KPATKA XAPAKTEPUCTHKA HA MPOAYKTA

1. HME HA JJEKAPCTBEHHS MPOAYKT
Onyuunap 0,025 % masz

Flucinar 0,025 % cintment
2. KAYECTBEH H KOJIMYECTBEH CBCTAB
1 g mMa3 ceabpxka 0,25 mg GyourHonoHos avetouus (Fluocinolone acetonide),

[ToMOIHH BeulecTBa ¢ U3BECTHO AeHCTBHE: NPONUNEHITHKO, JTAHOMMH.
1 g ma3 ceanpaka 50 mg Nponuaenrnukon ¥ 40 mg NaHoNWH,

3a MBJIHAA CHHCHK HA MOMOLIHHTE BELIECTRA BHXKTE TOUKa 6.1,
3. JEKAPCTBEHA ®0OPMA

Mas.
bana wim noyry Sana nonynpospauna Meka Ma3 ¢be cnab cneuuduyen MupHC.

4. KIMHAYHA JAHHA

4.1, TepaneBTHYHH TIOKAIAHHA

DnyurHap noa GopMaTa Ha Ma3 ce H3TOM3BA 38 KPATKOTPAHHO JTEUEHHE HA OCTPH H TERKH,
HEMH(EKTHPAHH CYXH KOXHH BB3NAMTENHH CHCTOSHHA, OTTOBAPALLH HA TeUeHHe C
FIIOKOKOPTHKOCTEPOHIHN, CBBP3aHH ¢ MOCTOANEH chpbesx M xunepkepatoza. PayuuHap mas e
[IOKA3aH NpH:

e ce0opeeH AepMaTHT; _ —
®  ATONMYEH NEPMATHT; N3NLAKKTENHA ATEHUMA NO NEKAPCTBATA
®*  anepruvHa KOHTaKTHa eK3eMa; P WA rpogyma - FpureReHus T
¢ epureMa myrtudopme; 990077/
®  JIYITYC €PHTEMATO3YC; Kyt Poe. e ..
*  YNOPHT NCOPHA3HC; ¢/ 77 //L; p- 60
®  JIMXEH IIaHyc. Pa3spewenue Ne z...,
11-10- 102

4.2. lo3npoBKa ¥ HAMAR HA OPHJIOKEHTe 090599””‘9 Mo comepnnrndis

O3UPOBKA

Mariko KONHuecTBO Ma3 ¢e HAHACH BBPXY 3aCEMHATATA KOXKA, HE N0-4€CTO OT €AWH-/BA THTH
JHEBHO,

HenpexhcHAaTOTO NeyeHre Aa He MPOIBIKABA MOBEYE OT ABE CEAMHILIM.

Ja He ce npunara Ho-ABIr0 OT €4HA ceammua B 0DJACTTa Ha TMLETO.

Ja He ce W3M0/3Ba noBeye oT eAHa TyOHUKa (15 g) ma3 ceaAMHuUHO.

Ha He ce Npuiara Mnoa oKNy3MBHA PEBPBLIKA C HIKIIOUEHHE CTYUaHTE HA NCOPHA3KC, KOTATO
TA € NpHEMITHBA, HO TpAOBa 14 Ce CMEHS BCEKU ASH.

Heouampuuna nonyrayus
®nyuuHap e npoTUBONOKa3aH TIPH Aela NoA 2 FONMIIHA Bb3PacT (BX. TOYKA
[poTusonokaszaHus).




DnyunHap Moxe g ce NpUNara ¢ BHHMaHKe NP iela Hajl 2-TOANLIHA Bb3DAcT, CAMO B
Cityqad Ha a0COMKOTHA HEOOXOAMMOCT, BEIHBK AHEBHO, BLPXY MANKU KOYCHH NORBPXHOCTH.
[Ipu neua na He ce npunara BbPXy Koxkarta Ha JTHLETO.

Hauw Ha npwniokenue
3a npHIOXKeHHE BBPXY KOKATA.

4.3. IIporHEONOKA3aHAA

@OyuHHap Ma3 € NpOTHBOMOKA3AH fpu:

*  CBPBXYYBCTBHTENHOCT KbM aKTHBHOTO BEILECTRO, APYTH FIFOKOKOPTHKOCTEPOHIH HITH
KbM HAKOE OT MOMOLUHHTE BEIECTRA, HAOpOeHH B Touka 6.1;

BHPYCHH, GaKTepHaTHH WTH MbOu4HN HHYEKUMH Ha KOXKaTa;

8KHE BYJIrapHc;

aKHe pozaLes;

nepHOpaieH JepMATHT;

MbPBOTO TPHMECEUHE HA OPEMEHHOCTTA;

[ela Ha Bb3PacT moa 2 roAMHH.

