Ckian

Oitoua peuosuHa: mometasone furoate;

1 mo3a mictuthk 50 MKI MOMeTa30HY (ypoaTy MOHOrigpaTy (y nepepaxyBaHHI Ha
06e3BogHY hopMy);

OonoMidcHIi peuoguHuU: OeH3aJIKOHII0 XJIOPUAY PO3UMH, TIillepuH, mojicopbaTt-80,
1IeJII0JI03a MiKpPOKpPHCTalidHa, HaTPilo KapMeo3a, KUCJIOTH JIMMOHHOI MOHOTiOpar,
HaTpilo IUTpaT, BOAa AJid iH’EKIIiu.

JIikapcbKa ¢popmMma

Ha3zanpHuu crpey, O30BaHUMU, CYCII€H3isd.

OcHoB8HI ¢i3uko-ximiuHi 81acmusocmi: 6ita abo maiizke 6iyia B’s13Ka CyCIieH3id.
®dapMaKoTepalneBTHYHA rpymna

[TpoTHaOPSKOBI Ta iHIII IpenapaTy AJiS MiCIIeBOTO 3aCTOCYBaHHS IPHU
3aXBOPIOBaHHSIX IMOPOKHUHU HOoca. Koptukoctepoigu. Kog ATX RO1A DO09.

®dapMaKoJI0riuyHi BJIaCTHBOCTI

dapmakoOuHamika.

MexaHi3M mil

MowmeTa30Hy QypoaT - CHHTETUYHUN KOPTUKOCTEPOIL AJIsT MiCIIEeBOTO 3aCTOCYBaHHSI,
SIKUM YUHUTh BUPaXKeHy IpOoTHu3alaabHy Hilo.

B ocHOBHOMY MexaHi3M IIPOTH3allajIbHOl Ta MPOTHAJIEPTiYyHOl il MOMeTa30HY (pypoaTy
MIOB’SI3aHUM 3 MOTr0 30aTHICTIO IPUTHIUyBaTU BUOIIEHHS MeOiaTOPiB aJlepridvHux
peakiili. MoMeTa30HY pypoaT 3HAUHO 3MEHIIYE CUHTE3/BUBIJIbHEHHS JIEUKOTPIEHIB i3
JIEMKOLIMTIB Malli€HTIiB, Kl CTpaXxKaalTh Ha ajlepridyHi 3aXxBOpOBaHHSA. MoMeTa30HY
(pypoaTt npogeMOHCTPYBaB Ha KyJIbTypPi KJIiTUH BUCOKY aKTUBHICTh 00 IPUTHIYEHHS
cuHTe3y/BuBinbHeHHs [JI-1, 1JI-5, IJI-6 Ta ®PHO«. BiH TakoX € IOTYyKHUM iHTiOiTOpOM
IIPOOYKYBaHHSA JIEMKOTPIEHIB, Th2 nuTOKiHiB, 1JI-4 Ta IJI-5 i3 moncekux CD4t T-
KJIITHUH.

Y mocrigKeHHSX i3 MIPOBOKALIIMHUMU TeCTaMU 3 HAaHECEHHSIM aHTUTE€HIB Ha CIIU30BY
000710HKY HOca OyJia BUsIBJIeHa BHCOKA IIpoTU3anajlbHa aKTUBHICTH BOOHOTO
Ha3aJIbHOTO CIIPelo, 110 MiCTUB MOMeTa30HY QypoarT, K y paHHiH, Tak i y mi3Hil cTapmil



anepriunoi peaxkirii. Lle O6yno migTBepaKeHO 3HUKEHHSIM (ITIOPiBHSHO 3 mialebo) piBHS
ricraMminy Ta akTUBHOCTI €03UHOQIIIIB, a TaKOXK 3MEHIIIeHHAM (ITOPiBHSAHO 3
IMOYaTKOBUM PiBHEM) KiTbKOCTi €03uHOQisiB, HeUTpodisiB i 6inKiB agresii
ermiTenialbHUX KIIITUH.

BupaxeHnui KimiHiyHUY edeKT y nepiiri 12 roguH 3acToCyBaHHS BOOHOTO Ha3aJIbHOTO
CIIp€lo, III0 MiCTUB MOMETa30HYy ¢ypoat, 0yB mocATHYTUM y 28 % mallieHTiB i3
CE30HHUM aJiepriyHuM puHiTOM. Y cepenubomy (50 %) moyeriieHHs HacTaBallo
npoTsarom 35,9 roguvHU.

it

[Tig gac mmaied0-KOHTPOIbOBAHOTO KIIiHIYHOTO [OCTiAXKEHHS, B AKOMY OiTAM
(n=49/rpyma) 3acTOCOByBa/liid Ha3aJIbHUU CIIpeH, 1110 MiCTUB MOMeTa30HY QypoaT, B
no3i 100 Mkr 1 pa3 Ha goOy, raJbMyBaHHS IIBUOKOCTi POCTY He CIIOCTEPiraaocs.

