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PE3IOME HJIAHY YIIPABJIIHHSA PU3UKAMU JJIA
JIKAPCBKOI'O 3ACOBY

L-IIET®, LEVOCETIRIZINE
TabJIeTKH, BKPUTi 000JI0HKOI0, 110 5 MT DIHYDROCHLORIDE

V1.2 EJIEMEHTHU PE3IOME JIUISI T'POMAACBKOCTI

VI.2.1 Orasj enixemMioJiorii 3aXxBoprOBaHHS

Anepriunmii puHIiT (AnP) € rno06anbHOI0 NpOoOJIEMOI JUIsi OXOPOHH 3JI0POB'Sl, OCKIJIBKH
3aXBOPIOBAaHHS Ma€ TEHJCHINIO JIO IOCTIHHOTO 3pOCTaHHS YacTOTH BHUHUKHEHHS. 30Kpema, Ha
ChOT'OJIHI BBAXKAIOTh, 1110 HA AP cTpaxkaae Bix 10 % no 40 % HaceneHHs cBity. Baxxnupicts mpobiemMu
AnP oOymoBneHa me ¥ TUM, IIO BiH TICHO TNOB'S3aHMN 13 TaKUMHU JOCHTH IOIIMPEHUMH
3aXBOPIOBAHHSIMHU, K TOCTPUH 1 XPOHIYHUI PUHOCUHYCHUT, allepriyHUI KOH'FOHKTHUBIT, CEpe/IHIN OTHUT,
a TaKOXX THUM, IO BiH € OJJHUM i3 IPETUKTOPIB PO3BUTKY OPOHXIaJIbHOI ACTMH.

Kponus'suka (Kp) siBnsie co0010 BaXIUBY MEAMKO-COIIAJIbHY MIPOOJIeMY, OCKIIbKU HaJ3BUYAITHO
9acTO 3yCTPIYAEThCS SK CEepell JOPOCIOro, TaK 1 cepel AMTSIYOTO HaceleHHs. 30Kpema, 3TiHO 3i
CTAaTUCTUYHUMU JaHUMHU, XpoHiuHa Kp Bpaxae no 1,8 % mopociuoro i 0,1-3 % nutsdoro HaceleHHs.
[Mommpenicts roctpoi kponus'saku — 8—20 %. Jlopociti XBOPIirOTh YacTilIe 3a JITeH, )KIHKH — YacTiie
3a 4OJIOBiKiB. [HIITMM HEraTHBHUM e€(DEKTOM I[LOT0 3aXBOPIOBAHHS € 1OT0 BUPaKEHUH BIUIUB Ha SIKICTh
JKUTTSI MaLI€HTIB. 30Kpema, cBepO1K, KU CylpOBOIXKY€ LIKIpHI BUucunanHs npu Kp, npusBoauTs 10
MOTIPIICHHS CaMOTOYYTTS MAlli€eHTa, MOPYUISHHs] HOT0 CHY Ta 3HAYHOTO 3HM)KEHHS Ipare3aaTHOCTI
9H YCIINTHOCTI y HAaBYAIBHUX 3aKianax. Takox Kp, sk 3axBoproBaHHsI, HeOE3IeYHA CBOIM IIBUIKUM,
3a IEBHUX YMOB, MTPOTPECyBaHHSIM B aHT1OHEBPOTUYHMI HAOPSK, SIKUH, K BiTOMO, MOKE€ CTAHOBUTHU
3arpo3y KHTTIO.

V1.2.2. Pe3ome pe3yabTaTiB JiIKyBaHHS

TepanesTnuna eeKTUBHICTE JiKapcbKkoro 3aco0y (JI3) L-IIET®, tabierkn, BKPUTi 060J10HKOI0,
no 5 mr (L-IET®) momo cumnromis AnP ta Kp 06ymoBiieHa JIeBOLETUPU3MHOM, KU BIUIMBAE HA
psAa MexaHi3MIB BUHMKHEHHs Ta mporpecyBaHHs cumntoMmiB AnP Tta Kp. 3okpema, mpu ioro
3aCTOCYBaHHI 3MEHIIYEThCS KIJIBKICTh BUUIEHB 13 HOCA, CBEPO1K Ta O3HAKU 3aIlaJIeHHS.

