IHCTPYKIISA
AJIS1 MEIUYHOT0 32CTOCYBAHHS JIKAPCHKOI0 3aC00y

L-UET®
(L-CET®)

Cknao:

ditoua peyoguna: neBoneTupusnny auriapoxiopun (levocetirizine dihydrochloride);

1 Tabnerka, BKpUTa 00OJIOHKOIO, MICTUTD JIEBOLETUPU3UHY JTUTIIPOXTIOPUILY 5 MT;

O00NOMIJHCHI peuosuHU. TITIOI03a MIKPOKPHCTAJIIYHA, HATPII0 KPOCKapMeso3a, MarHiro cTeapar, KpeMHII0
niokcu konoigaui 6e3Bonuuid, Opadry 11 85G51300 3enenuii*;

*Opadry II 85G51300 3enenuii: cnupT TNOJNIBIHUIOBHM, Tanbk, TuTany miokcua (E  171),
MOJTIETHJICHTJTIKONb, JeruTHH, iHaurokapmin (E 132), xinominoBuit xoBtuii (E 104), >xoBTHII 3axin
FCF (E 110).

Jlikapcbka ¢opma. TabneTku, BKpUTI 000JTOHKOIO.

OcHosHi  izuxo-ximiuni eracmueocmi: KPYTal JIBOOMYKJIl TaOJETKH, BKPUTI OOOJOHKOIO 3€JIECHOTO
KOJIbOPY.

dapMakoTepaneBTUYHA Ipyna.

AHTHTICTaMIHHI 3ac00M JI71s1 cucTeMHOTO 3actocyBanHs. [loxiani minepasuny. Kom ATX RO6A E09.
Dapmakonoiuni enacmueocmi.

Dapmaroounamixa.
JleBonieTHpu3UH — 1€ aKTHMBHUN CTaOLIbHUN R-eHaHTIOMEp NIETHPHU3WHY, IO HAJICKUTH JO0 TPYIH
KOHKYPEHTHHUX aHTaroHicTiB nepudeprnannx Hi-ricraminoBux penentopiB. CIOpiTHEHICTH 10 H;-

riCTaMiHOBHUX pEIENTOpiB Yy JIEBOLETUPH3MHY Y 2 pa3M BHUINA, HUK y LETHPU3UHY. BrumBae Ha
ricraMiH3ajleXHy CTaJil0 PO3BUTKY aJepriuHOi peakilii, 3MEHIIy€e MIrpauilo €03MHOQUIIB, CyIUHHY
NPOHHUKHICTh, OOMEXye BHUBUIbHEHHS MeniaTopiB 3amaynieHHs. llomepemkae pO3BUTOK Ta MOJIETLIYE
nepedir alnepriyHux peakiii, YUHUTh aHTUEKCYJaTUBHY, IPOTUCBEPOKHY, MPOTU3ANANIBHY [Ii10, Maiike
HE YUHHUTH aHTUXOJIHEPTiYHOI Ta aHTUCEPOTOHIHOBOI Ji.

Dapmakokinemuxa.

dapMaKOKiHETHYHI TTapaMeTPH JIEBOLIETUPU3UHY MAIOTh JIHIIHY 3aJIe)KHICTh, HE 3aJIeKaTh BiJ TO3H Ta
Yacy i MalOTh HU3bKY BapiaOeNbHICTh Y pi3HUX MauieHTiB. DapMaKOKiHETHUHUHN podisb MpHU BBEACHH]
€IMHOTO CHAaHTiOMepa TaKWii caMui, SIK 1 TMPH 3aCTOCYBaHHI METUPHU3WHY. Y Tporieci abcopOiii abo
BUBEJICHHS HE CIIOCTEPIraeThes XipajibHa 1HBEPCisl.

Abcopbyis

JleBOLIETHPHU3UH MiCJISI IEPOPATHHOTO 3aCTOCYBAHHS IIBUAKO Ta IHTEHCUBHO BCMOKTY€EThCs. CTymiHb
BCMOKTYBaHHsI TpenapaTy He 3aJeKUTh Bifl J03U Mperapary Ta He 3MIHIOEThCS 3 MPUHOMOM iXi, ane
MakcumanbHa KOHLEHTpalis (Cpax) Tpernapary 3MEHIIYEThCS Ta JOCATaE CBOTO MaKCHMAaJIbHOTO

3Ha4eHHs mi3Hime. biogoctymHicth cranoButh 100 %.

VY 50 % xBOpUX 115l IEBOLIETUPU3UHY PO3BUBAETHCA yepe3 12 XBUIMH MiCIsl MPUHOMY OJIHOPa30BOi 103H, a
y 95 % —uepe3 0,5-1 roguny. Makcumainbha koHueHTpais (Cp,x) Y CUPOBaTIIi KPOB1 JOCATAETHCS Yepes
50 XBWJIMH TiCIIs OTHOPA30BOT0 MPUIOMY BHYTPIIIHBO T€PANeBTUYHOI 103HU. PiBHOBa)kHA KOHIIEHTpALis
Y KPOBI IOCSITA€ThCA MICIS JBOX JHIB IPUHOMY IIperapary. Cax CTaHOBUTD 270 HI/MII micns

0JTHOPA30BOTO 3acToCcyBaHHS 1 308 HI/MII — MiCIs MOBTOPHOI'O 3aCTOCYBAHHS y /1031 S MTI" Bi/IIOBITHO.
Posznooin.

BincyTtHs iHopMartis moao po3noainy mnpemnapary y TKaHWHaX JIFOJMHH, a TAKOX MI0JI0 IPOHUKHEHHS
JIEBOIIETUPU3UHY Kpi3b reMaroeHiedaniyauii 6ap’ep. Y IOCHIDKEHHSX HaWOLIbIIA KOHIICHTPAIlis
3a(hikcoBaHa y MEYiHIlI Ta HUPKaX, a HAHWKYA — Y TKAHHMHAX [IEHTPAIBHOT HEPBOBOI cucTeMu. Po3momin



JIEBOLETHUPU3UHY OOMEKEHHH, TOMy 110 00’eM po3noiny craHoBUThH 0,4 J/kr. 3B’s3yBaHHS 3 OlIKamu
1a3mMu Kposi — 90 %.

Biompancgopmayis.

