KPATKA XAPAKTEPUCTHUKA HA TTPOIAYKTA

U3NLARUTENHA ATEHLIMA N0 NEKAPCTBATA

Kparmka XapaxmepucimuKe Ha npogyxmma - T ipuaomenue 1

1. HUME HA JEKAPCTBEHHUA MMPOAYKT

HAKTAKOPT 20 mg/g / 10 mg/g xpeMm
DAKTACORT 20 mg/g / 10 mg/g cream

2. KAYECTBEH U KOJIHYECTBEH CHbCTAB

B eauH rpaM kpeM ce cpappxatr 20 mg MUKOHA30M0B HUTPAT (miconazole nitrate) n 10 mg
XMIOPOKOPTH3OH (hydrocortisone).

I lOMOLIIHHY BELUECTBAa C HIBECTHO AEUCTBHE

beu3oenara kucenunda (E 210)

HAKTAKOQOPT kpem cpabpxa 30 mg 66H30€Ha KUCETHHA BBB BCaka TyOa oT 13 g KpeM, KOHTO ca
eKBMBAJICHTHH Ha 2 mg/g KpeM.

bytunxuapokcuanuion (E 320)

34 MbAHUSA CIIUCHK HA MOMOLLHHUTE BelleCTBA BUXKTE Touka 6. 1.

3. JIJEKAPCTBEHA ®OPMA

KpeM 3a TOKaIHO NPHUIOKEHHE BBPXY KOXKAaTa.

4, KAAHUYHHA JAHHH

4.1 TepaneBTHYHH NOKA3AHHA

KoxHH HH(EKUUH, TpHYHHEHH oT aepMaTodut unu Candida spp., Npy KOUTO CUMNITOMHUTE HA
BB3MAIEHHUE CA CHITHO H35ABEHH.

[lopaan Tosa JAKTAKOPT ¢ nokazad npeaMMHO 3a HaYaTHUTE CTAAWHU Ha neveHde. Cnea karo
CUMIITOMUTE Ha Bb3MalleHHe W3IYE3HAT NeYeHHeTOo MOXKeE 1a ObAe NPOABINKEHO ¢ AHTUMHKOTHK Ge3
CbhABPYKAHHE HA KOPTUKOCTEPOUI, aK0 Ce NMpeanoumTa.

[Ipeasun anTudakTepuandoTo aeicrene Ha JAKTAKOPT cripaMo rpam-nosoxurenHu OaxkTepuu,
JIEKAPCTBECHUAT NPOAYKT MOXKE Aa ObIe NpUiarad U MpH MUKO3M ¢ DaKTEpHANTHO CynepUHPEKTHpaHE.

4.2 Jo3HpoBKAa H HAYMH HA NPHAOKEHHE

JAKTAKOPT ce npnnara noxanso BbpXy Nopa3eHHs y4acThK BeAHBXK 00 ABa METH AHEBHO. BTpHBa
ce BHUMATENHO A0 MbJAHOTO NpoHuKBaHe B Koxatd. Jleuenneto ¢ JAKTAKOPT (unan enocneacrsue c
OpYTr aHTHMHKOTHK) cneasa Aa 6bae npoab/keHo 6e3 NpeKbCBAHE 10 OKOHYATEIHO H3YE3BAHE HA
nopazeHHs y4acTbK (0OUMKHOBEHO cnen 2 40 5 ceAMHLN).

Crneunanyy nonyjauHu
fleouampuuna nonyrayuwi

[Ipu 6ebeta u geua ce npenopbvusa noeuLieHo BHUMaHHeE, korato JAKTAKOPT ce npunara pnpxy
OOLIHPHK YYaCTbUH OT KOXKATA H NOA OKINY3HBHA TNPEBPb3Ka, BKIMOUKTENHO Oebeiku nenenu. [pu
6ebeta TpadOBa 1a ce M30ArBa NPOABIHKUTENHA B HEMPEKBCHATA JIOKATHA TEPANys C KOPTHKOCTEpOHAH
(Bx. Touka 4.4).

flayuenmu ¢ cmapuecka sv3pacm
[Ipu BB3pacTHH XOpa ce HA0NKAaBA ECTECTBEHO W3THHABAHE HA KOXATA, 3aTOBA KOPTH
TpaOBa Na ce NPHAAraT NpeAnasjiuBo ¥ 3a KPaTKU NEPHOIH OT BPEME,




4.3 [IpoTuBonOKazaHuA

CBpbX4YBCTBHTEIHOCT KbM MUKOHA30M MK IPY Y HMHAA30/I0BH POU3BOAHH, XHAPOKOPTH30H, HITH
KbM HAKOE OT OMOUIHHTE BeulecTra, H30poeHn B Touka 6.1.
TyGepKky03HH KOXHHU HHPEKIIHH, Xepnec CUMILNEKC, BAKCKHHa 0oiecT, BCHUKH (OpME Ha BapuLieNa.

