Ckian

O0itoua pevyo8uHd: KCUIOTETAa30JIiHYy TiAPOXJIOPHUL;
1 M1 po34uHY MIiCTUTH 1 MI' KCUJIOMETA30JIiHY TiAPOXJIOPUAY;

OonoMidiIcHI pedyoB8uHU: HaTpito gurigpodocdar, ourigpat; HaTpito rigpodocdar,
OUTiOpaT; TIillepuH; HaTpito xmopum; copbit (E 420); HaTpito riamypoHaT; Boga s
1H’EKIIiN.

JIikapcbKa ¢opMma

Crnipey Ha3a/lbHUU, PO3YUH.

OCHOBHI (pi3uKo-xiMiuHI 81acmMuBoCmi: PO3YMH Bifl ITPO30POTro [0 371erKa
oIlajeCleHTHOTrO, Bifg 6e30apBHOrO OO 3JIeTKa KOBTYBATOT'0 KOJILOPY.

®dapMaKoTepalneBTHYHA rpymna

3aco0u, 1110 3aCTOCOBYIOThCS IIPU 3aXBOPIOBAHHAX IMMOPOXKHUHU HOca. [IpoTuHAOPSKOBI
Ta iHIII IpenapaTy AJig MiCIIeBOTO 3aCTOCYBaHHS IIPU 3aXBOPIOBAHHSAX HOCOBOI
NOpOXKHUHU. CUMIaTOMIMETUKHU, IIPOCTI IpenapaTu.

Kog ATX RO1A AO07.
®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.

KcunomeTa3oniHy riopoxiopup, noxXigHa iMiga3oiny, € anbda-agpeHepridHuM Oil09YuM
CUMITaTOMIMETUYHUM 3aCO00M. BiH YMHUTH BAa30KOHCTPUKTOPHY [if0 i, TAKUM YUHOM,
3MeHIITy€e HaOPSK CIU30B0O1 0O0JIOHKY HOCOBOI TOPOXKHUHMU.

Ilig mpernapaTy 3BU4YalHO MIOYMHAETHCS Yepe3 AeKinbKa XBUIuH (5-10 XxBUIKUH) miciasa
3aCTOCYBaHHS, TPHUBAE [0 12 roguH Ta MPOSIBJISETHCS Y MOJIETIIEHHI HOCOBOTO
OUXaHHSI, 1110 00YMOBJTIOETHCS 3MEHINEHHSIM HaOPsIKy CIIM30BO1 0O0JIOHKU Ta
ITOKpaIlleHHSIM BUBEIEHHS CEKPETY.

dapmakokiHemukKa.

[HKONMM IpU Ha3aJlbHOMY 3aCTOCyBaHHi abcopOoBaHOl KiTbKOCTi MOKe OyTH JOCTATHLO,
11100 CIPUYUHUTY CUCTEMHI BIIJINBY, HAIpUKJIaz, Ha LIeHTPabHy HEPBOBY abo
CepIIeBO-CyIUHHY CUCTEMHU.



[MaHi papMaKOKiHETUYHUX OOCIIiIXKEHb IIIOAO0 JIIOOEN BiCyTHi.
IToka3zaHHsA

IJIg CUMIITOMATUYHOI'O IOJIETIIIEHHS 3aKJIafeHOCTlI HOoca IIPU IT'OCTPOMY HEXKUTI,
IIOB'sI3aHOMY i3 3aCTy[0I0 Ta I'PUIIOM, CUHYCUTI, ajlepridHOMYy Ta HeaJleprivyHomMy
PUHITI.