B opranizmi mouHM piBeHb MeTa001i3My CTAHOBUTH MEHII HiX 14 % BiJl 103U I€BOLIETUPU3HHY, 1 TOMY
BIIMIHHICTh y pe3yJbTaTi Te€HETUYHOro MoniMopdizMy abo CymyTHBOro MpHuioMy (HepMEHTHHX
1HT101TOPIB, SIK OUIKy€EThCs, Oyae He3HauHOIO. [Iporiec MeTabomi3My BKIIFOUa€ apoOMaTHUHY OKCUAaLito, N-
Ta O- IeaKiTyBaHH 1 CTIOMYYeHHsI 3 TAypHHOM. JlealkiTyBaHHs y MepILLy Yepry BiBA€THCS 3 YUACTIO IUTOXPOMY
CYP 3A4, Toxi six y mpoleci apoMaTUYHOI OKCHALil OepyTh ydacTh YucellbHI Ta (a00) HEeBHU3HAuUEH1
130¢popmu CYP. JleBoueTpu3uH HE BIUIMBAB HAa aKTHBHICTh LIMTOXPOMHHX i30(pepmentiB 1A2, 2C9,
2C19, 2D6, 2E1, 3A4 y KOHLIEHTpaLisX, 110 3HAYHO MEPEBUIIYBAIN MaKCUMaJIbHI MiCIIs MpUiioMy 103U 5
MT IlepopaibHO. BpaxoByroun HU3bKUI CTYMiHE METa00Ii3My Ta BIICYTHICTh 3/1aTHOCTI 10 MIPUTHIYEHHS
MeTa0oI113My, B3a€MO/Iisl JIEBOLIETUPU3HUHY 3 IHIIMMU PeYOBHHAMH (1 HABIIAKHM) MaJlOWMOBIpHA.
Buegeoenns.

Exckpenis mpenapary BiIOYBa€Tbcs B OCHOBHOMY 3a pPaxyHOK KIyOO4KOBOi (inbTpaiii Ta aKTHBHOI
KaHanbleBoi cekpenii. Ilepioy HamiBBUBEIEHHS JEBOLETUPH3UHY 3 IIa3MHu KpoBi y nopociux (Ti/)
ctaHoBUTh 7,9 + 1,9 rogunu. Ilepion HamiBBHBEIEHHS NpenapaTy KOPOTIIUNA y MaleHbKUX IITeH.
Cepenniii o4eBUAHUIN 3arajdbHUN KiipeHC y popociux — 0,63 mi/xB/kKr. B OCHOBHOMY BHBEICHHS
JIEBOLIETUPU3UHY Ta MOro MeTaboJIITIB 3 OPraHi3My BiJJOYBa€ThCs 13 ceyero (BUBOJIUTHCS Y CEPEAHBOMY
85,4 % 3actrocoBaHOl 03U mpenapary). 3 ¢dekamsMu BUBOIUTHCA Jumie 12,9 % 3actocoBaHoi 103U
JIEBOLICTUPU3UHY.

Oco0nuBi nomysii

Topywenns ¢hynxyit Hupok

OueBUIHUN KIIIPEHC JIEBOUETHUPU3MHY Ui OpraHi3aMy KOpPENo€ 3 KJIIPEHCOM KpeaTuHiHy. Tomy y
MAIIEHTIB 13 MOMIPHUMU Ta TSHKKUMHU TMOPYIHICHHAMHM (GYHKIIT HUPOK PEKOMEHAYETbCS MiAOuUpaTH
IHTepBaJlM MK IpUiOMamMH JIEBOLIETUPU3UHY 3 ypaxyBaHHAM KilipeHcy kpeatuHiny. [Ipu anypii npu
KIHIIEB1H TepMiHaJbHIN CTa/1i 3aXBOPIOBAHHS HUPOK 3arajibHUM KJIIPEHC OpraHi3My Mall€HTIB MOPIBHSAHO
3 3araJlbHUM KJIIPEHCOM OpraHi3My B OcCi0 0€3 TakuX MOpYIIeHb 3MEHIIY€eThCs MpuoOim3HO Ha 80 %.
KinpkicThb JIeBOLIETUPU3HHY, 1110 BUBOJAUTHCS 111 YaC CTAHAAPTHOI 4-TOAMHHOI MPOIIEYPH TeMOIializy,
cra”oBuina < 10 %.

KuiniyHI XapaKTepUCTHKH.

Ilokazanns.

CuMrnromMaTuyHe JIKyBaHHS ajJepridyHOro pUHITY (y TOMY YHMCII LIJIOPIYHOIO ajJepridyHOro PUHITY) Ta
KpPOIUB'SIHKU.

Ilpomunokazanns.

[TigBuIIeHa Yy TIUBICTH [0 JIEBOLIETUPU3UHY, LIETUPU3UHY, T1IPOKCU3HHY, A0 Oy Ib-SKHUX 1HIIMX MOX1THUX
minepasuHy ado /10 Oyab-sAKOi 1HIIOT TOMOMIXKKHOT pEYOBHHU TIpernapary.

Tsxka popMa XpoOHIUHOT HUPKOBOT HETOCTATHOCTI (KJIipeHe KpeaTuHiHy < 10 Mi/XB).

B3aemooia 3 inwumu nikapcoKumu 3acodvamu ma inuwii 6uOU 3acmooiil.

JlocTiKeHHs 3 IEBOIETUPU3MHOM 100 B3a€MO/I1T (BKITIOUAI0UX HOCTKeHHS 3 iHaykTopamu CYP3A4)
He mnpoBogwiInca. JlocniDKeHHS 3 LEeTUPU3MHOM (3’€IHAHHS palnemary) IOKaszalu, IO OJHOYacHe
3aCTOCYBaHHS 3 aQHTHUIIIPUHOM, a3UTPOMIIIMHOM, ITUMETHUIMHOM, J1a3emamMoM, EPUTPOMIIIMHOM,
TJII3UI0M, KETOKOHA30JI0M a0o rnceBaoedepiHOM He YMHHUTH KIIHIYHO 3HAUYIIMX  HECHPUSTIUBUX
B3aemomii. Ilpu cymicHomy 3actocyBanHi 3 TeoduriHoM (400 mr/mo0y) crmocrepirajiiocss HEBEITHKE
3HIKeHHS (Ha 16 %) 3aranbHOro KIIpeHcy JIEBOLETUPU3NHY (po3noail Teodisiny He 3MiHoBaBcs). [Ipu
JOCTIKEeHH1 0araTropa3oBoro 3acTocyBaHHsl puToHaBipy (600 mr 2 pa3u Ha 100y) Ta uerupusuny (10
MT Ha 100y) CTyMmiHb €KCHO3ULIi LEeTUpU3UHY 30uIblnyBaBcs MpubOau3Ho Ha 40 %, Toal sIK po3MOiI
puToHaBIipy nemto 3miHoBaBcs (- 11 %) 10 mapanenbHOro 3aCTOCYBaHHS IIETUPHU3UHY .

[TpuiioM ki1 He BITMBAE HA CTYMiHb BCMOKTYBaHHS IIpenapary, ajie 3HWKY€ MIBUAKICTh HOro abcopOii.




OnHouacHe 3acTOCYBaHHsS LETHPU3UWHY a00 JIEBOLIETUPU3MHY Ta AJIKOTONI0 YHM IHIIMX JAEMpPECcaHTIB
LEHTPaJIbHOI HEPBOBOI CHUCTEMH Yy BpA3JIMBHUX MAI[IEHTIB MOXE CHPUYMHUTH J0JATKOBE 3HM)KEHHS
MWIBHOCTI Ta 3JaTHOCTI O BUKOHAHHS POOOTH.

Ocobueocmi 3acmocyeanns.

