¥ Hapopna anTeka

AJIIEPTEK® HA30 cnpeit HaszanbHUM Ao30BaHUn, cycneHsia 50 MKr/aosa
IHCTPYKLUIA ansa meanyHoro 3actoCyBaHHS NiKkapCcbKoro 3acoby

Cknaa:

ditoya peyosuHa: mometasone furoate;

1 nosa mictutb 50 MKr MOMeTa30oHy dypoaTy MoHorigpaTy (B nepepaxyHKy Ha 6e3BOAHY
topmy);

00MOMIXKHI ~ peqosuHuU: BEH3anKoHIl0  Xropuagy pPo34vH, riuepuH, nonicop6at-80,
uentorosa MiKpoKpucTarsiyHa, HaTpilo KapMmeriosa, KUCNOTWU JIMMOHHOI MOHorigpar,
HaTpIlo uMTpaT, BoAa Ans iH eKUIn.

Jlikapcbka dopma.

HasanbHuin cnpen, 4O30BaHWN, CYCMNEH3IS.

OcHosHi ¢pisuko-ximiyHi enacmusocmi: 6ina abo mamxe Gina B’si3ka cycneHsig.
dapmakoTepaneBTUYHa rpyna.

MpoTuHabpsIKoBI Ta iHWI NpenapaTn Ans MiCLEeBOro 3aCTOCYBaHHSA Mpu 3aXBOPOBAHHAX
nopoXHuHu Hoca. Koptukoctepoian. Kog ATX RO1A DO09.

dapMaKonoriyHi BlaCTUBOCTI
®apmakoOuHaMiKa.

MomeTasoHy dypoat — CUHTETUYHUIW KOPTUKOCTEPOId AN MICLLeBOro 3acTOCYBaHHS,
SKUA YAHUTb BUPaXKeEHY NpoTusananbhy Aito. JlokanbHa npoTusanasnbHa Ais MOMeTa30oHy
dypoaTty BUABNAETLCA Y A03aX, NPU SKUX HE BUHUKAE CUCTEMHUX eDEKTIB.

B oCHOBHOMY MexaHi3M npoTmu3ananbHOI Ta NpoTuanepridyHol 4ii MoMeTa3oHy doypoaTy
NOB'A3aHN 3 NOro 30aTHICTIO NPUTHIMYBaTW BUAINEHHS MeaiaTopiB anepriyHUX peakuin.
MomeTasoHy gypoaT 3Ha4YHO 3MEHLLYE CUHTE3/BUBINbHEHHS NMENKOTPIEHIB i3 NENKOLMTIB
nauieHTiB, $Ki CTpaxgawTb Ha anepriyHi 3axBoptoBaHHA. MomeTasoH ypoar
NPOAEMOHCTPYBaB Ha KyrnbTypi KNiTUH y 10 pasiB BinbLuy akTUBHICTb, HiX iHLWI CTepoigu,
BKMOYaun  GeknomeTasoHy aunponioHat, 6eTtameTasoH, [iOPOKOPTU3OH  Ta
AeKcaMeTasoH LWoao NPUrHiYeHHs cuHTesy/BmBinbHeHHs IL-1, IL-5, IL-6 Ta TNFa. BiH
TaKOX € NOTYXXHUM iHriGiTopom npoaykuii Th. umMTokiHie, IL-4 Ta IL-5 i3 ntogcbkmux CD4+ T-
KniTnH. MomeTasoHy dypoaTt TakoxX Yy 6 pasiB akTUBHIWWK, HiK OeknomeTasoHy
avnponioHat Ta 6eTameTasoH, Woao NpurHiveHHs npoaykuir IL-5.

®apmakoKiHemuka.

bBiogocTynHicTe MOMeTa3oHy doypoaTy Npu 3acTocyBaHHI Y OOPMi Ha3anbHOro Crper
cTaHoBUTb < 1% y nnasmi KpoBi (BIgNOBIAHO OO AaHWX, OTPUMAaHUX NPU BUKOPUCTaHHI
YYTAMBOrO METOAY HWXHBbOI MeXi KifIbKICHOro BM3Ha4veHHs ctaHoBuTb 0,25 nr/mn).
CycneHsia MomeTa3oHy doypoaTy Ayxe crnabko abcopbyeTbCs 3i LWNYHKOBO-KULLKOBOIO
TpakTy, a Ta HeBenuKka KinbKiCTb, LIO MOXe MNPOKOBTHyTUCS Ta abcopbysBartucs,
nig4aeTbCs akTMBHOMY NEPBUHHOMY MeTaboni3My Lie 4O eKCKpeLii nepeBaXHO y BUrNAA;
MeTaboniTiB i3 XXOBYIO Ta AEAKOI MIPOK — 3 CEYELD.

