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1. UME HA JIJEKAPCTBEHUSI ITPOAYKT 73 é IS J
PaspewenUe Ne ... ovwsloerrs oo St i

VISIFRIN ADIPHARM 0,5 mg/ml eye drops, solution

0gobperue Ne ............cosne.e....... Y R

BU3NOPHH AIUPAPM 0,5 mg/ml kanku 3a oum, pa3rBop

2. KAYECTBEH 4 KOJIMYECTBEH CHCTAB
Enna ml ot pasteopa cvappixa 0,5 mg erpusonusos xunpoxnopus (Tetryzoline hydrochloride).

3a MBAHMSA CIIMCHK Ha MOMOIHHUTE BELLECTBA BUKTE TOYKA 6.1.

3. JJEKAPCTBEHA ®OPMA
Karnku 3a oun, pa3tBop.

Karkure 3a oun Busudpun Anudapm npeacrapnssar npospadeH, Ge3uBETEH pa3TBOp.

4. KJIMHIYHA IAHHUA

4.1. TepaneBTHYHH HOKA3AHMSA
3a BpEeMEHHO CHMINTOMATHUYHO OOJEKYEHHE Ha XUIEPEMMATA Ha OKOTO BCJIEICTBHE Ha JICKH

JIpa3HeHUs.

4.2.  J10o3HpOBKA H HAYMH HA NPHJIOKEHHE

Camo 3a ouHO NPUIOKEHHEC.

ITpanoxeHueTo Ha pasTBopa 3a NMoBede OT 72 MOCIEAOBaTE/HU 4aca TpaOBa aa 6bae Mo Jekapeko

HabroneHue (Bik Touka 4.4).

Bw3pacmuu u oeua nao 6 codunu:

Jlo3ara e eaHa 10 1B€ KalKU OT Pa3TBOpa B 3aCErHATOTO OKO (04M) 10 4 IIbTH JHEBHO.

Heua noo 6 zoounu:

IIpuiokeHreTo Ha pa3TBOpa MpH Aeua oA 6 FOJMHH TpAOBa la CTapa Mo JIEKAPCKH KOHTPOJI.

4.3. IHpornpomoka3anus

- CBPBXUYYBCTBHMTEIHOCT KbM aKTHBHOTO BEILECTBO WM KBM HSAKOE OT MOMOIHUTE BEIECTBA HA
MpOLYKTa;

- TACHO-BI'BJIHA [NIAYKOMA;

- [meua noJ 3-rogMiiHa Bh3pacT

- ©AHOBpeMeHHO npunarane ¢ MAO UHXMOUTOPH, BOACIIM KO apTepHaHa XUIEPTOHHUS.
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4.4. Cnenna/iny npeaynpe:xIeHds H NpeXNa3sHi MEPKH 3a ynoTpeda

lIpunoskeHreTo Ha IPOTYKTa MOXKE Jia IPSAN3BHKA MUIPHA3A.

Heo6xommmo e npeycTaHoBABaHe Ha IEHCHHETO M MPEOLIEHKA HA ChCTOSHMETO OT CTPaHa Ha JieKap, aKko He
ce MocTUrHe obsiekueHWe N0 72 Yaca, WIM ako APA3HEHETO WM XHIIEPEMHUATA MPOIbIDKABAT WIH Ce
NOBHIIAT, KAKTO M MOsBA Ha 60/1Ka B OKOTO WM NIPOMEHH B 3pEHHETO.

IIpexomepHara ynotpeGa Ha JeKapcTBOTO MOXKE Ja [JOBeZe O [OBHILIABAHE HA XMIIEPEMMSATA MIH T.H.

»pedayHn heHoMeH .