Iani momo 6e3neku Ta eeKTUBHOCTI 3aCTOCYBaHHS Ha3aJIbHOTO CIIPEIO, 1110 MiCTHUB
MOMeETa30HY ¢ypoart, OJisd OiTeu BikoM Bif 3 mo 5 poKiB oOMexKeHi, TOMY BinmoBigHUM
miama3oH O03 He MoxKe OyTu BcTaHOBNIeHUM. I1ig wac mocmigKeHHS 3a y4acTio 48 miten
BiKOM Bifi 3 70 5 POKiB, AKi OTpUMYyBau IiKyBaHHS MOMeTa30HY (pypoaTtom B go3ax 50,
100 a6o 200 MKr/mo0y iHTpaHa3aibHO NpPOTATOM 14 OHIB, HE cIlocTepiranocs
3HAYYIIUX BiIMiHHOCTEM IOPIiBHSHO 3 IJ1aie00 3a cepegHboI0 3MiHOI0 PiBHSA
KOPTHU30J1y y IIJIa3Mi KPOBI y BiAIOBiAb Ha TECT-CTUMYJISALI0 TETPAKO3aKTPHUHOM.

IndopMmaliist Tpo 3acToCyBaHHS JTiKapChKOro 3aco0y B [iTel HaBeleHa B po3misi
«Crmocib 3acTocyBaHHS Ta OO3U».

dapmakokKiHemuka.

BcMOKTYyBaHHS

BiogocTynHiCTs MOMeTa30HY (pypoaTy IpPU 3aCTOCYBaHHI y (OPMi Ha3aJIbHOT'O CIIPEIO
CTaHOBUTH < 1 % y mna3Mi KpoBi (BiAMIOBIAHO A0 HAHUX, OTPUMAHUX IPHU BUKOPHUCTAHHI
YyTJINBOTO METOAY HUKHBOI MeXKi KiJIbKiCHOTO BU3Ha4YeHHs CTaHOBUTH 0,25 mr/mii).

Po3nopin Ta meTaboitizMm

Cycnensiss MmoMeTa30HY QypoaTy AyxKe ci1abko abcopOy€eThCSA 3i HITYHKOBO-KUITKOBOTO
TPaKTy, a Ta HEBEJIMKA KilbKiCTh, III0 MOKe IMPOKOBTHYTHUCS Ta abcopOyBaTHUCH,
ITOBHICTIO MeTabo0/Ii3y€EThCS IIPU IIEPUIOMY IIPOXOIXKEHHI Yepe3 MeviHKy.

BuBeneHHs

AGcopboBaHU MOMeTa30HY pypoaT IMOBHICTIO MeTabo/mi3y€eThCsI, @ MeTaboJTiTH i3
2KOBUIO Ta cedYelo.



IToxa3zaHHA

e JIikyBaHHSI Ce30HHOTO abo0 IIiJIOPiYHOTrO0 aJIePriyHOr0 PUHITY y MOPOCIIUX Ta OiTeH
BIKOM Bifl 3 pOKiB.
e JIiKkyBaHHSA Ha3aJILHUX IIOJIIIIB y IallieHTiB BiKOM Bix 18 pokKis.

IIporunoka3aHHs

[TigBuIlIeHa YyTJIMBICTh JO aKTHBHOI PeUYOBHUHU ab0 g0 OyOb-sIKOI TOIOMizKHOI
PEYOBUHU JIiIKaPCHKOT'0 3aco0y.

HasBHicTh HeliKOBaHOI JIOKaJli3oBaHOI iHdeKIIil i3 3ajly4eHHAM CJIM30B01 000JIOHKHN
HOCOBOI ITOPOXKHUHHU, TAaKOI SIK reprnec 3BUYaliHUN.

Y 3B’A3Ky 3 IpUTHiUyioUYuM e(peKTOM KOPTUKOCTEPOIIiB Ha 3aTOEHHS paH, MalliEHTH,
sIKi HeIIloJJaBHO IePEeHeCIN Xipypriudi BTpy4YaHHS y HOCOBill IIOPOXKHUHI ab0 y SKUX
Oynu TpaBMU HOCa, He MOXKHAa 3aCTOCOBYBATH Ha3aJIbHUM KOPTUKOCTEPOIA, MOKU He
BimOymeThCsI 3arO€EHHS.

B3aemonisi 3 iHONIMMH JTiKapChbKHMH 3aCO00aMHu

[Tpu omHOYaCHOMY 3aCTOCyBaHHI MoMeTa30HY 3 iHribiTopamu CYP3A, BKIHOUa04n
JIiIKapChKi 3ac0o0H, 110 MiCTATH KOOIIIUCTAT, OYiKYETHCS IIOCUTIEHHST PU3UKY CUCTEMHUX
nobiyHux peakiiil. Ciig yHUKaTU TakKux KoMOiHalliil, KpiM BUNagKiB KOIU O4iKyBaHa
KOPUCTD JIiKyBaHHS IIE€PEBUIIYE MOTEHIIMHNUYN PU3UK CUCTEMHHUX ITO0IYHUX peakKIlii
KOPTUKOCTEPOIiB, y TAaKUX BUNaAKaX CJIiJl IPOBOOUTHU PETEJIbHUMN MOHITOPUHT IIOMO
BUHUKHEHHS CUCTEMHHUX ITO0IYHUX peakllili, OB’ I3aHUX i3 3aCTOCYyBaHHSIM
KOPTUKOCTEPOIiB.

[Ipemapart AJITIEPTEK® HA30 3aCTOCOBYBa/Id OMHOYACHO 3 JTopaTaguHoM. B3aemomil
He BUSBIIEHO.

Oc006/1MBOCTi 1100 3aCTOCYBaHHSI

IMyHOCynpecis

[Ipenapat AJIIEPTEK® HA3O crig 3aCTOCOBYBaTHU 3 00€PEXKHICTIO, AKIIO 1ie
HeoOXigHO, y MalliEeHTiB 3 aKTUBHOIO ab0 JTaTeHTHOIO0 Ty0epPKYJIbO3HOI0 iH(peKIlieo
OUXaJIbHUX MIJISXiB, @ TAKOXK IPU HEJIiKoBaHil rpuOKOBiM, OaKTepianbHill, CHCTEMHIN
BipycHil iHdeKIIil.