KniHiYHi XapaKTepucTuku.
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Noka3aHH4A.

JTlikyBaHHSA ce30HHOro abo LiNopiYHOro anepriyHoro puHITY y 4OPOCNNX Ta AiTen BiKOM Bif
2 pokiB. NpodinakTnyHe nikyBaHHA anepriyHOro pUHITy cepeaHboro i TsSKKoro nepediry
pPEKOMEHOYETbCS po3novatM 3a 4 TWxHI OO nepenbadyBaHOro mnoyaTKy Ce30HY
MUIKYBaHHS.

AK 4ONOMIKHUI TepaneBTUYHUI 3aci® Npu NiKyBaHHI aHTUBIOTMKaMK FOCTpUX eni3oais
CUHYCUTIB y gopocnux (y TOMy Yncni NiTHLOrO BiKY) i AiTen BiKOM Big 12 pokiB.

JTlikyBaHHS CMMNTOMIB rOCTPOro PUHOCUHYCUTY 6€e3 03HaK TSPKKOT BakTepianbHOT iHgeKLiT
y fopocnux i giten BikoM Big 12 pokis.

JlikyBaHHA HasanbHUX MoOnNiMiB Ta MOB'A3aHUX 3 HMMW CUMNTOMIB, BKIHOYaO4n
3aKnafeHiCTb Hoca Ta BTpaTy HIoXY, Y NauieHTiB BikoM Big 18 pokis.

MpoTUNOKa3aHHA4.

MigBMweHa 4yTnuBICTb OO AaKTUBHOI pevdoBMHM abo [0 Oyab-sKOro HeakTMBHOro
KOMMOHEHTa npenapary.

lMpenapat He cnifg 3acTocoByBaTU NPU HAABHOCTI HENIKOBAHOT NTOKanisoBaHol iHgeKLUiT i3
YPaKeHHAM Crn3oB0oi 060STOHKM HOCOBOT MOPOXKHUHM.

Uepes Te WO KOPTMKOCTEPOIOM MaTb edEKT MPUrHIMEHHSA 3aro€HHS paHK, nauieHTam,
AKUM Hewo4aBHO pobunn onepawito Y HOCOBI MOPOXHWHI abo y Skux Bynu TpaBmMu, He
MOXHa 3aCTOCOBYBaTU Ha3arnbHWUI KOPTUKOCTEPOIS, MNOKM He BiADYyAeTbCA 3aroeHHS.

B3aemogiqa 3 iHWKWMK NiKkapCbKMMKN 3acobamum Ta iHLWi BUAW B3aEMOLIN.

Mpenapat AJTJIEPTEK® HA3O 3actocoByBanu ogHo4YacHO 3 fiopataguHoM, Npu LboMy
He Byno BiA3HA4YEeHO XO4HOro BNAMBY Ha KOHLUEHTPALUito Yy nna3mi KpoBi iopataguHy abo
MOro ronoBHOro meTaboniTy, a MOMeTa3oHy dypoaT He BM3HA4YaBCA Y MNa3Mi KpoOBi
HaBiTb Y MiHIManbHI KOHUeHTpauii. CymicHa Tepanis gobpe nepeHocunacsa XBOpuMn.

Mpn opgHo4acHoMy 3acTocyBaHHi MoMeTas3oHy 3 iHribiTopamu CYP3A, Bknoyaroun
nikapcbki 3acobun, Wo MICTATb KOBILMCTAT, OYIKYETLCA MOCUSIEHHS PU3UKY CUCTEMHUX
nobiyHmx peakuin. Cnig yHuMKaTKM TakMx KOMOiHaUiA, KpiM BuNagkiB KONMM OdYikyBaHa
KOPUCTb iKyBaHHA MNepeBuULLye MNOTEHUIMHUA PU3MK CUCTEMHUX MOOIYHUX peakuin
KOPTMKOCTEPOIAIB, B TaKMX BUMagkax cnig NpoOBOAUTU pPeTeSibHUA MOHITOPUHT LWOAO
CUCTEMHMX NOBIYHMX peaKLin KOPTUKOCTEPOIAIB.

