IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

HA3O0HEKC®
(NASONEX®)
CKnao:

Oitoua peyosuHa: 1 mo3a CIIpero MiCTUTL MOMeTa30HY (hypoaTy MOHOTifpaT (MiKpOHi30BaHUN) y
KiTbKOCTI, ekBiBaneHTHi! 50 MKT MoMeTa30HYy ¢ypoaTy (6€3B0gHOT0);

00NOMICHI peyosuHU: TIEJTI0II03a JUCIIePCHa (I1e003a MiKPOKPUCTAJIiYHa Ta HATPilo
KapOOKCHMETHIIIEIII0N03a); TIIIePHH; KUCIOTa IMMOHHA, MOHOTIAPAT; HAaTPil0 IATPAT, UTiApaT;
nosticop6aT-80; 6eH3aTKOHI0 XJTOPUAY PO3YHH; BOlA OUMILEHA.

JlikapcbKa ¢popma. Cripeli Ha3albHUM, JO30BaHUM.

OcHosHi (pizuko-ximiuHi 81acmugocmi: 6inoro abo mMaixke 0i10T0 KOJTbOPY HEMPO30pa
CYCIIEH3is.

dapMmakoTepaneBTHYHA rpyna. [IpoTuHaOpSKOBI Ta iHII npemnapaTy A7 MiCI[eBOT0 3aCTOCYBaHHS
IIPY 3aXBOPIOBaHHAX MOPOXKHUHU HOca. KopTukoctepoigu. Kog ATX RO1A D09.

Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

MOMeTa3OHy (bypO&T - CUHTETHUYHUH KOpTHKOCTepOiJI[ OJ151 MiCIIEBOTO 3dCTOCYBaHHSI, SIKMH YUHUTH
BHUPAXKEHY IIPOTU3AIIdJIbHY mito. JIokanbHa IIPpOTHU3allaJIbHa mist MOMETA30HY (bypoaTy BHUABIIAETECA Y
A03aX, IMIPHU AKWX HE BUHUKAE€ CUCTEMHHUX e(beKTiB.

B ocHOBHOMY MexaHi3M NPOTH3anaabHOl Ta IPOTHANEPrigHol il MOMeTa30Hy PypoaTy MOB'I3aHUN 3
MOT0 3[aTHICTIO MPUTHIYyBaTH BUIIIEHHS Me[iaTOPiB allepriYHuX peakiiii. MoMeTa30Hy ¢GypoaT
3HAQYHO 3MEHIIY€E CUHTE3/BUBIIbHEHHS JIEUKOTPIEHIB i3 JIEMKOLUTIB MALi€HTIB, IKi CTpaXkgaoTh Ha
asiepriyHi 3axBoproBaHHA. MoMeTa30HY (pypoaT NpoAeMOHCTPYBaB Ha KynbTypi KiiTuH y 10 pa3is
OinbIy aKTHBHICTS, HiXK iHIII cTepoigy, BKI04Yalyu OeKJIoMeTa30Hy AUIPOIioHaT, OeTaMeTa30H,
TiAPOKOPTHU30H Ta AeKcaMeTa30H 00 IPUTHIYeHHs cuHTe3y/BuBinbHeHHd [L-1, IL-5, IL-6 Ta TNFa.
Bin TakoX € MOTyKHUM iHTi6iTOpOoM mpomyKyBauHs Th, uuTokiuis, IL-4 Ta IL-5 i3 mogcekux CD4 T-
KJIiTUH. MoMeTa30Hy QypoaT TakoX y 6 pa3iB akTUBHIIIN, HixK 6eKJIOMeTa30HY AUIIPOIiOHAT Ta
OeTaMeTa30H, BiTHOCHO IPUTHiYEeHHS NMPOAyKyBaHHS IL-5.

Y mocnifKeHHSX i3 MPOBOKALIMHUMY TeCTaMHU 3 HaHECEeHHSM aHTUTEHIiB Ha CIIM30BY 000JI0HKY HOCa
Oyna BHSBIIEHA BHCOKA IIpOTU3alaibHa aKTHBHICTh BOGHOTO HAa3a/IbHOTO CIIPEI0 Hazonexc® 9K y



paHHi}, Tak i y ni3Hil cTafii anepriynol peakiii. Lle 0yso migTBepaXKeHO 3HNKEHHAM (IIOPiBHAHO 3
n1ane60) piBHA ricTaMiHy Ta aKTUBHOCTI €03MHOMIMIB, @ TaK0XK 3MEHIIEHHAM (TOPiBHSHO 3
TIOYaTKOBUM PiBHEM) KiNbKOCTi e03uHO(DiniB, HelTpodiniB i 6inKiB agresii emiTemiambHUX KITiTHH.

BupaxeHnuy KniHigyHUY eeKT y mepii 12 rofuH 3aCTOCYBaHHS BOTHOTO Ha3aJIbHOTO CIPEI0
Hazonekc® 6yB OCATHYTHH y 28 % MAIlieHTIB i3 Ce30HHUM aJIepridyHuM PHHITOM. Y cepenaboMy (50
%) HOJIeTIIeHHsI HacTaBasio IpoTsaroM 35,9 roguru. OkpiM nporo, HasoHekc” BUSBUB 3HAYHY
e(eKTUBHICTb y 3MEHIIIEHHI CUMIITOMIB ITOPYIIEHb 30PY (II0YEePBOHIHHS, CJTb030TeYa, CBepOixK) ¥
MTALiEHTIB i3 CE30HHUM aJIePTiYHUM PUHITOM.

