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1. IME HA JEKAPCTBEHMSI TPOYKT ........ OO -0 W Y T

Tt TRl s ca e rp i ran v af g dang:

YHUJIEKCA YHUMEJ ©APMA 0,1% kanku 3a o4H, pa3TBop
UNIDEXA UNIMED PHARMA 0,1% eye drops, solution

2. KAYMECTBEH H KOJTHMECTBEH CH(CTAB

JlekcameTtasoHoB HatpueB docdar (Dexamethasone sodium phosphate) 1 mg B 1 ml Boaen
pasTBOP.
3a MbJIHMS CIOHCHK HA ITOMOIMHUTE BEINICCTRA BIXKTE TOYKA 6. 1.

3. JEKAPCTBEHA ®OPMA

Kanku 3a oud, pa3rBop
OHCTBLP, Oe31BETEH, ¢1ab0 BUCKO3€H pa3sTBOP

4. KIMHUYHHA TAHHUA

4.1. TepaneBTUIHH MOKA3AHUA

- BB3NAJIMTENHH 3a0079BaHHA HA MPEAHHA OUEH CErMEHT — HCHH(EKIHO3HUY BB3ITANCHHA Ha
KOHIOKTHBATa, pOropuiara, OmnedapuT W THKAHWTE HA IPEAHHUA OUYECH CCITMCHT, Kato
KEPATOKOHIOHKTUBHT, HPHT, HPUIOIHKIIUT;

- CHHCKICPUT U CKJICPHT;

- CBCTOSHHA CIEI TPaBMH (XMMHYHO, CBETIUHHO H TOIUIMHHO YBPEKJAaHE Ha POrOBHLATA,
NPOHHKBAHE HA 9YKAO0 TAIO);

-  CHEeJONEPATHMBHH CBCTOAHMS KATO CHCIOICPATHBHO NpeAna3Bance Ha OKOTO Of
BB3NAIHTENHHA PEAKIIHH,

- 33 MOTHCKAHE HA UMYHOJIOTMYHHATE pEakNUHd KbM TpPaHCHIIAHTAT 110 BpEME Ha
BB3CTAHOBHTEIHUA EPHO CIEI KEPATOIIACTHKA,

- ocTpa (pa3a Ha TEKDBK AJIEPriu4eH KOHIOKTHBUT.

Bh3ananeHneTo He TpabBa 1a 6b1e 0T HHGEKIMO3eH MPOH3X0/l. POTOBUYHHMAT CIHTEN TPOBa
na 6pae uaTakTeH. To3M nekapcTBeH NMPOAYKT TpAOBa Jia ce mmpyjara camo noJi KOHTpPOJ Ha
O TAIMOJIOT.

4.2. 103upoBKa H HAYHH HA NPH/ICKEHHE

Ho3upoBrka

HH,I[HBHI['_YHJIHO, B 3aBHCHMOCT OT TCAKCCTTA Ha 3aCATAHC.

Oo6nyaiigara 103a € 1 kanka 4 10 6 IILTH AHEBHO B 3aCErHATOTO OKO.

[Tps TeXKH ClIy4yaH, JSUECHHETO MOXKE Ja 3alouHe ¢ 1 Kanka Ha BCEKH 4
ja ce HaMmalld 0 €1Ha KAIKA Ha Bcekd 4 yaca cien MOCTHraHe Ha onaro
OTJIC H30ATBaHE HA PEIHINUB C€ NIPENOPHYBA [IOCTENCHHO HAMAJIABAHE H
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JlekapCTBEHHAT NPOJYKT MOXE 1a ce KOMOHHHpA ¢ JIOKATHH aHTUOHOTHIIH.

OOMKHOBEHO IIPOIBIDKUTENHOCTTA HA JICUCHHE Bapypa MEXKIY HAKOIKO JIHH K0 MaKCUMAIHO
14 nuu.

Ynorpeba npH DaIlMeHTH B CTApUYecKa Bh3PacT
Fima Oorar onur ot ynoTpebara Ha JeKkcaMeTa3oH OYHH KankH [IpH MAllHEHTH B CTapyecKa

BE3pACT. [Ipenopbkure 3a AO3UPOBKA MOCOUYEHH IO-TOpE, CHOTBETCTBAT HA KIMHAYHHTE
JAHHHM OT HATPYITaHHA OITHT.

leduampuuna nonyrayus
IIpp nmema Tpabea 1a ce u30ArEa NOPOABJDKHTC/IHOTO, HEINPSKBCHATO IIpHIaraHe Ha

KOPTHKOCTCPOHIH, IOPaJH €BEeHTYATHO IOTHCKAHE HAa HaIOBOpeYHHTE KIE3H (BHXXK TOHKA
4.4).