4.4 CnelHa/HH OpeAYNpexXIeHHs ¥ NPEeANAIHH MEPKH NPH ynorpeda

AKO ce pa3Bue peakLiua, KOATO Mpeanoara CBpbXx4yBCTBUTETHOCT WM Jpa3HeHe, IeYeHHeTo Tpabera
1a ¢& NpeyCcTaHOBM.
HAKTAKOPT He tpabBa 2a BiM32 B KOHTAKT € IMraBULIATA HA OYHTE.

Cnenpa ga ce cnia3zpaT o0LIM XUTHEHHH MEPKH C OrJIen Npeana3BaHe OT HH(peKTUpaHe U perHpekuus.

KakTo npH BCHYKH JI0KANHH KOPTUKOCTEPOHAH, C€ MPENopbhYRa MOBHLIEHO BHHMaHHE NPU
npHnoxkeHne npH Oedeta U Jeua BbpXy OOLWIHPHU YYaCTbUM, KAKTO H MO OKITY3HBHA NPEBPb3Ka,
BKIOYHTENHO Debewiku neneHy. Chio Taka Tpabpa fa ce H3bArea NPUIaraHeTo BbPXY JIMLETO.

[Ipu Bebeta TpsabBa aa ce H30ArBa NPOABIKMTEIHOTO HENMPEKBCHATO NMPUIOKEHHE HA JIOKANTHU
KOPTHKOCTEPOMAH. BE3MOMXHO € 13 HAaCTBhMH NOTUCKAHE Ha PYHKLUHATA HA HAAOBLOpEUHUTE HUIE3H,
aopx 6e3 OKny3us.

[Topaau cbABLPKAHUETO HA KOPTUKOCTEPOUIH M30ArBaiTe NPOABLDKHTENHOTO IEHEHHUE C
JAKTAKOPT. Cnea kaTo CHMITOMHUTE HA Bh3MNANICHHE H3YESIHAT, JICYEHHETO MOXKE 32 NPOIBIKH C
AHTUMHKOTUK Oe3 ChIbpHAHUE HA KOPTHKOCTEPOU (BXK. TouKa 4.1).

3puTenHH HApyIUeHHR ce ChOOLUABAT NPH CHCTEMHA H JIOKaNTHAa ynoTpeba Ha KOPTUKOCTEPOUAH. AKO
NaUHEeHT NOMYYH CUMIOTOMU KATO 3aMbINIEHO 3PEHUE WM APy 'Y 3pUTENHH HapyLIeHHs, TpaOBa aa ce
0oOMHUCIIH H3NpalliaHe Ha NALKEHTA 33 KOHCYNITAUMSK ¢ OPTATMOON 32 OUEHKA HA EREHTYaTHHUTE
MPUYKHK, KOKTO MOXE J1a BK/TIOMBAT KaTapakTa, riayKkoMa WM penku 3abonsBanus KaTo LEHTpalIKa
cepo3Ha xopuopetuHonatud (CSCR), koHTO ce chobuapaT cjien CHCTEMHA U NOKANTHA ynoTpeda Ha
KOPTUKOCTEPOURH.

HJAKTAKOPT Moxe xa yBpean HAKOM CHHTETHUHH MaTepHalnd. ETO 3aWi0 ce NpenopbyYBa HOCEHETO
Ha MaMy4Ho 0eNbo, KO TO € B KOHTAKT ChC 3aCErHaTUTE YHaCTbLUH.

Texkk# peakLUHH Ha CBPbXYYBCTBHUTENHOCT, BKIOYHTENHO aHA(GHIIAKCHA M aHTHOEdEM ca JOK/IaZBaHH
no BpeMe Ha nedeHue ¢ JAKTAKOPT u apyru nokansu nekapcTeeHH popMH Ha MUKOHA301 (BX.
TOYKa 4.8). AKO CE pa3BHE peaKkUHAa, KOATO NPEANOJAra CBpbX4yBCTBHTEIHOCT WIIH Apa3HEHE,
neveHueTo TpAOBa Na ce NpeyCcTaHOBM.

