KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHMUS ITPOAYKT

JTAKTAKOPT 20 mg/g / 10 mg/g kpem
DAKTACORT 20 mg/g / 10 mg/g cream

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

B enun rpam kpem ce chabpkat 20 mg MUKOHA30J10B HUTPAT (miconazole nitrate) u 10 mg
XHAPOKOPTH3OH (hydrocortisone).

[ToMOLIIHH BELIECTBA C U3BECTHO ACHCTBUE

benszoenara kucenuna (E 210)

JNAKTAKOPT kpem cbabpka 30 mg OeH30eHa KuceMHa BbB BCAKa TyOa oT 15 g KpeM, KOMTO ca
€KBHBAJICHTHH Ha 2 mg/g KpeM.

Byrunxuapokcuanuson (E 320) 0,052 mg/g kpem

3a MBJIHUA CIMUCBK HA MOMOIIIHUTE BelecTBa BHKTe To4Ka 6.1.
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4.1 TepaneBTHYHH NOKA3AHHSA

KoxxHu undexuumn, npuuuHeHu ot aepMaroputu win Candida spp., Npu KOUTO CHMIITOMHTE Ha
Bb3MAJICHUE Ca CUITHO HU3SBEHH.

[Topaau ToBa JIAKTAKOPT e nokaszaH npeAMMHO 3a HAYaJIHUTE CTa/IMM Ha nedeHue. Cren Karo
CUMIITOMHMTE Ha Bb3NAJIEHHE W3Ye3HAT JICYUEHHUETO MOXKe J1a Ob/ie NPOAB/DKEHO C aHTUMHKOTHK Oe3
CBhAbpPXKAHHE Ha KOPTUKOCTEPOMU/I, aKO C€ MPEATIOUHTA.

[Tpensua antudakrepuanHoro aevcreue Ha JJAKTAKOPT cnipsamo rpam-nosioxXHTenHu OakTepum,
IEKapPCTBEHHUAT NMPOAYKT MOXe aa ObjJe npujarad U NpU MUKO3U ¢ OaKkTepHaHO CynepuH(pEKTHpaHe.

4.2 Jlo3MpOBKA H HAYHH HA NPHJIOKEHHE

JIAKTAKOPT ce npuiara JIOKaJIHO BbPXY MOpPa3eHUs Y4aCTbK BEAHBX /10 /1Ba ITbTH JIHEBHO. BTpHBa
ce BHUMATEJIHO /10 MbJIHOTO NpoHUKBaHe B KoxkaTa. Jleuenuero ¢ JIAKTAKOPT (unu BnocneacTsue ¢
APYr aHTUMHMKOTHK) clieZiBa Aa Obae Npoab/KEeHO 0e3 MpeKbCBaHEe 10 OKOHYATETHO H34YE€3BaHe Ha
nopaseHus y4yacTbkK (OOMKHOBEHO Cnell 2 10 5 CEAMHULIH).

CrneumaiHy nonyJiauuu

Ieouampuyna nonyarayus
[1pu GeGera u neua ce npenopbusa nosuieHo BHUMaHue, korato JJIAKTAKOPT ce npunara Bbpxy
OOLIMPHH YYacTbIIM OT KOXKATa M 10/1 OKITy3MBHA NPEBPb3Ka, BKIIOYUTENHO Oebelku neseHu. [1pu
Oebera TpsOBa na ce U30ArBa NPOABLIDKUTEIHA U HEMPEKbCHATA JIOKAJIHA Tepanus ¢ KOPTHK
(Bk. TOuka 4.4).

Ilayuenmu 6 cmapuyecka 6v3pacm
[Ipu BB3pacTHU XOpa ce HabJl01aBa €CTECTBEHO U3ThHABAHE Ha KOXKarTa, 3aTOBa KO
TpsAOBa 1a ce npuiaraT npeanasjivBo M 3a KpaTKH NEPHOJIH OT BpeMe.