ITporunnoka3aHHs

Tusua® Bio He CJIII 3aCTOCOBYBATHU Y TAKUX BUIIaOKaX:

e TiMMEpPYYyTIUBICTH [0 HOil0Y0l PEYOBUHU KCUIIOMETA30JIiHy rigpoxaopuny abo go
OyOb-s1KOi 3 TOIIOMi?KHUX PEYOBUH IIperapary;

e CyXe 3amaJieHHS CIIU30BOI 000JIOHKU HOCa 3 YTBOPEHHSIM KipKU (CyXUM PUHIT);

e OlHOYACHe JIiKyBaHHA iHri6iTopamMu MoHOoaMiHOKcuzga3u (MAQ), niKkyBaHHSA
iHribiTopamu MAO mpoTSTroM OBOX THUKHIB [0 ITOYATKYy 3aCTOCYBaHHS IperaparTy
Tusua® Bio a6o inmuMu JIiIKapChbKUMHU 3aco0aMu, 3JaTHUMHU ITiIBUIIyBaTH
apTepiarlbHUU TUCK;

e mmicys rimogizekToMmii abo XipypriyHOTro BTPy4YaHHS Ha TBEPHili MO3KOBil
000JIOHIIi;

e 3aKPUTOKYTOBAa I'JIayKoOMa;

e TOCTPiI KOPOHAPHI 3aXBOPIOBAaHHSA;

e KOPOHApHA acTMa;

e TiIEPTUPEO3;

e aTpodiuHUull a0 Ba30MOTOPHUMN PUHIT.

B3aemonisi 3 iHOIMMH JTiKapChbKHMH 3aC00aMHu

OpHO4YacHe 3aCTOCyBaHHA Ipenapary Tusua® Bio ta iHTiOiTOPiB MOHOAMiHOKCUIA3U
TPAHIIIUIIPOMIHOBOIO TUIY a00 TPUIUKITIYHNX aHTUIEIIPECaHTIiB, a TAaKOXK JTiKapPChKUX
3aco0iB, 1110 MiABUINYIOTH KPOB SHUM TUCK, MOXKe ITPU3BOOUTHU [0 MiTBUIIIEHHS
apTepianbHOr0 TUCKY (BHACIIOOK BIJIMBY IUX OiI0OYMX PEYOBHUH Ha CEPIIEBO-CYOUHHY
CHUCTEMY).

[Tpu 3acTocyBaHHi pa3oM 3 B-6Jl0KaTOpaMM MOKe CIPUUYUHSATHA OpPOHXiaTbHUM Clla3M
a00 3HUKEHHS apTepPialbHOTO TUCKY.

BHacmigok HU3bKOI0 CUCTEMHOTO BCMOKTYBaHHSI KCUJIIOMETA30JIiHY IIPHU
iHTpaHa3a/JIbHOMY 3aCTOCYBaHHI B3a€EMO[is 3 JIiKapChbKUMHU 3acobaMH, IO
3aCTOCOBYIOTH IHIIIMMHU LIJIIXaMH, BBaXKa€ThCSI MaJIOMMOBIPHOIO.

IMocnigXeHHs B3a€MO[il He ITPOBOOUIIUCS.



Oc006/1MBOCTi 11010 3aCTOCYBaHHSI

Tusua® Bio 3aCTOCOBYIOTh 3 00ePexKHICTIO i TiNbKY MicJIsd peTesIbHOI OIiHKH!
CIIiBBIIHOIIIEHHSI KOPUCTH-PU3UK HallieHTaM:

SIKUX JIIKyBaiu iHribiTopamMu MoHoaMiHokcuga3u (MAO-iHribiTopaMu) Ta iHITUMU
JIIKAPCHKUMHU 3aco0aMU 3 ITOTEHITINHOIO TinepTeH3UBHOI0 aKTUBHICTIO;

3 MigBUILIEHUM BHYTpiH.IHLOOT-IHI/IM THUCKOM, 0COOJIMBO 3aKPUTOKYTOBOIO
T'JIayKOMOIO;

3 TSI2KKUMHU 3aXBOPIOBAHHSIMHU CePIIeBO-CYOUHHOI cCUCTeMU (HalmpUKIIam
inmemMiuyHOI0 XBOPOOOIO Ceplis, TiIIepTeH3ier);

3 heoxXpoMOIIMTOMOIO;

3 IIOPYIIEeHHSIMHU MeTaboi3My (HanpuKiam, IIPYU TinepTupeo3i, IyKPpoBOMY
niabeTi);
3 rimepriasi€ro IpoCTaTH.

[MTagierTu 3 TpuBanum QT-cuHAPOMOM, SKi OTPUMYIOThH KCUJIOMETAa30J1iH, MOXKYTh MaTu
HiABUILIEHUU PU3UK CEPUO3HUX LIJIYHOUKOBUX apPUTMIH.