4.4. Cnenmanun npeiynpe:xJcHus H Npena3Hy MEPKU NpU ynoTpeda

AKO MpHAAraHeTo Ha POAYKTA € [OC/ENBAHO OT CHMITTOMH Ha pa3ipasHeHHe Wik
AnePrHUHN KOXHM peaklinu (cbpberk, mapeHe Uiy 3aUepBsiBaHe HA KOXKaTa), ynorpeGaTa My
TpaOBa Aa ce NpeyCTAHOBH BeIHArA.

HekoHTPOAHpaHOTO 10KATHO MPUNOKEHHE HA CTEPOHIM MOXKE 1a MPUHHHM TECaHTHEKTA3HH
H MepHOpaNeH epMatuT. CUMITOMHTE OCOUKHOBEHO H34E3BAT CIIOHTAHHO CJIE NPEKPATABAHE
Ha TeparuATa.

Ja He ce usnonsea Ges npexscbade nosede oT 2 CeMHIIM,

an NPOABKWTENHO JICYEHHE HA FOJIEMH YYACTBIH OT KOKATA, YECTOTATAa HA HEXKETAHHTE
JICKapCTBEHH PCAKLHH C¢ YBETHYaBa KAKTO H Bb3MOXKHOCTTA 34 [I0ABA HA OTOK, XHIOEPTOHNSA,
XHNCPrAUKEMHAA HIIH NOHWKABAHE HAa HMYHHTETA.

Abnrocpounara IPOALIDKHUTEHA YTIOTpeba, NPHIATAHETO BEPXY TONEMU KOSKHH YHACTBIIH,
MO/l OKITy3HBHa NPEBPB3KA M yNOTpedaTa npu Acka TpAGRa 1a ce u30ArBa MOpaau PHCK OT
TPaHCKyTaHHa a0COpOLMA Ha KOPTHKOCTEPOHAH.

B ciiyuai Ha pa3sBuTHe Ha MH(EKIMA HA MACTOTO Ha NMPHNOKEHHE HA MA3Ta, 1a ce NPHITONKH
MOAXOAALIA AHTHOAKTEPHATIHA HIIH AHTUMUKOTHYHA Tepanus. Ao UHAEKUMITE TPOILIKM,
MPUIAraHeTO Ha MasTta TpAOBa Aa ce NPeKPaTH A0 U3IEKYBAHETO H.

Jla ce u30area KOWTAKT C TMragHLIMTe.

ITpoaykThT He TpAOBa Aa ce MpHiara B OYHTE WK KoxkaTa okoo Tax. Ja ce u3barea
MIPHIIOKEHUE BBPXY KIIENa4MTE HIIH KOXKATa OKOJIO TAX NPH NALMECHTH CBC 3AKPHTOBIB/HA
WM OTKPUTOBIBIHE [AYKOMA, KAKTO M MPH MALMEHTH ¢ KATAPAKT2, ROPAAH Bb3MOKHOCT 34
000CTpAHE HA CUMITOMMTE Ha Te3u cueTosHua. Quute Tpadsa Aa ce w3darear.

[Ipenopbusa ce nepHoanyHO TecTBaHe PyHKLUMATA Ha HaTOLOpeuHara xie3a,
ofpeaenH KOHLEHTPALMATA HA KOPTH30/T B KPbETA H YPHUHATA, Cllell CTHMYA
HanOBOpeyHaTa #UTe3a ¢ aiPpeHOKOPTHKOTponeH xopMoH (ACTH).



JIekapcTBeHUAT IPOOYKT MO Ra Gbe npUIaraH BhpXy KOXKATa Ha NMUETO M cnabHHuTE
camo npH abCcoMoTHA HeoBXOAMMOCT, TOPANH NOBHIIEHa aGcopOuUHA NPes NO-HEXHA KOXKa H
MO-BHCOKMA PHCK OT HeKeNAaHH JIEKapCTBEHH PeaKUMH (TeNeaHIHEeKTA3HH, TepHOpaNeH
ANEePMATHUT), AOPH H CTEA KPaTKOTpaHHO JIeueHHe.

