IHCTPYKIIA

OJIsi MEOUYHOT 0 3aCTOCYBAaHHS IIpermapaTry

OIITIH

(OPTIN)

Cknao:
ditoua peyosuHa: TeTPU3O0JIiHY TiAPOXIOPUL;
1 M1 po3uuHy MicTUTh 0,5 MI' TETPU30JIiHY TiTPOXIIOPUAY;

donomidcHi pewosuHu: Oypa, HaTpilo XJI0puM, Kuciota 60pHa, BoJa O4YuIlleHa.

JlikapcbKka ¢popMa. Kparmi oyHi, po34uH.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: Tpo3opuil 6e30apBHUN PO3UNH.

dapMakoTepaneBTHYHA rpyna. 3aco0u, 1110 3aCTOCOBYIOTLCS B opTanbMoiorii. IIpoTuHabpsaKoBi
Ta aHTHAJIepriuHi 3acobu. CHMIIaTOMIMETHKHY, 1110 3aCTOCOBYIOTh K IIPOTHHAOPSIKOBI
3aco0u. Kom ATX S01G A02.

dapmako.102iuHi 8 1acmueocmi
®apmakoOuHamika

TeTpu3omnin — cuMNaToOMiMeTUYHUM 3acib, SKUN HAJIeXKUTh A0 TPYIHU iMifa301iHOBUX
IEeKOHTeCTaHTiB. Bin 6e3mocepeqHb0 CTUMYIIIOE alb(a-afipeHOPELeITOPY CUMIIAaTUYHOI HEPBOBOI
CHCTeMU 3 He3HAYHUM BIIINBOM ab0 6e3 BIIMBY Ha OeTa-afipeHopenienTopu. IIpu MiclieBoMy
3aCTOCyBaHHI Ha ClIM30BYy 000JI0HKY KOH IOHKTHBHU IIpenapaT YNHUTb THMYaCOBUMI
CYyOMHO3BYXKYyBa/bHUM eeKT Ha APiOHI KPOBOHOCHI CyAWHY, TUM CaMUM 3MEHIIYI0UYM Ba30AUaTallilo
i HaOpsSK KOH IOHKTUBH.

dapmakoKiHemuka

CynouHO3ByXKyBaJsibHa i TpoTUHAOPSIKOBA Misl TETPU30JIiHy MMOYWHAETHCS Yepe3 [eKibKa XBUJIMH TTiC/IsA
MiCIIeBOTO 3aCTOCYyBaHHs i TpuBa€ Bifm 4 0o 8 roguH. He MoXHa BUKITIOUUTU CUCTEMHY aOCcopOIIito
TiCJIsT MiCIIEBOTO 3aCTOCYBaHHS, 0COOJIMBO Y MAIi€HTIB 3 ypaXKeHHSIM CITU30B0i 000JIOHKH Ta eIiTerIio.
CepenHiii mepion HamiBBUBEIEHHS TETPU30JIiHY i3 CHPOBAaTKM KPOBi CTAHOBUB NPUOIU3HO 6 TOOUH.
CucrtemHa abcop01iisg y malieHTiB BapiloBala, MaKCHMaJbHa KOHIIEHTpallig B CHPOBATIi KpoBi Oyna
B Mexax Bif 0,068 no 0,380 ur/mi. Yepe3 24 roguHu y BCiX NalLli€HTIB BUSBISAIN TETPU3O0JIH Y cedi.



KrinigHi xapakTepuCcTHKH
Iloka3zanus

CuMnToMaTHyHe TUMUYaCOBe IOJIETTIeHHS BTOPUHHOI TinepeMil o4eld BHACIIIOK IIOMiPpHOTO
IIOAPa3HI0BAJIbHOTO BIIJIUBY Ta aJIePriYHOr0 KOH IOHKTUBITY.

IIpomunoka3aHHs
[TigBuIIleHa YYTIUBICTL MO CKJIQ[OBUX JIiKAPCHKOT0 3ac00y, 3aKPUTOKYTOBA I'JIlayKoMa.

He 3acTocoByBaTu AiTAM BiKOM [0 2 POKIiB.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi

BipcyTHi BimoMi 3HauyIli B3aeMopii 3 iHIMMMU TiKapchKUMU 3aco6aMu. [IpOKOHCYNIbTyHTECS 3
JiKapeM Iepeq 3aCTOCYBaHHSAM 3 iHIUMU 0(TaTbMOIOTIYHUMHY ITPerapaTaMH.

