3ATBEPI’)KEHO
Haka3s MiHicTepcTBa oxopoHu
300poB’ YKpAiTHH
16.03.2021 Ne 485
PeecTpaniiine nocBiguenus
Ne UA/14935/01/01

IHCTPYKUIA
AJISE MEAMYHOTO 3aCTOCYBAaHHS JIIKAPCHKOI0 3ac00y

BI3OMNTIK
(VIZOPTIC)

Crnao:

Oiroya pevosuHa. tetryzoline hydrochloride;

1 MJ1 mpenapaTy MiCTHTb TETPHU30JiHY rifpoxnopuny 0,5 mr;

OONOMIDICHI  peyoBuUHU: HATPIIO XJOpHA, IUHATPiIO enerar, OEH3aJIKOHII0 XJIOPH, HAaTpiio
teTpabopar, KHciIoTa O0pHa, BOAA OUHIIIEHA.

Jlikapcbka ¢popma. Kparuti ouHi, po3uuH.
OcHosHi isuko-ximiuni enacmusocmi: 6e36apBHa abo CBITIIO-XKOBTa Ipo3opa pifuHa Oe3 3amaxy
abo maibxe 6e3 3amaxy.

dapmakoTepaneBTHYHA rpyna.
3acobu, mo 3acTocoBYOThcs B odranpmosorii. I[lpoTnHaOpskoBi Ta aHTHANEpridHi 3acobwu.
CuMnaToMiMETHKH, 110 3aCTOCOBYIOThCS K MpoTHHAOpskoBi 3acobu. Kox ATX S01G A02.

Dapmaxonociuni enacmusocmi.

Dapmakoounamika.

[Ipemapar € cHUMIAaTOMIMETHKOM, IO O€3MOCepeqHbO CTUMYJIIOE adbda-aIpeHOPEHENTOPH
CHMIIaTHYHOI HEpPBOBOI CHCTEMH, He BIUIMBaroud a0o0 BIUIMBAIOYM MiHIMaIbHO Ha Oera-
aapeHopeuenTopr. IIpu MicleBOMy 3acTOCYBaHHI TETPH30JiHY B KOH FOHKTHBAJIBHHM MIIIOK
BiOyBa€EThCS 3BYKEHHS CTIHOK KPOBOHOCHHX CYIHH, IO MPHU3BOIUTH IO 3MEHIIEHHS rinepemii ta
HaOpsKYy KOH IOHKTHBH.

Dapmaxoxkinemuxa.

TeTpusosiH mpH MiCHEBOMY 3aCTOCYBaHHI MOXXE€ BCMOKTYBATHCS Y KIJIBKOCTSIX, MOCTATHIX mJist
MPOSIBJIEHHS CHCTEMHOI Aii.

BincyTHi BiAMOBiAHI JaHi MpO pO3MOAIT Ta eIiMiHAIIO JiKapchKOro 3aco0y IpH MiCHEBOMY
3actocyBaHHI. CyIHHO3BY)KyBalbHa [liss Ha HEBEJIHKI KPOBOHOCHI CYIMHH HOYHHAE IPOSBJIATHCS
IPOTArOM KUIBKOX XBIJIMH Ta TPUBA€E HE MEHIIE 4 TOIHH.

KiiniuHi xapaKkTepucTHKH.

Iloka3anHua.

CuMOTOMaTuyHe THMYAacoBE TMOJIETIIEHHS BTOPHUHHOI rimepemii oudedl yHacHiIOK IMOMIPHOTO
MOpa3HIOBAILHOIO BIUIMBY Ta ajieprivHOr0 KOH IOHKTHBITY .

IIpomunoka3zauua. T

[TigBuIeHa Yy TJIUBICTD MO CKJIAOBUX Mpemnapary, 3aKpHTOKYTOBa mﬁ{fﬁoﬁa
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B3aemooia 3 inwumu nikapcokumu 3acobamu ma iHuii 6udu wdeuodm :
OnHovacHe 3aCTOCYBaHHS TETPU3OJMiHYy 3 iHriGiTopamu [promenii spicnnazn  (MAQ)  abo
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TPUIMKIIYHAMA ~ AHTHACIIPECAHTAMH, TyaHETHIMHOM UM  peseplmiHoM (WIS  CHCTEMHOro
3aCTOCYBAHHS) MOXXE IIPU3BECTH [0 TIiJIBUIIEHHS apTepiallbHOrO THCKY.

[Ipy OAHOYACHOMY 3aCTOCYBaHHI amecTe3ylouux 3aco0iB, iHCYNiHY, aTpomiHy Cyibdary abo
[POIPAHOJIOHY 3 TETPU30JIIHOM MOYK€ TTOCHIIUTHUCS [isl LIUX IIpenapariB Ha KPOBOHOCHY CHCTEMY.

V pasi OmHOYACHOrO 3aCTOCYBaHHs 3 IHIOMMHM OYHMMH KpalUSIMH CIiJ JIOTpEMyBartucs 15-
XBHJIMHHO] ITEPEPBU MiX 3aKallyBaHHSIM OYHHMX KpaIellb.

Ocobausocmi 3acmocysanHa.

3acTocyBaHHsI [Ipenapary MOXe CIIPHYMHUATH Miapias.

Ciii NpUNMHHATH 3aCTOCYBaHHS Mpenapary i 3BEpHYTHCS JO JiKaps, SKIIO IIOKPAINaHHsS He
CIIOCTEPIracThcss MpOTAroM 72 TOAMH abo MOAPasHEHHS UM rimepeMis IPONOBXKYIOTbCS abo
IOTIPUIYIOTHCS, a00 3’ ABNSIFOTHCSA 6ijb B Ol Uk MOPYIICHHS 30DY.

Jins yHUKHeHHs 3a0py[AHEHHS HE CJIiJl TOPKATHCS BEPXHBOIO YACTHHOIO YIIAKOBKH JO Oyab-fKHX
IIOBEPXOHb. 3aKPUTH KPHUUIEYKOI (DIakoH micis BUKOPHUCTaHHS. Y pasi 3MIHH Kolbopy abo
IIOMYTHIHHS PO34HHY IIpernapar He IMPHIATHHIM /IS BUKOPUCTAHHSL.

3acToCyBaHHS Kpallejih JITSIM BiKOM Bil 2 10 6 POKiB CJIiJI IPOBOAUTH 3 OOCPEXKHICTIO, TINBKH i
HarmsaoMm Jikaps. [lamieHTaM i3 TSDKKAMH CEpLEBO-CYAMHHUMHE 3aXBOPIOBAHHAMH, TaKMMH K
ilmemiuyHa XBopoOa ceplld, apTepiaibHa TrimepTeH3is, (eoXpoMoIMTOMa 1 MOPYIIEHHSA OOMIiHY
pedoBHH (TimepTHPeO3, LyKpoBuil AiabeT), a TAKOX XBOPHM, SIKi OTPHUMYIOTH iHTiOiTOpr MAO un
iHII npenapary, INO 34aTHI MiABUINNTH aprepiajbHUM THCK, CIIiJ 3aCTOCOBYBAaTH OYHI Kparuli
BI3OIITIK nume Tomi, kxonmu MOMXJIMBa KOPHCTh IepeBakae MOTEHINiHMN pu3uk. Jyxe uwacre
3aCTOCYBAHHS MOXK€ CIPUYHHHUTH MTOYECPBOHIHHS OYEH,

BI3OIITIK nouineHO 3aCTOCOBYBATH JIMILE Y pasi JIETKOro mojpasHenHs odedl. [lamieHT moBunen
3HaTH!

— AKIIO IpOTAroM 48 roguH cTaH HE MONINUIyeThes abo MOApPa3HEHHS YU OYEPBOHIHHS TPHBAIOThH
YU 3pOCTalOTh, CJIiJI IPUIIMHUTH 3aCTOCY BaHHS IpEeIapary;

— SKINO MOAPA3HEHHS YU ITOYEPBOHIHHS MOB’sI3aHi 31 ceplO3HUME 3aXBOPIOBAHHAMHU OPTaHiB 30py
(Ha 3pasok iHQeKmii, CTOPOHHBOIO TiNa UM XiMiYHO! TPaBMHU POTiBKH), TO Y IIbOMY BHIAIKY
PEKOMEHYEThCS 3BEPHYTHCS JI0 JTiKaps;

— AKIINO 3°SIBJIAIOTBCS 1HTEHCHBHUH Oinbk B o4ax, roJIOBHHH Oinb, IBHUJKA BTpara 30pYy, ParroBa
I0sBa IIEpe] OuuMa IUISM, IO IJIaBalOTh, IOYEPBOHIHHS oduell, O mijx uac aii ¢BiTia aGo B ouyax
IIOYHHAE IBOITUCS, TO CIIiJ HEraliHO 3BEPHYTHUCS J0 JIiKApSL.

IToTpiGHO yHUKATH TPHBAJIOro 3aCTOCYBaHHS Ta MIEPeA03yBaHHs Ipenapary, 0COOIUBO y JIiTEH.

He cnig 3acrocoByBarn ouni kpamn BI3OIITIK mnamientam 3 emifepMalibHO-emiTEiadbHOO
JUCTPOGiEr0 POTiBKH.

Jlixapcpkuit 3aci6 micTuTh 0,1 Mr GeH3aIKOHIIO XI0puay y 1 ML

IcHyrOTBE OOMEXEHH] HaHi, Mo npodine O6e3nekn oqHaKoOBUY y aiTel i gopocaux. OmHaK 3a3BHUYAi
oul y miTell cuibpHiIe pearyroTs Ha OEH3aJIKOHIIO XJIOpUA, HixK 0di fopocioro. [loapasHeHHs Moke
BILIMBATU HAa JOTPUMAHHS PEeXUMY JiKyBaHHs y HiTed. I[ToBimomnsiocs, mo GEH3aNKOHIIO XJIOpu
BUKIIIKAE IIOAPa3sHEHHs OYEeH, CHHAPOM CyXOro OKa i MO)Ke BIUIMBAaTH Ha CIi3HY ILTiBKYy Ta
IIOBEPXHIO POTiBKH, TOMY CIIi 3 0GEpeIHICTIO 3aCTOCOBYBATH IMpelapar HalieHTaM 31 CHHAPOM
CyXOro OKa Ta IallieHTaM i3 OpYLICHHSIMH 3 GOKY pOTiBKH.

Y pasi TpHBAJIOTO 3aCTOCYBaHHS HEOOXIHO CIIOCTEPIraTH 3a Malli€HTOM.

BeH3ankoHio XJIOpHJ MOXXe NOIIMHATUCS KOHTAKTHUMH JIiH3aMM Ta 3MiHIOBaTH iX xomip. Coig
3HSATH KOHTAaKTHI JIH3M IIepes 3aCTOCYBAHHAM OYHHX Kpalleib Ta OISITTH uepe3 15 XBUIMH miciis
3aCTOCYBaHHSI.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHsL 2py00io.

AnexBatHi Ta n00Ope KOHTpOJ‘ILOBaHi JOCHIKEHHsI BIIUBY TETPH30I1 J“,rrnpoxn(}puny Ha IUTiJ He
IPOBOJIMIIHCS. BmcyTHl JlaHi [Ipo eKCKpPewito npenapary y TpyHe MO;JPL; AR
HpenapaT y Tepion BariTHOCTI Ta roAyBaHHS rpysuLio cItif 3a¢HQ ,qnyua'rw rurmm TOMi, KOJIK
O4iKyBaHa KOPHCTH JUISL MaTepi MepEeBUIIY€E MOTEHIIHHIN pH3UK gmn ,Lu'ﬁ"mm Ay
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3oamuicmy enaugamu HA WEUOKICMb peaxyil npu KepysawHi asmompancnopmom abo inwumu
MEXAHIZMaAMU.
BIutuB € MaJIOWMOBIpHHM, ajie Ofpasy Iicis 3aCTOCYBaHHS Ipenapary CJiJl 3a4eKaTH, JIOKH 3ip
IPOSCHUTBCS, Mepe]l TUM SK KEpyBaTH TPAHCIIOPTHUMY 3aco0aMu ab0 MPallOBaTH 3 iHINMMH
MeXaHi3MaMH.

Cnoci6 3acmocyeanna ma 0o3u.

Tineku U1 MicIIEBOTO 3aCTOCYBaHHS B O(TaIbMOJIONII,

3aCTOCOBYBaTH PO3UMH MPOTIroM Oiblle HiXk 72 OJMHN MOXKHA TLIBKH 111 HAIVISLIOM JIiKaps.
Jopociti ta it > 6 pokis

3akanyBari 1o 1-2 kparii po3uuHy B ypaxerne oko (oui) 1o 4 pasis na 106y.

Jliru Bikom BijL 2 j1o 6 pokis

3aCTOCOBYBATH PO3YMH JITSIM BiKOM 10 6 POKiB MOXKHA TLIBKH IIiJ] HATJIAZAOM JIiKaps.

Himu,
3acTocOByBaTH JIiTAM BiKoM Bim 2 10 6 pOKiB MOXKHA TiIBKM 3a IPH3HAYEHHSIM Jikaps. JocBif
3aCTOCYBaHHS IIpeTapary JiTsM BiKOM 110 2 POKiB BiACyTHiH.

Ilepeoosysanna.

IIpu 3acTocyBaHHI Ipenapary 3rilHO 3 peKOMEHAANIIMY IEPeI03yBaHHS € MAJIOMMOBIPHHM.

Ilpu mepenosyBaHHI IpemnapaTy MOXe CIOCTEpirarucs HApOCTaHHs rimepemii abo peakTHBHA
rimepeMis.

Cumnmomu

CumnToMH, 1O MOXYTh CIIOCTEpIraTHCS IPH HPOKOSMYBanHi ab0 HAOMIDHOMY 3ACMOCYSAHHI
npenapary: OpagMKap/is, COHJIMBICTb, 3HIIKCHHS apTepiallbHOTO THCKY, amarisi Ta 3HUIKEHHS
TeMIIepaTypd Tijga. JOAaTKOBMMHM CHMIITOMAMH, IO MOXYTh CIIOCTEPIraThcs TUIBKA IIpH
npoxkoemyeanHi Ipenapary, MoKy Th Oyt anHoe, npurdidyenns [[HC ta koma.

Jikysanns

Ilpn npoKOBTYBaHHI IIpenapary JiKyBaHHS NOJNAra€ y NpUioMi aKTMBOBAHOIO BYTLLIS Ta
3BuIBHEHHI HiTyHKa. [lonanbiie nikyBaHHsS MOBUHHO Oy TH CUMIITOMATHYHUM T4 MiATPUMYIOUHM.

IoGiuni peaxuyii.
Hacrora BUHUKHEHHS MOOGIYHMX peakIlii KnacubikyeTbes TakMM YHHOM: Ay)e dacto (>1/10);
qacTo (Big >1/100 mo <1/10); mewacro (ix >1/1000 xo <1/100); piako (8ix >1/10000 mo <1/1000);
ayxe pifxo (<1/10000); gactoTa HeBigOMa (HEMOXINBO BU3HAYNTH 3 HAABHUX JAHHX).

3 6oky opeanis 30py

YHacro: peakTHBHA rinepeMist oka (PHKOIIETHA TillepeMis OKa), BIJUyTTs [EYiHHS Ta CyXOCTi B 04aX,
TOpa3HEeHHs CJIM30BOI OOOJOHKH ouel. Mo)ke BHHHMKATH 3aTyMaHEHHS 30Dy, MOApa3sHEHHS
KOH IOHKTHBH.

Pinxo: posmumpenns 3innne (Migpias), 6iib B 0uax, mouepBOHIHHS O4€i, pish B OUax.

IHOMI MOYXYTh BHHUKATH CHCTEMHI CHMIATOMIMETHYHI €(EKTH.

Jyxe pinko: HaaMipHHE KepaTo3 KOH'IOHKTHBM i3 3aKpHTTSM CHi3HMX TOYOK Ta HaJMipHOIO
CJIO30TEUOIO.

MoxmBi cucTemHi e(exTH, Taki SK ManbliTauis, roJgoBHUN Giib, Tpemop, cnabKicTs, HaaMipHA
MITIHBICTb Ta MiABUINEHHS apTepiaJbHOTrO THCKY.

MosxnuBe BMHUKHEHHS peaklliif TilepuyTiIMBOCTI y MANI€HTIB 3 IMiABHINEHOIO YYTIMBICTIO MO
CKJIAJIOBUX TIpenapary.

Ilogioomnenns npo nic)03p106aHi nob6iyni peamﬂ'i’ =

IToBimomieHHs Npo mixo3proBani MoGiuHiI peakuii micis peec: rpauuﬁﬁegf?éhrcm 0 3aco0y BifirparoTh
BOXIMBY poib. Lle mae 3MOTy TPOJOBIKYBATH CTIOCTEPEeIKCH IS, 32 ¢IBBIIHOICHHSM KOPHCT Ta
PU3HKY 3aCTOCYBAHHSA HlKapCBKOFO 3aco0y. HpaLIIBHI/IKI/I rrany'zj oxepotm 3JI0POB’S  TTOBHHHI
HOBiIOMIIATH Ipo Oyab-siki migo3proBaui mobivHi peakiii. : n




Tepmin npuoamnocmi, 2 poxwu.
TepMiH IPUAATHOCTI peapary IicJis MepIIoro BilKpuTTs — 28 AHIB.

YmoBu 30epiranus.

36epiratu B opuriHaibHiil yakoBIl mpu temmneparypi He Bue 25 °C.
36epiraTu y HeJOCTYITHOMY JUIsL AiTel MicIii.

BinxpuTuit dnakon 36epiratu mpu temmeparypi ue suie 25 °C.

YnakxoBka.
ITo 5 M y ¢aakoHi 3 KpalenbHHIEI i KPUINKOI 3 rapaHTifiHuM Kinenem. Ilo 2 duakonu y
KapTOHHI! KopoO1ii.

Kareropis Biznycky. Be3 penenra.

Bupoonuk. .

JUKAJTPAH I'AJIEHCBHKI JIABOPATOPIU n.x4.

JADRAN GALENSKI LABORATORIJ d.d.

MicnesnaxoqkeHHsI BHPOGHMKA Ta aapeca Miclsi MPOBaJKeHHs HOro AisibHOCTI,
Csinno 20, Pimkexa, 51000, Xopsaris

Svilno 20, Rijeka, 51000, Crotia

HaTta ocrannboro neperssny. 31.07.2024.




