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1. UME HA JEKAPCTBEHHA INPOAYKT ; KJBIMIKE XaPAKIMEPLEMUKE Ha NPOGYAME - [TOUADKEHUS 1
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2. KAUECTBEH H KOJHYECTBEH ChCTAB izl . I

1ml or ounna pastBop cCbABpXka 0,5 mg TETPaXHAPO3OJIHHOB XHIAPOXIOPHI
(tetrahydrozoline hydrochloride).

3a TEIHHA CIHCHK Ha TIOMOLIHHUTE BEleCTBa, BHK TO4YKa 6.1.

3. IEKAPCTBEHA ®OPMA

Ouen pa3sTBOp.

bucTsp, 6e31BeTeH pa3TBOP.

4. KTHHMYIHA JAHHH

4.1 TepaneBTHYHH NOKA3AHAS

OcurypsaBa BpeMeHHO 00eKuUeHUE Ha:

XurniepeMHs (3aUepeaABaHe) HA OKOTO B CNIE[ICTBHE Ha JIeKu ApasHEHHA H
AJIEPrUticH KOHIOHKTHBMT.

4.2 Ho3npoBKA H HAYHH HA ONPHJICKEHHE

Bu3pacTHH H Aena HaJ 6 roaHMA:
[Ipinara ce B 33CerHaToTO OKO (09H) €IHa, ABe KAIIKH OT pa3TBopa A0 4 MBTH AHEBHO.

Hena moa 6 roaunn: ' o | —
[IpunokeHHETO Ha pasTBOpa MpH Aella NMOA 6 roguHH TpA6BA Na € NOA JIEKAPCKO

HaOmoacHue,

Haunn Ha npuaoKeHHne
3a O4yHO NMPHIOKEHHE,

4.3 IIpoTHBONOKAZAHHAN

¢ Tlpn naimeHTH C H3BECTHA CBPBXYYBCTBHTE/IHOCT KbM AKTHBHOTO BE
OT NMOMOIIHHUTE BELIECTRA.

¢ Jla He ce U3MOI3Ba NPH NAIKCHTH ¢ TACHOBI'B/IHA IVIAYKOMA

¢ Jla He ce M3MON3BAa NpPH NAIMECHTH IOA 2-TOAMIIHA BB3PacT.

VISINE 0,5 mg/ml eye drops, solution | gPaspeweHus NA é/ /7 i/ /7 /é 5 5:1 é;?)



4.4 Cnenua/Hg npeAynpe;KAeHHsa H NPeANa3HA MEPKH IpH ynorpeba

AKo cMMIOTOMHTEe He ca ce nogobpwin no 48 uaca, ymorpebara Ha mponykra TpsGBa na ce
NpEeyCTAHOBH M Ja Ce HANpPaBH KOHCYIATAUMA C MEQUIHHCKH CIIeHMAIMCT.AKO NAUHEHTHT
u3nuTBa O0NKa B OUMTE, NPOMEHH B 3PEHHETO, NMPOIB/LKHTEIHO 32UepBABaHE HIIH JApasHeHe HA
OYHTE, WIH aKO CHCTOAHHETO MY CE€ BIIOLIH, WIH IPOAB/DKaBa, HIH C¢ TOABAT HOBH CHMITTOMH,
ynorpebara Tpadea a ce MpEYCTAHOBH M [a ¢ KOHCYJITHpa ¢ nekap. Ilpu H3monssaHe Ha TO3H
IPOAYKT, 3¢HULIHTE MOI'AT BPEMEHHO [1a € Pa3IMpsiT.

[IpexanenaTa WAH NPOXWDKHTENHA YOTpeOa HA TO3H MPOAYKT MOXKE Aa AOBEAC /10 3HAYHTEIIHO
3a4epBABAHE HA OKOTO.

[Ipenu ga ce H3NoN3ea TO3H NMPOAYKT, KOHTAKTHHTE Jiemy TpAOBa Aa ce CBaJIAT,

3a ga ce wu3berne 3aMBpciBaHe, BBHPXBT Ha KOHTelHepa Ja He Ce JAOMHpa [0 HHKaKBa
nopppxHocT. Kanaukara na ce nocraeu caen ynorpeba. Jla He ce v3NON3Ba, ako pasrBOphT €
NPOMEHHIT LIBETA CH MIIH CTAHE MBTEH.

4.5 BaanmoaelicTBES ¢ APYrH JIEKAPCTBEHH NPOAYKTH H APYTH GOPME HA BIaHMoOAelicTBHE

He ca M3BECTHH 3HAYMMH B3AMMOACHCTBHA C PYTH JekapcTea. IIpenoprunrenHa € KOHCY ITalHs
C Nekap npenH ynorpebara ¢ APYTH IEKAPCTBA 33 OYH.

4.6 ®epTHANTET, OpeMeHROCT H KhPMeHe

Hama poctaTeuHo H foOpe KOHTPONHPAHH NPOYUBAaHHA 32 TETPA3OJIHH NPH OPEMEHHH XKEHM HIH
KBhpPMAYKH.

He e m3gecTHO Aamm TeTpa3oJUH WIH HEroBuTe MeTabOIHTH cé eKCKPETHPAT B YOBEIIKOTO
MJISKO.

To3u npomykr He TpaOBa Aa C€ M3MOJI3BA MO BpeMe Ha OpeMEHHOCT HIH KBPMEHE, OCBEH ako
MOTEHIHANHATA TTO13a OT JIeYSHHETO 32 MalikaTa HaABHINABAa BE3MOXKHHTE PHCKOBE 32
PA3BHTHETO HA IUIOAA HIM KBPMEHOTO Oche. IlpenophudrenHA € KOHCYNTAIMA C JIEKAp MpeaH
NPHIOKEHHETO NMPH OpeMeHHH HWIH KbpPMEIH XKEHH.

4.7 EdexTn BRPXY cBocoGHOCTTA 32 ModHEpaRe B paboTa ¢ MAMUHH

HPHJ'IEI‘B.HB'I‘O Ha KallkH 33 04y MOXXC 1a NpeaH3BHKa BPECMCHHO 3aMBIIABAHC HA 3pCHHETO.

- —

4.8 Hexenlanu peaknus

JaHHH OT KMHHMUHH M3NHTBAHUA
be3onacHOCTTa Ha TETPa30/IMH OT AAHHH OT KIHHHYHH NPOYYBAHKA C¢ OCHOBABa Ha JaHHH OT
S wnaanwm npoyusanvn (Skilling et al 2005, 0152-8/72, A3581001, TMC-C-3 1 TMC-C-2) 3a

JICHCHHC Ha Bh3NAJICHHEC HA OKOTO.

Tabnuua 1 BmouBa HexenaHH CHOUTHA, KOMTO Ca ce CIYYMIH H ¢e ChoOIIaBa MmoBe4e oT ¢AHO
chbOHTHE, a YSCTOTaTA € TTO-TroJAMa OT IUlaLe6o | npH noseye oT 1% HIK noBeYe




Tabmuna 1. HP, crofumietv o1 > 1% nauuesTy, AeKyBaHH ¢ TETPA3ONMH, B pAHAOMHI3HPANN
mIane6o-KOHTPOMHPAHH KITHHHYHH TIPOYYBaHUsA ¢ ¢AWHHYHA 033

CHCTeMO-OpraHeH Kiac Terpasonnu 0,05% [Inanebo
ITpeanourraH TEPMUH Emsmirara noza (N=269) (N=196)
% (YectoTa) % (YecToTa)
| Hapymennsa Ha ouure
Hpaznene Ha oante (Gosxka, 3,7 (decTH) 1,5 (vectH)
CMB/ICHE, NapeHe) o | _
| 3puTennH yBpeKAaHus 1,1 (vectn) 1,0 (qecTn)

gg@ OT NOCTMAPDKCTHHI'OBH NPOYUIBAHWA

Hexxenanure peakuMH MO BpeMe Ha TNOCTMApPKETHHINOBUTE IPOYYBAHHA ¢ TETPA3OJMH Ca
BKmoveHH B Tabnuna 2. TAXHATA YeCTOTa € NPe/ICTABSHA, KAKTO CIICABA:

Mnoro gecty (>1/10); wectu (>1/100, <1/10); nevects (>1/1 000, <1/100); peaxn (>1/10 000,
<1/1 000); ms0ro peaku (<1/10 000); ¢ Heu3BecTHa YecTOTa (OT HATHYHHUTE JAHHH HE MOXeE A4
OBbae HanpaBeHA OI[CHKA).

Tabmuua 2. Hexenanw peakiuu, ¢s001IEHH MO BpeMe Ha MOCTMAPKETHHIOBUTS MPOYYBAHHA ¢
TETPa30JIHH IO YSCTOTA, OLICHESHA 10 BPEME Ha KNHHHYHHA WIH €NHAEMHONAOTWHHH POYIBaHHA:

Yecrora HexxenaHa peaxums
Hapymenus Ha OMHTE

He ¢ u3pecTHO Y BenHUueHa JaKPHMAILTHL
He e u3pectHO MmuzapHasa

O6mu mapynienns H efekTH HA MACTOTO HA NPAJIOXKEHHE
He e mBecTHO Peakiu Ha MACTOTO Ha [PHIOXKECHHE

(BUIOMHTENHO OYHO WIH IePHOKYIapHO
napeHe, epUTeMa, ApasHeHe, OTOK, Golka H

cepbex)

CrolilasaHe Ha NONOZMPAHN HEKEAAHN PeaKUHH
Cro0maBaHero Ha MOAO3HpAaHH HEXENaHH peaKklMH CJief] pa3pellaBaHe 3a ynoTpeba Ha

NEKAPCTREHUA [OPOAYKT € BakHO. Tosa TnoO3wOAZBA A8 NPOABMKYM HAOMOAEHWETO HAa
CHOTHOLLEHHETO TION3a/PHCK 33 JIeKapcTBeHHA Npoaykr. OT MeAHUMHCKHTE CHELHAMHCTH Ce
M3UCKBa Ja ¢HoOLIaBaT BCAKA MOJO3HPAHA HEXENaHA peaKiMs 1pes HAIHOHATHATA CHCTEMA 3a
cbo0LiaBane B:

MamenHurenHa areHUHA 1O Jekaperara

yA. ,,Jlaman ['pyes” Ne 8

1303 Codpus

Ten.: +359 2 8903417

yeOcaiir: www.bda.bg

4.9 Ilpeno3npane p Q}PEEHUMH NN
Cnen myckate Ha nasapa He ca HaeHTHOUIMpann HP, cebp3anu ¢ IpenoyApgHE, Bhs-BdLoR
nperniefia Ha JaHHUTe 3a 6e30MacHOCT. YR {;:}‘%F‘_; 3
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CuMITOMM Ha npefo3upaHe He €4 BEPOSTHH NMPH OPTAIMONIOTHYHO NIPHIOXKEHHE; BBIPEKH TOBA,
ako Ob/ie MOTBIIHAT, TETPA3OAHH MOMKE 1A MPUYHHUA CEPHO3HH HEXE/IaHH pPeaKLiHH.

Or 1985 r. no 2012 r., AMepHKAHCKA areHi{usa 3a Xpanuwre ¥ jnekapcreata (Food and Drug
Agency, FDA) e wunentHduumpana 96 cayuas Ha ciydaliHO TNONIBIaHE HA TIPOAYKTH,
CBHABPKALIH TETPA3OMHH, OKCHMETA30IHH HIH Hada3oMHH OT MAJIKH 1A Ha BE3pacT oT 1 Mecelr
00 5 rogunm. Ilernecer ¥ Tpu ciyyas ca CHOOIMIEHH 3a XOCAMTANIH3AIMA HOpajgH CHMIITOMH
BKIIOMBAIIM TafcHE, MOBpblilaHe, OTIYCHATOCT, TAXMKAPAHA, HAMAICHO AHUIaHe, GpaaHKapaud,
XHIIOTOHHSA, Celauis, CHHIHBOCT, MEAPHA33, CTYNIOP, XMIIOTEPMHA, JIMTABEHE H KOMA.

Jla ce chXpaHsABa Ha MSCTO, HEAOCTHIHO 33 Aena. AKO ce MOrkIHe, [a Ce NOoTHPCH He3abaBHO
NeKapcKa MoMOotI.

5. DPAPMAKOJIOTHYHH CBOHCTBA
5.1 PapMaxkosHHAMHYHH CBONCTBA

dapmakoTepaneBTHYHA rpyna; AJa-CHMIMATHKOMHMETHK OT K1ac HMHa30.TH
ATC xon: SO1GA 02

Terpaxnapo3oauH € CHMIIATHKOMMMETHYHO CpEACTRO, NMPHHAMIEKAIO KbM HMHAA30JHHOBATA
rpyna AeKOHreCTaHTH. ToH JAHPEKTHO CTHMY/NMHpa anda-aJpeHCPrHIHHTE pEUenToOpH Ha
CHMIIATHKOBATA HEPBHA CHMCTEMAa ¢ MANBK WIH HHKAKBEB edeKT BbpXy Oera-anpeHeprHuHuUTE
peuenropd. Koraro ce mpumiara JOKaIHO BbPXY JIUCABHLATA HAa KOHIOHKTHBATa, TOH OKa3Ba
BPCMEHEH Ba3OKOHCTPHKTHBEH €(PEKT BhpXY MAJIKHTE KPBBOHOCHH CHIIOBE, KaTO M0 TO3H HAYHH
ofneKyaBa Ba30AHNATALIMATA HA KOHIOHKTHBATA M OTOKA.

5.2 GapmakoKHHETHYHH CBONCTBA

B enxo xnuHu4HO H3nuTRaHe Ha 10 3apaBu no6poBonLy TeTpaxHAPO30MHHOBH KOHLEHTPALHH Ce
OTKPHBAT KAKTO B C¢epyma, TAKA M B YpPHMHATa cJe]l TepaneBTHYHO IIPHIOKEHHEe B OKOTO.
CpenHuaT cepyMeH MOJYKHBOT Ha TETPaXMOPO30NHH € npuommsurenHo 6 h. CucremHara
abcopbiua BapHpa npH OTAENHHUTE HWHAHMBHAM, KATO MAKCHMAIHHTE CePYMHH KOHLICHTPALMH
BapHpar ot 0,068 no 0,380 ng/ml. Cnen 24 h BcHuky nauHeHTH HMaT H3IMEPHMH KOHLICHTPALIHH

Ha TeTPAXHUAPO30/IHH B YpPUHATA.

5.3 IIpeaxnAEAYAE JAEHH 32 0e30NACHOCT

Hama HanugHKM HeKNHHUYHH JAHHH HAMEPEHM B JIHTEPaTypara.

O6o0menne: Hama npenkiMHMYIHE OAHHH OT 3HAYEHHWe 3a NPESANHCBAIHA, KOHTO Ja ¢a B
NOMbJIHEHHE KBM BeYe BKIIOUCHUTE.

6. PAPMAINIEBTHYHH JTAHHH

6.1 CnHehk HA IOMOIMBATE BEHIECTRA

Hatpues xnopua
bopHa xucenuna

JuHaTpHeB exerar
bensankonues xnopua

Harpues Gopar
ITpeuncrena Boaa.




6.2 HecLBMEeCTHMOCTH

TpsabOea xa ce 36Arsa AUPEKTEH KOHTAKT ¢ KOHTAKTHH JICHIM.
ITomomHoTO BewlecTBo GEH3ANKOHHEB XJIOPHA MOXKE Aa 00e3UBETH KOHTAKTHHUTE JEIMH. 3aToBa
KOHTAKTHHUTE JielH TpAOBa Na ce MAXHAT NMpean ynoTpedara Ha KAKUTE 33 OUH.

6.3 Cpok Ha roamocT

3 roaunn

-y - -

6.4 Cnenuanan ycJ10BHS HA CHXPAHEHHE

Hama coeumanHH yCnoBHA HA ChXPAHEHHE.
[leproa 3a H3nON3BaHe CAEH ITEPBO OTBApAHE Ha OyTHIKAaTa — 4 CeAMHIIH.
Jla ce cexpanaBa Ha MACTO, HEZOCTBITHO 34 AeLA.

6.5 Baa B cxabpAkanne HA OMAKOBKATA B NPHIOKEHHE

LDPE 6ytunka ot 15 ml, ¢ LDPE ammHkaTop - KankoMep # BUHTOBA Kanadka.
Axo OyTHaKaTa e ¢ Kana4ka, 3alUTeHA OT Jela: 3a jJa ce OTBOPH Kanaukara, TpsaOea na ce
HATHCHE M 3aBLPTH B OCOKA 00paTHA HA YaCOBHMKOBATA CTPENKA. 3a /1a C¢ 3aTBOPH Kanaykara,
Tpa6Ba fa c¢ 3aBBPTH A0 Kpad N0 YaCOBHUKOBATA CTPE/IKA. '

3a ga ce m30erHe 3aMppcABaHe, He JOMHpaliTe BhPXa Ha KOHTEHHEpa 0 HUKAKBA MOBBPXHOCT.
3apuliTe IWIBTHO. KANAYKATA caef ynotpeba. PasTROpsT TpabHBa-Aa-Ce- MAXBBPIIH, aKO IIPOMEHH

LIBETA CH HJIH ¢TaHe METEH. e e
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7. MPHTEXATEJ HA PASPEINIEHHUETO 3A YIIOTPEBA
McNeil Healthcare (Ireland) Litd.

Airton Road, Tallaght
Dublin 24

Hpnanpus
8. HOMEP HA PAIPEIIEHHETO 3A YIIOTPEBA

20011256

9. JATA HA ITHPBO PA3PEIIABAHETIOAHOBABAHE HA PA3PEINIEHUETO 3A
YIHOTPEBA

Hara Ha mepeo pa3zpemasaHe: 27 Jlexkemspu 2001
[Tocnearo moAHOBABaHE Ha paspellenreTo 3a ynorpeba: 02 Gespyapu 2012

10. JATA HA AKTYAJIM3APAHE HA TEKCTA

05/2018