He3aBucHMO OT HHMCKOTO HHBO Ha CHCTeMHa abcopOrwst TeTpU30JMHOB XMAPOXJIOPHA TpAGBa na ce
Npunara BHUMATeNTHO MpPH MALMEHTH C apTepHajiHa XMIIEPTOHUs, UCXeMH4Ha GOJecT Ha ChpueTo,

XHIIEPTUPEOH03a, 3aXapeH JHA0ET, 10 BpeMe Ha JIeUeHHe ¢ aHTHaenpecaHTd ¥ MAO HHXUGHTOPH.

Crappkammat ce BB Busudpun AardapM KoHCepBaHT OEH3ATKOHUEB XIIOPHI, MOXE Ja MpeIu3BUKa
3a4epBIBAHE HA OKOTO, a4 € M3BECTHO ACMHIMEHTHUPAIOTO MY JACHCTBUE W CMOCODHOCTTA MY 1a ce
HATPYNBa B MEKH KOHTAKTHH JICILH.

AKO NaLMEHTHT HOCH KOHTaKTHM JIEILM Te TpiOBa Ja ce MaxHAT Npeay NPWIAraHeTo Ha KankuTe W jia ce

MoCTaBAT 0OpaTHO HE MO-paHo OT 15-20 MUHYTH ClIe NPUIOKEHHETO.

4.5. BzanmogeiicTBuA ¢ APYTH JIeKapCTBEHH NPOJYKTH H APYra popMH HA B3auMogelicTBHe

TeTpH30THHOB XHAPOXIIOpHA € HecbBMecTHM ¢ MAQO nHxuOUTOpH.

4.6. bpemMeHHOCT H KLpMeHe

bpemennoct
Hsawma moctars4HO JaHHHM 3a yrotpebara Ha Buzudpun Ajndapm npd OpeMeHHH KeHU. AEKBaTHH U

ﬂ06pe KOHTPOJIMPAHU NIPpOYYBaHUA HE Ca NPOBEACHH, 3a Ja CC ONPCACIIN e(beKTa Ha BbpPXY IUIOAA.

Knpmene
He ¢ uzBecTHo nanu TeTpu30oNvHOBHS XUAPOXJIOPH] CE€ EKCKPETHPa B KbpMaTa.

B"b['[peKI/I Y€ MNPOAYKTHT HE € HNpeIHa3Ha4ycH 3a CHCTCMHa yHOTpe6a, CC Mpernopb4Ba BHUMATEIHA
OLCHKa Ha CBHhOTHOIICHHETO HOJI3a/pPICK OT JICKap, Ipe€au NPUIOKCHHUETO I[PH 6peMeHHH HIIH

KbpMELIH )KCHHA.

4.7. EdexTn BLpXy cnoco0HocTTa 32 modHPaHe H padoTa ¢ MAITHHN

He ce ouakBa edekT, HO KaKTO MPU BCHYKH KAITKH 32 04 BPEMEHHO 3aMbIJIABAHE Ha 3penuer9ﬂﬁ;h Apyra. v

3PUTENTHA CMyLIGHHS MOTaT Jia MOBJIMAT CMOCOGHOCTTa 3a WopupaHe WM paboTA ¢ MdluMHM. - .




[laupenTsT TpsabBa @ M34aKka AOKATO 3PEHUETO CE MPOACHHM, Npedu Aa modupa Wi paboTH ¢

MallluHH.

4.8. HexenaHH JeKAPCTBEHH peaknuu
IpoaykTsT 0GMKHOBEHO ce MoHacs 1obpe.

Ha6H}OﬂaBaHI/I Ca CJICAHHMTC HEXKCJIAaHU JICKapCTBEHH peakUUM Npu MpUIOKEHHETO Ha TeTpVISOHI/lHOB

XUAPOXTIOPHI:

Hapyvwenus na ouume:

mHoro peaku (< 0,01 %): napene, npasHeHe, GojKa, 3auyepBsiBaHe, ChI3EHE, MUIPHA3a, PEaKTHBHA

XUInepeMus.