[aHi woao B3aemogil 3 iHWMMK NpenapataMmn He npeacTasrieHi.
OcobnmnBOCTi 3aCTOCYBaHHS.

3acTocyBaHHsA npenapaTy 4iTAM MOSOALWOro Biky HEeO6XiaHO NPOBOAWTM 3a [OMNOMOro
LOPOCIUX.

lMpenapaT He cnig 3acTocoByBaTW MNPW HasIBHOCTI HerikoBaHOI MicLeBOI iH(eKuil i3
YPaKeHHAM CriM30BOi 060STOHKK HOCa.

Mpenapat AJUIEPTEK® HABO cnig 3actocoByBatM 3 obepexHicTio abo He
3aCTOCOBYBAaTM 30BCIiM XBOPUM 3 aKTMBHOK abo naTeHTHO Ty6epKynbO3HO iHEKL e
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pecnipaTopHOro TpPakTy, a TakoX MpW HesikoBaHin rpmbkosin, 6akTepianbHii, CUCTEMHIN
BipYCHiIn iHdekuii abo npu iHdeKuiT herpes simplex 3 ypaxXeHHsIM O4en.

Micna 12-micavHoro nikysaHHa npenapatom AJUJIEPTEK® HA3O He BuWHMKanNo osHak
aTpodii cnn3oBoi 060MOHKM HOCA; KpiM TOro, MOMETa30Hy doypoaTt CrnpusiB HopmMarnisauii
ricTONOriYHOI KapTMHM CrnM3oBOi 00OMOHKM Hoca. Ak i BNpoAoBX OyAb-sKOro
AOBroTpmMBasnoro nikyBaHHs, nawieHTam, SiKi 3aCTOCOBYIOTb npenapar rnpoTAroM KiflbKoX
MicauiB i AoBLUe, HEOOXiAHO NEPIoANYHO NPOXOANTU Ornsd WOAO BUABNEHHS MOXITUBUX
3MiH CnnM3oBOI 0OOMOHKN HOCca. Y pasi pO3BUTKY NoKarnbHOI rpMGKOBOI iHGeKLUii Hoca Yn
rMOTKM MoXe OyTu noTpibHe npunUHEHHss Tepanii npenapatom abo npoBeAEHHS
BiQMNOBIAHOIO nikyBaHHsA. [logpasHeHHs Ccnu3oBoi OBGOSIOHKM HOca | [MOTKK, LWO
36epiraeTbCa NPOTAroM TPUBANOro Yacy, TakoX MoXxe B6yTu nokazaHHAM A0 NPUMUHEHHS
nikyBaHHA npenapaToM.

Xoya npenapaT KOHTPOMKE HasamnbHi CUMATOMM Y OiMNbWIOCTI MauieHTiB, CYynyTHE
3aCTOCyBaHHA BIANOBIAHOI [O4ATKOBOI Tepanil MoXxe npu3BecT A0 A04aTKOBOro
nocnabsfieHHs iHWKX CUMNTOMIB, 30KpeMa CUMMTOMIB 3 BOKY O4en.

3a nauieHTamu, siki nepexoadaTb Ha NikyBaHHSA Ha3anbHUM Cnpeem nicns Tpusarnoi Tepanii
KOpTUKOCTEpOidamMM CUCTEMHOI fAil, NoTpibHO yBaHO cnocTtepiratn. [MpUNUHEHHSN
NPUANOMY KOPTUKOCTEPOILIB CUCTEMHOI Ail Yy Takmx XBOPUX MOXe Mpu3BecTn Ao
HeOCTaTHOCTI (PYHKLIT KOpU HaOHWPKOBMX 3anos, L0 MOXe BuMMaratu MOHOBMEHHS
Tepanii CUCTEMHUMM KOPTUKOCTEPOIgaMW | 3acTOCyBaHHS iHLIOro BiAMNOBIgHOMO
NiKyBaHHS.