[TarieHTH, SKi 3aCTOCOBYIOTh KOPTUKOCTEPOIAU, IIOTEHIIINHO MOXKYTh MaTH 3HUXKEHY
iMyHHY peaKTHBHICTb, TOMY iX HEOOXiIHO IToTIepeaKaTH PO ITigABUIIIEHUN PU3UK



3apaXkeHHs IIeBHUMHU iHQEeKIIMHUMU 3aXBOPIOBAHHSAMU (TakKi sIK BiTpsHA BicCIla, Kip), a
TaKOK IIPO HeOOXiJHICTh KOHCY/IbTallil Tikaps y BUIIAAKy NPUEOHAHHSA TaKol iHdeKIii.

MicueBi Ha3aJIbHiI edeKTH

[Ticns 12-MicA4HOTrO NiKyBaHHS MAIl€HTIB 3 MUIOPIYHMM PHUHITOM IIpernapaToM
AJIJIEPTEK® HA3O He BUHEKAIO 03HAK aTpogil cnr30Boi 000JIOHKK HOCA; KPiM TOTO,
MOMETa30HY (pypoaT CIpuUsB HOpMaJIi3allii ricTonoriyHol KapTUHU CIIU30BOI 000JIOHKHU
Hoca. OgHaxK malieHTaM, siKi 3aCTOCOBYIOTh IpenapaT IIPOTATOM KiJIbKOX MicALiB 1
OOBIlle, HEOOXiMHO MepPiOAUYHO IPOXOOUTH OTJISAL II[OLO0 BUSBIEHHS MOXKJ/IUBUX 3MiH
CIIU30BOI 0O0JIOHKM HOCAa. Y pa3i po3BUTKY JIOKaJIbHOI rpUOKOBOI iH(peKIIil Hoca uu
TJIOTKM MOKe OyTHu NMOTpiOHe MpUIIMHEHHS Teparlii TpenapaToM abo IpoBeOeHHS
BignmoBigHOTO JIiKyBaHHA. [Togpa3HeHHs CIM30BO1 000JIOHKM HOCA i TJIOTKH, 110
30epiraeTbCcst MPOTATOM TPUBAJIOTO YacCy, TaKOXK MOzKe OyTHU ITOKa3aHHSIM A0
MIPUMTMHEHHS JTiKyBaHHS IIperapaToM.

3acToCyBaHHS JIIKapChKOTO 3ac00y He PEKOMEHAYETHCSA Y BUIIaAKy PO3BUTKY
nepdopailil HOCOBOI MTePETOPOIKH.

Y KniHiYHUX OOCTiAXKEHHSIX YaCTOTa BUHMKHEHHS HOCOBOl KPOBOTEeYi OyJia BUIIE
nmopiBHSHO 3 mianebdo. HocoBa KpoBoTeda 3arajioM Oyiia JIETKOTO CTYIEeHS TSI3KKOCTi
Ta OPUNUHATIACA CaMOCTINHO.

CucremHi epeKTH KOPTUKOCTEPOIMIiB

[Tpu npu3HadeHHI iIHTaIAMINHNX KOPTUKOCTEPOIiB Y BUCOKUX [03aX Ha TPHUBAJIUM
CTPOK MOXKYTBh CIIOCTepiratucs cucteMHi edpekTu. i epeKT BUHMKAIOTh 3HAYHO
pimiIe, HizK IIpU 3aCTOCYBaHHI MepopalbHUX KOPTUKOCTEPOIIiB, BOHU MOXKYTh OyTHU
Pi3HUMU y Pi3HUX IAIliEHTIB Ta IIPU 3aCTOCYBaHHI Pi3HUX KOPTUKOCTEPOIAHUX 3aC00iB.
[10 IOTEeHIIIMHUX CUCTEMHUX e(PEeKTiB MOXKe HajiexkaTu CUHAPOM KyIuHra,
KYIIWHTOIAHI PUCH, IPUTHIYeHHSA HAJHUPKOBHUX 3aJI03, 3aTPUMKa POCTY B IOiTeHu Ta
IMiaIiTKiB, KaTapakTa, TJlayKoMa i pifliie — Hu3Ka IICUXO0JIOTiYHUX ab0 ITOBediHKOBUX
edeKTiB, 30KpeMa ICUXOMOTOPHA TilepaKTUBHICTh, PO3/1afu CHY, TPUBOXKHICTD,
menpecis abo arpecis (3oKpeMa y OiTei).

[Ticnst 3acTOCyBaHHSA iHTpaHa3aJIbHUX KOPTUKOCTEPOIiB MOBiMOMJISIIIU PO BHUIIAOKUA
HigBUIIIEHOT 0 BHYTPIIIHBOOYHOI'O TUCKY.

