IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

L-IIET®
(L-CET®)

Cknao:

Oiroua peuosuna: neBoueTupusnny auriapoxiopus (levocetirizine dihydrochloride);

1 Tabnerka, BKpuTa 000JIOHKOIO, MICTUTH JIEBOIIETUPU3UHY AUTIAPOXIOPHIY S5 MT;

OONOMIDICHI peyosuHu: TeN0NI03a MIKpOKPUCTAIIuyHa, HaTpil0 KpOCKapMeno3a, MarHiro creapar,
KPEMHII0 Jiokcua Komoinauii 6e3oaauii, Opadry 11 85G51300 3enenuii*;

*Opadry 11 85G51300 3enenmii: cnupT NOJIBIHUIOBUEH, Tanbk, THTaHny mgiokcun (E 171),
MOJIIETUIICHTITIKONb, JenuTuH, iHaurokapmid (E 132), xinonminoBuii xoBtuii (E 104), >xoBTHIi 3aXin

FCF (E 110).

Jlikapcbka ¢opma. Tabnetku, BKpUTi 000JIOHKOIO.
OcHosHi izuko-XimiuHi er1acmuocmi. KpyTil ABOOMYKI TaOJIETKH, BKPUTI OOOJIOHKOIO 3E€JIEHOTO
KOJIBODY.

dapMmakoTepaneBTHYHA rpyna.
AnTHTiCTaMIHHI 3ac00M JUTsI cHcTeMHOTo 3actocyBanHs. [Toxinni minepasuny. Kog ATX RO6A E09.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

JleBoLleTUPU3UH — 1I€ AaKTUBHUN cTaOUIbHUN R-eHaHTiOMep LETHUPU3HHY, IO HAJNEXHUTh A0 TPYIU
KOHKYPEHTHUX aHTaroHicTiB mnepudepuunux Hi-ricraminoBux penentopiB. CHOPIAHEHICTh 110
Hi-ricramiHOBUX pemenTopiB y JIEBOLETHUPU3MHY Yy 2 pa3dW BUIA, HDK y HETUPU3MHY. BrumBae Ha
TiCTaMIH3AJICKHY CTail0 PO3BUTKY aJIEpPridHOI peakilii, 3MEHIIIy€e Mirpaiito €o3uHO(DUIIB, CYyAUHHY
MIPOHUKHICTh, OOMEXye BHBUIBHCHHS MeAlaTopiB 3ananeHHs. [lomepemkae po3BUTOK Ta TOJIETIIIYE
nepedir anepriuHux peakxiliif, YHMHUTh AHTHEKCYNAaTUBHY, MPOTHUCBEPODKHY, MpOTH3aNaibHy i,
Maii’ke He YUHUTh aHTUXOJIIHEPT1YHOT Ta aHTUCEPOTOHIHOBOI JTii.

DapmakoKiHemuxa.

dapmMaKkOKIHETUYH1 ITapaMeTPH JICBOLICTUPU3UHY MAIOTh JIHINHY 3aJICKHICTh, HE 3aJIeXKaTh BiJl 103U Ta
yacy 1 MaloTh HU3bKY BapiaOENbHICTh y PI3HUX HaiieHTIB. dapMakoKiHETHYHUN Mpoduls MpHU
BBEJCHHI €JMHOTO CHAHTIOMEpa TaKWUH CcaMHii, SK 1 MPU 3aCTOCYBaHHI LETHPU3UHY. Y TIporeci
abcopOI1ii 200 BUBEJCHHS HE CIIOCTEPIraeThCs XipaJbHa IHBEPCIs.

Abcopoyis

JleBoLIETUPHU3UH TIC/sl MEPOPATBHOrO 3aCTOCYBAaHHS IIBUJIKO Ta IHTEHCHBHO BCMOKTYETHCH.
Cryninb BCMOKTYBaHHS Mpenapary He 3aJIeKUTh Bl 03U MpernapaTy Ta He 3MIHIOEThCS 3 TPHUIOMOM
ki, ame MakcuManbHa KOHUEHTpauisl (Cmax) Ipenapary 3MEHIIYETbCS Ta JOCSTae  CBOTO
MaKCUMaJbHOTO 3HaueHHs ni3Himie. biogocrynuicts ctanoButh 100 %.

Y 50 % xBopuX Aif JIEBOLUETUPU3UHY PO3BUBAETHCS depe3 12 XBWIMH MICHIS TPUHOMY OJHOPAa30BOi
o3, a 'y 95 % — uepe3 0,5-1 roauny. MakcumanbHa KOHIEHTpAIist (Cmax) Y CHPOBATII KPOBi
nocsraetbest yepe3 50 XBUIUH TICNS OJHOPA30BOTO MPHUHOMY BHYTPINIHBO TEPANEeBTHYHOI TO3U.
PiBHOBakHA KOHIIEHTpallis Yy KpOBI JOCATAETbCS TMICHs JABOX JHIB TMpHHOMYy Mpemnapary.
Cmax cTaHoBuTh 270 Hr/mMi micist oJHOpa3oBoro 3acrocyBaHHs 1 308 Hr/mMi1 — micas MOBTOPHOTO
3aCTOCYBaHHS Y /1031 5 MT' BIATIOBI/THO.

Posznooin.

BincytHs iHpoOpMalis o0 po3noauTy npenapary y TKaHHHaX JIOAWHH, a TAKOXK 11010 TPOHUKHEHHS
JIEBOLETHUPU3UHY Kpi3b TreMaToeHuepaniuHuii 6ap’ep. Y IOCHIPKEHHSX HalHOUIbIAa KOHIEHTpPALS
3adikcoBaHa y TEUiHII Ta HUpPKAX, a HAWHIWKYA — y TKAaHWHAX IICHTPAIbHOI HEPBOBOi CHUCTEMH.
Po3noain neBoueTupusnHy oOMeKeHui, ToMy 1o 00’eM po3nojiny craHoBUTH 0,4 Ji/Kr. 3B’s13yBaHHS
3 6utkamu 1ia3Mu Kposi — 90 %.

biompancgopmayis.



B oprani3dmi m0auHA piBeHb METa0O0Ji3My CTaHOBUTH MeHII HK 14 % Bin 103U JEBOLETHPH3UHY, 1
TOMY BIIMIHHICTh y pe3yJbTaTi TeHETHYHOrO MONiMOpdi3My abo CymyTHBOTO NMPHHOMY (PEpMEHTHUX
IHri01TOPIB, K OUIKYyeThCs, Oyne He3HauHO. [Iporec MeTabomi3My BKIIFOUAE apOMaTHYHY OKCHIAILIIO,
N- Ta O- meankiTyBaHHS i CHIONMydEHHS 3 TaypuHOM. [leanKiTyBaHHS y TEpITy 4epry BiOyBa€ThCs 3 Y4acTIO
mutoxpomy CYP 3A4, toni sk y mporeci apoMaTu4Hoi oKcuaamii 0epyTh y4acTh 4ncenbHi Ta (abo)
HeBu3HaueHi 3oopmu CYP. JleBorieTpHU3UH HE BIUTUBAB HA aKTUBHICTh IIUTOXPOMHUX 130(pepMEHTIB
1A2, 2C9, 2C19, 2D6, 2E1, 3A4 y KOHIEHTpALlisAX, 0 3HAYHO MEPEBHIYBATH MAaKCHMAJbHI ITICISA
npuiioMy J03M 5 MT TepopaibHO. BpaxoByroum HHM3BKMH CTYHiHb MeTa0OJi3My Ta BiICYTHICTb
3MATHOCTI 10 TPUTHIYEHHS METa0oJi3My, B3a€MOJisS JICBOLETHPU3MHY 3 IHIIMMHU pedoBHHAMH (i
HaBIaKH ) MAJIOMMOBIpHA.