Mig yac nepexogy 3 niKyBaHHS KOPTUKOCTEpOidamMuM CUCTEMHOI [Aii Ha niKyBaHHSA
npenapatom AJIJIEPTEK® HA30O y peskux xBopux Mopsig i3 NonerweHHsIM HOCOBMX
CYMMTOMIB MOXYTb BUHUKHYTU CUMNTOMM BiAMiHW KOPTUKOCTEpOIAiB (Hanpuknag 6ine y
cyrnobax Ta/abo M'asax, BigvyTTA BTOMWM i fAenpecid). Takux XBOpuX HeobxigHO
creuianbHO NEpPEeKOHyBaTU Yy [OOUINbHOCTI MPOAOBXEHHSA MiKyBaHHA cnpeem. 3MiHa
Tepanii MoXe TakoX BUSBUTU anepridHi 3axXBoproBaHHS (Taki K anepriMyHUM KOH' OHKTUBIT,
eKk3emMa TOLO), WO PO3BUHYMNCH PaHille i MacKyBanucsa Tepanied KOpTUKOCTepoigamm
cucTemMHol fail.

MauieHTn, SAKi 3acTOCOBYOTb KOPTUKOCTEPOIAM, MOTEHUIMHO MOXYTb MaTWU 3HUXEHY
iIMyHHY PEeaKTUBHICTb, i iX HEOOXiAHO nonepemkaTty NPo NiABULLEHUIA PU3KK 3apaXKeHHS
NpW KOHTaKTi 3 XBOPMMW Ha AesKi iIHpeKUinHI 3axBoptoBaHHSA (Taki AK BITpsiHA Bicna, Kip),
a TaKoX Npo HeobXigHICTb KOHCYNbTaLii nikaps, KO Taknin KOHTaKT BigdyBcs.

MoTeHuinHnn pn3nk cuHgpomy KyLnmHra MoXxxe BUHUKHYTU NPU TPUBaNomy 3acTOCyBaHHI
npenapary y BUCOKUX JO3aXx.

[Micna 3acTocyBaHHS iHTpaHa3anbHUX KOPTUKOCTEPOIAIB AyKe PigKo NOBIigOMIANOCSA Npo
npyvknagn nepdopadii HocoBol neperopogkn abo MigBULLEHOrO BHYTPILHBOOYHOIO
TUCKY.

Mpn npoBeaeHHi nnauebo-KOHTPONbOBAHUX KMiHIYHMX OOCHIMKEHb Y AiTEN, SAKMM
npenapaT 3actocoByBanu y woaeHHin gosi 100 Mkr npotarom 1 poky, 3aTPUMKU POCTYy
He BiA3Ha4anocs.

Cnig nonepeanTn nauieHTiB NPo HEOBXiOHICTb HEeramHoOro 3BepHEHHA 00 Nikaps y pasi
BUHUKHEHHSA O3HAK abo CMMNTOMIB TSKKOI BakTepianbHOT iHGEKLIT, TaKnX AK NigBULLEHHSA
TemnepaTtypu Tina, CUnbHU OHOOIMHMI Ginb Yy AinaHui obnuyda abo 3y6HuM Ginb,
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opbitanbHa abo nepiopbiTanbHa npunyxnicTe/Habpsik abo noripweHHss CTaHy nicns
NOYaTKOBOro NMOKpaLLaHHS.

BisyarbHi nopyweHHs

MoxyTb cnocTtepiraTucs BidyanbHi po3naan npu 3actocyBaHHi cMcteMHnx abo micueBmx
KOPTMKOCTEPOIAiB. AKLLO Y nauieHTa CnocTepiraeTbCa HEYITKICTb 30py abo iHLWi BidyanbHi
NOPYLLUEHHSA, NOMY Chif 3BEPHYTUCA 00 oddTanbmonora AnA OUiHKA MOXIUBUX MPUYMH
BMHUWKHEHHA MNOpPYLIEHb, WO MOXYTb BKMOYaTU KaTapakTy, rraykoMy abo pigkiCHi
3axXBOPIOBAHHA, TakKi SIK LleHTpasibHa cepo3Ha peTuHonarTis, NPo sKy NOBIiZOMASNN nicns
3aCTOCYBaHHA CUCTEMHUX Ta MiCLLEeBMX KOPTUKOCTEPOILIB.

3acmocysaHHs y repiod eagimHocmi abo 200y8aHHs 2pydodio.
CneujanbHnX gocnigpkeHb npenapary 3a y4acTio BariTHMX XiHOK He MpOBOANITIOCA.