3 006epeKHICTIO 3aCTOCOBYBATH MALIIEHTAM 13 XpOHIYHOIO HUPKOBOIO HEJIOCTATHICTIO (HE00X1/1HA KOPEKIis
peXHUMY JT03yBaHHS) Ta Malll€eHTaM JITHHOTO BIKYy (MOXKIIMBE 3HMKEHHS KITyO0oukoBoi ¢inbrparii). Crixa
3 00EpeXHICTIO 3aCTOCOBYBAaTH IMpenapaT NpU OJHOYACHOMY MpPHUHOMI 3 ajKoroyieM (AMB. pPO3ALIT
«B3aemois 3 IHITUMU JTIKAPCHKUMH 3aCO0aMHU Ta 1HII BUAW B3a€EMOII).

[Tpu3Hayarouu npenapar y pa3i HasBHOCTI y MAI[IEHTIB MEBHUX (aKTOPIB, 110 IPOBOKYIOTh 3aTPUMKY CeUi
(HampuKJIaa, TPaBMH CIIMHHOTO MO3KY, TillepIiia3is nepeaMixypoBoi 3aj1031), He00XiJHO OpaTH 10 yBaru,
1110 JIEBOLIETUPU3HH 301IBIIYE PU3UK 3aTPUMKHU Ceui.

Hemae nanux mozo nocuiieHHs epekTy ceaTuBHUX 3ac00iB MPU 3aCTOCYBAHHI Y TEpPAalleBTUYHHX /103aX.
AJe ci1iJl yHUKATH 3aCTOCYBaHHs CeaTUBHUX 3ac00iB Mij 4ac mpuiloMy mpernapary.

OcCKiNbKM aHTUTICTaMiHHI IIpernapaTé MOKYTh MPUTHIYYBAaTH BiANOBIIb HA LIKIPHI allepriuHi NpodH, To
nepe iX NpoBeJeHHIM HEeOOXITHUM € Mepios BUMUBaHHS (BiJ 3 /HIB).

MoOXJIMBUM € BUHUKHEHHS CBEpOEXY MPU NPUITUHEHH] 3aCTOCYBaHHS JIEBOLIETUPU3NHY, HABITh SKIIO I
CUMIITOMU He OyJI MPUCYTHI JI0 MOYATKY JiKyBaHHsA. CBepOIK MOKE 3HUKHYTH CAMOCTIHHO. Y NESKHUX
BUIA/IKaX CBEPOIK MOXke OyTH IHTEHCUBHUM, 1[0 MOKE€ CTAaTH MIPUYUHOIO IOHOBJICHHS JTiKyBaHHs. [licis
MOBTOPHOTO 3aCTOCYBaHHS JIEBOLETUPU3UHY CBEPOIXK, SIK IPABUIIO, TPOXOAUTH.

Jlonomidicni pewogunu.

[Tpenapar mictuth OapBHUK *)o0BTUH 3aXxiq FCF (E 110), o Moxe cnpuYHHATH alepridyHi peakiii.
3acmocysanns y nepioo eacimmocmi abo 200y8anus 2pyooio.

Bazimuicmo

JleBoLeTMPU3UH NMPOTUIIOKA3AHUH JIJIs 3aCTOCYBAHHS y MEPioj] BariTHOCTI.

Tooysanns 2pyoorw

LleTupu3uH MpOHHUKAE y TPYJHE MOJOKO, TOMY IIPU HEOOXIAHOCTI 3aCTOCYBaHHS INpenapary roJyBaHHs
TPYJUIIO CIiJT IPUITUHUTH.

Depmunvricmo

Hemae kniHIYHUX JaHUX (BKJIIOYAIOYM JOCITIKEHHS HA TBapWHaX) IOJO BIUIUBY JICBOLETUPU3UHY Ha
(hepTUIBHICTB.

30amuicms  énaueamu Ha wWEUOKICMb peaxkyii Npu Kepy8awHi AGMOMPAHCNOPMOM ab0 ITHUUMU
Mexauizmamu.

Cain yTpuMyBaTuCs BiJl KEpyBaHHS aBTOTPAHCTIOPTOM a00 pOOOTH 3 IHITMMH MOTEHILIHHO HeOe3eYHUMHU
MeXaHi3MaMH I1iJ] 4ac JIIKyBaHHS MIPErnapaToM.

Cnoci6 3acmocyseannsa ma 0o3u.

[IpenapaT npu3HaYaTH TOPOCIMM Ta JITSM BIKOM BiJ] 6 pOKIB BHYTPIIIHBO Y J000BIiH 1031 5 Mr 1 pa3 Ha 100y,
HE3JISKHO BiJ MpuiioMy ki TabieTky He0OXiAHO KOBTATH MO0, 3aIMBAIOYN HEBEIHKOK KITBKICTIO
BOJIU.

X6opum 1imuv020 GIKY i3 HOPMAILHOK YHKYIEI HUPOK. KOPEKIIisS J03U MpernapaTy He moTpiOHa.

Xeopum i3 nopyuienoro yHKyicro HUpoK po3paxyHoK 1031 HEOOX1THO MPOBOAMUTH 3 YPaXyBaHHSIM KIIIPpEHCY
KpeaTHuHiHy BiJIOBITHO 10 TaOJIuUI.

Jist 3actocyBaHHs L€l TabMMLI 103yBaHHS HEOOX1AHO OLiHNTH KilipeHe kpeatnHiHy (KJl,) mauienra y
mi/xB. Kllg, (M/xB) Mae OyTd OLIHCHMH 3a BMICTOM KpCaTHHIHY y CHPOBATIi KpOBi (MI/mi) 3a

JOTIOMOTOF0 HACTYITHOT (hOpMYJIH:
[140 — Bik (pokm)] x maca Tina (kr) (x 0,85 ms KiHOK)

KJIxp =
P 72 X KpeaTHHIH CUPOBATKH KPOBi (MT/ 1)

Tabmuus 1.



Kopexkuis 1031 npenapaTy XBOPUM i3 HOPYIICHOIO (QYHKIIEI HUPOK:

QDyHKYia HUPOK Knipenc kpeamuniny, Hobosa 0oza Kinvxicmo nputiomis
MII/X8

HopmainbeHa QyHKITISt HIPOK >80 5 mr (10 ma) 1 pa3 Ha 100y

[TopymienHs JerKoro 50-79 5 mr (10 M) 1 pa3 Ha 100y

CTYTICHS

[TopymieHHst TOMipHOTO 30-49 5 mr (10 mo) 1 pa3 Ha 2 no6u

CTYTICHS

[Topy1ieHHs TSKKOTO <30 5 mr (10 mo) 1 pa3 Ha 3 no6u

CTYTICHS

Kinnesa cranis <10 [IpoTunokazano

3aXBOPIOBaHHS HUPOK.

[TamienTw, ki mepedyBarOThH

Ha aiamisi

JitaM i3 mopymeHHsMH (YHKIT HUPOK J03y IpenapaTy HEOoOXiJHO CKOPHUTYBAaTH IHIMBIAyallbHO 3
ypaxyBaHHIM HUPKOBOTO KJIIPEHCY Malli€eHTa Ta HOro MacH Tina.

CrnenudiuHuX JaHUX HI0A0 3aCTOCYBAHHS JITAM 3 MOPYIIEHHSAM (PYHKIIH HUPOK HEMAE.

