KPATKA XAPAKTEPUCTHUKA HA TIPOJAYKTA

1. UME HA JIEKAPCTBEHMUS TIPOJAYKT
KAJIMEB HOJIAJ] YHUME]] ®APMA 2% Kanku 3a 04u, pa3TBop

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
AKTHBHO BellleCTBO:
Kammues iioqua 0,20 g B 10 m| Bogen pa3TBop
1 mI=20 kanku

3a NbJHUSA CHUCBK HA MOMOIIHUTE BElIeCTBA , BUKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA
Kanku 3a oun

4. KIMHUYHU JAHHU

4.1. TepaneBTUYHM OKAZAHUS

[Toxnomara MeTabONUTHHUTE W PE30POLIMOHHHUTE NIPOLIECH B OKOTO IPH KAaTapakTa OT Pa3IM4YHO €CTECTBO;
pe3opOuusi Ha eKcygar NpH BB3MAIMTSTHM Tpoleck u Ha KpsB oT CoOrpus vitreum; mpu
apTePHOCKICPOTHYHN TPOMEHH Ha CHIOBETE HAa PETHHATa W YBEATA; MPU MUOIMYHO-IETEeHEPATHBHU
IMpOLICCH B p€TUHATA, KaTapaKTHU B HAYaJICH CTaﬂHﬁ, MapCHXUMATO3HU KEPATUTH.

4.2 J103UpOBKA M HAYUH HA NPUJIOKEHHE
Ot 1 no 2 xanku 2-4 IbTH JHEBHO Ce KamBaT B JOJHATAa MEKIMHHA I'bHKAa HAa KOHIOKTHBHATa TOPOWYKA.
Hsama nannu 3a NpuiioKeHNUETO Ha JICKapCTBEHUS MPOAYKT MPH JAela noj 12 roauiiHa Bs3pacrT.

4.3 IIpoTuBONOKA3aAHUSA

CBp’bX‘IyBCTBI/ITCHHOCT KbM aKTHBHOTO BCHICCTBO WJIM KBM HAKOC OT IMOMOUIHUTEC BCUICCTBA, XPOHHWYHA
nuoAepMusi Ha Ko)kaTa Ha JIMIIETO, XEMOparuyHa JauaTe3a, IOsBa HA CHUMIOTOMU Ha ,,HOIU3bM”
(KOHIOKTHBHT ChC ChII3eHE, eqeM Ha Quincke cioHooTHENsIHE), OPEMEHHOCT U KbPMEHE; ChIO Taka U B
CllydauTe TP MaHeHTH ¢ GYHKIIMOHAIHN HAPYIICHHs Ha NIUTOBHUHATA JKJIe3a.

4.4 CnenuaJiHy NpexyNpeKAeHUs U NPeINa3ZHi MEPKH NPH ynorpeda

B cnyuyante Ha rpOMuHM 3a00yIsIBaHMS Ha NPEIHUS CETMEHT HAa OKOTO € HEOOXOOUMO BHMHAru Ja ce
npuiara cnenu(uIHo JeYeHue.

ITo Bpeme Ha ymoTpebara Ha MPOAYKTA, MALUEHTHT HE TPAOBA Ja HOCH MEKH KOHTAaKTHU Jjemu. JJopu
TBBPAUTE KOHTAKTHH JICIIX NPEeAN NPUIOKEHHE Ha MIPOAYKTa TpAOBa J1a ce CBAJIAT U J1a ce n3vaka moxe 30
MUHYTH IPEIH J1a CE MOCTAaBAT OTHOBO.

3a 1a ce HamMaKM cUCTeMHara pe3apOIus, MalMeHTHTE TPSAOBa ja ce MHCTPYKTHPAT Jia IPUTUCHAT CII'B3HUS
KaHas OJIM30 10 BBTPELIHMS BI'bJl Ha OKOTO B NMPOJBDKEHHE Ha €QHA-IBE MUHYTHU CIIeA MPUIOKEHHE Ha
JIEKapCTBOTO.

4.5 BzaumogeiicTBHe € APYru JeKapCcTBeHU NPOAYKTH U APyru (popmMu Ha B3auMojaelcTBUe
[IpoxbmxurenHoro npuioxeHue (ciuen abcopOupaHe OT Ha3zalHaTa MYyKO3Ha MeMOpaHa) MOXe Ja
TIOBJINAC na60paT0pH1/1Te CTOﬁHOCTH, nMaly OTHOICHUE KbM IPOTCUHUTE Ha CBBH3BalllUs I710J1 B KPbBHUA
CepyM, PECIIEKTUBHO Ha CTOMHOCTUTE Ha pajino-ioJ] TecTa Ipu 3a00JsiBaHe Ha LIMTOBUIHATA JKIIE3a.