Tpabsa na ce U30Area KOHTAKT MEXAY JIATEKCOBH NMPOAYKTH KATQ MPOTHBO3a4aTh4HH IHa(ParMK HIH
npe3epratued U JJAKTAKOPT, toit kato csctaBkute Ha JJAKTAKOPT moxe na nospensar natekca.

To3n nekapcTBeH APOAYKT CHABPXKA OEH30€HA KHCENHHA H OY TWIXMAPOKCHAHH3OMN.

BeH3oenara kucennHa (E 210) Moxke na npuuuHKM JIOKATHO Opa3HEHE,

Bex3oenara kucenuHa (E 210) Moxe 1a 3aCHIH CUMIITOMUTE Ha XBJITEHHUA (NOXBIATABAHE Ha KOXKaTa
¥ OYHTE) MPH HOBOPOIECHUTE (Ha BB3pacT A0 4 ceaMHLA).

Bytunxuapoxcuanuzon (E 320) Moxke aa MpHUYUHYU TOKANHU KOXKHU peakUKH (HanpuMep KOHTAKTEH
NEPMATHT) WK APA3HEHE HA OYUTE H IHFABHLIHTE.

4.5 B3aumoaeiicTBHe ¢ APyrd NEKaAPCTBEHH HPOAYKTH H APYrH Gopmn HA B3anmoaci
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oOpbllua HA NAUNEHTH, MPUEMALLHK NepopaliHY AHTHKOAry/IaHTH, KaTo BapgapHH, 1 TpsadBa da ce
KOHTPONHPa €PEKThT OT aHTUKOAryJJanTuTe, EdQekTuTe M HexxenaHuTe peakui Ha HAKOU JpyrH
nekapcTBa (Harp. NepopaiHi aHTUAHA0ETHH NeKapCTBEHH NPOAYKTH U PEHUTOUH), PUNOKEHU
e JHOBPEMEHHO C MHKOHA30J1, MOXe [1a CE 3aCHIIAT K TPAOBa 1a ce 0ObpHE 0COBEHO BHUMAHKE.

MukoHazon e uaxubutop Ha CYP3A4, koiito Moxke 1a 3a0aBH MeTaboMH3IMa Ha XUAPOKOPTH3OH.
CepyMHHTE KOHLEHTPAUHH Ha XHAPOKOPTH3OH MOXeE Aa ca 0-BUCOKH NMpH ynortpeda Ha
JAKTAKQOPT, B cpaBHeHHe C JIEKapCTBEHH NPOAYKTH, IPHIIATAHHA BbPXY KOXATA, ChABPXALUH CAMO
XHAPOKOPTH3OH.

4.6 @epTHANRTET, O pEMEHHOCT H KBpPMEHe

bpeMeHHOCT

HeobxoaumMo € MoBHILIEHO BHUMAHUE NPH NMPUAArAHETO Ha JIEKAPCTBEHHA [MPOAYKT 10 BPEME Ha
6peMeHHOCT H KbpMeHe. TpeTupaHeTo Ha OOUWINPHH Yy4acTbUM, KAKTO W PUJATAHETO NOA OKJTy3UBHA
rpeBpb3Ka TpAOBa Aa ce U30Area nNpes3 TO3H MePHOL.

MuKOHA30/ He € NMOKa3al TEPaToreHeH eeKkT BbPXY >XUBOTHH, HO € Oun eMOpHOTOKCHYEH B 103H,
TOKCUYHH 3a Maiikata. H3BecTHO e, ye NpH KHUBOTHH KOPTUKOCTEPOUAUTE NPEMHUHABAT NpPE3
MIALEHTATA M CIEAOBATENHO MOXKE 1d OKAXKAT BIAMSHHE BBLPXY [104a (BXK. TOUKa 5.3).

