ONTUHO rerpuzonun

WHCTPYKLUWA MO MPUMEHEHWIO IEKAPCTBEHHOI O MPEMAPATA [J14
MEAWLMHCKOr 0 NPUMEHEHNA OMTUHOJ® TETPU30JTNH

@& 450
KAMME/1b BO ®/TAKOHE

PeructpauoHHbiit Homep: J1M-007772

ToproBoe HaumeHoBanume: OMTUHO® TETPU30JIUH
MexpayHapoiHOe HenaTeHTOBaHHOEe HauMeHOBaHUe: TeTPU3OJNH
JlekapcTBeHHas dopma: kannu rnasHble

Cocrae (Ha 1 mn)

[lencTByrolee BelecTBO: TeTpU3onmuHa ruapoxnopug — 0,5 mr.

BcrnomoratenbHble BelecTa: 6opHas kucnota — 12,3 Mr, HaTpus xopua — 2,23 Mr, HaTpus TeTpabopar (6opakc) — 0,25 mr,
BOAa oymuieHHasn go 1,0 mn.

He coaep>uT KOHCEepBaHTOB.

OnucaHue: Npo3payHblil 6eCLiBETHbI pacTBOP
dapmakoTepaneBTUYecKas rpynna: anbha-aapeHoMUMETUK
Kop ATX: SO01GA02

®dapmakonoruyeckue cBoicTBa

®apmakognHaMuKa

TeTpu3onuH o6napaeT CocyA0CYXMBAKOLMM AENCTBUEM U yMEHbLUAET 0TeK TKaHel. TeTPU30NH ABNSAETCA CUMNaTOMUMe-
TUKOM, KOTOPbIN CTUMYNMPYeT anbda-afpeHopeLenTopbl CUMMNaTUYECKO HEPBHOI CUCTEMbI, HO He OKa3biBaeT Unu
oKasblBaeT cnaboe AelicTBIe Ha GeTa-afpeHopeLienTopbl. MecTHOe Np1MeHeHue pacTBOpa TETPU30NIMHA Ha KOHBIOHKTUBE
NPUBOANT K CYXXEHMIO KDOBEHOCHBIX COCY/I0B [N1a3a B TeYeHIe HeCKONIbKNX MUHYT U npofomkaeTcs 4-8 yacos.
®DapmaKokuHeTHKa

Mp1 MECTHOM NPUMEHEHWUN BO3MOXHA CUCTEMHAs abCcopOLMs Y NaLUEHTOB C NMOBPEXAEHHOW CIM3UCTOM 060N0YKOMN U
anuTenneMm.

CpepHuit nepnog, NonyBblBeAEHNA TETPU30IMHA B CbIBOPOTKE COCTaBUI NPU6AM3NTENbHO 6 YacoB. CUCTEMHOe BcacbiBaHe
Y pa3HbIx CyGbeKTOB Pasnnuyanoch, MakcMMasbHas KOHLEHTpaLMs B CbiBOpoTKe focturana ot 0,068 fo 0,380 Hr/mn. Yepes
24 yaca nocre BBefieHUS y BCEX CYGHbEKTOB B MOYE UMENNCh M3MepsieMble KOHLIEHTPaLn TeTPU30IMHA.

Moka3saHus K NpUMeHeHnIo

CHsATMe runepemun (MOKpacHeHNs rNas) U 0TeKa KOHbIOHKTUBI, 06YCNOBIEHHbIX BO3[ECTBUEM XUMUYECKUX U HU3NYECKUX
(akTopoB (AbIM, Mbi/b, BETEP, XIOPUPOBaHHAs BOAA, CBET, KOHTAKTHbIE JINH3bI), @ Tak)Ke BO3HUKAIOLLMUX NPY anneprnyeckux
peakuusX, Takux Kak nosMHos.

MpoTuBonokasaHus

- TMNepYyBCTBUTENIbHOCTb K KOMMOHEHTaM npenapara;
- 3aKPbITOYrofbHas rnaykoma;

- [eTCKuiA BO3pacT o 2 neT.

C 0CTOPOXHOCTbIO

- TSKeslble CEpAEYHO-COCYAUCTbIe 3a60eBaHUs (HanpUMep, UeMryeckas 6011e3Hb CepALa, rMnepTeHsns);

- (eoxpomoLuTOMa;

- TUnepnnasus npeacTaTenbHON Xenesbl;

- HapyLueHus MeTa6onnama (Hanpumep, runepTupeos, Auabet, nopdupus);

- MaLMeHTbl, NoNyYaroLLe MHIMBUTOPbI MOHOaMUHOKEHAA3bl (MAQ), TPULIMKIMYECKWe aHTUAENPECCaHTbI UK Apyrue
NeKapCTBeHHble CPeACTBa, NOBbILIAOLLME apTepuasbHoe AaBreHue.

