IHCTPYKUIA

JJIS1 MEIUYHOI0 32CTOCYBAHHA JIKAPCHKOIo0 3ac00y

BEKJIO®OPT™ EBOXAJIEP™

(BECLOFORTE™ EVOHALER™)
Cknao:
ditoua peuouHa: OEKIOMETa30Hy JUIPOIIOHAT;
1 no3a mpemnapaty MiCTUTh O€KJIOMETa30Hy aumnpornioHaty 250 Mkr;
OdonomidicHi peuogunu: HFA-134a, eraHon 0e3BOIHUH, TITIIIEpUH.
Jlikapcbka ¢gopma. Aepo3ob Uis iHTasIsMiN, 1030BaHUH.
OcnosHi ¢hizuxo-ximiyni enacmugocmi: IPoO30puil Ta 6e30apBHUIA POZUHH.
®apmakoTepaneBTHYHa rpyna. l[lpenapatu 11 JiKyBaHHS OOCTPYKTUBHHUX
3aXBOPIOBAaHb  JTUXAJIbHHUX  LUIAXiB, IO  3aCTOCOBYIOThCS  IHTAJALIMHO.
I'mrokoKoOpTUKOIAN.
Kox ATX R0O3B AO01.
Dapmakonoziuni eracmusocmi.
Dapmakoounamixa.
beknoMeTrazoHy IMOpOMiOHaT — MOMNEPEJAHUK AKTUBHOI PEYOBMHHU 31 CIIAOKOIO
CTIOPITHEHICTIO 3 TJIIOKOKOPTUKOIAHMMHU penentopamMu. BiH rigpomnizyerbes
ecrepasaMM 3  YTBOPEHHSIM aKTHBHOTO  MeTalomiTy Oekiomera3oHy-17-
MOHOIPOIIOHATY, SKMI Ma€ BUCOKY MICIIEBY MPOTU3ANAIbHY aKTUBHICTb.
Dapmaxoxinemuxka.
IIpu  iHramAmiiHOMy  3acTOCyBaHHI  cUcTeMHa  abcopOuist  HE3MIHEHOTro
OeKJIOMeTa30Hy JAMIIPOIIOHATY BiOYBa€TbCcs uepe3 JiereHi 3 HE3HAYHOIo
nepopanbHO0 abcopOIiero 103M, 110 MOTpanwia y TpaBHUil TpakT. o abcopOii
Bi/I0YBAa€ThCS IHTEHCHBHE MEPETBOPEHHS OCKIOMETA30HY AMIPOIIOHATY y HOro
aKTUBHMIA MeTabomiT OexsiomerazoHy-17-MmoHonpomioHar. CuctemHa abcopOuis
OeksoMeTa3oHy-17-MOHONpPOMNIOHATY CKJIagaeTbess 3 abcopOuii y JereHsx 1y
TpaBHOMY TpakTi. AGcomoTHa G10AOCTYIHICTD MPH IHTATALINHOMY 3aCTOCYBaHHI
CTaHOBUTHb mpubmmzno 60 % yBeneHoi n03u Ui OeksomeTa3ony-17-
MOHOIPOITIOHATY.
beknoMeTa3zoHy TUIPOMIOHAT AyXKe IBUIKO BUBOJUTHCS 3 CHCTEMHOI'O KPOBOOOIry
HUIIXOM MeTaloJi3My 3 ywacTio ecrepa3. ['oloBHMI MNpPOIYKT MeTabomizMy —
aKTUBHHI OEKJIIOMETa30HY-17-MOHONPOMiOHAT.
O06’em po3nojiny 6eKIOMETa30Hy JUNpPOIioHaTy Yy (asi miato nomipuuit (20 ),
npoTe y OekjoMeTa3oHy-17-MoHONpoIioHaTy BiH Outblmid (424 ). 3B’43yBaHHS 3
OlTKaMU M1a3MH KpoBi oMipHO Bucoke (87 %).
beknomerazoHy aumpomioHaT Ta OEKJIIOMETa30HY-17-MOHONPOMIOHAT MAalOTh
BUCOKM minazmoBuid kiipeHc (150 ta 120 n/roguny), mepiofu HamiBBUBEICHHS
cranoByATe 0,5 romunu Tta 2,7 roxuuu. [Ipubmmzno 60 % npo3um npenapaty
BUBOJIUTHCS 3 KajoM, 12 % — i3 ceuero y BUIJISAI BUIBHUX Ta KOH IOTOBAHUX
noJisipHUX MeTabouitiB. HupkoBuil KinipeHc 0eKI0MeTa30Hy TUIPOIIOHATY Ta HOTo
MeTa0oITIB HE3HAYHHH.
KuiniuHi XapakTepucTHKH.
Ilokazannsa.



JlikyBaHHSI aCTMHU TSDKKOTO CTYNEHS y JOPOCIIHX, @ TAKOX JIIKYBaHHS XBOPHX, SIKi
noTpeOyIoTh 3aCTOCYBaHHS CHUCTEMHHX CTEpOiJiB JJs aJeKBATHOIO KOHTPOJIIO
CHUMIITOMIB OpOHX1aJIbHOT aCTMH.

IIpomunokaszanna.

l'inepuyTauBicTh 10 OyAb-IKOr0 KOMIOHEHTA Mpernapary.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€MO0iil.
bexnomerazon MeHm 3anexxHuid Bim Mertabomizmy CYP3A, HiX aeski iHmI
KOPTUKOCTEPOiH, 1 3arajoM B3aeMOAil MaJOHMOBIpHI; OJHAK iICHY€ MOXXIIHUBICTb
BUHUKHEHHS CHCTEMHHMX HeOaXXaHWX SBHUII MPH OJHOYACHOMY 3aCTOCYBaHHI
cunpHUX 1HT10ITOpiB CYP3A (Hanpukian puToHaBipy, KoOimucrary). Y Takux
BUIIAJKaX CIiJ] MPOBOJUTH BIAMOBITHUI MOHITOPUHT Malli€HTIB.

beknodopt EBoxanep MicTUTB J1y’ke HE3HAUHY KUIBKICTh €TaHOITY, TOMY TEOPETHYHO
y TAIi€HTIB 13 MiJBUIICHOI YYTJIHBICTIO MOXIIMBA B3a€MOJIsI IPH OJHOYACHOMY
npuiiomi 3 qucynbdipamoM abo METPOHIIa30JI0M.

Ocoobueocmi 3acmocyeanns.

JlikyBaHHs1 OpOHXiaJIbHOI aCTMHU CIIiJ TPOBOJAUTH 3T1HO 3 PEKOMEHJAIISIMU 11010
JmiKyBaHHS OpOHXiaqbHOI acTMH, CTaH TMAalli€eHTa HEOOXITHO PEeryJsIpHO
KOHTPOJIIOBATH SK KIIHIYHO, TaK 1 LUIAXOM BU3HAUYEHHS IOKA3HUKIB (YHKIIII
30BHIIIHBOTO JTUXAHHS.

301IBIIEHHS] YaCTOTH 3aCTOCYBaHHS KOPOTKOJMIIOUMX IHTASIINHHUX [3-aroHICTIB

CHTHAJII3Y€E TPO MOCTYIOBY BTPATy KOHTPOJIO 332 aCTMOK0. Y IIMX YMOBAax TEpaIliio
notpiOHO mepersiHyTH. PantoBe Ta nmporpecyroye NOripuIeHHsT KOHTPOIIO aCTMH €
MOTCHIIIHHO KUTTEBOHEOE3MEYHUM CTAaHOM, TOMY CIiJi 30LIbIIyBaTH 103y
KOPTHKOCTEPOiiB. Y TAIli€HTIB, SKI HAIeXaTh A0 TPYNH PH3UKY, MOTPIOHO
MIPOBOJIUTH MiK(pIOyMeTpito.

beknodopt EBoxanep npusHaueHuid He AJIsi KYIipyBaHHsS TOCTPUX HArajiB acTMH,
a JUTsl JOBrOTPUBAJIOT0 PO ITaKTUIHOTO JIIKYBaHHS. J[JIs MONETIICHHS CTaHy TpU
TOCTPUX aCTMAaTHYHUX HAIaJax CIiJl 3aCTOCOBYBATH IIBUIKO- Ta KOPOTKOIOYi
IHTaIsMiiHI OPOHXOAMIATATOPH.

HeoOxigHO MpaBUIBHO KOPUCTYBATUCS IHTAISITOPOM JUISL TOTO, 100 3a0e3meunTr
MOTPAIUISTHHS MIpenapary y OpoHXH.

HenocraTHs BiANOBiAb Ha JTiKyBaHHS a00 TSDKKE 3arOCTPEHHS aCTMHU MOTPEOYIOThH
30inbIIeHHS 103U Tipernapaty beknodopt EBoxanep ta, akiio HeoOXiaHO, TPpUHOMY
CHCTEMHHX CTEPOi/iB Ta/ab0 aHTHOIOTHKIB IPU HASIBHOCTI 1H(DEKIIi.

[Tpu 3acTocyBaHHI IHTATSAIHHIX KOPTUKOCTEPOIiB, OCOOIMBO Y BUCOKUX J103aX Ta
MPOTSITOM TPUBAJIOTO YaCy, MO’KE€ BHHUKHYTH CUCTEMHA JTis1, aJIe 3HAYHO MEHIIIA, HIXkK
IpU TPU3HAYCHHI TepopalbHUX CTepoifiB. CHCTEMHA Misi MOXKE TMPOSBISTHCS
cuaapoMoM KymmHra, KymMHroiTHUMH O3HAKaMH, NMPUTHIYEHHSM HaTHUPKOBUX
3aJ103, 3aTPUMKOIO POCTY y JITEH Ta IMiUTITKIB, 3MEHIIICHHSIM MiHepati3allii KiCTOK,
KaTapakTOl0 Ta TIJIAayKOMOIO, a TakKoX piame — psaaoM (i3ionoriyHux Ta
MOBEIIHKOBUX  €(eKTiB, BKIIOYAIOYM IICUXOMOTOPHY  TileppEeaKTUBHICTb,
MOPYIICHHST CHY, HECTOKii, aempecito abo arpecito (ocobmuBo y miteit). Tomy
BAXJIMBO, 100 1032 IHTANALIMHMX KOPTUKOCTEPOigiB Oyja 3MEHIIeHA [0
MiHIMaJIbHOI MOXJIMBOi, siKa O miATpUMYBana e(QEeKTUBHUNH KOHTPOJb 3a
CHUMIITOMaMH acTMU (IuB. po3aii «I1o6iuHi peakiii).

PexoMeHIy€eThCSl pEryNsipHO TEpEeBIpATH PICT AiTeH, SKI OTPUMYIOTH TpUBaje
JKYBaHHS IHTASIHHAMU KOPTUKOCTEPOiNaMHu.

IcHye iHaMBiAyanbHA MiJBUILEHA YYTIUBICTh A0 IHTAIALIHHUX KOPTHKOCTEPOIIIB.



VY 3B’43Ky 3 MOXJIUBICTIO MPUTHIYEHHS (PYHKIIIT HAJTHUPKOBUX 3aJI03 NE€PEBEICHHS
MAIIEHTIB 13 TMepopalibHUX KOpTUKOCTepoiniB Ha beknodopr EBoxanep motpedye
0c00JIMBOI YBaru i HOCTIHHOTO KOHTPOJIO 3a (DYHKI[I€I0 HAAHUPKOBUX 3aJ103.
ITponiec mepexony Ha bexnodopr EBoxanep Ta NpUIMHEHHS CHUCTEMHOI Tepamii
MaloTh OYTH MOCTYNOBUMH, 1 NAIIEHT Ma€ OyTH MOIMEPEHKEHUM PO HEOOX1IHICTh
J0JIATKOBOT'O BBEJICHHSI CUCTEMHOTO CTEPOIAy Y CTPECOBUI MepioJl, HAPUKIIAM MPH
TSOKKOMY AaCTMAaTHYHOMY Hamajl, TOKKUX I1HTEPKYPEHTHHUX 3aXBOPIOBAHHSIX,
XIpypriyHuX BTpyYaHHsIX, TpaBMax.

AHAaJOTiYHO, 3aMiHa CHCTEMHOI CTepoinHOi Tepamii Ha IHTaNALiHY 1HKOJIN MOXKe
JIeMacKyBaTH aJlepriyHi 3aXBOPIOBaHHS, TakKi SIK aJepriuHuil puHIT abo ex3ema,
paHillie KOHTPOJbOBAaHI CUCTEMHHMM IpHuiiomMoM crepoiniB. Lli anepriuni mposiBu
noTpiOHO JIIKYBaTH aHTUTICTAMiHHUMHU 3ac00aMu Ta/abo TOMIYHUMU IpernapaTtami,
y TOMY YHUCJIi 1 TONIYHUMH CTEPOIAaMU.

JlikyBanns npenapatoM beknodopt EBoxanep He MPUITUHATH PanToBO.

SIk 1 mpu NiKyBaHHI IHIIMMHU 1HTQSIIMHUMU KOPTHKOCTEPOiNaMH, 3 OCOOJIMBOIO
obepexHicTio beknodopr EBoxamep cimipg mpu3HauaTH XBOPUM 3 AaKTUBHUM Ta
JATEeHTHUM TyOEpKYJIb030M JIETEHIB.

SIK 1 mpH JIKYBaHHI 1HIIMMU IHTAJALIMHUMEU [pernapataMy, MOXIUBUI PO3BUTOK
napazoKcalbHOTO OpOHXOCMa3My 31 IMIBUAKO 3POCTAIOUOI0 3aJUIIKOI IICHI
iHTanAMii. Y TakoMy pasi cliJi HeraitHO 3aCTOCOBYBATH MIBUAKOJIIIOU1 1HTASAIINAHI
OpOHXOAMIATATOPH, iHramsamito npenapaty beknmodopr EBoxanep oapasy
NPUIIMHUTH, TIPOBOAUTH OOCTEKEHHS NallieHTa Ta MPHU HEOOXITHOCTI MpU3HAYaTH
aJIbTEpPHATHBHY TEPaIlilo.

Ilopywenns 30py

[TopymieHHs 30py MOXJIMBE TIpM CHUCTEMHOMY 1 MICHEBOMY 3acTOCYBaHHI
KOPTUKOCTEPOiiB. SIKIIO MaIlieHT Ma€ Taki CAMIITOMH, SIK IOPYIIEHHS YiTKOCTI 30py
a0 1HII MOPYILIEHHS 30py, HOro BapTO HANpaBUTH A0 O(pTaIbMOJIOra JUI OLIHKU
MO>KJIMBUX TMPUYHMH, SIKI MOXKYTh BKIIIOYAaTH KaTapakTy, r1aykoMy a0o Taki piaKicHi
XBOpPOOM, K IIEHTpajbHa CEpPO3HAa XOPIOPETUHOMATIS, NMPO BHHUKHEHHS SKHUX
MOB1IOMJISIIOCS MICHsI 3aCTOCYBAHHSI CUCTEMHUX 1 MICIIEBUX KOPTHKOCTEPOi/IiB.
XBopuUX HEOOX1IHO MOTEPEIUTH, 10 PenapaT MiCTUTh HEBENTUKY KUIbKICTh €TaHOITY
Ta [ILEpUHy. Y TEpaneBTUYHUX [03aX KUIBKICTh €TaHOJy Ta IIILEPUHY €
Ha/I3BMYAtHO MaJIol0 1 HE CTAHOBUTH PU3UKY JUIS MAIIEHTIB.

3acmocysanns y nepiod eazimuocmi ado 200y8anus 2pyoon.

BaritHicTbh

IcHye HenmocTaTHBO J10Ka3iB MIOAO OE3MEeKH 3acTOCYBaHHS OEKJIOMEeTa30Hy
aunporionary abo npomnenenty HFA-134a BariTHuUM kiHKaM. Y penpoayKTHUBHUX
JOCHIJUKEHHSAX Ha TBapuWHaX 13 3aCTOCYBaHHSIM OCEKIOMETa30HY IHUIPOIIOHATY
noOivHI peakxiii, BIaCTUBI MOTY>KHUM KOPTHUKOCTEPOiZaM, CIIOCTEPIraJIuCh TIIbKH
IpU BHUCOKHX PIBHAX CHUCTEMHOrO BIUIMBY; TMpsiMeé BAMXaHHA 3ale3medye
MiHIMaJIbHUI CUCTEMHUH BILTUB.

Hocnipkennss BBy mnponeneHty HFA-134a nHa penpoaykTuBHY (QYyHKIIO 1
BHYTPIIIHBOYTPOOHUI PO3BUTOK y TBAapHMH HE BHSBWIM KIIHIYHO 3HAYYIIUX
MOOIYHUX pPeaKIliil.

Konmna 3 KiIIHIYHO 3HAYyIIMX TNOOIYHMX peakuid He Oyja moB’sA3aHa 13
3actocyBaHHAM mpornenenty HFA-134a. Takum 4MHOM, BUHUKHEHHS OyAb-SKHX
noOIYHMX peakwi y moauHu ManoiMoBipHe. [Ipuifom mnpemapartiB mif yac




BariTHOCTI CJi/1 pO3TIISAATH JTUIIIE TO/1, KOJIU OYiKyBaHa KOPUCTH I MaTepi OubIa,
HIK OY/Ib-SIKMI MOKJIMBUNA PU3MK JUIS TUIOAA.

['oxyBaHHS rpyaIio

JlocnipKeHHS 00 BUIUIEHHsS! OEKJIOMETa30Hy AMIIPOIIIOHATY B MOJIOKO y TBapHH
HE TMPOBOAWIMCH. JIOWIIBHO NPUMYCTUTH, M0 OEKIOMETa30HYy JAWUIPOMiOHAT
eKCKPETY€ETHCSI B MOJIOKO, aJie MIPU JJ03YBaHHI, 1[0 BUKOPUCTOBYETHCS JUISI IPSIMOTO
BIMXAHHs, ICHy€ HMU3bKHM MOTEHLIan s 3HAYHUX PIBHIB y T'PYJHOMY MOJIOILI.
beknoMeTra3zoHy IUMOpOMIOHAT CIIiJ 3aCTOCOBYBATH Iii 4ac TOAYBaHHS TPy,
TIIBKM ~ SKIIO OYiKyBaHa KOPUCTb JJIsI MaTepl MEpeBHILYE€ PpHU3UK I
HOBOHAPOKEHOT0/HEMOBIISATH.

30amuicmbs  énniueamu  Ha  WEUOKICMb  peakuyii  npu  KepyeamHi
A6MOMPAHCROPMOM A0O0 THUIUMU MEXAHIIMAMU.

beknodopt EBoxanep He BriinBae abo Ma€ He3HAYHUHN BILJIMB Ha 3[aTHICTh KEPyBaTH
aBTOMOOLIEM Ta MPALIOBATH 3 IHIIUMH MEXaHI3MaMHU.

Cnoci6 3acmocyseannsa ma 0o3u.

[Tpenapat beknopopt EBoxanep 3acTocoByBaTH JHIIIe MEPOPATHHO IHTAIALIHHO.
[Tamientn moBuHHI 3HatH, mo beknodgopr EBoxanep ciix 3acTocoByBaTd JUIs
npodiIaKTUKKU 3aXBOPIOBaHHSA 1 TOMY HOro ciifi mpuiMaTH PEryJspHO, HaBiTh y
nepioJ] BiAICYTHOCTI HAMa/IiB aCTMHU.

Jlo3a npenapaTy KOPUTYETbCS 3aJIEAKHO BiJ IHAMBITYalbHOI peaKiii.

SIKI110 OKpaIllaHHs CTaHy MicIs 3aCTOCYBaHHS KOPOTKOAIIOUMX OPOHXOAUIATaTOPIB
cTae MeHIl e(h)eKTUBHUM abo0 NmoTpiOHa OiIbIIa KUIBKICTh IHTAJALIN, HIXK 3a3BHYail,
HEOOXI1THO JIIKYBaHHS MEPETJIHYTH.

[TamienTam, SIKMM TSDKKO CMHXPOHI3YBaTH JIMXaHHS 13 3aCTOCYBaHHSM IHTalIsATOpA,
PEKOMEHAYETbCA TOJATKOBO BUKOPUCTOBYBaTH cCIiedicep — MNpHUCTpill amis
TMIOJICTTIICHHS BMXaHHS IHTANSALIHHUX MIpenapaTiB.

ITouaTkoBa 1103a mpenapary Mae€ BiANOBIAATH CTYIMEHIO TSKKOCTI 3aXBOPIOBAHHS.
Jlnsi maui€eHTiB, AKi MOTPEOYIOTh BHCOKOI O3 IHTAJSAILIHOIO KOPTHKOCTEPOiny,
noyaTkoBa J103a Mae craHoBUTH 1000 Mkr Ha 100y. /o3y mpenapary moTiM MOXKHa
BIJIKOPUTYBATH 10 JOCATHEHHS KOHTPOJIIO 32 CUMIITOMaMH aCTMH 200 3MEHIINUTH J10
MiHIMaJIbHO €()eKTUBHOI, 3aJIEKHO BiJ IHAMBIIyalbHOI peakiii XBOpOro.

Jlitu BikoM Biz 12 pokiB Ta gopocii (y TOMY YHCIi XBOPI JIITHBOTO BiKY)

1000 Mkr Ha 700Y; 103y MoskHa 301bmuTH A0 2000 MKT Ha 100y . [Ticns crabimizarii
CTaHy Malli€eHTa 7103y MOKHA 3MEHIIUTHU. 3arajibHy J000BY 103y MOKHA ITPU3HAYATH
3a JBa, Tpu a00 YOTUPU NPUHOMHU.

Jlis oTpUMaHHS ONTUMalIbHOTO pe3ynbTary beknodopt EBoxanep HeoOXinHO
3aCTOCOBYBATH PETYJISIPHO, HABITh MPH BiICYyTHOCTI CUMIITOMIB.

SIK 1 mpM 3acTOCYBaHHI 1HIIMX IHTAIALIAHUX MpernapariB, TEPANeBTUYHUNA ePeKT
MO’KE€ 3MEHIIYBaTUCS IpPHU OXOJOPKEeHHI OanoHa. basoH He MoxkHa po30uBaTH,
NPOTHKATH ab0 CraioBaTH, HABITh KOJIU BiH MOPOXKHIH.

Ilepen mepmmM 3acTocyBaHHAM iHTajsAiTOpa abo MICHAs MEPEepBH Yy 3aCTOCYBaHHI
npoTsrom 3 abo OibIle AHIB 3HATH KOBIIAYOK MYH/INITYKa, 3JIeTKa HATUCKYIOUU Ha
HBOTO 3 OOKIB, 100pe CTPYCHYTH IHTAJATOP Ta 3pOOUTH OJIHE PO3MUIICHHS Y IOBITPS,
1100 MepeKoHaTHUCs B a/IeKBaTHIN poOoTi.

IIpasuna xopucmyeaHnHs iHeansimMopom

1. 3HATH KOBIAYOK MYHILITYKA, 37€TKa HATUCKYIOUN Ha HHOTO 3 OOKIB.

2. IlepexoHaTucs, 1110 BCepeIUHI Ta 330BHI IHIAJIATOPA, BKIIOYAIOYH MYHJIITYK,
HEMa€e CTOPOHHIX MPEeMETIB.




3. CrapaHHO CTPYCHYTH IHTanaTop, 1mod OyaAb-IKUi CTOPOHHIHN MTpeIMET BUAATIUTH
3 IHTaJIATOPA 1 1100 BMICT IHraIsATOpPa PIBHOMIPHO MEpPEMilIaTH.

4. B34TH iHraJATOp BEPTUKAIBLHO TAKMM YHHOM, 11100 BEJTMKHUI MaJIeb PO3MICTUTH
Ha OCHOBI IHTAJATOpAa HW)KYE MYHALITYKA. [HIIMMU HambIlsIMH TpUMaTH (IIAKOH
3HU3Y.

5. 3poOuTH MakCUMaidbHO TTTMOOKUIM BUIMX, MOTIM MOMICTUTH MYHIIITYK Y pOT
MiXx 3y0aMu 1 OXOMUTH Horo rybamMu, He MPUKYIITYIOYH.

6. IloumHaroum BIMXATH 4yepe3 POT, HATHUCHYTU Ha BEPXIBKY IHTaJsATOpa, 1100
PO3NUWJIMTU TIpenapar, MpH IbOMY HPOJOBXYIOUM MOBUIBHO 1 IIMOOKO BIMXaTH
(TakuM YMHOM BHUBUIBHSIETBCA | 1032 a€p030JII0).

7. 3aTpUMylOYM AWXAHHS, BUWHATH 1HTAIATOP 3 POTA 1 3HATH NaJlelb 3 BEPXIBKU
iHransropa. [IpooBKyBaTu 3aTpUMYBaTH IUXaHHS CTIJIBKH, CKUTBKHU 11€ MOKJIMBO.
8. SIkmio HeoOXiqHO 3pOOUTH 1€ KijbKa pO3MHUIEHb, CIIiJl 3a4eKaTu mpubau3Ho 30
CEeKYH]I, TPUMAIOUH 1HTAJSATOP BePTUKAIbHO. [10TIM BUKOHATH yHKTH 3—7.

9. 3akpuTu MyHAIITYK KOBIAQYKOM, OOEpPEKHO HATHUCKYIOYM Ha HHOTO O TOSBU
XapaKTepHOTO KJIallaHHS.

BAXIJINBO:

BukonyBatu myHkTH 5, 6 Ta 7, He mocmimaroud. BaxiauBo mnepex camum
pPO3MUJICHHSM BIMXaTH sKoMora moBuUIbHImIe. Ilepmri kinmbka pasziB  ciifg
MOTPEHyBaTHCS Nepe] A3epKajoM. SIKIo 011 BepXiBKH iHTraisTopa abo 3 00KiB poTa
3’IBUTBCS «XMapKay, HEOOX1THO PO3MOYaTH PO3MUIICHHS 3HOBY 3 MYHKTY 2.

SIkmo mikap JAaB iHINI 1HCTPYKLIi IIOJO0 KOPUCTYBAaHHS IHTaJIATOPOM, MOTPIOHO
BUKOHYBaTH iX, a TaKOX paJWTUCS 3 JIKapeM NpU BUHHUKHEHHI Oyab-SKHUX
TPYIHOIIIB.

Huwenns

3arajioMm HeOOXiJTHOCTI y YMIIEHHI 1HransaTopa HeMae, aje SKIIO y I[bOMY BUHHUKAE
HEOOXIJHICTb, CITiJl KEPYBATUCS HUKYE3a3HAYCHUMHU PEKOMEHJAIlISIMH.

1.  BuiiHaTH MeraneBuil 0aJoOH i3 IUVIACTUKOBOrO (yTispa iHramxiaTopa i 3HATH
KOBIAQUYOK MYHJIITYKA.

2. IlnactuxkoBUi GYTIISp 1 MyHAIITYK IPOTEPTH BOJIOTOI0 TKAHUHOIO.

3. IlpocymuTH y TEIUIOMY Miclli. YHHUKATH HaIMIPHOTO HarpiBaHHs.

4. Tloknactu MeTajeBHid OaJIOH 1 KOBITAYOK MYH/IIITYKa Ha MiclIe.

HE CTABUTU METAJIEBUI BAJIOH V BOLY.

Himu.

He pexomeHy€eThCs 3aCTOCOBYBATH JIITSAM BiKOM 710 12 pOKiB.

Ilepedosyeanns.

ITpu 3actocyBanHi npenapary bexnodopr EBoxanep y noszax, 1o HepeBHUILYIOTH
PEKOMEHI0BaHI, MOXKJIMBE THMMYAacOoBE NMPUTHIYEHHS (PYHKIT KOpU HaJHUPKOBUX
3ano03. lle He morpeOye HEBIAKIAAHOI OMOMOTH, TOMY IO (YHKIS KOpH
HA/IHUPKOBHUX 3aJ103 BIAHOBUTHCS Yepe3 KiJIbKa JIHIB, 10 MiATBEPIKY€ETHCS PIBHEM
KOpPTHU30JTy Y Iy1a3Mi kpoBi. [IpoTe nmpu 3acTocyBaHHi 103, BUIIKX 32 PEKOMEH/10BaHi,
Ta MPOTArOM TPUBAIOTO Yacy JAesKe NPUTHIYEHHS (QYHKLII HaJHUPKOBUX 3aJ103
MO>KJIMBE. Y TaKUX BUIAJKaX HEOOXITHO MepeBipATH pe3epB (YHKIIT HaTHUPKOBUX
3ano3. JlikyBanHs mpenapatoM beknodopt EBoxamep MokHa NpOIOBKYBaTH y
7103aX, 3aTBEPUKEHUX JUI1 KOHTPOJIIO aCTMH.

CrnenudiuHoro JiKyBaHHS Nepe103yBaHHS OEKIOMETa30Hy AUNPOIIOHATY HeMae. Y
pa3i mepeno3yBaHHS CiJl NMPOBOAWUTH MIATPUMYIOUY TEpamilo 3 BiAMOBIAHUM



KOHTPOJIEM, SIKIIO 11€ HeoOXiaHo. [loganbiie JikyBaHHS — BIIMOBIAHO 10 KITHIYHOTO
CTaHy a0o0 3TiIHO 3 MICLIEBUMH PEKOMEHAALISIMU, MIPH iX HasBHOCTI.

Ho6iuni peaxuii.

HwuxdenaBeneni moOivuHi peakilii CHCTEMAaTH30BaHI 3a OpraHaMu 1 CHCTeMaMu
3aJIE)KHO BiJI YaCTOTH BUHUKHEHHS: Jyke yacTto (=1/10), wacto (=1/100 — < 1/10),
Hevacto (=1/1000 — < 1/100), piaxo (=1/10000 — < 1/1000) Ta myxe piako
(<1/10000), BrIrOYarOUW OKpeMi IMOBIOMIICHHS Ta HEBiTOMO (He Moxe OyTh
miApaxoBaHo 3 OIIIALY Ha HasBHI JaHi). [lani mpo moOiuHi peakiii, 10 BUHUKAIOTh
Ay’e YacTo, YacTO Ta HEYacTo, TOJIOBHHM YHHOM Oa3ylOThCS Ha KIIHIYHHUX
nociipkeHHsx. JlaHi mpo moOiyHi peakiii, M0 BUHUKAIOTH PITKO Ta TyKE PiIKo,
OTPUMYIOTHCS IIEPEBAXHUM YHHOM CIIOHTaHHO.

Inghexyii ma ineasii

Jly’ke 9acTo: KaHJ1103 TIOPO)KHUHHU POTA Ta TJIOTKH.

Ivynna cucmema

[ToBimomIsToCs PO peakiii TinepuyTINBOCTI, BKIIOYAIOYH:

— HEYacTO: IIKipHI BUCUIIAHHS, KPOIIMB’ IHKA, CBEpOIK, epUTEMA;

— JIy’Ke PiJIKO: aHT10HEBPOTUYHUH HAOPSIK, peCIipaTOpHi CHMITOMH (JHCITHOE Ta/abo
OpoHXOcmasM 3  TIOCHJIEHHSM  CBHCTSYOTO  JIMXaHHS,  Kamlenb) — Ta
anadimakToigHa/aHadiTaKTHYHA PEaKIIii.

Enooxpunna cucmema

MosBa CHCTEMHA JTisl, 0 BKIto4ae (quB. po3ais «OcoOIMBOCTI 3aCTOCYBAHHS):
ayxe piako: cuaapom KymmHra, KyIMHTOiJHI O3HAKH, TPUTHIYSHHS HAJIHUPKOBUX
3aJ103, 3aTPUMKa POCTY y JITeH Ta MiJUTITKIB, 3MEHIICHHS MiHepaii3alii KiCTOK,
KaTapakTa Ta rJlayKoMa.

Icuxiuni poznaou

Jlye piJIko: BiTIyTTsI HECTIOKOIO, PO3JIATU CHY, ACTIPECisl, arpecisi, 3MiHU TOBETIHKH,
BKJTIOYAIOUH TIMEPAKTUBHICTH Ta 30yPKEHICTH (TOJIOBHUM YHHOM Y JIITEH).
Huxanvna cucmema

YacTo: 3aXpHUILTICTh, TOIPa3HEHHS TOpJIa.

Hyxe pigko: mapajokcanbHUi OponxocnasMm (muB. po3nin  «OcoOnmBocTi
3aCTOCYBaHHSI»).

Opeanu 30py

Hesimomo: mopytieHHs 9iTKOCTi 30py (AuB. po3aia «OcoOIUBOCTI 3aCTOCYBAHHSD ).
Tepmin npuoamunocmi. 2 poxu.

YmoBu 30epiranus.

30epiraT y HEIOCTYITHOMY JUTSI TiTeH Micii. 30epiraTé mpu Temreparypi He BHIIE
30 °C. YHUKaTH BIUTUBY NPSIMOTO COHSIYHOTO IpoMiHHA. He 3amoposxyBaty.
Oppa3y micinsi BHKOPHCTAHHS 3aKpUTH MYHIIITYK KOBIAYKOM, OOEpEeKHO
HATHCKYIOYH Ha HBOTO JI0 MOSIBH XapaKTEPHOTO KIIAI[aHHS.

YnakoBka. Aepo3osbHUI 0alloH 13 103yro4nM KinanaHoM Ha 200 103 y KapTOHHIH
YIaKOBIII.

Kareropis Binmycky. 3a penenrom.

Bupoouuk.

I'makco Bemnkowm [Iponakmn, ®paniis/

Glaxo Wellcome Production, France.

Micue3HaxoqkeHHs] BHPOOHHMKA Ta #oro ajapeca Micusi NPOBaIKeHHS
IiSIJILHOCTI.



I'makco Bennkom Ipogakmmn, 3ou [HaycTpiens No2, 23, pro JlaByasz’e, 27000 Espe,
Opanuist/

Glaxo Wellcome Production, Zone Industrielle Ne2, 23, rue Lavoisier, 27000
Evreux, France.