KbpMeHe

He ca nposeaeHK JOCTATHHHO U 100pe KOHTPOSUPAHM NPOYYBAHUR NPU NOKATHOTO NMPUIIOMKEHHE HA
HJAKTAKOQOPT no speme Ha kepMene. He e H3secTHO ganu nokanHoTto npunokeHue Ha JAKTAKOPT
BBPXY KOXKaTa MOX€E a I0BEeAE 10 CUCTEMHA a0copOuums, NOCTaThYHA 33 NOMYYABAHETO HA JOJOBHMH
KOMIMYECTBA XMAPOKOPTH3OH H MHKOHA30/1 B KbpMata npu xopa. [1pu ynotpeda no speMe Ha KbpMEHe
Ce Npenopbusa MNOBHLICHO BHUMaHHUE. TpeTUpaHETO HA TONIEMH YHACTLLUH OT KOXa X NMPUITOKEHUETO
NOA OKJTY3WBHA NpeBpb3Ka TpaOBa na ce H30ATBAT npe3 nepuola Ha KbPMEHE.

4.7 EdexTn Bhpxy cnocobHocTTa 32 modupane H pabora ¢ MAMIMHM
HenpuioxuMmo.
4.8 HexxenaHk 1eKapCTBEHH peaKUHH

beszonacHoctTa Ha JJAKTAKOPT kpem e ouerena npu 480 nauneHTH, Bienyu yyactue B 13 KIMHHYHH
npoyuBanus (6 geoitHo cnenu u 7 otkputH) ¢ JJAKTAKOPT kpem. B 14x ca nicneapaHu NalMeHTH
Ha BbapacT oT | Meceu 20 95 roauHY ¢ HHPEKUHUH HA KOXKaTa, NPUYUHEHH OT AEPMATOPHTH HITH
Candida suaoBe, ¢ U3ABEHU CUMIITOMY Ha Bb3NAJNICHHE.

Beuurxu nayuenmu
He ce cpofliaBa 3a HexXenaHH iekapcTReHu peakuun (HIIP) npu >1% ot 480-Te nauueHTH, TeKyBaHH

¢ JAKTAKOPT kpem (Bb3pacTHH NALIHEHTH M NEAUATPUUHA TIOMYJIALIMA BIETH 3a€HO).

Kateropuure 4€CTOTH C€ ONMpPERESNAT CbrlaCHO CNEAHATA KOHBEHIUMA; MHOTO YeCcTH (= 1/10), uecTH
(= 17100 oo < 1/10), Hedectu (= 1/1000 ao < 1/100); peaku (= 1/10 000 no < 1/1000); MHOro peaku
(<1/10 000) u ¢ Hen3BecTHa YecToTa (OT HANHYHUTE JAHHHU HE MOXe Aa Obae HanpaBeHa OLEHKA).

Ot tpute HJIP, HaOmoaapauy B 13-1te knuuuuHy npoyusanud ¢ JAKTAKOPT kpeMm, 3a koxHo
opa3zHeHe ce cboblaea B | KMTMHHYHO Npoy4BaHe, BKTIOUBALIE nauueHTH oT 17 no 84 roauny, 3a
YCEIUAHE 34 MapeHe Ha KOXKaTa — B 2 KIWHUYHH NMPOYYBAHHSA, BK/IOUBALLUHK MAUHEHTH OT 13 fo

84 roaMHH W 3a pa3Apa3zHUTENHOCT — 8 | KIIMHHUYHO NMPOYYBAKE [PH HOBOpOaeHH oT | Ao 34 Mece

Ieduampuuna nonynrayus
besonacuoctra Ha JAKTAKOPT kpem e ouenexa npu 63 neua (Ha Bb3pact o1 1 meceu no
14 ronunn), nexyBauu ¢ JAKTAKOPT kpem B 3 ot 13-T¢ ropecnoMeHaT NpoyuBaHus.

Mpoy4BaHua ce cbobwaea 3a enna HJIP (pasapasnurenHoct). Peakuusara Ha pa3zapazHuTte




neuara, nekysaHu ¢ JIAKTAKOPT kpeMm, nonaga 8 kateropusata 4yecrora ,yectv’ (3,2%).

BcHuky cydan Ha pa3gpa3sHUTENHOCT e Habmoaasat B | KIMHHYHO NpOyYBaHe NPY HOBOPOICHH (OT
| no 34 mecena) c nepMaTHT, NPEAXW3BHKAH OT W3MOA3BAHE HA NeneHu (namnepcu). O4vaksa ce
eCTOTaTa, BUABT H TexkecTTa Ha apyruTe HJIP npu neua aa ca cxoaHm ¢ T€3M NPH Bb3PACTHUTE
MaLHEeHTH.