MpumeHeHe npenapaTa NPOTMBOMNOKA3aHo NPy 3aKPbITOYrofbHOM rnaykoMe. Mpu fApyrux TUNax rnaykombl NpuMeHeHne

npenapata paspeLueHo npu co6noAeHM 0CoBbIX Mep NPeSOCTOPOXHOCTU U MOA KOHTpONieM Bpava. Mpenapart He

PEKOMEHJYETCS K MPUMEHEHUIO Y NALMEHTOB C CyXuUM puHUTOM (rhinitis sicca) U CyxuM KepaTOKOHbIOHKTUBUTOM.

MpumeHeHue Npu 6epeMeHHOCTY 1 B Nepuoj rpyAHOro BCKapMIUBaHUS

[aHHble 0 NPOHUKHOBEHMM NpenapaTa Yepes NiaueHTy U B rpyAHOE MOJIOKO OTCYTCTBYHOT. YUMTbIBasi BOSMOXKHOCTb
pasBUTUS CUCTEMHDBIX NOGOYHBIX 3P HeKTOB, NPUMEHATL NpenapaT Bo BpeMsi 6epeMeHHOCTU U B NepUOA rpyaHOro
BCKapMIIMBaHUS MOXHO TOJIbKO B TOM CJlyyae, eCi, N0 MHEHWo Bpaya, oxugaemMas nonb3a /i MaTepu npesblllaeT
NOTeHLManbHbIA PUCK AN1s NNOAA U peGeHKa.

Cnoco6 npuMeHeHus U A03bl
MecTHo. BapocribiM 1 AeTsiM cTaplue ABYX JIeT no 1 Kanse B NopaxeHHbIi rna3 2-3 pa3a B CyTKU.
lMpuMeHeHue npenapata 6oniee 72 YacoB AOMKHO NPOBOAUTLCS TOMBKO MOA KOHTPOJIEM Bpaya.

* | ¥

YKasaHusi 1o npuMeHeHHIo:

1. CHUMUTE 3aLLMTHBIA KoNNayok ¢ GrakoHa. CTapanTech He KacaTbCsl OTKPbITOrO KOHYMKa KanenbHULbl GiakoHa.

2. lMoMecTuTe yKka3aTenbHbIl U CpefHUiA NanbLbl Ha AHO GNakoHa, a 6oMbLUOI NaneL, Ha KPYrayko NIacTUHy B BEPXHEN YyacTu
¢nakoHa.

3. Mepep nNepBbIM NPUMEHEHNEM JleKapCTBEHHOrO NpernapaTa nocsie NosBNEeHUs NepBOil Kanau Heo6XoAMMO 0TGPOCHUTH ellje
He MeHee 5 kanenb. Mepea KaxabiM NocneAyoLWMM NPUMEHEHUEM HEOBX0AUMO 0TEPOCUTDL 1-2 Kannu. Ecnu nekapcTBeH-
Hblil Npenapart He UCMonb3yeTcsi B TeueHue 6onee 15 fHel, nepes npuMeHeHreM Heo6X0AMMO 0TBPOCUTL 5 Kanenb.
Mepef nepBbIM UCMO/b30BaHNEM (rlakoHa NepeBepHIUTE ero KOHYUKOM BHU3 U 2-3 pasa HaXMUTe Ha AHO dakoHa
yKasaTeNibHbIM 1 CpeJiHUM ManbLiamu A0 NOSBEHNUS NepBOil Kannu. HaknoHWTe ronoBy Hasag, ykasaTenbHbIM NanbLem
OCTOPOXXHO OTBEANTE HUXKHEE BEKO BHWU3, NOCMOTPUTE HaBepX. [10 BOZMOXHOCTY fiepuTe GiakoH BepTUKabHO.

4. [ins 3akanbiBaHusi npenapata OMTUHON® TETPU30JIVH B KOHbIOHKTUBANbHBbI MELIOK OAWH Pa3 HaXMuUTe Ha hIaKoH.
Bnaropaps cneyuanbHo paspa6oTaHHOMY MexaH13My (pnakoHa, NPy KaXAoM HaxaTun BblAensieTcs POBHO 0fHa Kanns.
3aKpoiiTe rnasa 1 MeAneHHO NOBOAUTE r1ia3amMu BO BCe CTOPOHBbI, YTOGbI pacTBOP PaBHOMEPHO pacrpeaenuics no
NOBEPXHOCTK rnasa.