Oco06.1ueocmi 3acmocyeaHHs

3acTocyBaHHS JTiKapChKOT0 3aco0y MOXkKe CIIPUUMHUTH Mifgpia3d. Cifl MpUIUHUTY 3aCTOCYBaHHS
Ipernapary i 3BepHYTUCS [0 JliKaps, SAKIIO0 MOKPaIlaHHS He CIIOCTEPIraEThCS IPOTIroM 72 roguH abo
IIOIPa3HEHHS YU TinepeMis IPOIOBXKYIOThCS ab0 MOTipUIyI0THCS, ab0 3 ABASIOTLCS Oilb B OIi 4
IIOPYIIEHHS 30PY.

Kpanni oyni OnTiH 3aCTOCOBYIOTBCS JIMIIE Y BUMIAAKY HE3HAYHOTO IMTOApPa3HeHHs o4yel. [TalieHT
TIOBUHEH 3HATH:

- SAKIIO IMIPOTATOM 48 TOOWH CTAaH He HOHiHLT.IYETBCH abo IIOOPA3HEHHA YK HO‘-IepBOHiHHH
TPHUBAKTE 91 3POCTAIOTE, crig IIPDUIIMHUTHU 3aCTOCYBAHHS IIPEIIAapPaTy;

- SIKITIO TTOAPa3HEeHHS YM ITOYEPBOHIHHS OB sI3aHi i3 CEpO3HUMU 3aXBOPIOBAHHSIMU OpraHiB
30py (Hampukiap 3 iH(eKIli€elo, HasgBHICTIO CTOPOHHBLOTO Tijla Y¥ XiMi9HOI TPaBMU POTiBKH),
PEKOMEHOYETLCS 3BEPHYTUCS A0 JIiKaps;

- y pa3i BUHUKHEHHS iIHT@HCHBHOI0 00JII0 B 04aX, I'0JIOBHOTO 60JII0, IBUOKOI BTPATH 30Dy,
PaINTOBOI MOSIBY IIepef OYKMMa IJIaBaloYMX IIJISIM, ITIOYEePBOHIHHS ouel, 60110 yepe3 Mmiro cBiTia abo
IBOIHHS B 04aXx CJIiff HeTaiiHo 3BePHYTHUCS OO JIiKaps.

Y pe3ynbTaTi TPUBAJIOTO i HEHAIEKHOT'0 3aCTOCYBaHHS OibININUX Bifl peKOMEHI0BaHUX 103 (260
nepeno3yBaHHs) MOXe BUHUKHYTH PeakTHBHA TinepeMis (I04epBOHIHHS) KOH IOHKTHBHU i CIIM30BO1
o0osioHKM HOCa (rhinitis medicamentosa). He crig 3acTocoByBaTH 04Hi Kpamii ONTiH nalieHTaM 3



eligepMaIbHO-emiTeNiaTbHOI AUCTPO(Di€l0 POTIBKH.

[TamieHTaM 3 BaXKKUMU CePLIeBO-CYAUHHUMY 3aXBOPIOBaHHSIMH (TaKMMU SK illeMigHa xBopoOa ceplis,
apTepianbHa rinepreHsisa), (HeoXxpoMOLKUTOMOIO i MOPYIIeHHIM 00MiHy Pe4OBUH (TilepTUpeos,
1yKpoBui fmiabet, mopdipist), a TaKOXK XBOPHUM, SIKi OTPUMYIOTH iHTi6iTOpM MOHOAMiHOKCHOA3U
(MAO), TpunuKmiyHi aHTUAEIPecaHT: abo iHIi 3aco0wu, 110 MOXKYTh MiABUIIUTH KPOB STHUMN THUCK,
CJIif 3aCTOCOBYBaTHU Kparii ouHi ONTiH, KOJIX MOXKJIMBa KOPUCTH IlepeBaka€ MOTEHLiNHNN PU3UK.
Heo0xigHO YHUKATH TPUBAJIOTO 3aCTOCYBaHHS Ta Iepefo3yBaHHs, 0COOIMBO y HiTel. 3aCTOCyBaHHS
KparmeJsb OiTAM BiKOM Bif 2 10 6 pPOKiB IPOBOAUTU 3 00€PeKHICTIO.

[TamieHTaM, y sKux Oyia KOHTaKTHA MigBUINEeHa YyTIUBICTh OO cpibia, He CIIif 3aCTOCOBYBATH IeX
IPOXYKT, OCKIJIbKY KPAILi, 110 [03YI0ThCS, MOXKYTh MiCTUTH CHifu cpibna. 719 YHUKHEHHS
3a0pyIHEHHS He TOPKATUCS BEPXHBOI0 YaCTUHOIO YIIAKOBKY 10 Oyab-IKUX TOBEPXOHb. He
3aCTOCOBYBATH IIpenapar, SKII0 PO3YUH 3MiHUB KOJIip ab0 CTaB MyTHHUM.

KoHTakTHi 1iH3U HEOOXiTHO 3HATH Iepe[ 3aCTOCyBaHHIM 3aco0y. JIiH3u MOXKHA 3HOBY OOSITHYTH
yepe3 15 XBUJIMH IiC/IST 3aCTOCYBAHHS 3aC00y.

