JJUCTOBKA



JIucroBka: HHpopmMauHs 32 MALUHEHTA
MUJPAH 0,2 mg/ml + 3,1 mg/ml + 10 mg/ml uH:keKLIHOHeH Pa3TBOP
MYDRANE 0.2 mg/ml + 3.1 mg/ml + 10 mg/ml solution for injection

Tponukamuy/@esunedpuHoB XUapoxJIopua/JIMI0KauHOB XUAPOXIOPHI MOHOXHAPAT
(Tropicamide/Phenylephrine hydrochloride/Lidocaine hydrochloride monohydrate)

[IpoyeTteTe BHMMATENHO USJIATA JIHCTOBKA, Npean A2 Bu 6bae npujiokeHo T0Ba JIEKAPCTBO, ThH KaToO
TS ChbABPKA BaxKHA 32 Bac undopmauus.

- 3amasere Ta3M JIMCTOBKA. MoOJKe Ja ce HaJIOXKH Ja s MPOYETeTe OTHOBO.

- AKO MMare HAKaKBM MOMbJIHUTEIHH BBIPOCH, nomuTaiite Bawmus jekap, papMaleBT WIH MEAMLIMHCKA
cecrpa.

- AKO MONyuYMTe HSAKAKBH HEXEJaHM JIEKapCTBEHM peakiyH, yBeaoMmere Bamms nekap, wiu (apMauesT
WJIM MEOULMHCKa cecTpa. ToBa BKJIHOYBA M BCHYKH BB3MOKHHM HEKEJIAHH pEaKkLMH, HCONMHCAHH B Ta3H
JTUCTOBKA. BikTe Touka 4.
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1. Kakso npeacrasassa MU/JIPAH u 3a kakBo ce H3M0/13BA

Kaxkso npeacrasaasa MUJIPAH
ToBa nexkapcTBO INpeAcTaBisiBa pa3TBOP, KOKUTO C€ MHXKEKTHUPA B OKOTO.

To cpaABpKa TPU AKTUBHHU BELLECTBA:

® TpPOMHMKaMMJ, KOMTO MPHUHAIEKH KaM rpyrnara Jiekapcrsa, KOMTO OJI0KMpaT MPEMHHABAHETO Ha
UMITYJICH NIpe3 ONpeAesIeHH HepBU (M3BECTHH KAaTO aHTHXOJIMHEPrULIH),

e (enunedpuH (noa popmara Ha heHUIEPPUHOB XHAPOXIOPHI), KOWTO MPUHALIEKH KbM Ipynara
JIeKapcTBa MMUTHPAILU e(heKTUTE OT MPEeJaBAHETO HA UMITYJICH MPE3 ONpPEAEICHH HEPBH (KOUTO
MIpUHAJIEXKAT KbM ali(a-CUMITAaTUKOMUMETHLIUTE),

® JMIOKaHH (1moj opmara Ha TMA0KAHHOB XHAPOXJIOPHI MOHOXHAPAT), KOUTO NPHHALIEKH KbM Irpynara
JIEKapCTBa, HAPE4YEHH JIOKATHH aHECTETULIM OT aMUIEH THIIL.

3a KaKBO ce H3M0/3Ba
ToBa 51exkapcTBO ce npunara camo Npu Bb3PacTHH.

To me Bu 6bae MHXKEKTUPAaHO B OKOTO OT Baiius oueH XUpypr B HAUal0TO Ha OfepaLys 3a KaTapakTa
(MOMBTHSIBAHE HA JIeLIaTa), 3a pa3luMpsABaHe Ha 3eHULaTa (MUIpHUa3a) U MOCTUIAHEeTO Ha aHECTE3Hs Ha
Bauiero oko 1o BpemMe Ha XUpypruyHaTa npoieaypa.

2 Kakso TpsdBa na 3xHaere, npeau aa Bu 6bae npwinoxxken MUJIPAH

Bue He TpsioBa na npuaarare MUJIPAH:




® aKO CTE€ aJIEPrHYHd KbM TPONHKaMHZ, PeHHNeHPHHOB XUAPOXJIOPUA W/WIIH JTHIOKAHHOB XHIPOXAOPH/
MOHOXHUJIPAT WM KbM HAKOS OT OCTAHAIMTE ChCTABKM HA TOBA JIeKapcTBo (M30poeHH B Todka 6),

¢ aKo CTE ANEePruyHU KbM aHCCTETHLM OT aMHACH THH (apTHKaKH, OylMBakalH, MEITHBAKAHH, TPUICKAHH,
POIIMBAKAUH ),

¢ aKO CTE AICPrH4HHA KbM ITPOU3BOJAHH HA ATPOIHHA.

IIpeaynpexxennaa U NnpeAnaiHd MepKH

MHIPAH ne ce npenopb4Ba:

® IIpH KOMOMHMpaHETO Ha OMepallHs 3a KaTapakTa ¢ OnpefeieH BUL Ipyra OYHa ONepalus (BUTPEKTOMHuS),
® MpH HAJTMYKETO HA MJIWTKA NpeAHA 4acT Ha 0KOTO (pedHa KaMepa),

® aKO MMAT¢ aHaMHe3a 32 OCTPO MOBHMINCHHE HA BETPEOYHOTO HaArane (OcTpa 3aKpHTOBIBIHA MIAYKOMA).

Bue Tpa0ra aa ysegomute Banms exap, ocobeHo ako umare:

BHCOKO KPBBHO HANAraHe (XHMepToHuUS ),

yIaeOensBaHe CTCHHATA Ha apTEPHHTE (aTepOCKIIepo3a),

HSIKAKBO ChpAcYHO 3a0oNnsaBane, 0COOEHO TaKOBa 3acATal0 ChPACYHHA DHTHM,
NMPOTHBONOKA3aHHUE 33 TIPHEM Ha JIEKAPCTBA, KOMTO NMOBMINABAT KPBBHOTO HANMAraHe (ITPECOPHH AMUHU:
enuHePPUH, HOpPEIUHEPPHH, IOTAMUH, A00YTAMHH) OT 00 THI,
MPEKOMEPHA aKTHBHOCT HA [MTOBHAHATA XKJTe3a (XHIIEPTHPEOUTHIBM ),
HApYIUCHWS Ha IIPOCTATaTa,

MPUNATBUH (STTATIENCHS ),

HAKaKBO 4YepHOOPOOHO 3abonsBaHe unK OnOpeyHN MpodneMH,

HAKAKBH NPOobIeMH OT CTpaHa Ha JHIIAHETO,

3aryba Ha MycKynHaTa QYHKIHA W ¢1adocT (MHACTCHHS T'PaBHC).

Apyru nexapcerea 1 MUJPAH
Wndopmupatite Bamus nekap uinu gapManesT, aKo IpHeMare, HaCKOPO CTe NPUEMANTH KT € BB3MOXKHO 1a
IpUeMeTe IPYTH JIEKAPCTBA.

BpeMeHHOCT, KbpMeHe H PepTHIHTET
Toga nexkapcTBO He TpaAGEA 1A ce npuiara:
® 10 BpMEME Ha OpeMEHHOCT.,

® TI0 BpEME Ha KbpMEHE.

Axo cre 6peMeHHA WM KbPMHTE, CMATATE, Y¢ MOXE 14 CTe OpeMeHHa WU [UTaHupaTe OpeMEHHOCT,
NoCkBETBakTe ¢e ¢ Bamus nekap uinn papManest npeau ynorpebara Ha KOETO U JIa € JIEKapCTBO.

llo¢gupane n pabora ¢ MAILMHHU
MHJIPAH uMa ymepeHo BIUAHKE BHPXY CNOCOGHOCTTA 34 ImodupaHe u padoTa ¢ MalMRy. ETo 3a10, Bue
He TpAOBa Na wodupaTe W/HIH paboTHTE ¢ MALIKHHA JOKATO 3pEHUETO BH He ce HopMaIH3upa.

MHJIPAH chanp:xa naTpuii
Tosa 1exapcTBO ChbABPKA MO-Mako oT 1 mmol Hatpuii (23 mg) 3a 7034, T.e. MOXKE J1a CE€ KakKe, 4e
MAKTHYECKH HE ChIbKa HATPHH.

3. Kak ce npmiara MUIPAH

Bue Mo3ke 1a npunaraTe TOBa NeKapCTBO, CAMO aKo CTe MOKA3aIH YAOBIETBOPUTEIHA NpeonepaTHBHA
AAnaTanya (pasupeHue) Ha 3eHHLATA ¢ MOMOLLTA Ha NOKalleH MAAPHATHK.

J03HpoOBKA H HAYHH HA NMPHJICKEHHE
¢ Hmxextupauero na MUJIPAH me 6bae HanpaBeHO OT OUHHA XUPYPT, [TOA JIOKAI
YIIOKKa), B HAYAIOTO HA ONepalluATa 32 KaTapaxTa.



o TlpenopwuBaHata no3a ¢ 0,2 ml pasrBop, npunoxeHa noxa GopMara Ha eJHOKpaTHa HEkekuna. He rpabsa
Ja ce mpwiara AOIBIHHTENHA 1033, ThH Karo HE € YCTAHOBEH JNOTBIHHTENeH ¢hekT H ce HalGmonasa
NoBHIIEHA 3aryba Ma eHOOTeNHH KNETKH (KIeTKH OT Cnos, NOKpHMBaul 3aadaTa MOBBPXHOCT Ha
POTOBHIIATA).

e JlozaTa npH BBE3PACTHU M IMLA B CTAPUECKA BH3PACT € ¢1HA H ChIlA.

Axo ca Bu npunoxuan noseye ot Heodxoanmara gosa, MH/IAPAH:

Tosa nekapcTBo 1wie Bu 6bae nmpwioxkeHo oT oundd XMpypr. Maiko BeposaTHo € Ja Bu Obae npunoxeHa
CBPBX1034.

Ilpeno3vpaHeTo MOXE A3 NpUUYMHE 3ary0a Ha €HNOTENHM KIETKH (KIETKH OT CJod, ITOKpHBAlll 3a1HaTa
MOBEPXHOCT Ha POrOBULIATA).

AX0 ¥MaTe HAKAKBU AONBIHHTENIHH BBIPOCH, CBBp3aHM ¢ ynorpebara Ha TOBA NEKAPCTBO, TIOMHTAHTE
Bamus nexap, GpapManeBT Wi MEIMITHHCKA CECTPa.

4. Bb3MOXKHU HexXeJaHH PEAKHHH

Kaxro BcHYKM NeKapcTBa, TOBA JICKAPCTBO MOKE Ja NPEAH3BHKA HEXEIaHH PEAKIIHH, BHIIPEKH Y€ HE BCEKH
I'd [I0Ty4aBa.

Haii-cepuozHuTe 100pe U3BECTHH YCIOXKHEHHS, HACTHIIBALIHY MO BPEME WIIH CIig/ ONnepalHaTa Ha KarapakTa
ca:

HewecTn: moxe aa zacersar ao 1 na 100 aymu

¢ Hapandsane na nemara (pa3kbCBaHe HA 33HATA KamNcyna),

¢ Orox Ha peTHHATA (KHCTOMAEH MaKyJlapeH OTOK).

Mons, B TO3H Ciyuail OThpCETe CneiliHa MEAULIAHCKA IOMOIII,

JApyru HexenadH eeKkTH:

He4decTn: Moxe Aa 3acernar 10 1 na 100 aymu

o [maBoboiue,

¢ OroKk Ha poroBuuara (KEpaTHT), NMOBHIIEHO BBTPEOYHO HANATAaHE, 3aYepBABAHEC Ha OKOTO (0YHA
XUIIEpeMHS ),

¢ JIoBHIICHO KPBBHO HaNAraHe (XHIEPTOHHS).

ChobuiaBae Ha HeAKCIAIHH PEAKTHM

AKO NOJyYNUTE HAKAKBH HEKE/IAHH JIEKAPCTBSHH peakLnH, ypefoMere Bamma nexap, dapmauesT Hin
MEMLMHCKa CecTpa. TOBa BKIIIOYBA BCHIKH BE3MOXHH, HEOMMUC2HH B TA3H JIHCTOBKA HEXKENIAHH PEakIIHM,
Moxerte CBILO Aa CHOOIIMTE HEXKETaHH PeaKUHH TUPEKTHO Ype3 HallHOHAIHATA CUCTEMA 33 ChoOIIaBaHe
(BHXKTE NaHHUTe HO-A01Y). KaTo choblIaBaTe HeXENaH! peaKLMH, MOXETe Ja NafeTe CBOA MIPHHOC 34
nofMy4yaBaHe HA MOBEYE MHGOPMALIMA OTHOCHO DEe3011aCHOCTTA Ha TOBA JIEKAPCTBO.
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H3nenHUTENHA areHIns o JIeKapcTBara
yi. ,,JlamaH I'pyeB” Ne §

1303 Codua

Ten.: +35 928903417

yeOcaiir: www.bda.bg

5. Kaxk na enxpanssate MHAPAH

Ja ce cpXpaHABa Ha MACTO, HEAOCTHIIHO 33 Ielia.




He M3non3paiiTe TOBA JIEKapCTRO Clie CPOKA HA FOAHOCT, OTOENA3AH BEPXY KAPTOHEHATA ONAKOBKa,
Onucrepa u amiynara, ciea “I'ogen mo:”. CpoK®T Ha rOAHOCT OTrOBAapA Ha MOCHEHUA A€H OT ITOCOYCHUA
Mecell.

To3# nekapcTBeH NPOIYKT HE H3UCKBA HAKAKBH CTISLMAIHM YCIOBHS Ha ChXPaHEHHE.

CaMo 3a €JHOKPATHO NMPHIOKECHHE B €IHOTO OKko. To3M exapcTBeH MPOAYKT TPAOBa Ja ce H3NO/13Ba BeiHara
CJISH OTBAPAHE HA aMNyaTa.

He u3xBBprsiiTe TeKapcTBaTa B KAHATM3AIMATA WK B KOHTelHepa 3a JoMallHy ornanbud. Ilonuraiite
Banmis ¢papMaleBT Kax 1a H3XBBPJIATE NEKapCTBATAa, KOWTO Bede He M3ION3BaTe. Te3H MEPKH Ie CIOMOTHAT
33 ONA3BAHE HA OKOJIHATA Cpejia.

6. CopabpxkaHHe HA ONMAKOBKATA H JONbAHHTEHE HHPOPMALHS

KaxBo ¢cvabp:xa MUIAPAH

e AxTHBHHTE BellecTBa ca: Tponukamug 0,04 mg, denunedpusos xuapoxuopun 0,62 mg H THAOKAHHOB
XUIPOXJIOPHI MOHOXUIApPAT 2 mg 3a BCAKa 1033, Koero orrosapa Ha 0,2 mg tponmkamuz, 3,1 mg,
dpenunredprHoB XUaAPOXJIOpKA ¥ 10 Mg NMIOKaHHOB XHAPOXJIOPHA MOHOXUApAT 3a 1 ml

e JIpyrute CHLCTABKM ca: HAQTPHEB XJIOPHI, AdUHarpueB ¢ochar nonekaxuapar, AMHATpHEB (ochar
AVXUAPAT, AUHATPHER €OCTAT, BOJA 33 HHKEKIHH.

Kak naraexna MHJPAH 3 kakpo ¢bIbpPa ONIAKOBKATA

MHIAPAH e 6ucThp, Nieko kKadeHHKABO-KBIIT, 63 BUIUMH YaCcTHLM HHXEKIIHOHEH Pa3TBOP, ZOCTABSH B
1 ml kadsira cTpKIeHA amnyaa. Beska crepunna aMmyna ceaspxa 0,6 ml MHKEKIHMOHEH pa3TBOp U €
IIOCTABEHA CAMOCTOATETHO M 3a€HO C €JHA CTepITHA S-MHKPOMETHpHA QHITBPHA HIJIA B 3aredarTaH
xaptieH/PVC 6nucrep.

Besika kyTusa ceabpka 1 wum 20 vy 100 cTepuiHH aMIOynu ¢ S-MHKpOMEThPHA CTEpWIHA QHIThPHA
urna(k), OTEENHO WIH 3ae/THO B CRIHA ONHCTep. @WITHEPHATA HTIA OT 5 MUKpOMETpa TpAOBa 1a ce U3M0/3Ba
CaMoO 33 U3TCIVIAHE Ha ChALPKAHNETO Ha (IlaKoHa.

Bcuuky KOMIIOHEHTH ¢a caMo 33 EJHOKpaTHA yroTpeba.

He BCHYKH BHOOBE OIIaKOBKH Morar ga ObAaT MyCHAaTH B Npojax0a.
[IpHTeKaATET HA pa3pelIeHHETO 33 yNoTpeda K MPOH3BOIKTE

IlpuTekaTe] HA paspenieHHeTO 33 ynorpeba
LABORATOIRES THEA

12, RUE LOUIS BLERIOT
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LABORATOIRES THEA

12, RUE LOUIS BLERIOT

63017 CLERMONT-FERRAND CEDEX 2
OpaHnus




To3m JicKapcTBeH NPOIYKT € pa3pelleH 33 ynorpeda B Appxasute wienkn Ha EWUH moa caexnure
HMEHA:

ABcTpHS, benrus, benrapus, Kumep, Yewika Penybnuka, I'epmanust, Janua, ['spuwst, PuHAGHIUA,
Opannma, Xwpeatus, Ucaannud, Uranus, JTokcemOypr, Xonadpus, Homma, IMopryranusa, Pymoaus,

IIsenus, Cnoeenus, Crnopakns, O6eIHHEHO KPAICTBO ............. vanemeenen rreeeernenes eenemeeresnenenensaesarenas ...... Mydrane
HIPIAHAMA, ICITAHMIA ......eeieeririimciiissicsstssseritnn st sestssaseses s nesaesoanasrnsa b s et nensn sebaesensssesaansssenrasssoanesssasssassnns Fydrane
HODPBETHI .......oveveueevrereseereeeseeseresmeenesssanessesesesenmasatsesssassssscssensasares cerebetererebebereansenetssanes S veaseearaes . Mydane

JaTa Ha noc/ieAHO MpepasriIe:KAaHe HA JHCTOBKATA:

[TonpobHa nndopmalivs 3a TOBa NEKApCTBO € IpeaocTaBeHa Ha yebcalita Ha M3nbiaHUTEIHA areHLUA No
aekapersara; www.bda.bg

e - o - o el O T N W S S NN SNy e sl SR NN SN

- - - - - 1 I I 1 dlly e - | L 1T ] ] -




flocoyenaTa no-10Jy HHpOPMANN: € MPeHAZHAMEHA ¢aMO 33 MEIJHLHHCKH CREUHATHCTH:

HecnBMecTHMOCTH

B nureparypara ¥ IO BpeMe Ha KIHHUYHMTE IPOYYBAHMA HE ca CHOOIIaBaHH HECHBMECTHMMOCTH HA
aKTHBHATE BEUICCTBA C Hail-4eCTO M3ION3BAHWTE MpPH OllEpalMA HA KATapakTa MPOAYKTH. 3a oOH4akHMTE
BHCKOCJIACTHIIH, TOBA € NOTBBPACHO H ¢ MTOMOIUTa Ha apMalieBTUUHHA TECTOBE 3a B3AUMOACHCTRHA.

INpeaynpexienns
He uwznonzeaiite, ako OiHcTepa e yBpeaeH WiIH pa3pyileH. Ja ce 0TBaps ¢aMo B acelTHYHH YCIOBHA.

CrappKaHuero Ha HEOTBOPEeHHA ONUCTEp € CTEPHIHO.

Kak ce npurorea 1 npnaara MUIAPAH
Pa3rsopsT € npenHa3HaueH caMo 3d €IHOKPATHO BhTPEKaMEepHO MPITarase B €HOTO OKO.

MUJIPAH Tpatea 1a ce nprmiara BETPEOUHO B IPeAHATA KaMepa Ha OKOTO (BETPEKaMEPHO HIDKEKTHUPAHE),
OT O4Y€H XUPYPr B IPENOPHYBAHKTE aCEITTHYHU YCIIOBUA NIPH OTIEPALIMS HA KATapaKTa.

IIpenu BpTpEKaMEPHO WHKEKTUpaHe, pa3TBOPLT TpAOBa a Ob€ orjieaaH H MOXE Aa C& M3MO0/3Ba, CaMO aKo
€ OUCTED, Ieko KadeHHKABO-XKBIT, 63 BUAHMH JaCTHLH.

IIpenoprupanara no3a e 0,2 ml pasteop MUJIPAH; He Tpabpa ja ce WHXKEKTHpa JOMBIHHTENHA 1033, THH
KaTo He € HablironapaH AomenHUTENEH edeKT, a ce Habmoaapa NoBHIlIcHa 3aryba Ha eHAOTEIHH KIETKH..

IpoxyxTsT TpabBa 1a ce M3NON3BA BEHATA Clie]] OTBapAHE Ha aMITyJiaTa M He TpAOBa [ja ce puiara 0THOBO
Ha OpyroTo OKO WIH Ha APYT MALIUCHT.

Camo 3a KoMIUIeKTa (T.€. QucTep, ChAbPKALL aMITyJIa H HIVIa): 3aJiefieTe OTICNBalLKA ¢ce OT OMHCTepa
CTUKEp BbPXY IAMKATA Ha [MAllHEHTA.,




IIpu npurorssine Ha MU/JIPAH 3a BbTpexkaMepHO NpHJIOKEHHe, MOJIsI CJIeIBaliTe NMPeACTaABEHHTE MO-
A0y MHCTPYKIMH:

. s

ol | 1. OrnenaiiTe HeOTBOPEHHUS ONUCTED, 34 1A CE€ YBEPHUTE, Y€ € LIAT.

RON | OtBopere G1McTEpa 1101 aCENTUYHH YCIOBHMS, 3a 1

| E ! rapaHTHpaTe CTEpPUJIMTETa Ha ChbABPKAHHUETO, YPE3 OTJICNBAHE
Ha XapTHeHaTa 4acr.

2. OTBOpeTE CTepUIHATA aMITyJ1a C JISKAPCTBEHHS MPOIYKT.
Awmnynara ot Tana “One Point Cut (OPC)™ TpsiOBa na ce 0TBOpHU
Mo CJIeAHUs HauyMH: XBaHETe JA0JIHAaTa 4acT Ha aMIyJjara ¢
nasell HaCO4YEeH KbM LBETHATA TOYKA. XBAaHETE ropHara 4acT Ha
aMITyJiaTa ¢ Ipyrara pbka, No3MLHOHUPANKHU najena Bbpxy
L[BETHATA TOYKA M HATHCHETE Ha3a/l 3a 1a OTBOPUTE aMIlyJiaTa B
obnacTTa Ha ChLIECTBYBALLMS Cpe3 10 TOYKaTa.

5 um ¢unTEpHA 3. [TocraBeTe 5-MuKpoHOBaTa GUIThpPHA CTEPUIIHA MIJIa (HaMMpalla
urna ce B OMAKOBKATa) BbPXY CTEPH/IHA CIPUHLIOBKA. CBasere
Mpeanasuresis oT S-MUKpOHOBaTa QUITbPHA CTEPHIIHA UIJIa U
M3TErJeTe B CIpUHLOBKaTa Haii-manko 0,2 ml oT Hamupalums ce
B aMITyJjlaTa MHKEKLIMOHEH pa3TBOp.

( 4, Cpasere Mriara OT CIPUHLIOBKATAa U CBBPIKETE CIIPUHLIOBKATA ChC
e ChOTBETHATA KaHI0J1a 3a MpUJjlaraie B MpeaHara KaMmepa.
-

5. BHUMaTenHO OTCTpaHeTe Bb3AyXa OT CripMHLIOBKaTa. Harnacere
Ha 0,2 ml. CnprHLOBKaTa € roTOBA 3a HHKEKTHPaHE.

6. UmxkekTupaiite odema ot 0,2 ml OT cipUHLIOBKaTa B NpeiHaTa
KaMepa Ha OKOTO.

Caen ynorpeba, n3xsbpaere ocraHaausi pasrsop. He cbxpaunsiBaiite 3a cieasaima ynorpeoa.

Heu3non3BaHUAT JIEKapCTBEH NMPOAYKT WM OTNAAbYHHUTE MATEPHAJIH OT HEro TpAOBa 1a ¢o'H N
wr v ; [ B : \ L0
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