5. lMoBTOPUTE NpoLIeAYpPY AN BTOPOrO rnasa.

[ina npepoTBpalLeHust 3arpA3HeHns d)ﬂaKOHa He AOHyCKaVITe MPUKOCHOBEHUA KOHYMKa KanesibHUL bl dJﬂaKOHa K
rnasy wnn iMH3am u He anKacalﬁTer K HeMY nanbuamu.

“ Mocne Kaxaoro NCNonb30BaHUs dJﬂaKOHa MPOCYLINTE KOHYNUK KanenbHUL bl 1 3aKp017IT€‘ €ro 3aWMTHbIM KOJINa4ykoMm.

WHdopmaums ansa nonb3osaTeneil KOHTAKTHbIX JINH3:

Ecnu B 0c0o6bix CUTYaLMsAX AOMNYCTUMO HOCUTb KOHTAKTHbIE JINH3bI, UX HEOBXOAUMO CHATH Nepes NpUMeHeHnem
NeKapCTBEHHOro npenapata. JIMH3bl MOXHO HafileTb BHOBb Yepes 15 MUHYT nocnie NpMMeHeHUs lekapCTBEHHOro
npenapara.

B cnyyae coBMeCTHOro NpuMeHeHus ¢ ohTanbMooryeckuMm npenapaTamMu peKoMeHAyeTcs cobnofaTth naysy He MeHee
15 MUHYT MeXAy 3akanbiBaHueM npenapata ONTUHON® TETPU30JIUH u apyrux rnasHbIx Kanesb.

Mo6oyHoe peiicTBue

YacToTa No6oYHbIX peakLuil pUBefieHa B BUAE CrieAytoLLei rpagaLum: oyeHb YacTo (21/10), yacto (21/100, <1/10),
HeyvacTo (21/1000, <1/100), peako (21/10000, <1/1000), o4eHb pefko (<1/10000), HeyTOYHEHHOI YacToTbl (YacToTa He
MOXEeT 6bITb OLiEHEHa M0 JOCTYNHbIM JaHHbIM).

HapyuweHus co cTOPOHbI cepAeyHO-COCYAUCTOI CHCTEMbI

YacTo: olyLieHne cepaLebueHns, yyalleHHbIi nynbe.

HapyueHns co cTOPOHbI OpraHa 3peHust

YacTo: yBennyeHne oTeka CM3UCTO 0605104KM rNa3a (peakTUBHas runepemust), 4yBCTBO XOKEHWUS CIM3UCTON 0600YKM
rnasa, CyxoCTb C/M3UCTON 0GONOYKM rNasa, pasapaXeHne KOHbIOHKTUBDI, 3aTyMaHUBaHUE 3PEHUS.

Pesko: Muppuas.

OyeHb pegKo: KepaTUHU3aLMs aNUTenus (KCepos) KOHbIOHKTUBDI C OKKIHO3MEN Ce3HbIX MPOTOKOB U 3anndopoii («cnesoTeye-
HUe).

06141e paccTpoIicTBa U HapYLIEHHS B MECTe BBEJeHHS

YacToTa Hen3BeCTHa: peakLn B MecTe BBefieHUs (BKIHOYAs OLLYLLEHIUE XOKEHWS, B 0611aCTV rNa3a, NOKpacHeHwe,
pasapaxeHue, 0Tek, 6011b, 3y4).

Yacro: cna6ocTb.

HapyuweHns co cTOPOHbI LeHTPasbHOI HEPBHOI CHCTEMbI

Yacto: ronosHas 601b, TpEMOP.

HapyueHns co cTOPOHbI KOXM U NOAKOMKHBIX TKaHel

YacTo: ycuneHue NoTooTAeNeHNs.

Apyrue
YacTo: noBblleHne apTepruanbHOro AaBeHns.

