IHCTPYKIIA

AJIS1 MEIUYHOI0 32CTOCYBAHHS JIIKAPCHKOI0 3aC00y

JIOPATAJIAH
(LORATADINE)

Cknao:

ditoua peyoguna: loratadine;

1 Tabnerka mictuth oparaauny 0,01t (10 mr);

OONOMINCHI pevosUHY. JTAKTO3W MOHOTIIPAT, KpOXMallb KyKYyPYI3sTHUIM, MarHiro cTeapar, KpeMHII0 JIOKCH]T
KOJIOTIHUI 0€3BOIHUH, LIENTI0NI03a MIKPOKPUCTAIIYHA.

Jlikapcbka gopma. TabneTkn.
OcnosHi hizuxo-ximiuni enacmusocmi.: TabNETKH 011010 ado Maiibke 61710r0 KOJIbOPY 3 PO3NOAITIFHOI0 PUCKOIO Ta
dackoro.

dapmakoTepaneBTHYHA IPyna. AHTUTICTaMiHHI 3aCO0H U1l CUCTEMHOT'O 3aCTOCYBaHHSI.
Kox ATX RO6A X13.

Dapmakonoziuni eracmueocmi.

Dapmaroounamixa.

JlopataauH — TPULIUKIIYHUN aHTUTICTaMIHHUH 3aci0 13 CENEKTUBHOIO aKTUBHICTIO BiTHOCHO nepugepuynnx H-
pElenTopiB.

VY OinbIIOCTI NAli€HTIB MPH 3aCTOCYBAaHHI B PEKOMEHI0BaHiH /1031 JopaTaiH HE YUHUTD KIIHIYHO 3HAUYIIOT
CEJITaTUBHOI Ta aHTUXOJIIHEPTIYHOT Aii. YIPOAOBXK TPUBAJIOTO JIIKYBaHHS HE CIIOCTEPIrajgoch KIHIYHO 3HAUYIITHX
3MiH Y IOKa3HHUKAaX >KUTTEBO-BXKIMBUX (PYHKIIIH OpraHizmy, pe3ysibTaTax J1abopaTOpHHUX JOCIiIKEHb,
(bi3uKaTbHOTO 00CTEKEHHS a00 eNeKTpoKapaiorpaMu. JIopaTaauH HE Ma€ 3HAYYIIOTO BIUIMBY Ha bFricraMiHOBi
peuentopu. [Ipenapat He iHri0ye norauHaHHs HOpeniHe(pHUHY 1 (PaKTUYHO HE BIUIMBAE HA (DYHKIIIIO CEPLIEBO-
CYyIMHHOI cucTeMH a00 Ha aKTUBHICTH BOJIISI pUTMY CEPIIS.

JlocmiKeHHs 3 TPOBEIeHHIM HIKIPHUX MPO0O Ha TiCTaMiH MiCJis 3aCTOCYBaHHs pa3oBoi fo3u 10 Mr mokasainu, 1o
aHTUTICTaMiHHUHN e(heKT BUHUKAE uepe3 1-3 roaunu, gocsarae mika uyepes3 8-12 rogauH 1 TpuBae OiabIne 24 TOaUH.
He Bim3Havanocs po3BUTKY CTIHKOCTI A0 Aii mpemnaparty micis 28 1HIB 3aCTOCYBaHHS JIOpaTaiuHYy.
Dapmarkoxinemuxa.

BceMmokTtyBanHst. JlopaTaanH mBUAKO 1 100pe BCMOKTYEThCA. 3aCTOCYBAaHHS IpenapaTy Mij 4ac i1 MoXe eI
3aTpUMYBaTH BCMOKTYBAHHS JIOpaTaJAuHy, IMPOTE 1€ HE BIUIMBA€E HA KIiHIYHUNA edekT. [TokasHuku 61010CTymHOCTI
JOpaTauHy Ta HOro akTUBHOTO METa0O0IIITy € MPONOPLIHHIUMHU J031.

