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2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Beeku ml cpaspaka 55,7 mg amopondun xusipoxiopun (amorolfine hydrochloride), exBHBaIEHTHH Ha
50 mg amoponduu (amorolfine} (5% wiv aMopoaguH).

Beska 6yruika or 2,5 ml caabpxka 139,3 mg aMopondHH XHAPOXIIOpH, CKBHBANEHTHH Ha 125 mg
aMoponduH.

Beska 6yTunka or 3 ml caaspaka 167,1 mg amoponduH Xxuapoxnopuy, cKBHBaneHTHH Ha 150 mg
amMoposduH.

Beska Gytuika ot 5 ml coappka 278,5 mg aMmopondUH XHAPOXAOPH/L, SKBHBATEHTHH Ha 250 mg
aMOPON QK.

3a MbAHUA CIUCHK HA NOMOIIHHTE BeLeCTRa, BIKTE TouKa 6.1,

3. JEKAPCTBEHA ®OPMA
JleyeGeH nak 3a HOKTH

bucTLp pasTeop.

4. KJHHHWYHH JAHHH
4.1 TepaneBTHYHH NOKA3AHHIA

JleueHHe Ha OHHXOMHKO3H, TPHYMHEHH OT AEpMATOMHTH, APONCAH WM MieceHy, 063 1a € 3acerdaro
HOKBETHOTO JIOKE l'lpH B’I:3paCTHH.

4.2 losupoBKa H HAYHH HA NPUICKEHHE

,goanpomca

JIaKbT 3a HOKTH TpAOBA /1a C€ HAHACA BHPXY HOKBTA HA 3aCETHATHA NPBCT HA PbKaTa WM KpaKa
BEJHEHK CSAMHIHO.

Ha4nn na npasioxkense
3a nokanuo npuiaokeHwme. Jla ce NpHnara BEPXy 3aC€rHATHTE HOKTH.
1. Ilpenu BCAKO HAHACAHE, 3ACCTHATHTE YAaCTH OT HOKBTA (0co0eHo MOBLPXHOCTTA HAa HOKBTA) ia

HNOYHCTBAHE, HAMMCECH ¢ JIAKOUUCTHTEA — NPHIIOKEH B OlTAKOBKAaTa. Hpe,IIH BCAKO
HaHacaHe Ha Exzopondus Jlak, To3m Mpoliec Ha M3NWIABAHE M MOYHCTBAHE TPAb
MOBTOPH, 32 /Ia c€ OTCTPAHAT HATHYHUTE OCTATBLH OT JIaK.



Hpedynpexcoenne! Iuiuukume 3a HOKPU, HINOAICARU NPU TeyeHUlemo, He mpabea da ce
ynompebneam ¢spxy 30pagume HoOKNI.

2. Jlak®T 3a HOKTH ce HaHacH C LIMAaTy/a BbPXY O4AaTa IORBPXHOCT HA 3aCErHATHA HOKET H Ce
OCTaBs 1a M3CbXHE.

3a BCEKM HOKBT, KOMTO ie Oble TpeTHpaH, IINaTynaTa TpAtea Aa Obae noTansHa B Jlaka 32
HOKTH.

Hpeoynpescoenue! LHinamyarama ne mpabea da 6vde usbvpcsana evpxy Zopaomo Ha
Gymunxama.,

Cnen ynotpeba, mmnarynata Tpabea ja Obae MOYHCTEHA C TAMIIOH, HAMOEH B TAKOYMCTHTEN.
BaxxHOo € 1a ce OYUCTAT phileTe cnen npuiomkeHue Ha Exsopongun Jlak. Ako Exsopondun Jlak
Ce IpHIara BbpXy HOKTHTE Ha prLeTe, norpebutennTe TpaOBa fa H34HakaT, JOKATO T¢ H3CHXHAT,
npeay Aa H3IMHAT PBLETE CH.

HPOHM)KHTEHHOCT HA JICYECHHETO

JNeuenuero Tpadea aa npoab/bky 0e3 NpeKbCeBaHS, TOKATO HOKBTAT ¢& BB3CTAHOBH H 3aCETHATHTE
YacTH OBAAT HAMBITHO W3NNEKYBAHH.

Karto 11410, MpoABIKHMTENHOCTTa Ha JICUCHHE € 6 Mecela 3a IPBCTHTE Ha phuete H 9 Jo 12 Meceua 3a
NPBCTHTE Ha KPaKaTa (TOBA 3aBHCH 3HAYMTE/IHO OT TEKECTTA, MACTOTO M CTEMEHTa Ha HHPEKIUITA).
Crnen 3-meceuna ynotpeba 6e3 nogoSperne e He0OXOHMA KOHCYITalHA ¢ JIEKap.

HegunaTpuuna nonyaanus
[Mopav nuTica Ha OTIHT, Jielia W IOHOIIH He TpaOBa aa 6baaT jeKkysanu ¢ Eksopondun Jlak.

Crapdecka Bb3pacT
Hsma cnenuaiHy NPenophKH 3a JO3HpaHe NpH ynoTpeba OT NaUMeHTH B CTap4Yecka BB3pacT.

4.3 IIporuBonoxkaszamus

CBpBX4YBCTBHTEIHOCT KbM AKTHBHOTO BEILECTBO WIH KbM HAKOE OT TIOMOLUHHTE BEILECTBA,
H36poeHH B TOYKa 6. 1.

44 CreuHasHH NpeAyYNpeXICHAA W NPeANAIHE MEPKHA NpH ynorpeba

TTo Bpeme Ha neuenne ¢ Exzopondis Jlak He TpAGBa 1a ce M3MON3BA JCKOPATHBEH JIaK 3a HOKTH WIH Ja
ce HOCAT Ha H3KYCTBEHH HOKTH.

Brnpeks ToBa, Mpy MHOrOKpaTHa ynotpeGa Ha Exzopondun Jlak, Bceku HaHeceH nak Tpabsa na 6bae
OTCTpaHeH Npean HaHacAHe Ha HOB cnoi or Exsopondun Jlak.

Koraro ce paloTH ¢ OpraHM<HH pa3TROpUTENH TPAGBA 1 e HOCAT HENPOITYCKIIMBH PHKABULIM, Thil KaTO
B TIPOTHBEH cny4ait cioat oT Exsopongun Jlak me 6ba¢ otcTpanen. Iopaay AkIca Ha ONMT, AeLa He
Tpabea na OvAaT NekyBaHu ¢ ExsopoaduH Jlak.

H3barsaiite KOHTAKT Ha JaKa ¢ OUHTE, YIUUTE H THMaBHLIMTE.

IIpu nanyenTu ¢ neprgephn cbaosy 3abongpanns, AHabeT, HAPYLICHHA Ha MMYHHATA CH
¢ aucTpodus Ha HOKTHTE WIH CEPHO3HO YBPEAEHH HOKTH (HaJl ABE TPCTH OT HOKbTHATA
3aCErHATA) JIEYCHHETO TPAORa Ja Obae HA3HA4YCHO OT Nexap . B Tesu ciayvan Tpabsa i
CHCTeMHa Tepanus.




TMauMenTH ¢ anaMHe3a 3a HApaHABaHe, KOXKHH 3200I9BAHUA KATO NCOPHA3KC WIH APYTH XPOHHYHH
KOKHH CLCTOAHHA, €/1€M, HAPYLICHHA Ha JMIIAHETO (CHHAPOM HA XKBITHTE HOKTH), 60NE3HEHH,
W2KPHECHH/ Ae(OPMHUPAHH HOKTH WIH JPYFH CHMITTOMH TpAOBA [a MOTHPCAT MEAHLIMHCKA MOMOII NPEAU
3aM0YBAHE Ha JIEYEHHE.

4.5 BiaumopelicTBHE ¢ APYI'H JeKAPCTBEHH NPOAYKTH H IPYrH (JopMH Ha B3aHMoAeHcTBUE
He ca nposekaasn npoy4BaHus 33 B3aHMOIEHCTBHE.

4.6 ®epTHIHTET, OpeMEHHOCT H KbpMeHe

bpeMenHocT
IIpoyueanuATa 3a penpoAyKTHEHA TOKCHYHOCT HE MOKA3BAT AAHHH 3a TEPaTOreHHOCT 1PpK

1aBOPaTOPHH KUBOTHH, HO ¢ HAONIOaBaHa eMOPHOTOKCHYHOCT NIPH BUCOKH NEpopaiH 4034, OnHreY
¢ yroTpeba Ha aMoposduH [0 BpeMe Ha DpeMeHHOCT W KbpMEHeE € orpaHHtieH. CHCTeMHaTa
abcopbuma Ha aMopoadHMH M0 BpeMe U clIel JIOKATHO MPHIIOKEHHE € MHOTO HHCKA H CIIeIOBAaTENHO
PHCKBT 3a (peTyca npu Xopa H3TIIEXKa HecbliecTBeH. BeIpekH ToBa, Thil KATO HAMA PEIIEBAHTEH
onKT, ynotpebata Ha amopoaduH TpaGsa aa ce u3bArea no Bpeme Ha HPEMEHHOCT.

Knpmene
He e u3pecTHO ganu amopondHH c€ ekcKpeTHpa B kKbpMmata. Thit KaTo HAMa CBOTBETBEH OTHT,

yrnotpebara Ha amoponaduH Tpada Ja ce u204rsa o BpeMe Ha KbpMEHE.

Depruaurer
Hama sanuusad gaHHM.

4.7 EdektH BLpXy cnocofHocTTa 33 modupane B padboTa ¢ MANIHHK
Henpunoxumo

4.8 Hexenanu JeKapcTBEHH PEAKITHH

TabmieH crUchK ¢ HEXENAHUTE peakLvu:

CucremMo-oprasen
YectoTa Hemxenana peakinusg
KJia¢
Hapymenus Ha Heuwecrn CBpbXUYBCTBUTENHOCT (AJIEprHYHA PEAKIMA)
HMMYHHATa CHCTEMA (>1/1000 go <1/100)
Peaxu JlesHH Ha HOKTHTE, OHHXOKIACHC (CUYTIEHH HOKTH),
(=1/10 000 no NpOMAHA B 1IBETa HA HOKTHTE, OHHXOPEKCHC
Hapymerma ta <1/1000) (4yTITMBH HOKTH) H KPEXKH HOKTH
KOATA W MHoro peaku VYeeiase 3a napeHe no Koxara
MOAKOMKHATA THKAH (<1/10 000)
C neusBecTHa yecToTa| EpHTEM, IpYpHTYC, KOHTAKTEH JEPMATHT, YPTHKAPHA,
(OT HANMMYHHTE IAHHH | MEXYPH
He MOKe Ja OBje
HaNnpaBeHa OLCHKA)

Crofmasane Ha 11OAO3HPAHE HEXKEIIAHH PEAKIIHH




Bucoka cuctemua CKCIO3HLHA IPH 6peMEHHH 3a11‘1uu NpeIH3BHKBA JICKO NOBHILICHHUE HA
eMOprOHaTHATA pe30pOLMA (eMOPHOTOKCHIHOCT).

Buipexy ToBa, He © HabMoAaBaH TepaToreHeH edeKT mpu Te3u 0o3H. ONHTET ¢ ynoTpebata Ha
amoponduH 10 Bpeme Ha SPEMEHHOCT U KEPMEHE NPH X0pa € orpaHdueH. AMOpoidHH XHAPOXIOPH]
€ H3CIeABaH J0 TOKCHYHH [I03H KaKTC inr vifro, Taka v in vive. B HHTO €HO OT TE€3H H3CAEABAHHA HE €
OTKPHT MyTareHeH norennual. He ca npopesxaany AbArocpovHH KapLUMHOTEHHH NIPOYYBAHMS.

ONMTH ¢ AMBOTHH ¢ JIOKAIHO MPHIOKEHHE Ha AMOpON(HH XHAPOXTOPH/ MOKA3BAT JIEKO 10 YMEPEHO
Ipa3HeHe Ha KOXKara, 0¢o0eHO KOTaTo ¢e HIMOT3Ba NMPH OKITY3HBHH ChCTOSHHA. BRNpekH ToBa, Thi
KATO OKITY3HBHHTE NPEBPB3KH HE CE [IPEMOPHYUBAT HPH JIEYEHHE HA JIOKATHH M'bOMYHH HHOEKLHH NPH
XOpa, 3HAYEeHHEeTO Ha MOBHUIEHOTO IOKAJHO Apa3HeHe NPH Te3H eKCTPEMHH YCIIOBHA ¢ CYHTA 34
He3HauuTenHo. Hama poxasatencrsa 3a GOTOTOKCHUYEH, aiepriuyeH Wi GoToaTepriyeH NOTCHIHANT
HA aMOPOJIPHH XHAPOXIOPH/L ITPH HUTO €XHH OT CHOTBETHUTE OIMTH C }KHBOTHH.

6. PAPMAINIEBTHYHH TAHHH
6.1 CnHCbK HA NOMOIIHATE BEIHECTBA
Etason Gesponen

AMOHHeR METAKPHIIAT KOMOMHMED (THIT A)
Etunauerar

Bytunaunerar

TpuaueTHs

6.2 HecLBMeCTHMOCTH

Henprnoxumo.

6.3 Cpok Ha rogHOCT

3 ronUHHK

2,5 ml # 3 ml Gytunka
Cnen mepBo oTBapsaHe: 6 Mecena

5 ml 6yTunka
Cnen mepBO oTBapAHe: 9 MeceLia

6.4 Croennainu yC/IOBHS HA ChXpaHeHHe
C'BX]D&HHB&]‘;[TB OMaKOBKATA TUTBTHO 3aTBOPCHA.

CoxpaHaBaiTe NedeGHMd MK 33 HOKTH Z&1e4 OT OI'bH HITH TUIaMbLM (AJTKOXOIHATA OCHOBA €
3anaiuma).

6.5 Bua H chAbpKAHHE HA ONAKOBKATA

Byrunka ot kadaso creimno TN I win THo 11, ¢ kanauka ot HDPE ¢ tednonoso nf



Bugoee onaxoeku: 2,5 ml, 3 mlu S ml

Bewuke onakoBkH chabpaar 30 NO4KCTBAILY TAMITOHA ¢ AIKOXMI (HANOCHH ¢ H3OMPOITHIOB AJIKOXON
3a OTCTpaHABAHE Ha JieueOHHA TaK M ONakOBaHHM B KOMMOHEHTHO ¢onuo), 10 mnarynu v 30 munuuxe
3a HOKTH.

He Bewuku BHIOBE OITAKOBKM Morat aa Gbaar nycuati B nponaxoa.

6.6 CnendHanHH OpeiNa3HH MePKH NpH H3XBLPJIgHE H paboTa

Haxrobpinere NexapcTBeHUs NPOAYKT, aKO C¢ Pa3Balid, HANp. BTBBPAH.

HeH3nonspaHuAT JCKApPCTREH NPOAYKT HIH OTNIATBYHATE MaTepHANH OT Hero Tpiabea 1a ¢& H3XBBPAAT
B CLOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. TIPHTEXATEJ HA PAZPEINEHHUETO 3A YIIOTPEBA

Sandoz d.d.

Verovskova 57,

1000 Ljubljana
CnoseHusn

8. HOMEP(A) HA PABPEINEHUETO 3A YIHOTPEBA

Per. Ne 20190074

9. JATA HA ITbPBO PA3PEINEABAHE/MTOJHOBSABAHE HA PA3BPEIHEHHETO 3A
YAOTPEBA

Jlara va mepeo PY: 05.04.2019

10. JATA HA AKTYAJ/IM3IHPAHE HA TEKCTA

02/2019