TpuBasne 3acToCyBaHHS Ta Iepefo3yBaHHS CUMIIATOMIMETUYHUX 3aC00iB OIs
3MeHIIIeHHS HaOpPsAKYy CJIM30BO1 000IOHKK MOXKe MPU3BECTHU OO0 BiOYYTTS CUIIbHOI
3aKJIaleHOCTi Hoca (peaKTUBHOI rimepeMil cm30B01 000IOHKY HOCOBOI ITOPOKHUHM).

[Ticnst mpunIMHEHHS 3aCTOCYBaHHS IpemnapaTy MOXKe CIlocTepiratucsa GeHoMeH
PUKOIIIETY, IKUN XapaKTEPU3YETHCSA 3BY2KEHHSIM a00 0OCTPYKIIiEI0O HOCOBUX XOiB,
yepes MI0 IIalliEHT MOKe MOBTOPHO ab0 TPHUBAJIO IPUMMATH JIiIKaPChHKUM 3acib.
HacmigkoM 11boro MokKe OyTH XpOHIUYHMM HAOPSAK CIU30BOI 000JIOHKM HOCAa
(MeouKaMeHTO3HUN PUHIT), 110 MOXKe MPU3BECTH OO0 aTPodil cIu30B0OI 000IOHKHU
HOCOBOI IIOPOKHUHHU.

[Tpu HerocTpux nepebirax 3axBOPIOBaHHS MOXKHAa MPUNUHUTU BBEIEHH S
CUMIIaTOMIMETUYHOTO IIpelapaTy B OOHY HI3[OPIO Ta IPOOOBXKUTHU JIIKyBaHHSA
BBE[IEHHSM B iHIIY Hi3OpIo OJig 30epeKeHHsT 4aCTKOBOT'0 HOCOBOT'O AUXaHHS.

Tusur® Bio MicTuThb copbiT. k1o y Bac BcTaHOBJIEHAa HEITEPEHOCUMICTh [EeSIKUX
IIYKpPiB, IPOKOHCYIbTYUTECS 3 JIiKapeM, IepIl HizK IpuiMaTH 1iel JTiKapChKui 3acio.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
BaritHicTs.

Yepes BiACYTHICTh AOCHIAXKEHD BIIJIUBY IIpenapary Tusue® Bio Ha IJIig He CIIif
IIpU3HavyaTHu IIpenapar y Iepion BariTHOCTI.



l'ogyBaHHSA I'PyOOIo.

Tusue® Bio He CJIi 3aCTOCOBYBATH y Iepiof rogyBaHHS I'PYAO0, OCKIJIBKY HEBIIOMO,
Y1 ITPOHUKAE [il0Ua pevyoBHUHA Ta 11 MeTaboJliTH y rpyoHe MOJIOKO.

30amHicmb 8nausamu Ha weuodKicmb pedkuii npu kepye8aHHi asmompaHcnopmom abo
[HWUMU MexaHi3mMamu.

[Tpu TpuBaslOMy 3aCTOCYBaHHI CJIii BDaXOByBaTH iMOBIpHiCTH BUHHKHEHHS MOOIiYHUX
peaxiriii 3 60Ky IleHTPaIbHOI HEPBOBOI CUCTEMH Ta CEPIIEBO-CYOUHHOI CUCTEMU. Y
TaKUX BUITAKaX MOXKe MOPYIIyBaTUCS 30aTHICTh KEPyBaTU TPAHCIIOPTHUMHU 3acobaMu
Ta MpalfoBaTy 3 IHIIKUMHU MeXaHi3MaMH.