Pesynbratu kiniHiyHMX fociimkens (K1) mokasanu, 1mo 3acTOCyBaHHS JIEBOLUETUPU3HHY CIIPHSE
CYTTEBOMY 3MEHILEHHIO MposiBiB AP (BUALIEHHS 3 HOCy (puUHOpes), YXaHHs, 3aKJIaJeHICTh HOca,
cBepOIK HOCA 1 04ei) y TOPOCTUX MaIll€EHTIB Pi3HOTO BiKy Ta aiTed. KpiM TOoro, BHaCIiJ0K 3MEHIIICHHS
cuMnToMiB AP 3Ha4HO MOKpAIy€eThCs SAKICTh )KUTTS TaKUX MaLli€HTIB. AHAJIOT1UHO, 32 pe3yIbTaTaMH
K] BcTaHoBi€HO, 110 3aCTOCYBaHHS JIEBOUETHUPU3UHY Y MAIllEHTIB Pi3HOro BIKY 13 XpoHiyHOO Kp
CIPUSIIO 3MEHILIECHHIO CBEPOEXKY Ta MIKIPHUX BUCHITIB.

VI1.2.3. HeBinomi nani mono eeKTHBHOCTI JIKyBAHHS

Hemae nanux o0 epeKTUBHOCTI 3aCTOCYBAHHS JI€BOLUETHUPU3NHY Y BAriTHUX JKIHOK Ta JKIHOK,
SIK1 TOAYIOTb TPYAIIO.
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VI1.2.4 Pe3rome npo0Jiem 0e3nexu

BAXJVIMBI ITEHTUPIKOBAHI PUSUKH

HHUPOK.

ceuero. 3a HasBHOCTI MOpPYIIEHb
¢yHKii HUpOK BuBeneHHs JI3
3aTPUMY€EThCS, TOMY fioro
KUIBKICTh B OpraHi3Mi 3pOCTae.

Pu3uk Ilo Bizomo 3ano0ixkui 3axoan

Peaxuii nixBuienoi | [Ipu 3actocyBaHHi | [IpoTurnoka3zano  3acToCOBYyBaTH
YyTJIMBOCTI. JICBOLETUPU3UHY  TOBLIOMIISUIH | JIEBOLETHPU3UH ocobam i3
po BUHUKHEHHS peakuiil | miIBUIICHOI  YYyTJIMBICTIO O
(P eakyn ' rinepuymimBocTi  (MiABHMINEHOI | IEBOLETUPU3KMHY,  LETUPH3HMHY,
einepuymaugocmi). YyTIMBOCTI), IO | TiAPOKCH3UHY, JIO  OyJb-SKHX
CYNIPOBO/DKYBAJIHMCA  IIKIPHUMHM | IHIIMX TOXIAHUX MiNEpa3suHy Yu

BHCHUIIaMH, cBepOexeM, HaOPSKOM | 1HIIIMX KOMIIOHEHTIB Ipernapary.
HiAMKIpHOT KIIITKOBHHH, | Takok y pasi mosiBu Oyab-sKHX
aHa(iIakci€ero ToIo. MPOSIBIB peaKIiliil TinepuyTIUBOCTI
npu Ttepamii JI3 cmix npunuHUTH
HOro 3aCTOCYyBaHHS Ta 3BEPHYTHUCS
10  JiKaps 32  OTPUMaHHSIM
KOHCYJIbTAIIi] Ta MEINYHO1

JIOTIOMOT .

3acTocyBaHHs y JleBoueTupusuH Ta roro | [IpoTurnokazaHo  3acTOCOBYBAaTH
nanicHTiB i3 MeTa0oJITH BUBOIATHCS 3 | JICBOLICTUPU3UH ocobam 3
nopymeHHAMHU PyHKUii | opraHizMy 3a ydacTi HHUPOK i3 | TSDKKOIO  (OpMOIO  XPOHIYHOT

HUPKOBOI HEAOCTATHOCTI (KJIipEeHC
KkpeaTuHiHy < 10 Mi1/XB).

XBOpUM 13 TOPYLIEHOIO (PYHKIIEO
HUPOK PO3pPaxyHOK 103U HEOOX1THO
OPOBOJUTH 3 YpaxyBaHHAM
KJIIPEHCY KpeaTUHIHY, BIIMOBIIHO
JI0 pEKOMEH Iallil, 10 MICTATHCS B
IHCTPYKIIi JUTS MEJUYHOTO
3acrocyBanHs JI3.

Takox y pa3l mosiBu Oynb-SKHX
KJIIHIYHUX  CUMITOMIB  Ta/abo
7a00paTOPHUX O3HAK TMOTIPIICHHS
¢yHkuii HUpOK 3actocyBaHHs JI3
HeoOXiIHO MPUTTUHUTH Ta
3BEpHYTHUCS 32 KOHCYJIBTAIIEI0 JI0
JiKapsl.

T'enmaTur.

[ToBinommsiocs, 110 npu
3aCTOCYBaHHI  JIEBOLUETHPU3ZHHY
BKpail piAKo MoOke€ BHHHMKATH
IeraTur.

[Tpu JIOBFOTPUBAJIOMY
3aCTOCYBaHHI JIEBOLIETUPU3UHY
CIiJT KOHTPOJIOBaTH  (DYHKIIiIO
TIEY1HKH.

