KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA



i N3ANLAHUTENHA ATEHLAR 110 NEKAPCTBATA
1. HME HA JIEKAPCTBEHHA IIPO,I[VKT Kpamka xaparkmepucmusa Ha npogykma - Mpunomesus 1
LncnoBrmicss 10 me/mi arkut 38 04, pasTaop Kot Pz, Mo o P2 (32T
Y P ;L/é
CycloVision 10 mg/ml eye drops, solution Paspewente Ne & 13 5/ el f7 /'7/
23 -ﬂ 21119
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2. KAYECTBEH H KOJIHYECTBEH CLCTAB

1 mi pasteop chappxa 10 mg unknonenronar (karo XHApoXIopun) cyclopentolate (as hydrochloride)

1 xanxa or pasrsopa (oxono 35,1 pul) ceawpka npubmusutenHo 0,351 mg nmknomeHTonar (xaro
XMAPOXIOPHA).

TToMOLIHH BELIECTEA C U3BECTHO AelicTaue: Gensankonue X1opua 0,1 mg/ml

34 MBJIHWA CNHUCHK HA MOMOILHATE BElHeCTBA BHKTE TOUKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
Kanku za ouu, pa3teop.

Buctsp pazteop, cBoGonen ot Buaumu vactuiw, ¢ pH 3,0 — 5,5 u ocmonamuter 280 — 320 mOsmol/kg,

4, KIMHAYHHA JAHHHA
4,1, TepaneBTHYHM NOKA3aAHNSA

. JIMarHOCTHYHH ueH 3a GYHIOCKOIHSA U UHKIONNETHYHA pedpaKiius.
. Paswnpsiease Ha 3eHHLATA OPH BL3MATHTENHE ChCTOAHHA HA HPHCA H YBEaNHHA TPAKT.

4.2, Jo3upoBKa H HAYHH HA NMPHIOKEHHE
CaMo 3a JIOKANHO OYHO IPHIIOKEHHE.
BB3pag¢THH W HUA B cTApYecka Bh3pacT (Had 65 roauyH):

Jlo3aTa € elfna Wik JBe Kalky B OKOTO/o4mTe. MaKCHMaIHHAT edekT ce mocTura ciex 30-60 MUHYTH cien
HaKanBaHeTo,

3a pedpaxuus ¥ H3CIEABAHE HA OYHOTO ABHO: | KaNKa OT pa3TBOpa, KOATO MOXE /12 C& OBTOPH ClIENL MeT
MHHYTH, OOUKHOBEHO € NOCTATEYHO 33 MOCTHIaHE HA XKeNaHHA eheKT.

3a npefeH U 3ajed YBEHT (AKO € CBbp3aH ¢ MPH3HALM HA NPEJCH YBEHT) H 3a Pa3sKbCBAHE Ha 3AJHHTE
cHHexHH: 1-2 KalkH ce HAKANBaT Ha BcekH 6-8 yaca.

PesncTeHTHOCT KbM LHKAOMAETHA MOXeE [a Ce HaGmoIaBa NMPH Ma/IKH Aeiid, OpPH NAMHCHTH C JH&KO)K&

KOpHrHpaHa.




INeapaTpHyHa NONYNAIHS:
Jleya wa evapacm nod 3 meceya: LIuknoBiokbH He TPAOBA 3 ¢ H3NO/3B2 NP HOBOPOACHH HIH Acua oA

3-MecedHa BB3pacT.

Heya na ev3pacm #ad 3 meceya: Jlo3ata € Kkato NpH Bb3PACTHH, KATO JEUATa TpsOBa Ja ce Habmonaear
45 MHHYTH CIEL, HAKANBAHETO.

Hauus Ha NPHUIOKEHHE:
TMpunara ce Ype3 HAKanpaHe B KOHIOHKTHBAHHA CaK.

3a ja ce NPeANasAT aIIHKATOP-KANKOMEPBT H Pa3TROPET OT 3aMbpCiBAHE He TPAGBA Ja ce JOKOCEAT
KNemausTe, 3a00HKANAATA TH NOBBPXHOCT HIH APYrH 30HH C BbpXa Ha allJMKaTOp-KanmkoMepa Ha
daxoHa.

B caydalt, 4e ce W3MOM3BA MOBede OT COWH NIEKAPCTBEH NMPOAYKT 33 MPHJIOKEHHE B OKOTO, HHTCPBANHTE
MeXKJy OTACTHHATE PUTIOKEHAA HE TPAOBA Aa GbAaT no-kpatky oT 5 MuHYTH. OUHHTE M3y TpsbEa Aa ce
NPHJIAraT MOCTECAHH.

[MaumenTATE TpGBa Aa OBJAT HACTPYKTHPAHH N2 H3MHBAT PBUETE CH CNEA KATO GopapaT ¢ GyTHIKATa
WIIM clieji TIOCTABSHE Ha NeKAapCTBEHUA POLYKT.

4.3. IIporHBOmOKAIAHHA

. CBpBXYYBCTBHTENHOCT KbM LHKJIONEHTONAT KK KbM HAKOE OT NOMOIIKHTE BEILCCTEA, IOCOCHH B
Touxa 6.1.

. Jla He ce H3TO/3B2 NPH NALHEHTH C MOTBbPACHA WM MOAO3HPAHA TECHOBIBIHA IIIAyKOMa, TBi KaTo
MOXe [ C& IPeAN3BHKA OCTHP NPHCTHIL

. He Tpabpa na ce u3n0138a NPH BOBOPOAEHH H JieLia 01 3 MeCeyHa BL3PacT.

44. Crequannyu npeynpeKIcHAs U NPeANaIny MEPKA NpH ynoTpeba

Camo 3a o4HO npunoxeHue. He e 3a HHkeKTHpaHE HAH NOTTBIIAHE.

Bh3¢TAHOBABAHETO HA AKOMOLALHATA CTABA B PAMKHTE Ha 24 vaca.

[{HKAONEHTONAT MOJKE 1a NPHYHHH NOBHIIABAHE Ha BETPEOYHOTO HANIATaHE. Bw3moxHocTTa 30
HEIMAFHOCTHUHPANA [TaykoMa Tpa0Ba Ja ce MMa NpeBH/ NIPH HAKOH NAaUMeHTH, 0cO0EHO TaKKBA B CTapUecka
BB3pAcT. 3aT0BA NPe/IH 3a0YBAHE Ha TEPAIHS, C el Aa ce H3berne IMayKOMEH PHCTRI, © Heo0X0oauMO

onpelefidHe Ha BBTPEOIHOTO HaJATaHe H HIMCPBAHE HA Ieab0YHHATA HA BrBJIA HA IPEAHATA KaMepa.

Ja ce 43noi3sa ¢ NOBHLICHO BHHMaHHE TIDH MHOrO MAJIKH XeUa ¥ JpyTH NaHeHTH CBhC CTICHHANCH PHCK, KaTo
H3TOLECHH HITH Bb3pAaCcTHH MALUHCHTH.

TpsabBa Ia ce BHMMABA, KOTATO JICKapCTBa OT Ta3H [Pyna Ce NPUJIAraT [PH MAUMeHTH ¢ YBENMUEHHME HA
TPOCTATATA, KOPOHAPHA HEJOCTATBYHOCT, ChPAe Ha HEOCTATEHUHOCT UM aTaKCH4. ATponuHonoao0HH edexTu
ca JIOKNAABaHH KaTO CTPaHHYHH PEaKIlHH.

Tpenopbysa ce H3KMOWHTENHO BHUMARKE NPH ynoTpeba Npi Jicla H MHAUBHAH, 0N,
ATKATIONH, NOpaaH MOBHILCHHUA PUCK OT CHCTEMHA TOKCHYHOCT. J



IIpenopsyea ce NOBHIIEHO BHHMAHHE H TIPH XHNECPEMUS, Thil KaTO MOJKE Ja HACTBIH NOBUILIEHA CHCTEMHA
aGcopbuHs.

Cucremuara abcopOuus Moxe aa Op1¢ HaMaeHa 9pe3 KOMIIPECHPAHE HA JAKPHMAIHHA CAK B MEAHATHKA
KaHTyC, B NPOABIKEHHE Ha 2-3 MEHYTH, TIO BPEME Ha K CJIC MOCTABAHETO Ha KankuTte, (Toa Gnokupa
TIPEMHHABAHETO Ha Pa3TBOpa Mpe3 Ha30-JaKpHMANHUA KaHal KbM abcopOupaiuara o61acT Ha HOCHATA M
dapunreantara nuraeHua. Topa ¢ 0cOOSHO HANOKHTENHO NPH feua.)

HAknoBibKEH KaNkH 38 Y€ ChIBPXKA KATO KOHCEPBAHT DeH3IKOHNEB XIIOPHA, KOHTO MOXe Ja NpeIH3BAKA
ApasHeHe Ha OUHTE M € H3BECTHO, Ye 00E3LIBETABA MEKHTE KOHTAKTHH JIeIH. Ja ce u36srsa KOHTAKT C MEKH

KOHTakTHH neu(y. [TannenTHTe TpAGEa Aa (HAAT HHCTPYKTHPAHY Aa OTCTPAHABAT KOHTAKTHHTE JIEIUH TpeaH
npunarareTo Ha LiuknoBuskeH A fa A3vaksat Hali-Manko 15 MHHYTH Npead NOBTOPHOTO HM NOCTABANE.

4.5, BiaumoaeilcTBHe ¢ JPYTH JieKapeTBeHH NPOIYKTH M ApyrH GopMH Ha B3anmoaelicTBHE
Edexrute Ha aHTHMYCKAPHHOBUTE CPEICTBA MOAT 4 CE 34CHIAT OT €AHOBPEMEHHOTG NPHIOKEHHE Ha
APYTH JIEKapCcTBA ¢ ARTHMYCKAPHHOBY CBONCTBA KATO HAKOH AHTUXHCTAMHHH, Oy THpO(EeHOHH,
(eHOTHA3HWHH, TPHLUHKIHYHA aHTHASTIPECAHTH H aMaHTagHH,

4.6,  QepTHINTET, peMeHHOCT H KbpMeHe

QepranuTeT
He ca npoBexpaasu Npoy4BaHHs, 32 Ja C€ OleHH eQeKTa OT OYHO NPHUIONKEHHE Ha HUKIONEHTONAT BEPXY
tepTHanTETR.

BpeMeHHOCT H KBDMEHE
He e ycranopeHa §e30macHOCTTa MO BpeMme Ha OpPeMeHHOCT H KbpMeHe, nopagd koero uknoBuxbsH

KankH 3a O4H TpHﬁBa Ja ce H3nOoN3Ba CaMo, KOTATO JIEKAPAT TPELCHH, Y€ TOBA € HAIQKHTEIHO.
4,7, Edextu Bbpxy cnocofnocTra 33 modnpane n pabora ¢ MAIIMHE

Moxe fa NPHUHHE [IPEXOHO 3aMBIIISBAHE HA 3peHHeTo cnep nocrassaHe. [lanuentute Tpabea Aa Ovoat
npeaynpeaeHy Aa e modupaT Wik Aa paGoTaT ¢ ONacHH MALIMHY, IOKATO 3PEHHETO HM He Ce TIPOACHH.

48. HexenanH JeKAPCTBEHH PEAKIMH
Hexenanurte sexapcTBeHH peakiud, HabmonasaHu B KIMHHYHH H3MHTBAHHA C LMKIONEHTONATOB

XMIPOXNOPHA ca u30poeHH mo chcreMo-oprakHH kimacose (MedDRA). Yecrorata He Moxe aa Gnae
OLieHeHa OT RANNYHHTE JAHHH.

CucTeMo-0pranaa KiacapHKauHs Heskenann peakuHy

HapylieHHs Ha HMYHHATa CHCTEMA CBpPBXYYBCTBHTENHOCT

TIcuXH9HE HapYLIEHHS IMcuxoTHYHY pasTpoiicTsa, A0HOPMHO MOBEACHHE

Hapyirenns Ha HepBHaTa CHCTEMA 3aManHOCT, KOHBYICHH®, TAPLUANTHH NPAOANEIH®

HapymeHus sa 04nTE BonKa B OKOTO, MOBHIIIEHO B'LTpe()'-lHO H QueH
enem’, leaaneﬁe B OKOTO (napene ‘
KOHIOHKTHBHT', dhoTodobius’




CopnedHH HapyIIeHHA

Bpaguxapaus, TAXHKapAUs, NaNHTALKH, aPHTMHS

CBI0BH HapyIIEHKHS

TpHCTHOHO 3auepBABaHe Ha Koxata (danu),
KapAMONYIMOHATHA craboct®

CToMalHO-9peBHH HAPYIISHHA

CyxoTa B YCTaTa, NOBPBIIaHe, HAMAICHa CTOMAUIHO-
YpeBHa NEPHCTANTHKA U KOHCTHNAUMS, IOAyBaHe Ha
kopema’

HapynieHHs Ha KOXaTa H IOAKKHATa ThKaH

OG6puB’, XHNOXHAPO3a

PecnupaTOpHH, TPAHH H MENUACTHHATHH
HapyIeHUs

CyxoTa B I'ppoTO, HaMalleHa GpOHXHANHA cexpelns,
Ha3anHa CyYXoTa, JUCTIHES

Hapyinerns Ha 650penMTe # MHKOYHHTE
ITHTHINA

Pertexniud Ha ypHHaTa, AU3YPHS

O6uIK HapyLueHHHA H eeKTH Ha MACTOTO Ha
NIpHJIOKEHNE

HapywieHHs B TOXOJKATa, NHPEKCHA, YMOpa

JabeneKKH

Obuu
1.  Crea npogb/LKHTENHO MPHACKEHAE
2. Bropuuno cnell JunaranysA Ha 3CHAUATA

Heduampuuna nonyaayus

a. CoobliaBaHH €4 KOHBYJICHH H MAPUMAIHH MPHNIANbIH PH IELa, BbIPEKH Y€ NOKTAABAHUTE Tocera
CNy4aK ca ¢ HHCBK Opoii HIH H30MHpaHu.

b.  ITpu negmaTpHuHaTA MONYNALUMA ca AOKIAABAHH KAPAWOMYAMOHANHA HEIOCTATEHHOCT H KOXHH

ofpHBH.

¢.  Cnydau Ha MOAYBaHE HA KOpeMa ca ChoOIIaBaHy MPH NeNeHaveTa.

CroblaBale Ha NOJ02HPAHHA HEXENaHH PEaKiiy
CroBLaBaHeTo Ha ION03HPAHH HEXENaHy Peakuiy cliell paspelapaHe 3a ynorpefia Ha eKapCTREHHA

NPOAYKT € BaxHo. ToBa N03BONABA fia TPOSB/DKH HAGTIOACHHETO HA CHOTHOUIEHHETO TI0N32/PHCK 32
nekapcTBeHuA NPoAYKT. OT MeIHUMHCKHTE CNeHATHCTH C¢ U3UCKBA 1A ChOBIIAaBAT BCAKA NOA03HPAHA

HEXECNAHA PCaKIHA Ype3.

H3nbIHATENHA areHUIKA N0 AeKApCTBATa
yi. ,,JJamsH [pyes™ Ne8

1303 Codusa

Ten.: +35 928903417

yeGceaiit: www.bda.bg

4.9. Ilpegozmpane

CHCTeMHa TOKCHYHOCT MOKe A2 HaCTBIH CAeA NOKAIHO IPUIIOKEHHE, 0cobero npH aeua. T4 ce npossaea
ypes 3a4epBABaHE W H3ChXBAHE Ha KOXKATA ( TIPH Zelata MOXKE /ia Ce HOSBH ¥ 0ODHB), 3AMBICHO 3PEHHE,
YCKOPEH H HEpaBHOMEPEH NyJic, Tpecka, abAOMHHAIHO pa3xyBaHe pH Aela, KOHBYJICHH, MHALMY H
3aryfia Ha HEBPOMYCKYITHA KOOPJHHALHA. -

w%

Hity,



JledeHHeTO € CHMIITOMATHYHO H onrbpkaio. [Ipy manku fela nosbpxHOCTTa Ha TAAOTO TpAGBA JAa ce
noANbpKa BAakHa. [IpH cnyyalfHO NOrNBIIAHE € MPENOPBYATENHO Ja ce MPENU3BHKA NOBPbIIAHE H/HAH
Ja ce HaMpaBH CTOMAINHa MpOMMBKA.

Ipu npeaozupane ¢ LuxnoBuxsH odnTe Tp:AOBa Aa ce H3MIAKHAT OOHIHO ¢ XIaAKa BOAA.

5. ®APMAKOJOTHYHH CBOMCTBA
5.1. DapMakolHHAMHYHH CBOHCTBA

(dapmako-TepanepTHuHa rpyna: OdranrMonornyss npoAyKTH. MuapuatHuM B DHKIOIUTEHLH,
AHTHXONHHEPrHYHH JEKAPCTBEHH NPONYKTH.
ATC kon: SO1FA04

LIMKJIONMERTONAT € AHTATOHHCT Ha MYCKapHHOBHTE XONHHEPrHYHH peuentopd. Herosuar
NAPACHMIATOMUTHYEH e(IEKT BEPXY OKOTO BOAH O JAHJATAlMs HA JeHNUaTa (MHAPHA32a) H HEBE3MOXKHOCT
33 aKOMOZALHA, KATO PE3yATaT OT Mapaiu3aTa Ha cGHHKTEPa HA MPHCA M AKOMOJATHBHHA MYCKYJ Ha
MIAHAPHOTO TANO.

lluxnonestonar uMa 6bp30 AeHCTBHE, HO TNO-KPaTKO KATO NPOJBIKMTENHOCT OT TOBA Ha aTPONHH KM
XOMATpOnHH. MaKCHMa/IHA HHKIONEerns HaCTBNEA Cief OKOMO 25-75 MMHYTH, 4 MAKCHMANHA MHApUA3a
cnen 30-60 MHHYTH cliel Nokanso npuaoxeHne, [TenHo Bp3CcTaHOBABAHE HA AKOMOJALNATA 0OHKHOBEHD
ce IOCTHTA ciex 6 10 24 yaca, AOKATO MBAHO BR3CTAHOBSBAHE OT MUAPHA3aTa IPH HAKOH NAIHEHTH MOXE
Ja H3HCKBA H HAKOJKO OHH,

52. dapMaKOKHHETHYHH CBOHCTBA
ITuknoneHtonat ce abcopOupa CHCTEMHO ClIE JJIOKAIHO NPRAQKCHHE.

Karto rpyna, CHHTCTHYHHTE TPETHUHH AMHMHOBH S8HTHMYCKADHHOBH ChemiHeHus ce abcopGupar pobpe
cnell mepopanno npHaoxedde. LluxionedTomsT Moxe fa ce abcopOHpa CHCTEMHO HJIHM  4pe3
TpaHcKopHeanHa aGcopluus, NMPEKTHAa NokanHa abcopbUHA Npe3 KoKata MIH 4pe3 abcopbums OT
HA3aJTHATA HITH HA30-JIaKPHMAJTHATA CHCTEMA.

BEIIpeKH, 4 TOTATHATA 034 [HKIONEHTONATOB XuaApoxnopua B LinknoBukeH 10 mg/ml, kanku 3a o4H €
HHCKA MOXeE J1a cé OYaKBa CHCTEMHA abcopOuma.

53, IlpeaxanHUYHH JaHHK 3a GezonacHOCT

HsMa npeAxNHHAYHE JAHHH OT 3HAYCHHE 3a MPEANHCBALIMA ACKAp, KOHTO Ca KONBIHHTENHH KbM BEUC
BKJIIOYEHHTE JAHHH B ApYyruTe pasnenn Ha KXIL

6. GAPMANTEBRTHYHHE TAHHH
6.1. ChnncbK HA MOMOLIMHETE BEIIECTBA

DeHsankoHHEB XJIOPHA

JUHATpHEB eAeTatT

Bopaa kucennra

Kanues xiopug

X10poBOAOPOLHA KACEMMHA H/U/IM HATPHER XHAPOKCHA (32 kopekuns Ha pH)




Bona 3a HEKEKIHH

6.2. HechbBMeCTHMOCTH
He e npuacxkuMo.

63. Cpox na rogsoct

2 (ape) rogHHH.
28 (nBageceT H 0CeM) IHH CJiell MbPBO OTBApAHE Ha OyTHNKaTa.

6.4. Cnenuannn ycnosus Ha ChIpaHeHuE

Tipenu oTBapsxe: [a ce chxpauspa B xnapunuuk (ot 2°C xo 8°C).

Crex1 oTBapsHe: TpH TeMnepartypa noa 25°C. Byrankara aa ce ChXpaHsBa IUTETHO 3aTBOPEHA.

Jla ce chXpaHaBa HA MACTO HEAOCTHIHO 34 Jela.

6.5. Buau chbaABPKRANHNE HA ONAKOBKATA

Bana 6yrrika ot nonHeTrned HUCKA IUrbTHOCT (LDPE) ¢ anamkarop-kankoMep, 3aTBOPEHA ¢ Kaladka Ha
BHHT ChC 3alIHTEH NPbCTeH, Tan “tamper-proof”.

1 (eaHa) GyTHIKA 3a€HO C IKCTOBKA 32 [IAIMEHTA CE ONAaKkoBa B KAPTOHEHA KYTHs.

6.6 Crenua/iHH NPeATIA3HH MEPKH NpH H3XBLpJAHEe H paboTa

Hsma crieuHaIHH H3HCKBAHHT,

Hen3non3BaHHAT 1EKAPCTBEH NPOAYKT HIIH OTNATBYHHTE MATEPHAR OT HETO TPAOBA MIa C€ H3XBBPIAT B
CBOTBETCTBHE C MECTHHTE H3HCKBRHHA,

7. NPUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Antbuotnk-Pasrpan AJl

Oyn. “Anpuicko spcTaHue”, Ne 68, odc 201
7200 Pasrpaz, benrapus

8. HOMEP HA PA3PEIIEHHETO 3A YIIOTPEGA
Perncrpauuonen Ne

9. JATA HA ITHPBO PASPEIIABAHE 3A YIIOTPEBA

10, JATA HA AKTYAJIM3HUPAHE HA TEKCTA

10nw, 2019T.




