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1. HME HA JEKAPCTBEHHSA ITIPOAYKT

CEHCHAJIYKC YHHME]] ®APMA 0,5 mg/ml xanka 3a 09H, pa3Tsop
SENSILUX UNIMED PHARMA 0,5 mg/ml eye drops, solution

2. KAYECTBEH H KOJTHYECTBEH CbCTAB
1 ml pa3TBOp CHABPXKA TETPH3ONMHOB XHAPOXNOPUA (fetryzoline hydrochloride) 0,5 mg.

3a s aHIA COUCHK HA HOMOINHHTE BenleCTBa BHKTE Touka 6.1,

3. JIEKAPCTBEHA ®OPMA

Kanxu 3a o4y, pasTBop
bucTpa, 3eNeHHKABO-XBITA TETHOCT 6€3 MEXaHHIHH TPHMECH.

4. KIUHAYHHU TAHHH
4.1 TepaneBTHYHA HOKAZAHHA

CEHCHJIVKC YHUMEJ ®APMA e nexapcTBeH NPOAYKT, KOHTO Ce€ H3MO/3Ba 2a JICYEHHE
HA CHMITOMH HAa KOHIOHKTHBAJIHA €E€Ma W XHMIEPEMHUA IPH MALHCHTU ¢ OYHO Jpa3HEHE,
JBIDKAINC CE HAa BITHP, paX, CBeTIMHA, OHM, XJIOpHpaHa BOJA, KO3METHIHY IMPOAYKTH IR
KOHTAKTHH JemH. ToH ce H3Non3Ba CBOIO 33 JEYCHHE HA ANCPrUYHO BB3NAIUTEIHH
CHMIITOMH, NPEAAIBHKAHK OT CBPBXIYBCTBHTENHOCT KbM MoOJicHH. Toli HaMansaBa 4yBCTBOTO
Ha MapeHe, Apa3neHe, chpbek, 60mKa u 3acHiIeHO ChI300TAEIIHE.

4.2 Jdo3npoBKa H HAYHH HA NPHJIOKEHHE

03UPORKA
Bv3pacmnu

B 3aBECHMOCT oT xapaktepa Ha 3alossBarero, Mo 1-2 kanku ot 2 10 3 OBTH JHEBHO B
KOHIOHKTHBAJIHATA TOpOHTKA.

TponBIDKATEIHOCTTA HA ICYCHNE ¢ MHAMBHAYAIHA, KaTO He CE IPENopbYBa Ja Tpae mo-AbiAro
oT 72 daca. 3a penopbUBaHE ¢ JIe4eHUETO /A ¢e CMpe MPH H34e3BAHE HA CHMITOMHUTE. Psiiko
IIPOAYKTHT MOXE /14 ce U3N0N3Ba 03 orpaHHYcHHE.

Ileduampuuna nonyrayus
Heya nao 7 z00unu
Ilpn HeobGxoauMoct o 1 xanka 1 10 2 IbTH JHEBHO B KOHIOHKTHBAIHATA TQ

4.3 IpornBonokazanun



CBpBXUyBCTBETETHOCT KM aKTHBHOTO BELICCTBO MM KM HAKOE OT NOMOIIHKTE BEIMECTRA,
H30poeHH B TOUKA 6.1

Ipr wundexuuosHo BL3namenwe (0T BHpyceH WM OakTepdaneH MPOH3XOA), CyX
KEPAaTOKOHIOHKTHBHAT, HAMANCHO CBII300TSIIAHE H 3aKPUTOBIBLIHA ITJayKOMa.

CEHCUIIVKC YHHME]JI ®APMA He TpsafBa za ce Npuiara mpM jenia moj 2 rogdmxa
BB3PACT.

[punaraseTo HAa MPOAYKTa IIpH AcUa MeXAY 2 K 7 TOMHHH, a CHIIO Taka H NIpH OpeMEHHH |
KbpMEIIM MakKku TpA0Ba fa cTaBa caMO MPH KATEroOpHIHa HEOOXOAUMOCT.

4.4 CpoenuajHM NpeaynpexacHEA H HpeINa3HA MePKH NPH yrnoTpeda

CEHCUJIYKC YHNME]] ®APMA T1pabea Jja ce nmpuara SHAMATENHO NPH DALKWEHTH CBC
CepHO3HH CBPACYHO-CHAO0BH 3abonsaBanus (RanpHMeEp, HapyIUEHHE Ha CHPACYHHS DUTHM,
HCxeMHYHa OonecT Ha CHPIETO, AaprepWalHa  XHNEPTOHHS, (eoXpomouuToMa), ¢
MeTabonuTHE JedexTd (HaupaMep auabeT, XHNEpTHPeOHA03a), TPH MAHEHTH, IPHEMAILH
HHXHOUTOPE Ha MOHOAMHHOOKCHAA3aTa (M A0 14 AHU ciell coMpaHe Ha IPHEMA HM, IOPaaH
yBeNMdeH PUCK OT NOBMINABaHE HA KPBHRHOTO HaJAraHe), a ChINO TdKa M HpH MAllHEHTH,
[IPHEMAIH JICKapCTBEBH NPOAYKTH, KOHTO MOIAT Ja NOBHINAT KPBBHOTO HAIATAaHE.
ITannenTsT TpabBa na Obae wHbOpMHMpaH, de TNPOAYKTHT € MOAXOIAN 33 JIEYCHHE Ha
YMEPEHO M3pa3eHO Jpa3sHEeHe HA OKOTO M aKO A0 2 JHH OONECTHHTE CHMITOMH HE Ce
noA00pAT, MM JOPH BJIOMAT, NPHIATaHETo Ha MPOAYKTa TPAOBa Ja ¢ NPEyCTaHOBH M 2 ce
HOTHPCH JIEKapcKa IOMOILL.

Ilo BpeMe Ha NpHNaraHeTo Ha NPOAYKTA HOCEHETO HA MEKH KOHTAKTHH Jiell ¢ 3a0paHeHo,
Thil KaTo GCH3ANKOHAEBAAT XJIOPUN MIPOHUKERA Npe3 TAX, OTACHA ce OT TIX 3a MPOABIDKHUTEIHO
BpeMe M MoXe Ja NpeAn3BHKa YBpeXKAaHe Ha KopHesTa. [Ipu BE3MOKHOCT, He TpsOBa na ce
HOCAT M TBHPAM KOHTAKTHH NeNlM, Haji-MankoTo Te TpabBa Ja ce CBANAT BHHArH MPCIX
MPHJIOKEHHETO Ha Ipenapara H /1a ce nocTaBaT 06paTHo Haii-paHo 20 MMHYTH clie/ TOBA.

4.5 DBsaEmopelicTBHE ¢ ApYrH JeKapcTBEHH UBPOAYKTH H JApyrm dopmu  Ha
B3aEMOAcHcTRHE

ExnonpemcHHaTa ynorpeGa Ha HHXHMOMTOpH Ha MOHOAMHHOOKCHJAAa3aTa  (HAKOH
AHTHACTIPECAHTH M AHTHUNAPKMHCOHOBH JICKAPCTBCHW MPOAYKTH) MOXKE Ja JAOBeAE A0
3acMJIBaHE Ha HAKOM aApPEHEPrHYHH PEaKLiH, [NIABHO IIOBKINABAHE HAa KPEBHOTO HAIATAHE,

4.6 deprRAETET, GPEMEHHOCT H KLPMeEHE

KonTponupanun u3cieiBaHus Ha JKWBOTHH M GpeMeHHM XeHH HE ¢a H3BeCTHH. B3 0OcHOBa Ha
TO3H (PaKT B BEB BPB3Ka ¢ BH3MOXKHHTE HeXKeIaHM CHCTEMHH PeakiMM, NPOAYKTHT MOXe da
ce M3M0/I3Ba IpK OpeMEBEH H KbPMEIIH JKeHH CaMO Bb3 OCHOBA HA BHHMATEJIHA NIPCHCHKA Ha
ChOTHOIIEANETO morsa/prck. HaMa AanHu OT npoyiBaHus 3a NPEMAHABAHETO HA IPOJYKTA B
MailIuHOTO MIAKO. CIen0BaTENnHO, TOH He ¢ MPeNophuRa [0 BpEME HA KbPMEHE.

4.7 EdexTn BLpxy cnocofBocTTa 32 modupaHe H padora ¢ MAMMHA
CEHCHUNYKC YHHUME]] ®APMA MHOTO pEIKO MOXE Ja TPUUHHE MHIDH

3peHHe. B TakuBa ciydan cnocoOHOCTTa 3a paboTta ¢ ManmuHy, pabora Ha
modupane me 66a¢ HapymeHa.

4.8 HexenaBu JekapcTBeNH peaxkmua



B cimy4au Ha npogsokuTenno npriarane Ha CEHCUITYKC YHUME]] ®APMA wmorar fa ce
HabmoaBaT peakTHBHA XWMEPEMHs, Npa3HeHe, BR3MalcHHe HA KOHIOHKTHBATA, CHpOEX H
napeHe Ha ounte. Pasiko Morat aa ce Habmoasar MEAPHA3a, HAPYIHEHO 3pCHUE HH PEaKIHA
Ha CBPBXIYBCTBUTEIHOCT.

TosiBaTa HAa CHCTEMHH HEXENaHH peakKmud, AbDKalM ce Ha Bb30yxaane Ha
CHMIATHKYCOBaTa HEPRHA CHCTeMa (ChpAeYHAa apHUTMHAA, XHOCPTOHHWA, HAapyDICHHE Ha
JAHIIAHETO, CBETOBBPTEXK, riapobomme, 6e3chHAE, HEPBHOCT H Jp.} € MHOTO piika U ¢
BE3MOXKHA INIABHO HENpaBuaHa ynorpeda win ynorpeba Ha MO-BHCOKH T03H.

CrobmaBane Ha II003MpaHy HexXeJaHu PCaKIH

CpobmaBaHeTo Ha NOA03HPAHH HEXENaHH PeakLHy CNel pa3pemiaBane 3a ynorpeba Ha
JIEKapCTBEHHS MPOAYKT € BakHO. ToBa MO3BOJIABA /12 POB/IKH HAOIIOAECHHETO Ha
CBHOTHOIIECHAETO NOM3a/PUCK 32 EKapCTBEHHAL MPOAYKT. OT METUIMHCKUTE CICIHAINACTH CO
H3HCKBA /1a ChOOMABAT BCAKA IOJO3MPaHa HeXeNaHa peakiys Ipe3:

HsnennuTenna areHnus No JexapeTpaTa

yi. ,,Jlaman ['pyer” Ne 8

1303 Codusn

Tem.: +35 928903417

yebcaiiT: www.bda.bg

4.9 Ilpepo3upane

Ilpa mema n0 2 ropdmHa BB3PACT PUCKHT OT MPEAO3HPAHE € MHOTO TONAM, OCOOCHO aKo
NIEKapCTBEHHUAT IPOAYKT Ce NOrbJHe HeBonHo. CHMIITOMHTE Ha NPEAO3UPAHE ca OT CTpaHa Ha
[ICHTPANHATa HEPBHA CHCTeMa (JICTAPrus, CHHNHBOCT WM Bb30yna), MPOMEHH B KPhBHOTO
HalraHe H TelleCHaTa TeMIeparypa, HeperylspHa chpiedna neliHoct, Opajuxapans u
NPOMEHH B CB3HAHHETO. AKO IIAIAEHTHT € B Ch3HAHNE, TPAOBA HIKYCTBCHO I C€ Mpein3Buka
TOBPBIIAaHE. AKO TOBA € HEBB3MOXKHO, CE TIPSHOPBHBA CTOMAIIHA npomueka. Hiama ussecTen
aHTU/IOT HAa TETPH3IOIHHA.

5. ®APMAKOQJIOTHYHM CBOHCTBA
5.1 @®apmakolHHAMHYHR CBOHCTBA

dapMakoTepaneBTHYHA rpyna; OdTaAIMONOTHYHE IpenapaTd
ATC xoz: SO1GAOQ2 (tetryzoline)

TeTpH30MHHE € HMHIA3010B CHMIOATHKOMHMETHK, AHPEKTHO CcTuMymupam ol-
a[peHePrUYHHTE perenTopy. Tol H300Mmo He NOBNAABA WIH HOBHABA B MHOTO ciaba cremen
B-anpenepruannte peuentopH. Clen OpHarage 8 KOHIOHKTHBAJIHATA TOPOHUKA, TETPH30JIMH
OKa3zBa CBHJOCBMBAI0 W AHTHXHNEPEMHYHO [JclCTBHE BBpPXYy Mykosata, [naBnoTo
IIPeTAMCTBO HA TETPR3OIHMH B CPABHCHHE C JPYTHTE CHAOCBUBALIK JIEKAPCTBA, KOHTO MHOTO
9eCTO OpPCAMIBHKBAT MUMAPHA3d, € 4€ IpH HETOBOTO MpWIaraHe NPAKTHYECKH HE ce
HabmoaBa pa3IHpeHKe Ha 3CHUIATE,
CEHCHUJIIYKC YHHUMEJZ] ®APMA cpabpxa cyOcTaHums OT MpH
ouoduiaponny — pytus (pyrosun) 0,1 mg B 1 ml. PyruHsr Ham
MOBHIICHHA CHJOB H KJIETbUEH HEpMeabHMINTET, HAMANABA 9YILTHBOC
CHIOBE M MOBHIIABA KAH/IAPHATA PE3HCTEHTHOCT W JIEHCTBA aHTH-EIEM




TETPH3ONMH JieicTBa KaTo AHTHXHIICPEMWYCH KOMIIOHEHT, 4 IOMOMIHOTO BEHIECTBO PYTHH
JIOITBJIBA TO3H HETOB €QEKT.

5.2 ®@apMaKoKHBEeTHIHH CBOHCTBA

Cnen npumaraHe Ha TETPH3OJNHH B KOHIOHKTHBANHATA Top0WuYKa, HOKalHATA
BA30KOHCTPUKIMS 3amo4pa ome ciea 1 MHHYTa ¥ € ¢ MpoAbIDKHTENHOCT 4 1o 8 vaca. Tlpu
yCIIOBHE, 9€ MPEnapaThT ce NPHIAra cropes] NpeABUIEHOTo J03HpaHe, cucTeMua abcopOmus
Ha TCTPHM30JIMH NMPakTH4ecKH He OM TpabBaio ga ce Habmonasa,

5.3 IlpeaxkIHAHYHA NAHHH 33 (€30UACHOCT

TeTpH30HH € BeIIeCTRO ¢ OBIra KIHHMYHA YIOTpeda, KaTo HAMA eKCIEPHMEHTAIHA JaHHA
3a 6e3011acHOCT.

6. ®APMAHEBTHYHH ZAHHH

6.1 CouchbK Ha NOMOLIHATE BemecTBa

PyTo3un Tpuxugpar
6eH3aIKOHUEB XIIOPHU/
HAaTPHER XJIOPUJ

0opHa KHceTMHA

HaTpueB TeTpabopar
JHHATPHER eAeTaT AUXHApaAT
XJIOPOBOJOPOAHA KHCETHHA
ApeYyHCTeHa Bojda

6.2 HechBMECTHMOCTH
He ca H3BECTHH.
6.3 Cpox Ha TroaHOCT

B nenapymena onakoBka: 24 Mecena
Cnen nepBO OTBapsaHe: 28 qHI

6.4 Ciennaium yc/ioBas Ha ChbXpaHende

Jla ce cexpaHsBa Ha MACTO, HEAOCTBHITHO 32 JICHA.
Ha ce cpxpanssa nog 25°C.

Jla He ce ¢ XpaHdBa B XJ1aTHIHHK.

Jla €€ ChXpaHABA B OpMIHHAJIHATA ONAKOBKA, 3a Ja C¢ nIpeana3u 0T CBETIIHHA.

6.5 Bnaa H chABbpXKAHHE HA ONAKOBKATA

IomeTneHOB (l)Jla.KOH € J03aTop, HOJHUIIPONAICHOBA KalladKka Ha BH
3al[UTEH NMPBCTEH, eTHKeT. MIaKOHBT € ONAKOBAH B KAPTOHEHA ONAKOBK
3a oTpedHTeN.



Brpa Ha onakoskata: 1 x 10 ml

6.6 CnenMajsn NpeANa3HA MepKH NPH H3XBEpPASHE H paboTa

Crnen oTBapsHe JIEKapCTROTO € TOTOBO 33 BBHINHO NpmioxeHue. OTBHHTBA €€ IIPEANA3HOTO
Kamade gpe3 caabo 3aBbpraHe OOparTHO Ha JaCOBHHMKOBATA CTpENKA, (UIAKOHBT ce 00pbila
o0paTHO U ¥pe3 HATHCKAHE Ha KalIKOMepa ¢e OTMEPBAT M HAKAIBaT onpeelcHus Opoi KalmKH
B KOHIOHKTHB&IHaTa TopOuuka. [Ipu HakampaHero He Tps0Ba Oa ce JOKOCBaT OKOTO H
BexauTe. Cel TOBA ce H3RCKBA KamadeTo Ja Ce 3aBHHTH 00paTHO Jobpe, 3a IpeAnassaye oT
eBeHTYyallHO 3aMbpcsaBade. DIakoHBT C& CHXPAHABA B H3NPABEHO NOIOKEHHE.

7. NMPUTEXATEN HA PASPEHIEHHETO 3A YIIOTPEBA

UNIMED PHARMA T1.td., Orieskova 11, 821 05 Bratislava, CrioBanika pemy0iiika

8. HOMEP HA PAZPEINNIEHUETO 3A YIIOTPEBA

Per. Ne 20040541

9. JATA HA ITBPBO PA3PEINABAHE/MONHOBSIBAHE HA PASPEIIEHHETO
3A ¥YIIOTPEBA

Jarta na nepBo pazpemanane: 18.11.2004

JaTta Ha nocieano noxHoBaBane: 11.02.2011

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Hoemepu/2021