Hexenann nexapcTeeHH PeaKHH NPH BbL3PACTHH NAUHEHTH H aeua, JexyBanH ¢ JAKTAKOPT
KpeM

Hexeslann ieKapcTBEHH peakuHn
KaTteropns uecrora e
| Heweerw (2 1/1000 ao < 1/100) C He¢H3IBECTHA eCcTOoTA

CHETEMH-UPI‘HHEH Kaac

Hapymenus Ha AHapUNAKTHYHA peaKLms,
AMYHHATA CHCTEMA I CBPBXYYBCTBUTETHOCT

3aMBIIIEHO 3pEHHUE
Hapywesns Ha ounre

AHrvoeneMm, oOpuB, KOHTaKTEH

HanvigeHrsd Ha KowaTa | KoXHO apa3HeHe, ycelaHe 3a LEPMATHUT, EPUTEM, KOXKHO
B nl:lixomna"ra ThKAH MapeHe Ha KoXKaTa, YpTUKapus, Bb3NANEHHE, KOXHA
CBpOeK XHUITOMUIMEHTALYA, PeaKiUg Ha

MACTOTO Ha IPpHIIOKCHNC

O0mu HApYHIERRA H
epeKTH Ha MACTOTO HA | Pazapa3HUTEAHOCT
NpHJIOKEHHE

CrobiiapaHe HA [MOJ03NPAHU HEXENAHH PEAKLIMH

CpoOu1aBaHeTo Ha MOAO3UPAHH HEXENaHY PEeaKLHU Cliel pa3pelliaBaHe 3a ynoTpeda Ha 1eKapCTBEHHA
NpoAyKT € BaxkHo. TORa M0O3BOMABA fa NPOABIKH HAOMOREHUETO HAa CHbOTHOLIEHHETO MO/3a/PUCK 34
nekapcTBeHUA NpoaykT. OT MEeAUHLMHCKHUTE CMELMANTHCTH C€ H3UCKBa Ja ChoOilaBaT BCAKa

Noao3upaHa HeXKeNaHa peakuus Ype3 HaUMOHANHATa CHCTEMA 33 ChobLaBaHe B:
HMinensnTenHa areHUHs no JeKapcrpara

vi. ,,Jdaman ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417
yebcaiit. www.bda.bg

4.9 [Ipeno3zupane

Cumnmomu
[IpoasmxkuTenHaTa v NpekoMepHa ynoTpeda MOKE 4a MpeJU3BUKa KOXKHO Apa3HEHE, KOETO

0OMKHOBEHO H34€3Ba CJIE] NPEKpaTABaHE HA NeYeHHETO. [IpHnoKeHH NTOKATHO, KOPTHKOCTEPORANTE
MOXe a ce abcopOHpaT B KONMYECTBa, AOCTATbYHH Aa NPEAU3IBUKAT CUCTEMHH eKTH.

5. G®APMAKOJIOTHUHH CBOUCTBA
5.1 (PapMaxoAHHAMHYHHA CcBOHCTBA

QapMmaKoTeparerTHYHA MPYNAa: KMHAA30/I0OBH M TPHA30J0BH NPOU3BOAHH, KOMOHHALIMH
ATC koa: DOIAC20

MexaHH3BM HA AEHCTBHE
MukoHKazon HHxHOUpa GHOCHHTE3aTa HA €ProcTepos B rbOMYKaTa ¥ M3MEHA ChCTaBa Ha 1

JIHIMMTHAHHA KOMITOHEHTH B MEMﬁpﬂHﬂTﬂ, KaTO NMpEAN3BHKBA HEKPO34 Ha rbOHYHHTE KITETKH.




MuxkoHazon npuTeXkapa foKa3aHa e(PEKTUBHOCT M NMPH BTOPHUYHO HHPEKTHPAHH MHKO3H.

XUAPOKOPTH3OH € NPOTHBOBB3NANUTENEH cTepora. Heroeoro NpPOTHBOBBINANHTENHO NEeICTBUE Ce
ObIKY HA HAMAJIABAHETO HA ChAOBUS KOMIIOHEHT HA Bb3NANHMTEIHHA OTTOBOP, MOTHCKAHETO HA
MHIPALMITA HA NONUMOP(OHYKICAPHH JIEBKOUHTH ¥ HOPMANIM3MPAHETO HA NOBHLICHATA KaWIAPHA
NpoNycKJIUBOCT. Ba30KGHCTPUKTOPHOTO AefCTBHE HA XHOIPOKOPTH3OH CHUIO MOXKE a JONMPHHECE 3a
HErOBOTO NMPOTUBOBLIMANHTENHO JeHCTBHE.