Takox y pa3i MOSBU KIIHIYHUX
CUMITOMIB IenaTuTy (HampHKiIa,
KOBTSHUIN) 3acTrocyBaHHi JI3
HeoOXiIHO MPUTTHHUTH Ta
3BEpHYTHUCS 32 KOHCYJIBTAIIEI0 10
JiKaps.
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CyinuaajbHi IyMKH. [ToBimomitsutocs, 110 npu | [Ipu npu3HadeHHI Ta 3aCTOCYBaHH1
3aCTOCYBaHHI  JICBOLECTUPU3HHY | JICBOLICTUPU3UHY cImijt

cyiunaanpHi TyMKH.

BKpail piIKO MOXYTb BHUHUKATH

BpaxoByBaTH (akTopu pHU3HKY
BUHUKHECHHS CYyIIUIaTbHIX JYMOK
(opraniuni 3axBoptoBanHs I[HC,
MICUXIYHI TOPYIICHHS).

Takox y pa3i mosiBu cyinuaanbHIX
JTYMOK TIpH 3acTocyBaHHi JI3 ciif
NPUIIUHUTH WOro TMpUHAOM Ta
3BEpHYTHUCS 32 KOHCYJIBTAIIEI0 JI0
JiKaps.

3arpumka ceui. 3acToCcyBaHHs

MIXYD).

JICBOIICTUPU3NHY,
0COOJIMBO y MAIlIEHTIB 13 TPaBMaMu
CIMHHOTO MO3KY UM TilepIuia3iero

HaMaraHHi CHOPOXXHHUTH CEYOBUI

Crin 3 00epEeKHICTIO
3aCTOCOBYBATH JICBOLCTUPU3UH Y
pa3i HasBHOCTI (aKTOPIB PHU3HUKY

Nepe/IMiXypoBOi  3aJI03M, MOJXKE | 3aTPUMKH ceui (TakuX sSK TpaBMa
MPHU3BOJUTH JIO 3aTPUMKH C€Yl | CHUHHOTO  MO3Ky, TilepIuiasis
(BimcyTHOCTI ycHixy IpH | IIEPEAMiXyPOBOI 3aJI03H TOIIIO).

Takox y pa3i TmOSBH O3HAaK
3aTPUMKH C€Yl MPHU 3aCTOCYBaHHI
JI3 HeoOXITHUM € NPUIIHHEHHS

Tepamii, HaJaHHSI HEBIIKJIAIHOI
JIOTTIOMOTH Ta noJaJIbIIa
KOHCYJIBTAIlS Y JiKapsl.
BAKJMBI NIOTEHIINWHI PUZUKHU
Pusux Ilo Bimomo
CymicHe 3acTtocyBaHHsl i3 ajkorosnem a6o | Cnig  1oTpuMyBaTHCs — OOEpEXHOCTI  MpHU

iHIMA AenpecaHTaMH
HepBoBoi cuctemu (L{HC).

LHEeHTPAJIbHOI

OJIHOYACHOMY 3aCTOCYBaHHI JICBOLIETUPHU3UHY 3
ankorosieM abo iHmuMu aenpecantamu [HC,
OCKINbKM Taka KOMOiHallisg, OCOOIMUBO Y
Bpa3JIUBUX TAaIi€HTIB (0COOM JITHBOTO BIKY,
narieHTn 13 3axBoproBaHHsmMu [[HC), moxe
CIPHYUHUTH J0JaTKOBE 3HIKEHHS IMAJILHOCTI Ta
3/1IaTHOCTI O BUKOHAHHS pPOOOTH.

BIACYTHA IHOOPMAIA

Pusuk

Lo Bizomo

Be3neka 3acTocyBaHHs y BariTHHUX KiHOK

[IpoTHmokazaHo 3aCTOCOBYBATH JICBOIICTUPH3NH
BATiTHUMM JKIHKaMH, OCKIIBKMA JaHl IIOIO0
Oe3neku Teparii pernapaToM y 3a3Ha4eHOi BUIIIE
KaTeropii marieHToK BiJICYTHI.

Be3neka 3acTocyBaHHA y KIiHOK, sIKi TOAYIOTH
TPYABMHU.

Hemae nanux miono Oe3nekd 3acTOCYBaHHS
JICBOIETUPU3NHY  KIHKaMH, SKI  TOIYIOTh
IpyIbMU. 3 OIJIsIly Ha Te, IO IETUPH3UH
NPOHUKAE y TPyJHE MOJOKO, TOJyBaHHS
TPYJIbMH CIiJ NPUIIMHUTH TpU HEOOXiAHOCTI
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tepamnii JI3.