Cmocid 3acTocyBaHHs Ta 03U

Ilo3yB8aHHA.
3acTOCOByBaTH iHTpaHa3a/IbHO (BIIOPCKYBaHHS Y HOCOBY IOPOXKHUHY).
Ilo3yBaHHS 3aJIeXUTh Bifl iHAWBiAyanbHOl YyTJIMBOCTI Ta KITiHiYHOI mil.

IopocnuM npu3HavaloTh OJHE BIIOPCKYBaHHS IIpelapaTry Y KOXKHY Hi3zapio 2-3 pa3u Ha
no0y.

[IpemapaTt ciifg 3aCTOCOBYBaTH He OOBIIE 7 OHIB, 3a BUHSITKOM BUIIA[KiB, KOJIX JIiKap
IIPOIUCAB iHIlle 3aCTOCYBaHHA. Tepanito MOXXHA IOBTOPUTU TUIBKU IIiCJIS IIepEPBU B
MOT0 3aCTOCYBaHHI IIPOTIATOM OEKIJIBKOX OHIB.

Y pa3si XpoHIiYHOTO PUHITY y 3B’A3Ky 3 HE0E3IIeK0I0 BUHUKHEHHS aTpodil CIM30BO1
000TOHKY HOCOBOI ITOPOKHUHYU TPHBaJie 3aCTOCOBYBAHHS MpelapaTy MOXKJIUBE JIUIIE
[if HATJIAO0M JIiKap4.

IiTssMm BikoM Bif 12 poKiB mpu3Ha4YalOTh OOHE BIIOPCKYBaHHS IIpemnapaTy y KOXHY
Hi3gpro mo 3 paliB Ha moOy. [1J11 BU3HAYEeHHS TPUBAJIOCTi 3aCTOCYBaHHS IIpernapary
OiTSIM HeoOXigHO 3BEPHYTUCS IO JIiKaps.

Cnocib 3acmocy8aHHsi.

Ilepen 3acToCyBaHHSM BiIKPUUTE 3aXUCHUU KOBHa4oK. [Ipu mepmioMmy 3acToCyBaHHI
HATUCHITH eKinbKa pa3ziB [aist po30pu3KyBaHHS B ITOBITPSI, IIOKU pinuHa He Oyme
Po30pu3KyBaTUCS PiBHOMIpPHO. [TpM HAaCTYyIHUX IMIPUKMOMaXx M030BaHUM CIIpel BXKe
TOTOBUU [JI1 BUKOPUCTAHHS. TpuManTe IJIAIIEYKY i3 1030BAHUM CIIPEEM BEPTUKAJIEHO
Ta HaTUCHITH OOUH pPa3 [JIs BIIOPCKYBAaHHS y KOXKHY Hi3apro. [lim yac BIOpCKyBaHHSA
CIIpeIo 3JIeTKa BOUXauTe dyepes Hic.



3 ririeHiYHOI METOIO IIiCJIsI KOXKHOTO 3aCTOCYBaHHS IIPOTUpPaNTe PO3IUIIIOBayY Ta
3aKpUBauTe 3aXUCHUM KOBIIAYKOM.

Iimu.

3aCTOCOBYIOTH AiTSAM BiKOM Bif 12 poOKiB.
Ilepeno3yBaHHA

CumMnoToMu

CUMIITOMM iHTOKCHKaAIIil OXifHUMM iMiga3051y MOXKYTh OyTU KJTIHIYHO HESICHUMHY,
OCKIiTbKHM TIepiogu CTUMYJIALl MOXKYTh YepTryBaTUCS 3 IepiogaMu memnpecii
IIeHTPaJIbHOl HEPBOBO1 CUCTEMU Ta CEPLIEBO-CYOUHHOL CUCTEMMU.