THayicumu 3 nopywennsam QyHkyii nevinku

XBOpPUM 13 BUHATKOBO MEYiHKOBOIO HEJJOCTATHICTIO KOPEKIIis PEKUMY J03yBaHHs HE MOTpiOHA. XBOpUM
13 TICYIHKOBOIO Ta HUPKOBOIO HEJIOCTATHICTIO HEOOX1THO KOPUTYBATH PEXKHUM J03YBaHHS BiAMOBITHO 10
HaBe/IeHOI BUIIE TAOIHIII.

Tpusanicme 3acmocyeanhs

[TamieHTiB 13 MEpPIOJUYHUM aJEPridYHUM PHUHITOM (TPUBATICTH MPOSBY CHMIITOMIB 3aXBOPIOBAHHS
CTAaHOBHUTh MEHII HiXK 4 NOOW Ha TWXKJEHb a00 MEHII HiXK 4 THXXHI Ha PIK) CIiJ JIIKYBaTH BiAMOBITHO
710 TIepediry 3axBOPIOBAaHHS Ta aHAMHE3Y: JIIKYBaHHS MO>KHA IPUIIMHUTH, SKIIO CHMITOMH 3HUKHYTh, Ta
MO>KHA BiTHOBUTH 3HOBY IPY MMOBTOPHOMY BUHMKHEHHI CUMIITOMIB. Y pa3i CTIHKOTO ajJepriyHoro puHITY
(TpUBaNICTh MPOSIBY CUMIITOMIB 3aXBOPIOBAHHS CTAHOBUTH OUTBII HiXK 4 0O HA THXKICHb 200 OLTBII HixK
4 TIKHI Ha PIK) y NEPiojl KOHTAKTY 3 aJlepreHaMH Malie€HTy MOYKHA 3aIpOIOHYBATH MOCTIHHY TEparlito.
IcHye KIiHIYHUE JOCBiJ 3aCTOCYBaHHS JICBOLETUPH3UHY MPOTATOM IIOHAWMEHIIE  6-MiCSYHOTO MEpioLy
mikyBaHHS. [Ipu XpOHIYHMX 3aXBOPIOBAHHSX (XPOHIYHUH alepridyHUi PUHIT, XpPOHIYHA KPOMUB’SHKA)
TPUBAJICTh JIIKyBaHHS CTAHOBUTH 10 1 POKY (JaHi TOCTYMHI 3 KIIHIYHUX JOCIHIPKEHb PU 3aCTOCYBaHHI
pauemary).

Jimu.

[Ipenapat 3aCTOCOBYBaTH JITSIM BIKOM Bij 6 POKIB.

Ilepedosyeanns.

Cumnmomu: CUMITOMH TEPEJO3YBaHHSI MOXYTbh BKJIIOYATH COHJIMBICTH y JOPOCIMX Ta IOYATKOBE
30y UKEHHS 1 MiIBUIIEHY JPATiBIMBICTh 3 HACTYITHOIO COHJIMBICTIO Y JiTEH.

Jlikysanna. CnenudiuHOro aHTHIOTY O JICBOLETHUPU3WHY HEMae. Y BUMAJIKY IOSBU CHMIITOMIB
NEepeo3yBaHHS PEKOMEHAYETbCSI CHUMIOTOMAaTH4YHA Ta HiaATpuMyroda Tepamis. Ciig po3risHyTH
HEOOXiHICTh MPOMHUBAHHS HUIYHKA Yepe3 KOPOTKHH yac Miciis mpuiiomMy mpemnapary. I'emomiami3 ams
BUBEJICHHS JIEBOIICTUPU3HHY 3 OpraHi3My He e()eKTUBHUIA.

Ho6iuni peakuii.

3 60Ky Hep608oi cucmemu. COHIIUBICTD, TOJOBHUI O11b, TTiIBUIIIEHA BTOMIIFOBAHICTb, CITA0KICTh, aCTEHIs,
CYJIOMH, MapecTe3is, 3alaMOpOYEHHS, HENPUTOMHICTh, TPEMOP, TUCTEB3isL.

3 60Ky ncuxiku: TOPYIIEHHS CHY, 30y DKEHHS, TAIONUHALI, Ierpecis, arpecisi, 0e3COHHs, CyilHUIaIbHi
TYMKH.

3 60Ky cepys: IOCUIIEHE CEPIEOUTTS, TaxXiKapIis.



3 60Ky opeanis 30py: NOPYLIEHHS 30pY, HEUITKICTh 30PY.

3 60Ky opeanis cyxy ma pigHoeazu: BEPTUTO.

3 6oky neuinku ma Hco8YOBUBIOHUX ULTAXIG: TETIATHUT.

3 60Ky HUpOK ma ceuosUiNbHOI cucmemu: TA3YPisl, 3aTPUMKa Ceul.

3 60Ky iMyHHOI cucmemu: TINEPUYTJIMBICTh, BKJIIOYAIOUX aHa(1IaKCilo Ta aHT1OHEBPOTUYHUIN HAOPSK.
3 6oky ouxanvhoi cucmemu, opeanie epyoHoi KIImMKU ma cepe0OCmint: 3aAHIIKA.

3 60ky mpasnozo mpaxmy: niapesi, OJIIOBaHHS, 3a10p, CyXiCTh Y POTi, Hy10Ta, Oi1b Y KUBOTI.

3 6oky wkipu ma niOWKIpHUX MKAHUH: CTIAKI MEIUKaMEHTO3HI BUCHUIAHHSI, CBEpOIK, BHUCHIIAHHS,
KpOIMB’ SIHKA.

3 60Ky KicmKk060-M 30801 cucmemu. Mianrisi, apTparis.

Pe3zynomamu 0ocniooscens: 301TbIIEHHST MAacH Tila, BIIXUICHHA (YHKLIOHAJIBHUX MEYIHKOBUX MO0 Bix
HOPMH.

Tlopywenns xapyyeanns ma oOMiny pe4ogun. TiIBUILIEHUN alleTHT.

3acanvui nopywenns ma cmawu y micyi 66edents: HaOPSK.

Tepmin npuoammuocmi.

3 poku.

YMoBHu 30epiranus.

30epiratu mpu Temrneparypi He Buiie 25 °C.

30epiraT y HEAOCTYITHOMY ISl AITE€H MicCLi.

Ynakoska.

ITo 10 Tabnerok y 6maicrepi; no 1 abo, mo 3, ado mo 10 GiicTepiB y KapTOHHIM yHaKoBII.

Kareropis Bigmycky.

bes penenra.

Bupoonuk.

KYCYM XEJITXKEP IIBT JITZ/

KUSUM HEALTHCARE PVT LTD.

Micue3HaxoakeHHs] BUPOOHHKA Ta HOro agpeca Micus NPOBaJKeHHs NislJILHOCTI.

CII-289 (A), PIIKO Inmactpian apea, Yonanki, bxiBaxi, [ict. AnBap (Pamkacran), [uais/

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.