Hla ce npunara ¢ BHUMaHue NP CHUESCTRYRALIN ATPOdKM HA TIOIKOKHATA THKAH, 0c00eHO
MpH AO-BB3PAcTHH NaLUEHTH.

Twii kaToO KOpTHKOCTEpOKAKTE ce abcopGupaT Npes koxaTa, TpaGBa fa ce U3OArsa
yroTpebara Ha 1eKapcTBeHHA POAYKT BBPXY ronaMa TEeCHa NOBbLPXHOCT, IO OKTY3HBHH
NPEBPE3KH, NPH NPOILIDKHTEIHO JICUEHUE H TPH Jewa.

3pHTeNnHU cMYLUEHHS

[Ipu cHCTEMHO M TOKATHO NPUNOKEHHE HA KOPTHKOCTEPOMIH Ca B3MOKHH CHOOLIICHH 32
3PHTENHH CMYWIEHUS. AKO [PH NIALKEHT CA HAHLE CHMITTOMH KATO 3aMBIVIEHO 3pEHHE HIH
ApYTH 3PUTENTHA CMYIIEHHA, NALHEHTHT TPAOBA A2 ObJe HACOUEH 3a KOHCYJITALMA C
O(TAIMONIOT 3a OLIEHKA Ha BL3MOMHHTE NPHHHHH, KOUTO MOraT Aa BRIIOYBAT KaTapaKTa,
T/IAYKOMAa WK pe/iKK 3a6019BaHNS KATO LEHTPAIHA cepo3Ha XopuopeTHHonatua (LICX), 3a
KOHTO ce chO0ILaBa Ce]] CHCTEMHO W JIOKAJTHO H3MONI3BAHE HA KOPTHKOCTEPOHIH.

Heduampuuna nonyaayus

Ipu Aeua, MOpagH MO-BHCOKATA CTORHOCT HA CLOTHOLWIEHHETO MEKTY MOBBPXHOCTTA Ha
TAMOTO H TENECHOTO TENI0, OTKOIKOTO MPH Bb3PACTHH, PUCKA OT CHCTEMHH HEXETaHH
PEAKLHM Ha MTHOKOKOPTUKOCTEPOHANTE, BKIIOUHTETHO AUCHYHKLMA HA OCTA XHITOTANAMYC-
xunopu3a-HaabsuOpeurH xnezn H cuagpom Ha Cushing, e mo-BHcok.

Jleyenue ¢ KOPTHKOCTEPOHIH MOXKE A2 TIOBIHsAE HeONArOTNIPHATHO H3PACTBAHETO U
pasRHTHETO Ha JeLaTa.

ToBa nekapcteo cpabpka 50 mg npomwienrnukon B 1 g mas.
ToBa nexapcTso ChaBpHKa TAHONMH. MOKe 1a HPHYHHY JIOKAIHE KOYKHH PEeaKLIHH
(HAIpP. KOHTAKTEH AEPMAaTUT).

4.5. BzauMoaeiicTBHe ¢ APyrH JleKAPCTBEHH NPOIYKTH H APYTH (OpMH Ha
BlauMoaeHcTRAE

Hama noxazanu NEKAPCTRCHH B3auMoaeHcTBHA, CBBP32aHH C JIOKATHOTO MPHI0XKECHHE HA
TITHKOKOPTHKOCTePOHAH.

JlexapcTBEHHAT NPOAYKT MOE A2 aKTUBUPA TE€HHOCTTA HA MMYHOCYNPECOPHTE H 14 MOTHCHE
Ta3H Ha UMYHOCTHMYJIATOpPHTE.

4.6. DepTHaAHTET, (peMEHHOCT H KbpMeHe

bBpemennoct
dayuHHap Ma3z MOXE Jla ¢ H3TION3RA (10 BPEME Ha OpeMEeHHOCT CaMo aK0 N0/13aTa 3a MaiikaTa

Ha/IBULIABA pUCKa 3a Iutoaa. [Tpunoxenyero Ha iyLyHap Mas npes MBPBOTO TPHMECEUHE
Ha OpEeMEHHOCTTA € NPOTHBOMOKA3AHO,

[lpu OPOYUBAHUA ¢ IKMUROTHH € YCTAHOBSHO, Ye IMIOKOKOPTHKOCTEPOMANTE NPUTEXABAT
TePaTOreHEH MOTEHLMAN, AOPH H KOTATO ce TIPHEMAT MEPOPAIHO B MATIKH JO3H,
TEPATOTEHEH eEeKT NPH JKHBOTHH CJIe]] TIOKAUTHO MIPUIOKEHHE Ha MOLLHH
FMIOKOKOPTHKOCTEPOKMAM BhpXY KoxkaTa. He ca nposexxaaHH OMHTH, A0Ka3Ba
TepaTOreHeH NOTEHLHAN NPH JOKAAHO NPUIOKEHHE Ha (JTyOUHHOMOHOB aLy
KOaTa Ha DpeMeHHH XKEHH,

[IpoyuBanus NpH XKHBOTHH ¢ APYTH [IIFOKOKOPTHKOMAH Ca& NOKA3aNK penpo.
TOKCHYHOCT (Bk. Touka 5.3 [Ipenxnnnuvuny nanun 3a GezonacHocT).
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KbpmeHe
He € u3BeCTHO panv GyoLMHONOHOR aLETOHH HIIH HETOBH MeTA0O0/IUTH Ce EKCKPETHPAT B

KbPMaTa CeA NOKANHO npunoxenne. He Moke obaue fa ce M3knoum pHCK 3a HOBOPOAEHOTO.
Tpabsa na ce p3emMe pelueHHe JaNv [a ce MPEYCTAHOBU KbPMEHETO HItM Aa Ce NIPEKPaTH
nevenneTo ¢ QayuMHap Ma3, KaTo ce B3eMAaT NPeABH NOJ3aTta 0T KbPMEHETO 3a JIETeTO H
NoJI3aTa OT TepanuiTa 3a MaHKaTa.

DeprHiuTeT
Bnnanuero Ha (yOUHHONOHOB ALIETOHKA BBPXY GEPTHIMTETA HE € M3CIEARAHO, HO TAKHRA

eexty ca 0TGenA3aHH NPH APYTHTE MIFOKOKOPTUKOCTEPOHAH (B, TOuka 5.3 [IpeIkaHHHYHH
JaHHH 3a 6e30nacHocT).

4.7, E¢extn pbpxy cnocoGHocTTa 3a mogHpaHe u paboTa ¢ MAIHHHE

GayurHap Ma3 He MOBAHARA M MOBTHABA MPeHeOPE)KHMO crnocoBHOCTTA 3a WodHpaHe 1
pafoTa ¢ MalOWHY.

4.8. Hexke/laHH JleKapcTBeHH PeaKIHH

TabnuueH cCNHCHK HA HEXETAHHTE PeakUUH

HeskenaHuTte peakuny ca rpynHpaHH Mo CUCTEMO-OPraHeH Kac M yecTora. YecroTurte Ha
HEXXENAHHTE JIEKAPCTBEHH PeakliHU ¢a CTENeHYBAHM M0 CIEAHHMA HAUYMH, MHOTO YECTH
(=1/10), uectu (=1/100 no <1/10), Heuectn (>1/1000 ro <1/100); peaxu (=1/10 000 go <1/1
000); muoro peaxu (<1/10 000); ¢ veuspecTHa YecToTa (OT HANMYHWTE AAHHK HE MOXKE A3
OB/Ic HAMpaBeHa OLEHKA).

Cucremo-oprauet knac | Hexenana peakuns YecToTa
Hudekund u undectauuu | Bropuunu undexunn Heuectu

C HeH3BeCTHA YecToTa
C HEHM3BECTHA YECTOTA

DoAHKYINT

Hapywenust Ha umynHara | MMyHocynpecus (cucteMeH edekt)
cHcTeMa

Hapywenus Ha
€HAOKPHHHATA cHCTEMAa

[ToTHckade da dyHKUMATA HA OCTA C HEH3IBECTHA YECTOTa
XunoTanamyc-xHnoduza-HaadsopeuHn
HIe3H

Cuuapoum Ha Cushing (cucteMen edekr)

XunepriukeMus (cucteMeH edekr)

C HeH3BECTHZ YECTOTA
C geH3BeCTHA YeLeToTa

Hapywmenus Ha

MeTaGonH3IMa U
XpaHeHeTo

Hapywenus Ha ounre

3aMBrIeHo 3peHue

Hevectn

Karapakra

C HeW3BeCTHA YECTOTA

['nayxoma

C HeH3BeCTHA YecTOoTAa

Cn10BH HapyLIeHHS

XunepToHus (CHcTEeMEH edexT)

C HEM3BECTHA YECTOTa

Hapyuwenus Ha koxara u
NOAKOMHHATA ThKaH

ATpodus Ha KOKaTa Heuectn
Tenecanruekrasuu Heuectn
Xuneprpuxosa Penku

AKHe C HEM3BECTHA YECTOTA
Anoneuus C ”Hen3BEeCTHA YeCcTOoTa
KOHTaKTEH JEpMaTHT CH grga, oTa
Cyxa koxa CIoT

PubaymHa eksema

Vceware 3a napeHe no KOXKara

HRH&GTOTH

[lepHopaneH AepMaTHT
Tpypuryc ‘C‘»’;wuaémﬁm aecTaza
“'t i //
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JernurMeHTanua Ha Koxara, C Heu3BecTHa YecToTa
ofe3lBeTABAHE HA KOXKaTa
Crepona-HHAYLUHpaHa nypoypa C HeU3BECTHA 4ecToTa
CTpuH Ha KoXarta C HeH3BECTHA 4eCTOTA
ATpodus Ha NOAKOKHATA ThKAH C HeH3BECTHA 4eCTOTA
PasapasHenue C HEM3BECTHA YECTOTA
Vprukapus C HeH3BeCTHa YecToTa
MakynonanynapeH o0pHB C Hen3BeCTHA YECTOTA
3aabLpi#aHe Ha CMHTEAHHA PacTex C HEH3BECTHA YECTOTA
OG60CTpAHE HA CHLIECTBYBALLM JIE3HH C HEH3BECTHA YecToTa

Hapyurenus va 3abapane Ha pacTexa (CHCcTeMHa HexkenaHa | C HeM3BecTHA YecTOTa

MYCKYJIHO-CKENEeTHATA peakuus Ha GpayoOUMHOAOHOB ALUETOHH,

CHCTEMA H THITHYHA 33 KOPTHKOCTEPOHAUTE)

CHEAUHHTENTHATA TEKAH

Hapywenns Ha Imokozypus C HeH3BECTHA Y4eCTOTa

6bOpeLHTe H NUKOUHHTE

MBTHLIA

OGUIH HApYLUEHHA U Orok (cucTeMeH edekT) C HenzeecTHa ueCcTOTA

e(eKTH Ha MACTOTO Ha

NPUICKEHHE

B pesyarar na abcopbuusaTa Ha HAKOW aKTHBHH BELLECTBA B KPBBTA MOTAT [1a CE TPOABST H
CHCTEMHH HEXENAHH peakLMH, XapaKTepHH (uyOLMHONOHOB ALIETOHHI.

Cuno0iriaBaHe Ha HOJ03HPAHK HEXKENAHN DEAKLHH

CrobiiaBaHeTo Ha NOJIO3MPAHH HEXENAHH PEAKUHH Cllell pa3peluaBaHe 3a yrotpeda Ha
AECKAPCTBEHHS MPOAYKT € BaskHO. ToBa no3eonsBa Aa NpoIbikH HabNIoAeHHETO Ha
CBOTHOLLEHHETO M013a/PHCK 33 JeKAPCTBEHHS NPOLYKT. OT MEIMUMHCKHTE CNELHMATHCTH Ce
H3HCKRa Jia choOLIABAT BCAKA MOA03MPAHA HEXKETaHa PeakLiHa upes:

HsnbanMTenHa areHUMA MO IeKapcTBaTa

ya. ,,Jdamsas Ipyes™ Ne 8

1303 Codua

Ten.: +359 2 8903417

yeOcaiir: www.bda.bg

4.9. IIpeaosnpane

[IpoABLIDKUTENHOTO NPUITOKEHHE BHPXY [OJIEMH KOXKHH [TOBPXHOCTH MOKe /18 AOREIE 10
nosBa HA CHMITTOMM Ha Mpefo3HpaHe, MoA GopMaTa Ha HHTEH3UBHU HEXKETAHH JIEKapCTBEHH
PeaKUHH KaTo OTOK, XHIEPTOHHS, XHNEPIAYKEMHA, HAMATIEH MIMYHUTET M B TEXKKHM CITy4YaH
cunpoM Ha Cushing. B Takuea ciayuau Tepanuarta ¢ OayUuHap Ma3s MOCTENEHHO Ce
MPEKPATARA HIIK Ce 3aMEHA C APYT Mo-cnal FTOKOKOPTHKOCTEPOU.