Posnogain. Jlopataaun 3B’ s13yeTbes akTUBHO (B1A 97 % 10 99 %) 3 6inkamu 11a3Mu KpoBi, a HOro akTUBHUIMA
MeTaboIIT — 3 TOMIPHOKO aKTUBHICTIO (Bix 73 % 10 76 %).

VY 3mopoBHuX JOOPOBOJIBIIB MEPi0]] HAMIBPO3MOALTY JIOpaTaANHy Ta HOTO aKTUBHOTO METaboJIiTa B TIa3Mi KpOBi
CTaHOBUTH MPHUONN3HO | Ta 2 TOJMHMU BIAMOBIIHO.

Biorpancdopwmarrtis [Ticas mepopanbHOTO 3acTOCYBaHHS JOpaTaAUH MBUIKO 1 100pe abcopOy€eThCs, a TAKOXK
eKCTEHCUBHO META0O0II3y€eThCS MPH MEPIIOMY MPOXOPKEHHI Yepe3 MediHKY, TOJJOBHUM YHHOM 32 JI0TIOMOTOI0
CYP3A4 1 CYP2D6. OcHoBHMIT METaOOIT Ae3M0paTaarH € (papMaKoJIOTIYHO aKTUBHUM 1 OUTBIIIOI0 MipOIO
BiJIMOBiMa€ 3a KiiHiuHMMA edekT. JloparaauH 1 ne3mopaTarH JOCATAIOTh MAaKCUMAIbHOI KOHIICHTpAITii y Mmia3Mmi
KpoBi (Thhay) gepes 1-1,5 rogunau 1 1,5-3,7 roguHu BIAMOBITHO MICIIS 3aCTOCYBAaHHS peTapary.

Busenenns. [Tpubnuzno 40 % no3u BUBOAUTHCS 13 ceueto 1 42 % 3 kajaoM ynpoaoBx 10 AHIB, B OCHOBHOMY Y
¢dbopMi KoH toroBanux MetadomiTiB. [Ipubnusno 27 % 1031 BUBOJUTHCS 13 CEUECIO YIPOAOBXK MEePIINX 24 TOAMH.
Menme 1 % air040i pedoBUHN BUBOAUTHCS Y HE3MIHEHIN akTHBHIN (hopMi — sIK TopaTaanH abo ne310paTairH.
[opymienHs QyHKINT HUPOK Y TAII€HTIB 13 XpOHIYHUM MOPYIICHHSIM (YHKIIT HUPOK ITiIBHIIYBAJIUCS TOKa3HUKH
AUC 1 MakcUMasbHOT KOHLEHTpAIIi] y Mi1a3Mi KpoBi (frax) TOpATaIUHY 1 HOr0 aKTUBHOTO META0OITY OPIBHIHO 3
TaKUMU TTOKa3HUKAMH B TMAIIIEHTIB 13 HOPMAJIBHOIO (yHKITIE€I0 HUPOK. CepeaHii mepio1 HariBBUBEICHHS
JIOpaTauHy 1 HOro akTUBHOT'O META0OJITY HE BIPi3HABCS 3HAYHOIO MIpOIO BiJl TOKAa3HUKIB Y 3M0POBUX




JOOPOBOJIBIIB. Y MALIEHTIB 13 XPOHIUHUM MOPYIIEHHSIM (DYHKIIIT MEYiHKH reMOo/iaji3 He BIJIMBA€E Ha
(hapMaKOKIHETHKY JIOpaTaIuHy 1 HOTO aKTUBHOTO META0OIIITY.