3acmocyeanns y nepiod eazimnocmi abo 200yeanHs 2pydoio

ApexBaTHUX Ta foOpe KOHTPOJIbOBAHUX [OCITiIK€eHb BIJIUBY TETPU30JIiHY TiAPOXIOPUAY Ha BaTiTHUX
abo XKiHOK, 5IKi TOIyIOTh TPYIbMHU, He ITPoBOAUIKN. HeMae JaHuX PO eKCKpellito pernapary y rpygHe
MOJIOKO.

Hes3Baxkalouu Ha Te, 1110 CUCTEMHUH BIIJIUB JIiIKapChKOT0 3ac00y He mepenOadyeHul, mepey oro
3aCTOCYBaHHSIM BariTHUM Ta MaTepsIM-TONyBalbHUALIAM PEKOMEH0BaHa KOHCYNIbTallid JTiKaps A
OLIIHKY MOXKJIUBOTO PU3UKY. JIikapchKui 3acib He CJIif 3aCTOCOBYBATH IIifl Yac BariTHOCTI abo
rONyBaHHA I'PYObMHU, 3a BUHATKOM BUIIaKiB, KOJIX MOXKJ/IMBa KOPUCTH AJI MaTepl nepeBaxkae
MOZKJIMBUY PU3UK IJI5 I1ofa abo AUTUHU.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu

3aCTOCYBaHH${ OYHHX KpalleJIb MO2K€ BUKJIMKATH TUMYaCOBE I'IOI“ip]_HeHHSI 30py.

Cnoci6 3acmocyeaHHsi ma 0o3u

TinbK¥ A7 MiCIIeBOT'0 3aCTOCYBaHHS B 0()TaIbMOJIOTii.

3aCTOCOBYBATU PO3YMH IIPOTATOM OifIbII HiXK 72 TOIWH MOXKHA TiJbKY IIi[l HATJISAOM JIiKaps.
OPOCIIi Ta OiTH BiKOM Bifl 6 POKiB

3akamyBaTy 1Mo 1-2 KparmJi po3YyruHy B ypaxkeHe oko (04i) mo 4 pa3iB Ha o0y .

[liTy BiKOM Bif 2 10 6 POKiB

3aCTOCOBYBaTH PO3UYMH IiTSAM BiKOM 10 6 POKiB MOXKHA Ti/IbKY ITi[l HATJISA0M JTiKaps.



ITopsAnOK 3aCTOCYBaHHA:

1. Bumuiite pyku. 3HiMITh 3aXUCHY KPUIIKY 3 (IaKOoHa (MamioHOK 1).
2. [lepeBepHiTh G1akoH i aKTUBYHTe J03aTOp, 100 3'ABUIACH NepIlia Kpansis (MalioHKH 2-3).

[Tepen nmepuyM 3aCTOCYBaHHSIM 3aC00Y ITiCIIs TOSIBY MEPIIOI Kparyi HeoOXigHO 3po0UTH [eKinbKa
HaTUCKaHb OJIs1 BUIIEHHS 5 Kpamnesb po3uuHy. [lepen KOKHYUM HaCTyTHUM 3aCTOCYBaHHSM CIIif
BUIQJIUTH 2 Kparuti. dKimo 3acib He BUKOPUCTOBYBaBCs OifbIl Hixk 15 fi6, HeoOXigHO 3HOBY BUJAIUTHU
IeKinbKa Kpalesb epes 3aCTOCYBaHHSIM.

3. BigxuniTh ronoBy Ha3am, 06epekHO BiATATHITH HUKHIO MOBIKY i, TpUMaouu (P1akoH OOTOPU JHOM,
3aKarauTe 0 OJHiM KpaIlji B OKO (04i), HaTHCKAaO4YX Ha M03aTop (MaJloHOK 4).

s yHUKHeHHs 3a0pyIHEHHS He TOPKauTecss HAKOHEYHUKOM [103aTOpa [0 OyMIb-sIKUX TOBEPXOHE.

4. Bigpasy micis 3akamyBaHHS HaTUCHITB ITajiblieM Ha KYTOK OKa 0inst Hoca abo 3akpuiiTe MOBIKY Ha
1-2 xBununu. Bigpasy micig 3acToCyBaHHSI Kpalelb 3aKpUiTe (HJIaKOH 3aXMCHOIO KPUIIKOIO.

Himu. 3acToCOByBaTH AiTSAM BiKOM Bif 2 10 6 POKiB 3a IpU3HAUYEHHSAM JTiKaps. [JOCBi 3aCTOCyBaHHS
JIiKapChKOT0 3ac00y miTSIM BiKOM [0 2 POKiB BifCyTHiH.