Ak i iHWI  KOpTMKOCTepOIgM [Ansa  iHTpaHas3anbHOro 3acTocyBaHHsA, npenapart
AJINEPTEK® HA3O 3acTocoBylOTb BariTHAM i XiHKaM, SKi rogytoTb rpyaaro, TiNbKy SKLWO
OYiKyBaHa KOPUCTb Bif MOro 3aCToCyBaHHS BUNPaBAOBYE MOTEHLINHUIA PU3KK O XKIHKN,
nnoga abo HemoBnATU. HemoBnAT, MaTepi AKuX y nepion BariTHOCTI 3aCTOCOBYBanu
KOpPTUKOCTEpPOIAN, Cnig peTenbHO obcTexyBaTu  LWOAO0  MOXNUBOT  FMiNOQYHKLUiT
HaQHMPKOBUX 3aM03.

30amHicmb ennueamu Ha weuoKicmb peakuii npu KepysaHHi asmompaHcrnopmom abo
IHWUMU MexaHiaMmamu.

Heigoma.
Cnocib 3acTtocyBaHHs Ta 403MU.

JlikyeaHHs1 ce30HHO20 abo yinopiyHo20 arnepaiyHo2o puHimy. opocnum (y Tomy yuchi
NITHLOrO BiKY) | 4iTAM BikOM Big 12 pokiB pekomeHaoBaHa npodinakTnyHa i TepaneBTnyHa
[03a npenaparty CTaHOBUTb 2 BMOPCKYBaHHA (N0 50 MK KOXXHE) Yy KOXHY Hi3gpto 1 pas Ha
noby (3aranbHa gobosa go3a — 200 mkr). MNicns gocarHeHHs nikyBanbHoro edekty ons
NiATPUMYOYOT Tepanii AouiNbHe 3MeHLEeHHA 003K 40 1 BNOPCKYBaHHSA Yy KOXHY Hi3apto 1
pa3 Ha goby (3aranbHa gobosa gosa — 100 mkr).

Ao nocnabneHHs CMMNTOMIB 3aXBOPHOBAHHS He BOAETbCHA AOCAITU 3aCTOCYBaAHHAM
npenapaTy y peKOMeHOOBaHin TepaneBTUYHIN 003i, 40O0BY 403y MOXHa 30iNbWXTK A0
MakCcMMarnbHOI: N0 4 BMNOPCKYBaHHSA Yy KOXHY Hi3apto 1 pa3 Ha goby (3aranbHa gobosa
no3a — 400 wmkr). MNicnsa nocnabneHHa CMMNTOMIB 3axXBOPKOBaHHS PEKOMEHOYETbCA
3HWKEHHSA 03N,

MpenapaT NpoAeMOHCTpYBaB KNiHIYHO 3HaYyLW M NnoYaTok Ail npoTarom 12 roguH nicng
MepLUOro 3acTOCyBaHHSA AESAKMM MNauieHTaMm i3 CE30HHUM anepriyHum puHitom. OgHak
NMOBHY KOPWUCTb Bif NiKyBaHHS HEe MOXHa OTpumaTu y nepuwi 48 roguH, TOMy nauieHTy
HeobXiQHO MpPOoAOBXYyBaTU perynspHe 3acToCyBaHHA AN LOOCSAMHEHHS1 MNOBHOMO
TepaneBTUYHOro edeKTy.

Onsa pitem Bikom 2—-11 pokiB pekomeHOoBaHa TepaneBTUYHA [Ao3a CTaHOoBUTL 1
BNoOpcKyBaHHA (50 MKr) y KOXHY Higpto 1 pa3 Ha goby (3aranbHa gobosa gosa — 100
MKT).
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LornomixHe nikysaHHs1 2ocmpux enizodie cuHycumis. Jopocnum (y TOMy Yuchi NiTHOro
BiKy) i OiTamM BikOM Big 12 pokiB pekOoMeHOoBaHa TepaneBTMYHA [03a CTaHOBUTbL 2
BMOPCKYyBaHHSA (Mo 50 MKr) y KOXHY Hi3gpto 2 pasu Ha goby (3aranbHa gobosa gosa —
400 mKr).

Ao nocnabneHHs CMMNTOMIB 3aXBOPIOBAHHA HE BAAETbCA AOCAITUM 3aCTOCYBaHHSM
npenapaTy B pEKOMEHAOBaHI TepaneBTUYHIN 403i, 4060BY 403y MOXHa 36inbwnTh 4o 4
BMOPCKYBaHb Y KOXHY Hi3apto 2 pasn Ha aoby (3aranbHa gobosa gosa — 800 mkr). MNMicns
nocnabneHHs CMMNTOMIB 3aXBOPIOBAHHSA PEKOMEHOYETbCA 3HMXKEHHS 4O3MW.

locmpul puHocuHycum. Jopocnum i Aitam Bikom Big 12 pokiB pekoMeHOoBaHa
TepaneBTWYHa J03a CTaHOBUTL 2 BNOPCKYBaHHA (MO 50 MKr) y KOXHY Hi3apto 2 pasu Ha
noby (3aranbHa gobosa gosa — 400 mkr).