MukoHazon B KOMOHHALMS ¢ XHAPOKOPTH3IOH MOB/IUABA MHOI'O OBp30 chpbexa, KOHTO 4ecTo
CBIIPOBOXKAa HHPEKUUHUTE, MPUHHHEHU OT AEPMATOPUTH U NpokaH. ToBa CUMNTOMATHHHO
noaobpeHue ce HabimoaaBa OLlE Npeau Na ce NOABAT MbPBUTE NMPHU3HAUM Ha H3neKyBaHe. Tbi KaTo
NEYESHHUETO C XMAPOKOPTHU3IOH € CHMITOMATHYHO, Bb3MOXKHA € HOBA M0ABA HA NEIHHTE Cliel
NpPeKpaTaBaHe Ha JeUYEHHETO.

(DHEMHI{DQH HAMHWYHH E@EKTH

Muxpobuonozun
KnunuyHaTa eHUKacCHOCT Ha MMKOHA30,1 € AeMOHCTpUpaHa cpeury aepmaroputu u Candida spp.
MukoHazon uMa H aHTHOAKTEpPHAMTHO NSHCTBHE cpelty HAKOU | pamM-mo3UTHBHU OaLiWIH U KOKH.

5.2 DapmakoKHHETHYHR cBOlicTBA

Abcopbuus
Cnen NOKanHO NPUIOKEHHE, MHKOHA30JT CE YCTAHOBABA B KOxXara a0 4 nuu. CucreMHata abcopbums

Ha MHKOHA30J1 € OrpaHuveHa, ¢ OHOHANMMHOCT NO-MaNKa 0T 1% cliell NOKANHOTO MY NIPHIIOKEHHE,
[TnazMeHH KOHUeHTpaLUHH HA MUKOHA301 UMK HeroBr MeTabonuTH ca uaMepuMu 24 1 48 yaca crien
npunoxeHne. Cucremua abcopbuus ce Habnmonasa U cnel MHOTOKPaTHO MPUITOKEHUE HA MUKOHA30.1
NPpU HOBOPOJAEHH ¢ IEPMATHT, NPEAM3IBHKAK OT W3MOJI3BAHE HA NesieHH (namnepcu). [LtazMeHUTe HUBa
Ha MHKOHA30J1 Ca HEYCTAHOBUMH HJIH HUCKH.

[Ipubnusurento 3% ot no3aTa XHAPOKOPTH3OH ce abcopOupa ciel MPUNIoKeHHE BbpPXY KOKara.

PaznpenengHue
ABCOpOYPaHHUAT MHKOHA30 C€ CBBP3Ba C MasMeHuTe npotentu (88,2%) 1 yepBeHHUTE KPBBHU
knetku (10,6%). Iloeeue oT 90% OT XHAPOKOPTH3IOH CE€ CBbP3Ba C NMAAIMEHUTE MPOTEHHH.

buoTpaHcdopMaLng v eTMMHUHHUPaHe

MankoTto KonHuecTro abcopOrupaH MHKOHA30JT Ce eIHMHUHUPA, TPEAUMHO KATO HENPOMEHEH
NeKapcTBEH NPOOYKT U MeTabonuTH, ¢ ekanuure 3a nepuon ot 4 1HH cnel npunarade. [lo-manku
KONHYECTBAa HEPOMEHEH JIEKAPCTBEH NPOAYKT W MeTaGOoIMTH ce OTKPHBAT CBILO B YPHUHaTa.

[TomyKMBOTHT HA XHAPOKOPTH3OH € NMpubnusutenHo 100 Munytd. Metabonu3sMsT e OCBUIECTRABA B
YyepHHA Apo0 ¥ TLKAHUTE H MeTAabOIUTHTE CE HINMBYBAT C YPHHATA, MPEAUMHO KaTO MNIOKYPOHHAM,
3aedHO ¢ MHOIO Manxa paKuus HeMpOMEHEH XUIPOKOPTH3OH.