[Topyuienss GyHKUIT DEYiHKUY MAI€EHTIB 13 XPOHIYHUM AJIKOTOJIbHUM YpakeHHsIM nedinku nokasHuku AUC 1 C
maxJIoOpaTtaauny Oyiu B IBa pa3u BUIIUMH, a TOKA3HUKHU X aKTUBHOTO METa00JIITy HE 3MIHIOBAJIUCS 1CTOTHO MPHU
MOPIBHSHHI 3 TAKMMH [TOKa3HUKAMH B MALI€HTIB 13 HOpMaIbHOIO QyHKIIi€0 neyinku. [lepioa HamiBBUBEACHHS
JIOpaTaIuHy 1 HOTO aKTUBHOTO METa0O0JIiTa CTAHOBUTH 24 1 37 TOWH BIAOBITHO 1 301TBIIYETHCS 3QJICIKHO BiJl
TSOKKOCT1 3aXBOPIOBAHHS MIEYiHKH.

[MarmienTy niTHROTO BiKy [ToKa3HUKN (hapMaKOKIHETHKH JIOpPATaAUHY 1 HOTO aKTUBHOTO META0OIITy OyIn
aHAJIOTIYHUMHU Y 3JOPOBUX JOPOCTUX JOOPOBOJIBIIIB 1 3J0POBUX TOOPOBOJIBIIIB JTITHHOTO BIKY.

Kainiuni xapakrepucTuku.
Ilokasann=.
CumnTomMaTu4He JTIKyBaHHS aJIEpTi9HOTO PHHITY Ta XPOHIYHO] 11I0MaTHYHOI KPOTIUB STHKH.

Ilpomunokaszanns.
JlopataauH NpOTHITOKA3aHHUH MAI[IEHTaM 13 MMiJBUIIEHOI YYTIHUBICTIO 0 aKTHBHOT pEYOBUHH a00 /10 Oy 1b-5IKOTO
1HIIIOrO KOMIIOHEHTA Mpemnapary.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6UOU 63a€Mo0ill.

[Tpu 3acTocyBaHHI OAHOYACHO 3 ANKOToJIeM eeKTH Ipenapary He MOCUIIOIOThCS, 10 MiATBEPIKEHO
JIOCITIPKEHHSIMU TICUXOMOTOPHOT (DyHKITI1.

[ToTenuiiiHa B3a€EMO/isl MOXK€E MaTH MICIE IPU 3aCTOCyBaHH1 BCixX Bimomux iHri6iTopiB CYP3A4 a6o CYP2D6, 1o
MIPU3BOIUTH 0 TiABUIICHHS PIBHS JIOPATAIUHY, a IIe, B CBOIO YEPTy, MOXKE OyTH MPUYUHOIO TiABUIIECHHS YaCTOTH
BUHUKHEHHS MOOIYHUX pPeaKIliil.

[ToBinomuisisiocst Mpo MiABUILEHHS] KOHLEHTPALlIN JopaTauHy B IJ1a3M1 KPOBI MiCJIs OIHOYACHOT'O 3aCTOCYBaHHS 3
KETOKOHA30JI0M, EPUTPOMIIITHOM 1 IIUMETUIUHOM, 110 HE CYMPOBOKYBAIOCS KIIHIYHO 3HAUYIIUMH 3MiHaMH (Y
tomy uucii Ha EKT).

Himu. JlocnipkeHHs B3a€EMOJIiH 3 1HIIMMU TIpenapaTaMy MPOBOIMIIN TUTHKH 3 YYaCTIO TOPOCIHX MAIli€HTIB.

Ocobueocmi 3acmocy8anHs.

JlopaTtanun cnin 3 00epekHICTIO 3aCTOCOBYBATH MAIIEHTaM 13 TSHXKKOIO (POPMOIO IOpYIIEHHS (DYHKITIT MeUiHKH.
Jlo ckiaay mperapary BXOIUTh JIAKT03a. 3 Ii€1 MPUIMHA MAIlI€HTH 3 TAKUMH PIIKICHUMU CIIaIKOBUMHA
3aXBOPIOBAHHIMH SIK HETIEPEHOCUMICTh TallakTo3u, Aedinut takTa3u Jlamma i MmanbabcopOiist MIIOKO03U-TalaKTO3!
HE IMOBUHHI 3aCTOCOBYBATH JTaHHIA TIpernapar.