MoXyThb CIIOCTEpPIraTHUCs BUIIAOKU ITOPYIIEHHS 30PYy ITPU 3aCTOCYBaHHi CUCTEeMHHUX abo
MicIleBUX (30KpeMa iHTpaHa3a/JIbHUX, IHTaIALINHNX Ta BHYTPIIIHBOOYHUX)
KOPTUKOCTEPOIAiB. AKIIO0 y IMalliEHTa CIIOCTEPIraeThCA HEYITKICTh 30py abo iHImIi
Bi3yaJibHi IIOPYIIIEHHS, TOMY CIIifi 3BE€PHYTUCS A0 OPTaIbMOJIora AJis OLIiHKUA
MOZKJIMBUX IPUYNH BUHUKHEHHS IOPYIIEHb, 110 MOXKYTh BKJIIOUaTU KaTapakTy,
rinaykomy abo pigKicHi 3aXBOpIOBaHHS, TakKi SIK lieHTpaJbHa Cepo3Ha



XOPIOpEeTHUHOMIAaTIA, PO SAKY IMOBIOOMIISIN MiCJIg 3aCTOCYBaHHS CUCTEMHUX Ta MICIIEBUX
KOPTUKOCTEPOIAiB.

ITig gyac nmepexony 3 NMiKyBaHHSA KOPTUKOCTEPOlZaMU CUCTEMHOI [il Ha JTiKyBaHHS
npernapaToM AJIJIEPTEK® HA3O Bumaraetscst ocobiusa yBara. BimMmiHa cucTteMHUX
KOPTUKOCTEPOIMIiB Y TAKUX IMAIliEHTIB MOXKe CIIPUYUHUTH HEeJOCTaTHICTh HAJHUPHUKIB
MIPOTSATOM HOEKITBKOX MICSIIB, JOKM He BiIHOBUTHCSA (PYHKIIiA rimoTanaMo-TinmodizapHo-
HaOHUPHUKOBOI CUCTEMHU. AKINO y WX MAlli€HTIiB HasgBHI O3HAKW U CUMIITOMU
HaTHUPKOBOI HETOCTATHOCTi a00 CUMNITOMHU BiTMiHM KOPTHUKOCTEPOIAiB (HallpUKIaz
6inb y cyrnobax ta/abo M’si3ax, BimuyTTs BTOMHU i ielIpecis), He3BaXKal4u Ha
3HUKHEHHS Ha3aJIbHUX CUMIITOMIB, BUKOPHUCTAaHHS CUCTEMHUX KOPTUKOCTEPOIMiB
IMOBUHHO OyTH BiJHOBJIEHO pa3oM 3 iHITMMHK MeTOOaMM JIiKyBaHHS i BXKUTO BiOIOBIiAHUX
3axofiB. Taka 3MiHa Teparllil MOXKe TaKOXK BUSBUTHU IIONEPEOHBO iCHYIOYi aepriyHi
3aXBOPIOBaHHA (TaKi K aJleprivHUM KOH IOHKTHUBIT, eK3eMa TOII0), 110 PO3BUHYIIUCS
paHile i MaCKyBaJIMCs Tepalli€lo KOPTUKOCTEPOidaMyu CUCTEMHO] [il.

3acTocyBaHH 03, BUIIUX 3a PEKOMEHJOBaHl, MOXKe IIPU3BECTU [0 KIIIHIYHO
3HAYYILIOro NIPUTHIYEeHHS HaJHUPKOBUX 3aJ103. fKINO € HOKa3U 3aCTOCYBaHHA 03,
BUILMX 3a PEKOMEHO0BaHI, CJIif PO3IJISHYTU IMOBIPHICTH 3aCTOCYBaHHS OOOATKOBOTO
CUCTEMHOTO KOPTUKOCTEPOiZla YIIPOOOBXK IePiofiB cTpecy abo MIaHOBUX XipypriyHUX
BTPy4YaHb.

HazanbHi nmominu

Be3neky Ta eeKTHUBHICTh 3aCTOCYBaHHS JIIKAPChKOTO 3aCO0Y AJITIEPTEK® HA30 npu
JIIKyBaHHI OMHOCTOPOHHIX MOJIiMNiB, MMOJIiMiB, ITOB s13aHUX i3 KicTO3HUM (piOpo3om abo
MIOJIIMiB, III0 OBICTIO II€PEKPUBAIOTh HOCOBY IIOPOXKHUHY, HE BUBYAJIN.

OODHOCTOPOHHI MOJIiTIH, III0 € HETUIIOBUMHM, OCOOIMBO y BUIIAKy BUHUKHEHHSI BUPA30K
abo KpoBOTeY, MaloTh OYTH OOCIiAXKeHi meTanbHille.

BnoniuB Ha picT v miTeu

Y miTel, siKi OTpUMYIOTh TPUBAJIe JIIKYBaHHS Ha3aJIbHUMU KOPTUKOCTEPOiIaMy,
PEKOMEHOYETHCS PETYJIAPHUMN KOHTPOJIb POCTY. Y pa3i ynoBiIbHEHHS IXHBOTO POCTY
CJIi IeperISHYTU Tepalriio 3 MeTOI0 3HUKEHHS 0031 Ha3aJlbHOI0 KOPTUKOCTEPOliaa a0
HaWHMUXKYO0I O03H, 3a K01 30epiraeTscsa eeKTUBHUMN KOHTPOJIF CUMIITOMIB, SIKIIIO 1€
MOKJIMBO. KpiMm Toro, moiuinbHo Oyne HallpaBUTH MHallieHTa Ha 00CTeXKeHHS 40
OUTSAYOrO CIIelliajiicTa.

HeHa3anbHi CHMIITOMU

Xod4a JTiKapChbKUM 3aciO KOHTPOJIIOE Ha3a/lbHi CUMIITOMH y OiNIbIIIOCTI MAIli€HTIB,
CYIIyTHE 3aCTOCYBaHHS BiAIOBIOHOl JOOATKOBOI Tepallil MOXKe ITPU3BECTH OO



OOOAaTKOBOTO MOCIableHHs iHIINX CUMIITOMIB, 30KpeMa CUMIITOMIB 3 OOKYy O4Yel.