CUMIITOMH CTUMYJISAILII IIeHTPalbHOI HEPBOBOI CUCTEMH: BiIUYTTS CTPaxy,
CXBUJIbOBAHICTh, rajIfOIMHAIIl Ta CyIOMH; CUMIITOMH, III0 BUHNKAIOTh BHACTIOOK
Oelpecil IeHTpalbHOl HEPBOBOI CUCTEMHU: 3HUXKEHHS TeMIIepaTypH Tila, JieTapris,
COHJIUBICTH Ta KOMa.

MoxyTh criocTepiraTucs Taki JOOATKOBL CUMIITOMH, SIK Mi0O3, Mifipia3, IIOTOBUAIJIEHHH,
X&Kap, OmigicTe, 1iaHO3, HymoTa, O/I0oBaHHS, TaxXikKapdis, Opagukapmis, cepleBa
ApUTMIisI, IPUCKOPEHe cepleOuTTsI, 3yIUHKA Ceplls, apTepianbHa rinepTeHsis,
IIIOKOIIOAiOHa TiMOTOHisA, HaOPSK JIeTeHb, IIOPYIIEHHS Ta 3yIUHKA AUXaHHS.

Oco06nuBO y fiTel nepemo3yBaHHS OyKe YacTO NPU3BOOUTH 10 3HAYHOT'O BIIJIUBY Ha
IIeHTPaJIbHy HEPBOBY CUCTEMY, 110 IIPOSIBISIETHCS Y BUTJISAI ClIa3MiB, KOMH,
Opagukapqii, 3yIMHKY OUXaHHS Ta apTepiajbHOI TinepTeH3il, sKa MoXKe 3MiHUTUCSI
TiIIOTOHIETO.

JIikyBaHHS

[Tpu TaXKKOMY Iepeno3yBaHHI He0OXiIHO IIPOBeAeHHS iHTEeHCUBHOI Teparlil y JTikapHi.
3 MeTOI0 IIBUOKOTO pecopOyBaHHS KCUIIOMETA30JIiHY TiIpoXIopuay NOoTPiOHO HeralHo
MIPUNHSATU aKTUBOBaHe ByTiis (abcopbeHTH), HaTpito cynbdaT (IpoHOocHE) abo
IIPOMUTHU IUIYHOK (IIPY BEJIMKUX [03ax). [I1s 3HUKEeHHSI KPOB THOTO TUCKY CIIif
3aCTOCOBYBATHU HECEJIEKTUBHI anbda-0JI0KaTOPH.

[TpuiioM Ba30KOHCTPUKTOPIB MPOTUIIOKa3aHMM. 3a HeOOXiIHOCTI CJlif MPU3HAYUTHU
Teparliio XXKapo3HUKYBaJIbBHUMHU, IPOTUCYLOMHUMU IIpelrapaTaMy Ta IIPOBECTU
KUCHEeBe LITy4YHe JUXaHHA.

ITo0iuni epexTH



[To6iuHi peaxkiii ki1acudikoBaHO 3a OpraHaMu Ta CUCTEMaMM i 3a 4aCTOTOIO
BUHUKHEeHHsI. OIliHKa 4aCTOTH BUHUKHEHHS MOOIYHUX PeaklIliii IpoBOOUIacs 3a
TaKMMHU KpuTepiamu: gyxke gacto (= 1/10), gacTto (= 1/100 mo < 1/10), HewacTo (= 1/1
000 mo < 1/100), pigko (= 1/10 000 mo < 1/1 000), oy=xe pigko (< 10 000), yacTtoTa
HeBigoMa (He MOKHa BU3HAQUUTHU 4aCTOTy Ha OCHOBI HasiBHUX JaHUX).

3 60Ky OuxanvHUX wasixie, opa2aHie 2pyo0HOI KAimKu ma cepedoCmiHHA: 9acTo -
peakTUBHA TillepeMisi; He4acTo - ITiCisi 3HUKHEHHS e(peKTy OCUTIOETHCSA CBEPOiXK Y
HOCi, HaOpsK CIM30BO1 000IOHKY (BimYUyTTs 3aKJIafeHOCTi Hoca), KpoBOoTeda 3 HOCa,
4YXaHHS, eIiCTakKCuc.

