3ATBEPKEHO
Haxa3 MinicTepcrBa oxoponm
310pOB’sl YKpaiuu
1603 XOAA Ne trd'4™
PeecTpaniiine nocBiyueHnsn
Ne UA/14935/01/01

IHCTPYKIISA
U1 MEAUYHOTO0 3aCTOCY BAHHA JIIKAPChKOro 3ac00y

BI3OITHK
(VIZOPTIC)

Crnao:

Oiloya pevoeuna: tetryzoline hydrochloride;

1 Mt mpenapary MiCTHTE TeTpU30IiHY rigpoxaopuxry 0,5 Mr;

OOnOMIdICHI  pewoGunu. HATPIIO XJNOPHM, JUHATPIIO eferar, OEH3ANKOHIIO XJIOPHM, HAaTPiio
TeTpabopar, kucinora 6opHa, BoIa I iH’ eKIIil,

Jlikapeeka dopma. Kpamti ouni, pozunn.
Ocnosni Gisuxo-ximiuni eracmusocmi: 6e3bapBHa a0 CBITIO-XKOBTa Ipo3opa pinuua Ge3 3amaxy
abo Mmaiixe Oe3 3armaxy.

(dapMakoTepaneBTHYHA IPyna.
3aco0H, IO 3acTOCOBYIOTECS B odransMmonorii. IIpoTuHaGpsKoBI Ta aHTHAIEPTiHHI 3aco6w.
CHuMIATOMIMETHKH, IO 3aCTOCOBYIOTHCS K MPOTHHAOPAKOBI 3acobu. Kog ATX S01G A02.

Dapmaxonoziuni enracmueocmi.

Dapmakoounamixa. _

IIpemapaT € CHMIATOMIMETHKOM, HIO O€3MOCEPENHBO CTUMYIIOE  anb(da-aIpeHOPEIEITOPH
CUMITATHYHOI HEPBOBOI CHCTEMH, HE BIUIMBAIOYH a0 BIUIMBAalOYH MIiHIMaNBHO Ha OeTa-
ajpeHopenentopu. Ilpym MicmeBoMy 3acTocyBaHHI TETpH30JiHY B KOH IOHKTHBAIBHHN MIiIOK
BiNOYBAETHCS 3BY)KEHHS CTIHOK KPOBOHOCHHX CyJMH, 10 IPH3BOJMTE 0 3MEHIIEHHS TimepeMii Ta
HaOpsAKy KOH IOHKTHBH.

Dapmakxokinemuxa.

Terpusonin mpu MiCHEBOMY 3aCTOCYBAHHI MOMKE BCMOKTYBATHMCSA y KiNbKOCTSX, JOCTATHIX IS
HPOSIBJICHHS CHCTEMHOT. il

BincyTri BiﬂHOBiI{Hi JaHi IIPO PO3MOAIN Ta eliMiHALiIo JiKapchKOIro 3aco0y Ipu MicieBomy
3acrocyBanni, CynMHO3BYXyBalbHa Misl Ha HEBENUKI KPOBOHOCHI Cy/MHM MOYHHAE TIPOSBISTHCS
HPOTATOM KiJTbKOX XBUJIMH Ta TPUBAC HE MEHIIE 4 FOIMH.

Kniniuni xapaxrepucruxu.

ITokazanna.

CumnToMaTndHe TMMYAcOBe TOJNETUICHHS BTOPHHHOI rimepemil oweif yHacminmok momipHOro
NOJPa3sHIOBAIIEHOIO BINIMBY Ta &JIEPTIYHOr0 KOH IOHKTHBITY.

Ipomunoxaszanna.
IlinBuieHa 9y TMUBICTE K0 CKJIALOBUX [IPENapary, 3aKpPHTOKYTOBA IVIAyKOMa.

Bzaemooin 3 inmumu nikapcokumu sacobamu ma inuii eudu ¢3aemodili.
OnHoyacHe 3acTOCYBAaHHS TETPU30JiHy 3 IHTIGITOpaMH MOHOAMIHOKCHIA3H (MAO) abo
TPUIMKIIYHMME ~ aHTHACIPECAHTAMH, TIYaHETHAMHOM UM  pE3epIiHOM (I  CHCTEMHOTO
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3aCTOCYBaHHS) MOJKE MIPU3BECTH JI0 i ABUIIEHHS apTepiajlbHOrO THUCKY.

[Ipy onHOYACHOMY 3aCTOCYBaHHI aHECTe3ylodnX 3acobiB, iHCyniHy, arpomidy CcCynbdiary aGo
IPOTIPAHOIOHY 3 TETPU30TIHOM MOKE IIOCHIMTHCS Aifl [IUX Npenaparis Ha KpOBOHOCHY CHCTEMY.

V pa3i OQHOYACHOTO 34CTOCYBAaHHS 3 IHINMMH OYHHMH KpaluIAMH CJIiA JaoTpumyBatucsa 15-
XBHJIMHHO]T ITIEpePBU MIXK 3aKaITyBaHHSIM OYHUX Kpallelb.

Ocobaueocmi 3acmocysanHa.

3acToCyBaHHS Nperapary MOXXe CIPHYUHHTH MiJpias.

Cnii TPUIHHHUTH 3aCTOCYBAaHHS IIperapary i 3BEPHYTHCS OO JiKapsd, AKIIO IIOKPAll[aHHs He
CIIOCTEPIraeThCss HPOTATOM 72 TOAMH abo IOApasHEHHs 4YM TillepeMis NPOAOBXKYIOTECS abo
IOTripIIyIOTHCs, 260 3’ SIBISFOTHCS Gillb B OIli 1M NOPYLIEHHS 30DY.

Jis yHUKHEHHs 3a0py/JHEHHS HE CIIJ TOPKATHCS BEPXHBOIO YACTUHOK YIIAKOBKA IO OyIb-sSKUX
IIOBEPXOHb. 3aKpUTH KPHIIEUKOIO (DJIAKOH WiCiasi BUKOPUCTAHHS. Y pasi 3MIHM KOJIILOpY aGo
IIOMYTHiHHS PO3UHHY Iperapar He IPUAaTHUM ISl BAKOPUCTAHHS.

3acToCyBaHHS Kpameib JiTAM BiKOM Bif 2 10 6 pOKiB Ciij IPOBOAMTU 3 OOCPEKHICTIO, TIIBKHU INij
HammaaoM Jikaps. IlamieHTaM i3 TSOKKMMH CEpLEBO-CYJAMHHHMM 3aXBOPIOBAHHSIMH, TaKHMH SK
imeMiyHa xBopoba cepls, aprepiajibHa rinepreH3is, (eoXpoMouuToMa 1 IOPYUIEHHS OOMiHY
peuoBHH (rinepTupeos, MyKposuit giaber), a Takox XBOpPUM, AKi OTpuMyIOThH iHriGiTopu MAO un
iHIM HpenapatH, WO 34aTHI HBAIMTH aprepianbHuil THCK, CIiJI 3acTOCOBYBATH OYHi Kparii
BisonTuk nMume Toji, KOJHM MOKIMBA KOPHUCTH [EpeBaKae NOTeHUIHHUE pusuk. [lyxke uwacte
3aCTOCYBAHHS MOXKE CIIPUYMHUTH ITOUYCPBOHIHHS OUEH.

Bi30NTHK IONIMBEHO 3aCTOCOBYBAaTH JIMIIE Yy pasi Jierkoro moxapasHeHHs odeil. IlamieHT moBuHeH
3HATHU:

— SIKIL[O NPOTITroM 48 rofguH CTaH He MOJIMIIY€eThCs a0 MOoApa3HEHHS YU IIOYEPBOHIHHS TPHUBAIOTH
94 3pOCTAIOTh, CJIi IPUIMHATH 3aCTOCYBaHHS IIperapary;

— AKIIO MOJIPA3HEeHHs YH ITOYePBOHIHHSA IIOB’sI3aHi 31 CEpHO3HUME 3aXBOPIOBAHHAMH OPTaHiB 30Dy
(Ha 3pasok iHQeKIlii, CTOPOHHBOrO TiNa WM XiMi4HOI TPaBMH pOriBKH), TO y IBOMY BHIAIKY
PEKOMEHIYEThCS 3BEPHYTHCS A0 JIKaps;

— SIKINO 3’SABJISIIOTHCS IHTEHCHBHHM OiLTh B O4ax, TojloBHUH Oinb, MIBUIKA BTpaTa 30py, parToBa
I105BA IIEpe]l O¥YMMa IUISIM, IO IUTaBaIOTh, IIOYEPBOHIHHS OYe, Oinb mmijx 9ac il cBiTia abo B ouax
[IOYHHAE ABOITHCS, TO CIIii HEFaifHO 3BEPHYTHUCS [0 JiKapsi.

IToTpiGHO YHHKATH TPHBAJIOTO 3aCTOCYBAHHS Ta [EPeI03y BaHHS penapary, 0COOIHBO Y JIiTeiH,

He cmix 3acrocoByBarm ouHi kpamn BisonTek mnamieHTaM 3 emifepMalabHO-EIiTelNianbHO0
nucTpodiero poriBky.

Jlixaperkuit 3aci6 micTuts 0,1 Mr Gensankoniro xopuny y 1 mi.

IcayroTe 06MexeHH] naHi, 1o npodine Ge3mexu oxHAKOBHI ¥ aiTei i mopocnux. OnHax 3a3Buyaii
oul y AiTelf cHIbHIIE pearyroTh Ha GEH3aIKOHIIO XJIOPH, HiX 04i gopocioro. [ToapasHeHHs Moxe
BIUIMBATH Ha JOTPUMaHHS PEeXUMy JiKyBaHHs y miteil. [ToBijoMmsiiocs, mo OEH3aJIKOHIIO XIOpH/
BHK/IMKAE IIOAPA3HEHHs oO4ed, CHHAPOM CyXOro OKa i MO)Ke BIUIMBATH Ha CHI3HY IUIIBKY Ta
HIOBEPXHIO POTIBKH, TOMY CIIiZl 3 OGEpeKHICTIO 3aCTOCOBYBATH IIperapar MaIieHTaM 3i CHHIPOM
CyXOro OKa Ta HallicHTaM i3 MopyleHHsIMH 3 60Ky POTiBKH.

Y*pasi TPUBAJIOro 3aCTOCYBaHHS HEOOXiHO CIOCTEPIiraTH 3a IAIli€HTOM.

Bensankoniio xmopup mMoxie MOIIMHATHCS KOHTAKTHUMH JIiH3aMH Ta 3MiHIOBaTH ix komip. Ciin
3HATH KOHTAKTHI JHH3M ITepes 3aCTOCYBAHHIM OYHUX Kpamejb Ta OAATTH depes3 15 XBHIMH micis
3aCTOCYBaHH1.

3acmocysanns y nepioo azimnocmi abo 200y6anns 2pyooio.

AgnexsatHi Ta no6pe KOHTPOJIBOBaHI AOCITIDKEHHS BIUIMBY TETPH30IIIHY TiAPOXJIOPHAY Ha ILTi He
TpoBOMMIIKCA. BincyTHi gaHi mpo eKCKpemilo penapary y rpyAaHe MOJIOKO.

IIperiapar 'y mepion BariTHOCTi Ta rOZyBaHHsS TIPYAIIO CIIJI 3aCTOCOBYBAaTH TUIBKA TOMi, KONH
04iKyBaHa KOPUCTB JUIS MaTepi IIepeBHIIy€e HOTCHIIHMH PU3KK [T JUTHHM.
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30amuicmy ennusamu Ha wieuOKicmb peaxyii npu KepyBawni agmompancnopmom abo inuumu
MexaHismMamu.

Bmuius € ManoiiMOBipHHM, ale oxpasy IICJs 3aCTOCYBaHHs IpeErapary CIijl 3aUeKaTH, JOKH 3ip
NPOSICHUTBCS, INEPEN THM SK KEPYBaTH TPAHCIOPTHHMH 3acobamu ab0 NpalioBaTd 3 IHIIMMH

MeXaHi3MaMH,

Cnocib 3acmocysanna ma 0o3u.

TinpKy 4718 MiCIIEROTO 3aCTOCYBAaHHS B O(TAIBMOJIOTI].

3aCTOCOBYBATH PO3YMH IIPOTAToM OiibIle HiX 72 TOMMHKM MOXKHA TiBKH IIil HAITIAIOM JiKaps.
Jopoeui ta ity > 6 pokis

3akamyBath 1o 1-2 Kparuti po3uuHy B ypakeHe oko (ou4i) no 4 pasis na 100y.

JliTh BiKoM Bij 2 10 6 pokiB

3aCTOCOBYBATH PO3YKH AITAM BiKOM /10 6 POKIB MOYKHA TLIBKH IIiJT HAMJISIIOM JTiKaps.

Himu,

3acTOCOBYBaTH JiTSAM BIKOM Bifg 2 0 6 pOKiB MOXKHA TiNBKHM 3a TIPH3HAYCHHSM Jikapst. JIocBix
3aCTOCYBaHHS NpeNnapaTy AiTsSM BiKOM J10 2 pOKiB BiJCyTHiH.

Ilepeoosyeanns.

ITpu 3acTrocyBaHHI penapary 3rifHO 3 peKOMEHAI[ MY MepeI03yBaHHs € MAJIOMMOBIPHUM.

IIpu mepenosyBaHHI IpemapaTy MOXe CIIOCTEpiraTHCs HapOCTaHHs rimepemii abo peaxkTuBHA
rinepemis.

- Cumnmomu S, |

CHMIOTOMH, IO MOXYTH CIIOCTEpiraTucs HpU HPOKOSMYE8aHHi ab0 HAOMIDHOMY 3ACMOCYSAHHI
mopenapary: Opagukapiiis, COHJIMBICTb, 3HHXEHHS apTepiaIbHOTO THUCKY, alarii Ta 3HIKEHHS
TeMIEparypd Tina. J[OMaTKOBUMM CHMITOMaMH, IO MOXYTb CIIOCTEPIraTHCS TiIBKK [pH
npoxoemyeanHi Ipenapary, MoXcyTh OyTH anHoe, npurdideHHs [JTHC ta xoma.

Jlikysanus

Ilpn npokoBTYBaHHI Ipenapary JIiKyBaHHS IIOJSITa€ y IPHHOMI aKTHBOBAHOTO BYTLLIA Ta
3BUIbHEHHI nutyHKa. [Togasisiie qiKyBaHHS IOBUHHO OyTH CHMIITOMATHYHUM Ta ITiITPUMYIOYHM,

Ilo6iuni peakuyit.
YacToTa BUHHKHEHHS TOOIYHMX peaxiliii Knacu(ikyeTbCs TaKUM YHHOM: Ayxke dacto (>1/10);
gacto (Bix >1/100 mo <1/10); vewacro (Bixg >1/1000 mo <1/100); pixko (8ig >1/10000 no <1/1000);,
ayxe pinko (<1/10000); gacTora HeBigoMa (HEMOXIIMBO BUSHAYKUTH 3 HASBHUX JAHUX).
3 boxy opzanie 30py
. Yacro: peakTHBHA rinepemis oka (pUKOIIETHA rimepemis 0Ka), BiI4yTTs MeYiHHsI Ta CyXocTi B ouax,
' IIO/IPa3sHEHHsS CJH30BOI OOOIOHKH oueif. Moxxe BHHUKATH 3aTyMaHCHHSI 30Dy, NOAPA3HCHHS
.. KOH'TOHKTHBH. . '
Pinxo: posmupenss 3inuns (Migpias), 6iis B ouax, MOYEpPBOHIHHS OUei, pi3k B o4ax.
IHONi MOXYyTh BUHHKATH CHCTEMHI CHMIIATOMIMETHYHI €(eKTH.
Jyxxe pinaxo: HagMipHHWH Keparo3 KOH'IOHKTHBH 13 3aKpHUTTAM CI3HUX TOYOK Ta HAAMIPHOIO
CJIO30TEYUOIO.
MoxnuBi cucTeMHi egexTH, Taki sK NajabmiTanis, ToJOBHHUM Oinb, TpeMop, ciabKicTh, HaaMipHa
HITIKBICTD Ta IiIBUIIEHHS apTEPIiaJbHOIO THCKY.

-+ MoxMBe BUHHMKHEHHS peakiilf TimepdyTIHBOCTI y IallieHTiB 3 IiIBUINEHOIO YyTIUBICTIO IO

CKIaJOBHX Mperapary.

Ilogioomnenna npo nido3proeani nobiuni peaxyii.

IoBinomieHHs Ipo mino3proBaHi mobivHi peakmii micis peecTparii Tikapcbkoro 3acoby BiIirparoTh
BaXIMBY polb. Lle mae 3Mory mpomoBKyBaTH CIIOCTEpEXKEHHS 3a CIIBBIIHOIIEHHSM KOPHCTI Ta
PHU3MKY 3acTOCYBaHHsS JiKapchkoro 3acoOy. [lpamiBHMKH ramxy3i OXOpOHM 3/IOpOB’S IIOBHMHHI
HOBIIOMJIATH PO Gy Ab-sKi mio3proBaHi moGivHi peakiril.
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Tepmin npuoamuocmi. 2 poxu.
TepMiH puIATHOCTI Ipenapary micis MepIIoro BiAKpUTTs — 28 nHiB.
®nakon 1o 0,5 MJT CITLT BUKOPUCTATH OAPA3Y MicCiIs BIAKPHTTS.

YmoBH 30epiranmst.

36epirarty B OpUriHaJIBHIN YIIAKOBII Mpu TeMneparypi He Bue 25 °C.
36epiraty y HeIOCTYTHOMY IS AiTEH MicIli.

BigkpuTuii ¢rakos 30epiraru 1pu TeMueparypi ne Bute 25 °C.

YnakoBka.

ITo SMin y dakoni 3 KpamenpHHIEI0 | KPHIIKOI 3 rapaHTiiEuM kinencM. Ilo 2 diaxorn y
KapTOHHIN KOpoOITi.

[To 0,5 Mn y mmacTukoBoMy (iiakoHi omHopasoBoro BukopuctanHs. [lo 12 ¢nakoHIB y KapToHHIM
KopoOi.

Kareropis Binmycky. bes peuenra.

Bupoo6nuxk.

Bapmascokuit hapmanesTnanni 3aox [onbdpa AT/
Warsaw Pharmaceutical Works Polfa SA.

®dapmanestuunuii 3aBo «[IOJIbGAPMAy C.A./
Pharmaceutical Works « POLPHARMA» S.A.

Micue3naxoaskeHHS BUPOOHHKA Ta ajpeca MicIlsl MPOBA/XKeHHA HOro AiNbHOCTI.
ByJ. Kaponbskosa 22/24, 01-207 Bapmaga, [Tonsmza/
22/24 Karolkowa Str., 01-207 Warsaw, Poland.

ByJ. [Tensniuancka 19, 83-200, Craporapn I'nanscku, [Tonsmma/
19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.

JlaTa 0CTAHHBLOTO MeperJsiay.

Y3rogxeHo 3 Matepianamu TencT Y3ITORAMERO
PeECTPauUiitHOro AOCHE Tanacosh 3.M.
AATA: 3 1 0ot
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