ITOTTOMIi>KHI PEYOBUHU

Jlikapcbkui 3acié mictuth 20 MK 6€H3aJIKOHiI0 XJIOpUAYy Ha OOHE 3aCTOCyBaHHS.
BeH3anKoHiI0 XJIOpUI MOKe BUKIJIMKATH IToapa3HeHHs: a0o HaOpsIK BCcepeanHi Hoca,
0COOJIMBO ITPY TPUBAJIOMY 3aCTOCYBaHHI.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.
BaritHicTb

IaHuX IIIOJ0 3aCTOCYBaHHS MOMETa30HY (pypoaTy y BariTHUX XKiHOK HeMa€ ab0 BOHU
obMexkeHi. Y xofi mociigKeHb Ha TBapuHax 0yJI0 Bif3Ha4e€HO PETIPONYKTUBHY
TOKCUYHICTE.

4K i iHIIl KOPTUKOCTEPOIAU IS iIHTpaHa3a/JIbHOTO 3aCTOCYBaHHS, JIIKapChKUHU 3acid
AJIJIEPTEK® HA3O CJIi 3aCTOCOBYBATHU BariTHUM, TilIbKHU SKIIO O4YiKyBaHa KOPHUCTH
Bim M10T0 3aCcTOCyBaHHS BUIIPABIOBY€E MOTEHIINHUN PU3UK IJIs XKiHKH, II10ga abo
HeMOBIATH. HeMOBIAT, MaTepi AKKUX Y Iepio[ BariTHOCTI 3aCTOCOBYBaJIU
KOPTUKOCTEPOIIH, CJIi peTeTbHO 00CTEeXKYyBaTH II0I0 MOKJIMBOI IirmodyHKITi1
HaJgHUPKOBUX 3aJ103.

3acTocyBaHHS B IIepiof JIaKTalril

HeBigoMo, 4yu MpoOHUKa€E MOMETa30HY pypoaT y rpyaHe MOJIOKO. K i B pa3i
3aCTOCYBaHHS iHINWX iHTPaHa3aJIbHUX KOPTUKOCTEPOIAiB, HEOOXiMHO MPUITNHUTHU
rpyOHe rofyBaHHS a00 MIPUITMHUTH/YTPUMATUCS Bif Tepalrii TiKapCbKUM 3acob60om
AJITIEPTEK® HA30 3 ypaxyBaHHSIM IlepeBar rpygHOTO TOAYBaHHS OJid OUTUHU U
KOPHCTi Tepamil a1 XKiHKH.

DepPTUIBHICTD

Hewmae kIiHIYHMX JaHUX IIPO BILJIMB MOMETa30HY pypoaTty Ha GepTUILHICTS.
IocnigXeHHs1 Ha TBapUHaX IPOLEeMOHCTPYBald PeNpOOyKTUBHY TOKCUYHICTS, ajle
BIUIUBY Ha (PEPTUIIBHICTH HEMAE.

30amHicmb enausamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo
[HWUMU MexXaHi3mamu.

HeBigoma.

Cmocid 3acTocyBaHHs Ta I03H

EOBYBaHHH



JIikyeaHHs1 ce30HH020 abo uinopiuHo20 anep2iuHo20 puHimy. Jlopocaum (y TOMY YHUCITi
JIITHBOT'O BiKY) i miTsIM BiKOM Bif 12 pOKiB peKoMeHOoBaHa NpodilakTUdHa i
TepalleBTUYHa [03a IIpellapaTy CTaHOBUTH 2 BIOPCKyBaHHSA (IT0 50 MKT KOXKHeE) y
KOXKHY Hi3mapio 1 pa3 Ha go0Oy (3aranbHa goboBa mo3a - 200 Mkr). [Ticisa mocarHeHHS
JIIKyBabHOTO e(eKTy OJisg NiATPUMYyI04o0l Teparlil AoliibHe 3MeHIIIeHH 0031 A0 1
BIIOPCKYBaHHS y KOXKHY Hi3gpio 1 pa3 Ha goOy (3aranbHa go6oBa mo3a - 100 MKT).

SIKIIO CUMIITOMHY He KOHTPOJIIOIOTHCS HaJIEXKHUM YMHOM, 003y MOXKHa 30iIbIINUTH M0
MaKCHMaJIbHOI MOO0OBOI MO3H, 1110 CTAHOBUTH YOTHUPU BIOPCKYBAaHHS B KOXKHY Hi3[IPIO
OOVH pa3 Ha IOeHb (3aranbHa mo3a 400 mikporpamiB). 3HUKEHHS D031
PEKOMEHOYETHCS MiCIA OJOCATHEHHS KOHTPOJII0 CUMIITOMIB.

s giter BikoMm 3-11 pokiB peKOMeHIOOBaHa TepaleBTUYHa J03a CTaHOBUTH 1
BriopckyBaHH$ (50 MKT) y KOXHY Hi3gpio 1 pa3 Ha go0y (3aranbHa moOoBa mo3a -
100 MKT).