MepeposupoBka

CumnTombl

[p1 NpUMeEHeHUN B COOTBETCTBUM C MHCTPYKLMEN PUCK BOSHUKHOBEHUSI Nepeo3MpOBKYU MUHUManeH. OHaKo npu
CNyyatHOM MonagaHum B XXeyA0UHO-KULWEYHbIN TPaKT (MpornaTbiBaHUM) BO3MOXHbI ClleflyHoLLMe CUMMNTOMbI NEPEA03UPOB-
KU: pacLuMpeHme 3payka, TOLWHOTA, LiaHo3, IMXopagKa, CyAoporu, Taxukapanus, apuTMIUsi, OCTaHOBKa CepALa, apTepuanbHas
rUNepTeH3Ns, 0TeK JIerkux, yrHeTeHue AbixaTenbHoi GYHKLMM (BKOYas OCTaHOBKY AblXaHUsl), yrHeTeHne hyHKLMmu
LIEHTPanbHOM HEPBHOM CUCTEMBI (BK/HOYAs Pa3BUTUE COHNMBOCTY U KOMY). PUCK pasBUTUS CUMNTOMOB Mepefi03upoBKY,
06YyCNOBNEHHbIX CUCTEMHbIMM NpenapaTamu, BbICOK y MasneHbKUX AeTei, 0CO6eHHO Npu NpornaTbiBaHWM.

Jleyerne

Crieynduyeckuit aHTUAOT HeM3BECTEH. JleueHune nepeso3npOBKY NpY NONaAaHUM B XKy AOYHO-KULLEYHbI TPaKT:
aKTMBMPOBaHHbII Yrofb, MPOMbIBaHUE XenyfKa, MHransiLmusa KUCNopoza, XapornoHMXatoLLme 1 NPOTUBOCYAOPOXKHbIE
NeKapcTBeHHble CPpefCcTBa. [N CHKEHUs apTepuanbHOro AaBfieHUs NPUMEeHSIOT GeHToNaMuH No 5 Mr Ha
(131oNornyeckoM pacTBope MeasleHHO BHYTPUBEHHO Uiu no 100 Mr BHYTPb. MaLmeHTaM ¢ HUSKUM apTepuasnbHbIM
[laBJieHneM Ba30MpecCopHble CPeACcTBa NPOTMBOMNOKa3aHbl.

IMpu nosiBNeHUu NHOGbIX CUMNTOMOB NEPesO3MPOBKYM, ONUCAHHBIX BbILLE, CrefyeT HeMeLJIeHHO 06paTUTLCS K Bpauyy.

B3aumopeiicTBHE C APYIMMM JIeKAPCTBEHHbIMU CPeACcTBaMU

OpHoBpeMeHHoe npuMeHeHue npenapata ONTUHON® TETPU30JIUH ¢ uHruéutTopamu MAO, Hanpumep, TPaHUALMNIPOMUHOM
VN TPULMKINYECKUMU aHTUAeNpeccaHTamm, a Takxe JlekapCTBEHHbIMM CPefiCTBaMK, MOBbILLAOWMMIN apTepuansHoe
NlaBneHne, MOXeT NPUBECTM K YCUNEHINIO COCYA0CYXNBAIOLLLEro AeiiCTBIA 1 MOBbLICUTL apTepuanbHoe AaBnieHne. Takum
06pa3oM, HeO6X0AMMO M3beraTb OAHOBPEMEHHOTO NIeYeHNs LaHHbIMM NleKapCTBEeHHbIMU NpenapaTamu.

Ocob6ble yka3aHus

MaumeHTbl, npuHUMatowwme npenapat ONTUHO® TETPU30JIVH, kannv rnasHble, [OMKHbI YYUTbIBAT, YTO BOCMANEHUE UK
NOKpacHeHWe r1a3 4acTo AB/ATCA NPU3HAKOM Cepbe3HOro 3a6oneBaHus rnas W, CnefoBaTesbHO, UM PeKoMeHayeTCs
NPOKOHCYNIbTUPOBATLCA C O(PTaNbMOJIOrOM.

Mpenapat ONTUHOJ® TETPU30JIVH fomxeH NPUMEHSTLCS TONBKO NPU HE3HAYUTENBbHOM pasapaxeHuu rnas. Ecnv B
TeyeHune 48 yacoB He MPOUCXOANT Y/yULIEHUS, AW, B CNyYae, eCin pa3apaxkeHne N NokpacHeHNe CoXpaHsaeTcsa um
nporpeccupyer, npenapaT Heo6Xo[1MMO OTMEHUTb U NPOKOHCYbTUPOBATLCA C BPauOM.

PasapaxeHue nnm nokpacHeHue, BbI3aBaHHOE Cepbe3HbIMU MOPaXKeHUSMU a3, TakuMK, Kak H(BEeKLMs, MHOPOAHOE Teno B
rnasy uim XMMn4ecKoe NoBpeXAeHNe POroBULibl, Takxe TpebyeT HeMefIeHHON KOHCY IbTaLum Bpaya.