B ciydaii Ha eJHOBpEMEHHO JieUeHHE ¢ APYTH MPOAYKTH 3a JIOKAJTHO OYHO MPHIIOKEHHE € HEOOXOAUMO Jia
Ce clia3Ba MHTEPBAJ OT MUHUMYM 15 MUHYTH MEXy OT/ICTHUTE JIEKapCTBa.

4.6 bpeMeHHOCT U KbpMeHe
Kanues fiogun Yaumen gapma 2% e npoTHUBOIIOKA3aH 10 BpeMe Ha OpPeMEHHOCT U KbpPMEHE.

4.7 EdexTn BbPXY CIOCOOHOCTTA 32 IOpHPaHe U PadoTa ¢ MAIIMHHU



IMopamn BB3MOXHA TMOSIBA HA 3aMBIJIICHO 3pPCHHUE, MapeHe, OOJka W MOBHIICHO CHJI3CHE, BOJAYUTE Ha
MPEBO3HHU CPEACTBA M PadOTENIN C MaIllMHH TAlWeHTH TpsA0Ba Ma ObIAT MpemynpeieHd na n30arBaT
modupane U paboTa ¢ MallIMHA IO BPEME Ha JICUCHUETO.

4.8 Hesxes1aHu jT1eKapCTBEHH PeaKHU

Kanues fiogun Yaumen dapma 2% e ¢ 1o6pa noHocumocT. HemocpencTBeHo cies MpuiiokKeHUETO MOXKe
na ce ycetu cinabo mapeHe.

Twil kKaro HOIBT ce€ EKCKpeTHpa OT OpraHM3Ma MHOTO OaBHO, MPH YYCTBUTEIHHU MAlUEHTH ABITOTO,
HEKOHTPOJIMPAHO TPIIOKEHHE (B MPEKOMEPHU TO3HM) MOXKE N1a JOBEIE IO TaKa HApEUYCHHS ,,HOAM3bM .
Toii ce mposiBsiBa C Jpa3HEHE Ha KOHIOKTHUBATA U M3ITBJIBAHETO U C KPBB, C MOBUIICHA CEKPEIUS U ChJI3H,
3aMBIJIEHO 3pPEHHME, IMapeHe U 00IIKa, Bb3MOKHO JOCTHTAHE 0 eleM Ha Kiemaunte (emeM Ha Quincke) u
€IeM Ha CI'b3HUTE XKJIE3H; [0 KOXKaTa MOTaT Jia Ce MOSBSIT epUTeMa, akHe, IEPMaTUT U MypIypa.

4.9 IIpeno3upane
[Ipu cna3zBane Ha MpaBUJIHMS HAYWH Ha TIPIIIOKCHIE U TO3UPOBKA, HE € HAOIIOaBaHO MPeao3UpaHe.
B cnyqaﬁ Ha THOUJACHTHO IIEPOPATHO IOITTBIIAHE JICYCHUCTO € CUMIITOMATUYHO.

5. DPAPMAKOJIOT'TYHU CBOMCTBA
DapMaKOIUHAMHYHHU CBOIICTBA

5.1 ®apmakoTepaneBTH4YHA rpyna — o(hTaIMOIOTHYHA; PE30POCHT M AaHTUCKIIEPOTHK.
ATC kog - SO1XA 04

AKTUBHOTO BEILIECTBO B OUHUTE KaIlKU € HOJl B MUKPOJ031, KOWTO MOBIHSABA META00JIN3Ma Ha IPOTEHHNUTE
U JIMIUOUTE; YBEINYaBa KPbBHUTE JIUIIONPOTEUHU U GUOPUHOIUTHYATA AKTUBHOCT.

Monnre Ha #iona yBenMuaBaT KOJNOMIHATA IMCIEPCHs, KOETO BOJM 1O HAMAIsABaHE BHMCKO3MTETA Ha
KpbBTa. HamaseHata komouaHa AMCIEPCHsl OT CBOSI CTpaHa € CBbp3aHa C NPHU3HALUTE HA CTapeeHEe U
apTepUOCKIIepo3a.

Te3u dakTH ¥ NIPOIBIKUTEIIHOTO U3MOI3BAHE HA 1OJla B TepareBTHYHATA MTPAKTUKA JTOKA3BAaT, Y€ COJIUTE
Ha ios1a 3a0aBAT, PECIIEKTHBHO HAMaJIsBaT Mpolieca Ha apTepHOCKIIepo3a.

[Ipunoxenuero Ha oaa BOAM A0 Ba3oguiIaTalysl U NOA00psBa ThKaHHATA nepQy3Husl.

