JIncroska: HadopManus 32 nanuenTa
Coonanrpa 10 mg/g kpem

Soolantra 10 mg/g cream
HBEPMEKTHH/ ivermectin

ITpoueTeTe BHEMATETHO MAJIATA JHCTOBKA, NPEIH A 3AN0YHETE AA H3IIOA3BATE TOBA JEKAPCTBO, THH

KATO TH CHAbLPXA BAXKHA 32 Bac undopmanns.

- 3amasere Ta3H THCTOBKa. MoxKe 1a ce HaNOXKM Ja 3 1IpoueTeTe OTHORO.

- AKO HMaTe HAKAKBH AOITBIIHHTENHH BBIPOCH, MomMTaiiTe Bamrs nexap uau gapMaLiesT.

-  Tora nexapcTBo € npeamucaHo mpdHo Ha Bac. He ro npeorcrenBaiite Ha apyrH xopa. To Moike 1a M
HABPE/IH, HE3ABHCHMO Y€ MPH3HALIATE HA TAXHOTO 3a6oNnaeaHe ca chIUHTE kaTo Bamure.

- AKo NOTy4dTe HAKAKBH HeXelaHH JICKapCTBEHH peaKiny, yeenomere Bammg nekap wim gapmanes.
Tosa BxII04Ba H BCHUKH BB3MOKHH HEXKENAHH PEAKLMH, HEOMMCAHH B Ta3H JIACTOBKA. BibkTe Touka 4.

KaxBo chIbLpXka TA3H JHECTOBKA
Kaxeo npeacrasnsaea CoonaHtpa H 3a KaKBO C¢ H3MIOI3BA

N3NLAHNTERHA ATEHLIUA NO NEKAPCTBATA

Kaxk na m3nonasare Coonaurpa

Kaxgo Tps6Ba na 3raeTe npeau aa uanonssate Coonanrpl/iemoska - flpuoxsnue 2

Kom Pea. Ne 2L S OQRRA

BE3MOKHH HexKellaHH pPeaKiHu
Kak na cpxpanssare CoonaHrpa
ChaspkaBHe Ha ONAKOBKATA H JOITBIHHTENHA HHPOPM

A

1. Kakpo npeacrasansa CoonanTpa H 32 KAKBO ce H3N0JIIBA

BE AT L2l

Paspewuanue Ne 22 L. e s
arps
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Coo.rlam'pa ChAbPXKa aKTHBHOTO BCIICCTBO HESPMEKTHH, KOSTO IIPHHAVICKK KBM I'DYTIa OT /IEKApCTBa
Hape4YeHH aBCPMCKTHHH. KPCM'BT C€ H3MOM3Ba BEPXY KOXKATA 34 JICKYBaHC Ha ITBIIKH H NCTHA OTKPHTH C

posates.

CoonanTpa Tpa6Ba na 61AE H3MON3BAH CaMO TIPH BH3PAcTHH (Ha |18 FOJMILHA BE3PACT HIH NOBEUE).

2. Kaxso Tpa6ba na 38aere npean aa n3noassare Coonanrpa

He u3noaspaiite CoonanTpa:

- 4KO CTC AJICPTHYHH KEM HBCPMEKTHH HIIH KBM HSKOA OT APYTHTE CBCTABKH B TOBA JICKAPCTRO (HSGPOCHH

B TOYKa 0).

Ilpexynpexnenss B OpeanAIER MEPKA

T'oeopere ¢ Bamna nokTop Mk dpapmanesT npemu na usnomseate CooNaHTpa.

B HAa4YanoTo Ha IEYEHAETO NPH HAKOM MALMEHTH MOXeE J1a ce HabMoaRa BACIIABAHE HA CHMIITOMMUTE Ha
po3aueATa, HO TOBA € PAIKO M OOHKHOBEHO OT3BYYaBa B paMKHTe Ha | ceamuua ot nedenuero. [oBopere ¢

Bamms nexap, ako ToBa ce CITyuH.

Apyra nexapctsa u CoonanTpa

IIpneMatero Ha ApyTH JleKapcTBa MOXE 1A OKKE BIMAHHE BhpXy COONaHTpa, 3aToBa TPAGBA J1a KAKETe Ha
Bamus nexap, ako npHemare, HaCKOPO CTe MPHEMAITH HITH € BB3MOXKHO /1a IPHEMATE JPYTH JIEKapCTRa.