B cnyyae cunbHoil 6011 B rnasy, ronoBHOM 6011, NOTEPU 3peHMS, NOSABNEHNSA NATEH B NONe 3pEHNS, CUIbHOTO, OCTPOro UK
OAHOCTOPOHHEr0 NOKPaCHeH!s rnas, 601eBOro OLLYLLEHUS NPYU BO3AENCTBUM CBETA UM MOSIBNEHUS iBOEHNSA B rnasax,
HEeoBX0MMO HeMeZIEHHO 06PaTUTLCA K Bpauy.

B pesynbTaTe ANMTENbHOTO M HeHaANeXallLero NpMMeHeHUs npenapata B 60/1ee BbICOKUX A03aX, HEXeNN peKoMeHayeMble,
MOXeT BO3HUKHYTb pPeakTUBHas runepemusi (MOKPaCHEHNE) KOHBIOHKTUBDI 1 CIM3UCTON 060/104KM HOCa (MeMKaMEHTO3-
HbIA PUHMT).

MpuMeHeHue y feTen, a Takxe NpUMeHeHne B 6oiee BbICOKMX [j03aX pa3peLleHo TOMIbKO Mog, KOHTPOseM Bpaua.
Brarogaps cneyuanbHo paspa6oTaHHOMY MexaHu3My (nakoHa, pacTBOP OCTaeTCs CTEPUNbHBIM B TeyeHue 180 gHelt

(6 MecsiLieB) nocne NepBOro NPUMEHEHWS, MPU 3TOM He COAEPXKUT KOHCepBaHTOB. MynbTu03aTOp (rakoHa obecneynBaeT
TOYHOCTb A03MPOBaHMA 1 Y06CTBO NpUMeHeHus npenapata ONTUHOJ® TETPU30JINH. dnakoH coaepxuT 450 kanenb.

BnusiHue Ha cnoco6HOCTb YNPaBAsTb TPAHCMOPTHLIMU CPeACTBaMU, MEXaHU3MaMK
B peakux cnyyasx nocne NpUMeHeHUs npenapaTa BO3HUKAET 3aTyMaHWBaHWE 3peHNs, KOTOPOe MOXET 0Ka3blBaTb BAUSHNE
Ha CrnoCco6HOCTb yNpaBnATb TPAHCMOPTHLIMU CpefcTBaMM U paboTaTb C MEXaHU3MaMU.

®opma Bbinycka

Kannu rnasuble, 0,5 Mr/mn

Mo 10 M npenapata B nnacTUkoBoM dnakoHe (MIBI) ¢ kanenbHbIM YCTPOCTBOM cucTeMbl 3K, o6ecneunBatoLm
CTepUIIbHOCTb PacTBOPA, U 3alMTHBIM KONMaykoM. 10 oAHOMY (iakoHy BMeCTe C UHCTPYKLMeli Mo MPUMEHeHNIo
NOMeLLatoT B KaPTOHHYIO Mauky.

YcnoBus xpaHeHus
IMpu TemnepaType He Bbiwwe 25° C B HEAOCTYNHOM NS AeTen MecTe.

CpoK rogHoCTH
3 ropa. Cpok rogHoCTM NpenapaTa nocne BCKpbITus: 180 AHeN.
He npuMeHsTb No UCTeYEHNN CPOKa FOAHOCTH, YKa3aHHOTO Ha yMaKoBKe.

YcnoBus oTnycka

OTnyckatoT 6e3 peLienTa.

I0pugnyeckoe nuLo, Ha MM KOTOPOTO BbIAAHO PErUCTPALIMOHHOE YA0CTOBEPeHHEe
AOPAH-TANEHCKW TABOPATOPUW a.0., CBunHo 20, 51000 Pueka, XopBaTtus.
MpoussoauTenn B

AOPAH-TANNEHCKW JTABOPATOPUW a.0., CeunHo 20, 51000 Pueka, XopBaTtus.

Opranusauys, NpUHAMAlOLLas NPeTeH3UM noTpebuTeneli
Mpeactasutenscteo AAPAH-TAJIEHCKU JIJABOPATOPWUW a.o. B Poccuu:
119330, r. Mockga, JTomoHocoBckuit np-T, 4. 38, 0. 3, 30.

Ten./akc: +7 (499) 143-37-70.
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