JlikapcbKu# 3acib IpoaeMOHCTPYBaB KITiHIYHO 3HAYYIIINHM MOYaTOK [il mpoTsirom 12
TOOWH IIiCJIg IEePIIOTro 3aCTOCYBaHHS OesIKUM MallleHTaM i3 Ce30HHUM aJIepriyHuM
puHiTOM. OfHaAK IIOBHY KOPUCTH Bif JIIKyBaHHS HE MOXKHa OTpUMAaTH y Iepimi 48
TOIWH, TOMY ITAIliEHTY HEOOXiAHO MMPOIOBKYBaTH PETryapHe 3aCTOCYBaHHS IS
OOCSITHEHHS ITIOBHOTO TEPAIIeBTUYHOTO e(DEKTY.

Moxke 3HamoOUTUCSA PO3TOYaTH JIiIKyBaHHS JIiIKapChbKUM 3aCc000M AJIJIEPTEK® HA30
3a KiflbKa [OHIB [0 OYiKYyBAHOI'O IOYATKy Ce30HYy IMUJIKYBaHHA y IAlli€HTIB 3 IIOMIpHUMU
a00 TSAXKKUMHU CUMIITOMaMU CE30HHOT'O aJIepTridYHOr0 PUHITY B aHaMHe3i.

Ha3saavHi noainu

3a3BUyall peKOMeH0BaHa I104YaTKOBa [J03a CTAHOBUTH 2 BIIOPCKYBaHH (110 50 MKTI) y
KOXKHY Hi3npio 1 pa3 Ha moOy (3aranbHa mo6oBa go3a - 200 MKr). Akio yepes 5-6
TUXKHIB He JOCATHYTO OOCTAaTHHOIO0 KOHTPOJIIO CUMIITOMIB [03a MOXKe OyTH 30inbleHa
IO 2 BIOPCKYBaHb Y KOXKHY Hi3apio 2 pa3u Ha moOy (3aranbHa moO6oBa go3a 400 MKT).
103y noTpiOHO MOCTYIIOBO 3HU3UTHU A0 HAUHUIKYO] JO3HU, 1110 JO3BOJIUTh e(DEKTUBHO
KOHTPOJIIOBAaTU CUMIITOMM 3aXBOPIOBaHHSA. AKIIO Yepe3 5-6 THIKHIB 3aCTOCyBaHHSI
Ipenaparty 2 pa3u Ha mo0y 3MeHIIeHHSI CUMIITOMIB He CIIOCTEPIraeThCs, CIIiM
ITOBTOPHO OOCTEXUTHU TalliEHTa Ta NEPETJITHYTU CTPATETiio TiKyBaHHS.

HocnigxkeHHs eeKTUBHOCTI Ta 6e3MeKu 1iKapChKoro 3acoly AJIJIEPTEK® HA30 nmns
JIIKyBaHHS Ha3aJIbHOI'O IIOJIIIIO3y TPUBAJIO YOTUPU MICHAILIL.

3acToCyBaHHs Ha3aJIbHOTO CIPelo

[lepen moyaTKOM BUKOPUCTAHHS HOBOTO (hjlaKOHa Ipelapary Ciif IPOBECTH MOT0
KaniopyBaHHs. KanibpyBaHHS 3OiMCHIOETHCS IISIXOM ITpubnau3Ho 10 HaTUCKaHb



OO3YI0YOro IPUCTPOIO, IIPU IIbOMY BCTAHOBJIIOETHCS CTEPEOTUIIHA ITofada IiKapChKOl
PEYOBUHHU, ITPU SKik 3 KOXKHUM HAaTUCKAHHSIM BinOyBa€eThCcst BUKuUO npubnu3uao 100 mr
cycnensii, mo Mictuth 50 MK MOMeTa30HY (0mHa go3a). AKINo Ha3albHUM CIIPpEN He
BHKOPUCTOBYBaIu NpoTaroM 14 gHiB abo moBIlle, meped HaCTYIHUM 3aCTOCYBaHHSIM
HeoOXifHe MOBTOPHE BUIIPUCKYBaHHS MIJITXOM 2 HaTUCKaHb, IIOKU He Oyme
CIIOCTepiraTucs IIOBHA IIogayva.

[Ticrss BUKOPUCTAHHS BKAa3aHOI KiTbKOCTi 03 y ¢y1akoHi abo micnis 2 micsiiB 3
MOMEHTY IEePIIOT0 BUKOPUCTAaHHSA (pIaKOHA, MOT0 CJIil BUKUHYTH.

[TopsAmok BBeOEeHH IperaparTy:

1. Ilepen KOXXHUM 3aCTOCYBaHHSM CJIil €EHEPriHO CTPYCUTH (p1akoH (puc. 1).

E

Puc. 1

2. I[lepen KO2KHUM 3aCTOCYBAHHSAM CJIifi PETEJIbHO OYUCTUTH HiC Bifi ClIu3y.

3. Crig mOMiCTUTH HAKOHEYHUK Y HOCOBUM XiMl, a 1HIITy Hi3OPIO 3aKPUTH IaJiblleM, IK
IIOKa3aHo Ha puc. 2. HaxunuTu roioBy BIepe, Ipu 1IboMY GJIaKOH CIif TPpUMaTH

\

BEePTUKAJILHO.

=~

=
Puc. 2 i/

4. Crig 3po0uTu BOUX Yepes Hic i 3poOUTH OgHe HaTUCKAHHS MalbIsIMU Ha HacaJaKy

¢dmakoHa.