Hapywenus na nepsnama cucmeMd

Heuectn: rmaBofonne, CbHAUBOCT, 3aMasHOCT, TpeMop, B30yaa Ha LIHC

Covpoeynu Hapyuienus

HeuecTu: anrnHa NEKTOPHC, XUTIEPTOHUS, TAXUKAPAUS

Hapymenu}l HAQ UMYHHama cucmemd

Heuectu: muoro PAAKO CBPBbXYYBCTBUTCIHOCT

4.9. TIpenoszmpane
BB3MOXHOCTTa 3a Mpefo3upaHe € He3HauuTenHa. OrpaHUYeHUAT KalalMTeT Ha 3aJbpiKaHe B

KOHIOKTUBHHAT CaK 3a Oq)Ta.]'IMOHOFI/I‘IHH TNIPOAYKTH TPAKTAYECKH H3KIIOYBA HNPEAO3HPAHETO Ha

Buzudpun Anudapm.

Cumnmomu u npusnayu. TlpenosupaHe B CIeNCTBHE Ha MOINTBUIAHE MJIM IPEKOMEPHO TPUIIOKEHHE
Moe aa npHuuHHu oT crpana Ha IJHC (neraprus, ChbHIMBOCT MM BB30OyJa), MPOMEHH B KPBBHOTO
Handrade ¥ TeJeCHa TeMiepaTypa, HeperyjispHa ChpAedHa AeHHoOCT, Opagukapiusd, W NMPOMEHH B

Cb3HAaHHUETO.

Jleuenue. Jledenuetro crnen IepopayIiHO TMOTJTBIaHE MOXKE [a BKJIIOUBA ITPHIIOKECHHWC Ha AKTHBCH
BBIJICH W CTOMAalllHa IPOMHBKA. HOH’LJ’[HI/ITCJIHOTO JICYCHUEC Tpﬂ6Ba Ja 6’[;,[16 CUMIITOMAaTUYHO H

nmoaromMaraiio.




5. B®APMAKOJIOI'TYHU CBOUCTBA

51. ®APMAKOIUHAMMWYHHA CBOMCTBA

'

PapmakoTepaneBTHYHA rpyna: JekoHrecranTu u aHTHAJICPTHYHU cpeacTna.

CumnaToMUMeTHLIM, TpUIaraHy kato aekonrectantd, ATC koa: SO1GA 02

5.1. PapMaKkoIHHAMHYHH CBOCTBA

TerpuzonuHOB  XMAPOXNOPHA € CHUMINATHMKOMHMETHK, KOMTO JHPEKTHO CTUMYyaupa anda-
aJIpEHEPrHYHATE PELENITOPH Ha CUMMATHKOBaTa HEPBHA CHCTEMa, KATO MPUTEKaBa MUHMMAJIEH WU
HMKaKkbB edeKT BbpXy Oera- afpeHepruyHHMTe peuentopd. Hauanoro Ha Ba3OKOHCTPHKLMATA Ha
MAJIKUTE KPBBOHOCHH CBIOBE B OKOTO c€ MOSBABA B PAMKUTE Ha HAKOJIKO MHUHYTH, KaTO eeKThbT € ¢
npoab/pKATETHOCT 4-8 Yaca.

TeTpH301MHOB XHIPOXJIOPH/] € YaCTHYeH aroHHUCT Ha PeLelTOpPUTe, yYacTBAHId B arperaiusra Ha
TPOMOOLIMTHTE.

Hskou npoyuBaHMs MOKA3BAT JIMICA HA AHTUXUIIEPEMHYHATA aKTHBHOCT CJie/ IeCeT JHH Ha JICUCHUE.
He e HaGmonaBana rebound xunepemus ciie IpeycTaHOBIBaHE Ha JICUEHUETO.

TeTpU30IHHOB XHIPOXJIOPU]] AHTAOHU3MPA aroOHUCTUTE, KOUTO OOyCNaBAT Ba3oAWIATaTHLATA 4pe3
anda agpeHepruuHUTEe pelenTOpU Ha HUBOTO HA LJIMapHATa apTepus, HO He MPEJU3BUKBA 3Ha4uMa
KOHTpAKIUsA Ha TOBa HHUBO.