HaszanbHi noninu. Ana nauieHTiB Bikom Big 18 pokiB (y TOMy 4ucni NiTHLOrO BiKY)
pekomMeHaoBaHa 4o3a CTaHOBUTL 2 BNOPCKYBaHHSA (N0 50 MKr) y KOXHY Hi3gpto 2 pasn Ha
poby (3aranbHa pgobosa gosa — 400 wmkr). licna OOCArHEHHA KMiHIYHOrO edekTy
PEKOMEHO0BAHO 3MEHLUUTU 03y A0 2 BMOPCKyBaHb Y KOXHY Hidgpto 1 pa3 Ha goby
(3aranbHa go6osa go3za — 200 mkr).

3aCTOCyBaHHFI Ha3alibHOro cripeto

lMepen noyaTKOM BUKOPUCTAHHA HOBOrO (prnakoHa npenapaTy crig npoBecTU MOro
KanibpyeaHHs. KanibpyBaHHA 34IMCHIOETBCA WNAXOM npubnuaHo 10 HaTUCKaHb
A03Y40ro NpUCTPOIo, MPU LIbOMY BCTaAHOBIIOETLCS CTEPeOoTUNHa nogada nikapcbKol
PEYOBUHN, NPU SKIM 3 KOXHUM HaTUCKaHHAM BiabyBaeTbca BukMAg npudnusHo 100 mr
cycneHasii, wo Mictute 50 MKr momeTasoHy (ogHa go3a). AKWwo HasanbHUA Cnpen He
BUKOpucToByBanu npotsarom 14 gHiB abo goBle, nepen HacTYNHUM 3acTOCYBaHHAM
HeoOXxigHe MNOBTOPHE BUMPUCKYBaHHSA LUASXOM 2 HaTUCKaHb, [AOKAM He 6yae
crnocTepiratncs noBHa nogava.

lMicns BMKOpUCTaHHA BKa3aHOI KinbKOCTi 403 Yy doriakoHi abo nicnsg 2 micauiB 3 MOMEHTY
nepLlIoro BUKOPUCTaHHS onakoHa, Noro Crig, BUKUHYTU.

Mopsigok BBeAEHHS npenapary:
1. MNMepen KOXXHMUM 3aCTOCYBaHHAM CIiJ eHepriniHO CTPYCUTU (PNakoH.
2. NMepen KOXXHMM 3aCTOCYBaHHSAM CIli, peTenbHO OYUCTUTU HIC Big, Cnnsy.

3. Cnig nOMIiCTUTU HAKOHEYHMK B HOCOBMIM Xi4, a iHWY HI3APH 3aKpUTU NanbLEM.
Haxunutu ronosy Bnepes, npv uboMy donakoH crig TpuMaTn BepTUKasbHO.

4. Cnig 3pobutn BOUX 4Yepes Hic i 3pobuTn ogHe HaTUCKaAHHA NanbusMM Ha Hacagky
donakoHa.

5. BugnxHytn yepes poT. [MoBTOpPUTU MYHKT 4 ANS OpYyroro BMOPCKYBaHHA B TOW Xe
HOCOBUN XiA.

6. Cnig BUTArHYTM po3nunioBay 3 HOCOBOMO XOA4Y i NPOAOBXYBATU AUXaHHSA Yepes poT.
7. HeobxigHO NOBTOPUTU NYHKTM 3—6 ANga Apyroi Hi3api.

Micna BUKOpUCTaHHA cnpeto HeoOXiAHO MPOTepPTU POo3nuBanbHy Hacagky drakoHa
YNCTOK CEPBETKOID i 3aKPUTUN 3aXMCHUM KOBMAYKOM.
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BaxxnvBo perynsapHo oumwaTti 4O3y4nn npucTpin. MNoTpibHO 3HATU 3aXMCHUIN KOBMAYOK
i po3nunioBay i NPOMUTK X TEMNSIO MPOTOYHOK BOAOK, BUCYLUMTM Ta BCTAHOBUTU Ha
nonepegHe Mmicue. He Hamaratucs nNPoOYUCTUTM HacagKy rofiko abo iHWUM rocTpum
npeamMeToM, OCKINbKWM Taki Ail NowKoasaTb 403aTop.