Y KiIiHIYHUX OOCHIAXKEHHAX 3 YYacCTIO IallleHTiB i3 Ha3aJlbHUMU I0JIiaMu Hazonekc®
IIPOIEMOHCTPYBaB 3HAYHY KJTiHIYHY e(DeKTHUBHICTD 00 3HATTS 3aK/IafeHOCTi HOCa, 3MEHIIIEeHHS
PO3MipiB MOJIiNiB, BiAHOBIEHHS HIOXY ITOPIBHSAHO 3 maiebo.

Y KIIiHIYHUX OOCHIAKEHHAX 3 yYacCTIO IallieHTiB BiKoM Bifl 12 pokKiB Hazonekc® mo 200 MKT 1Bigi Ha
[leHb IPOIEMOHCTPYBAaB BUCOKY e(eKTUBHICTh I[0J0 [T0C/IableHHS CUMITOMIB PUHOCUHYCUTY
nopiBHSAHO 3 nnaiebo. [IpoTarom 15 OHIB NTiKyBaHHS CUMIITOMY PUHOCUHYCUTY OLiHIOBAINCS 3a
IIKAJI010 BUpaxeHocTi cuMntoMiB (MSS - Major Symptom Score) (6inb y minsHui o6nuyys, BigayTTs
TUCKY Yy Ta3yxax Hoca, 0ilb mpu HafgaBiioBaHHi, 6isb y OiNsAHII Ma3yx HOCA, pUHOPEs, CTIKaHHS CITU3Y
10 3afHii CTiHII IJTOTKY Ta 3aKIafeHiCTh Hoca). EQeKTUBHICTh 3aCTOCYyBaHHA aMOKCUIMIiHy mo 500
MT TpHU4i Ha 7o0y 3Ha4YHO He Bifipi3HsIacs Bif miaiebo 100 mociabieHHsT CUMIITOMIB
PUHOCHUHYCHUTY 3a IKajo MSS. [IpoTarom nepioay moAasbLUIoro CIOCTEPeKEeHH IiCIs 3aBepIIeHHS
NiKyBaHHS KilbKiCTh PEIMAKBIB y Pyl npenapaTy HasoHekc® Gyia HU3LKOK Ta MOPIiBHIOBAHOIO 3
I'PYIOI0 aMOKCULIMIIHY i mtanie6o. TpuBanmicTh MiKyBaHHS TOCTPUX PUHOCUHYCUTIB MoHAH 15 OHIB He
OLIiHIOBAsIaCH.

dapmakokiHemuxka.

BiogocTynHicTh MOMeTa30HY (ypoaTy IpU 3aCTOCyBaHHI ¥ (OpMi Ha3a/IbHOTO CIIPelo CTAHOBUTh <1
% y mna3Mi KpoBi (BiATIOBIOHO [0 JaHWX, OTPUMaHUX IIPYU BUKOPUCTaHHI YyTINBOTO METOAY HUXKHBOL
MeXi KiJTbKiCHOT0 BU3Ha4eHHs cTaHOBUTH 0,25 nir/mi). CycmeH3is MoMeTa30Hy GypoaTy gyxkKe
cnabko abcopOyeThCs 3i MUTYHKOBO-KUIIIKOBOTO TPAKTY, @ Ta HEBEJIMKA KiNbKiCTh, III0 MOXKe
IIPOKOBTHYTUCS Ta abcopOyBaTuCs, MifNaeThCa aKTUBHOMY IIePBUHHOMY MeTab01i3My IIie 0
eKCKpellil mepeBaxKHO y BUTJISAAI MeTaboIiTiB i3 2KOBYIO Ta AEIKOI0 Mipoio - 3 ceyelo.

KrinigHi xapaKTepHCTHKH.
IToka3zanHus.

e JIikyBaHHSI CE30HHOT0 ab0 I[iIJIOPiYHOT0 ajJeprivHoro PUHITY ¥ JOPOCIUX Ta AiTel BiKOM Bif 2
pokiB. [IpodinakTuyHe MiKyBaHHS ajJeprivHOTO PUHITY CEPEOHBOTO i TAXKKOro0 nepediry
PEKOMEHIYEThCS PO3TIOYATH 3a 4 THXKHI 10 Iepen0adyyBaHOI0 TOYATKy CE30HY IMUIKYBaHHS.

e {K momoMiXKHWI TepaleBTUYHKM 3acib rpu JTiKyBaHHI aHTUOIOTMKAaMHU I'OCTPUX €ITi30/IiB
CHHYCHUTIB y JOpPOCIHX (Y TOMy YUCJIi JIITHBOTO BiKY) i miTeX BikOM Bif 12 poKiB.

e JIikyBaHHS CHMIITOMiB ITOCTPOT'0 PUHOCHHYCUTY 0€3 03HaK TAKKOl OaKTepianbHOI iHpeKIii y
LOpOCTUX i miTeu BikoM Bif 12 pokiB.

e JIiKyBaHHS Ha3aJIbHUX IIOJIIIIB Ta MOB'I3aHUX 3 HUMU CHMIITOMIB, BKJII0YalO4YU 3aKJafeHIiCTh
HOCa Ta BTpaTy HIOXY, Y Nalli€HTiB BikoM Bif 18 pokis.