Buseoenns.

Exckpenist mpernapary BiZOyBaeThCsi B OCHOBHOMY 32 PaxyHOK KIyOOYKOBOi (inbTpamii Ta aKTUBHOT
KaHaJbIIeBO1 cekpeii. [lepioy HaNBBUBEICHHS JICBOILCTUPU3UHY 3 TUIa3Mu KpoBi y gopociux (Tirz)
ctaHoBUTh 7,9 + 1,9 ronuuu. Ilepion HamiBBHBEIEHHS IMpemnapaTy KOPOTIIMH y MaJeHbKUX ITEH.
Cepenniit oueBMIHUN 3aralibHUM KiipeHC y gopociux — 0,63 mi/xB/kr. B ocHOBHOMY BHBEICHHS
JIEBOLIETUPU3HHY Ta OT0 METa0OJIITIB 3 OpraHi3My BiAOYBA€ETHCS 13 ceUeto (BUBOJUTHCS Y CEPEAHBOMY
85,4 % 3acTrocoBaHOi 703U Mpemnapaty). 3 ¢ekanissMu BUBOAUTHC Jmie 12,9 % 3actocoBaHoi 1031
JICBOLIETHPU3HHY.

Oco0nuB1 nomyasii

Topywenus ¢hynxkyiu HUpok

OueBUIHUN KITIPEHC JEBOLETUPHU3UHY ISl OpPraHi3My KOpENIo€ 3 KIIpeHCOM KpeaTuHiHy. Tomy y
MAIIEHTIB 13 MOMIPHUMH Ta TSDKKUMHU TMOPYIIEHHSIMH (YHKIIT HUPOK PEKOMEHIYEThCS MiNOMpaTu
IHTepBaJIM MK NMPUHOMaMHU JIEBOLIETUPHU3UHY 3 YpaxyBaHHAM KIIpeHCY KpeaTuHiHy. [lpu anypii npu
KIHLIEBIM TepMIHAJbHIA CTajaili 3aXBOPIOBAHHS HUPOK 3arajbHUIl KIIPEHC OpraHi3My Malli€eHTIB
MOPIBHSIHO 3 3arajibHUM KJIIPEHCOM OpraHi3amy B 0ci0 0e3 TakuX MOPYIIEHb 3MEHIIYETHCS MPUOIN3HO
Ha 80 %. KuIbKicTh JICBOIICTUPHU3UHY, 110 BHBOJMUTHCS IIil Yac CTaHAAPTHOI 4-TOAMHHOI MpOLEIypH
remoianizy, cranoBuia < 10 %.

KuiniuyHi XapaKTepUCTHKH.

Ilokazanns.

CuMnToMaTHYHE JIKYBAaHHS aJlepTiyHOTO PUHITY (Y TOMY YHCII MUTOPIYHOTO aJepridHOTO PHUHITY) Ta
KPOMUB'SSHKH.

Ilpomunoka3zanns.

[linBuieHa YyTIWUBICTH A0 JIEBOLECTUPU3HMHY, IETUPHU3UHY, TIIPOKCU3HMHY, IO Oyab-SKUX IHIIUX
MOX1THUX Tinepa3uny abo 10 Oyab-sKOi IHIIOT TOTTOMBKHOI pEYOBUHU Tperapary.

Tsxka GpopMa XpoHIYHOT HUPKOBOT HEIOCTATHOCTI (KiIipeHe KpeaTuHiny < 10 mMi/xB).

B3aemooia 3 inmumu nikapcoKumu 3acodvamu ma inuwii 6uou 63acmooiil.

JIOCII/DKEHHST 3 JIEBOLIETUPU3MHOM ILIOJ0 B3aeMOJIi (BKIHOYAIOUM JOCIIDKEHHS 3 I1HIYKTOpaMu
CYP3A4) e npoBomunucs. JocnipkeHHS 3 IETHUPU3MHOM (3’€HAHHS paleMary) MOoKas3ald, IO
OJIHOYaCHE 3aCTOCYBaHHS 3 AHTUIIPUHOM, a3UTPOMILMHOM, IMMETHAMHOM, Jlia3enaMoMm,
€pPUTPOMIILIMHOM, TIIMI3U0M, KETOKOHA30JI0M a00 rceBroede[puHOM HE YMHHUTH KIIHIYHO 3HAUYIIUX
HecTIpUATIUBUX B3aemoaiil. Ilpm cymicHomy 3actrocyBaHHi 3 TeodutriHom (400 Mr/moby)
CIOCTepiranocsi HeBeJIMKe 3HIDKEHHS (Ha 16 %) 3arajabHOTO KIIPEHCY JIEBOLETHPU3UHY (pO3IOJiI
TeoiniHy He 3MiHIoBaBcs). [Ipu mocnimkeHH1 0aratopa3oBOro 3acTocyBaHHs puToHaBipy (600 Mr
2 pa3u Ha 100y) Ta uerupusuny (10 mr Ha 100y) CTYMiHb €KCHO3MIIi IEeTHPU3UHY 30UIbIIYBaBCS
npubimszHo Ha 40 %, Toal K PO3NOALT PUTOHABIpPY Jemo 3MiHoBaBcs (- 11 %) 1o mapanensHOro
3aCTOCYBAHHS LIETUPHU3UHY.

[Ipuitom ©Ki He BIUIMBAa€ Ha CTYNiHb BCMOKTYBAaHHS Npenapary, aje 3HIKYE IIBHJIKICTh HOTO
abcopOrrii.

OnHouacHe 3aCTOCYBaHHSI IIETUPHU3MHY a00 JIEBOLETHPU3UHY Ta AJKOTOJIO YM IHIIMX JENpPEcaHTIB
LEHTPAJIbHOI HEPBOBOi CUCTEMM Yy BPA3JIMBHUX MAIlIEHTIB MOXE CHPUYMHUTH JOJATKOBE 3HMKECHHS
MUJIBHOCTI Ta 3JaTHOCTI /IO BUKOHAHHS POOOTH.



Ocoobnueocmi 3acmocysanns.