4.3. lIpoTusonokazauusa

- Heomnagenu oT IpHIOKEHO aHTH-HH(EKIIHOIHO JeuyeHHe OUHN HHPEKIHH, KaTo:

- Octpu rHoiiHH OakTepHaJlHM HHPCKIHUH, BKIIOYHUTETHO ICEBAOMOHACHH H
MHKODAKTEepHAIHH HH(EKITHH,

- |'uOuunu undexummn,

- Enmtenen Xepmec CHMIUIEKC KepaTUT (OCHAPHTCH KEpaTWUT), HHQEKIHMH CJIe
BaKCHHAaIUA, IPEAH3BHKAHW OT BapUIEia 30CTEP H MOBEYETO OT JIPYTHTE BHPYCHH
MH}EKIMA Ha pOrOBHIATA H KOHIOKTHBRATA,

- AMeOeH KepaTuT,

-  Tybepkynosa,

- Ilephopammsa, ynuepaius 4 yBpeXJaHe HAa POrOBHLATa ¢ HEMbJIHA €MHATCIH3AINA
(BIOK CBINO TOUKH 4.1 1 4.4),

- H3BecTHO moBMIAaBaHE Ha BBTPEOYHOTO HAIATaHe [PeAM3BUKAHO OT ynorpeda Ha
KOPTHKOCTEPOU/IH,

- CBpPBXYYBCTBHTCIIHOCT KBM AaKTHBHATA ChCTABKA HJIM KbM HAKOE OT INOMOIIHHTE

BEIIECTBA.
- AOCONIOTHO € NpPOTUBONOKA3aHA yhnoTpeOaTa HA JIEKapCIBeHMA TIPOAYKT TIpH
HOBOPOJCHH,

4.4. CrienuaaHy npeIynpexieHas 1 npeJna3zHd MEPKH IIPH yoTpeda

C M3KIIOYEHHE HA PeJIKH CIyyaH, IPOABIKHTEIHOCTTA Ha JIeYeHHe He TpgOBa Ja HaIBHIIaBa
IBEe CEIMHIIH.

IIpu mena tpabea ga ce U30ArBa MpOAB/DKMUTEIIHOTO JICYCHHE ¢ KOPTUKOCTECPOUAH, ITOpaIH
€BEHTYATHO IIOTHCKAHE Ha HAAOBOpEIHHTE JKIIE3H.

YrnorpedaTta Ha TOKAJTHU KOPTHKOCTEPOHMIH MPH AJICPrHYeH KOHIOKTHBUT CE€ MPEUOphHBA
caMo IPH TeXKKH (POpMH Ha 3a00JSIBAHETO, KOUTO HE C€ MOB/IUABAT OT CTAHAAPTHOTQ JECHUC

S
H TO 3a KpaTBK [IEPUOT OT BpEME.

[Ipu naumenTn ¢ HHPEKOHK HAa ouydTe TPIOBa Aa ce MPOBEKIA JIOKATIHO
JICUCHHUE CaMO B CIyYaH, IPH KOHTO UHQEKLMATA € OBIA/ISHA C NPOBE]




HHPEKUHO3HA Tepanud. TakuBa O0JHE TpAOBa Aa OBAaT BHHMATEIIHO H PEJIOBHO CICICHH OT
O TaJIMOJIOT.

[Tpx manMeHTHTE, IPH KOUTO C€ MPOBEKIA JOKAIHO KOPTHKOCTEPOHAHO JICHEHHE HA OUHTE €
HAIMLIE PUCK OT Pa3BUTHC HA ONMOPTIOHUCTHYHHE OunY MHpeKnuH. 3a0aseHoTO 3a3/1paBABAHE
Ha PaHATE MpPeACTaBIABA JOMBIHHTCICH PHCKOB (JaKTOp 3d pa3sBHTHE HA ONOPTHOHHCTHYHH
uadexnun, OcBeH TOBa, JIOKATHHTE KOPTHKOCTEPOHIM 3a OYHO IIPHJIOKEHHE MOXC Ja
peAU3BUKAT, BJIOMIAT WM 3aMaCKUPAT CHMITOMHTE HA OTIOPTIOHUCTHYHH HUH(EKLIHH.

[Ipy mamueHTHTE ¢ aHAMHECTHYHH JaHHH 3a XEpIECHO 3aboydgBaHe, NMpA KOHUTO C¢ Halara
IPOBEXKIAHE HA IPOTHBOBB3NATIHTEINHA TEPANMs ¢ KOPTHKOCTEPOHIN, TpsadBa Ja ce IIPOBEHia
KOMOHHHpPaHO e()eKTHBHO NTPOTUBOXEPIIECHO JIEUCHHE.

[TpunaraneTo Ha KOPTHKOCTEPOHAM IIPH JiCUeHHE Ha Apyra HHOEKIHS NpeIH3BHKaHA OT
Xeprec CHMILIEKC, OCBEH Xeprnec CHMIUICKCHHS KepPaTHT, NpH KOHTO € NPOTHBOMOKA3aHO,
Tps0OBa Aa cTaBa BHHUMATEIHO. BaxHO € 1a ce HnpoBeXIa PEIOBHO HU3CICABAHC HAa OYHHTC
JBHA.

[To mpuHIMD, pu OOJHU ¢ pa3sA3BIBAHHA HA POroBUIlATa HE CE IpHIIara JOKATHO JICHCHHE €
IEKCAMETA30H, OCBEH B CJIy4aH, IIPH KOUTO Bb3IATeHHETO € OCHOBHA NMPHUYHHA 3a 3a0aBAHE Ha
O3IPABUTENHUAS NPOLEC U CIEN KaTO BE€Ye € NPOBEACHO aACKBATHO €THOJIOIHYHO JICICHHC.
[Tono6ur nauuenTr TpAOBa fa ObAaT BHUMATEIHO H PEIOBHO CIEICHH OT O TanMoIor.

[1pn H3THLHSABAaHE Ha POTOBHLATA M CKIIEPATA MOXKeE Jd Ce IIOBUIIH PHCKBT OT Nepdoparius NpH
yroTpeda Ha JTOKaJIHU KOPTHKOCTCPOUIH.

[lo BpeMe Ha NeyeHUETO, TAUNECHTHTE TPAOBA a ObAaT YeCTO KOHTPOJHpaHH 33 IOBHIIABaHE
Ha BBTPEOYHO HANSATAHE, Pa3BHTHE HA BTOPHYHA IJIAYKOMA, OMOPTIOHMCTHYHH HHQCKIHHU H

nogBa Ha KaTapakra. lIpumoeHaTta 1034, 4ecToTaTa Ha HNPHIOXKCHUE U IIPOABIDKHTC/IHOCTTA
Ha JICYEHHETO TpaOBa Aa Ob4aT CBEJCHH 1O MUHUMYM.

HpH IHHIAOUCHTHUTC, IIPH KOHTO C OHIIO YCTAHOBCHO IIOBHIIABAHC Hd BBTPCOYHOTO HAJAI'aHC C
HAJIHUIIC IIOBUIIIEH PUCK OT HOBO NOBHIIABAHEC ITPH MOBTOPHO JICHCHHC.

[lanMeHTHTe C NPEJIIECTBAINO IOBHINABAHE Hd BHTPEOYHOTO HAajAraHe (IbPBHYHA
OTKPHUTOBI'BIIHA IMTayKOMa, ITbPBHYHA 3aKPHUTOBIBJIHA IAYKOMa, BTOpPHYHA [TIayKOMa), KOHTO

C€ HYXIadT OT JICUCHHEC C OYHH KOPTHKOCTCPOHIHH CPCACTBA, TpﬂﬁBa TONBJIHHUHTCIIHO Od
SL,IIEIT IpoCNeasiBaHM 34 IMO-HATATHIIHO ITOBHIIIABAHC HAa BETPCOYHOTO HalIAIratde.

JIOKATHATE KOPTHKOCTEPOHIH TpAOBa fa ce ynorTpedsBaT BHHMATEIHO W CaAMO B Cly4aH Ha
HYXKIA [IpK OOMHE ¢ TIayKoMa.

Ilpy KyMyIMupallld A03H Ha KOPTHKOCTEPOHIHMTE MOXKE Jia C€ pa3Bue 3aJHa cyOkancyapHa
KaTapakTa.

I[EII&T& W MAlMHCHTUTE B CTap4yeCKa BB3pacT Ca NpEApda3lloIoKCHH B [mo-rojiaMa CTeriCH KbM

IMPOBCIKAAHE HA IIO-49CCT KOHTPOJIL.

bonHuTe ¢hC 3axapeH AUMa0ET ca ChINO Taka IpeapaslloNoKCeHH B IO
pa3BUTHE Ha CyOKarCyJapHH KaTapakTH cJIe] IIpujlarase Ha JOKaJiHK CT



Huxora He TpHﬁBa Aa C€ IIpuJarar JOKalHHu CTCPOHIH 1IPH HEeAHArHOCTULHPAHO 3aUCPBABAHC
H4d OMHTC.

[To BpeMe Ha JeYEHHETO NMAMHEHTHT HE TPSOBAa Ja HOCH MEKHM KOHTAKTHH JICUIH, ThH KaTo
OeH3aJIKOHUEBHAT XJIOPHI IIPOHMKBA U C€ OTIEIA ABJITO BPEME OT POTOBHIATA, KOETO MOXKE
Ta moBese 710 HeHHOTO yBpexaaHe. IIpu ynoTpebaTa Ha poAyKTa, IPH BB3MOXKHOCT HE OH
TPSAOBAJIO Ja CE HOCAT U TBBPJAH KOHTAKTHU JICHIH, 34 /14 €€ YJICCHH JOCTBIIBT Ha BCIICCTBOTO
10 OYHATA MOBLPXHOCT H JIa ¢ MPEIOTBPATH JIOKATHOTO APA3HEHE OT KOHTAKTHATC JICIIH.

4.5. BzaumoaeiicTBHE ¢ ApYIH JeKAPCTBEHH NPOAYKTH H APYTH GOpPMH Ha
B3aHMOJeHCTBHE

[IpM eaIHOBpPEMEHHO JICYCHHE C APYTH OYHHU KAINKU, Pa3TBOpPUTE TpAOBA A CE€ MOCTABAT Ha
HHTEpPBaI OT 15 MHUHYTH.

JlexcaMmeTazoH ycuiIBa eeKTHUTE HA MUIPHATHIIMTE H HAMAJIABA e(eKTa Ha MHOTHIIUTE.

lipu egnoBpeMeHHO npunoxenue Ha Y HUJIEKCA ¢ MuapHaTHIN c€ yBenH4iaBa pACKBT OT
MMOBUINIABAHE HA BBTIPEOYHOTO HaysiraHe. JlekapcteenmsT npoaykr YHHUJIEKCA moxe na
HAMaH €(eKTa HA AHTHTJIAYKOMHHUTE CPEJICTRA.

Cro0bmaBa ce 3a NOBBPXHOCTHH IIpPeuHOHTALMM Ha KanuweB (ocdar B CcTpoMaTa Ha

POTOBHIIATa IIPH €IHOBPEMEHHO TPHIIOKEHHE HA KOPTHKOCTEPOHIM H JIOKANHH Oera-
OJOKEpH.

4.6. DepTHIIMTET, OpEMEHHOCT U KhpMEHE

[lopamy Mankara fo03a U orpanH4eHaTa abcopOrus, He OU Tpa0Baio Ja ce 04aKBa HETAaTHBCH
e(EKT OT JIeKCaMETa30Ha, KOHTO C€ ChAbPKA B OYHUTE KaIlKH.

Bwnpekn ToBa, HSMAa OODEKTHBHH JAHHH OT IIPOBEXKIAHH IMPH XOpa KIMHWYHH HPOYUBAHHA.
KoprukocTepoHIHTE NPeMHBHABAT NIPE3 nianeHTara. [IpH ONMTHH KHBOTHH Ca HaOMOAaBaHH

TepaToreHHH eekTH (BHX TouKa 5.3). Beapeku ToBa, Hocera HAMA JaHHH 33 TEPaTOTCHHH
ehekt npuH xopa. Ilpu crcremHa ynorpeba Ha KOPTHKOCTCPOHAH BbB BHCOKH 103U Ca
HabmoaBand eheKTH MO OTHOIIEHHE Ha IUIOAa/HOBOPOACHUTE {(MHTpayTEpHHHO IMOTHCKaHE
HAa pacTeka, NoTHcKaHe QyHKIuATa Ha HanOnOpeunara kopa). He ce cpobmasa obaue 3a
no106Hu epeKTH NIpH OYHA ymoTpeda.

AKO ce IUTAaHHPa HM3ION3BAHETO HAa OYHHTE Kalk{ M0 BpeMe Ha OpeMEHHOCTTa HWIH NpH
KBPMEHE, € HEOOX0JHMO Ja C¢ OTUYETAT BHHUMATEeIHO €BCHTYyanHaTa noji3a 4 NOTCHIHAIHUAT
PHCK OT NPHIATAHETO HA JICKAPCTBCHUA IPOOYKT.

[ MOKOKOPTHKOUAHTE MPEMUHABAT B MAWUHHOTO MJIIKO H MIPH NMPOIBIXKHTENIHO JNCUCHUE ChC
CTEPOHAH 3a IOJA CBINCCTBYBA PHCK OT arpodusi Ha HanOBOpeYHHUTE JXKJIC3H B Kpas HA
OpeMEHHOCTTA.

4.7. EdexTH BHpXY cnocobHocTTa 32 ModupaHe 0 padoTa ¢ MAINHHA

He ca npoBe)kaaHH MPOyYBaHMsA [0 OTHOLIEHHE HA CIOCOOHOCTTA 33 1O(HPAHE K paboTa ¢
MaIIHHH.

3AMBIJISIBAHE HJIH JPYTH HapyIICHHA Ha 3pEHHETO, KOUTO OHXa MOTJIH 1
crIocoOHoCTTa 3a ImodupaHe u padoTa ¢ MAIIUHA.



[Ipn 3aMbrisBaHe HA 3pEHHUETO, MALMEHTHT TPAOBA Jla M34YaKa Ja ¢¢ H3OMCTpH 3PECHHETO
npead ga wodupa uin ga paboTH ¢ MalllMHH.

4.8. Hexxe1aHM JIeKapCTBEHH peaKiuu

Hapymennst Ha ouuTe:

-  Muoro yectr (>1/10): Ilopumarane Ha BBTPCOYHOTO HAISAraHe (CIed ABYCEIAMHYHO
JICUCHHE).

- Yecrtu (>1/100,<1/10): yecTo BE3HHKBAT HEMOCPEACTBCHO CIIEM NTOCTABSHE HA KAIKUTE
JTACKOM(OPT, JApa3HEHE, IapeHe, CMbjcHE, ¢hPOCK H 3aMBITIABAHE Ha 3PCHHETO.
OOMKHOBEHO TE€3H HPOSBH ca JIEKO H3pA3€HM W ca C IPEXOACH XapakTep, Karo
OT3By4aBaT 0€3 NoCIEIACTBHA.

- Hewectu (>1/1000,<1/100): Bb3MOXHO ¢ BB3HMKBAHE Ha AICPTHYHH pPEaKUHMH U
pEAKIHH HA CBPBXYYBCTBHTEIHOCT:

CrienM(pUYHUTE HEXKETAHH JICKAaPCTBCHU peaKIluK npu ynorpeda Ha KOPTUKOCTEPOHIH
BKJIFOYBAT: 3a0aBEeHO 3apacTBaHe Ha paHUTE, PUCK OT 3aHa cyOKancyJ/japHa
KaTapakTa, [104Ba HA OMOPTIOHUCTUYHA HHPEKLMH U TIayKoMa.

- Mmuoro peaxu (<1/10000, Bkn. m3omupanu ciydan): OtOensd3BaHM ca 1osiBa Ha
KOHIOKTHBHT, MUApPHA3a, OTOK Ha JIHUCTO, NT03a, KOPTHKOCTEPOHAHO NPECAU3BHKAH
YBEUT, KaIUH(QUKAUHUS HAa POroBHLATA, KPUCTAIMHHA KepaTonarusd, NPOMEHH B
poroBHYHaTa IUTETHOCT, OTOK HA POTOBHIIATA U yiuecpalliu. JlokanHarta ynorpeda Ha
KOPTHKOCTEPOHIH € JoBena Ao nepdopailda MpH  HAKOM  3abojsBaHus,
[IpeAM3IBAKBAIIHA H3THHABAHE Ha POrOBHIIATA.

Cayyau Ha KaTnU(pHKaIUAsS Ha pOrOBHIIATa ¢a ChOOIN@ABAaHH MHOT'O PSJIKO BbB BPB3Ka C
ynotpedaTta Ha ochaT-chIbpKaITH KallKH 3a OUM IPH HAKOH MAIMEHTH CBC 3HAYHTE/THO
YBPEXKJIAHE HA POTOBHIIATA.,

O6mM HapymeHHd B epeKTH HA MACTOTO HA NMPHJIOKECHHE:
Hedyectn (>1/1000,<1/100): Ilpn TepaneBTHYHA cxeéMa C 4ecTO HpHJIAraHe Ha JICKapCTBCHHA
MPOAYKT € Bb3MOXHA CHCTeMHA a0copOIus H NOTHCKaHe Ha HaAOBOpeuHaTa QyHKIH.

Crobmasane Ha IOJO3MPAHU HEXEIAHH PeaKLIUA

Cho0INaBaHeTo HA TOJO3HPAHH HEXeEIaHH DPeakldd cJled paspellapaHe 3a ynorpeda Ha
JICKQpPCTBCHHA NPOAYKT € BaXKHo. ToBa mo03BOJSBA Ja MNPOALIKKM HAOMIONCHHETO HA
CHOTHOIIEHHETO MOI3a/PUCK 3a JIEKAPCTBEHUA NpodYKT. OT MCAHUIMHCKHTE CHCIHANHCTH CC
M3UCKBA JIa ChOOIABAT BCAKA MIOJO3HpaHa HeeslaHa PeaKiius upes

HN3nenHUTENHA arcHIIAs 110 JICKAPCTBATA:

yi. ,,JlamsH 1 'pyes™ Ne 8

1303 Codus

Tem.: +359 28903417

yeOcaiit: www.bda.bg

4.9. llpenozupane

AKO ce cnasBa TOYHO JO3HUPOBKara, ¢ MAJIKO BCPOATHO BBL3HHKBAHE H
HHTOKCHKAIMA ¥ J0Cera HaMa ChoDINeHHs 34 TAKHBA CIIYYAH.



B cnyuaii Ha JokanHO MOpeJo3dpaHe TpsadBa Ja ce MpeycTaHoBH JieueHueTo. lIpu
IPOAB/DKUTESIIHO JIpa3HCHE, OKOTO (OYUTE) TPAOBa Ja ce U3IIIAKHAT ChC CTEPHIIHA BOJA.

He ca u3BecTHH NPOSBUTE NPH HEBOJIHO MOTIBINAHE HAa MpoayKrTa. Jlekapsar oOaue TpsaOBa Ha
MMa [pPeABH], KAaKTO M MPHU JICYEHHETO C APYTUTE KOPTHKOCTEPOHIH, NPOBCKIAHE Ha
CTOMAlIIHA NIPOMHBKA UJIH NPEJUIBUKBAHE HA MOBPLIIAHE.

5. PAPMAKOJIOT'MTYHHA CBOUCTBA
3.1. PapmakoaMHAMHYHH CBOHCTBA

dapmakoTepanerTH4HA rpyna; OQraaMonoruyHu nperapaT
ATC xon: SO1BAO1 (dexamethasone)

YHUIEKCA YHUME]J ®APMA 0,1 % ¢ odTaiMoNoraueH JI€KapCTBEH IPOIYKT KOHTO
CHIBPKA ITIOKOKOPTHKOCTEPOHA JAEKCAMETAa30H (IeKcaMeTa3oH HaTpHEBO Cyn(aTHa comn),
KOHTO ce XapakTepu3upa ChC CHJIHO NPOTHBOBB3MaIMTeNnHO AcHCTBHE. Harpuesara con Ha
MeKCAMETa30Ha € BOJHO pa3TBOpUMA HopMa Ha JEKCaMETa30H, KOATO C€ pa3snpoCTpaHABa I10-
OBP30 OT MOMOIIHOTO BEMIECTEO. He3aBHCHMO OT CBOS ABIBI OHOJIOTHYCH TOJYXKHBOT B
CpPaBHEHHE C BOJHOHEPA3TBOPHMATA (hOPMaA, KOATO MM IO-IBJITO JEHCTBHE (HOCPEACTBOM
KOETO CTHMYJIMpa B 3HAUMTENHA CTENMEH HEXeTaHHTe CTEPORIHN PEaKiHu), MpOJYKTBT HMa
IIO-KPaTKO JCHCTBUE.

AKTHBHOTO BEIIECTBO NEKCAMETA30H € CHHTCTUYCH, MOHO(IIYOPHpaH TIOKOKOPTHKOWA €
MHHHMAJIHA MHHEPAJIKOPTHKOUAHA akTHBHOCT. Tod e 25 mbTH 10-¢PeKTHREH OT KOPTH30/1a
(XHOPOKOPTH30H) M 7.5 IBTH No-eQeKTHBEH OT NpeOHH30Ha H Hpeand3onoHa. lon
IPUTEKABA MHOTO CHJICH H 3HAYHTEEH IMPOTHBOBB3NANUTENCH €(EKT, ¢ KOETO ca CBhP3aHH
AaHTHANEPTUYHMAT, AHAITETHUHAST u  adTUNpoiambepaTuBHHST edexrtd. lloBHmasa
MeTabomu3mMa Ha IokKo3aTa (MOBMINABA IJIIOKOHeoreHesaTa M OCBOOOXIABAHETO Ha
[NIIOKO3aTa), AKTHBHpa MPOTEHHOBUS KaraboNu3pM H NOAABPKa MHKPOIHMPKYJAlUATA.
JexcameTtazon uHXHOHpa Qocdormraza Ap upe3 KOeTo ¢€¢ HaMallgea OTACIIAHCTO Ha
apaxuJIOHOBa KHCCIIHHA, 4 OT Ta4M W Ha MEIHATOpUTE Ha BLINANCHUECTO OT NPOCTAHOUACH H
JleHKOTpHEHOB THII. [IOTHCKA JIEBKOUHMTHATA MHIpaus, aronyuTo3ara, OCBOOOXKIABAHETO HA
KHHHHH, IPOAYKIMSITA HAa AaHTHUTENa U HaMallsiBa [IpoIy CKJIHBOCTTa Ha KPBBOHOCHUTEC CHOBE.
YHUIEKCA YHUMEJ] ®APMA 0,1 % kanku 3a o4H, pa3TBOp CHABPXKa CBINC TaKa
BHTAMHH OT Irpyna B — NSKCIAHTEHOJ, KOWTO MOJIbpXa poroBrilaTa M €IHTEIH3alHATa Ha
nmurapunata. 1lo TO3M HAYMH YacTHYHO C€ KOPHUIrMpa HEXEJIaHHAT €(QeKT Ha JIOKAIHO
OPIJIOXKEHHS eKcameTasoH (3abaBsiHe 3a3apaBsBAaHETO Ha paHHTe B o0racTra Ha OYHTE).
Xunpomenosara, MNOMONIHO BEIISCTBO BKIIOUEHO B JIEKApCTBCHHS MNPOAYKT, IIOBHUIABA
BUCKO3HUTETA, KA4TO II0 TO3M HAYHH c¢ 3adaBd APCHaXbT HA NPOLYKTAa H C€ YIOhJDKaBa
KOHTAKTHT ¢ poropunara. 110 To3d HayMH ce OKa3Ba BIHAHHE BbPXY OMOHAIHYHOCTTA HA
NIEKCAMETA30H, MPH KOETO HE ce IposBsBa cOOCTBEHMAT (ApMaKoNOTHHYEH €(EKT Ha
XUIIPOMENIO3aTa.

3.2. DapMaKOKHHECTHYHM CBOHCTBA

[Topanu xuapodHIHHTE CH CBOKWCTBA, AcKcaMeTa3oH Hatpues ¢ocdar ce a
HUCKA CTEIICH OT MHTAKTHHSA €IIUTENI Ha POTOBUIIATA.



Cnen abcopbumd npe3 O4yHATa M HOCHA JIMIAaBHIM, JEKCAMETA30H HATpHEB ¢(ocdar ce
XHMJIPOIIM3MPA [0 JeKcaMeTa3zoH. JlekcaMeTa3oH M HEroBHTE META0OIHTH €€ H3JIbYBaT
IIpeJUMHO Mpe3 0BOpenuTe.

3.3, IlpeaAkTHHUYHH JAHHY 32 0€30MACHOCT

MyTar¢HeH M TEPATOTreHEeH MOTEHIIHAJ
Jlocera mpoBeIcHHUTE MPOYYBAHHA HE MIOKA3BaT JAHHU 32 KIIHHUYEO 3HAYHMH ICHOTOKCHYHHA
CBOHCTBA HA KOPTUKOCTEPOHOUTE.

PenpoaykTHBHA TOKCHIHOCT

[Ipu nmpoydBaHHS NpH MHUIKHA, IUTBXOBE, XaMCTEpU, 3aMld M KyueTa € YCTaHOBCHO, UC
NEKCaMEeTaz0H IIpeau3BHKBa pa3BHTHE Ha BPOJCHA IleNKa Ha HEOLIETO U B MO-MAJIKA CTENCH Ha
apyru Mandopmarnuy. OTdend3aHy ca HapyLICHUSA HA BRTpeMaToqHusi pacrex. IIpn onuTHYU
XHBOTHH c¢a HaOMIOJaBaHHM CHINO Taka TpaWHM [IPOMEHM HA IUIBTHOCTIA Ha
IIIOKOKOPTHKOW/ITHUTE PELENTOPH B MO3BKa, Ha HEBPOTPAHCMHUTEPHOTO NPOBEKOAHC Ha
HMIIYJICHTE U HA MOBEACHHUETO IIPH M3JIaraHe Ha IJ10J1a Ha TTIIOKOPTHKOMIHO TEHCTBHE.

6. PAPMAIIEBTHYHH JAHHHA

6.1. CriHCBK HA NMMOMOIIHHUTE BEIICCTRA

OCH3aIKOHHER XJIOPH /T

NCKCIAHTEHO

HATPHEB XJIOPH]

TUHATpUEB pochHaTr JOACKAXUIpaT
HATpHEB JHXHApOTreH@ocdaT TUXuaApaT
JTMHATPHUEB €eTaTr

moymcopdar 30

XHIIPOMENI03a

BOJA 34 MHDKEKITHU

6.2. HecbBMEeCTHMOCTH

Hocera He ca HaOmMoOKaBaHu PHU3MYHH 1 XMMHYHH HECHBMECTHMOCTH.

6.3. Cpok Ha roaHocTt

Cpok Ha rojTHOCT Ha MMPOAYKTAa B HEOTBOpeHa OyTuika: 18 Mecena
CpoK Ha rof{HOCT Ha MPOJYKTA Clie]l ILPBOTO OTBapsiHe Ha OyTHIKaTa: 28 THH

6.4. Cnenna/iHA yCJI0BHA HA ChbXPaHCHHE

Jla ce cpxpangBa np# TeMneparypa noz 25°C. Jla ce nma3u oT ceeT/iuHA. Jla He ce ChXpaniBa B
XJIAAAJIHHK/ 3aMpa3sBa.

6.5. Bua v chabpikaHie HA 0NIAKOBKATA




[MonueTneHOBa OYTHIKA € [03aTOP, NOJHETHIEHOBA Karlayka Ha BHHT, ¢ 00C30MAaCUTENICH

HONUIPONHTICHOB NPBCTEH, €THKET. byTHIIKHTE ca ONIaKOBaHH B KAPTOHCHH KYTHH 3aCIHO C
yKa3aHHETOo 3a ynorpeda.

PazMep Ha OIakoBKaTa: 1 x3ml; 1 x 10 ml
He BCHYKY BHIOBE ONMAKOBKHM MOTAT Jia ObIaT IycHATH B mpojaxoa.

6.6. Cienua/IHH NpeANasHA MEPKH NpH H3XBHLPJAAHE H padoTa

TosH NpoayKT ¢iiell oTBapAHe € MpeAHa3HAYCH 3a O1Ha ynoTpeda.

[TpennasHara kanauka TpaOBa j1a ce OTBUE; NAIHEHTHT/TIAMEHTKATA TPIOBA JIEKO Aa HAKIOHH
Ha3a4 CBOYTA TAaBa, ja ce oObpHE HafoNy OyTHIKaTa M Ja Ce HaKane NpeAnucaHusiT Opo
KalKH B JOJHATa KOHIOKTHBaJHA TOpOWYKAa MNOCPEACTBOM HATHCKAHEC Ha IIACTMACOBATA
6yriinka. TpsOea na ce M36sTBa KOHTAKT Ha KankoMepa ¢ OKOTO MM Bewaute. Cnen
npoleaypaTa, Kamayxara TpsaOBa na ce 3aBuHTH 00parHO m06pe ¢ orned H30ArBaHe Ha
€BEHTYATHO 3aMbpciBaHe. byTHIKaTa ce ChXpaHsiBa BbB BEPTHKAIHO MOJOKEHHC.

7. MPUTEXATEJ HA PAZPEHIEHUETO 3A YIIOTPEBA
UNIMED PHARMA Ltd.
Orieskova 11

821 05 Bratislava
CroBallika pelyOnmka

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA
Peructpammonen Ne 20050159

9. TATA HA IIBPBO PA3PEIIABAHE/MIOAHOBSABAHE HA PA3ZPEIHIEHHETO
3A YIIOTPEDBA

JlaTa Ha repBO paspernaBaHe 21.03.2005
Iata na nogdaoraeande 31.05.2010

10. JATA HA AKTYA/IU3UPAHE HA TEKCTA

Mapt 2024
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