Bpemennoct B kKbpmene

He ce npenoprura ynotpeGara Ha CoonadTpa no Bpeme Ha GpeMEHHOCT.
He Tpsa6ea za uanonspare ToBa 1€KapeTBO B NepHOIa Ha KhpMEHe, KATO alTepHATHBA, BHe Gk Tpabsano ga

JIEKAp, 3a ia BH [IOMOTHE Na pellIMTe MEXIY H3ITOJI3BAHETO HA Coona}rrpa H KBEPMCH

IIPEABHI IION34TA OT JIEUSHHETO H MON3aTa OT KBbPMCHETO.
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Illojpupane n pabora ¢ MAIIHEHA
CoonanTpa HAMa WIH HMa HE3HAYHTEHO BJHAHKE BBPXY COOCOOHOCTTA 3a wodupane ¥ paboTa ¢ MalLHHH.

CoonanTpa crappxa:
- IleTA/IOB AJIK0X0J1 H CTEAPHJIOB AJIKOXO0J, KOMTO MOTAT Ja IIPEAM3BHKAT JIOKATHH KOKHH pCaKiuy (Harp.
KOHTAKTEH JEPMATHT),

- Meran napaxsapoxcubensoar (E218) i mponun mapaxsapoxcrGensoar (E216), xouro moraTt aa
NpeH3BHKAT ANEPrHYHH PeakuuH (BeposTHO 3a0aBeHn),

- IIponAanen ramKko, KOWTO MOKE Ja IPHYHHHA PazApasHeHHe MO KOJKATA.

3. Kak na m3nonssare Coonantpa

BuHard H3nomsBeaiite TOBa NEKApCTBO TOYHO KAKTO BH € Ka3aJl BALIMAT Jiekap. AKO He CTE CUI'YPHH B Helllo,
nonuTaiTe Balka mexap win dapmanest.

Baxno: CoonaHrpa e npe/iHa3sHa4YeH CaMo 3a Bb3PACTHH H CaMO 33 H3MOJN3BaHe BBPXY KOXKaTa Ha JIHIETO,
He w3nonseajite Tora NeKapeTBO BLPXY APYTH YACTH OT TATIOTO, 0¢O0SHO RIIAKHH MOBbPXHOCTH Ha TAIOTO,
Halp. BalIKMTE O4H, BallaTa yCTa WiIH Turapdua. Jla He ce roira.

IlpenoprunTenHaTa f03a € eAHO HAHACAHE BBPXY KOXKATA HA JIHLETO Ha AeH. HaHacsiite oT kpema
KOITHYECTBO C pasmep Ha rpaxoB0 35PHO BEPXY BCHKA OT IETTE 30HHM HA JIHLETO: Y0, 6pa,uul{1ca, HOC H
BeAka Oy3a. Cnex Topa HaMaxeTe KpeMa Ha THHEK CJI0H 1O IATIOTO NHIE.

Tpabea na ce M3GArpar KiemaunTe, yCTHATE M BCHUKH JIATaBHI(H, KATO BETPELIHOCTTA HA HOCA, YCTaTa H
ounte. AXO Cly4aiHO KpeM MOMajiHe B OYATE HAK B OJIH30CT A0 OYMTE, KIEMAYHTE, YCTHHTE, YCTATa, WIH
JINraBHIIA, H3MHITE MACTOTO OOKIHO ¢ BOAA.

He Hanacsiite kozsMeTHKa (HampuMep OpPYTH KPEMOBE 33 JIMIIe WIH MPHM) OpelH HaHacsHe Ha CooMlaHTpa 3a
nens. Tesu npofyKkTa Morar Aa GbAaT M3NOI3BAHM CIIE H3CHXBAHETO HA HAHECCHHA KPEM.

HMizMuiiTe phlieTe BeaHAra cie] HAHACAHETO Ha Kpema.

TpatBa 1a manomspare CoonaHTpa exeIHEBHO B EPHOAA HA Kypca Ha JICUEHHe, M KypPCa Ha JIEUCHHE MOXKe
Aa ce NoBTOpH. BammaT nekap me Bu kake ko/Kko ABLINO we tpadea aa w3nonssare CooNauTpa.
IIpoABDKHTENHOCTTA HA IEYEHHETO MOXKE /1a BAPHPA OT YOREK Ha YOBEK H 3aBHCH OT TEXECTTA Ha

3a00JIABAHETO Ha KOXKATa.

Moskere ha sabenexcnre nonoGpenre cnen 4 ceaMum Ha ieverne. B crydaii, 9e HAMa ogoGpenne crey, 3
Mecela, TpaOBa na npexparire CoonanTpa H 12 ce KoHCyITHpare ¢ Bamms nexap.

Yeproapobuo yspexgane

Ako uMare dYepHoapoOHM mpobnemH, Mo, KOHCYNTHpaiiTe ce ¢ Bamms nekap npemu ga H3Moi3BaTe
Coonanrpa.

¥Ynorpeba npx neua u wHOIEA

Coonastpa He TpaGBa Aa ce H3I0/13Ba NIPH ACLA H IOHOLLHM.