5.3 IIpeAK/IHHMYHH JaHHH 33 De30MacHOCT

[MpeaxnMHU4HKTE BaHHHU 32 NEKAPCTBEHHA NPOAYKT {MUKOHA30/1 HATPAT + XUIPOKOPTH3OH) HE
NOoKa3BaT HeoOHYaeH PUCK 3a YOBeKa Ha 0a3aTa Ha KOHBEHUMOHAMHH NTPOYYBAHUSA 33 OMHO Ipa3sHEHE,
KOXKHA CEH3HOTH3ALHA, IePOpaATHA TOKCHYHOCT NPH €AHOKPATHO MPHIOKEHHE, MbPBHYHO KOXKHO
Apa3HeHe U KOXHA TOKCMYHOCT NPH 21-AHEBHO MHOTOKpAaTHO NpHIokeHHne. JJombnHUTENHHUTE
NpeakSTHHUYHY RAHHH 33 OTASNTHUTE aKTHBHH CHCTAaBHHU B TO3H NEKAPCTBEH NPOAYKT HE pa3KpHUBaT
ocobeHa OMacHOCT 3a MOBeKa Ha 6a3aTa Ha KOHBEHUHOHAMIHHU NPOYUBAHKA 32 MECTHO Apa3HeHe,
TOKCHYHOCT MPH eAHOKPATHO H MHOTOKPATHO NPHAOKEHHKE, TEHOTOKCHYHOCT H 3a MHKOHA30 —
penpoayKTHBHA TOKCHYHOCT. [Ipy paznuyuHy UBOTHHCKH MOAENM ce CbOOLIAaBa 32 penpoxy
edeKTH M aHOMaNuy MPH Pa3BHTHETO Ha TUTOAA.




6. GOAPMALNEBTUYHHA JAHHH

6.1 CnuchbK HA NOMOUMIHHTE BeIeCTBA

ben3oeHa kucenuHa E210
oyTunxuapokcuanuson E320
AVHATPHUEB eReTaT

riMKos cTeapar

napagHH, TeUeH

OJIEOHAOBH MAKpPOrONTIHUEPHIN
makporon 6-32 creapar
Mpe4yucTEHa BOAA

6.2 HechLBMECTHMOCTH

TpabBa oa ce H30GArBa KOHTAKT MEXAY NaTEKCOBH NPOAYKTH KaTO NPOTHBO3a4aTb4HU AWadparMu WiH
npesepeaTiBu U JJAKTAKOPT, it kato cbctaBkute Ha JAKTAKOPT Moxke na nopensit narekca.

6.3 Cpok Ha roggocTt

3 TrOONHU.
CpoOx Ha rogHoCT ¢jiel MLPBO OTBapAHE Ha ONAaKOBKaTa: 3 Meceua.

6.4 CuenxHaiHH yCIOBHA HA CbhbXpaHeHHE

Ha ce cuxpaussa B xuaaunnuk (2°C no 8°C).
Jla He ce 3aMpa3sBa.
Ha ce chbxpaHsBa Ha MACTOQ, HEAOCTBIIHO 34 Jeua.

6.5 BHa W cbABpAKAHNE HA ONAKOBKATA
HAKTAKOPT ce npeanara B Ty0éu no 15 g.
6.6 CnenHa/JHH DPEANAIHE MEPKH NPH HIXBLPJIRHE H padoTa

Kamaukata ce oTBapa upes 3apbprane. [Iipobusa ce oTBOpBT HA TyOaTa ¢ OCTpaTa 4acT, pasrnoiokeHa
Ha IBHOTO Ha KafaukaTa.

HeHn3non3saHuAaT J1eKApCTBEH MPOAYKT UK OTNATbUHHTE MATEPUANH OT HETO TPADBA na ce H3IXBBPIAT
B CbOTBETCTBHE C MECTHHTE H3IUCKBAHUSL.

7. [IPUTEXATEJI HA PASPEIUEHHMNETO 3A YIIOTPEDA

McNeil Healthcare (Ireland) Ltd.
Offices 5-7

Block 5

High Street

Tallaght

Dublin 24

D24 YK8N

Hpnanousa

8. HOMEP HA PAZPELLEHMETO 3A YIIOTPEBA

Per. Ne: 20000855




9. IJATA HA ITBPBO PAZPEUHIABAHE/TTIOJJHOBABAHE HA PASPELIEHHUETO 3A
¥YINNOTPEDBA

Ilata Ha nupBo pa3peltuabane: 28 aekemspu 2000 r.
Hata Ha nocnendo noaHossaeane: | wouu 2011 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

08/2024




