CocrTaB

Oeucmsymrwuiee seu,ecmao: tetrahydrozoline hydrochloride;
1 M1 pacTtBopa cogepxkut 0,5 MI TeTparugpoO30JINHYy TUAPOXJIOpUAa

gcnomMmozamesibHble gewecmad. OeH3aJIKOHU S XJIOpUO, HAaTPpUA XJIOPpUO, KHUCJIOTa
60pHaH, HaTpud TeTpa6opaT, OUHATPUA 90eTaT, BOda OYHUIIIeHHasd.

JIekapcTBeHHas1 popMa

Karmnu rimasHbeie, pacTBoOp.

OcHoBHble (bUSUKIO-XUMUHQCKUB ceolicmea: IIpo3padHasi OecliBeTHAsI XXKUOKOCTh,
CBOGO)IHBIfI OT BUOUMEIX ITOCTOPOHHUX YAdCTHII.

dapMakoTepaneBTHYECKasi rpynmna

CpencTBa, IpuMeHsieMble B 0PTaIbMOJIOTUH. [IpOTUBOOTEUYHEIE U aHTHAJIJIEPruYecKue
cpenctBa. CUMIIaTOMUMETUKY, IPUMEHSIEMbIe B KaUeCTBEe MPOTUBOOTEYHLIE CPECTBA.
Kom ATX S01G AO02.

®dapMaKOOUHaAMHUKa

TeTpU30/IUH - CUMIIATOMUMETHUYECKUM CPENCTBO, KOTOPOE OTHOCUTCS K T'PYIIIe
MMHUAa30JIMHOBBIX HeKOHTecTaHTOM. OH HETIOCPEACTBEHHO CTUMYJIMPYET albda-
agpeHOopPelenTOPhl CUMIAaTUYECKON HEPBHOM CUCTEMEI C HE3HAYUTEIbHBIM UIU 0€3
BIUsIHUS OeTa-agpeHopelenTophl. [Ipy MeCcTHOM IIPUMEHEHUN Ha CJIM3UCTYIO
000J10YKy KOHBIOHKTHUBEI IIperapaT OKa3blBaeT BpEMEHHBIN COCYyOOCYKUBAIOIIUN
5¢bGheKT Ha MeJIKre KPOBEHOCHBIE COCYbl, TEM CaMBbIM yMeHbIIasi Ba304ujiaTalluio 1
OTeK KOHBbIOHKTHUBHI.

(I)apMaKOKI/IHeTIfIKa

B uccnemoBanuu ¢ yuactuem 10 300pOBBIX TOOPOBOJILIIEB ITOCJIE TEPATIEBTUYECKOTO
IJ1a3HOTO BBEAEHUS TETPU30JIMHA IIPOSBIISIIN B CHIBOPOTKE KPOBU M Mo4e. [Tepuop
IIOJIyBbIBEJEHUS TETPU30JIMHA U3 CBIBOPOTKU COCTABIISI/I IPUMEPHO 6 4acoB.
CuctemHas abcopO1us y MaliMeHTOB BapbUpOBajla, MaKCUMalbHas KOHIIEHTPaIUs B
CHIBOPOTKe Onlnia B mmpepesax ot 0,068 mo 0,380 ur/mii. Yepes 24 yaca y Bcex
MmanreHToOB O0OHapyXKuBaiau TeTpu30IMH B MOYe.

IToxa3zauus



CuMIITOMaTHYECKOe BpeMeHHoe o0IerdyeHre BTOPUYHOM THIIePeMHuH I'j1a3 BCIeOCTBHE
YMEPEeHHOTr0 pa3apazkarllero BO3OeCTBUS U alJIePruieCcKoro KOHbIOHKTUBUTA.

IIporuBONIOKa3aHUA
[ToBeIIlIEHHAsT YyBCTBUTEJILHOCTh K KOMIIOHEHTAaM IIpeliapara, rjlaykoMa.

B3auMoOaeHCTBHE C IPYrHMH JIeKapCTBEHHBIMH CPeICTBAMH H IPyrue BHObI
B3aMMOIEeHUCTBUHA

OTCYTCTBYIOT U3BECTHBIE 3HAYUMBbIE B3aUMOMIENCTBUS C OPYTUMU JI€eKapCTBEHHLIMU
cpencTtBaMu. [IpOKOHCYJIBTUPYUTECH C BpauoOM Iepef IPUMEeHEHUEM C APYTUMU
o(pTanbMOIOTMYECKUMU IIpernapaTaMu.

OC00EeHHOCTH MPUMEHEeHHsI

HpI/IMeHeHI/Ie IIperiapaTa MO2KeT BbI3BATh MUOPHA3.

CnenmyeT MpeKpaTUTh TPUMEHEHNE ITIperapaTa U 00paTUTHCS K Bpady, eCliu
yIIy4IlleHUsI He HabJIioaeTcss B Te4eHue 72 4acoB, UJIM pa3gpakKeHue WU THIlepeMust
ITPOMOJIZKAIOTCS WU YXYHOIIAIOTCS, UJIN IOSIBIISIOTCS O0Jb B TJ1a3y UJIM HapyIIeHUs
3peHus.

CJ'Ie,'E[yeT nsberaTb IIPAMOTO KOHTAaKTad C KOHTAKTHBEIMHU JIMH3aMMU.

BcmmomMmoraTtesnbHOE BELIECTBO OeH3aJIKOHHUS Xjjopuag MOKeT O6€CI.IBGT-II/IBaTb
KOHTaKTHBEIE€ JIMH3EBI, IIO3TOMY II€pPeN IIPMMEHEHNEM I'JITa3HBIX KalleJIb HYy2KHO CHATH
KOHTaKTHEI€ JIMH3HI.

Bo usbexkaHue 3arpsi3HeHusI He KacaTbCsl BepXHEHN YacCThI0 YIIAKOBKH K JTIOOBIM
MMOBEPXHOCTSIM. 3aKPHITh KPBIIIKOM (hJIaKOH ITOCJIe UCII0Ib30BaHUs. BEIOPOCUTH
Imperapar, eCJIM paCTBOP U3MEHUJI IBET UJIU CTaJI MyTHBIM.

[IpruMeHeHME Kalenb OeTSAM OT 2 0 6 JIeT IPOBOAUTE C OCTOPOXKHOCTBIO. BOIBHEIM C
TS2KEeJIBIMU CepPlIeYHO-COCYaUCThIe 3a00IeBaHms, TaK1e KakK ulieMmuieckas 00e3Hb
cepplla, apTepuanbHas TUIepTeH3us, peoxpoMoIMTOMa U HapylleHuss oOMeHa
BeIlleCTB (TUIIEPTUPEO3, CaXapHbIM OuabeT), a TakKe O0IbHBIM, KOTOPhIE TOTy4aloT
uHruoutopsl MAO unu apyrue npemnapaThl, CIIOCOOHBIE TIOBLICUTh apTepralbHOe
OaBlIeHUe, CIeyeT IPUMEHSTh rlma3Hble Kannu Busna® KriaccuyecKuil TOJIBKO B TOM
ciyd4ae, KOTraa, II0 MHEHHIO Bpayda, OJIb3a MPEBBIIIAeT NOTEeHIIMAIbHBIN PUCK. O4eHb
4YacToe IIPUMeHEeHNe MOXKEeT IIPUBECTHU K ITOKPaCHeHHe Ijia3.

Bu3un® Knaccuyeckui 1ieecoodpa3Ho IIPUMEHSATH TOJIBKO B ClIydae JIeTKOT0
pa3gpaxeHud riad. [TauueHT JoIXKeH 3HaTh:



e ecqiu B TeueHHe 48 4acoB COCTOSIHME He YIydlllaeTcs UIIH pa3apaxKeHue uin
IMOKpPacHeHUe MPOI0IKAITCS UIIH PACTYT, CIeayeT IIPEKPAaTUTh IIPUMeHeHUue
mnpernapara;

e pa3gpakeHus WJIH IIOKPAaCHEHMS CBSI3aHbI C CePhe3HLEIMH 3a00JIeBaHUSIMI OpraHa
3peHus (Bpomae MHGPEKIINH, THOPOOHOTO TeJjla UM XUMHUYECKOM TPaBMEI
POTOBHIILI), PEKOMEHYEeTCSI 0OPaTUTLCS K Bpaydy;

e €CJIU MOSIBISIIOTCSI MHTEHCUBHAs 00JIb B I'Jla3aX, roJioBHAsI 00J1b, OBICTPAast moTeps
3peHus, BHe3aIllHOoe IMOsIBJIeHNe IIepe[ I'Jla3aMy IISTEeH, «IIJIaBaloT», IIOKPaCHeHHe
ria3, 601k BO BpeMsi IeHCTBUS CBeTa UJIM B I'Jla3aX HAYMHAET «IBOUTHCS»,
cnemyeT oOpaTUTHLCS HEMEMJIEHHO K Bpayy.

CJ'IeJIyeT u3beraThb OJINUTEJILHOTO IIPUMEHEHUs U IIepPeJoO3NPOBKH, 0COOEHHO [JIs JeTel.
KoHTaKTHEIE JIMH3HI ciienyeT CHATE Iepeq 3aKallbIBaAHUEM IIpellapaTa.

B cnyyae u3MeHeHUs LIBETa UJIM IOMYTHEHHNE pacTBOpa IIpenapaT He IPUTONeH [Is
HCIIOJIb30BaHUS.

He cnenyet npuMeHATh r1a3Hble Kaniau BusnH® KraccuyeckKuul mauyveHTaM C
SIIUAEPMaIbHO-3IIUTEINAIbHON OUCTPOGHEel POTOBUIILL.

CnoCcoOHOCTH BIIMSITHh Ha CKOPOCTH PEeaKIMH [IPH yIIPaBJIeHUH
ABTOTPAHCIOPTOM HJ/IH Pad0oTe ¢ MeXaHHu3MaMH

HpI/IMeHeHI/Ie T'JIa3HBIX Kall€eJIb MO2KET BBI3BATh BPDEMEHHOE YXYOIIIEeHNWEe 3PEHNI.
HpnmeHeHHe B IIepuona 6epeMeHHOCTH HJIN KOPpMJIEHHUs I'Ppyadblo

AmeKBaTHBIX U XOPOIIO KOHTPOJIUPYEMbBIX UCCIEI0OBAHUM BIUSHUS TETPArugpo30JINHY
TUAPOXJIOPHUAA IIJI0[ He IpoBoOuiIochk. OTCYTCTBYIOT MaHHbLIe 00 SKCKpeIuu nperaparTa
B IPyAHOE MOJIOKO.

HeCMOTpﬂ Ha TO, YTO IIpellapaT He IIpedHa3Ha4YeH OJId CUCTEMHOM 3KCIIO3UIINH, repen
€ro IIPpUMEHEHUEM 6epeMeHHbIM U KOPMAIITHUM I'PYOBI0, PEKOMEHIOBaHaA KOHCYJIETallud
Bpa4da OJjid OILI€EHKH BO3MOZKHOI'O PHCKa.

Cnoco0 mpuMeHeHHUsI U T03bI

TonbKO OJist MECTHOT O IIPUMEHEHUSI B O(l)TaJIbMOHOI"I/II/I.

[TprMeHSITL PAaCTBOP B TeueHue 6ojiee ueM 72 4aCOB MOKHO TOJIBKO IO
HabogeHneM Bpaua.

B3pocavie u demu = 6 aem



3akanelBaTh I10 1-2 Karjiu pacTBOpa B IOPaXKeHHHIU Ij1a3 (rj1a3a) o 4 pa3 B CyTKU.
Ilemu 8 8Bo3pacme om 2 0o 6 nem

[TpuMeHSTH PACTBOP AETSIM O0 6 JIeT MOXKHO TOJILKO ITO HabJIloeHrneM Bpayda.
et

[TpuMeHATHL IeTSM B BO3pacTe OT 2 o 6 J1eT 1o Ha3HauyeHuIo Bpada. OnbIT
MIPUMEHEeHU IIpenapaTa y AeTel Ao 2 JIET OTCYyTCTBYET.