IHCTPYKIISA
JJIS1 MEIUYHOT0 32CTOCYBAHHS JIKAPCHKOI0 3aC00y

L-UET®
(L-CET®)

Cknao:

ditoua peyoguna: neBoneTupusnHy auriapoxiopun (levocetirizine dihydrochloride);

1 Tabnerka, BKpUTa 00OJIOHKOIO, MICTUTh JIEBOLETUPU3UHY JTUTIIPOXTIOPUILY S5 MT;

O00NOMIJNCHI pewosuHU. TIITIOI03a MIKPOKPHCTAJIIYHA, HATPII0 KPOCKapMeso3a, MarHiro cTeapar, KpeMHII0
niokcu konoigauit 6e3Bonuuid, Opadry 11 85G51300 3enenuii™;

*Opadry II 85G51300 3enenuii: cnupT TNOJIBIHUIOBHM, Tanbk, TuTany miokcua (E 171),
MOJTIETHJICHTJTIKONb, JeruThH, iHaurokapmin (E 132), xinominoBuit xoBtuii (E 104), >xoBTHII 3axin
FCF (E 110).

Jlikapcbka ¢opma. TabieTku, BKpUTI 000JTOHKOIO.

OcHosHi  izuxo-ximiuni eracmueocmi: KPYTal JIBOOMYKJIl TaOJETKH, BKPUTI OOOJOHKOIO 3€JIECHOTO
KOJIbODY.

dapMakoTepaneBTUYHA IPyna.

AHTHTICTaMIHHI 3ac00M JI71s1 cucTeMHOTO 3actocyBanHs. [loxiani minepasuny. Kom ATX RO6A E09.
Dapmakonoiuni enacmueocmi.

Dapmaroounamixa.
JleBonieTHpu3NH — 1€ aKTHMBHUN CTAaOLIbHUN R-eHaHTIOMEp NETUPHU3MHY, IO HAJICKUTH JO TPYIH
KOHKYPEHTHHUX aHTaroHicTiB nepudeprnuannx Hi-ricraminoBux penentopiB. CIIOpiTHEHICTH 0 H;-

riCTaMiHOBHUX pEIENTOpiB Yy JIEBOLETUPH3MHY Y 2 pa3M BHUINA, HUK y HETHPU3UHY. BrumBae Ha
ricraMiH3ajleXHy CTaJil0 PO3BUTKY aJepriuHoi peakilii, 3MEHIIy€e MIrpauilo €03MHOQUIIB, CyIUHHY
NPOHHUKHICTh, 0OOMEXye BHUBUIbHEHHS MeniaTopiB 3anaynieHHs. llomepemkae pO3BUTOK Ta MOJIETLIYE
nepedir alnepriyHux peakiii, YUHUTh aHTUEKCYJaTUBHY, IPOTUCBEPOKHY, IPOTU3ANANIbHY 110, Maiike
HE YUHHUTH aHTUXOJIIHEPTiYHOI Ta aHTUCEPOTOHIHOBOI Ji.

Dapmaxokinemuxa.

dapMaKOKiHETHYHI TTapaMeTPH JIEBOLIETUPU3UHY MAIOTh JIHIIHY 3aJIe)KHICTh, HE 3aJIeKaTh BiJ TO3H Ta
Yacy i MalOTh HU3bKY BapiaOeNbHICTh Y pi3HUX MauieHTiB. DapMaKOKiHETHUHUHN Mpodisib MpH BBEACHH]
€IMHOTO CHAaHTiOMepa TaKWii caMui, SK 1 TPH 3aCTOCYBaHHI METUPHU3WHY. Y Tporeci abcopOiii abo
BUBEJICHHS HE CIIOCTEPIraeThes XipajbHa 1HBEPCisl.

Abcopbyis

JleBOLETHPHU3UH MiCJISI IEPOPATHHOTO 3aCTOCYBAHHS IIBUAKO Ta IHTEHCUBHO BCMOKTY€EThCs. CTymiHb
BCMOKTYBaHHsI TpenapaTy He 3aJIeKUTh Bifl J03U Mpernapary Ta He 3MIHIOEThCS 3 MPHHOMOM iXi, ane
MakcumanbHa KOHLEHTpalis (Cpax) Tpernapary 3MEHIIYEThCS Ta JOCATa€ CBOTO MaKCHMaJIbHOTO
3Ha4eHHs mi3Hime. biogoctymHicth cranoButh 100 %.

VY 50 % xBOpUX Aisl IEBOLIETUPU3UHY PO3BUBAETHCA yepe3 12 XBUIIMH MICIIs NPUHOMY OJIHOPa30BOi 03H, a
y 95 % —uepe3 0,5-1 ronuny. MakcumanbHa KoHIEHTpaLis (Cpax) Y CHPOBATILI KPOBI JOCATAETHCS Yepes
50 XBWJIMH TICIIs OTHOPA30BOT0 MPUIOMY BHYTPIIIHBO T€PANEBTUYHOI 103HU. PiBHOBa)kHA KOHIIEHTpALis
Y KPOBI IOCSITA€ThCA MiCIs JBOX JHIB IPUHOMY IIperapary. Cax CTaHOBUTD 270 HI/MI micns
0JTHOPA30BOTO 3acTocyBaHHS 1 308 HI/MII — MiCIs MOBTOPHOI'O 3aCTOCYBAHHS y /1031 S MT" Bi/IIOBITHO.
Posnooin.

BincyTtHs iHdopMaris 1moa0 po3noaily npenapary y TKaHMHaX JIFOJUHU, a TAKOX LI0J0 MPOHUKHEHHS
JIEBOIIETUPU3UHY Kpi3b reMaroeHiedaniyauii 6ap’ep. Y IOCHIDKEHHSX HaWOLIbIIA KOHIICHTPAIlis



3a(hikcoBaHa y MEYiHIll Ta HUPKaX, a HAalHWK4Ya — y TKAHUHAX LIEHTPalIbHOI HEpBOBOI cucteMu. Po3moain
JICBOLETUPU3UHY OOMEKEHHH, TOMy 110 00’eM po3noiny craHoBUTh 0,4 J/kr. 3B’s3yBaHHS 3 OLIKaMu
1a3mMu Kposi — 90 %.

Biompancgopmayis.