4.3 IIpoTrBONOKA3ZANNY

CRpBbXUYBCTBHTENIHOCT KbM MHKOHA30/1 WIH APYTH HMHIA30/10BH [IPOU3BOAHH, XHAPOKOPTH30H, HITH
KBM HAKOE OT NMOMOILIHHTE BelliecTBa, W30poeHH B Touka 6.1.
TyGepKyno3HHA KOKHH HHEKLIHH, XepNec CUMILIEKC, BAKCHHHA Donect, BCHYKH GOpMH Ha BapHLIeNa.

4.4 CoenHanHH npeAynpexIeHAS H NPEeANAZHHE MepKH NpH ynoTpeda

AKo ce pa3BHe peakLys, KOATO NPeANnolara CBPbXYYBCTBHTEAHOCT HIIH Apa3HEHe, TEHCHHETO TpaOBa
1a ce MpEyCTAHOBM.
JNAKTAKOPT ne TpaOea za Biyv3a B KOHTAKT C JIHIaBHLIATA HA OUYMTE.

Cnenasa aa ce cnia3at o0l1M XUrHeHHH MEPKH ¢ OrJie npeana3paHe oT HHdexTHpaHe U peuHpeKuus.

KakTo npH BCHUYKH JIOKATHHA KOPTHKOCTEPOH/IH, C€ NPENOPLYBA NOBUIIIEHO BHHMaHHE TIPH
npwioxeHue npu 6edera u Aela BbpXy OOLIMPHH YYACTbLH, KAKTO H NOJ OKJIY3HBHA NPEBPB3KA,
BKIIOYHTENHO Bebetuky nenenu. Chilo Taka TpaOBa na ce H304rea NpHIAraHETO BbPXY JIMIIETO.

[Ipn 6ebera Tpabea na ce M30Area NPOILLKUTEIHOTO HENPEKBCHATO MPUWIOKEHHE HA NTOKATHH
KOPTHKOCTEpOMAH. BE3MOXHO € 1a HACTBIM MOTHCKAaHE Ha QYHKUMATA Ha HaAOBLOpeYHUTe HUIE3H,
nopn 6e3 OxITy3Hs.

[Topaan CbABPKAHHETO HA KOPTHKOCTEPOUAH U30ArBaiTe NPOABLIKUTENIHOTO JICUEHHE C
HAKTAKOPT. Cnea kaTto CHMIITOMUTE Ha BB3MANICHHE U3UE3HAT, JICUCHUETO MOXKE J1a NPOABLIKH C
AHTHMHKOTHK 0e3 ChbabpKaHHE Ha KOPTHKOCTEpOoHA (BX. Touka 4.1).

3pHUTENTHX HAPYWICHHA ce ChOOLIaBaT NpU CHCTEMHA H JIOKA/IHA YIIOTpeDa Ha KOPTHKOCTEPOHIH. AKO
MalUeHT NMOJYYH CHMITOMH KATO 3aMbIJIEHO 3pE€HHE WIH APYTH 3pHTEITHH HapyulcHHua, TpAOBRa aa ce
0OMHCIM H3NpalllaHe Ha NAlHEHTA 32 KOHCYJTauus ¢ OQTaIMOIOr 3a OLICHKA HA €BEHTYAJTHUTE
MPUYKHHH, KOMTO MOXKE J1a BKJTIOUBAT KATApaKTa, rflayKoMa WiH peaKH 3abonsBaHus KATO LICHTPAIHA
cepo3Ha xopuopeTuHonatus (CSCR), koHTo ce crobiaBar cnel CHCTEMHA H JIOKanHa ynorpeda Ha
KOPTHKOCTEPOHIH.

JAKTAKOPT moxe 1a yBpeam HAKOU CHHTETHYHHY MaTepuaid. ETo 33110 ce npenopbuBa HOCEHETO
Ha rMaMy4Ho 6€1b0, aKO TO € B KOHTAKT ChC 3aCErHATHTE y4acThLH.