3 60Ky Hepsosoi cucmemu: pPiogKo - TOMoBHUM 0iytb, 6€3COHHS, BTOMJIIOBAHICTh; [yXKe
pioKoO - rajoLnHallil, 0Co0JIMBO y OiTeu.

3 60Ky opaaHie 30py: myxKe PiIKo - TUMYacoBe IMOPYIIEeHHS 30pY.

3 60Ky cepuego-cy0uHHOI cucmemu: He4acTO - CUCTEMHi cuMIaToMiMeTH4Hi epekTu
(mpucKopeHe cepLebUuTTs i MyabC, MiABUINIEHHS apTepPialbHOI0 TUCKY); OyXKe PiIKo -
apuTMis.

3 60Ky ckesilemHo-M’ 30801 cucmemu ma CnOAY4YHOI MKAHUHU: OyXKe PigKo - CyoOMH,
0COOJIBO V HiTeu.

3 60Ky iMyHHOI cucmemu: HeYacTO - Peakllil rinep4YyTAnBOCTi (AHTiIOHEBPOTUYHUHN
HabOpsK, BUCHI, CBePOixK).

3 60Ky mpasHoi cucmemu: 4acTo - HyOoTa.

3aeanvHi po3aadu i peakuii y micui eeedeHHs npenapamy: OyxkKe pPigKo - BiguyTTsa
MeYiHHS YU CYXOCTi CIIM30BO1 000JIOHKM HOCOBOI ITIOPOKHUHY, (PeHOMEH PUKOIIETY.

HOCTMapKeTI/IHI"OBi CIIOCTEPEKEHHA

[HKOIM MOXKYTh BUHHMKATH HYOOTa, TOJIOBHUM 0illb Ta TUMYACOBe MOPYIIEHHS 30pPY.

3BITHICTB IIIO0 IMiO3PI0BAHKUX NOOIYHUX pPeakIlii

3BITHICTB IIIO[I0 MiMO3PIOBaHUX MOOIYHUX peakKllii Miciig 3aTBepHKEHH A

JIiKapChKOT0 3aco0y BaxJjuBa. Lle Jja€ 3Mory IIpogoBXKUTU MOHITOPUHT
CHiBBiIHOIIEHHS KOPUCTH/PU3UK 3aCTOCYBaHHS JIIKapChKOTO 3aco0y. MeguuHUX
MIPaIiBHUKIB ITPOCSThH MOBiOMIIATY PO Oyab-sAKi IMigo3pioBaHi mobiyHi peakilii yuepes
HalliloOHaJIbHY CUCTEMY 3BiTHOCTI.

TepMiH npHIaTHOCTI



2 POKH.

TepMiH NPUOATHOCTI IMiCJIg MEPIIOr0 PO3KPUTTS YIIAaKOBKHU - 1 pikK.
VYnakoBka

[To 10 M y ¢y1aKoHi 3 mo3aTOPOM [Ji PO3MUIEHHS, II0 MiCTUTh CPiOHY CITipasnb Ta
3axuMCHUM KOBIadykoM. [1o 1 ¢pnakoHy y KapTOHHIY yIIaKOBIIi.

KaTeropis Bignycky
be3s penernra.
BupooHHK

®amap Xenc Keap Cepsicus Manpun, C.A.Y.
Famar Health Care Services Madrid, S.A.U.

Micue3HaxoaKeHHsI BHPOOHHKA Ta aJipeca MicCIIsi IPOBaIKeHHsI HOI' 0
OistIBPHOCTI.

ABpa. Jleranec, 62, AnbKOpPKOH, Manpun, 28923, IcriaHid.

Avda. Leganes, 62, Alcorcon, Madrid, 28923, Spain.