3 00epeXHICTIO 3aCTOCOBYBAaTH MAIlIEHTAM 13 XPOHIYHOI HUPKOBOK HEAOCTaTHICTIO (HeoOXimHa
KOPEKI[iSl PEeKUMY JIO3YBaHHS) Ta TAIIEHTaM JITHBOTO BiKY (MOXIIMBE 3HIDKEHHS KIyOOUYKOBOI
¢dimprpanii). Ciig 3 00epekHICTIO 3aCTOCOBYBATH TpeENapar MpHu OJTHOYACHOMY MPHUIHOMI 3 aJIKOTOJIeM
(muB. posnin «B3aemoaist 3 IHIIMMHU JTIKAPCHKUMH 3aC00aMU Ta IHIII BUAU B3aEMOIII»).

[Tpu3Hayaroun mpenapar y pas3i HasBHOCTI Yy Malli€HTIB MEBHUX (AKTOPIB, IO MPOBOKYIOTH 3aTPUMKY
ceui (HAaNpHKIIaA, TPAaBMH CIIMHHOTO MO3KY, TilepIuiasis nepeaMixypoBoi 3ajuo03u), HeoOXigHo Opatu
710 yBaru, IO JICBOLIETUPU3HH 30UIbIIYE PH3UK 3aTPUMKH CeUi.

Hemae nmanmx momo mocuieHHS e(eKTy CeAaTHBHUX 3acO0iB MPH 3aCTOCYBaHHI y TEPAeBTUYHHX
703ax. AJe ClIiJ| YHUKaTH 3aCTOCYBaHHS CEaTHBHUX 3acO0iB ITiJ] Yac MpUiioMy Ipenapary.

OCKUTbKHM aHTUTICTaMIHHI MperapaTd MOKYTh MPHUTHIYYBaTH BiINOBIIe HA MIKIPHI aJlepridHi mpoow,
TO TMepe X MPOBEICHHSIM HEOOXITHUM € Tepio] BAMUBAHHS (Bif 3 IHIB).

MoO/TMBUM € BUHUKHEHHS CBEpOEKY NP NMPUIHMHEHH] 3aCTOCYBAHHS JICBOIICTUPH3NHY, HABITh SKIIO
1[I CUMOTOMU He Oyau HPUCYTHI IO MOYaTKy JiKyBaHHsS. CBepODK MOXE 3HUKHYTU CaMOCTIHHO. Y
NeSIKUX BHUIMAJKaX CBEpODK MOXke OyTH IHTEHCHBHUM, LIO0 MOKE CTaTH MPUYMHOIO TTOHOBIJICHHS
nikyBaHHS. [licis mOBTOPHOTO 3aCTOCYBaHHS J€BOLIETUPU3UHY CBEPOIXK, SIK TPABUIIO, IPOXOIUTH.
Lonomisicni peuosunu.

[Ipenapat mictuth 6apBHUK >x0BTHH 3ax11 FCF (E 110), m0 Moxe cipuyuHSTH anepriuyii peakiii.

3acmocyeanns y nepioo eazimmocmi abo 200y8anHs 2pyooro.

Bazcimuicme

JleBolLleTHPU3UH MPOTUIIOKA3AHUM [T 3aCTOCYBAaHHSI Y MEP10]1 BariTHOCTI.

T'ooysanus epyooro

[leTupHu3uH MPOHKUKAE Y TPYHE MOJIOKO, TOMY IPH HEOOX1THOCTI 3aCTOCYBaHHS Mpenapary royBaHHs
TPYTIO CITiT TPUITHHUTH.

DepmunvbHicmo

Hemae xniHiyHUX qaHUX (BKJIIOYAIOYH TOCTIHKEHHS Ha TBApMHAX) II0JI0 BIUIMBY JICBOIIETUPH3NUHY Ha
(hepTHIBHICTD.

30amuicmv enauseamu Ha WEUOKICMb peaxyii npu KepyBamHi a8MOMPAHCHOPMOM abo IHWUMU
MEXaHIZMaMu.

Cnig yrpumMyBaTHCS BiJ KepyBaHHS aBTOTPAHCIOPTOM ab0 pPOOOTH 3 IHIIMMU TOTEHIIMHO
HeOe3MeYHUMH MEeXaH13MaMU ITiJ] 9ac JIIKyBaHHS IPernapaToM.

Cnocio 3acmocysannsa ma 003u.

[Ipenapar npu3Ha4aTH JOPOCIUM Ta JITSAM BIKOM Bil 6 POKIB BHYTPIIIHBO Yy JOOOBIH 1031 5 mMr 1 pa3 Ha
o0y, He3alIeKHO Bif npuiiomy Dki. TabneTky HEoOXiTHO KOBTATH MO0, 3allMBAIOYHM HEBEIHMKOIO
KUIBKICTIO BOIH.

X6opum 1imub020 iKY i3 HOPMAILHOK YHKYIEI HUPOK: KOPEKILis 03U TpernapaTy He IoTpiOHa.

Xeopum i3 nopyuwieHow QYHKYi€r0 HUpoK PO3PaxXyHOK JI03M HEOOXIAHO MPOBOIUTH 3 ypaxyBaHHSIM
KIIIPEHCY KpPeaTHHIHY BIAMOBIIHO 0 TaOIHIIL.

Jlst 3acTocyBaHHs 1i€l TaOMUII AO3yBaHHS HEOOX1THO OIIHUTH KiipeHc kpeaTtuHiny (KJlxp) marienTta
y mur/xB. KJl, (M1/XB) Mae OyTH OIIIHEHMH 3a BMICTOM KpPEAaTHHIHY y CHPOBATIl KpoBi (Mr/mi) 3a
JOTIOMOTO0 HACTYMHOT (hOpMYIH:

[140 — Bik (poku)] x mMaca Tina (kr) (x 0,85 1151 KIHOK)

Klep = 72 X KpeaTHHIH CUPOBATKHU KPOBi (MI/ 1)

Tabmums 1.
Kopekuist 1034 npenapaTy XBOPUM i3 HOPYIIEHOIO (QYHKIIEI0 HUPOK:
QDyHKYisA HUPOK Knipenc kxpeamuniny, | dobosa doza Kinvxicms nputiomie

MI/X8

HopmanbHa QyHKITisI HUPOK >80 5 mr (10 mi) 1 pa3 Ha 100y
[Topymenns nerkoro 50-79 5 mr (10 mn) 1 pa3 Ha 100y
CTYIEHs




[TopyrieHHs: HOMIpHOTO 30-49 5 wmr (10 mi) 1 pa3 Ha 2 no6u
CTYIICHS

[TopyieHHs TAKKOTO <30 5 mr (10 mn) 1 pa3 Ha 3 no6u
CTYIEHS
Kinnesa cramist <10 [IpoTunoxazano

3aXBOPIOBAHHS HUPOK.
[MarmienTH, sxi nepedyBarTh
Ha Jiai3i

HitsMm 13 mopymeHHsIME (YHKIIT HUPOK 03y Mpernapary HeoOXiTHO CKOPUTYBATH IHIWBITYaIbHO 3
ypaxyBaHHSIM HUPKOBOTO KJIIPEHCY MAIlieHTa Ta HOro MacH TiJa.

CrnenudiyHrX JaHUX MIOA0 3aCTOCYBAHHS JITSAM 3 TIOPYIIEHHSIM (QYHKI[iif HUPOK HEMAE.