IIpomunoka3aHHs.

[TigBuIleHa YYTIUBICTh 0 aKTUBHOI PeYOBHUHHU ab0 00 6yIb-IKOr0o HEAaKTUBHOTO KOMIIOHEHTa
npemnapary.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

OuikyeThcs, 10 cyMicHa Teparmis 3 inribitopamu CYP3A, BK/II04aloyy IpemnapaTH, 10 MiCTATh
KoOimucTar, 30iMbIINTh PU3UK CUCTEMHUX MOOiYHUX edeKTiB. CyMiCHOT0 3aCTOCYBaHHS CJIifl YHUKATH,
SIKIIIO TiTbKU KOPUCTH He TIEPEBUIIYE IMiIBUIIEHOTO PU3UKY BUHUKHEHHS CUCTEMHUX IT06IYHUX
e(eKkTiB KOPTUKOCTEPOIiB, B TAKOMY BUITAIKY MAIli€HTIB MOTPiIOHO KOHTPOJIOBATH IIIO00 BUHUKHEHHS
CUCTEMHUX MMO0IiYHUX e(eKTiB KOPTUKOCTEPOIMTiB.

V kiHiuHOMY focmimxeHHi npenapat Hazornekc® 3aCTOCOBYBAJIA OJHOYACHO 3 HECEJATUBHUM
OpaJbHUM aHTUTiICTaMiHHUM MpemnapaToM (j1opaTaguH). PapMaKOKiHETUYHI ITapaMeTpu Ta
npodinst 6e3MeKu 3aNUIIUIUCS HE3MiHEHUMU Ot 000X IIperaparis.

Oco6.1ueocmi 3acmocyeaHHsi.

[Tpenapat He CIIif 3aCTOCOBYBaTH IIPU HAsIBHOCTI HEJTIKOBAHOI MicIeBOi iH(eKIIil i3 3any4yeHHIM y
IIPOIIEC CTM30BOI 0O60IOHKM HOCA.

Yepes Te, 110 KOPTUKOCTEPOIAX MalOTh e(DeKT MIPUTHIUEHHS 3arO€HHS PaH, NallieHTaM, SKUM
HeIoaBHO POOUIM OIepallilo Y HOCOBiH MOPOXKHUHI a00 y SKux OyIu TpaBMU, HE MOXKHA
3aCTOCOBYBATH Ha3aJIbHUN KOPTUKOCTEPOI[, ITOKK He BinOymeThCs 3aTr0EHHS.

IIpenapaT Ha3oHekc® CIIif 3aCTOCOBYBaTH 3 06€PekKHICTI0 a60 He 3aCTOCOBYBAaTH 30BCIM XBOPHM 3
aKTUBHOI0 a0 JTaTeHTHOIO TYOepKYIbO3HOI0 iH(DEKIIiEI pecripaTOpHOro TPaKTy, a TaKOXK IIPU
HeJliKoBaHil rpubKOBil, 6akTepianbHil, CHCTeMHil BipycHi iHdeKIil abo mpu indexii herpes
simplex 3 ypaxeHHAM 04eil.

4K i BmpomoBK OyOb-SIKOTO HOBrOTPUBAJIOTO JIiKyBaHHS, MallieHTaM, SIKi 3aCTOCOBYIOTD IIperapar
IIPOTSTOM KiJTbKOX MiCSIIIiB i IoBIIIe, HEOOXIMHO MePiogUYHO MMPOXOTUTH OTJISIH IIION0 BUSBIEHHS
MOXKJIMBUX 3MiH CIIM30BOI 000JI0HKHK HOCA. Y KITiIHIYHUX JOCTIAXKEHHIX Mmicns 12-Mica4HOTO0 NiKyBaHHS
npenapaToM Ha3oHekc” He BUHMKANO 03HaK aTpodii CIM30B0i 000JI0HKY HOCa; KPiM TOTO,
MOMeTa30HYy (Qypoar CIpusB HopMaJi3allii ricTomoriyHoi KapTUHYU CIM30BOi 000JIOHKHU HOCA.

Y pasi po3BUTKY JT0KaIbHOI I'PUOKOBOI iH(MEKIIl Hoca YK TTIOTKH MOXKe 3HagOoOUTHUCS IPUTUHEHHS
Teparil mpemapaToM a0 IPOBeNeHHs BiAIOBiIHOTO JIiKyBaHHS. [Tompa3HeHHS CTU30BOi 000IOHKH
HOCa i I'7IOTKH, 1110 36epiraeThCs MPOTITOM TPUBAJIOTO Yacy, TaKOXK MoxKe OyTH ITOKa3aHHSIM [0
IPUMIMHEHHS JTiKyBaHHS IIperapaToM.