5. Buguxuytu yepe3 poT. [IoBTOPpUTHU ITYHKT 4 [JIsi APYTOro BIOPCKYBaHHS B TOU XKe
HOCOBUH Xim.

6. Ciig BUTATHYTH PO3NUIII0OBAY 3 HOCOBOI'O X0y 1 MIPOOOBXKYBaTU OUXaHHS 4yepe3 PoT.

7. HeoOximHO MOBTOPUTHU NYHKTHU 3-6 OJis mpyroi Hisapi (puc. 3).

Puc. 3




[Ticist BUKOPHUCTAHHS COpPeio HeoOXigHO MPOTEePTH PO3MUITIOBAILHY HacagKy (aKoHa
YHCTOI0 CePBETKOIO i 3aKPUTH 3aXUCHUM KOBIAYKOM.

BaxXuBO perynsapHO OYMHIIATH OO3YIOYUM NPUCTPii. [ToTpiOHO 3HATU 3aXUCHUMN
KOBIIQYOK i pO3MUIIIOBAY i IPOMUTH IX TEMJI0I0 MPOTOYHOIO BOMIOI0, BUCYLIUTH Ta
BCTAaHOBUTHU Ha nomnepenHe Miciie. He HaMaraTucsi IPpOYUCTUTH HACAAKy I'OJIKOIO
a0o0 iHIIMM TOCTPHM HpPEeaIMeTOM, OCKi/IBKH TakKi Jil momkKoasaTe mo3aTop.

Perynsipae O4YHIII€eHHS HAaCaJdKH € JyzKe BaKJIUBHM.
Iimu.

Be3neky Ta eeKTUBHICTh JIIKapChKOTO 3aCO0Y AJITIEPTEK® HA3O me OOCIIiAXKyBalu
IIpHU JIIKyBaHHI CE30HHOT'O Ta LIJIOPIYHOTO aJIeprivyHoro puHiTy y giTeu BiKoM A0 3
POKiB, Ha3aJIbHUX IIOJIiMiB - Y AiTeX BikOM A0 18 pokKis.

Ilepemo3yBaHHs

CumMnToMu

Inransaunis abo mepopanbHe BBeOEeHHS HaOIMipHUX O03 KOPTUKOCTEPOIOiB MOXKe
MMPU3BECTH OO0 NMPUTHIYeHHS QYHKIIi] rimotasaMo-rinopizapHo-HagHUPKOBOI CUCTEMMU.

JIikyBaHHSA

YHachimok Toro, 10 cucTeMHa 0iogocTymnHicTh npemnapaty < 1 %, MaJIoMMOBIpHO, III0
IIpU epefo3yBaHHiI OyayTh MOTPiOHI iHIII 3ax0fau, KpiM HarIsAaoy 3a CTAHOM IallieHTa 3
oJaIbIINM 3aCTOCYBaHHSIM IIpelapaTy Y pPeKOMeHIOOBaHiu g03i.

IToGiuni edpexkT

ITig yac KIiHIYHUX OOCIiAXKEHb aJIeprivHoro PUHITY HOCOBI KPOBOTEYi IPUIIUHSIUCS
CaMOCTIi¥HO i 6yIu MOMipHUMHU, BUHUKAJIM [EeI0 YacTillle, Hi’K IpU 3aCTOCYBaHHI
mare6o (5 %), ane piflie, HiXK IPKU 3aCTOCYBaHHI iHIMKUX iHTpaHa3aIbHUX
KOPTUKOCTEPOILiB, III0 AOCIiAXKYyBaINCs Ta 3aCTOCOBYBaIUCS IK aKTUBHUMN KOHTPOJIb
(Y mesKuXx i3 HUX 4YaCTOTa BUHMKHEHHS HOCOBUX KPOBOTEY CTaHOBHUJIA H0 15 %).
YacToTa BUHUKHEHHS iHIIUX HeOaXXaHUX SBUIL OyJia MOPiBHAHHOIO 3 YaCTOTOIO
BUHUKHEHHS IIPY 3aCTOCYBaHHI maie6o0. Y mallieHTiB i3 Ha3albHUMHU MHOJIilIaMu
3arajbHa YacTOTa BUHUKHEHHS NOOiYHUX peakIliii 6yna nmomiOHa mo Ti€el, 110
CIIOCTepirasacs y Halli€HTiB 3 aJIepridyHyuM PUHITOM.

CucrteMHi epekTH iHTpaHa3aJIbHUX KOPTUKOCTEPOIIiB YaCTillle BUHUKAIOTh IIPU
3aCTOCYyBaHHI y BUCOKHX [J03aX Ta NPOTATOM TPUBAJIOrO Iepionay.



Y Ttabnuili HaBepeHi MoOiYyHi peakilii, SKi criocTepiranuch y KIiHIYHUX TOCTiIXKEHHIX

(y 6inbir Hixk 1 %) y malieHTiB 3 ajleprivHuM puHITOM a00 Ha3aJIbHUM II0JIIIO30M Ta

i Yac micaspeecTpaliiHOro 3aCTOCYBaHHs, He3aJIe’KHO Bifl IIOKa3aHHS [0

3acTocyBaHHs. [To0iuHi peakilil HaBeJeHO BiAIIOBIAHO [0 I'OJIOBHOT'O KJlaCy CUCTEM
opraHiB MedDRA. ¥ Mexkax KOKHOT0 KjlaCy CUCTEMH OpraHiB 1o0iyHi peakxiiil
Kinacu@ikoBaHi B TPyIIX 3a YaCTOTO. YaCTOTH BU3HAYaAIOThCSI HACTYIHUM YMHOM:
oyxe 4dacTto (= 1/10), gacto (= 1/100, < 1/10), HeuacTto (= 1/1000, <1/100). HacTtoTa
BUHUKHEHHS ITOOIYHUX peakllill y ITicasipeecTpalliiiuil Iepion po3riasaanach sSK

«HeBigoMO (HeMOZKJINBO OIIIHUTH 3a HAasIBHUMHU ODAaHUMHU)».