THayicumu 3 nopywennsam Qyukyii neyinku

XBOpUM 13 BHUHSATKOBO TEYIHKOBOIO HEIOCTATHICTIO KOPEKI[sl PEeKUMY J03yBaHHS HE TMOTpIOHA.
XBOpUM 13 MEYIHKOBOIO Ta HHUPKOBOI HEIOCTATHICTIO HEOOX1HO KOPUTYBAaTHU PEXKUM J03YBaHHS
BIJIOBIAHO JI0 HAaBEACHOI BUIIlE TaOJIHUILIL.

Tpusanicme 3acmocy8anHs.

[TamieHTiB 13 NMEpIOJUYHUM alIepriYHUM PHHITOM (TPUBAJIICTh MPOSIBY CUMIITOMIB 3aXBOPIOBAaHHS
CTAaHOBUTH MEHII HIK 4 100K Ha THWXKJAEHb a00 MEHII HIK 4 THXKHI Ha PIK) CJ1J JIKYBAaTH BIANOBIIHO
70 Tiepe0iry 3aXBOPIOBAaHHS Ta aHAMHE3Y: JIIKYBaHHS MOYKHA MPUIHHUTH, SIKIIO CUMIITOMH 3HUKHYTH,
Ta MO’KHa BIJHOBUTH 3HOBY IPU MOBTOPHOMY BHUHHMKHEHH1 CUMIITOMIB. Y pa3i CTIMKOTO ajlepriyHOro
PUHITY (TpUBAJIICTh MPOSIBY CUMIITOMIB 3aXBOPIOBAaHHS CTAHOBUTH OUIBII HIK 4 100U Ha TUXAECHb abo
OUThII HDK 4 THXKHI Ha pIK) y NHepioJ KOHTAaKTy 3 ajepreHaMM Mall€eHTy MOYKHa 3alpOIOHYBAaTH
MOCTIHHY Teparito. IcHye KIIHIYHUNA JOCBIJ 3aCTOCYBaHHS JIEBOLIETUPU3UHY IPOTATOM ILIOHAWMEHIIEe
6-micsiuHOTO TIepioAy JiKyBaHHS. [IpM XpOHIYHMX 3aXBOPIOBAaHHSX (XPOHIYHUH allepridyHUN PHHIT,
XpOHIYHA KpPOTMB’SIHKA) TPUBAIICTh JIIKYBaHHS CTAHOBUTH J0 | POKY (ZIaHi JOCTYMHI 3 KIIHIYHUX
JOCITI/KEHB TIPU 3aCTOCYBaHHI palieMary).

Himu.

[Ipenapat 3acTOCOBYBaTH AITSAM BIKOM BiJ 6 POKIB.

Ilepeoo3ysanns.

Cumnmomu: CUMIITOMH TEPENO3yBaHHS MOXYTh BKJIIOYATH COHJIMBICTH Y JOPOCIUX Ta MOYaTKOBE
30yDKeHHS 1 MABUIIEHY IPATIBIMBICTh 3 HACTYITHOK COHJIMBICTIO Y JIITEH.

Jlixysanusa. Cnenu@iyHOTO aHTUAOTY 10 JICBOLETUPU3MHY HeMae. Y BHIIAJKy MOSIBU CHMITOMIB
Mepelo3yBaHHs PEKOMEHJIYEThCS CHUMIITOMAaTH4YHA Ta miaTpumyroya Tteparid. Clig po3riasHyTH
HEOOXITHICTh MPOMUBAHHSI IUTyHKA Yepe3 KOPOTKUH Yac Mmicis mpuiiomMy mpenapary. ['emMomiami3 st
BHBE/ICHHS JICBOLETUPHU3UHY 3 OpraHi3smMy He e(heKTUBHHIA.

Io6iuni peakuii.

3 6oky Hepsosoi cucmemu: COHIMBICTb, TOJOBHUN OUIb, IJIBHINEHA BTOMJIIOBAHICTH, CIAOKICTh,
acTeHis, Cy/IOMH, MapecTe3is, 3aIaMOPOYCHHS, HEIPUTOMHICTh, TPEMOP, AUCTEB3IA.

3 6oky ncuxixu: TIOpPYIIEHHS CHY, 30y/[UKeHHS, TalIOLWHAI], JAerpecis, arpecis, O€3COHHS,
cyinuaanbHi JyMKH.

3 6oky cepys: ocuneHe ceplueOuTTs, TaXikapis.

3 6oky opeanis 30py: NOPYIIEHHS 30pY, HEUITKICTb 30DY.

3 6oky opeanis cyxy ma pienogazu: BEpTUTO.

3 60Ky neuinku ma H#co64068UGIOHUX WLIAXIE. TEIATUT.

3 60Ky Hupok ma ceuosudinbHoOI cucmemu: AU3Ypis, 3aTpUMKa ceul.

3 6oky iMyHHOI cucmemu: TIIEPUYTIUBICTh, BKIIIOUAIOYN aHa(]iIaKciio Ta aHTI0HEBPOTUYHUI HAOPSIK.
3 boky ouxanvhoi cucmemu, opearie epyoHoi KIimKu ma cepeodoCmints. 3aIuIIIKa.

3 6oxy mpasnozo mpakmy: niapes, OII0BaHHS, 3a10p, CYXICTh Y pOTi, HyA0Ta, OUTb y )KUBOTI.

3 60Ky wKipu ma niOWKIpHUX MKAHUH: CTIMKI METUKaMEHTO3HI BUCHUIIAHHS, CBEpODK, BUCHIIAHHS,
KpOIIUB’SIHKA.

3 60Ky KicmKko60-M 'A3080i cucmemuy. MIaNTisl, apTPaTis.




Pesynomamu O0ocniodxcens: 30UMbIICHHS MacH TiNa, BIAXWICHHS (DYHKIIOHAJIBHUX MEYIHKOBUX MPOO
BiJl HOpMHU.

Topywenns xapyysanus ma oOMiHy pe4o8uH. TIBUIICHUHN alleTHT.

3acanvHi nopywenns ma cmau y micyi 66e0enHs. HaOpsIK.

Tepmin npuoammuocmi.
3 pokwu.

YmoBu 30epiranns.
30epiratu npu Temmeparypi e Bute 25 °C.
30epiraTté y HEAOCTYITHOMY JUIS ITSH MiCIIi.

YnakoBka.
ITo 10 Tabnerox y Gmicrepi; mo 1 abo, o 3, ado mo 10 GuicTepiB y KapTOHHIN YIMAKOBIIL.

Kareropis Bigmycky.
bes penenra.

BupooOHuk.
KYCYM XEJITXKEP IIBT JITA/
KUSUM HEALTHCARE PVT LTD.

Micue3naxo/:keHHs BUPOOHMKA Ta HOro ajapeca Miclsi NIPOBAa/XKeHHS AislIbHOCTI.
CII-289 (A), PIIKO Insmacrpian apea, Yonanki, bxiani, Jlict. AnBap (Pamkactan), [amis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.



IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIKAPCbKOIo 3ac00y

L-IIET®
(L-CET®)

Cknao:

oiroua peuosuna: nepoueTupusnuny auriapoxiopu (levocetirizine dihydrochloride);

1 Tabnerka, BKpuTa 000JIOHKOIO, MICTUTH JIEBOIIETUPU3UHY AUTIAPOXIOPHIY 5 MT;

OONOMIDICHI peyosuHu: TeN0I03a MIKpOKPUCTATIIYHa, HaTpIl0 KpOCKapMeno3a, MarHilo creapar,
KPEMHIIO AioKcua Kostoinauii 6e3Boaauid, Opadry 11 85G51300 3enenuii*;

*Opadry 11 85G51300 3eneHmii: cnupT MOJMIBIHUIOBUEH, Tanbk, THTany mgiokcun (E 171),
MOJIIETUJICHIITIKOMb, JeuuTuH, iHaurokapMin (E 132), xiHoniHoBuil xoBTUi (E 104), 'k0BTHH 3aXin

FCF (E 110).

Jlikapcbka gopma. Tabnetku, BKpUTi 000JIOHKOIO.
OcHosHi izuko-XimiuHi eéracmuocmi. KpyTil ABOOMYKI TaOJIETKH, BKPUTI OOOJIOHKOIO 3E€JIEHOTO
KOJIBODY.

dapmakoTepaneBTHYHA rpyna.
AnTHTiCTaMIHHI 3ac00M [T crucTeMHOro 3actocyBanHs. [loxingui minepasuny. Kog ATX RO6A E09.

Dapmakonoiuni eracmugocmi.

Dapmaroouramixa.

JleBoneTUPU3MH — 11€ AKTUBHUHN CTaOUTbHUN R-eHaHTIOMEp NETHPU3HWHY, IO HAICKUTh A0 TPYIH
KOHKYPEHTHUX aHTaroHicTiB mnepudepuunux Hi-ricraminoBux penentopiB. CHOPIAHEHICTh 10
Hi-ricramiHOBUX pemenTopiB y JIEBOLETHUPU3NHY Yy 2 pa3HW BUIA, HDK y HETHpPU3MHY. BrumBae Ha
TiCTaMIH3AJICKHY CTail0 PO3BUTKY aJIEPridHOI peakilii, 3MEHIIy€e Mirpaiito €o3uHO(DUIIB, CYyAUHHY
MMPOHUKHICTh, OOMEXye BHBUIBHCHHS MeiaTopiB 3amayieHHs. [lomepemxkae po3BUTOK Ta TOJETTIYE
nepedir amepriuHux peakilif, YHNHUTh aHTHUEKCYJATHBHY, MPOTHUCBEPODKHY, MPOTH3AMAIbHY i,
Maii’ke He YUHUTh aHTUXOJIIHEPT1YHOT Ta aHTUCEPOTOHIHOBOT JTii.

DapmakoKiHemuka.

dapmMaKkOKIHETUYH1 ITapaMeTPH JICBOLICTUPU3UHY MAIOTh JIIHIMHY 3aJIeKHICTh, HE 3aJIeXaTh BiJl 103U Ta
yacy 1 MaloTh HU3bKY BapiaOeNbHICTh y PI3HUX TMalieHTiB. dapMakoKiHETHYHUN MpoduIs MPHU
BBEJCHHI €JMHOTO CHAHTIOMEpa TAaKWUH CaMHii, SK 1 MPH 3aCTOCYBaHHI LETHPU3UHY. Y TIpoleci
abcopO11ii 200 BUBEJCHHS HE CIIOCTEPIracThCs XipajbHa IHBEPCIs.

Abcopoyis

JleBoLIETUPHU3UH TICHs MEPOPATBLHOTO 3aCTOCYBaHHs WIBUJIKO Ta IHTEHCUBHO BCMOKTYETHCS.
Cryninb BCMOKTYBaHHS Mpenapary He 3aJIeKUTh Bl 103U MpernapaTy Ta He 3MIHIOEThCS 3 TPHUIOMOM
ki, ame MakcuManbHa KOHUEHTpauil (Cmax) Ipenapary 3MEHIIYETbCS Ta JOCSTae  CBOTO
MaKCUMaJbHOTO 3HaueHHs ni3Himie. biogocrynuicts ctanoButh 100 %.

Y 50 % xBopUX Aif JIEBOLUETUPU3UHY PO3BUBAETHCS Yepe3 12 XBWIMH MICHIS TPUHOMY OJHOPa30BOi
no3u, a'y 95 % — uepe3 0,5-1 roauny. MakcumanbHa KOHUIEHTpalisl (Cmax) Yy CHpOBATILi KpOBi
nocaraetbesi yepe3 50 XBUIWH TICNS OJHOPA30BOTO MPHIOMY BHYTPINIHBO TEPANEBTUYHOI JO3H.
PiBHOBaykHA KOHIIEHTpaIlis Yy KpOBI JOCATAETbCS TMICHs JABOX JHIB TMpHHOMYy Mpemnapary.
Cmax cTaHoBUTh 270 HI/mMi micist oJHOpPa3oBOro 3acrocyBaHHs 1 308 HIr/mMi — micias MOBTOPHOTO
3aCTOCYBaHHS Y JI031 5 MT" BIATIOBI/THO.

Posznooin.

Bincytns iHpoOpMaItis o010 po3noALTy Ipenapary y TKaHHHAX JIOAWHH, a TAKOXK 11010 TPOHUKHEHHS
JICBOLETUPU3HHY Kpi3b TreMaroeHuedaniuHuii 6ap’ep. Y IOCHPKEHHSAX HaHOUIbIIAa KOHIEHTpPALS
3adikcoBaHa y TEUiHII Ta HUpPKAX, a HAWHIKYA — y TKaHWHAX I[EHTPAIbHOI HEPBOBOI CHUCTEMH.
Po3noain neBoueTupusnHy oOMexeHui, ToMmy 1o 00’eM po3nojiny craHoBUTh 0,4 ji/Kr. 3B’s13yBaHHS
3 6utkamu 1ia3Mu Kposi — 90 %.

biompancgopmayis.



B oprani3dmi moauHM piBeHb META00I3MY CTaHOBUTH MeHII HIK 14 % Bix 103U JEBOLETUPH3UHY, 1
TOMY BIIMIHHICTh y pe3yJbTaTi TeHETHYHOTO MOJIiMOpdi3My ab0 CymyTHBOTO MPHAOMY (EPMEHTHUX
IHri01TOPIB, K OUIKYyeThCs, Oyne He3HauHO. [Iporec MeTabomi3My BKIIFOUAE apOMaTHYHY OKCHIAILIIO,
N- Ta O- meankiTyBaHHS i CHIOMYdEHHS 3 TaypuHOM. JleanKiTyBaHHS y IepIIy 4epry BilOyBa€eThCs 3 y4acTHO
mutoxpomy CYP 3A4, toni sk y mporeci apoMaTu4Hoi oKcuaamii 0epyTh y4acTh 4ncenbHi Ta (abo)
HeBu3HaueHi 3oopmu CYP. JleBorieTpHU3HMH HE BIUTUBAB HA aKTUBHICTH IIUTOXPOMHUX 130()epMEHTIB
1A2, 2C9, 2C19, 2D6, 2E1, 3A4 y KOHIEHTpAILIAX, IO 3HAYHO MEPEBUIYBAIM MAKCUMaTbHI TICIIS
npuiioMy J03M 5 MT TepopaibHO. BpaxoByroum HHM3BKMH CTYHiHb MeTa0OJi3My Ta BiICYTHICTb
3MATHOCTI 10 TPUTHIYEHHS METadoi3My, B3a€MOJis JICBOLETHUPU3MHY 3 IHIIMMHU pedoBHHAMHU (i
HaBIaKH ) MAJIOMMOBIpHA.