Ilepedo3yeanus
[Tpu 3acToCyBaHHi NTiKapChKOro 3aco0y 3TrifHO 3 peKOMeHallisiMu IIepefo3yBaHHs € MaJIOMMOBIpDHUM.

[Tpu nepeno3yBaHHI IpenapaTy MOXKe CIIOCTEpIraTUCs HapoCTaHHA rinepeMii abo peakTHBHa
rimepemis.

O3HaKu ma cumnmomu

CuMImTomu, 0 MOXKYTh CIIOCTePiraTUCs IIPo npokosmyeaHHi abo HAOMipHOMY 3aCMOCYBAHHI
npenapary: 6paguKapis, COHNMUBICTh, 3HUKEHHS apTepialbHOTO TUCKY, alaTis Ta 3HUXKEHHS
TeMIlepaTypu Tina. [JomaTKOBUMU CUMIITOMAMH, 110 CIIOCTEPIraloThCs TIIBKYU IIPU NPOKOBMYBAHHI
penapary, MoXyTb OyTH allHOe, IPUTHIYeHHS IIeHTPaIbHOI HEPBOBOI CUCTEMHU, KOMa, IIPUTHIYEeHHS
[UXaHHS, MOXKJIMBUI PO3BUTOK peaklliil 3 60Ky CeplieBO-CYIUHHOI CUCTEMH.

JIiky8aHHA

[Ipu IpOKOBTYBaAHHI IIpenapary JIiKyBaHHS IOJIATa€e y IPUUOMI aKTUBOBAHOI'O BYTJIJIs Ta BUBLIbHEHHI
mTyHKa. [loganbie JTikyBaHHS Ma€ OyTH CUMIITOMATAUYHUM Ta MiATPUMYIOUUM.

Io6iuni peakuii

Hyxe pigko (<0,01 %) noGiuni peaxiiii, moB’sI3aHi i3 3aCTOCYBaHHSIM TETPU3OJIiHY TiAPOXIOPULY,



CIIOCTepiranucs y micnsipeecTpaliiHoMy Iepiofi:

Peakuii 8 micui 3acmocy8aHHsA: BiT4yTTs NEeYiHHA B 04aX Ta MEePioKyIapHil AiNgHIl, Togpa3sHeHHsS
CIT30B01 000IOHKHM O4el, Oinb B o4ax, cBepOikK, epuTeMa, pPi3b B 04ax, PO3LIMPEeHHS 3iHUIb (Migpia3),
peakTUBHa rinepeMmis oka («pUKOIIEeTHa» rinepemis oka).

[HOAOi MOXKYTh BUHUKATU CUCTEMHI CHMIIaTOMIMETHYHI e(eKTH.

Moxx1Be BUHUKHEHHS peakliil TinepuyyTIuBOCTI y IAli€HTIB 3 HiABUIIEHO YYTIUBICTIO 10O
CKJIa[I0OBUX JIIKaPCHKOT'0 3aC00y.

[ToBimomneHHs mpo mob6iuHi peakilil micis peecTpaliil TikapchbKoro 3aco0y Ma€ BeNvKe 3HaYeHHS. Le
[a€ 3MOTY IPOBOAUTY MOHITOPUHT CIIiBBiTHOIIEHHS KOPUCThL/PU3UK IPHU 3aCTOCYBaHHI 1ILOTO
JiKapchbKOro 3acoby. MeguuHuM Ta ¢apMalleBTUYHUM IIpalliBHUKAM, a TAKOX MallieHTaMm abo ixHiMm
3aKOHHUM IIpe[CTaBHUKAM CJIif] IOBiOMJISITH TIPO YCi BUTTAAKHU IiI03PIOBaHUX MOOIYHUX Peakilii Ta
BifCcyTHOCTI e(peKTHUBHOCTI TiKapCchKOro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMaIliliHy CUCTEMY 3
(dapMaKoHarIsany 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKH.

TepMiH NPUIATHOCTI IMicC/isi MepHIOro BigKpUTTs: ynakoBKu 180 mio.

YMoBH 30epiraHusi

36epiratu nmpu Temiepartypi He Buine 25 °C. 30epiratu B HEHOCTYITHOMY [JIS OiT€H MiCIIi.

VnaxoBka

[To 10 My po3uyuHy y (H1akoHi 3 HO3YIOYUM IPUCTPOEM; 110 1 (r1akoHy B KapTOHHIiM KOpOOIIi.

Kareropiss Bignmycky. be3 peuenra.

BupooHuK

Anpan-Tanencekust Jlabopatopiit m.1.

Micuie3HaxoIKeHHsI BUPOOHHKA Ta MOr0 aJpeca MicCIisi BIPOBAIKeHHsI Tis/IbHOCTi

CainbHO 20, 51000 Pieka, Xopsartis.


https://aisf.dec.gov.ua/