Tabmnuis

Iyxe yacTto

YJacTto

YacToTa HeBigoMa

[ndekniiiHi Ta
rmapa3uTapHi
3aXBOPIOBaHHSA

dapuHriT

Iadek1ril BepxHix
OUXaTbHUX
nisixis’

[TopyuieHHS 3 6GOKY
IMyHHOI CUCTEMH

nepuyTnuBiCTh, 30KpeMa
aHadiTaKTHU4YHI peakiiil,
QHTiIOHEeBPOTUYHUYN HAOPSIK,
OpOHXOCIIa3M Ta AUCITHOE

[TopyuieHHS 3 GOKY
HEPBOBOI CUCTEMHU

T'omoBHUMU OiNb

[Topy1ieHHS 3 OOKY
oprasHy 30py

['maykoma

[TigBumeHuun
BHYTPIIIHBOOYHUU TUCK

KaTtapakTa

Po3smutuu 3ip (QuB. TaKOXK
po3min «OcobGIUBOCTI
3aCTOCYBaHHS»)




HocoBa
KpoBOTeYa
BiguyTTsa
IIeYiHHg
[Topy1ieHHS 3 OOKY CIIH30BOI
OUXaJIbHOI CUCTEMH, . ..
. . Hocosa 060JIOHKH HOCA [Tepdopaitiis HOCOBO1
OpraHiB rpymoHOI1 "
KpoBOTEeYa IIeperopogKku
KITITKK Ta p [Togpa3HeHHA p boA
cepenoCTiHHS CJIN30BO1
000JIOHKHU HOCa
Bupasku
CJIN30BO1
000JIOHKHU HOCa
[TopyuieHHS 3 6OKY
[Togpa3HeHHA
[ITYHKOBO-KHUIIIKOBOT' O Posnagm cMaky Ta HIOXY
ropmna*
TPaKTy

*Bim3HAYEeHO IIPU 3aCTOCYBaHHi 2 pa3u Ha mo0y OJis NiKyBaHHS Ha3aJIbHOTO ITOJIIiNO3y

TBin?,Haquo HeYacCTo ITPY 3aCTOCYBaHHi 2 pa3u Ha mo0y {1 IiKyBaHHS Ha3aJIbHOTO
[IOJIIIIO3Y

Hitu

Y miTe#t yacToTa PO3BUTKY HeOaxkKaHUX SIBUII, Y TOMY YHCIIi HOCOBUX KpoBOoTeY (6 %),
royoBHOTO 605t0 (3 %), BimuyTTs mogpa3HeHHs y Hoci (2 %) i uxauHusa (2 %), Oyna
IMOPiBHSIHHA 3 TAaKOI0 IIPU 3aCTOCYBaHHI I1aebo.

ITogi0oMaeHHA npo ni0o3prosaHi HebadcaHi peakuii

[ToBimoMreHHs Mpo NMOOiIUHI peakilil micyisa peecTpaitiil JTikapChbKOro 3aco0y Ma€ BeJIuKe
3HaueHHs. lle mae 3MOry IpoOOBXKUTH KOHTPOJIIOBATHU CIIiBBIiQHOIIIEHHS
KOPUCTBL/PU3UK 3aCTOCYBaAHHS IIOTO JIIKAPCHKOT0 3aco0y. Megu4yHUM Ta
¢bapmalieBTUYHMM IMIpalliBHUKAM, a TAKOX MallieHTaM abo IXHiM 3aKOHHUM
IMpeACcTaBHUKAM CJIil ITOBIMOMIISITH IIPO YCi BUIIAAKY ITiMO3PIOBAaHUX ITOOIYHUX peakIlii
Ta BiICYTHOCTi e()eKTUBHOCTI JIiKapChKOTr0 3aco0y yepe3 ABTOMaTHU30BaHy
iHpopMaLiiHy cucTeMy 3 (papMaKOHarjasaay 3a IIocujlaHHAM: https://aisf.dec.gov.ua.

TepMin npuIaTHOCTI



2 POKH.

TepMiH NPUOATHOCTI IMiCJISg MNEPILIOTO BIOKPUTTS - 2 MICAII.
VYMmoBHu 30epiranHs

30epiraTty B OpuUTiHaIbHIM yIAKOBIIi ITpU TeMIlepaTypi He Buile 25 °C.
30epiraTty y HeIOCTYIIHOMY OJISI OiTeM MicIti.
YnakoBka

ITo 60 a6o 120, a6o 140 mo3 cycnensii y [IET-¢dmakoHi 3 O3yI04YUM HaCOCOM-
I03aTOPOM-PO3NUIIIOBa4Y€eM, 10 BUAIISAE 1O 1 mo3i JTiKkapChKOTro 3aco0y, 3aKpUTUM
KoBmaykoM. I1o 1 ¢pakoHy y KapTOHHIiN KOPOOIIi.

KaTeropis Bignycky
3a penemnTomM.
BupooHHK

«®apmea»/ Farmea.

Micue3Haxo/dKeHHsI BHPOOHHMKA Ta aJpeca MiCIisi IPOBaaXKXeHHsI HOT 0
IisIIHLHOCTI.

Byn. bymie Toma, 10, 3AK g’ Opxkemos, 49000 Auxe, OpaHLis/

10 rue Bouche Thomas, ZAC d’Orgemont, 49000 Angers, France.