[IpunoxxeHneTo Ha OYHUTE KANKH ChC ChIbPKAaHUE Ha HOJl € €AMHCTBEHOTO BH3MOXHO JICUEHHE B CITyuai,
Ye IHPBOM3TOUHMKBT Ha 3a00JIABAHETO He MOXE Ja Ce JIeKyBa HpsKo. VOJIHHTE CheMHEHHs OKa3BaT
NpPSKO BB3JACHCTBHE BBPXY Mpoleca Ha pe3opOuus, ocOOCHO B Ha4YaJHWUTE CTaguu. 1ol He crupa
Pa3BUTHETO HA KaTapakTa, HO TE3W MpOLecH (pa3pacTBaHETO HA KaTapakTa, HAMAJSIBAHETO Ha 3PUTEIIHUS
KOHTpAcT) MOTaT Jia ce 3a0aBsT MPU HETOBOTO MPHIIOKEHHE.

5.2 dapmakoaMHAMMYHY CBOMiCTBA

Crnen npuioxeHHe Ha Tpenapara, HOAUANTe MPOHUKBAT 0 OYHHUTE CTPYKTYpPH, a A0 MU3BECTHA CTETEH Ce
pesopbupar u cucremuo. Te gocturar 0 Hoca mpe3 ductus nasolacrimalis u ce abcopbupat oT HazamHaTa
MYKO03a B KPbBOHOCHHUTE ChJIOBE.

MoxbT ce oTenst OT OpraHu3Ma MHOro 6aBHO. KanneBusar ioma (HEOpPraHHUHO HOHHO ChEIMHEHHE) He
ce merabonusupa. Ceoboauute ionu (K+, | 7) ce otnensar upe3 Ob0penuTe.

5.3 IlpenkJIMHUYHM JAHHU 32 0€30MaCHOCT

ﬁOH’bT n f/iOlII/IJII/IT@ Ca BEHISCTBA, KOMTO CC M3IIOJI3BAT OT ABJIO0 BPEME B O(i)TaHMOHOFI/I‘IHaTa IIpaKTUKa U
HsIMa JJaHHU 3a BPEJHO Bb3/IEHCTBUE.

Hsma nanHUM OT npuioXKeHne Ha MPOTyKTa BbPXY KUBOTHHU.

6. PAPMAIIEBTUYHMU JAHHHU
6.1 CnuchLK HA NOMOIIHNUTE BellecTBa

XnopxekcuauHoB auanerar — 0,5 mg, narpue xmopun - 20,0 mg, matpues tuocyindar — 2,0 mg,
nuHATpUeB-eaeTaT-auxuapar — 1,0 mg, npeuncrena soga — 10,0 ml.



6.2 HecbBMecTuMOCTH
Henpunoxumo

6.3 Cpok Ha roaHoOCT
[Ipu HEOTBOpEHA OMAaKOBKA — 2 TOAMHU
Crnen oTBapsiHE HA OMAKOBKaTa — 28 THU

6.4 Cnnenuajanm ycjaoBus HA ChbXpaHeHHe
Ja ce cpxpansBa mpu Temneparypa moxa 25° C.
Ja ce ma3u OT CBETJIMHA.

6.5 /lanHuM 32 onmaKoBKaTa

[TnacTMacoBO mIMIe C KalKOMEp, IUIACTMAacoBa Karadka Ha BUHT, eTHKeT. lIluiieTo e omakoBaHO B
KapTOHEHA KYTHs C JINCTOBKA 32 MMAI[HEHTA.

Pasmep Ha omakoBkaTa: 1 x 10 ml.

6.6 Cnenyua/iHu NpeanasHy MepKU NPU U3XBbPJsiHe U padoTa

Korato ce oTBOpM neKapCTBEHHUST NPOAYKT TOM € TOTOB 3a BbHIIHA ynorpeba. Cien pasomakoBaHe,
MNAlMeHTHT OTBUHTBA IJIACTMAcOBaTa Kalauka, JeKO HAKJIOHsBa IJlaBaTa CU Ha3al, LIMIIETO ce oOpbIla
o0paTHO M upe3 HATUCKaHETO My KallBa IPEANHCAHOTO KOJIMYECTBO OT JIEKapCTBOTO B JOJHATA
KOHIOKTHBHa TopOuuka. IIpym HakamBaHeTo He TpsiOBa Ja ce mHUIaT OKOTO WM Bexaute. Cien ToBa ce
M3UCKBA KallayeTo Jia ce 3aBUHTU 00paTHO J00pe, 3a Mpe/rna3BaHe 0T eBEeHTYaIHO 3aMbpcsiBane. [llumero
Ce ChXpaHABa BbB BEPTUKAITHO IOJ0KEHHE.

7. MPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
UNIMED PHARMA Ltd.

Orieskova 11

821 05 Bratislava, CroBarika perny0imka

8. HOMEP HA PAZPEIHIEHHUETO 3A YIIOTPEBA

2002841

9. JATA HA IIbPBO PA3PEIHABAHE/IIOAHOBSBAHE HA PA3ZPEHIEHUETO 3A
YIHOTPEBA

16.10.2002

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
ABryct/2008



