHTpa 1 KaKBO ChIbpPKa 0NAKOBKATA

Coonantpa e 6sn 1o 6e110 xbaT Kpem. ITpenara ce B TyGH chabpykamm 2 g, 15 2,30g,45 gumm 60 g or
kpema. Tlo-ronemuTe Ty6H ca Che 3amylaika 3auUTeHa OT OTBapsIHE OT AeLia, 0KATO Tybata ot 2 g e Ge3
TaKaBa 3aImyIaiKa.

OmnaxkoBka c 1 Ty6a.

He BcHuKH BUIIOBE OMAKOBKU MOraT Ja GbIAT MycHaTH B MPOAaKOa.

Tozu nexapcTeH MpORYKT € paspeliieH 3a ynorpeba B cTpanuTte wieHks Ha EUO o cieqsoTo mve:

Asctpus, I'epmanus, [opryranus: Soolantra 10 mg/g Creme
benrus, JlrokcemOypr: Soolantra 10 mg/g créme
Soolantra 10 mg/g Creme
bearapus: Coonanrpa 10 mg/g Kpem
Kunsp, I'spuust: Soolantra 10 mg/g Kpéua
Yewika peny6iuka, Yarapus, CiioBakus : Soolantra 10 mg/g krém
Janus Soolantra
Ecronus: Soolantra 10 mg/g kreem
OuHnaHgus: Soolantra 10 mg/g emulsiovoide
Opanuus, XonaHaus: Soolantral0 mg/g créme
Hcnannus, Hopeerus, Iomma: Soolantra 10 mg/g krem
Hpnannus, BenukoGpuranmus: Soolantra 10 mg/g cream
Hranmus: Efacti 10 mg/g Crema
JlaTBus: Soolantra 10 mg/g kréms
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Jlutea: Soolantra 10 mg/g kremas

Maura: Soolantra 10 mg/g krema
PympHus: Soolantra 10 mg/g Crema
Ucnanus: Soolantra 10 mg/g crema
IBsewus: Soolantra 10 mg/g krdm

IIpuTe:xaTen HA pa3pelIeHHETO 32 YHOTPe0a U NPOH3BOIHTEN

[Mpurerxaren Ha pa3pellleHHeTo 3a ynoTpeba

Galderma International

Tour Europlaza, 20 avenue André Prothin — La Défense 4
La Défense Cedex 92927

Opanuys

[Ipoussoguten
Laboratoires Galderma
Z.1. Montdésir

74540 Alby sur Chéran
®paHuys

I[aTa Ha MOCJIeJHO nmpepasrJiekaane Ha JJHCTOBKATA:




