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1. AME HA JIEKAPCTBEHUS IIPOAYKT g0 eriifs=s

BU3HH 0,5 mg/ml xankw 3a 04, pa3TBop
VISINE 0,5 mg/ml eye drops, solution

2. KAYECTBEH 4 KOJIMYECTBEH CHhCTAB

Iml or ouynua pa3tBop ceabpka 0,5 mg TETPaxXUAPO3OTHHOB XHIPOXJIOPH]
(tetrahydrozoline hydrochloride).

3a MBIHUSA CIHCHK HAa MOMOLIHHTE BEIIECTBA, B To4YKa 6.1.

3. JEKAPCTBEHA ®OPMA

OueH pazTBOp.

buctsp, GesupeTen pasTop.

4. KIMHUYHU JAHHHA

4.1 TepaneBTHYHH NOKA3AHHHA

Ocurypssa BpeMeHHO 0DJIEKYEHHE Ha:

XHUnepemus (3aqepmmaﬂe) Ha OKOTO B ClI€ACTBHEC Ha JICKH Ipa3sHCHHA U
alepri4eH KOHIOHKTHBHT.

4.2 Jlo3HpoBKA H HAYHH HA NPHJIOKEHHE

Bun3pacTHH H fena Hag 6 rognHu:
[punara ce B 3acernaToTo oko (O4H) eHa, B¢ KalKH OT pa3TBopa M0 4 MbTH JHEBHO.

Jlena nox 6 roguum:

IIpunoxenneTo Ha pa3TBOpa Npu Jelia moA 6 rogwHu TpsOBa Ja e MOA JIeKapcKo
HabmoneHue.

Haunu Ha npriaoxenne

3a 0YHO NPHIIOKEHHE.

4.3 IllpornBonokazanus

e [lpu maupeHTH ¢ M3BECTHAa CBPBXYYBCTBHTETHOCT KBM AKTHBHOTO Be
OT MOMOII[HUTE BEIEeCTBA.
Jla He ce U3MO3Ba NPH NALMEHTH C TACHOBIBIHA INIAYKOMA
Jla He ce U3MO3Ba NPH NALMEHTH MO 2-TOAMIIIHA BB3PACT.



4.4 CnennaJHH npeaynpexIeHHs H NPeANa3sHA MEPKH NPH ynorpeda

AKo cHMMTOMHTE He ca ce noxobpwin no 48 yaca, ynotpebara Ha mpoaykra TpaOBa jJa ce
OPEYCTAHOBH H [a C€ HalpaBH KOHCYJITALHA C MEQMUMHCKH CHELUHANUCT.AKO MNalHeHTHT
U3nMTBa OOJIKA B OYMTE, POMEHH B 3PEHHETO, MPOIB/DKHTEHO 3a4epBsBaHE HMIIH JPasHEHE Ha
OYMTE, HITH aKO ChCTOAHHETO MY C€ BJIOIUH, WIH NMPOAB/DKABA, HIIH C€ MOSBAT HOBH CHMIITOMH,
ynorpebara TpabBa Ja ce IpeyCTaHOBH H [a C€ KOHCY/THpa ¢ Jekap. [Ipu u3non3BaHe Ha TO3H
NPOOYKT, 3¢HHLMTE MOTaT BPEMEHHO J1a Ce Pa3IUHpAT.

Ilpexanenara win Npoab/DKHTENHA yroTpeOa Ha TO3H MPOAYKT MOXKE Ja JOBEJE A0 3HAYHTEITHO
3a4epBABaHE HA OKOTO.

Ipenu na ce u3nomn3ea TO3M MPOAYKT, KOHTAKTHHTE Neliy TpA6Ba J1a ce CBaJIAT.

3a na ce u3berHe 3aMBpcABaHe, BHPXHT HAa KOHTEHHEpa fJa He ce JOMMpa [0 HHKAKBa
noBbpxHocT. Kamaukara na ce nocraeu cnen ynorpeba. Jla He ce u3mon3Ba, ako pasTBOPBT €
TIPOMEHHJT L(BETA CH WM CTAHE MbTEH.

Ma He ce npunara npu neua noja 2 roJHHH, Thil KATO TOBA JIEKAPCTBO ChABPXka OOp U Moe Ja
yBpenu depTHauTeTa B Ob€lIE.

4.5 B3aumojelcTBHS ¢ APYTH JIEKAPCTBEeHH NPOAYKTH H APYrH OpMH Ha B3aAMoJeiicTBHE

He ca u3BecTHM 3Ha4MMH B3aUMOJEICTBHA C APYrH JieKkapcTea. [IpenopbyHTenHa € KOHCYITalus
C NieKap npeju ynorpebara ¢ Apyry 1eKapcTea 3a O4Yu.

4.6 ®epTuaHTET, GPEMEHHOCT H KbPMeHe

Hsma jlocTaThyHO 1 K06pe KOHTPOIMPAHH NPOYYBAHHSA 3a TETPA3OJIMH NPH GPEeMEHHH JKeHH HIIH
KBPMayKH.

He e uzBectHO JaJTh TETPA30JIHH HIIH HETOBHTE MeTaboJIHuTH ce €KCKpEeTHpaT B YOBELIKOTO
MJISKO.

To3u MNpOAYKT HE TPHGBa Ja ce HM3I0JI3Ba MO BpeME Ha 6peMeHHOCT HIH KbpPMEHE, OCBEH aKo
MOTEHIMAJIHATA [10/13a OT JICYEHHETO 3a MalKaTa HaJBUIIABA Bb3MO)KHHTE PHCKOBE 3a
pa3sBUTHETO Ha MioAa WK KepMeHoTo Oebe. [IpenopbuMTenHa e KOHCYTAlMA C J€Kap Npeau
TIPHJIOXKEHHETO NMPU OPEMEHHH HIH KbPMEILH JKEHH.

4.7 EdpexTn BBpXY ciocoGHOCTTA 32 modupane u pabora ¢ MANIHHH

HpPUIaI‘aHeTO Ha KallKH 3a OYH MOXE Ja NMpeJu3BHKa BpEeMEHHO 3aMbI/IABaHE HAa 3PCHHETO.

4.8 Hexes1aHH peakuHH

JlaHHH OT KIIMHHYHH H3MMTBaHHA
besomacHoCTTa Ha TETPA3OMHH OT AaHHH OT KJIMHHYHH MPOYYBaHHUA Ce OCHOBABA HA JaHHH OT

5 xnuHu4HK npoy4sanus (Skilling et al 2005, 0152-8/72, A3581001, TMC-C-3 u TMC-C-2) 3a
JIeYEeHHE Ha BB3MAIEHHE Ha OKOTO.

Tabnuua 1 BrTOYBa He}KeNaHH CHOMTHS, KOUTO Ca ce CITyYHIIH M ce Chobmasa
CBOMTHE, a YecToTaTa € MO-roNAMa OT IUianeGo U npu noseye ot 1% WK moBed:




Tabnuua 1. HP, ceobuienu ot >1% nanueHTH, JIeKyBaH# ¢ TETPA30JIMH, B PAHAOMH3HPAHH
M1aned0-KOHTPOIMPAaHH KIMHHYHH [IPOYYBAHHS ¢ €IMHHYHA 1034

CucreMo-opraHeH Kinac Terpazonux 0,05% [Mnamebo
[IpeanouuTan TepMHH Enunuuna noza (N=269) (N=196)

% (Yecrora) % (YectoTa)
Hapymenus Ha ounte
JpasHene Ha ouure (Oonka, 3,7 (uecTH) 1,5 (uectn)
CMBb/IEHe, MapeHe)
3pHTENHH YBpeXKIaHHSA 1,1 (gecTH) 1,0 (uecTH)

aHHH OT IOCTMApKETHHIOBU MPOYYBAHHS
Hexenanure pPeakuHH 10 BpEeME Ha IIOCTMAPKETHHIOBHTE IMPOYYBAHHA C TETPa30JIHH ca
BKmoYeHH B Tabnuua 2. Tsaxuarta yecToTa e npeacTaBeHa, KaKTo ClieBa:

Mmuoro gectu (>1/10); yectr (>1/100, <1/10); neuectu (>1/1 000, <1/100); peaxu (=1/10 000,
<1/1 000); maoro peaku (<1/10 000); ¢ Heu3BecTHa 4ecTOTA (OT HAJIMYHHTE JAHHH HE MOXKE Ja
Oblle HanpaBeHa OLIEHKA).

Tabnuua 2. Hexxenanu peakiuuu, choOLIEHH 10 BpeMe HA MMOCTMAPKETHHTOBHTE MpPOYHYBAHMS C
TETPa30JIMH [0 YECTOTA, OLIEHEHA 110 BpeMe Ha KIMHWYHH HIH eNHUAeMHOIOTHYHH MPOY4BaHHS:

YecroTa Hesxenana peakius

Hapymenns Ha ounTe
He e u3sectHO VBenuueHa JaKpUMaLysa
He e uzBectHo Mupapuasa

O6mu HapymieHHA H e(peKTH HA MACTOTO HA NPHJIOKEHHE

He e uzpecTHO Peakuuu Ha MACTOTO Ha MNpPUHIOKEHHE
(BKIIOYMTENHO OYHO MIH [EPHOKYJIApHO
napeHe, epuTeMa, Ipa3HeHe, OTOK, Ooika u
cepbex)

