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1. HME HA JIEKAPCTBEHHMS NPOAYKT ' Paspewerug Ne STIRLY,
| BRI 1% -0b- 2003

SG/MAMP < o foreeereeereseeeeseaseeesranees

uxnoBmkbH 10 mg/ml kanky 3a oux, pa3TBop
Oqgobperue Ne .....covvveeeeeeirrirenne. AR

CycloVision 10 mg/ml eye drops, solution

2. KAYECTBEH H KOTHUECTBEH Ch(CTAB

1 ml pastBop chappka 10 mg uuknonenronatos xuapoxnopua (cyclopentolate hydrochioride).
1 xanxa or pastBopa (okono 31,0 ul) cvaspxa npubausurenso 0,310 mg UHHKIONEHTONATOB
XHAPOXJIOPHA,.

[ToMOUIHH BEINECTBA € U3BECTHO ActicTBHe: Oen3ankonues xuopua 0,1 mg/ml.

33 [FLJIHUS CIIHCHBK HA [TOMOILIHMTE BEIIECTBA BUXKTE TOoUuKa 6.1.

3. JEKAPCTBEHA ®OPMA

Kanku 3a ouu, pasTeop.
BucTbp pa3TBop, cBOGOAEH OT BHAWMH 4acTHUM, ¢ pH 3,0 — 5,0 u ocMonanurer 280 — 320 mOsmol/kg.

4. KIJHHHYHA TAHHH

4.1. TepaneRTHYHH DOKA3AHHS

o I[HArHOCTUYHH HENH 338 PYHAOCKONHA K LIHKJIOMJIETHHHA pedpaKLius.
° PasmupsBaHe Ha 3€HULATA IPH BB3MAINTEIHN ChCTOAHHUSA HA HPHUCA H YBEAIHUA TPAKT.
4.2. Jlo3apoBKA H HAYHH HA NPHJIOKEeHHE

CaMo 3a JJOKaIHO OYHO NPHIIOKEHHE,

BE:3pacTHH M JIMLa B CTap4yecka Bb3pacT (Hax 65 roauHu):

Jlo3aTa € eHa UM ABe KAlKH B OKOTO/ouuTe. MakcuManHUAT edekt ce noctura caen 30-60 MUHYTH cnen
HAKallBaAHEToO.

3a pedpakuyg ¥ H3CISABAHE HAa OYHOTO ABHO: | KalKa OT pa3TBOpa, KOATO MOXE Rd c& MOBTOPH CJIENH MET
MUHYTH, OOMKHOBEHO € NOCTATBYHO 32 NOCTUTaHE HA XKeNaHus edexT.

3a npeneH H 3aleH YBeHT (aKo € CBbp3aH C NMPpH3HALH Ha NpeAeH YBEHT) M 32 pa3KbCBaHE HA 33JlHUTE
CHHexuHu: 1-2 KankKH ce HAaKAMBAT Ha BCekH 6-8 yaca.

Pe3sHCTEeHTHOCT KbM LIMKJIOINIErHS MOXE Aa ce HabM0AaBa nNpy MajkH Aena, NpH NalHeHTH ..,. P
W/UIM MALHEHTH ¢ THMHH HPHCH, J03aTa HAa W3MON3BaHMA LMKIONEHTONAT TpsibBa na O% ?c,

KOpHIrupaHa.




[leauarpyyHa monynanus:
Heya na evapacm nod 3 meceya: LnknoBuxbH He Tpg6Ba Ja ce U3MOJI3Ba PH HOBOPOAEHH MIIH A¢la NMOA

3-MeceUyHa Bb3pacT.

Teya na evspacm nad 3 meceya: Jo3ata e Kato NpH Bb3paCTHH, Karo aelata TpAbBa jaa ce HaOmonaBar
45 MUHYTH cle]] HaKanBaHeTo.

HauyMH Ha APUIOKEHUE:
[Ipunara ce upe3 HakanBaHe B KOHIOHKTHBATHHA CaK.