B opranizmi mouHM piBeHb MeTa00J1i3My CTAHOBUTH MEHII HiX 14 % BiJl 103U IEBOLIETUPU3UHY, 1 TOMY
BIIMIHHICTD y pe3yJbTaTi Te€HETUYHOro MmoniMopdizMy abo CymyTHBOro MpHiHoMy (HEepMEHTHHX
1HT101TOPIB, SIK OUIKy€EThCs, Oyae He3HauHOIO. [Iporiec MeTabomi3My BKIIFOUa€ apOMaTHUHY OKCUAaLi0, N-
Ta O- IeaKiTyBaHH 1 CIIOTYYeHHsI 3 TAypHHOM. JlealkiTyBaHHs y MepILTy Yepry BiIBA€THCS 3 YUACTIO IUTOXPOMY
CYP 3A4, Toxi six y mpoleci apoMaTUYHOI OKCHALil OepyTh ydacTh YucellbHI Ta (a00) HEeBHU3HAuUEH1
130¢popmu CYP. JleBoueTpu3uH HE BIUIMBAB Ha aKTHBHICTh LIMTOXPOMHHX i30(pepmentiB 1A2, 2C9,
2C19, 2D6, 2E1, 3A4 y KOHLIEHTpaLisX, 110 3HAYHO MEPEBUIIYBAIN MaKCUMaJIbHI MiCIIs MpUiioMy 103U 5
MT IlepopajibHO. BpaxoBytoun HU3bKUI CTYMiHE METa00Ii3My Ta BIICYTHICTh 3/1aTHOCTI 10 IPUTHIYEHHS
MeTa0oI113My, B3a€MO/Iisl JIEBOLIETUPU3HUHY 3 IHIIMMU PeYOBUHAMH (1 HABIIAKH) MaJlOWMOBIpHA.
Buegeoenns.

Exckpenis mpenapary BiIOYBa€Tbcs B OCHOBHOMY 3a paxyHOK KIyOO4KOBOi (inbTpaiii Ta akKTHBHOI
KaHanbleBoi cekpenii. Ilepioy HamiBBUBEIEHHS JEBOLETUPH3UHY 3 IIa3MHu KpoBi y nopociux (Ti/p)
ctaHoBUTh 7,9 + 1,9 rogunu. Ilepion HamiBBHBEJEHHS IpenapaTy KOPOTIIMNA y MaJeHbKUX IITeH.
Cepenniii o4eBUAHUIN 3arajdbHUN KiipeHC y popociux — 0,63 mi/xB/Kr. B OCHOBHOMY BHBEICHHS
JIEBOLIETUPU3UHY Ta MOro MeTaboJIITIB 3 OPraHi3My BiJJOYBa€ThCs 13 ceyero (BUBOJIUTHCS Y CEPEAHBOMY
85,4 % 3actrocoBaHOi 03 mpenapary). 3 ¢dekamsmMu BUBOIUTHeA Jumie 12,9 % 3actocoBaHoi 103U
JIEBOLICTUPU3UHY.

Oco0nuBi1 nomysii

Topywenus ¢ynxyiv Hupok

OueBUIHUN KIIIPEHC JIEBOUETHUPU3MHY Ui OpraHi3aMy KOpPEeo€ 3 KJIIPEHCOM KpeaTuHiHy. Tomy y
MAIEHTIB 13 MOMIPHUMU Ta TSHKKUMHU TMOPYIHICHHAMHM (QYHKIIT HUPOK PEKOMEHAYETbCS MiAOupaTH
IHTepBaJlM MK IpUiiOMamMH JIEBOLIETUPU3UHY 3 ypaxyBaHHAM KilipeHcy kpeatuHiny. [Ipu anypii npu
KIHIIEB1H TepMiHaJbHIN CTa/1i 3aXBOPIOBAHHS HUPOK 3arajibHUM KJIIPEHC OpraHi3My Mali€HTIB MOPIBHAHO
3 3araJlbHUM KJIIPEHCOM OpraHi3My B 0cCi0 0€3 TakuX MOpYIIEeHb 3MEHIIYeThCs MpuoOim3HO Ha 80 %.
KinpkicThb JIeBOLIETUPU3HHY, 1110 BUBOJUTHCS 111 YaC CTAHAAPTHOI 4-TOAMHHOI MPOIIEYPH TeMOTializy,
cra”oBuna < 10 %.

KuiniyHI XapaKTepUCTHKH.

Ilokazanns.

CuMrromMaTuyHe JIKyBaHHS ajJepridyHOro puHITY (y TOMY YHKCII LHIJIOPIYHOIO ajJepridYHOro PUHITY) Ta
KpPOIUB'SIHKU.

IIpomunokazanns.

[ligBuIIeHa Yy TIUBICTH 0 JIEBOLIETUPU3UHY, LIETUPU3UHY, T1POKCU3HHY, A0 Oy Ib-SKUX 1HIIMX MOX1THUX
minepasuHy ado /10 Oyab-sAKOi 1HIIOT TOMOMIXKHOT pEYOBHHU TIpenapary.

Tsxka popMa XpoHIUHOT HUPKOBOT HEIOCTATHOCTI (KJipeHe KpeaTuHiHy < 10 Mi/XB).

B3aemooia 3 inwumu nikapcoKumu 3acodvamu ma inuwii 6uOU 63acmooiil.

JlocmiKeHHS 3 IEBOIETUPU3UHOM 100 B3a€MO/I1T (BKITIOUAIOUX TOCTKeHHS 3 iHaykTopamu CYP3A4)
He mnpoBogwiIncs. JlocniDKeHHS 3 LEeTUPU3MHOM (3’€IHAHHS palemary) IOKaszalu, IO OJHOYacHe
3aCTOCYBaHHS 3 aQHTHUIIIPUHOM, a3UTPOMIIIMHOM, IUMETHUIMHOM, J1a3emamMoM, EPUTPOMIIIMHOM,
TJII3UI0M, KETOKOHA30JI0M a0o mnceBaoedepiHOM He YMHHUTH KIIHIYHO 3HAUYIIMX  HECHPUSTIUBUX
B3aemomii. Ilpu cymicHomy 3actocyBanHi 3 TeoduriHoM (400 mr/moOy) crmocrepirajiiocss HEBEITHKE
3HIKeHHS (Ha 16 %) 3aranbHOro KIIpeHcy JIEBOLETUPU3NHY (po3noail Teodisiny He 3MiHoBaBcs). [Ipu
JOCTIKEHH1 0aratopa3zoBOro 3acTocyBaHHsl puToHaBipy (600 mr 2 pa3u Ha 100y) Ta uerupusuny (10
MT Ha 100y) CTyMmiHb €KCHO3ULIi LEeTUpU3UHY 30uIblnyBaBcs Npubau3Ho Ha 40 %, Toail sIK po3MOoiT
puTOHaBIpy nemto 3miHoBaBcs (- 11 %) 10 mapanenbHOro 3aCTOCYBaHHS IIETUPHU3UHY .




[Tpuitom i1 He BIUIMBA€E HA CTYIiHb BCMOKTYBAHHS IpenapaTty, ajie 3HIXKY€ IBUIKICTh HOTo abcopOrii.
OnHouacHe 3acTOCYBaHHsS LETHPU3WHY a00 JIEBOLIETUPU3MHY Ta AJIKOTONI0 YHM IHIIMX JAENpPECcaHTIB
LEHTPaJIbHOI HEPBOBOI CHUCTEMH Yy BpA3JIMBHUX MAI[lEHTIB MOXE CHPUYMHUTH J0JATKOBE 3HM)KEHHS
MWIBHOCTI Ta 3JaTHOCTI O BUKOHAHHS POOOTH.

Ocobueocmi 3acmocyeanns.