Kak ce oTeapa Ty6aTa che 3amBTeHa 0T Jena Kanaaxa
3a na H30erHeTe pasiHBaHe, He CTHCKANTE TybaTd, IOKaTO 1 OTBAPATE WITH 3ATBAPATE.

Haruchere namony kamadxata u 3aBppreTe B 10COKa, OOpaTHa Ha YACOBHHKOBA
Hameo). Cnex ToBa ApEIHETe Kanadkara.



Kak ce 3aTBaps Ty6aTa chbe 3aIHTEHA OT J€Na Kanauka
HartwrcHeTe Hanony ¥ 3aBbpTeTe [0 NOCOKA Ha YaCOBHUKOBATA CTpeJIKa (3aBbpTeTe HAfACHO).

AKO cTe H3I0J/I3BAJIH I0BeYe Coo.ﬂan'rpa OTKOJIKOTO Tpﬂﬁﬂa
AKO CTe M3MOJI3BAJIH MIOBEYE OT NpENOpPBYHTENIHATA JHEBHA 1034, MOJIA CBBPIKETE CE C Bamus JICKap, KOHUTO
II1€ BH NOCHBETBA KaKBO JIeHCTBHE Oa MpEanpHEMETE.

AKo cTe npomycHaH Aa u3noassare Coonantpa
He u3non3eaiite qBokiHa 103a, 3a Ja KOMIIEHCHpATE MPONYCHATA J1034.

Axo cnpere qa m3nonseare Coonantpa
ITenkure 1 neTHata me GbAaT peAyLMpPaHH caMo Clle/l HAKOJIKO HAHACAHMS Ha TOBA JieKapcTBO. BaxkHo e na
MPOABDKHTE H3MO3BaHeTo Ha CoonaHTpa TOJIKOBa ObJIro, Kojikoto Bu e npeanucano ot Bauius nekap.

AKO MMaTe KaKBHTO M /1a GHJIO IOMBJIHMTE/IHM BBHIIPOCH BBPXY M3MON3BAHETO HA TOBA JIEKAPCTBO,
nonuraite Bamms nexap wiu dhapmanesr.

4. Bb3mMoKHE HeKeJAHH peaKnHH

Kakro BcHuku JIEKApCTBa, TOBA JICKAPCTBO MOXKE J1a NMPHYMHH HEXKeJlaHH PeaKkuHH, BBNPEKH, Y€ HE BCEKH I'H
[oiy4asa. Coo.naHTpa 61 Morb Jia IIPHYHHH CNIEAHHUTE HEXKETTaHH PCaKIHH:

Yecmu nexcenanu peaxyuu (modice da saceznam 0o 1 na 10 Oywu):
- Ycemase 3a napeHe no koxara

Heuecmu neaxcenanu peaxyuu (mosice da 3aceznam oo 1 na 100 dywu):

- Jlpa3HeHe no koxara

- Cupbex no koxara

- Cyxa koxa

= Brnowasane Ha posauesta (Mo, KOHCY ITHpaiiTe ce ¢ Bamms nekap)

Hexenann peakuuu ¢ HeM3BecTHa 4ecToTa (OT HATMYHHTE 1AHHH HEe MOXe Ja Objie HATIPABEHA OLIeHKA)
- 3ayepBsBaHe Ha KOXKaTa

- Br3nanenue Ha xoxara

- [lonyBane Ha uueTo

- [lormenue Ha yepHoapoGHuTe enzumu (AJIAT/ACAT)




Crofmanane Ha HeXKeIAHA PEAKKHA

B cayuali, 2e noTydHTe HAKAKBH HEXKEIAHH PEAKUHH, yBeaoMeTe Bauus nexkap win dapmauest. Topa
BKJIFOYBA BCHYKH Bbh3MOXKHH HEOITHCAHH B TA3H JIMCTOBKA HEXKeMaHH peakiiu. Moxere chilo /1a cLobImMTE
HEMKEJIAHH peaKIHH JHPEKTHO Ype3 HALMOHANHATA CHCTEMa 3a crodiapane: MampanuTeIHA areHIHA no
nexapcteara, Codua 1303, yn. . Jlamau ['pyes” 8, ten.: +359 2 8903417; www,bda.bg

Karo chobmagare nexenaHu peakLuy, MOKeTe /ia JaZieTe CBOS PHHOC 3a [ONyYaBaHe Ha MoBeYe
HHGOPMALHA OTHOCHO 6€30MACHOCTTA Ha TOBA IEKAPCTBO.