Buseoenns.

Exckpenisi mpemnapary BigOyBaeThCs B OCHOBHOMY 32 PaxyHOK KIyOOUukoBOi (pimbTparii Ta akTHBHOI
KaHaJbIIeBO1 cekpeii. [lepioy HaNBBUBEICHHS JICBOILCTUPU3UHY 3 TUIa3Mu KpoBi y gopociux (Tirz)
ctaHoBUTh 7,9 + 1,9 ronuuu. Ilepio HamiBBHBEIEHHS IpemnapaTy KOPOTIIMH y MaJeHbKUX JITEH.
Cepenniit oueBMIHUN 3araibHUM KiipeHC y gopociaux — 0,63 mi/xB/kr. B ocHOBHOMY BHBEICHHSI
JIEBOLIETUPU3HHY Ta OT0 METa0OJIITIB 3 OpraHi3My BiAOYBA€ETHCS 13 ceUeto (BUBOJUTHCS Y CEPEAHBOMY
85,4 % 3acTtocoBaHOi 403U mpemnapary). 3 ¢exanaisiMu BUBOAUTHCS Jmiie 12,9 % 3actocoBaHoi 103U
JICBOLIETHPU3HHY.

Oco0nuB1 nomyasii

Topywenus ¢hynxkyiu HUpok

OueBUIHUN KITIPEHC JEBOLETUPHU3UHY ISl OpPraHi3My KOpENIo€ 3 KIIpeHCOM KpeaTuHiHy. Tomy y
MAIIEHTIB 13 MOMIPHUMH Ta TSDKKUMH MOPYIIEHHAMH (YHKIIT HUPOK PEKOMEHIYEThCS MiIOMpaTH
IHTEpBAJIM MK NMPUHOMaMHU JIEBOLIETUPU3UHY 3 YpaxXyBaHHSM KiipeHCy KpeaTuHiHy. [Ipu anypii npu
KIHLIEBIM TepMIHAJbHIA CTajaili 3aXBOPIOBAHHS HUPOK 3arajbHUIl KIIPEHC OpraHi3My Malli€eHTIB
MOPIBHSIHO 3 3arajibHUM KJIIPEHCOM OpraHi3aMy B 0Ci0 0€3 TaKuX MOpYyIIEeHb 3MEHIIYEThCS MPUOIU3ZHO
Ha 80 %. KuIbKicTh JICBOIIETUPHU3UHY, 110 BUBOAMTHCS il Yac CTAaHAAPTHOI 4-rOAMHHOI MpOLEIypr
remoianizy, cranoBuia < 10 %.

KuiniuyHi XapaKTepUCTHKH.

Ilokazanns.

CuMnToMaTHYHE JIKYBAaHHS aJlepTiyHOTO PUHITY (Y TOMY YHCII MUTOPIYHOTO aJepridHOTO PHUHITY) Ta
KPOMUB'SSHKH.

Ilpomunoka3zanns.

[linBuieHa YyTIWUBICTH A0 JIEBOLECTUPU3HMHY, IETUPHU3UHY, TIIPOKCU3HMHY, IO Oyab-SKUX IHIIUX
MOX1THUX Tinepa3uny abo 10 Oyab-sKOi IHIIOT TOTTOMBKHOI pEYOBUHU Tperapary.

Tsxka Gpopma XpoHIYHOT HUPKOBOT HEIOCTATHOCTI (KiIipeHC KpeaTuHiny < 10 Mi1/xB).

B3aemodia 3 inmumu nikapcoKumu 3acodvamu ma inuwii 6uou 63aemooiil.

JIOCII/DKEHHST 3 JIEBOLIETUPU3MHOM ILIOJ0 B3aeMOJIi (BKIHOYAIOUM JOCIIDKEHHS 3 I1HIYKTOpaMu
CYP3A4) e npoBomunucs. JlocnipkeHHs 3 IETUPU3UHOM (3’€HAHHS palleMary) IOKas3alu, IO
OJIHOYaCHE 3aCTOCYBaHHS 3 AHTUIIPUHOM, a3UTPOMILMHOM, LMMETUIAMHOM, Jlia3eramoM,
€pPUTPOMIILIMHOM, TIIMI3U0M, KETOKOHA30JI0M a00 rceBroede[puHOM HE YMHHUTH KIIHIYHO 3HAUYIIUX
HecTIpUATIUBUX B3aemoaiil. Ilpm cymicHomy 3actrocyBanHi 3 TeodutriHom (400 Mr/moby)
CroCTepiranocss HeBeJIMKe 3HIDKEHHS (Ha 16 %) 3arajJbHOrO KIIPEHCY JEBOLETUPU3MHY (PO3MOALT
TeoiniHy He 3MiHIoBaBcs). [Ipu mocnimkeHH1 0aratopa3oBOro 3acTocyBaHHs puToHaBipy (600 Mr
2 pa3u Ha 100y) Ta netupusuny (10 mr Ha 100y) CTYMiHB EKCHO3MLIi LETUPU3UHY 30UIbLIyBaBCS
npubimzHo Ha 40 %, Toal K PO3MOJLT PUTOHaBIpY Jemo 3MiHoBaBcs (- 11 %) 1o mapanensHOro
3aCTOCYBAHHS LIETUPHU3UHY.

[Ipuitom ©Ki He BIUIMBAa€ Ha CTYNiHb BCMOKTYBAaHHS Npenapary, aje 3HIKYE IIBHJIKICTh HOTO
abcopOrrii.

OnHouacHe 3aCTOCYBaHHs IIETUPH3MHY a0O0 JIEBOLETHUPU3UHY Ta aJKOTOJIO YM IHIIMX JEMpPECaHTIB
LEHTPAJIbHOI HEPBOBOi CUCTEMM Yy BPA3JIMBHUX MAIlIEHTIB MOXE CHPUYMHUTH JOJATKOBE 3HMKECHHS
MUJIBHOCTI Ta 3JaTHOCTI /IO BUKOHAHHS POOOTH.



Ocoobnueocmi 3acmocysanns.