[py M3MUTBaHKA BHPXY 3[paBU MAILMEHTH, HE € MOJy4eH e(peKT BbPXY AUAMEThpA Ha Nanujiata rnpu

ynoTpeba Ha oveH pa3top 0,5 mg/ml Ha TeTpu3onuHOB XMAPOXIOPHA.

5.2. ®apMakoKMHETHYHH CBOCTBa
dapMakoKHHeTHKaTa Ha TeTpU30IMHOB XMAPOXJIOPH/ Clle/l JIOKAJTHO NPHIIOKEHUE B YOBEIIKOTO OKO

HE € U3CJICABaHa.

5.3. TIpexxIMHAYHH JAaHHH 32 Oe30IacHOCT
[IpeAKIMHUYHY TIPOYYBaHUS 32 OLEHKA HAa MYTarcHHUs, KAHLEPOTeHHUA HIH TepaTOreHHusl
noTeHUMan Ha TeTPU3ONMHOB XUAPOXJIOPUA WIM HEroBOTO TOTEHLMAIHO BB3AEHWCTBUE BbPXY

d)epTI/IJ'[I/ITCTa HJIH NOCTHATAJIHOTO PAa3BUTHUE HE Ca MPOBEICHH.

6. DapMaueBTHYHH JAHHH

6.1. CoHchbK Ha IOMOITHHTE BEIECTBA

bopHa kucenuna

bopakc }
JuHaTpues egerat ’
BenzankoHueB xaopHua

IIpeuncrena soga



6.2. HecnBmecTHMOCTH
Tpsabsa na ce H36ArBa JUPEKTEH KOHTAKT ¢ KOHTAKTHU Jjiely. [TOMOLIHOTO BEIIECTBO HeH3a/IKOHHUER
XJIODHA MOXe Jja Ce HaTpyna M 00e3LBETH MEKHTe KOHTAKTHM Jeilld. 3aTOBa KOHTAKTHUTE Jellu

TpsA6Ba J1a ce MaxHaT Ipean yHnoTpeGara Ha KAIIKMTE 3a O4H (BXK. ToUKa 4.4.).

6.3. Cpok Ha rognoct

2 rOOVHU.
6.4. Cnenna/jHH YCJIOBHS HA ChXpaHEHHE

Ilpu Temneparypa nox 25°C B OpUrHHaiHa OTIAKOBKA.

Ja He ce u3non3ea nopeue oT 28 AHU clief OTBapsHe Ha OyTUKAaTa.
Jla He ce U3MOI3BA cllej U3TUYAHE HA CPOKa Ha TOIHOCT, 0003HAYEH BBPXY OIAKOBKATA.
6.5. lanHn 32 omakoBKaTa

IMonuernnenosa Gytunka ¢ 15 ml pasrBop, cHabeHa ¢ KankoMep U CTePHiIHA Kanadka, 3aneyaraHa ¢

NPBCTEH.
6.6. Cnenuajanu Npeanas’Hu MepKH IPH H3XBLPJsIHEe H padoTa

Heunsnon3BaHOTO KOJIHYECTBO WM OCTAHAIUS Marepuan Tp5{6Ba aa 6’bl[aT N3XBBPJICHH B CHOTBETCTBHUE

C MECTHHUTC N3UCKBAaHMHA.

7. TIPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
AJJUDAPM EAJ]

Oya. CumeonoBcko 1moce Ne 130

Codms 1700, brarapus

8. HOMEP (A) HA PA3PEIIEHMETO 3A YIIOTPEBA

9. JIATA HA ITBPBO PA3PEIIABAHE/TIOTHOBSIBAHE HA PASPEHIEHHUETO 3A
YIHOTPEBA

10. TATA HA AKTYAJIM3UPAHE HA TEKCTA
Mapr, 2010 ©