3a Ja ce MpeamasAT alIMKATOP-KaNKOMEpPBT M PasTBOPBT OT 3aMbpCABaHE He TpAOBa Aa ce AOKOCBAT
KienayuTe, 3a00HKandIaTa r'd MOBBPXHOCT W/IH JPYrH 30HH C BbpXa Ha arMKaTop-KankoMepa Ha
¢naxoHa.

B ciyuaif, 4e ce H3MOI3Ba NOBEYE OT €AUH NEKAPCTBEH NPOAYKT 32 NMPHJIOXKEHHE B OKOTO, HHTEPBAIIUTE
MEXAY OTACTHHUTE NPIIOKEHHA He TpAOBa Aa Obaar no-kpaTku OT 5 MHHYTH. OuHHTEe Ma3u TpsOBa ja ce
puiiaraT NOCIEaHH.

[MauueHTuTe TpabBa Aa O6bAaT MHCTPYKTHPAHM & M3MHBAT PhUETE CH clel KaTo Oopasdr ¢ OyTHnkara
WK CJIe] NOCTABAHE HA JIEKApCTBEHMS NPOAYKT.

4.3. IIpoTHBONOKA3ZAHNSN
° CBpBXUYBCTBHTENIHOCT KbM LHKJIONEHTOJIAT HIH KbM HAKOE OT NOMOIIHHUTE BCIIECTBA, [IOCOUCHH B
TouKa 6. 1.

* Ta He ce W3MoJ3Ba MPH MALMEHTH ¢ NOTBbPACHA MM NI0J03UpaHa TECHOBIbJIHA IJ1ayKOMa, ThbH KaTo
MOX€ J1a C€ MPECANU3BHKA OCTBP IPUCTDIL.
¢ He Tpa6Ba aa ce U3n0/13Ba IpH HOBOPOJCHH U Aela Moj 3 MecevyHa Bb3pacT.

4.4. CoenmajEs npeaynpexiends U NpeNa3HA MePKH NpPH ynoTpeba
CaMo 3a ouHO npunoxeHne. He € 3a HHXEKTHpaHe WIH NMOrTbllaHe.
B13CTaHOBABAHETO Ha AKOMOJALMATA CTaBa B paMKHMTE Ha 24 Jaca.

H{MKIOnEeHTONMAT MOXKE Ja NPHYKHHK [TOBHIIABAaHE Ha BbTPEOYHOTO Hanisrase. Bu3aMoXxHOCTTA 32
HEeQMArHOCTHLIMpaHa riaykoma Tpa0Ba fa ce HMa NpeJBHj NIPH HAKOH NMaluHeHTH, 0COOEHO TaKHBa B CTap4ecka
Bb3pacT. 3aTOBa NPEAHM 3aNoYBaHe HA Tepanus, C el Aa ce u3berne rmaykoMeH NpUCTHI, € HEoOXO0AUMO
onpeAensiHe Ha BbTPEOYHOTO HANIAraHe ¥ H3MepBaHe Ha AbNOOYHHATA Ha BrbJa HA PeJHaTa KaMepa.

I[a € H3MNOoJ3Ba ¢ MOBHLICHO BHHMAHHE [IPU MHOIO MANKH J€la X APYTrd MMaueHTH CbC CIICHHAJICH PHCK, KATO
H3TOILCHH HIIH BB3PACTHH ITAlHCHTH.

Tpabsa na ce BHMMAaBa, KOraTo JleKapcTBa OT Ta3M Ipyna ce NpMiaraT NpH MNalUeHTH ¢ yBelUYeHHE Ha
TIPOCTATaTa, KOPOHAPHA HEAOCTATHYHOCT, ChPAEYHA HEJOCTATBYHOCT UITH aTaKCHA. ATPONHHONOAO0KH edeKTH
ca JOKJafiBAHH KATO CTPAHHYHH PEaKLUH.

IpenopbuBa ce H3KIIOYMTENHO BHHMaHKe npu ynotpeba npy Aeua v HHAMBUIH, NOAATINBH Ha OeNlalOHOBH
ANKAIOH/IH, NOPALH MOBUIICHHA PHCK OT CHCTEMHA TOKCHYHOCT. o




[IpenopbyBa ce NOBHILEHO BHUMAaHHE M NPH XHNEPEMHs, ThA KaTO MOXE ia HACTBITH NOBHILCHA CHCTEMHA
abcopOuus.

CHcreMHara abcopbitusg Moxe n1a 6bie HaMalieHa Ype3 KOMIIPECHpaHe Ha JIAKpHMAHUS CaK B MEAHATHHA
KaHTYC, B IPOABIKEHHE Ha 2-3 MUHYTH, 110 BpeMe Ha H Cjle/i HOCTAaBAHETO Ha KankuTe. (Tosa dnokupa
npeMHHABAHETO HAa Pa3TBOpA Npe3 Ha30-1aKpUMAaNHUA KaHan kbM abcopbupaiuaTa 061acT Ha HOCHATR H
dapuHreanHara nurasuiia. Tora € 0cobeHO HATOKUTEIHO NPH AeLA.)

L{nxioBIKBH Kalky 33 O4H CBABPXKA KATO KOHCEPBaHT OEH3AIKOHMEB XJIOPH, KOHTO MOXe a IIPEAH3BHKA
Rpa3sHEHe Ha OYMTE H € H3BECTHO, Ye 00e3LBeTABAa MEKHTE KOHTAKTHH neluy. Jla ce H30Arsa KOHTaKT C MEKH
KOHTAKTHH Newy. [TlaunenTuTe TpadBa Aa ObAaT HHCTPYKTHPAHH a4 OTCTPAHABAT KOHTAKTHHUTE JICILHU NPEAH
npunaraHeto Ha L{laknoBuxbH ¥ Ja H34akBaT Hal-MaIKO 15 MHHYTH NIPEAH MOBTOPHOTO UM MOCTABAHE.

4.5. B3aumoaelicTBHE ¢ APYTH JeKAPCTBEHH NPOAYKTH H APYrE GopMH Ha B3aHMo/leHCTEHE

EdexTute HA aHTHMYCKAapUHOBHTE CPEACTBA MOraT Ja Ce 3aCHJIAT OT €AHOBPEMEHHROTO NPHIIOKEHHE Ha
JIPYTH IEKapCTBa ¢ aHTHMYCKAPHHOBH CBOICTBA KATO HAKOH AHTHXMCTAMHMHH, OYTHPOEHOHH,
deHOTHA3HHH, TPHLUMKIIHYHHA AHTHAENPECAHTH ¥ aMaHTaIHH.

4.6. DepraanTer, OpeMEHHOCT H KbPMEHE
bpeMeHHOCT H KbpMEHE

He e ycraHoBeHa 6e30MacHOCTTa NO BpeMe Ha GPEMEHHOCT W KbpMeHe, nopaaM koeto LInknoBHibH
KalKH 3a OvYM TpsAOBa Aa ce U3M0a3Ba CaMOo, KOTaTo JIEKAPAT NPELEHH, Ue TOBA € HATOXKHUTENHO.

DepTUIMTET
He ca npoBexIady MPOY4YBaHHA, 3a A4 CE OLUCHHU eeKTa OT OYHO NPHIOKEHHE HA LHKIIOTICHTONAT BbPXY
depTHINTETA.

4.7. Edexrn Bupxy conocobnocTTa 32 modupane B pabora ¢ MAIDAHH

Moxe fa NPUUHHH NPEXOJHO 3aMBIVIABAHE HA 3peHHEeTO CieA nocrapsHe. [Taunenture Tpabea na 6waar
NpenynpeacHH Aa He mwogupar 1K Aa paboTaT ¢ onacHH MalllHHH, JOKATO 3PCHAETO MM HE CE MPOSCHH.

4.8. HexenlaHu JIeKapCTBEHH peaKIHH
Hexenanute nekapcTBEHH peakUuM, HaOmo/aBaHH B KJIMHMYHH H3[HTBAHHA € LHKJIONECHTOIATOB

XHAPOXJOPHA ca u3bpoeHH no cucreMmo-opranuk kiacoBe (MedDRA). Yecrorara He Moxe Aa Obae
OlIeHEeHa OT HATHHHUTE JaHHH.

CucremMo-opranga KjiacHpHKaneEs Hexeaann peakKndad
HapyliieHus Ha UMYHHATA CHCTEMA CBpbXUYBCTBHTEIHOCT
[TcuxHyHU HapylUEeHHA [IcuxoTH4HH pa3TpolicTea, aOHOPMHO NOBEACHHE
Hapyiuenus Ha HEpBHAaTa CUCTEMA 3aMasHOCT, KOHBYJICHH", MAPLIHAHH NPANagbUH”
HapywmeHnus Ha o4yure Bonka B OKOTO, NOBUIIEHO BhTPEOYHO HANANaHE, QUYECH
efieM', ApasHeHe B OKOTO (napeHe)',
KOHIOHKTHBHT', poTodobHs’




CbpleyHH HapYILEHUS Bpaaukapaus, TaxuKapaus, NaIIHTalHH, apHTMHA

CbaoBH HapylleHUS [lpucTbnHO 3a4epBABaHE Ha KOxkaTa ((pablll), KAPAHO-
MyJMOHAIHA cnaboct’

CTromaniHo-4peBHH HapylUeHHA CyxoTa B ycTaTa, IOBpbBIaHe, HaMajleHa CTOMaIlHO-
YypeBHa NEPUCTAITHKA U KOHCTUNALIMA, MOAYBaHe Ha
KkopeMa’

HapyiteHua Ha KOXaTa H [MOAKOXHATA ThKaH 06pHB", XMIIOXHPpO3a

PecnupaTopHy, rpbAHA H MEAHACTHHAIHH CyxoTa B FbpJIOTO, HaMaNeHa OpoHXHaNHa CeKpelHs,
HapyLUEeHHS Ha3alHa CYX0Ta, JHCITHES

Hapywenus Ha 6b6penure U MUKOUHATE PeteHLUA Ha ypHHATA, ZH3YpPHA

TbTHILA

OO HapyineHHHA H eeKTH Ha MACTOTO Ha | Hapyiuennsa B moxozkara, MHpEKCHs, yMOpa
MPHJIOKEHHE

Jabenexku

Obwu
1. Crnen npoapnXKUTEIHO NIPUIOKEHHE
2.  Bropu4HO clen Aunaraluus Ha 3eHHIATa

[Teouampuuna nonynayus

a. CnbobluaBaHM ca KOHBYJICHMH H NapLUUATHH NPUNALBUH [IPH A€Ld, BhIIPEeKH Ye JOKIaABAHUTE J0ocera
CJIyMaH ¢a ¢ HHCBK Opo#t HiIH H30JHpaRH.

b. Ilpu meauarpuunaTa nonynauus ca JOK/I1aJBaHH KApAHO-IIYIMOHANHA HEJOCTATBYHOCT H KOXHH
OOpHBH.

¢. Cnyuad Ha noayBaHe Ha KOpeMa ca ChobIlaBaHi NpH HOBOPOJEHH.

CrobiiapaHe Ha MOAO3HPAHH HEXENAHH PEAKIHH

Cpro0maBanero Ha NONO3UPAaHH HEXeNNaHH peaklHH Clie] paspeliaBaHe 3a ynorpeda Ha JeKapCTBEHHA
NPOAYKT € BaxkHO. ToBa NO3BONARA J1a IPOALIDKH HaGMIOAEHHETO Ha ChOTHOLIEHHUETO N0/13a/PHCK 3a
fieKapcTBeHHs NpoAyKT. OT MEeAHLUHHCKUTE CIICLHANTHCTH C€ H3HCKBA 1a Cho0IaBaT BeAKa NOAO3HpaHa
HeXKejlaHa peakIiug 4pes.

HU3nbanuTenHa areHuus no jJeKapcTpaTa

yiL. ,,JamsH ['pyeB® Ne 8

1303 Codus

Ten.: +35 928903417

yebcaliT: www.bda.bg

4.9. Ilpenpo3mpane

CHCTeMHa TOKCHYHOCT MOXE Ja HaCTBITH Cle TOKAJIHO NPHIIoKeHHe, 0coOeHo npH Aeua. Ta ce npoapsBa
ype3 3auepBiBAHE W H3ChXBaHe Ha Koxata ( MpH Aenara Moxe Jia ¢€ MOABH U 00pHB), 3aMBITIEHO 3PEHHE,
yCKOpPEH H HEPaBHOMEPEH IyJiC, Tpecka, abJJOMMHAIHO pa3fyBaHe NPH JE1a, KOHBY/ICHH,
3aryba Ha HEBPOMYCKYJIHA KOOPAHHALHA,




JleueHUeTO € CUMIITOMATHYHO M MOAAbXKailo. [IpH Manku Aeua NOBbPXHOCTTa Ha TANOTO TpsbBa Ja ce
noaabpka BiaxHa, [Ipy ciay4yaliHO MOrNbILAHE € NPEnopBYUTENIHO A ¢¢ NMPEAN3BHKA NOBPBIUAHE H/WIIH

1a ce HANpaBH CTOMAIIHA MPOMUBKA.
[Tpu npenosupane ¢ LluknoBuxbH ounTe TpaOBa na ce M3mnakHaT OOKIHO C XJ1aaKa BOAA.

5. PAPMAKOJOITrHYHHU CBOHCTBA

5.1. QPapMaxkoAHHAMHYHH CBOHCTBA

(bapMmako-tepanesTuyHa rpyna: OdTanMonoruuHd npoAYKTH. MuiapuaTHIM H  LHKIOIICrHIH;
aHTHXOJIHHEPTru4uHH NekapcTBeHH NpoaykTu. ATC koa: SO01FA04

[{[MKTOMIEHTONIAT € AHTArOHHCT Ha MYCKApHHOBHMTE XONUHEPrudyHH peuentopd. Herosudr
[apacHMIIaTOJHTHYEH e(deKT BbpXY OKOTO BOAH AO AWNATALMS HA 3€HUIATa (MHAPHA3a) H HEBB3MOKHOCT
32 aKOMOJALM, KaTo pe3y/ITaT OT Mapajiu3ata Ha cOHHKTepa HA HpHCcAa M aKOMOAATHBHHA MYCKY/N Ha
LHJIHAPHOTO TAJIO.

I {nknoneHTonat uMa Obp30 ACHCTBHE, HO MO-KPaTKO KaTo NPOABIDKHTEIHOCT OT TOBA HA aTPONHUH HIH
XOMATPONHH. MakcumalnHa UMKJIONerus HacThNBa ciel oxkono 25-75 MHHYTH, a MakCHMallHa MUApHasa
cnea 30-60 MMHYTH clienl NOKANHO NpHioXkeHHe. [1BNHO Bb3CTAHOBABAHE HAa aKOMOJALMATA OOMKHOBEHO
ce nocTura cnex 6 no 24 yaca, AOKATO ITBJIHO Bb3CTAHOBABAHE OT MHAPHA3ATA NPH HAKOU MALHEHTH MOXe
1a U3UCKBa U HAKOJIKO IHHU.

5.2. DapMAKOKHHETHIHH CBOHCTBA
[ {uknonenronar ce abcopbrupa CHCTEMHO Ce NOKAIHO MTPHUIOXKEHHE,

Kato rpyna, CHHTETHYHHTE TPETHYHH aMHHOBHM aHTHMYCKApMHOBH CbeAMHeHHs ce abcopbupar aobpe
ClIEA mepopanHo npunoxenwe, LlHKionmeHTONPT MOXKe Aa ce abcopOHMpa CHCTEMHO HMIHM 4pes
TpaHCKOpHeanHa abcopfuus, AMpekTHA NokajHa abcopOuud Mpe3 Koxata WM 4pe3 abcopbuus or

Ha3alnHaTa UM Ha30-TaKpHUMaTHATA CUCTEMA.
Brnpexu, de TOTaNHATa 1032 HHKIONEeHToNaToB xuapoxiopua B LlnknoBrkeH 10 mg/ml, xanku 3a ouu €

HUCKA MOXe J1a ce oYaKkBa cHcTeMHa abcopbuus.

5.3. IlpeaxnanH4HE JaHHH 34 6ezonacHoCT

Hama npeAxivHHYHU JAHHH OT 3HAYEHHE 32 MPEANUCBAIINA jekap, KOUTO ¢a JOMBIHATENHH KbM Beue
BK/TIOYEHHTE JaHHH B Apyrure pasgenu Ha KXII.

6. OAPMAIIEBTUYHHU JAHHHA

6.1. CoHCcBHK HA DOMOLIHHATE BEIeCcTBa

beH3anKoOHHEB XJIOPHI

JduHaTrpHueB eaerar

bopHa kucenHHa

KanueB Xj10pum

X nopoBoOpOAHA KHCENMHA W/ HIN HATPUEB XHAPOKCH] (3a kopekius Ha pH)
Boaa 3a HHXXeKUHH




6.2. HechbBMECTHMOCTH

He € npuiokuMo.

6.3. Cpok HA rogHocT

2 (ABE) rOOMHH.
28 (aBaseceT ¥ oceM) AHHM clie/l IbPBO OTBApAHE Ha DyTHKaTa.

6.4. CnenHaaHH ycJOBHS HA ChbXpaHEHHE
[peau oteapane: [a ce coxpanasa B xnagunuuk (ot 2°C go 8°C).
Cnen otBapaHe: Jla ce ChXpaHiaBa ¢ IUIbTHO 3aTBOPeHa OyTHIIKA [PH TEMIEpaTypa MoA 25°C.

Ha ce chxpaHsABa Ha MACTO HEJOCTBHITHO 32 JeHa.
Ha ce cbXxpaHsaBa B OpUIrHHaHATA OMAaKOBKa.

6.5. Buj H cBALPXKAHHE HA ONAKOBKATA

Bsna 6ytuixa ot nonuernien Hucka masTHOCT (LDPE) ¢ annukaTrop-kankomep, 3aTBOpPEeHa € Kana4ika Ha

BUHT ChC 3alLMTEH NPBLCTEH, THR “tamper-proof™.

1 (eana) Oytuaka ¢ 10 ml pazrBop 3aeAHO C THCTOBKA 33 MALIMEHTA CE€ OMAKOBA B KAPTOHEHA KYTHA.

6.6 CnenuaJHB npeANa3EH MEPKE NPH A3XBLPJAAHE B paboTa

Hsama cneupanHy U3UCKBaHHUA.

Hen3noa3BaHUAT NEKAPCTBEHR NPOAYKT HIH OTNagbYHKTE MaTEpHaNH OT HEro TpA0Ba fa ce H3XBBPIAT B

CBOTBETCTBHE C MECTHHTE H3IUCKBaHHA.

7. NIPATEXKATEJI HA PASPEIHIEHHETO 3A YIIOTPEBA

AntHOnoTnk-Pasrpaa Al

byn. “Anpuncko BbcTaHue” Ne 68, odpuc 201

7200 Pasrpaa, beinrapus

8. HOMEP HA PA3SPEHNIEHHETO 3A YIIOTPEBA

PeructpauumoseH Ne:

0. IATA HA ITBPBO PA3PEIIABAHEMIOAHOBSBAHE HA PA3PEINEHHETO 3A
YIIOTPEBA

Jara Ha MkpBRO pa3pellaBaHe:.
JlaTa Ha nocneaHO NOJHOBABAHE:!




10, JATA HA AKTYAJINIUPAHE HA TEKCTA

Mapr, 2025 .