5. PAPMAKOQJIOTHYHH CBOMCTBA

5.1. ®apMakoAHHAMHYHH CBOHCTBA
(apmakoTepaneBTHUHA rpyNa: KOPTUKOCTEPOUIHN, MOLLHH
ATC koa: DO7ACO4

DPryoyunoaoH08 ayemonud € MOLLIEH CHHTETHYMH MTIOKOKOPTUKOCTEPOMSL
TOKaJTHO TIPUIIOKEHKE BbpXy Koxkata. [Ipunarad nox ¢popmata Ha Mas ¢ K
0,025%, oka3Ba MoLIEH MPOTHBOBBIMATHTENECH, MPOTHBOCHPOEXKEH U ChA
DAyOLUHMHONOHOB aLETOHY]] NOKa3Ba THINeGhHIHH CBOHCTRA H ¢e abcopOupy



oprauusma. [punaraneto Ha 2 g Mas Moxke Aa J0Be€ 20 HAMANABAHE CEKPELMATA HA
a/peHOKOPTHKOTPONHKMA XOPMOH OT XMIodH3aTa upe3 NOTHCKaHe Ha Haa0b0peuHo-
XunodgH3HaTa oc.

5.2. @apmMaKoKHHeTHYHH CBOHCcTRA

Abcopbums
ABcopOumsata Ha hyOUHHONOHOB ALETOHH MPE3 KOXKATA Ce HHTEH3HMHLMpa clef

nmpuiaraHe BbpXy HEXKHa KOXa, B 00J1aCTTa Ha KOXKHHTE bHKH, Ha THUETO, BBPXY KOMKA C
HAPYILEH ENUTEN HIIH KOXa, YBPEACHA OT BB3NATMTE/eH npoLec. IIpUIaraHeTo noa
OKJIy3HBHA NIPCBPB3Ka, NMPH KOETO C€ YBENMYABA TEMIEPATYPATA M BIAKHOCTTA Ha KOXKAaTa,
CBLUO BOJAM A0 HHTEH3HBHA abcopOLHA Ha (pNyOlLIHHONOHOB aueTonHa. AGcopbumara ce
YB&JIM4ABA NPH HECTO NPUIOKEHHUE WK MPH HAHACAHE BBPXY T'OJIEMU NOBBPXHOCTH.
AGcopbuusaTa nMpes KOXKATa € NO-HHTEH3HBHA MPH MJIAIH, OTKONKOTO MPH Bb3PacTHH
MAaLUEeHTH.

buorpancdopmaitug v eTHMHHHpaHE

(DJ'[)/OU.HHOJ'IOHOB aueTOHWA NeCHO ITPOHHKBA Npe3 KOPHEATHHA MNacT HAa KOXKaTa, KeAETO Ce
HATPYIBA, HAMHYHETO MY CE€ TOKa3Ba H |5 JHH ciea nokanHo npunomkenue, Ciena
abcopOumara, ce merabonuanpa rnaeHo B uepHHs 1pob. OTiaens ce B ypuHaTa U NO-MaIKo B
*KTBUKATA — ITABHO MoJl JOpMaTa HA CheHHEHHS ¢ INIIOKYPOHOBATA KHCE/HHA H ManKa 4acT
B HENpoMeHeHa GopMa.

5.3.IIpeakuHHuHn JauHH 3a GesonacHocT

Ocmpa mokcuuHocm

Dy OLUMHOMOHOB aLIETOHK]L € NPeHA3HAYEH 3a TOKATHO NPUJIOKEHHE, 3aTOBA TOKCHHHOCTTA
[pH NEPOPATHO M NAPEHTEPATTHO MPHIOKEHHE HE ca H3cTeaBaHn. Moxe Ja ce npHeme, ue
TOKCHYHOCTTA Ha GAYOLMHOIOHOB AlIETOHHA HE CE Pa3iiM4aBa ChILUECTBEHO OT Ta3H Ha
APYTHTE GIyOPHPaHH MIOKOKOPTHKOCTEPOHIH.

Mymazennocm

He ca npoBexaanK nNpoy4BaHHA HA MYTAreHHOTO NeficTBue Ha (iyOLMHONIOHOB alleTOHU,
HO APYTH MIOKOKOPTHKOCTEPOH/IH ¢ NoA06HA XHMHYHA CTPYKTYpA ¢a H3C/IeIBaHH 3a
MYTar¢HHH CBoHcTBa. PUTyOLIMHOIOHOB NPOMHOHAT HE € MOKa3al MyTAreHHH eeKTH IpH
TeCT Ha Ames, NpoBefeH ¢ E. coli, py TecT 3a reHHa KOHBEPCHS TIPOBEIEH CBC S, cerevisiae
H MPH TECT 33 MYTAreHHOCT, NPOBEAEH ¢ KNETKH OT AHYHUK HAa KuTaficku xamerep. He e
yCTaHOBEH MyTareHeH eeKT 3a GyTHKA30H NIPH in Vitro TIPOYHBAHMSA ¢ YOBELIKH
MUM(OLIHTH, HE € YCTAHOBEH M KIACTOreHeH eheKT NPy MUKPOAAPEH TECT C MULIKH.
[TpoyuBaHus ¢ XHAPOKOPTHUIOH M NPEAHU3ONOH CBLIO He MOKa3B8aT MYTATEHHH CBONCTBA.

Kanuepocennocm
Hama nanum, e nokanHoTo npuiaraHe Ha KTIOKOKOPTHKOCTEPOHAH GNaronpusTeTBa
Pa3sBHTHETO Ha PaK HA KOYKATA MPH XOpa.

Bauanue evpxy pepmusumema

BJiMAHKETO HA (UTYOUHMHONOHOB aLETOHUA BhPXY (QEpPTHIINTETA HE € M3CIEABAHO, HO TAKHBA
eeKTH ca oTOENA3aHH NPU APYTUTE MIIOKOKOPTHKOCTEPOH/IH.
6. PAPMAIIEBTHYHU JTAHHHA

6.1. CHHCBbK HA NOMONIHHTE BellecTEA

[MpofruneHrIHKON




JIMMOHEHA KHCENTHHA, MOHOXHApAT
Jlanonun
[Mapatun, 6an mek

6.2. HecbBMecTHMOCTH
Ha He ce npunara eTHOBPEMEHHO € APYTH NOKANHH TEKAPCTBEHH MPOAYKTH, 0COGEHO ¢
LUHHKOBA Ma3.

6.3. Cpox ua roauoer

3 roauHH
Cpok Ha roHOCT ¢Jle]] MBPBO OTBAPSHE Ha ONAKOBKATA - 30 AHH.

6.4, Cnienua/HH y¢/10BHA HA CHXPAHEHKE
Ha ce coxpansea nox 25°C.
6.5. Bua n cpabLpiKAHNE HA OMAKOBKATA

Jlakupata oTBETPe MeMOpaHHa anymuHHeBa TyOuuka, ¢ HDPE kanadka Ha BUHT, CLOBbpkKAlIa
15 g Ma3. TyGuukuTe ca NaKeTHPaHH B HHAWBHIYATHH KAPTOHEHH KYTHHKH ¢ BCHUKH
HEOOXOAMMHK O3HAYEHHA, 3a€/THO ¢ JIHCTOBKA 32 MALHEHTA,

6.6. Cnennainy npeanaiuy MepKH NPH A3XBLPAARE # paboTa

[MauneHTsT TPaGBa Aa 3Hae:

o JlekapcTBEHHAT NPOAYKT C& NPUIIAra Camo 10 JIEKAPCKO MPEANHCAHHE M CAMO OT
NAIMEHTA, Ha KOTOTO € MIPEANHCaH.

* [laumenTst TpaGBa na uHdOpMIPa Nekaps 3a BCUUKK HEXKENAHH TEKAPCTREHU PEaKLIMH,
BB3HHKHAJIH T10 BPEME Ha NeUeHHeTo ¢ MayLHHAp Ma3.

7. HPUTEXATEJI HA PABPEHIEHHUETO 3A YIIOTPEBA

Bausch Health Ireland Limited
3013 Lake Drive

Citywest Business Campus
Dublin 24, D24PPT3
Hpnanaus

8. HOMEFR(A) HA PASPEIIEHUETO 3A YIIOTPEGA
Per. Ne: 9900342

9. 1ATA HA ITbPBO PA3PEITABAHE/TIOJAHOBSIBAHE HA PASPELIEHHETO
3A YIIOTPEBA

Jata Ha nbpBo paspewasane: 02.11.1999
Hata Ha nocneaHo nogHoeasaxe: 21.04.2011

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA




