JIucroBka: nHpopmanus 3a NanHeHTa a/"?‘?‘z 3o 4?%

Topuuaa 0,3 mg/ml Kanku 3a 04M, pasTBop ~ ;\3 Y/2 13 -12- 2005
Torpida 0,3 mg/ml eye drops, solution

OuMaTonpocT
bimatoprost

[IpoueTere BHHMATEJHO NSJIATA JIHCTOBKA, NpEIH [a 3aM04YHETe Ja H3N0J3BATE TOBA

JICKAPCTBO, Thil KATO TH ChbPKA BAXKHA 32 Bac undopmanus,

- 3anazere Ta3u JIMCTOBKA. Moxe /J1a ce HaJIOXKHM J1a sl IIPOYEeTEeTe OTHOBO.

- AKO MMaTe HAKAKBH JOITBJIHMTE/IHA BBIIPOCH, NonuTaiTe Bauus nekap win papmauesT.

- ToBa JiekapcTBO € npeanucato JiudHo Ha Bac. He ro npeorcrbnBanTe Ha JIpyrd Xopa. To moxe
J1a UM HaBPE/IM, HE3aBUCHMO Y€ TIPU3HALIMTE Ha TAXHOTO 3a00JIBaHe Ca CHLIMTE KaTo Bamwure.

- AKO TNOJIyuMTe HAKAKBH HEXEJIaHW peaklud, yBeJaomere Bauius siekap WM ¢apmaneBt. Tosa
BKJIIOYBA M BCHUUYKM BH3MOXKHHM HEXETaHU peaklMy, HEONMCaHH B Ta3H JIMCTOBKA. Bibkre TOUKaA
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KakBo ¢bIbp/Ka Ta3H JIHCTOBKA

L. KakBo npejicrasissa Toprnmia v 3a KAKBO ce U3I0J13BA

2. KakBo TpsOBa Ji1a 3HaeTe, 1npe/u Ja usnosssare Topnuia

3. Kak na m3nonssare Toprinaa

4, BH3MOKHH HEXKEJIAaHH peaKlMH

< Kak j1a cpxpansare Topnuja

6. CbrbpKaHie Ha ONAKOBKaTa W JIONbJIHUTE/IHA HH(POpMaLIKS
1. Kakso npejcrasiassa Topnnjia 1 3a KakBo ce H3110/13B2

Topnujaa € aHTUIVIayKOMEH npoayKT. ToH mnpHHAUIEKH KbM rpyna JICKapCTBa, HapeHCHH
[IPOCTAMH/IH.

Kankure 3a ourt Topruaa ce U3MoJ3BAaT, 3a Ja ce HaMald BUCOKOTO OYHO Hajisirane. Tosa J1IeKapcTBO
MOJXKE J1a C€ M3I10JI3Ba CAMOCTOSITEJIHO MJIM C APYrd Karku, HapudaHd ©Oera-0/l0KepH, KOMTO ChIIO

HaMaJisaBaT HAJIAIaHCTO.

OKOTO ChIbpKa Mpo3pavHa, 1oj00Ha Ha BoJAa TEYHOCT, KOATO XpaHH BLTPELIHOCTTA HAa OKOTO. Ta3zu
TEYHOCT C€ OT/EJIs IOCTOSHHO HABBH M Ce 3aMeHs ¢ HoBoOOpa3yBaHa TakaBa. AKO T€YHOCTTA HE MOXKE
ja ce OTJIEJIM HABBH JIOCTaThbyHO Obp30, HAJIAraHETO BHTPE B OKOTO C€ MOBMILIABa. 1oBa JIeKapCcTBO
jieiicTBa KaTo IMOBMINABA KOJIMUYECTBOTO Ha OT/IejeHaTa TeHHOCT. ToBa HaMalIsiBa HAJISITAHETO B OKOTO.
AKO BUCOKOTO Ha/lsiraHe He ce Hamalid, TO MOXeE Jia joBeje J10 3abosisiBaHe, HApPEYEHO rilaykoma, U

eBEHTYAJIHO JIa YBpe/M 3peHueTo Bu.
2. Kakso TpsidBa j1a 3naeTe, npeau jaa u3noassare Topnujaa

He u3noJssBaiire Topnuaa
- aKO CT€ aJepri4Hyd KbM OMMATONpPOCT WJIM KbM HAKOS OT OCTAHAJIMTE CBHCTABKM Ha TOBA

nekapcTBo (M30poeHH B TOUKa 6);
- aKO Ce € HAIOXKIWIO J1a CIIPETE J1a M3II0JI3BATE KAlKH 3a OYM B MHUHAJIOTO TOpa/IM HEXKEJIaHa peaKLns KbM

KOHCepBaHTa OCH3aJIKOHHUEB XJIOPHI.

[Ipeaynpexaenus H nNpeanas’Hid MepKH
[oBopeTte ¢ Bauus jiekap wiu GpapmauesT, npeau aa usnonssare Topnuaa:

@ umare npodJieMy ¢ JIMILIAHETO;
# umare 1npodJiemu ¢ yepHus 1pob nim 6n0penure;
@ aKo CTe OlepUpaHU OT Mepjie Ha OKOTO;




. MMATE CYXH 04H;

. yMaTe WIM CTe HMaTd HAKaKBH 1pobeMH ¢ porosuiiara (fpeaHara npo3payHa 4acT Ha OKOTO);

. HOCHTE KOHTAKTHH JielH (BWXKTE ,,BaXKHA HH(pOpMaLUid OTHOCHO HAKOH OT ChCTaBKUTE HA
Topnuna);

¢ MMAaTe WK CTE MMAIM HUCKO KPBBHO HajlAraHe Wi 3abaBeHa Cupae4YHa AeHHOCT,

. MMaJIH CTE€ BUPYCHA MHPEKLMA WIH Bb3MaJICHHE HA OKOTO.

TUPHH}IE MOAKe Ja [IpEAH3BHUKa paCcTeXK H NMOTEMHABAHE HA MHUIJIMTE, KAKTO U IIOTBEMHABAHEC Ha KOXKATad

oko/o KienaunTe. [{BeTHT Ha MpHca MOXe CBILO Aa CTAHE M0-ThMEH ciiefl Bpeme. 1e3H NPpOMEHH
moraT na 6bnar nocrosHHU. [IpomMaHaTa Moxe Aa 6bae no-3adeexuma, ako JCKyBaTe CaMo €HO OKO.

Jlena v 1OHOIIH
Topnuaa He TpabBa a ¢e H3MON3Ba NPH AAelid K FOHOIIA Ha BB3pacT I10A 18 roauny.

Jdpyru nekapcersa 1 Topnnjaa
Undopmupaiite Bawmns nexap win $papMaLEsT, ako IPUEMaTe, HACKOPO CTE NPUEMAITH HIlH €

BbL3MOKHO J1a MPUEMETE APYIH JIEKapCTsa.

BpeMeHnHOCT, KbpMeHe H (PEPTHIINTET
AKO cTe GpeMeHHAa WIN KbPMUTE, CMATATE, Y€ MOXe Ja CTe OpeMeHHa WK TJIaHHpaTe OpeMEHHOCT,

nochbBeTBaliTe ce ¢ Bawmus sexap wiu dapMalieBT npeau ynorpedara Ha TOBa JIEKapCTBO.
Topnuza Moxe A3 NpEMHHE B KbpMara, Nopafk KOeTo He TpAbsa jJla KbPMMTE, JOKATO M3MNO/3BATE

Topnuaa.

[llopupane n pabora ¢ MAIIHHH
3perineTo BH MOXe a ce 3aMBIVIH 32 KPAaTKO BpeMe, HENOCPEACTBEHO ClIe/ ynorpebara Ha Topnxza.

He Tps6pa na modupare WiK Aa H3NON3BaTe MAIIKHH, OKATO 3peHNeTo B He Ce NPOACHM OTHOBO.

Topnuia chabp:ka OeH3ANKOHHEB XJIOPHA

Tosa nekapcTBO ChAbPKa OCH3ANKOHHEB XJIOPHA.
He wmsnos3BaiiTe Kankure, korato Hocurte neumre cd. KoHceppanTst B Topnupaa, GeHsankoHues

xnopuj Moxe Jla ce abcopbupa OT MEKMTE KOHTAKTHH JlellM M MOXE [@ TPOMCHM LBETa Ha
KOHTAKTHUTE newld. TpaOsa Aa npeMaxHeTe KOHTAKTHHMTE JIIIM, NpEAH Aa H3NOA3BATE TOBA

NeKapcTRO W N2 H34akaTe 15 MHUHYTH ciep ynorpedaTa Ha Kallkure, PEAH 1a MoCTaBMTE JCILHTE CH
o6paTHO. BeH32/IKOHHERHAT XJIOpUA MOXE CHLIO Ja NPHYKHHH JPa3HEHE HA OYHTE, 0co0eHO aKo UMare
CyXM OYM WIH HapyLIeHHS Ha porosuuarta (1po3pa4yHUAT CIIOH NPH MpeAHaTa HacT Ha 0KOTO). AKO
nodyBcTBaTe HeoOHMUYAaNHO ycellaHe B OYMTE, rapeHe WM 0ojka B OKOTO CJIEA ynotpeba Ha TOBa

IeKapcTBO, ropopete ¢ Bailiusg nekap.

3. Kak aa u3noaisare Topnuaa

BuHArd W3Moa3BaiiTe TOBA €KapCTBO TOYHO KakTo By e kaszan Bamuat nekap nnu dapmauesT. AKo
HE CTe CUTYPHH B Helllo, nonuraiite Bauusa nexap Hiu papMaLeBT.

Topnuaa Tpa6ea aa ce npunara caMo B ouHTe. [IpenopbunTenyara 103a € €1Ha Kanka Topnupa Beuep,
¢/IMH ITHT AHEBHO BbB BCAKO OKO, KOETO CE HYXKAae OT JICYCHHE.

Ako u3nonzpare Topnyaa 3aefHO ¢ APYro JIEKapCTBO 33 OUYHM, H3YAKAHTE MOHE MET MHUHYTU MEXIy
[TOCTaBAHETO Ha Topnyjaa U Ha ApYroTo JIEKAPCTRO.

He wanonssaiiTe noBeye OT €IWH ITBT AHEBHO, Thil KaTO €PEKTUBHOCTTa Ha Jeue
HaMaJIu.



MucTpykuuu 3a ynorpeda
He TpsOBa j1a u3nosn3sare OyTHIKaTa, aKO 3allIMTHATA JIEHTA OT OTBAPAHE OKOJIO I'bPJIOTO M € CUyIleH

[pe/iu mbpBara ynorpeoa.
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# Usmuitre poiiere cu. Haseaere riiaBata CM Ha3ajl M 1OIJIE/IHETC KbM TaBaHa.
. BHUMATE/HO JpbITHETE HAJl0/1y JIOJIHHUS Kilenad, I0KaTo ce oOpasyBa MallbK Jko0.
. O6bpHETe OyTHIIKATA C IJIaBaTa HaJl0J1y M s CTUCHETE, 3a J1a IyCHETE 10 €/iHA Kallka BbB BCAKO
OKO, KOETO € HY)/lae OT JICYEHHE.
e [TycHeTe JIOJIHUs KJIeray ¥ 3aTBOpeTe OKOTO CH 32 30 CEKYH/IH.

AKO Kallkara He BJie3e B OKOTO, OIIUTanuTe OTHOBO.
3a j1a ce u3bernar MH(pEKIMH, He OcTaBaiTe BbpXa Ha OyTHJIKATa /1a JI0KOCBAa OKOTO HJIM HELLO ApYToO.

[locTaBeTe Kanaukara oOpaTHO M 3aTBOpeTe OyTHIIKATa Be/iHara cje/l ynorpebda.

AKO M3IOJ3BATE W JIPYI'M KAIlKK 3a O4YM, MbPBO KanHere Toprnuja v NpujioKeTe JIpyruTe Karku ¢
MHTEPBAJI OT IMOHE 5 MHHYTH.

AKO cTe H3no0J3Baju nosede Topnujaa or Heodxoaumara a03a
Axo u3noJssare noseye Toprnuaa, OTKOJIKOTO TpAOBa, MAJIKO € BEPOATHO TOBA 1a B1 npHYHHH

HSKAKBO CEPHO3HO yBpexane. [locTasere cieaBalara j103a B 00M4aiiHOTO Bpeme. AKO TOBa Bu
Oe3rokoM, ropopere ¢ Baius siekap win gpapMalieBT.

AKO cTe nponycua/in ja u3nojssare Topunaa
Ako 3abpasure J1a npuwioxkure Toprnuia, ciiokeTe elHa Kallka BelHara uioM ce CCTUTe H CJIC/ TOBa

Bb3cTaHOBETE OOMUaHMs pexkum. He B3emaitTe ABOHHA /1034, 34 1a KOMIICHCHPATE MpOolycHaTaTa.

AKo cTe cupesu ynorpedara na Topunaa
Topnuaa TpsOBa J1a ce rnpuiara BCEKH JIH, 3a /1a IGMCTBA IPaBHIIHO.
Axo cripete na yrorpedsisare Topruja, HajsIraHeTO B OKOTO MOXKE J1a CC ITOBHILH. [lopaau ToBa

ropopeTe ¢ Baluus Jiekap rpejiu 1a CripeTe ToBa JICUCHHE.

AKO MMaTe HIKAKBH JIOIIBJIHMUTEIIHH BBIIPOCH, CBBP3aHH ¢ yrnorpedaTa Ha TOBA JICKAPCTBO, IOMUTANTE
Bamus ekap vid (papmallesT.

4. BL3MOKHH HEKEJAHH PEAKIHH

KakTo BCHUKH JIEKAPCTBA, TOBA JIEKAPCTBO MOXKE JIa NPEeAM3BUKA HEXEJIAHH PCAKIIHH, BLIIPEKH H¢ HE
BCEKM ' 110J1y4aBa.

MHOro 4ecTH HeKeJIaHH PeaKIHH
Te morar Jia 3acertar eJiMH Win rnoseue norpedurenn Ha 10.




3acaraniy OKoTo

- [Mo-apnru muriy (1o 45% ot xopara);
- Jlexo 3auepssaBaHe (A0 44% ot xopaTa),
- Copbex (10 14% oT xopara).

YecTH HEXKEJIAHH PEAKIHH
Te morar na 3acernar no 1 Ha 10 norpedutenn.

3acsrauiy OKQTo

- AnepryuyuHa peaklis Ha OKOTO;

- YMOpEHU OUM;

- [ToBulIeHa YYBCTBHUTEMIHOCT KbM CBETJINHA,

- [To-TBMEH LBAT Ha KOXAaTa OKOA0 OKOTO;

- [To-TEMHH MUIJIH;

- boika;

- YcelllaHe 32 4YXKA0 TANIO B OKOTO;

- 3anenHain OT CEKPET OUH,;

- [TorbMHSBaHe Ha LIBETA HA UPHUCA,

- Hamanena scHoTa Ha BUXXRAHE;

- Hpa3zHeHe;

- [1apene;

- Bb3naneuy, 3auepBeHd U ChpOAIIM KIIeNayH,

- Cui3ene;

- Cyxora;

- Bnolarane Ha 3peHHETO;

- 3aMDBIIIEHO 3PEHHUE;

- QOTOK Ha Npo3payvHud CJIOH, KOMTO MOKpHBA NOBLPXHOCTTA HA OKOTO;
- MasiK{ HapylleHHs Ha TIOBPXHOCTTa Ha OKOTO, ChC WIN O€3 Bh3NnajicHHeE.

3acaraltiy TAJI0TO
- ["naBobonue;

- [ToBuiLIEHH pE3yNTAaTH NpH KPbBHUTE TECTOBE, KOMTO NOKA3BAT Kak (QyHKUMOHHpa Bamuar
YyepeH APOO;
- [ToBHIBEHO KPBBHO HAISTaHE.

HeuecTn HeXe1aHH PEeAKIIHH
Te morart ga 3acerHar Jio 1 va 100 moTpedureny.

JacAraliiy OKOTO
- KucrounjieH OTOK Ha MakysaTa (OTOK Ha peTHHATa BbB BHTPEIIHOCTTA HA OKOTO, KOETO BOAH A0

B/1OLLIABAHE HA 3PEHHUETO);
- Bn3naseHue BLB BLTPEILHOCTTA Ha OKOTO,
- PeTHHANTHO KbPBEHE,
- [TonyTu Knernauwu;
- [loTpenpaMe Ha Kiienava
- H3MecTBaHe Ha Ki1€naya OT [1I0BbPXHOCTTa Ha OKOTO;

- 3ayepBaBaHE Ha KOXaTa OKOJIO OUHTE,

Jacsaraiu TAJI0TO

- ["anene;

- 3amMaiBaHe,;

- Cnabocr;

- OxocMaBaHe OKOJIO OYHTE.

Hexe/1aHH PeaKkiHH ¢ HEH3BECTHA MeCToTa

3acaraiiy oKoTo
- QOuuTe n3rnexaar XJibTHAIY;




- QO4eH JUCKOMPOPT.

3acaraiiyd opraHyi3ma
- AcTMAa;

- BJiolliaBaHe Ha acTMa,
- Briowasake Ha 6eoapobHo 3a6onasaHe, HApeYeHO XPOHUYHA 06CTpYKTHURHA GenoapobHa

oonect (XObb);

- 3aayX;
- CHMNTOMH Ha ajiepryuHa peakuus (noaypaHe, 3a4epBsiBaHe HA OKOTO H KOXKEH obpuB);

- O6e3uBeTsBaHe HA KOXaTa (NNEpHOKYNapHO).

Jpyru HexeNnaHy peakiluH, CboOllaBaHK BBB BPB3Ka C KANKH 32 O4H, ChABPKALIH docdaru
B MHOIO PEKM CTy4an HKOHW NALMEHTH ¢ TeXKH yBPEXAaHUA Ha MPO3paiHUA CJIOH B npeHaTa 4acT
Ha OKOTO {pOrOBMLATA) Ca pa3BIIM MBTHH NE€THA HA POrOBHLATA, AB/KAILM CE HA HATPYNAH 10 BpEME

HAa JEYCHHETO Kall[UH.

Cro0mwasane HA HeXxelany peakmui.
AKO AONY4YHTE HAKAKBH HEXKEJIAHH JICKAPCTBEHH PEAKLIMH, YBCIOMCTC BawminaTt nekap. Tosa BKIKOYBA
BCHYKH BbL3MOXKHM HEONMUCAHM B Ta3M JIMCTOBKA HEXeEJaHH peakunu. Moxere CbLIO Aa ChOOWIMTE

HEXKCJTaHH pCaKiluH JUPEKTHO HPL3.

WUansauyTeNHa areHUus o JeKapcTaaTa
yi. ,,Jlaman I'pyes* Ne 8

1303 Codus

Ten.:+359 2 8903417

yeGcairr: www.bda.bg

Karo chofmaBare HexelaHM peaklH, MOKeTe Ja JadeTe CBOA MPUHOC 33 NOTYy4aBaHC HA NOBEYC
uH(pOpMaLMid OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKapCTBO.

3. Kak na coxpausipate Topnuaa
Jla ce crxpaHABa Ha MACTO, HEOCTLITHO 34 ACLA.

He u3non3paiiTe TOBa J1I€KapCTBO C/IEA CPOKA Ha MOJHOCT, OTOE/NA3aH BbpPXY KAPTOHCHATA ONAakoBKa H
erukeTa Ha 6yTHiaKara. CpOKBT Ha FOJIHOCT OTIOBapA Ha HOC/ICAHMS JA€H OT NNOCOUCHHUA MECEL.

Ila ce M3MoA3Ba B paMKHTE Ha 4 CeIMHLM CEA ITbPBOTO OTBApsiHE Ha OMAKOBKATa.

Ha ce cpxpansaBa noa 25°C.

He usxpbpasitTe nekapcTBaTa B KaHaNH3aLMATa WK B KOHTeHHepa 3a IOMAlIHH OTMaABLH.
[Monuraiite Bawmus hapMaLEBT KaK Aa M3XBBP/ATE IEKaPCTBATa, KOHTO BEUE HE U3Momn3pare. Te3n

MEPKH L€ CMOMOrHaT 34 Orna3BaHe Ha OKOJIHATA cplia.

6. ConabpxaHne HA ONAKOBKATA H A0NBJIHHTEIHA HHPOPMALHS

KakBo cuabpxa Topnujaa

e  AKTUBHOTO BewlecTBo € Gumatonpoct (bimatoprost). EQMH MUNHINTBP OT pasTBoOpa ChAbpHa
0,3 mg 6uMaTOIpOCT. R
. [TOMOLLIHM BelllecTBa: 6eH3aNKOHUER XIOPHA, TUMOHEHA KHCENTUHA MOHOX -@ﬁﬂéﬁrﬁﬂeﬁ\
~—. . 'IT :.'

dbocdaT XenTaxUIPaT, HATPUEB XJIOPHJ, HATPUEB XHIPOKCHUJ (32 KOPEKLH
XJIOPOBOAOPOAHA KHUCE/TMHA (32 kopekums Ha pH), BoAa 32 HHXEKLHH.



Kak marnexaa Topnraa 1 Kaxso ChAbPKA ONAKOBKATA

. BesupereH, ONCTLP pasTBOD.
. Topnuma Kanku 3a ouM, pasrBop ce chabpxar B Osuia LDPE 6yrnika, LDPE aruinkarop-

kankomep, 3aTsopeHa ¢ 6ana LDPE-HDPE kanauxka.
Exnxa 6yTviKa € NocTaBeHa B KapTOHeHa KYTus, € JIMCTOBKA 3a MalMeHTa.

IMpurexaTen Ha pazpemenuero 3a ynorpeda H npoR3BOAHTE/I
Bopna Meancune Espona EQO/]
ya. ,,bopuc Pymenos™ 16

1407 Codus, boarapus

HaTa na nocjielHO npepasriex/aie HA JHCTOBKATA
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