Texku peakiii Ha CBPBbXUYBCTBHTEIHOCT, BKIIOUHTENHO aHa(HIAKCHA W aHTFHOEEM ca 0K ABaHu
no Bpeme Ha JeueHune ¢ JIAKTAKOPT u apyru nokanHu nekapcraseHu GopMH Ha2 MUKOHA301 (BIXK.
To4Ka 4.8). AKO ce pa3Bue peaxilisa, KOATO NIPEAnonara CBpbX4yBCTBUTEIHOCT WK JPAa3HEHE,
nevyeHHeTo TpadBa na ce NpeycTaHoBH.

Tpabea na ce 3GArsa KOHTAKT MEXAY JATEKCOBH NPOAYKTH KaTO NPOTHBO3a4aTbYHH AUadparMy MU
npezepsaTHBH U JIAKTAKOPT, i karo cseraBkuTe Ha JJAKTAKOPT Moxe na nospeasT narexca.

To3u NexkapcTBEH NPOAYKT ChAbPxka OSH30€HA KHCEIHHA H OYTHIIXMAPOKCHAHH3OI.
Tosa nekapcTBO chabpxka 2 Mrr OeH3oeHa kucenuHa (E210) BbB Bcekd rpaM KpeM. beHsoeHnata
kHcenuHa (E 210) Moxke na npHYMHHK NOKATHO Jpa3HeHe.

Ben3zoeHaTa KHCEHHA MOXE Ja ApeAu3BUKa He(YHKIMOHAIHY He3abaBHH KOHTAKTH peakLidH 4pe3
Bb3MOMKEH XOJTHHEPTrHYEH MEXAHHIbM.

benszoenaTta kucenuHa (E 210) Moxe 1a 3aCHIH CHMNTOMUTE Ha XBJITCHHLA (NOXCHLITABAHE HA KOXKATA
M OUHTE) NMPHU HOBOPOJAEHHUTE (Ha Bb3pacT a0 4 ceAMHLA) NOpaaH 3HauWTenHara abcopbuus
HEe3pAAaTa KoXKa Ha HOBOPOJEHUTE..
bytunxuapokcuanuson (E 320) Moxe Aa NPHYHHH JIOKAJIHM KOXKHH peakLuH (Hanpum
AEpPMAaTHT) WK APa3HEHE HA OUMTE H JIMaBHULIUTE.




4.5 BiaaMoaelicTBRAE ¢ APYTH JeKAPCTBERH NPOAYKTH H APYrHd GOpPME HA B3aEMOJeHCTBHE

H3BecTHO €, u€ npuiarad cMCTeMHO, MUkoHa3071 HHxHOHpa CYP3A4/2C9. [lopaau orpanuveHara
CHCTEMHA HATUYHOCT CAEl JIOKATHO NPHJIoKEHHE (BXK. TOUuka 3.2 MapMakOKHHETHYHRH CBOMCTBA),
MHOTO PAAKO C€ MOABABAT KIIMHHYHO 3HAYKMMH B3auMoaeicTBus. OcobeHo BHUMaHHe Tpabea na ce
o0OpBIIa HA MAlIKEHTH, NPHEMALIIH NEPOPAJIHH aHTHKOArYJIaHTH, KaTo Bapdapun, 4 Tpadea aa ce
KOHTPONUpPa €eKThT OT aHTHKOAryaaHTHTe. EdexkTUTe U HeXENaHUTE peakllMy Ha HAKOH JIPyTH
nexkapcTsa (Hamnp. nepopanHi aHTUAKA0ETHH NEKAPCTBEHH NPOAYKTH H (PERUTOUH ), TIPHIIOKEHH
€HOBPEMEHHO ¢ MHKOHA30J1, MOXE /12 C€ 3aCHIIAT H TpaOBa aa ce ocObpHE 0c0DEHO BHHMaHHUE.

MuxkoHaszon € HHXROHTOp Ha CYP3 A4, kofito Moxe aa 3abaBn MeTaboMHU3Ma Ha XUAPOKOPTH30H.,
CepyMHHTE KORLUEHTpALIMK Ha XUAPOKOPTH30H MOJKE J1a Ca NO-BHCOKHM NpH ynorpeda Ha
JHAKTAKOPT, B cpaBHeHHe C NekapCTBEeHU NPOLYKTH, NPUIAraHy BbpXYy KOXaTa, ChAbpXKaLK CaMmo

XHAPOKOPTH3OH.

4.6 PepTHAHTET, OpeMEHHOCT H KbPpMeEHe

bpeMeHHOCT

HeobxoauMo € nosuilieH0 BHUMaHUe NPH MPWIAraHeTo Ha JIEKAPCTBEHHUS MPOAYKT 10 BpeME Ha
OpeMeHHOCT U KbpMeHe. TpeTupaneTo Ha OOIHMPHH YYacTbLH, KAKTO U MPHIIAraHeTo Mo OKITy3HBHA
npespb3ka TpAOBa Aa ce H30ArBa Npe3 TO3H NEPHOA.

MuKOHA30J He € NoKa3all TepaToreHeH e(PeKT BbPXY JKHMBOTHH, HO € 011 eMOPHOTOKCHYEH B JO3H,
TOKCH4YHH 3a Malikara. H3secTHO €, Ye NMpH KUBOTHU KOPTHKOCTEPOUINTE NIPEMUHABAT Ipe3
IUTALEHTATA U CJICAOBATE/IHO MOXKE 1a OKAKAT BJIMAHHE BBPXY IU104a (BXK. TO4Ka 5.3).

KbpMene

He ca npoBeaeHH AOCTAaTLYHO M A00pEe KOHTPOJUPAHH NPOYUBAHHSA NPH TIOKATHOTO NPHJIOKEHHE Ha
JNAKTAKOPT no ppeMe Ha kppMeRe. He € u3BeCTHO aanu nokanHoto npunoxkedne Ha JJAKTAKOPT
BbpPXY KOXKaTa MOXeE J1a JOBEAE A0 CHCTEMHA abcopbums, AOCTaThYHA 32 NOJYHABAHETO HA JOJIOBHMH
KOJTHYECTBA XUAPOKOPTH3I0H H MUKOHA30/1 B KbpMaTa npu xopa. [Ipu ynorpeda no speMe Ha KbpMeHe
ce Mpernopb4Ba NOBHLIEHO BHUMaHHE. TpeTHpaHeTO Ha MOJIEMH y4acTbilM OT KOKA H NPUNOKEHHETO
MNoJ OKJTy3HBHA MPEBpPB3Ka TpAORa Aa ce n30Arear npes nepuoia Ha KbpMEHE,

4.7 EdexTn BLpXy cnocobnocTTa 384 mModupane H pabora ¢ MamIHEH
HenpuioxHMo.
4.8 HexXxeNanH JeKAPCTBESHA PeaKlHi

besonacrocrra Ha JIAKTAKOPT kpem € ouleHeHa npu 480 naliMeHTH, B3€¢NH y4acTue B 13 KNHHUUHM
npoy4Banus (6 ABoHHO cnenu U 7 oTkpuTH) ¢ JJAKTAKOPT kpem. B Tax ca uscnensaHy nauueHTH
Ha BB3PACT OT | Mecel 10 95 roopMHM ¢ HHPEKUMHA Ha KOXKATa, MPUYHHEHH OT AePMATOPHUTH HITH
Candida BnaoBe, ¢ H3ABEHH CHMITTOMH Ha Bh3MNajieHHUE.

Becuuxu nayuenmu
He ce crobluasa 3a Hexxenanu nekapeteeHu peakuuu (HJIP) npu >1% ot 480-Te naumMeHTH, N1eKyBaHH

¢ JAKTAKOPT kpem (BB3pacTHH NALMEHTH H NESAWATPHYHA NOMYA4LMA B3ETH 3aCAHO).

Kareropuure 4eCTOTH ce ONpeacNaT CbINAacHO CICIHATa KOHBEHLMA: MHOrO YecTH (= 1/10), yecTH
(= 1/100 no < 1/10), Heuwect (> 1/1000 no < 1/100); peakwn (= 1/10 000 oo < 1/1000); mHOTO peaku
(<1/10 000) u ¢ Heu3BeCTHa YecToTa {OT HATHYHHUTE JaHHHY HE MOXKE Ja Obae HanpaBeHa OLIEHKA).

r
4

A
Yrogh

Ot Tpure HJIP, Habnonasanu B 13-Te knuHu4HK npoyusanus ¢ JAKTAKOPT kpewm,
Apa3HeHe ¢e cholInasa B | KIMHUYHO MpOYYBaHe, BKIIOYBALLO NatueHTH oT 17 no 8
yCELIAHe 3a NapeHe Ha KOXaTa — B 2 KIMHUYHH NIPOYYBaHHsA, BKIKOUYBALIM NALUEHTH
84 roaWHU M 3a PasAPAZHUTEAHOCT — B | KIIMHUYHO IPOYUYBAHE NPH HOBOPOJEHM OT

.




‘ Hexe/IaHH JJeKAPCTBEHH peaKnHH

- —

Heouampuuna nonynayus

BezonacHoctTa Ha JIAKTAKOPT Kkpem ¢ oueHeHa npu 63 neua (Ha Bb3pacT oT 1 Mecew, 10

14 ronunn), nexysanu ¢ JIAKTAKOPT kpem B 3 ot 13-1e ropecnoMenaT npoyusanus. M B Tpure
npoyu4saHus ce cbobuiapa 3a eana HJIP (pasapasuurenHocT). PeaknusaTa Ha pa3pasHUTENHOCT IPH
neuara, nexysanm ¢ JIAKTAKOPT kpem, nonaaa B KareropusTa 4ecTora ,,4ectu’ (3,2%).

BcHuky CTyyad Ha pasapasHUATENHOCT ce Habmoaasart B | KIMHHYHO NPOYYBAHE 1Py HOBOPOACHH (OT
1 no 34 Mecella) ¢ AepMaTUT, NPeAU3BHKAH OT M3NON3BaHE Ha nencHU (rnamnepcu). Oyaxea ce
4yecTOTaTa, BUABLT U Texecrra Ha Apyrure HJIP npu neua aa ca ¢XoAHH ¢ T€3H NPH BB3PaCTHHUTE
MAaLHEHTH.

Hexe/IaHH JieKAPCTBEHH PEAKNHH IPH BL3PACTHH NAIHEHTH B Aena, sexkyBand ¢ JAKTAKOPT
KpeMm

| KaTeropng 4ecroTa
Heuecrn (= 1/1000 go < 1/100)

CrcreMo-oprasen Kiac

C HeH3BeCTHA 9eCcTOTA

AHadwnakTHYHa peakLm,
CBPBXYYBCTBHTEITHOCT

HapymeHHS HA
HMYHEBATA CHCTEMA

3aMBIIIEHO 3peBHe
Hapymenndg Ha OYHTE

e . s il . e —

AHruoezeM, oOpHB, KOHTAKTEH

HaovineHHs Ha aTa KoxHo npa3HeHe, ycelllaHe 3a NEPMATHUT, EPUTEM, KOMKHO
o nf};itoacnan LKAH MapeHEe HAa KOXKATA, YPTUKApUs, | Bb3NaneHue, KOXKHa
cbpOex XHIMOMUIMEHTaLUs, peaKlusa Ha

| MACTOTO Ha NPUNOXKEHHE

NPHRJIOKECHHE

O6mn napynienns n
edpexTH HA MACTOTO HA | PasapasHHTETHOCT

CrobuiapaHe Ha NOAO3UPAHU HEXKEJIAHW peaKLHH

Cno6111aBaHETO HA MOO3UPAHM HEXKENIAHHM PEaKLMU Cliefl paspellaBaHe 3a ynorpeda Ha NeKapCTBEHHUA
NPOAYKT € BaxkHO. ToBa NO3BoNABRA Ja MPOAL/IDKH HAOMIOAECHUETO HA CHOTHOLLEHHETO NON3a/pHCK 32
nexapcTBeHHs NPoAYKT. OT MeAHI{MHCKHTE CICLIMAJIMCTH ¢€ H3UCKBA na cboOiaBar Beaka
MOAO3HpaHA HEKENIAHA PCaKLMA Ype3 HallMOHAIHATa CUCTEMA 3a ChOoOLIIaRaHE B!

HM3nmbaHMTENHA areHUMA 1O IeKapcTBaTa

yn. ,,Jdamsau I'pyes” No 8

1303 Codms

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

4.9 IIpenozapane
Cumnmomu
[IpoamiokuTENHaTa M NPEKOMEpHa yrnoTpeda MoXKe 1a NpeJIH3BHKa KOXKHO Apa3sHeHe, KOETo

0OMKHOBEHO H34E€3Ba CNel NpeKpaTiBaHe Ha neueHueTo. [Iprnoxkenu JJoKanHO, KOPTHKOCTEPOUAUTE
MOK€ Ja ce abcopOHpaT B KOJIHUECTBA, AOCTATLYHH Aa NPEeAH3BHKAT CHCTEMHH e(eKTH.

5. ®APMAKOJIOT'MYHU CBOHUCTBA
5.1 PapMaKkOAAHAMHYHHA CBOHCTBA

MdapmakoTepaneBTHYHA rpyna: MMHJA30/10BH U TPHA30JIOBH NPOX3BOAHH, KOMOHHA
ATC koa: DO1AC20




MexaHu3bM Ha IeHCTBHE
Mukonazon HHxHOHpa OHOCHHTE3aTa Ha EprocTepos B rbOHYKaTa M H3MEHA ChCTaBa Ha APYIH

JIHMTHAHH KOMIIOKEHTH B MeMOpaHaTa, KaTo NpeAXW3BHKBa HEKPO3a Ha MbOMYHHTE KICTKH.
MMKOHA30/ NpUTEXKaBa JOKa3aHa €PEKTHBHOCT U MPH BTOPHYHO HHPEKTHPAHH MHKO3Y.,

XHAPOKOPTH3OH € NPOTUBOBB3MNAIINTENEH CTEPOHA. HEroBoTo NPOTHBOBL3NANUTETHO NEHCTBHE CE
JBJDKH Ha HAMATABAHETO HA CbAOBHA KOMITIOHEHT Ha Bb3MAJIHTEIHHA OTTOBOP, IOTHCKAHETO HA
MHIpaLMATa Ha NONHMOPQOHYKIECAPHH JIEBKOLIMTH U HOPMANTU3HPAHETO Ha NMOBHILEHATA KaNWiigpHa
NPONYCKIHBOCT. Ba3OKOHCTPHKTOPHOTO AEHCTBHE HA XMAPOKOPTH3IOH CBILIO MOXKE Aa AOMPUHECE 34
HErOBOTO NMPOTHBOBB3NAIUTEIHO IEHCTBHE.

MukoHa301 B KOMOHHAUMA ¢ XHAPOKOPTH3OH NMOBJIHABRA MHOTO OBbp30 chbpbexa, KOHTO 4ecTo
CHIPOBOYKAA MHPEKLMUTE, IIPUIKHEHH OT AepMaToPHTH U ApoXaH. ToBa CHMITOMAaTUYHO
nonobpenue ce Habmoaaea oile nNpeiy Aa ce NOABAT MbPBUTE MPU3HALIM Ha H3NeKyBaHe. Thit karo
JIEYEHHETO ¢ XHAPOKOPTH3OH € CUMITTOMAaTHYHO, BE3MOYKHA € HOBA NOABA Ha JIe3UHUTE Clien
NpeKpaTaBaHe Ha JICUCHHETO.

dapmakoaMHAMUYHU edeKTH

Muxpobuonozus
KnuHuuHaTa epHKacHOCT Ha MHKOHA30J1 € AEMOHCTPUpPaHa cpewty aepMaropuryu w Candida spp.
MukoHa30n ¥Ma ¥ aHTHOAKTEpUANHO AeHCTBHE CPeLLy HAKOM [ paM-no3UTHBHE OaLIHIM Y KOKH.

5.2 OapMaAKOKHHETHYHH CBOMHCTRA

Abcopbums
Cnen nokajJHO NpWIOKEHHE, MHKOHA30J/1 C€ YCTAHOBABA B Koxara a0 4 AHM. CucreMHara abcopOuus

Ha MHKOHA30J1 € OrpaHUYEHa, ¢ OMOHANWYHOCT No-Manka ot 1% cnea NOKANHOTO My MPWIOKECHHE.
[L1asMeHH KOHLIEHTPALMH Ha MHKOHA3071 W/ WK HeroBH MeTabomnTh ca uamepumu 24 n 48 yaca cnen
npuioxeHue. CucreMHa abcopduus ce Habmoaaea M citel MHOTOKPATHO NPHJIOKEHHE Ha MHKOHA301
NPH HOBOPOAEHH C AePMAaTHUT, [IPEAU3BHKAH OT U3ION3BaHE Ha nejeHH (namnepcu). IlnasMeHHTe HuBa
Ha MHKOHA30J1 €2 HEYCTAHOBUMH WIH HUCKH.

[TpubanszurenHo 3% or aosara XMAPOKOPTH3OH ce abcopOupa ciel NpulokKeHHe BbPXY KOXKaTa.

Pasnpenenenue
ABCOpOHPaHHAT MHKOHA307 Ce CBBP3Ba ¢ INa3MEHUTE NpoTeHHH (88,2%) U yepBEeHHUTE KPbBHH
xjaeTkH (10,6%). Iloreue ot 90% OT XHAPOKOPTU3OH C€ CBBP3BA ¢ IJIA3MEHHTE POTECHHH.

buorpancpopMalyg ¥ eNUMHUHUpaHe

MankoTo konuuyecTBo abcopbupaH MHKOHA30M Ce eJIMMHHHpA, MPEAUMHO KATO HEITPOMEHEH
NeKapcTBEH NPOAYKT B MeTabONHTH, ¢ deKkalHMHTe 3a nepHoA oT 4 AHM ciea npunarane. [lo-manku
KOJNIMYECTBA HENPOMEHEH JIEKAPCTBEH MPOAYKT U MeTabONUTH ce OTKPHUBAT CbIIO B YPUHATA.

[lonyXHBOTBHT Ha XUAPOKOPTH3OH € npubnusuTeHo 100 MuHyTH. MeTaboNMH3MET Ce OCBILIECTBABA B
yepHus Apob u ThkaHuTe U MeTabonUTUTE ce U3NMBUBAT C YPUHATA, MPEAUMHO KaTO MNIIOKYPOHHAM,
3aeJHO ¢ MHOTO MaNKa (ppakuys HEMPOMEHEH XUIPOKOPTH3OH.

5.3 IpeakauRnaaHE AaHHH 38 6ezonacnmocT

[IpeaknMHUYHUTE JAHHH 33 JIEKApCTBEHHA NPOAYKT (MMKOHA30J1 HUTPAT + XHAPOKOPTH3IOH) HE
okKa3eaT HeoOHUYaeH PUCK 3a YoBeKa Ha 0a3zaTra Ha KOHBEHUMOHAIHH NPOYYBaHMA 32 -
KOXKHA CEH3UOHNH3aLus, NepopalHa TOKCHYHOCT NPH €AHOKPATHO MPHIIOKEHHE,
Apa3HEHEe M KOXKHA TOKCHYHOCT ApH 2 1 -1HEBHO MHOTOKpaTHO npwiokeHHe. o
NpeIKIMHHAYHA AAHHH 33 OTACITHUTE AKTUBHH CLCTABHHU B TO3HU JIEKAPCTBEH MPO
ocoOeHa OMacHOCT 3a HOoBeKa Ha DazaTa Ha KOHBEHLIMOHAIHH NPOYYBaHHUA 32 MefTE
TOKCHYHOCT NPH €AHOKPATHO U MHOIOKPATHO NPWIOKEHHE, FTeHOTOKCHUYHOCT H




penpoaAyKTHBHA TOKCHYHOCT. [IpH pazinvHK )KMBOTHHCKH MOZIENIH c€ ChoDLIaBa 32 penpoyKTHBHH
e(peKTH ¥ aHOMATHH NIPH Pa3BUTHETO HA TUIOJAA.

6. OAPMAINIEBTUYHHA JAHHH

6.1 CnHcBbK HA NOMOIIIARTE BEINECTBA

OeH3oeHa kucennHa (E210)
6yTinxuapokcHaruson (E320)
AUHATPHER €aeTaT

rJIAKON CTEapaT

napa¢uH, TeHeH

OJICOWIOBH MaKpOTrOarTHUCPHIH
PEG-6 (1) PEG-32 (4) raMkoa creapar
NpeYUCTEHA BOAA

6.2 HechbBMECTHMOCTH

Tpabsa Aa ce M30Arsa KOHTAKT MEXKIY JIATCKCOBH MPOAYKTH KaTo POTHRO3aUYaTLUHHK JHadparMu WK
npe3epsaTiBu ¥ JJAKTAKOPT, Trii xato cecraBkute Ha JJAKTAKOPT Moxe na nospeadar narekca.

6.3 Cpok Ha rogsocT

3 roaMHH.
Cpok Ha roaHoCT cliell MbPBO OTBAPAHE HA OMAKOBKATA! 3 Mecela.

6.4 CnenuajaH yc/I0BHA HA ChXPaHCHHE

ITa ce chxpaHsBa B xnaaunHuk (2°C no 8°C).
Ja He ce 3aMpa3fBa.
Jla ce chXpaHABa HA MACTO, HEAOCTHITHO 32 Jella.

6.5 Bra B CHALPKAHAE HR ONMAKOBKATA
JAKTAKOPT ce npegnara B Tybuno 15 g.
6.6 CuenmHaJjHH NPpeANa3HH MEPKH NPHY H3XBLPJIAHE H padoTa

Kanauxara ce oTBapi upe3 3apbpraHe. [IpobuBa ce oTBOpHT Ha TybaTa ¢ ocTpaTa 4acT, pasojiokKeHa
Ha ABHOTO Ha Kana4kara.

Heun3non3BaHUAT EKapCTBEH MPOAYKT WK OTNAABYHHTE MaTEpUaIH OT HEro TpAabBa Aa ce H3XBBLPJIAT
B CHOTBETCTBHE ¢ MECTHHTE U3UCKBaHHA.

7. ITPUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

McNeil Healthcare (Ireland) Ltd.
Offices 5-7

Block 5§

High Street

Tallaght

Dublin 24

D24 YK8N

Hpnanous




8. HOMEP HA PA3ZPEILIIEHHUETO 3A YIIOTPEBA

Per. Ne: 20000855

9. JNATA HA IThPBO PAZPEIIABAHE/MTIOTHOBSABAHE HA PABPEIIEHHUETO 3A
YIIOTPEBA

JlaTa Ha mbpBO paspemanane: 28 nekemepu 2000 r.
Jlata Ha nocnaeaHo noaHoBseaHe: 1 1ouu 2011 r.

10. JATA HA AKTYANIN3APAHE HA TEKCTA

08/2025