PerynapHe o4MLeHHA Hacagku € ay>xe BaXMBUM.
Hdimu.

Mpn npoBefeHHi NNauebo-KOHTPONbOBAHMX KMIHIYHUX LOCNIAKEHb Yy OIiTEN, SKUM
npenapaTt AJIJIEPTEK® HA3O 3actocoByBanu y fob6osin gosi 100 MKr npoTarom poky,
3aTPUMKM POCTY He BiA3Ha4anocs.

He pocnigpxyBanuca 6e3neka Ta edektusHicTb npenapaty AJUIEPTEK® HA3O npwu
nikyBaHHi HaszanbHWX NosiniB y Aiten BikoM Ao 18 pokiB, CAMNTOMIB PUHOCUHYCUTY — Y
AiTen BikoMm o 12 pokis, Ce30HHOro abo LinopiYHOro anepriyHoro pUHITy — y Aiten Bikom
10 2 poKiB.

MepenosyBaHHA.

YHacnigok TOoro, wo cuctemHa 6iogoctynHicte npenapaty < 1% (BignosigHO [0
pesynbTaTiB YyT/IMBOrO METO4Y HWXHBbOI MeXi KiflbKiCHOro BU3Ha4YeHHA cTaHoBUTL 0,25
nr/mn), ManoMMOBIpHO, WO MNpu nepenosyBaHHi OyayTb NOTPIOHI iHWI 3axoan, Kpim
Harnggy 3a CTaHOM XBOPOro 3 nojanblMM  3aCTOCyBaHHSAM  npenaparty Yy
peKkoMeHa0BaHin 4O3i.

IHransuis abo nepoparnbHe BBEAEHHSA HAAMIPHUX 403 KOPTUKOCTEPOIAiB MOXe NPU3BECTH
A0 NPUrHIMeHHS OYHKUIT rinoTanamMo-rinogisapHo-HagHMPKOBO3ano3HOT CUCTEMN.

Mo6iyHi peakuii.

Mig yac KniHiMHKMX JocnigXKeHb MpU CEe30HHOMY i LifOpIYHOMY anepriyHMx puHiTax
Big3Hayanuca Taki HebaxaHi sBuwWa, nNOB'A3aHi i3 3acToCyBaHHAM npenaparty
AJINIEPTEK® HA3O: ronosHui 6inb (8%), HocoBi kpoBoTeui (TOBTO fiBHa KpoBOTevYa, a
TaKoX BUAINEHHS KPOB'SSHUCTOrO CNU3y Yn 3rycTkiB KpoBi) (8%), dapuHriT (4%), BigvyTTS
neyviHHA y Hoci (2%), nogpa3sHeHHa (2%) Ta BupaskoBi 3MiHM (1%) cnn3oBoi 060NOHKM
Hoca. Po3BuTOK NogibHnx HebakaHux siBUL, € TUNOBUM MNPWU 3aCTOCyBaHHI Byab-siKkoro
Has3anbHOro crper, Wo MICTUTb KOopTUKocTepoian. HocoBi KpoBoTedi NpunuMHSANncs
CaMOCTINHO | Bynn NOMipHUMM, BUHMKaNM AELLO YacTile, HiXX Npu 3acTOCyBaHHI nnauebo
(5%), ane pigwe, HiXX NpPU 3aCTOCYBaHHI IHWNX IHTPaHa3anbHUX KOPTUKOCTEPOIAIB, LU0
AOCTigKyBanmcs Ta 3aCTOCOBYBaNnnCs ik akTUBHUA KOHTPOSb (Y AEeSKUX i3 HUX YacToTa
BMHWKHEHHA HOCOBMX KpoBOTeY cTaHoBuna Ao 15%). Yactota BUHWMKHEHHS iHLWNX
HebaxaHnx sBuL, Oyna MOPIBHAHHOK 3 4YACTOTOK BUHUKHEHHSI MpPU 3aCTOCYBaHHI
nnaueoo.

Y piten yactoTta po3BUTKY HeDakaHuX siBUL, Y TOMY YUCHi HOCOBMX KpoBoTeY (6%),
ronosHoro 6onto (3%), Big4yTTa nogpasHeHHs Yy Hoci (2%) i u4xaHHa (2%), 6yna
NOpPIBHSAHHA 3 TAKOK MpU 3acToCyBaHHI nnauyebo.