3 00epekHICTIO 3aCTOCOBYBATH MAIliEHTAM 13 XPOHIYHOI HUPKOBOK HEAOCTaTHICTIO (HeoOXimHa
KOPEKI[iSl PEeKUMY JIO3YBaHHS) Ta TAIlEHTaM JITHBOTO BiKY (MOXIMBE 3HIDKEHHS KIyOOUYKOBOI
¢dimprpanii). Ciig 3 00epekHICTIO 3aCTOCOBYBATH TpeENapar MpHu OJTHOYACHOMY MPHUIHOMI 3 aJIKOTOJIeM
(muB. po3nin «B3aemois 3 HIIUMH JTIKApCHKUMU 3ac00aMU Ta iHIII BUANA B3aEMO/TII).

[Tpu3Hayaroun mpenapar y pas3i HasIBHOCTI Yy Malli€HTIB MEBHUX (AKTOPIB, IO MPOBOKYIOTH 3aTPUMKY
cedi (HApHKIAJ, TPaBMH CIHHHOTO MO3KY, TilepIuias3is mepeaMixypoBoi 3ali03u), HeoOXiqHO OpaTu
710 yBaru, IO JICBOLIETUPU3HH 30UIbIIYE PH3UK 3aTPUMKH CeUi.

Hemae nmanmx momo mocuieHHs e(eKTy CeAaTMBHUX 3acO0IB NMPHU 3aCTOCYBaHHI y TEPAeBTUYHHUX
703ax. AJe ClIiJ| YHUKaTH 3aCTOCYBaHHS CEaTHBHUX 3acO0iB ITiJ] Yac MpUiioMy Ipenapary.

OCKUTbKHM aHTUTICTaMIHHI MpenapaTd MOXKYTh MPHUTHIYYBATH BIANOBIIs Ha IIKIPHI ajepriyHi mpoow,
TO TMepen X MPOoBeIeHHIM HEOOXiTHUM € Tepio]] BAMUBAHHS (BiJ 3 JHIB).

MoO/TMBUM € BUHUKHEHHS CBEpOEKY NP NMPUIHMHEHH] 3aCTOCYBAHHS JICBOIICTUPH3NHY, HABITh SKIIO
1[I CUMOTOMH He OyIu IPUCYTHI O MOYaTKy JIiKyBaHHA. CBepOLK MOKe 3HHUKHYTHM CaMOCTIHHO. Y
NEeSIKUX BHUIAJKaX CBEpOLK MoOke OyTH IHTEHCHUBHUM, IO MOKE CTaTH MPUYMHOIO TTOHOBIJICHHS
nikyBaHHS. [licis mOBTOPHOTO 3aCTOCYBaHHS J€BOLIETUPU3UHY CBEPOIXK, SIK TPABUIIO, IPOXOIUTH.
Lonomisicni peuosunu.

[Ipenapat mictuth 6apBHUK >k0BTHH 3ax11 FCF (E 110), m0 Moxe cipuyuHSTH anepriuyii peakiii.

3acmocyeanns y nepioo eazimuocmi abo 200y8anHs 2pyooro.

Bazcimuicme

JleBolLleTHPU3UH MPOTUIIOKA3AHUM [T 3aCTOCYBAaHHSI Y MEP10]1 BariTHOCTI.

T'ooysanus epyooro

[leTupH3uH MPOHKKAE Y TPYTHE MOJIOKO, TOMY ITPH HEOOX1THOCTI 3aCTOCYBaHHS IpEnapary royBaHHs
TPYAIIO CI1JT TPUITMHUTH.

DepmunvbHicmo

Hemae xniHiyHUX qaHUX (BKJIIOYAIOYH TOCTIHKEHHS Ha TBApMHAX) II0JI0 BIUIMBY JICBOIIETUPH3NUHY Ha
(hepTHIBHICTD.

30amuicmv enauseamu Ha WEUOKICMb peaxyii npu KepysauHi aABMOmMpaHCnoOpmom abo IHWUMU
MEXaHIZMaMu.

Cnig yTrpuMyBaTHCS BiJ KepyBaHHS aBTOTPAHCIOPTOM abo poOOTH 3 IHIIMMH MOTEHIIIHO
HeOe3MeYHUMH MEeXaH13MaMU ITiJ] 9ac JIIKyBaHHS IPernapaToM.

Cnocio 3acmocysannsa ma 003u.

[Ipenapar nmpu3Ha4YaTH JOPOCIMM Ta JITSM BIKOM Bifl 6 POKIB BHYTPIIIHRO y A00O0BIH /1031 5 Mr 1 pa3 Ha
o0y, He3alIeKHO Bif mpuiiomy Dki. TabneTky HEoOXiTHO KOBTATH MO0, 3allMBAIOYHM HEBEIHKOIO
KUIBKICTIO BOIH.

X6opum 1imub020 iKY i3 HOPMAILHOK YHKYIEI HUPOK: KOPEKILis 03U TpernapaTy He IoTpiOHa.

Xeopum i3 nopyuwieHoro QYHKYi€r0 HUpOK PO3PaXyHOK JI03M HEOOXIAHO MPOBOIUTH 3 ypaxyBaHHSIM
KIIIPEHCY KPEeaTUHIHY BIAMOBIIHO 10 TaOMIHIIL.

Jlst 3acTocyBaHHs 1i€l TaOMUII AO3yBaHHS HEOOX1THO OIIHUTH KiipeHc kpeaTtuHiny (KJlxp) marienTta
y mur/xB. KJl, (M1/XB) Mae OyTH OIIIHEHHMH 3a BMICTOM KpEeaTHHIHY Yy CHPOBATIII KpOBi (MI/mi) 3a
JOTIOMOTO0 HACTYMHOT (hOpMYIH:

[140 — Bik (poku)] x mMaca Tina (kr) (x 0,85 1151 KIHOK)

Klep = 72 X KpeaTHHIH CUPOBATKHU KPOBi (MI/ 1)

Tabmums 1.
Kopekuist 1034 npenapaTy XBOPUM i3 HOPYIIEHOIO (QYHKIIEI0 HUPOK:
QDyHKYisA HUPOK Knipenc kxpeamuniny, | dobosa doza Kinvxicms nputiomie

MI/X8

HopmanbHa QyHKITisI HUPOK >80 5 mr (10 mi) 1 pa3 Ha 100y
[Topymenns nerkoro 50-79 5 mr (10 mn) 1 pa3 Ha 100y
CTYIEHs




[TopyrieHHs: HOMIpHOTO 30-49 5 wmr (10 mi) 1 pa3 Ha 2 no6u
CTYIICHS

[TopyieHHs TSKKOTO <30 5 mr (10 mn) 1 pa3 Ha 3 no6u
CTYIEHS
Kinnesa cramist <10 [IpoTunoxazano

3aXBOPIOBAHHS HUPOK.
[MarmienTH, sxi nepedyBarTh
Ha Jiai3i

HitsMm 13 mopymeHHsIME (YHKIIT HUPOK 03y Mpernapary HeoOXiTHO CKOPUTYBATH IHIWBITYaIbHO 3
ypaxyBaHHSIM HUPKOBOTO KIIIPEHCY MaIlieHTa Ta Horo MacH Tija.

CrnenudiyHIX JaHUX MIOA0 3aCTOCYBAHHS JITSM 3 TIOPYIIEHHSIM (YHKI[iii HUPOK HEMAE.