V1.2.5. Pe3rome 3axo/iB 3 MiHiMizanii pu3ukiB /151 KOKHOI P00JieMu 0e3neKu

JI3 L-IET® Mae iHCTPYKIIiIO I HOrO MEIUYHOTO 3aCTOCYBAHHS, IO MICTHTh iH(POPMALIIO PO
3actocyBaHHsa JI3, mpo pu3MKHM Ta peKOMEeHAamii MoAo0 iX MiHiMizalii. 3amoOiKHI 3aXOAH, IO
MICTSTBCS B IIbOMY JIOKYMEHTI, B1JIOMI SIK pyTHHHI 3aXOAH 3 MiHIMI3allii pU3HKIB.

JI3 L-IET® He Mac 101aTKOBMX 3aXOJiB 13 MiHIMi3allii pU3HKIB.

V1.2.6. [laan micasipeecTpaniiHoro po3BUTKY (3amjiaHOBaHi 3axoau y micjasipeecTpauiiiHoMy

nepioai)

3asgBHMK He Mac 3000B’S3aHb LIOAO NPOBENEHHS pocimimkens edexrusnocti JI3 L-IIET® B
micaspeecTpaliiHoMy Mepioi.

Takox 3assBHUK HE IUJIaHy€ MPOBOAUTH IOCHiIKeHb edektuBHOCcTi JI3 L-I_[ET® 32 BJIACHOIO

1HIL[1aTUBOIO.

V1.2.7. 3Beaena Tadauusi 3MiH 10 MJIaHy YIPaBJIiHHS PU3HKAMU

Bepcisn Hara IIpob6aemn Ge3nexku Komenrapi
1.0. 27.10.2017 | BaxauBi ineHTH(ikoBaHi pu3UKH. [Tepenik BaXJIMBUX
1. Peakuii rinep4yTJIMBOCTI. 11eHTU(IKOBaHUX Ta
2. 3acTocyBaHHS y TAIIEHTIB 3 | MOTCHI[IMHUX PHU3HKIB, a TaKOX
XPOHIYHOIO HUPKOBOIO | BOXKJIMBOI BIACYTHBOI iHpOpMAaLii
HEJOCTATHICTIO. TUTS J3 L-IET® OyB
3. Ilcuxiyni po3magu (cyinuaanbHi | ChOPMOBAHUM  3asBHUKOM Yy
TYMKH). paMKax poLeaypH
4. 3arpumka cedi. nepepeecTpanii  Ha  MijAcTaBi
. . YUHHOI Ha MOMEHT TIeHepauii
Bam.n‘nm noTenuiiini pusuKu. MIYP indopmamii 3 Gesmexu
1. Bincyri. 3aCTOCYBAaHHS JIEBOIETHPH3HHY.
Bincyrns indopmanis.
1. 3acrocyBaHHS y BariTHHUX >KIHOK.
2. 3actocyBaHHS Yy OKIHOK, WIO
TOIYIOTh TPYIbMH.
3. 3acrocyBaHHS y AiTel BiKOM 10 6
MICHIIIB.
4. Peaxmii KJIIHIYHO 3HAYYLIUX
B3a€MOJIIH.
1.1. 27.02.2018 | Baxausi inenTudikoBani pusnkm. Cnenudikarris 3 Oe3mexu
1. Peakii rinep4yTJIMBOCTI. (BakMBi i1eHTU(IKOBAaHI PUBUKU
2. 3acTrocyBaHHS y TAIi€HTIB 13 | Ta BiACYyTHA iHMOpMAIlis) IS
MOpyIIeHHAM (QYHKITIT HUPOK. JI3L-IIET® Gyna oHOBIEHA Y
3. Tenarwmr. pamKax POy pH
4. CyinupanbHi JyMKH. nepepeecTpamii  Ha  MiACTaBi
5. 3arpumMka cedi. OTPUMaHUX peKoMeHaaI i
6. Cypomu. eKCIepTa.
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BaxuBi noreHniiini pu3nku.
1. Cywmicue 3aCTOCYBaHHS

3

AIIKOTOJIEM abo IHIIUMU

nenpecantamu [THC.

Bincyrns indpopmanis:

1. besmeka 3acTocOoBYBaHHS y JiTei

BIKOM JI0 2 POKIB.
2. besneka 3acTocyBaHHs y JiTeH 1
MOPYUICHOIO (PYHKIIEI0 HUPOK.

3

3. besneka 3acTocyBaHHS y BariTHHUX

JKIHOK.

4. besmneka 3aCTOCYBaHHS Y JKIHOK, SIKi

TOJIyIOTh I'PYJIbMH.

(3minu 8UOiNeHi CipumM KOTbOPOM).

3MiHM BHECEHHI Yy BIJIOBIIHI
yacTuHU Ta noxatku [TYP.

Bepcito IIYP cxBaneno Hakazom
MO3  Vkpainm Ne 942  Bin
16.05.2018.
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