Hewmae mokasiB mopo npurHiyeHHs (yHKIII1 rinoTagaMo-TinodizapHo-HagHUPKOBO3aJI03HO1 CUCTEMHU
TIpY TPUBAJIOMY JIiKyBaHHI mpenaparoM HasoHekc®. OmHAK € MOXKIIMBICTE TOTO, 1[0 TPUBAJIE
3aCTOCYBaHHS Ha3aJbHUAX KOPTHKOCTEPOIfiB (BKmoYaoun Ha3oHekc®) MOXe BIUIMHYTH Ha (QYHKILO
KOPHY HaJIHUPKOBUX 3aJ103 Ta CIPAYUHUTH TiEPKOPTULIM3M Y UYTIUBUX 00 KOPTUKOCTEPOIiB
TIAllieHTiB Ta y IEBHUX BUMAAKaX. 3a MallieHTaMH, SKi IepexonsaTh Ha JIiKyBaHHS IIpenapaToM



Hasonexc® mics TpuBasoi Teparii KOpTHKOCTepoifaMy CUCTEMHOI fil, IOTPiOHO yBakHO
CIIOCTEpIraTH, OCKIIbKY B HUX MOXKe BUHUKHYTH HEJOCTATHICTh (PYHKIII KOPU HafHUPKOBUX 3a/103.

Be3neuHicTs Ta eGeKTUBHICTL 3aCTOCYBaHHA MpenapaTy Ha3oHekc® mpw JIiKyBaHHI OMHOCTOPOHHIX
IIOJTiTIiB, MOJIMiB MOB’sI3aHUX 3 KicTO3HUM (pi6po3omM, abo MOoJIimiB, 1110 MOBICTIO TIEPEKPUBAIOTH HOCOBY
IIOPOXKHWHY, He BUBYAsaCh.

OOHOCTOPOHHI MOIiNW, 110 € HE3BUYHUMU Ta PiIKO BUHUKAIOTh, 0COOIMBO Y BUMAKy BUHUKHEHHS
BHPA30K YU KPOBOTEY, MAIOTh OYTH HOCHIIXKEHi HeTalbHilIe.

[TanieHTH, sIKi 32CTOCOBYIOTh KOPTUKOCTEPOIIN, TOTEHIIMHO MOXKYTh MaTH 3HUXKEHY IMyHHY
PEaKTHUBHICTB i iX He0OXimHO MmonepenkaTu MPo MiABUILIEHUH PU3UK 3apaXKeHHS IPU KOHTAKTI 3
XBOPUMU Ha [esKi iH(peKUi¥HI 3aXBOPI0BaHHA (HAllpUKIa[ BiTPsSHA BiCIla, Kip), @ TaKOXK IIPO
HeoOXiIHiCTh KOHCYJIbTalil JTikaps, SKIIO0 TaKWit KOHTAKT BigOyBcCs.

Besmneka Ta eheKTHBHICTh 3aCTOCYBaHHs IpemnapaTy HasoHekc” mpu IiKyBaHHI Ha3aJIbHUX IIOJIIIIB y
OiTey Ta MifAJiTKiB BiKOM [0 18 pOKiB He JOCiAXKyBaIuCH.

[Tig yac nepexopny Bif JMiKyBaHHS KOPTUKOCTEPOIAaMy CUCTEMHOI [il Ha JTiIKyBaHHS IIpernapaToM
Hasonekc® y mesKyux XBOPUX IOPS i3 MOJIermeHHsIM HOCOBAX CHMITOMIB MOXYTh BUHUKHYTH
CHMIITOMH BifMiHU KOPTUKOCTEPOIifiB. TakKUxX XBOpUX HEOOXiOHO CIielialbHO IIEPEKOHYBATH Y
OOLIIBHOCTI IIPOAOBKEHHS JIIKYBaHHS IIpernapaToM Hazonekc® .

3MiHa Tepamil MOXKe TaK0XK BHUSBUTH aJiepPriyHi 3aXBOPIOBaHHS, III0 PO3BUHYJIACS PaHille i
MacCKyBaJIACS Tepali€io KOPTHKOCTEPOIfaMy CUCTEMHOI mil.

3acToCyBaHHS BEJIMKUX 03 YU TPUBaJIE 3aCTOCYBAHHS IIIOKOKOPTUKOCTEPOIIB MOXKe CIPUYNHUTH
CHACTEMHI epeKTH, TaKi K NIPUTHIYeHHS POCTY y AiTei. [1oBroTpuBai epektu
iHTpaHa3aMbHUX/IHTANALIMHUX CTEPOIMIiB y AiTel He MOBHICTIO 3p03yMini. K mpaBuo, Jlikap Ma€e
yBayKHO CTEXKHUTHU 3a 3POCTOM AUTHHHY, II0 IPOTSATOM TPUBAJIOTO IIE€PiOfy OTPUMYE JTiKyBaHHS
ITIIOKOKOPTUKOCTEpOinaMu. Y MOCIigKeHHi cepen 49 miTel, sKi oTpuMyBanu Ha3oHekC® mpOTAroM
PoKy y mo3i 100 MKT Ha go0y, 3aTPUMKH POCTY HE CIIOCTEepiraaocs.

[Ticrs 3acToCyBaHHS iHTPaHa3aIbHUX KOPTUKOCTEPOIiB MOBIIOMJISIIN IIPO BUMIAAKY ITiABUALIEHOTO
BHYTPIIIIHEOOYHOT'O TUCKY.