THayicumu 3 nopywennsam Qyukyii neyinku

XBOpUM 13 BHUHSATKOBO TEYIHKOBOIO HEIOCTATHICTIO KOPEKI[sl PEeKUMY J03yBaHHS HE TMOTpIOHA.
XBOpPUM 13 MEYIHKOBOIO Ta HHUPKOBOI HEIOCTATHICTIO HEOOX1HO KOPUTYBAaTH PEXUM J03YBaHHS
BIJINOBIAHO JI0 HAaBEACHOI BULIE TAOIMIII.

Tpusanicme 3acmocy8anHs.

[TamieHTiB 13 NMEpIOJUYHUM alIepriYHUM PHHITOM (TPUBAJIICTh MPOSIBY CUMIITOMIB 3aXBOPIOBAaHHS
CTAaHOBUTH MEHII HK 4 100M Ha TWXICHh a00 MEHII HiK 4 TWXKHI Ha PIK) CIiJ JIKYBaTH BIAMOBIIHO
70 Tepediry 3aXBOPIOBAaHHS Ta aHAMHE3Y: JIIKYBaHHSI MOKHA MPUITMHUTH, SKIIO0 CUMITOMHU 3HUKHYTb,
Ta MO’KHa BIJHOBUTH 3HOBY IPU MOBTOPHOMY BHUHHMKHEHH1 CUMIITOMIB. Y pa3i CTIMKOTO ajlepriyHOro
PHUHITY (TpUBAJIICTh MPOSIBY CUMIITOMIB 3aXBOPIOBaHHS CTAHOBUTH OUTbII HIXK 4 A0OM Ha THXKJIEHb 200
OUThII HDK 4 THXKHI Ha pIK) y MepioJ] KOHTAKTy 3 ajepreHamMH MalieHTy MOKHa 3aIllpoNOHYBaTH
MOCTIHHY Teparito. IcHye KIIHIYHUNA JOCBIJ 3aCTOCYBaHHS JIEBOLIETUPU3UHY IPOTATOM ILIOHAWMEHIIEe
6-micsiaHOTO TIepioAy JiKyBaHHS. [IpM XpOHIYHMX 3aXBOPIOBAHHSIX (XPOHIYHUE allepridyHUN PHHIT,
XpOHIYHA KpPOTHB’STHKA) TPUBAJICTh JIIKYBAaHHS CTAHOBHUTH J0 | POKy (aH1 AOCTYMHI 3 KIIHIYHUX
JOCITI/KEHB TIPU 3aCTOCYBaHHI palieMary).

Himu.

[Ipenapat 3acTOCOBYBaTH AITSAM BIKOM BiJ 6 POKIB.

Ilepeoo3ysanns.

Cumnmomu: CUMIITOMHU TEPEN03yBaHHS MOXYTh BKJIIOYATH COHJIMBICTH y JIOPOCIHX Ta MOYAaTKOBE
30yDKeHHS 1 MABUIIEHY IPATIBIMBICTh 3 HACTYITHOK COHJIMBICTIO Y JIITEH.

Jlixysanusa. Cnenu@iyHOTO aHTUAOTY 10 JICBOLETUPU3MHY HeMae. Y BHIIAJKy MOSIBU CHMITOMIB
Mepelo3yBaHHs. PEKOMEHYEThCS CHUMIITOMAaTHU4YHA Ta miaTpumyrouya Tteparid. Ciig po3riasHyTH
HEOOXITHICTh MPOMHUBAHHS IIJIyHKA Yepe3 KOPOTKUU Yac micis mpuiomMy mpenapary. ['emMomiani3 aist
BHBE/ICHHS JICBOLETUPHU3UHY 3 OpraHi3smMy He e(heKTUBHHIA.

Io6iuni peakuii.

3 6oky Hepsosoi cucmemu: COHIMBICTb, TOJOBHUN OUIb, IMJBHINEHA BTOMJIIOBAHICTH, CIAOKICTh,
acTeHid, Cy/IOMH, TapecTe3is, 3aaMOPOYCHHS, HEIPUTOMHICTh, TPEMOP, AUCTEB3Is.

3 6oky ncuxixu: TIOpPYIIEHHS CHY, 30y/[UKeHHS, TalIOLWHAI], JAerpecis, arpecis, O€3COHHS,
cyinuaanbHi JyMKH.

3 6oky cepys: ocuneHe ceprueOuTTs, TaXikapis.

3 6oky opeaHmis 30py: NOPYIIEHHS 30y, HEUITKICTb 30DYy.

3 6oky opeanis cyxy ma pienogazu: BEpTUTO.

3 60Ky neuinku ma H#co64068UGIOHUX WLIAXIE. TEIATUT.

3 60Ky Hupok ma ceuosudinbHoOI cucmemu: AU3Ypis, 3aTpUMKa ceul.

3 6oky imyHHOI cucmemu: TIIEPUYTIUBICTh, BKIIIOUAIOYN aHa(iIaKciio Ta aHTIOHEBPOTUYHHHN HAOP K.
3 boky ouxanvhoi cucmemu, opearie epyoHoi KIimKu ma cepeodoCmints. 3aIuIIIKa.

3 6oxy mpasnozo mpakmy: niapes, OII0BaHHS, 3a10p, CYXICTh Y pOTi, HyA0Ta, OUTb y )KUBOTI.

3 60Ky wKipu ma niOWKIpHUX MKAHUH: CTIMKI METUKaMEHTO3HI BUCHUIIAHHS, CBEpODK, BUCHUIIAHHS,
KpOIIUB’SIHKA.

3 60Ky KicmKko60-M 'A3080i cucmemuy. MIaNTisl, apTPaTis.




Pesynomamu O0ocniodxcens: 30UMbIICHHS MacH TiNa, BIAXWICHHS (DYHKIIOHAJIBHUX MEYIHKOBUX MPOO
BiJl HOpMHU.

Iopywenns xapyyeanus ma oOMiHy pe4ouH. TiIBUIIECHUHN alleTHT.

3acanvHi nopywenns ma cmau y micyi 66e0eHHs: HaOpsIK.

Tepmin npuoammuocmi.
3 pokwu.

YmoBu 30epiranns.
30epiratu npu Temmeparypi e Bute 25 °C.
30epiraTté y HEAOCTYITHOMY JUIS ITSH MiCIIi.

YnakoBka.
ITo 10 Tabnerox y Gmicrepi; mo 1 abo, mo 3, ado mo 10 GuicTepiB y KapTOHHIN yIMAKOBIIL.

Kareropis Bigmycky.
bes penenra.

BupooOHuk.
KYCYM XEJITXKEP IIBT JITA/
KUSUM HEALTHCARE PVT LTD.

Micue3HaxoakeHHsI BHUPOOHUKA Ta ajgpeca Micls NPOBA/IKeHHA Oro AiAIbHOCTI.

[Tnot Ne M-3, Innop Cnemen Ikonomik 3oyH, @eitz-11, [litamnyp, dict. Jxap, Maaxes [Ipagem, [1in
454774, Tanis /

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh, Pin
454774, India.
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