3 006epeKHICTIO 3aCTOCOBYBATH MALIIEHTAM 13 XpOHIYHOIO HUPKOBOIO HEJIOCTATHICTIO (HE00X1/1HA KOPEKIis
peXHUMY JT03yBaHHS) Ta Malll€eHTaM JITHHOTO BiKy (MOXKIIMBE 3HMKEHHS KITyO0oukoBoOi ¢inbrparii). Crixa
3 00EpeXHICTIO 3aCTOCOBYBAaTH IMpenapaT NpU OJHOYACHOMY MpPHUHOMI 3 ajKoroyieM (AMB. pPO3ALT
«B3aemois 3 IHITUMU JTIKAPCHKUMH 3aCO0aMHU Ta 1HIII BHAW B3a€EMOJI).

[Tpu3Hayarouu npenapar y pa3i HassBHOCTI y MAI[IEHTIB MEBHUX (aKTOPIB, 110 IPOBOKYIOTh 3aTPUMKY CeUi
(HampuKJIaa, TpaBMH CIIMHHOTO MO3KY, TillepIijia3is nepeaMixypoBoi 3aj1031), He00XiJHO OpaTH 10 yBaru,
1110 JIEBOLIETUPU3HH 301IBIIYE PU3UK 3aTPUMKHU Ceui.

Hemae nanux mozo nocuiieHHs epekTy ceaTuBHUX 3ac00iB IPU 3aCTOCYBAHHI Y TEpPAaleBTUYHHX /103aX.
AJe ci1iJl YHUKATH 3aCTOCYBaHHs CeaTUBHUX 3ac00iB Mij yac mpuiloMy mpemnapary.

OCKiIbKM aHTUTICTaMiHHI IIpernapaTé MOKYTh MPUTHIYYBAaTH BiAINOBIIb HA LIKIPHI aJlepriuHi NpooH, To
nepe iX NpoBeJeHHIM HEeOOX1THUM € 1epio] BUMUBaHHS (BiJ 3 /HIB).

MoOXJIMBUM € BUHUKHEHHS CBEpOEXY MpU NPUITMHEHH] 3aCTOCYBaHHS JIEBOLIETUPU3UHY, HABITh SKIIO IIi
CUMIITOMU He OyJIU MPUCYTHI 10 MOYATKY JiKyBaHHsA. CBepOIK MOKE 3HUKHYTH CAMOCTIHHO. Y NESKHUX
BUIA/IKaX CBEPOIK MOXke OyTH IHTEHCUBHUM, 1110 MOKE€ CTAaTH MPUYUHOIO IOHOBIJICHHS JTiKyBaHHs. [licis
MOBTOPHOTO 3aCTOCYBaHHS JIEBOLETUPU3UHY CBEPOIXK, SIK MPABUIIO, TPOXOAUTH.

Jlonomidicni pewogunu.

[Tpenapar mictuth OapBHUK x)o0BTUH 3aXxig FCF (E 110), o Moxe cnpUYuHATH aeprivyHi peakiii.
3acmocysanns y nepioo eacimmocmi abo 200y8anus 2py0oio.

Bazimuicmo

JleBoLeTMPU3UH NMPOTUIIOKA3aHUH JIJIs 3aCTOCYBAHHS y MEpioj] BariTHOCTI.

Tooysanns 2pyoorw

LleTupu3uH MpOHHUKAE y TPYJHE MOJOKO, TOMY IIPU HEOOXIAHOCTI 3aCTOCYBaHHS INpenapary roJyBaHHS
TPYJUIIO CIiJT IPUITUHUTH.

Depmunvricmo

Hemae kniHIYHUX JaHUX (BKJIIOYAIOYM JOCTIKEHHS HA TBapWHAaX) 10O BIUIUBY JICBOLETHPU3UHY Ha
(hepTUIBHICTS.

30amuicms  énaueamu Ha wWUOKICMb peaxkyii Npu Kepy8awHi AGMOMPAHCNOPMOM ab0 THUUMU
MexauizMamu.

Cain yTpuMyBaTuCs BiJl KEpyBaHHS aBTOTPAHCIIOPTOM a00 pOOOTH 3 IHITMMH MOTEHILIHHO HeOe3eYHUMHU
MeXaHi3MaMH IIiJ] 4ac JIIKyBaHHS [IPErnapaToM.

Cnoci6 3acmocysannsa ma 0o3u.

[IpenapaT npu3HaYaTH JOPOCIMM Ta JITSM BIKOM BiJl 6 pOKIB BHYTPIIIHBO Yy J000BIiH 1031 5 Mr 1 pa3 Ha 100y,
HE3JISKHO BiJ MpuiioMy Dkl TabieTky HeoOXiAHO KOBTATH IO, 3aIMBAIOYN HEBEIHKOK KITBKICTIO
BOJIU.

X6opum 1imuv020 iKY i3 HOPMAILHOK YHKYIEI HUPOK. KOPEKIIisS J03U MpernapaTy He moTpiOHa.

Xeopum i3 nopyuienoro yHKyicro HUpoK po3paxyHoK 1031 HEOOX1THO MPOBOAMUTH 3 YPaXyBaHHSIM KIIIPpEHCY
KpeaTHuHiHy BiJIOBITHO 10 TaOJIuUI.

Jist 3actocyBaHHs L€l TabNMLI 103yBaHHS HEOOX1AHO OLiHNTH KilipeHe kpeatnHiHy (KJl,) mauienra y
mi/xB. Kllg, (M/xB) Mae OyTd OLIHCHMH 3a BMICTOM KpCaTHHIHY y CHPOBATIi KpOBi (MI/mi) 3a

JOTIOMOTOF0 HACTYITHOT (hOpMYJIH:
[140 — Bik (pokm)] x maca Tina (kr) (x 0,85 ms KiHOK)

KJIxp =
P 72 X KpeaTHHIH CUPOBATKH KPOBi (MT/ 1)



Tabnuus 1.
Kopexkuis 1031 npenapaTy XBOPUM i3 HOPYIICHOIO (QYHKILIEI HUPOK:

QDyHKYia HUPOK Knipenc kpeamuniny, Hobosa doza Kinvxicmo nputiomis
MI/X8

HopmainbsHa QyHKITiS HUPOK >80 5 mr (10 mi) 1 pa3 Ha 100y

[TopymieHHs JerKoro 50-79 5 mr (10 M) 1 pa3 Ha 100y

CTYTICHS

[TopymieHHst TOMipHOTO 30-49 5 mr (10 mo) 1 pa3 Ha 2 no6u

CTYTICHS

[Topy1ieHHs TSKKOTO <30 5 mr (10 mo) 1 pa3 Ha 3 no6u

CTYTICHS

Kinnesa cranis <10 [IpoTunoxkazano

3aXBOPIOBaHHS HUPOK.

[TarienTw, ki mepedyBarOThH

Ha aiamisi

JitaM i3 mopymeHHsMH (YHKIT HUPOK J03y HpenapaTy HEOoOXiJHO CKOPHUTYBAaTH IHIWBIAyallbHO 3
ypaxyBaHHIM HUPKOBOTO KJIIPEHCY Malli€eHTa Ta HOro MacH Tina.

CrnenudiuHuX JaHUX MI0A0 3aCTOCYBAHHS JITAM 3 MOPYIIEHHSAM (PYHKIIH HUPOK HEMAE.