Ilepego3upoBKa

Ouenb pegko (<0,01%), mobouYHBEIE PeaKIUU CBSI3AaHLI C IIPUMEHEHUEM
TEeTPAruapPO30IUHY T'HAPOXJIOpUIa HAaOII0OaIuCch B ITIOCTPErUCTPAIIMOHHBIN ITIePUO/I;:

Peakiinu B MecTe IpuMeHeHus (BKJIo4Yasi XKKeHHe B rJla3ax U IePUOKYIITPHUN
o6JacTu, pa3apaxKeHue CIIU3UCTOM 000JI04YKHU r'y1a3, 0071k B r1a3ax, 3y, 3pUuTeMa, pe3b
B I'Jla3aX, pacIlupeHne 3pavkKoB (MuUapHUas3), peakTUBHAS TUIIepeMus rias3a
(«puKoOIIeTHaS» TUIIEPEMUS I'lTa3a)).

Huorga MOTYT BOBHHUKATh CUCTEMHbBIE CUMIIATOMUMETHUYECKHE 3(1)(1)8KTLI.

B03M0KHO BO3HUKHOBEHVE aJ/lJZIEPIUYECKUX PeaKIUil y NalueHTOB C IIOBBIIIIEHHOU
YyBCTBUTEJILHOCTBIO K KOMIIOHEHTaM IIpelapara.

ITo6GouHBbIE peaKIuu

Ouensb penko (<0,01%), moboyHbIe PeaKIIuU CBsI3aHbBI C IPUMEHEHUEM
TEeTPAruapPO30JIUHY THAPOXJIOpUIa HAOII0OaIuCh B ITIOCTPETrUCTPAIIMOHHBIN ITIePUO/I;:

Peakiiuu B MecTe IpUMeHeHUs (BKJIIo4Yasl XKKeHMe B I'Jla3axX U MePUOKYISIPHUN
oGiacTu, pa3apaxkeHue CIU3UCTOM 0007I04YKHU ry1a3, 007k B r1a3ax, 3y, 3puTeMa, pe3b
B I'Jla3aX, pacIIupeHne 3PavKoB (MUApHUa3), peakTUBHAS TUIIepeMus rias3a
(«pukoIIeTHAS» TUIIEPEMUS I'lTa3a)).

Huorpga MOT'YT BOBHHUKATh CUCTEMHbBIE CUMIIATOMUMETHUYECKHE 3(1)(1)8KTLI.

B03MO0O2KHO BOSHUKHOBEHHUE alJIEPrU4E€CKUX PeaKlUi y NallMeHTOB C IOBHIILIEHHOU
YyBCTBUTEJIbHOCTHIO K KOMIIOHEHTaAM IIpelapara.

CpokK rogHoctu

3 roma.



OTKpPBITYI0 OYTHIJIOYKY CIIEOYEeT UCIIONb30BaTh He 6ojiee 4 HeOenb.

YcnoBusi xpanenusi

XpaHuTh IIpu TeMnepartype He Bhile 30 °C B HeLOCTYIIHOM [Jis JeTel MecCTe.
YnakoBka

ITo 15 M Bo ¢pymakoHe, CHAOKEHHOM KalleJIbHUIIeH U 3aKPy4YUBaIOIIeNCcst KPBIIIIeYKOH,
C 3amuTou ot geteu. ITo 1 pr1akOHY B KaPTOHHOU yIIaKOBKE.

Kareropus ornycka

Be3s perenta.

ITpou3sBomourenn

Anccen ®apmanentuka HB/Janssen Pharmaceutica NV.

MecTOHaxOXKIeHHe IIPOHU3BOOHUTEIA H €ro aapecC MeCTa OCyIIeCTBJICHH S
oesiTeJIbHOCTH

Typuxoytceser 30 Beepc, 2340, Benvrus.
M CTOYHHUK MHCTPYKIUH

HWHCTpyKIUs IeKapCTBEHHOTO CPeACTBa B3sTa U3 OPUIIMATbHOTO UCTOYHUKA —
['ocymapCTBEHHOTO PeecTpa JIEKaPCTBEHHBIX CPEOCTB YKPAUHHI.



http://www.drlz.com.ua/