[Tpu 3acToCyBaHHI KOPTUKOCTEPOIAIB CHCTEMHOI Ta MiCLIeBO1 fil (BK/II04Yal4y iHTpaHa3allbHe,
iHranALiiHe Ta BHYTPIIIHbOOUYHE BBEIEHHS) MOXKYTh BUHUKHYTH IIOPYIIEHHS 30pYy. AKIII0
BMHUKAIOTh TaKi CUMIITOMH, SIK HEUITKiCTh 30py abo iHIIIi mopyuieHHs 3 60Ky 30py, HalLli€HTy
ciip mpoiTy 00CTeXEeHHS y 0TaIbMOJIOTa A7 OLiHKY MOXKJIUBUX ITPUYUH TTOPYLIEHHS 30DY,
SKi MOXKYTh BKJIIOYaTH KaTapakTy, TlaykKoMy a0o TakKi pifiKiCHi 3aXBOpIOBaHHS, SIK
[[eHTpaJibHa CepO3Ha XOPiopeTiHOomaTis, PO 110 IOBIZOMIISANIOCS ITiCJIs 3aCTOCYBaHHS
KOPTUKOCTEPOIMIiB CUCTEMHOI Ta MiCIIeBOI fil.

TocTpu#t pUHOCUHYCHUT: CJIif] IIOTIEPEOUTH IallieHTiB PO HeoOXiMHICTh HEraHOT'0 3BePHEHHS [0
nikaps y pa3i BAHUKHEHHS 03HaK ab0 CUMIITOMIB TSKKOI OakTepianbHOi iHdeKii, TaKux K
IiABUINEHHS TEMIIePaTypHU Tijla, CUIbHUMN OgHOGIYHMI Oinb y minguili o0nuyys abo 3yOHuM 0inb,
opbiTanbHa abo nepiopbiTambHa IPUMYXITiCTh/HAOPSK, a00 MOTipIIeHHs CTaHy ITiCJs I0YaTKOBOI'O
MTOKpAallleHHS.

BesneyHicTh Ta e(eKTUBHICTL 3aCTOCYBaHHS mpenapary HasoHekc® MpH JIiKyBaHHI CAMIITOMIB
PUHOCUHYCUTY V AiTed BiKOM [0 12 pOKiB He BUBYAJIaCh.



3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHsA 2pyodoto.

IloBemeHo, I0 CUCTEeMHi ([JI1s MiAMIKipHOTO BBEIEHHS) KOPTUKOCTEPOIoU MalOTh TePaTOTreHHUM eeKT
y TBapuH. KiiHiyHUX gOCTigKeHb cepefl BariTHUX a00 XKiHOK, SKi TOAYIOTh TPYAAI0, HE TPOBOOUIIN.

[TpemapaTy KOPTUKOCTEPOI/IiB He CIIifl 3aCTOCOBYBAaTH BariTHUM abo XKiHKaM, fKi rOfyI0Th TPYALIO,
SKIIO IIe He € abCOoJII0THO HeoOXimHUM.

30amHicmb 8niueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

HesBigomo.

Cnoci6 3acmocyeaHHsi ma do3u.

[Tepen moyaTKOM BUKOPHCTAHHS HOBOTO (pylaKOHA IpemnapaTy CJIifi TPOBECTH MOT0 KanibpyBaHHS.
KaniOpyBaHHS 37iCHIOETHCS UINAXOM MpuOIu3HOo 10 HAaTUCKaHb HO3YI0YOT0 MIPUCTPOIO, IIPHU I[LOMY
BCTAHOBJTIOETHCS CTEPEOTHUITHA TTOfaYa JIiKapChKOi PeYOBUHH, MIPH SIKiM 3 KOXKHUM HaTUCKAHHSIM
BigOyBaeThcs BUKUA npudnu3no 100 mMr cycnewnsii, mo mictuTth 50 MKT MomeTa30HY (1 mosa). Akio
Ha3aJIbHUY CIIped He BUKOPUCTOBYBATH mpoTaroM 14 nuiB abo moBiIe, mepeq HaCTYTHUM
3aCTOCYyBaHHSIM HeoOXifHe MOBTOPHE «BUIIPUCKYBAHHS» IIIISTXOM 2 HAaTUCKaHb, IOKK He Oyme
CIlocTepiraTtucs mOoBHa ofada. He mpokonmoBaTy HacagKy nepeq Mo4aTKoM 3aCTOCYBaHHS.

[Tepen KOXKHUM 3aCTOCYBaHHSIM CIIi[] EHEPTiMHO CTPYIIyBaTH (PIIaKoH.

fKkmo Hacagka 3a0unacs, MOTPiOHO 3HSATH ITACTUKOBHUYM KOBITAYOK, 00epeKHO HAaTUCKYIOUH Ha Oine
Kifiblle, JIETKO 3HSATHU HACAMKY i MPOMUTH ii TEIJI0 IPOTOYHOIO BOLO0, BUCYIIUTH Ta BCTAHOBUTH Ha
nonepenHe Miciie. He HaMaraTucsi MPOYHCTHTH HAaCAJAKYy T'OJIKOI0 af0 iHIIHM rocTpuM
nmpeaMeToM, OCKi/IBKH TaKi il MOmKoasAThL I03aTop.

PeryjsipHe OYHIIIeHHsI HAaCaJKH € NyXKe BaXX/JIMBHUM.
[Tepen KOXHUM 3aCTOCYBAHHSIM CJIij] PETEIbHO OUMCTUTH HiC Bif CIM3y.

JIiKyBaHHsA ce30HHO020 abo UinopiuHO20 asepaiuyHo20 puHimy: mopocnum (y TOMY YUCIT
JIITHBOTO BiKY) i AiTAM BikOM Bifi 12 pokiB peKOMeH0BaHa Ipo(dilaKTUYHa i TepaneBTUYHA
[03a IpenapaTy CTAHOBUTH 2 BIOPCKyBaHHA (1o 50 MKT KOXKHe) y KOXKHY Hi3gpio 1 pa3 Ha
no0y (3aranbHa mo6oBa no3a - 200 MKr). ITicia mocSTrHeHHS JTiKyBaabHOTO eheKTy A
NiATPUMYIOYO]l Tepallii AoLiTbHe 3MEeHIIeHHS 103U [0 1 BIOPCKyBaHHS y KOXKHY Hi3gpio 1
pa3 Ha moby (3aranbHa Ho6oBa mo3a - 100 MKT).

fAkmo nocnabneHHs CUMITOMIB 3aXBOPIOBAHHS HE BAAETHCS AOCATTH 3aCTOCYBaHHIM
npernapaTy y pEKOMeHMIOBaHill TepaneBTUYHIX H03i, OOOBYy [03y MOXHa 30iNbLUIUTH OO
MaKCHMabHOl: 10 4 BIIOPCKYBaHHSA Y KOXKHY Hi3apio 1 pa3 Ha moOy (3aranbHa fo60Ba f03a -
400 mxr). [Ticms mocmabieHHs CHMIITOMIB 3aXBOPIOBAHHS PEKOMEHIYETHCS 3HUKEHHS NO3U.



[IpemapaT nIpoaeMOHCTPYBaB KJIiHIYHO 3HAYYIIHUM II0YATOK Ail MpoTsaroM 12 roguH micns
IIEPIIOro 3aCTOCYBaHHS Y YaCTUHU MAI[l€HTIB i3 CE30HHUM ajiepriyHuM puHiToM. OpgHaK
IIOBHY KOPUCTH Bif JIIKyBaHHS HE MOXHa OTpUMaTH y nepii 48 roguH, TOMy MalieHTy
HeoOXigHO MPOJOBXKYBaTH PETYISAPHE 3aCTOCYBaHHS [JIS NOCATHEHHS IIOBHOTO
TEePamneBTUYHOTO eQEeKTY.

Ina miterd BikoM 2-11 pokKiB peKOMeHJOBaHa TepamneBTUYHA [03a CTAHOBUTH 1
BIIOPCKYyBaHHS (50 MKT) y KOXKHY Hi3apio 1 pa3 Ha mo0y (3aranpHa mo6oBa mo3a - 100 MKT).

HonomisxcHe niKysaHHs 20cmpux enizodie cuHycumia. [OPOCIUM (Y TOMY YHCIIi JITHBOTO BIKY) i
OiTsIM BIKOM Bif 12 pOKiB peKOMeH[0BaHa TepaleBTUYHa 1032 CTAHOBUTH 2 BIIOPCKYBaHHS
(mo 50 MKT) y KOXHY Hi3fpIio 2 pa3u Ha f00y (3aranbHa moboBa fo3a - 400 MKT).

Ao mocnabieHHs CUMIITOMIB 3aXBOPIOBAHHS He BOAETHCS NOCSATTH 3aCTOCYBAHHSIM IIpenapaTy B
PEKOMeHJ0BaHil TepaneBTUYHIN 103i, H0O0BY 103y MOXKHa 30iMbIINUTH [0 4 BIOPCKYBaHb ¥ KOXKHY
Hi3apio 2 pa3u Ha mo0y (3aranmbHa Ho6oBa go3a - 800 Mkr). ITicns mocnabneHHS CUMIITOMIB
3aXBOPIOBaAHHS PEKOMEHOYEThCS 3HUKEHHS A03M.

I'ocmputi puHocuHycum. [JopocnauM i OiTaM BiKOM Bif 12 pokiB peKOMeH[I0OBaHa TepaleBTHYHA 403a
CTaHOBUTH 2 BIOPCKyBaHHS (110 50 MKT) y KOXHY Hi3fpio 2 pa3u Ha mo0y (3aranabHa mo0OBa Jo3a -
400 MKT).

HasanvHi noainu. [114 maiieHTiB BikoM Bif 18 pokiB (y TOMy YHCIIi JIITHBOTO BiKYy) peKOMEH0BaHa
I03a CTAHOBUTH 2 BIOPCKYBaHHS (110 50 MKT) y KOXHY Hi3gpio 2 pa3u Ha go0y (3arajiibHa mo6oBa f03a
- 400 mxr). [1icng gOCATHEHHS KITiIHIYHOTO e(peKTy PEKOMEHI0BaHO 3MEHIIIUTH J03Y OO 2
BIIOPCKYBaHb y KOKHY Hi3apio 1 pa3 Ha o6y (3aranbHa mo6oBa gosa - 200 MKT).

Himu.

[Tpu npoBepeHHi male60-KOHTPOIbOBAHUX KITIHIYHUX [OCHIIXKEHD y [iTeH, IKUM IIpernapar
Hazonexc® 3acToCoByBanu y g060Bii 103i 100 MKT IPOTATOM POKY, 3aTPUMKH POCTY He
Big3Ha4asocsd.

He pocnipxysanucsa 6e3neka Ta eGeKTUBHICTL npenapaTy HazoHekc® mpu miKyBaHHI Ha3albHUX

IIOJIIMIB y [iTeH Ta MifJIiTKiB BiKOM [0 18 pOKiB, CUMIITOMIB PUHOCUHYCUTY - Y HiTeH BiKoM f0 12
POKiB, Ce30HHOT0 ab0 IiJIOPiYHOr0 anepriyHOro PUHITY - ¥ AiTel BiKOM [0 2 POKiB.

Ilepedo3yeanHsi.
ManoiMOBipHO, 1110 ITepeno3yBaHHs Oyae moTpeOdyBaTH iHINOI Teparlii, OKpiM CIIoCTepekKeHHS.

Iuransuis abo nepopaibHe BBeleHHSA HagMipHUX 003 KOPTUKOCTEPOIMiB MOXKe ITPU3BECTH [0
TpUTHIYeHHS QYHKIII FimoTanraMo-TinogizapHo-HagHHPKOBO3aJI03HO1 CUCTEMH.

ITo6iuni peakuii.



IToB’s3aHi 3 iKyBaHHAM mpenapaToM Hasonekc® mobiuHi peakuii, SKi cocTepiraauch y KIiHIiYHEX
OOCIIXKEeHHSX Y MalliEHTiB 3 allepriyHuM PUHiTOM, HaBefeHi B TaOmuri 1.

Ta6muis 1: [Tos’s3aHi 3 TikyBaHHAM npenapaToM Hazonekc® mo6iuHi peakiii y maieHTis 3
QJIepPriYHUM PUHITOM

nyxe 4gacto (= 1/10), vacto (= 1/100, < 1/10), sHewacto (= 1/1000, <1/100), pigko (= 1/10000,
<1/1000), myxe pigko (<1/10000)

3 00Ky [uXaJbHOI CHCTEMH, OPTaHiB I'PYAHOI KIIITKY i CepefoCTiHHS:

JacTo: HocoBa KpoBoTeua, (hapuHTiT, BiUyTTA MeYiHHA y HOCI, BifYyTTS NOApa3HEeHHs Y HOCI,
BUPA3KM B HOCI

3arasibHi IOPYIIEeHHS Ta NOPYIIEHHs Y MICIli BBEJleHHS

Yacto:  [TonmoBHwmii 6inb

HocoBi KpoBOTEUi MPUNUHSANKUCSI CaMOCTiMHO i OyM IOMipHUMY, BUHUKAJX OEII0 YacTillle, HiXK Mpu
3acTocyBaHHi nanebo (5 %), ane piflie, HiXK IpU 3aCTOCYBaHHI iHIIKUX iHTPaHa3aIbHUX
KOPTUKOCTEPOI[IB, 110 AOCIIIXKYBaIUCS Ta 3aCTOCOBYBAIUCS SIK aKTUBHUM KOHTPOJB (Y OESIKUX i3 HUX
YacTOTa BUHMKHEHHS HOCOBUX KPOBOTeY CTaHOBUJA [0 15 %). YacToTa BUHUKHEHHS iHIINX
HeOaxkaHUX SIBUII Oysia MOPiBHIOBAHOIO 3 YACTOTOI0 BUHMKHEHHS IPU 3aCTOCYBaHHi I1aie6o.

Y miTelt yacToTa po3BUTKY HeOaxkKaHUX SBUIL OyJia MOPiBHIOBaHA 3 TAKOIO IIPH 3aCTOCYBaHHI Iyaebo,
HAIIPUKJIa[, HOCOBi KpoBoTedi (6 %), romoBHuM 6inb (3 %), BimuyTTsd mogpa3HeHHs Y Hoci (2 %) i
uyxaHHI (2 %),

Y narfieHTiB i3 Ha3aIbHUMHU IOJIIAMH 3arajabHa KiTbKicTh HeOaXKaHUX SBUII IOPiBHIOBAIACS 3 TAKOIO
IIpY 3aCTOCyBaHHI mane6o Ta nopibHa /10 KiTbKOCTI, 1[0 CIIOCTepiranacs y MallieHTiB 3 aJleprivHuM
PUHITOM.

IToB’a3aHi 3 niKyBaHHAM mpenapaToM Hasonekc® mobiuHi peakiii, aKi cocTepiranuck y KIiHIiYHEX
mocrimKeHHX y 6inbin HiXk 1 % maiiienTiB, HaBeneHi B Tabmuti 2.

Ta6muia 2: [ToB’g3aHi 3 nikyBaHHAM npenapaToM Hazonekc® mo6iuHi peakiii y mamieHTiB 3
Ha3aJIbHUMH IOJIiaMu

nyxe dacto (= 1/10), gacto (= 1/100, < 1/10), meuyacto (= 1/1000, <1/100), pigko (= 1/10000,
<1/1000), myxe pigko (<1/10000)

200 Mxr 1 pa3 Ha 706y [200 Mkr 2 pasu Ha moby

3 00Ky muXaJbHOI CHCTEMH, OPTaHiB I'PYMHOI KJITKY i CepemoCTiHHS:

BepxHi JUXaJIbHI MIIIXU

[H}eKIil 4acTo HEeYacTo
HocoBi KkpoBoTedi JacTo nyXke 4acTo
3 6oky HIKT

TTompa3HeHHs Topya | [zacTo
3arasibHi NOPYIIEHHS Ta MOPYIIEHHs Y MiCLli BBeIeHHS

TonoBHUI 6iNb [zacTo [zacTo

[Ticns iHTpaHa3aIBHOTO 3aCTOCYBaHHS MOMETa30HYy (PypoaTy iHOAI MOXKYTh CIIOCTEPITaTUCS peakIlil
rinep4yTIMBOCTI, BKIII0Yaouu OpPOHXOCHIa3M Ta guchHoe. [lyxKe pigKo IOBimOMIISAIN PO
aHaGinakTHYHY pPeakililo, aHTiOHEBPOTUYHUY HaOpsSK a0 MOpYyIIeHHs HIOXY Ta CMaKy.

Y marnieHTiB i3 rOCTPUM PUHOCUHYCHUTOM 3arajibHa KilbKiCTh HeGaXKaHUX SBUII TOPiBHIOBAIACS 3
TAKOI0 IIPU 3aCTOCYBaHHi myane6o Ta mofidHa g0 KimbKOCTI, IO CIIoCTepiranacs y NallieHTiB 3



iHmuMy noka3aHHIMU. [10B’s13aHi 3 TiKyBaHHSAM MOOiIUHI peakilil, SIKi CIIOCTEPIranuch y KITiHIYHUX
IOCTimKeHHSX V OinbIn HiX 2 % mallienTiB, HaBedeHi B Tabmuti 3.

Ta6nuisa 3: [ToB’st3aHi 3 TiKyBaHHAM npenapaToM Hazonekc® mo6iuHi peakiii y maieHTis 3
rOCTPUM PUHOCUHYCUTOM

myxke dacto (= 1/10), gvacto (= 1/100, < 1/10), mHeuyacTo (= 1/1000, <1/100), pigko (= 1/10000,
<1/1000), myxe pigko (<1/10000)

200 Mkr 1 pa3 Ha 00y [200 Mxkr 2 pasu Ha moby

3 00Ky JMXalbHOI CHCTEMH, OpTaHiB I'PYAHOI KIIITKHY i CepefoCTiHHS:

BepxHi qUXanbHI MUIIXU

HocoBi KpoBoTei [aacto [zacto
3 6oky [IKT

Bi/1b y KUBOTI 4acTo 4acTo
[liapes 4acTo 4acTo
Hynota 4acTo 4acTo
3arasibHi DOPYUIEHHS Ta NOPYUIEHHS V MiCIli BBeIeHHS

TonoBHUI 6iNb [gacTo [zacTo

Hattuacrima mo6iyHa peakiiisi, HOCOBa KPOBOTeYa, BUHKWKaa MPUOIM3HO 3 OQHAKOBOIO YaCTOTOIO Y
rpymi nnane6o (2,6 %) Ta rpyni npenapaty Hazorekc® (2,9 % Ta 3,7 % BifHoOBigHO).

MoxnBe BUHUKHEHHS CUCTEMHUX e(deKTiB Ha3aTbHUX KOPTUKOCTEPOITiB, 0COOIHBO IIpU
3aCTOCYBaHHI BEJIMKUX 03 IPOTITOM TPHUBAJIOTO IIepiony.

[ToBimOMIIAIOCS PO BUNIAAKY I'JIaYKOMU/IIBUINIEHHS BHYTPIIIHEOOYHOTO TUCKY IIPU
3aCTOCYBaHHi iHTpaHa3aIbHUX KOPTUKOCTEPOITIB.

[ToBimOMIISAATIOCS IIPO HEYITKICTH 30DYy.

Tepmin npudamuocmi. 3 POKH.

YMmoBH 30epiranssi.

30epiraTu nmpu TemrepaTypi He Buite 25 °C y HEHOCTYITHOMY A7 miTed Micii. He 3aMmopoxyBatu.

VYnaxoBka.

[To 18 r (140 mo3) cycmeHsii y mosieTueH0BOMY (JIaKOHi 3 [03yI0YMM HAaCOCOM-PO3IMUITIOBAYEM,
3aKpuUTHUM KoBnaykoM. I1o 1 ¢pnakoHy y KapTOHHIN KOpOOIIi.

Kareropis Bigmycky. 3a penenTtom.

BupoOHHUK.




Opranon XeticT 68, Benpris/Organon Heist bv, Belgium.

Micue3HaxoKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.

Iapgyctpienapk 30, 2220, Xeucrt-on-gen-bepr, Benbris/Industriepark 30, 2220, Heist-op-den-
Berg, Belgium.