Micnga iHTpaHa3anbHOro 3acToCyBaHHA MOMeETa30HYy dypoaTty iHOAI MOXNUBI aneprivHi
peakuii HeranHoro Tuny (Hanpuknag G6poHxocnasm, gucnHoe). [lyxe piako BUHMKANM
aHadinakTU4Ha peakLisi Ta aHrOHEBPOTUYHUIN HABPSK.

MNoBigomnanocs nNpo NOOAWHOKI BUNAAKM po3rnagiB CMaky Ta HIOXY.



¥ Hapopna anTeka

Mpwn 3acTtocyBaHHi HasanbHoro cnpeto AJINIEPTEK® HA3O sk gonomikHoro 3acoby vy
niKyBaHHI roCTpUX €eni3odiB CUMHYCUTIB Big3Havanucs Taki HebaaHi siBuwa, yactoTta
BUHWKHEHHSA sikMX Byna nopiBHAHA 3 TakOK Mpu 3acTocyBaHHi nnauebo: ronosHum Binb
(2%), cpapuHrit (1%), Bia4yTTa neviHHA B HocCi (1%) i nogpa3HeHHs crm3oBoi 060MOHKK
Hoca (1%). HocoBi kpoBoTeui 6ynv MOMIpHO BUpPaXeHi i YacTtoTa X BUHUKHEHHS Npw
3actocyBaHHi cnpeto AJTTIEPTEK® HA3O Takox 6yna nopiBHsiHa 3 4aCTOTOK HOCOBWX
KpoBoOTeY npu 3actocyBaHHi nnauebo (5% T1a 4% BianoBigHo).

Y nauieHTiB i3 Ha3anbHMMK Noninamm, rOCTPUM PUHOCUHYCUTOM NPU 3aCTOCYBaHHI Cripeto
AJINIEPTEK® HA3O 3aranbHa KinbKiCTb HaBefeHux Buwle HebaxaHux ssuw, Oyna
MOpiBHAHA 3 TakoK nNpu 3acTtocyBaHHi nnauebo Ta nogibHa [0 KINbKOCTI, LWO
crocTepiranacs y nauieHTis 3 anepriyHUM pUHITOM.

MpO BMHWUKHEHHS IH(PEKLIT BEPXHIX AnXanbHUX WnaxiB nosigomnanocs y 1% nauieHTis,
wo 3actocosyBanu AJINIEPTEK® HA3O anga nikyBaHHA HasanbHWX noninie, wo 6yno
nopiBHAHUM 3 nNnauebo.

Adyxe pigko npwu iHTpaHa3anbHOMY 3acTOCYBaHHi KOPTMKOCTEPOI4iB BiA3Ha4anucs
BUNaakn nepdhopadil HOCOBOT NEPEropoaKn UM NiABULLEHHS BHYTPILLHBOOYHOIO TUCKY.

Mpo pigkicHi BUNagku, rnaykoMmn ta/abo katapakTu rnoBigoOMAANOCS NpU 3aCTOCYBaHHI
IHTpaHa3anbHUX KOPTUKOCTEPOIIB.

MosigoMnanocs Npo BUMNagKMU HEYITKOCTI 30py Mpu 3aCTOCYBaHHI KOPTUKOCTEpOIQiB —
YyacToTa HeBigoma. (auB. po3ain «OcobnMBOCTI 3aCTOCYBaHHSA» ).

TepMiH NpUaaTHOCTI.

2 poKu.

TepMiH NpUAATHOCTI

NiCns NepLuoro BigKPUTTS — 2 Micau,.

YMoBU 36epiraHHs.

36epiratv B opuriHanbHi ynakosui npy TemnepaTtypi He Buwe 25 °C.
36epiratv y HegoCTynHOMY Ans AiTen mMicui.

YnakoBka.

Mo 60 abo 120 abo 140 po3 cycneHsii B [NET-pnakoHi 3 4O3yH0UMM HACOCOM-A403aTOPOM-
po3nuroBayem, Wo BMAINsge no 1 gosi nikapcbKoro 3acoby, 3akputum kosnavkom. o 1
dNakoHy Y KapTOHHIN KopoobLi.

KaTeropia Bignycky.

3a peuenTtom.