S. Kak na cexpanssare CoonasTpa
CrxpansBaiiTe TOBa JIEKAPCTBO HA MACTO HEJOCTHIIHO 3a Jelia.

He n3nonapaiite ToBa NexapcTRO chiefl CPOKA HA FOAHOCT, OTOENA3AH BHPXY KApPTOHEHATa OIIAKOBKA W TyData
cnelt ,,l'onen no:”. CpoKBT Ha rOOHOCT OTTOBApsA Ha MOCHEAHHA JeH OT MOCOYEHHS MeCeLl.

Cnen mspeo oTBapAHe Ha TyGaTa, H3MOM3BANTE MPOAYKTA B PAMKHMTE Ha 6 Mecena.
Tosa nexapcTBo He M3MCKBA CHIELMATHM YCIIOBHS HA CHXPaHEHHE.

He u3xpppnsiite Hensnonasasns kpem CooJlaHTpa B KaHAIH3ALKMATA WIM B KOHTEHHepa 3a JOMAIIHK
ornansiM. [fonuraiite Bamms hapmaiepT Kak na M3XBLPIATE JIEKapCTBATA, KOHTO BEUYe HE M3II0/I3BATE.
Tezn Mepku e cioMorHaT 3a onassane Ha OKOJHATA cpefa.

6. Cohanpkanne HA OMAKOBKATA R JONLIHHTEIHA RE(GOpMamus

Kakso coxppxa Coonantpa

- AKTHBHOTO BEUIECTBO € HBEPMEKTHH. EfMH rpaM ot kpema chabpka 10 mg MBepMeKTHH.

- INomomuy semecTra ca: rIMLEpOn, M30NPOIHMI NAIMMTAT, KapGoMep, JHMETHKOH, THHATPHER
€NeTAT, INMOHEHA KHCEIHHA MOHOXMIIPAT, UETHIOB ATKOXOJ, CTEAPHIOB ATKOXO0M, MAKPOroJ LIETOCTEapIIIOB
eTep, copOuran creapar, MeTrn napaxuapokcubensoar (E218), nponnn napaxuapokcutensoar (E216),
(eHOKCHETaHON, IPOTWIICH [TTHKOJ1, OICHIOB ANKOXOJ, HATPHEB XHAPOKCH, IIPE-HCTeHa BOJIA.

Kax m3riieana CooslaHTpa B KAKBO CHALPKA 0BAKOBKATA

Coonanrpa e 61 no 6neno wwnr kpem. [pegnara ce B TyOH chabpokami 2 g, 15 g, 30 g, 45 g wim 60 g or
kpema. Ilo-ronemure Ty6H ca che 3amymanka 3alATeHa OT OTBAPAHE OT N4, JOKATO Ty6aTa ot 2 g e 6e3
TAKABA 3aMyHIAIKA.

Onaxkoska ¢ 1 TyGa.

He BcHMKH BHIOBE OnaKoBKM MOTaT Aa 6BAAT MycHATH B MPo/ax6a.

To3u nexapeTBeH NpoyKT ¢ paspeiueH 3a ynorpe6a B cTpanuTe wienku Ha EUO nox ciieanoto ume:

Asctpus, Jlanus, I'epmanus, [Topryrami: Soolantra 10 mg/g Creme

benrns, Tokcembypr: Soolantra 10 mg/g créme
Soolantra 10 mg/g Creme
Brenrapus: Coonantpa 10 mg/g Kpem
Kurrsp, I'sprys: Soolantra 10 mg/g Kpépa
Yemka pemyOmuka, Yurapus, CroBakus ; Soolantra 10 mg/g krém
EctoHus: Soolantra 10 mg/g kreem
QHHIaHAKA: Soolantra 10 mg/g emulsiovoide
®panips, XonaHaus: SoolantralQ mg/g créme
Hcnasans, Hopeerus, [Mommna; Soolantra 10 mg/g krem
Hpnanmma, BemnkoGpuramus: Soolantra 10 mg/g cream
Hranus: Vastreka 10 mg/g Crema
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Natema:
JluTBa:
Maunra:
PymbENA:
Hcnagwsa:
LIeerms:

Soolantra 10 mg/g kréms
Soolantra 10 mg/g kremas
Soolantra 10 mg/g krema
Soolantra 10 mgfg Crema
Soolantra 10 mg/g crema
Soolantra 10 mg/g krdm

IlpATexaTen Ha palpemieHHETO 3a YIOTpPe6a B NPOHIBOAHTET

[pureskaren Ha paspelneHHeTO 3a yrioTpeba
Galderma International

Tour Europlaza, 20 avenue André Prothin — La Défense 4

La Défense Cedex 92927
Dparipa

IIpomsBoanTen
Laboratoires Galderma
Z.I. Montdésir
74540 Alby sur Chéran

®panis

Aara Ba mocjieANo Npepalriexaane Ha ancToBKaTa: Mapr 2019