Cﬁoﬁmanaﬂe Ha NOJ03HPaHH HEXENAHH PeaAKIIMH

CobolmaBaHero Ha IMOJO3MPAHHM HEKENAHH peakiM Cliell paspeliaBaHe 3a ynotpeba Ha
JIEKapCTBEHMs MPOAYKT € BaxHo. ToBa MO3BOJISBA Ja TPOABDKH HaOMIONEHHETO Ha
CHOTHOIIEHHETO MOJ3a/PUCK 3a JIEKapCTBeHHS MPOAYKT. OT MEIMLMHCKHTE CTELMATHCTH Ce
M3MCKBa Ia ChOOIIABAT BCSKA MOJO3MpPAHA HEKEJIaHA peakuMs 4pe3 HAaLMOHAJIHATA CHCTeMa 3a
cboblaBaHe B:

HanbnHMTEIHA areHLus 110 eKapcTBaTa

yi. ,,Jlamsan I'pyes” Ne 8

1303 Codpus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg
4.9 Ilpenosupane

Cnen myckane Ha naszapa He ca uaeHTHHLMpani HP, cBbp3aHH ¢ Mpeao3up
nperieaa Ha JaHHUTe 3a 6e30MmacHoCT.




CHMITOMH Ha MpeJo3HpaHe He Ca BEPOATHH MpPH O(TAIMONOTHYHO NMPHIOKEHHE; BBIPEKH TOBA,
ako Objie MOrBIHAT, TETPA30JHH MOXKE J1a NPHYMHH CEPHO3HH HEXKENIAHH PeaKiHH.

Ot 1985 r. no 2012 r., Amepukancka areHuus 3a xpanurte u sekapcrearta (Food and Drug
Agency, FDA) e wunentuduumpana 96 cinyyas Ha cCioydailHO IOrJBLIAHE HA MPOAYKTH,
CBhABPIKALIN TETPA3OJIMH, OKCHMETa30/IHH WK Ha(a30/IuH OT MAJIKH Jlelia Ha BB3pacT oT | mecell
no 5 rogunu. Iletnecer u Tpu ciyyas ca ChOOLIEHM 33 XOCHUTAIM3ALMA MOpagd CHMIITOMH
BKJIIOYBAILM rajieHe, MOBpPbLIaHe, OTIYCHATOCT, TAXUKApHA, HAMAJICHO JuluaHe, OpaguKapaus,
XMIIOTOHHMS, CEAALIHA, CHHIIMBOCT, MHIPHAa3a, CTYIOp, XHIOTEPMHS, JIMTaBEHE H KOMA.

Jla ce cpxpaHsBa Ha MACTO, HEJIOCTBITHO 3a Jelia. AKO ce MOrb/JHe, a cé MOThPCH He3abaBHO
JIEKapCKa nmoMoll.

5. PAPMAKOJIOT'MYHHU CBOMCTBA
5.1 ®apmakoAHHAMHYHH CBOMCTBA

®apmakoTepaneBTHYHa rpymna: Anda-cMMNaTHKOMHMETHK OT KJIaC MMH/1a30J1H
ATC xon: SOIGA 02

Terpaxuapo3onuH € CHMNATHKOMHMETHYHO CPEJCTBO, NMPHHAUIEKAIO KbM HMHIA30]MHOBATA
rpyna AeKOHrecTaHtH. ToH IHMpeKTHO CcTHMy/aHpa anda-aApeHepryiyHUTe PELENTOpH Ha
CHMITATHKOBaTa HEPBHA CHCTEMAa C MaJbK WIM HHKaKbB e(ekT BbpXY OeTa-alpeHepruyHHUTE
peuentopu. Korato ce mpuwiara jokanHO BBpXYy JMraBHLIaTa Ha KOHIOHKTHMBATa, TOH OKa3Ba
BpPEMEHEH Ba30KOHCTPHKTHBEH e(eKT BbPXY MaJKUTEe KPBBOHOCHH CBJOBE, KaTO M0 TO3H HAYHH
obnexkyaBa Ba30MIATALMATA HA KOHIOHKTHBATA U OTOKA.

5.2 ®apmakoKHHETHYHH CBOHCTBA

B enno xmHMYHO M3nuTBaHe Ha 10 3apaBu 1OOPOBOILIM TETPAXHAPO30JIMHOBH KOHLIEHTPALMH Ce
OTKpHBaT KaKTO B CepyMa, Taka M B YpHHATa CJiel TEpPaneBTH4HO MNPHIOKEHHE B OKOTO.
CpeqHuAT cepyMeH MOMY>KMBOT Ha TeTpaXHApOo3oJuH e npubnusurenHo 6 h. Cucremnara
abcopbuus BapHpa NpH OTAETHHTE MHAMBHIM, KaTO MaKCHMAaHWTE CEPYMHH KOHUEHTpaLHH
Bapupar ot 0,068 no 0,380 ng/ml. Criex 24 h BCHUKH MalHEHTH WUMAT U3MEPHMH KOHLIEHTpPalliH
Ha TETPaxUIPO30JIHH B ypUHATA.

5.3 IlpeakIHHHYHHE JaHHH 32 6e30NaCHOCT

Hsama Hanu4HM HEKIIWHUYHM IaHHH HAMEPEHH B JIMTEpaTypara.
O6o6menne: Hama npeakIMHWYHM JAHHH OT 3HAYEHHE 3a MpPEAINUCBAIIMA, KOHTO 1a ca B
JOITBJIHEHHE KbM Be4e BKIFOUEHHTE.

6. PAPMAIIEBTHYHHU NAHHHA

6.1 CnucbK HA IOMOIIHATE BEMIECTBA
Hatpuer xnopun

bopna kucenuHa

Junatpuer enerar

beHzankoHHEB XJIOpH

Harpues 6opat
[Ipeuncrena Boaa.




6.2 HechBMecTHMOCTH

Topa nekapctBo chabpxka 0,1 mg GeHszankonuep Xiopua BeB Becekd ml. BeHsankoHueBHAT
Xjopua Moxe jga ce abcopOHpa OT MEKH KOHTAKTHHM JIEIH W MOXE Ja MPOMEHH LBEeTa Ha
KOHTaKTHHTe Jiemu. Tpabea na mpemaxHeTe KOHTAKTHHTE JIEUIH, Mpead [a H3MOJ3BaTe TOBA
JIEKapCTBO, W J1a I'H NocTaBuTe 00paTHO 15 MUHYTH cleq ToBa. BeH3aIKOHHEBHAT XJIOPHI MOXKe
CHLIO [a NMpeJM3BHKA Apa3HeHe Ha O4YMTe, 0COOEHO aKO HMaTe CyXH OYM WIH HapylleHHs Ha
poroBvuara (MPO3pavyHHUAT CJIOH B MpEJHATa 4YacT HAa OKOTO). AKO MOYYBCTBAaT€ HEHOPMAIHO
ycelllaHe 3a OYMTe, Y)XKHJIBaHe HIH Oosika B oudTe ciel yrmorpeba Ha TOBa JIEKapCTBO,
KOHCYNITHpaiiTe ce ¢ Bamms nekap.

6.3 Cpok Ha roanocr

3 roguHH

6.4 Cnenua/IHH YC/I0BHS Ha ChXpaHeHHe

Hsma cnennanHM ycIoBHS Ha ChbXpaHeHHe.

Ilepron 3a u3non3BaHe cjie]] MbPBO OTBapsiHe Ha OyTHIKaTa — 4 CeIMMULIH.

Ha ce chxpaHsaBa Ha MACTO, HEIOCTBITHO 3a AeLa.

6.5 Bua u chbaAbpKaHHE HA ONMAKOBKATA H NPHJIOKEHHE

LDPE 6ytunka ot 15 ml, ¢ LDPE annukatop - KankoMep H BHHTOBa Kanayka.
Ako OyTuikaTa € ¢ Kanauka, 3allMTeHa OT Aeua: 3a [Ja ce OTBOPM Kanaykara, TpsOBa na ce
HATHCHE W 3aBBPTH B N0COKa oOpaTHa Ha YaCOBHHMKOBATA CTPeJIKa. 3a /la Ce 3aTBOPH Kamadkara,
TpsA0Ba 1a ce 3aBBPTH JI0 Kpas 10 YaCOBHMKOBATa CTPEJIKA.

3a na ce usberne 3amMbpcsABaHe, He NOMHpaiiTe BbpXa HAa KOHTeHHepa /0 HUKAKBA MOBBPXHOCT.
3apuiiTe TUIBTHO KamaukaTa ciief yrnorpeba. PasrBopbT TpabBa na ce M3XBBPIH, aKO NMPOMEHH
LBETa CH WK CTAHe MBTEH.

7. IPUTEXATEJI HA PABPEINIEHUETO 3A YIIOTPEBA

McNeil Healthcare (Ireland) Ltd.

Airton Road, Tallaght

Dublin 24

Hpnangus

8. HOMEP HA PA3PEHIEHHETO 3A YIIOTPEBA

20011256

9. JATA HA ITbPBO PA3PEIIABAHE/MIOJHOBSBAHE HA PA3PEIIE
YIOTPEBA

Jara Ha mbpBo pasperuaBane: 27 Jlekemepu 2001 i
ITocnenno nogHOBsABaHE Ha paspelenHeTo 3a ynorpeba: 02 Gespyapu 2012 5




10. TATA HA AKTYAJIMU3UPAHE HA TEKCTA

11/2019