3acTocyBaHHS IpenapaTy HeoO0XiJHO IPUIMHUTH SIK MiHIMYM 3a 48 TOAMH nepes NPOBEIEHHIM IKIPHUX TECTIB,
OCKIUIbKM aHTHUTICTaMiHU MOXKYTh HEHTpaizyBaTH a00 iHIIMM YHHOM TIOCTA0NATH TIO3UTUBHY PEAKIIito IPH
BHU3HAUCHHI 1HAEKCY PEaKTUBHOCTI HIKIPH.

3acmocysanns y nepioo eazimuocmi ab6o 200yeanus 2pyooio.

BaritHicTh /laHNX Mpo 3acTOCYBaHHS JIOpPATaJAUHY BariTHAM JKiHKaM Jyke Maiio. JloCiipkeHHs] Ha TBapuHaX He
BUSIBUIM TIPSIMUX 200 HETIPSIMHUX HETATUBHUX €()EKTiB, IO CTOCYIOTHCS PENPOAYKTUBHOI TOKCHYHOCTI. baxaHo, sk
3axij Oe3MeKH, yHUKATH 3aCTOCYBaHHS Mpenapary y nepioj BariTHOCTI.

TonyBanHs rpymio. Pi3uKo-XiMivHI JaHI CBIAYATH PO BUBEACHHS JIOPATaANHY/METAOO0IITIB 13 TPYTHUM MOJIOKOM.
OCKIUTBKM PU3UK JUISL TUTHHHA HE MO>Ke OyTH BUKJIIOUSHHMIA, IpenaparT He CJiJl 3aCTOCOBYBATH Y MEPioj rolyBaHHS

IPyALLO.
@depTunbHicTh. /laHi 1010 BIUIMBY IpenapaTy Ha KiHo4y abo 4osioBidy (hepTHIBHICTh BIJCYTHI.

30amuicms ennueamu Ha WBUOKICMb PeaKyil npu KepyeanHi A6MOMPAHCHOPHIOM ADO IHWMUMU

MexaHnizmamu.

JloparaauH He BILTMBa€E a00 BIUTMBAE HE3HAYHUM YMHOM Ha 3/IaTHICTh KEPYyBaTH aBTOTPAHCIIOPTOM a00 iHIIMMHU
Mexanizmamiu. [IpoTte namieHTiB He0OXiTHO MPOiH(OPMYBATH, 110 Ty>KE PIAKO MOBIAOMIISIIOCS PO COHJIMUBICTD, IO
MO’K€ BILJIMBATH Ha 3/1aTHICTh KEPYBAaTH aBTOTPAHCIIOPTOM ab0 MeXaHI3MaMH.



Cnocio 3acmocysanna ma 003u.

Cnocib 3acTOCYBaHHsL

[Tepopanbro. TabneTku MOXHA 3aCTOCOBYBATH HE3aJIEKHO Bifl MPUHOMY TKi.

Jlo3yBaHHS.

Jopocnum Ta aitsam BikoM Bif 12 pokiB mpuiimatu no 1 tabnerui (10 mr nopatanuny) 1 pas Ha 100y.

Juist miteit BikoM Big 2 10 12 pokiB J03yBaHHS 3aJISKUTH Bl MacH Tia.

[Tpu maci Tina 6inbme 30 xr: 10 mr (1 Tabnetka) 1 pa3 Ha 7o0y. JliTsam 3 Macoro Tina MeHI36 Kr 3acTOCOBYBATU
npernapar y BUTJISII CHPOITY.

layienmu nimnb020 BiKY.

He BuMaraeTscsi KOpeKIIisi 103yBaHHS Malli€HTaM JIITHOTO BIKY.

Tayienmu 3 nopywennam Qyukyii neuinku.

[TamienTam 3 mopymeHHSIMA (QYHKIIH NEUiHKA TSHKKOTO CTYTICHS CITiJ] MPU3HAYaTH MPerapaT y HIDKYii MOYaTKOBIN
11031, OCKUTBKH B HUX MOXKIIMBE 3HIDKEHHS KIIpeHCy JopaTaauny. [ nopocnux i aitedt i3 Macoro Tina Oinbid) Kkr
PEKOMEHI0BaHa MOYaTKOBa J103a CTAHOBUTH 10 Mr yepe3 IeHb.

Tayienmu 3 nopyuenHam QyHKyii HUpox:

Hemae HE0OXiHOCTI y KOPEKIIii JO3H JUTS MAII€HTIB 3 TOPYIICHHAM (QYHKITIT HUPOK.

Mimu.
EdextuBHicTh Ta 0e3meka 3aCTOCyBaHHS JIOPATaAUHY AITSIM BIKOM 110 2 POKIB HE BCTAaHOBIICHA.
JlopaTanuH, TaGICTKY CIIiJ] PU3HAYATH JITSAM 3 MACOIO Tijia O1Tbmi30 Kr.

Ilepedo3ysanns.

[Tepeno3yBaHHs JOpaTaAUHY ITiBUIIYE YaCTOTY BHHUKHEHHS aHTUXOJIHEPriuHUX cumnTomiB. [Ipu nepenoszyBanHi
MOB1JIOMJISUIOCS ITPO COHJIMBICTB, TaXiKapito 1 FOJ0BHUH Oi1b. Y pa3i mepeno3yBaHHs pEeKOMEHIOBAHO
CHUMIITOMAaTHYHE Ta MIATPUMYIOUE JIKYBaHHS YIIPOAOBK HEOOX1THOTO nepiony yacy. MOKIMBE 3aCTOCYBaHHS
aKTHMBOBAHOTO BYT1JUIA Y BUIJISAL BOAHOI cycrnen3ii. Takoxk MoKHa MPOBECTH MPOMUBAHHS LUTyHKa. JlopaTanuH He
BUBOJIUTHCS 3 OPTaHi3My IPH MPOBEICHHI TeMOo/iali3y; e(heKTUBHICTh IEPUTOHEAITBHOTO JIiallizy Y BUBEICHHI
npenapaty HeBigoma. ITicisg HeBiAKIIaAHOT TOMOMOTH MAIIEHT Ma€ 3aTUIIUTUCSA M1l MEIUYHUM HAarJIsJIOM.

Ilo6iuni peakuii.

Kopotka xapakrepuctuka npodinto 6esneku [Ipu 3acTocyBanHi IopataguHy y peKoMeHI0BaHii 1031 10 Mr Ha
00y TpY TIOKa3aHHSX, IO BKIIIOYAIOTh aJICPTiuHUI PUHIT i XpOHIYHY 1/1I0TTaTHYHY KPONUB’STHKY, TIPO MOOIYHI
peaxiiii moBiomisiocs y 2 % marieHTiB (110 MepeBUIlye MOKa3HUK Yy MAII€HTIB, sIKI OTPUMYBAJH T1a1eo).
YacTimmmmu mMoOIYHUMH PEAKIIISIMU, MPO SIK1 MOBITOMIISIIOCS YacTillle, Hi’K TIPH 3aCTOCYBaHHI I1are6o, Oyiu:
connuBicts (1,2 %), ronoBuuii 6116 (0,6 %), nocunenns anetuty (0,5 %) 1 6e3conns (0,1 %). Y mireii Bikom Bix 2
10 12 pokiB Big3HAYAIKCS TaKi HeOa)kaH1 SIBUIIIA SIK TOJIOBHUH 0116 (2,7 %), HepBO3HICTH (2,3 %) abo migBuIeHa
BTOMITIOBaHICTH (1 %).

[Mepenik mobiuyHMx peakitid [To6iuHi peakiiii, mpo siKi MOBIZOMIISIIOCS Y XOA1 MOCTMapKETUHTOBOTO TIEPio1y, BKa3aHi
HIOKUE 32 KJIJacaMH CHCTeM opraHiB. YacToTa BU3HaueHa sK: qyxe dacto (>1/10), gacto (Bix >1/100 mo <1/10),
Hewacto (Bix >1/1 000 mo <1/100), piako (Bix >1/10 000 mo <1/1 000), xyxe pigko (<1/10 000) i HeBiTOMO
(HEMOJKJIMBO BCTAHOBHTH 32 HASIBHUMU JTAHUMH).