THayicumu 3 nopywennsam QyHkyii nevinku

XBOpPUM i3 BUHATKOBO MEYiHKOBOIO HEJJOCTATHICTIO KOPEKIIis PEKUMY J03yBaHHs HE MOTpiOHA. XBOpUM
13 MIEYIHKOBOIO Ta HUPKOBOIO HEJOCTATHICTIO HEOOX1IHO KOPUTYBATH PEXXHUM JI03yBaHHS BIAIMOBIIHO 10
HaBe/IeHOI BUIIE TAOIHIII.

Tpusanicme 3acmocyeanhs

[TamieHTiB 13 MEpPIOJUYHUM aJEPridYHUM PHUHITOM (TPUBATICTH MPOSBY CHMIITOMIB 3aXBOPIOBAHHS
CTAaHOBHUTh MEHII HiXK 4 NOOW Ha THXKJEHb a00 MEHII HiXK 4 TWXKHI Ha PIK) CIiJ JIIKYBaTH BiAMOBITHO
710 TIepediry 3axBOpIOBAaHHS Ta aHAMHE3Y: JIIKYBaHHS MO>KHA IPUIIMHUTH, SKIIO CHMITOMH 3HUKHYTh, Ta
MO>KHA BiTHOBUTH 3HOBY IPY MMOBTOPHOMY BUHMKHEHHI CUMIITOMIB. Y pa3i CTIHKOT0 aJepriyHoro puHITY
(TpUBaNICTh MPOSIBY CUMIITOMIB 3aXBOPIOBAHHS CTAHOBUTH OUTBII HiXK 4 T0OWM HA THXKICHb 200 OLIBII HixXK
4 TIXKHI Ha PIK) y NEPioj KOHTAKTY 3 aJlepreHaMH Malie€HTy MOYKHA 3alpOTIOHYBATH MOCTIHHY TEparlito.
IcHye KIiHIYHUE JOCBIJ 3aCTOCYBaHHS JICBOLETUPH3HUHY MPOTATOM IIOHAWMEHIIE  6-MiCSYHOTO MEpiory
mikyBaHHS. [Ipu XpOHIYHMX 3aXBOPIOBAHHIX (XPOHIYHUH alepridyHUi PUHIT, XpPOHIYHA KPOMUB’SHKA)
TPUBAJICTh JIIKyBaHHS CTAHOBUTH /10 1 POKY (JaHi TOCTYMHI 3 KIIHIYHUX JOCIHIPKEHb PU 3aCTOCYBaHHI
pauemary).

Jimu.

[Ipenapat 3aCTOCOBYBaTH JITSIM BiKOM Bij 6 POKIB.

Ilepedosyeanns.

Cumnmomu: CUMITOMH TEPEJO3YBaHHSI MOXYTh BKJIIOYATH COHJIMBICTH y JOPOCIMX Ta IOYATKOBE
30y UKEHHS 1 MiIBUIIEHY JPATiBIMBICTh 3 HACTYITHOIO COHJIMBICTIO Y JiTEH.

Jlikysanna. CnenudiuHOro aHTHIOTY [0 JICBOLETHUPU3WHY HEMae. Y BUIMAJIKy IOSBUH CHMIITOMIB
NEepeO3yBaHHS PEKOMEHAYETbCSI CHUMIOTOMATHYHA Ta HiaATpuMytoda Tepamis. Ciig po3risHyTH
HEOOXiHICTh MPOMHUBAHHS IUIYHKa Yepe3 KOPOTKHW yac Micis mpuiiomMy mpenapary. I'emomiami3 ams
BUBEJICHHS JICBOIICTUPU3HHY 3 OpraHi3mMy He e()eKTUBHUIA.

Ho6iuni peakuii.

3 60Ky Hep608oi cucmemu. COHIUBICTD, TOJOBHUIN O11b, TIiIBUIIICHA BTOMIIIOBAHICTh, CITA0KICTh, aCTEHIs,
CYZIOMH, MapecTe3is, 3alaMOpOYEHHS, HENPUTOMHICTh, TPEMOP, TUCTEB3isL.

3 60Ky ncuxiku: TOPYIIEHHS CHY, 30y DKEHHS, TAIIONUHALT, Ienpecis, arpecis, 0e3COHHs, CyilHUIaNbHi
JTYMKH.



3 60Ky cepys: mocuieHe cepleOnTTs, TaXiKapais.

3 60Ky opeanis 30py: NOPYLIEHHS 30pY, HEUITKICTh 30PY.

3 60Ky opeanis cyxy ma pigHoeazu: BEPTHUTO.

3 6oky neuinku ma Hco8YOBUBIOHUX ULTAXIG: TETIATHUT.

3 60Ky HUpOK ma ceuosUiNbLHOI cucmemu: TA3YPisl, 3aTPUMKa Ceul.

3 60Ky iMyHHOI cucmemu: TINEPUYTJIMBICTh, BKJIIOYAIOUX aHa(1IaKCiio Ta aHT1OHEBPOTUYHUHN HAOPSK.
3 6oky ouxanvhoi cucmemu, opeanie 2pyoHoi KIImMKU ma cepe0OCmints: 3aANIIKA.

3 60ky mpasnozo mpaxmy: niapesi, OJIIOBaHHS, 3a10p, CyXiCTh Y POTi, Hy10Ta, Oi1b Y KUBOTI.

3 6oky wkipu ma niOWKIpHUX MKAHUH: CTIAKI MEIUKaMEHTO3HI BUCHUIAHHSI, CBEpOIK, BHUCHUIIAHHS,
KpOIMB’ SIHKA.

3 60Ky KicmKko60-M 30801 cucmemuy. MIanrisi, apTparis.

Pe3zynomamu 0ocnioscens: 301TbIIEHHST MAacH Tila, BIIXUICHHA (YHKLIOHAJIBHUX MEYIHKOBUX MPOO Bix
HOPMH.

Topywenns xapyyeanus ma oOMiHy pe4ogun. TiIBUILEHUN alleTHT.

3acanvui nopywenns ma cmawu y micyi 66edents: HaOpSK.

Tepmin npuoammuocmi.

3 poku.

YMoBHu 30epiranus.

30epiratu mpu Temrneparypi He Buiie 25 °C.

30epiraT y HEAOCTYITHOMY ISl AITEH MicCLi.

Ynakoska.

ITo 10 Tabnerok y 6maictepi; nmo 1 abo, mo 3, ado no 10 GiicTepiB y KapTOHHIM yIaKoBII.

Kareropis Bigmycky.

bes penenra.

Bupoonuk.

KYCYM XEJITXKEP IIBT JITZ/

KUSUM HEALTHCARE PVT LTD.

Micue3HaxoaKeHHs] BUPOOHHKA TAa agpeca Micusi MPOBAZKeHHsI HOro NislJIbHOCTI.

[Tnot Ne M-3, Innop Cnewen Ikonomik 3oyH, ®eit3-11, [Titammyp, Hdict. JIxap, Maaxss Ilpanem, ITin
454774, Iunisa /

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh, Pin
454774, India.