VY KoXHi# rpyni yacToTH MOOIYHI peakiii BKa3aHi y MOPSAKY 3HWKEHHS CEpHO3HOCTI.

3 60Ky iMyHHOI cucmemu: Ty’Ke piIKo — aHa(IaKCis.

3 60Ky Hepsogoi cucmemu: Tyxe piAKo — 3alTaMOPOYCHHS, CYIOMH.

3 60Ky cepys: 1yxe piaKoO — TaXiKapais, HaJbIiTawis.

3 6oxy mpasnoco mpaxkmy: TyxKe pilIko — HyI0Ta, CyXiCTh y POTi, TaCTPHT.

3 60oky cenamobiniapnoi cucmemu: Ay*e piIKo — NATOJOTIYHI 3MIHU (PYHKIIIT NEUiHKH.

3 60Ky wiKipu i niOWKIpHOI KIIMKOBUHU TYKe PIAKO — BUCUITAHHS, aJIOTICITis.

Topywenns 3a2anbHo20 cmawy i n08 's3aHi 3i CHOCOOOM 3ACMOCY8AHHs npenapamy: AyXe PiJIko — IiIBUIICHA
BTOMJIIOBAHICTb.

Tepmin npuoamnocmi. 3 poxu.

YmoBu 30epiranns.



30epiratu B HEAOCTYIMHOMY JUISL ITEH MicCIIi.
30epiratu B OpUriHajbHIN yrakoBLINpU TemnepaTypi He Buie 25 C.

¥YnakoBka. [To 10 Tabnerox y 6mictepi, mo 1 abo 2, a6o 50 abo 100 GmicTefs y madiii.
Kareropis Binnycky. be3 penenira — Ne 10, Ne 20. Ins cramionapis — Ne 500, Ne 1000.
Bupoonuk. AT «JIekximM-XapkiBy.

Micne3HaxonxeHHs1 BHPOOHNKA Ta f0ro agpeca Micusi MPOBa/ZKeHHsI AiAJIbHOCTI.
VYkpaina, XapkiBcbka 00:1., MicTo XapkiB, Byauus ciMHaaugToro [lapT3’izay, OyauHok 36.

NHCTPYKIUA

10 MeANIMHCKOMY NPHUMEHEHHIO JIeKAPCTBEHHOI0 CpeACTBa

JIOPATAJIUH
(LORATADINE)

Cocmas:

Oeticmsyrowee geugecmeo. loratadine

1 Tabnetka copepxut sopataaura 0,01 r (10 mr);

8CNOMO2AMeENbHbLE 6elUecmBa. TAKTO3bI MOHOTUIPAT, KpaXMaJl KyKypy3HbIH, MarHUs CTeapar, KpEeMHUS TUOKCH]T
KOJUTOHMTHBIN O0€3BOIHBIN, IEIITI0I03a MUKPOKPHUCTATUTMYECKAS.

JlekapcTBennasi popma. TabneTku.
OcHognvle ¢usuko-xumuieckue ceoticmea: TAbIETKN OEIOT0 WM MOYTH OEJI0To 1BETa C pa3AeIUTEeIbHON PHUCKOM
u dackoil.

dapmakoTepaneBTHYeCKas rpynna. AHTUTUCTAMUAHHBIE CPEJICTBA JUIS1 CACTEMHOTO IPUMEHEHUSI.
Koxg ATX RO6A X13.

DapmaxonozuuecKue c6oicmeda.
DapmaroOunamuxa.

JlopaTanuH — TPULMKINYECKOE AHTUTUCTAMUHHOE CPEICTBO C CEJIEKTUBHOM aKTUBHOCTHIO OTHOCUTEIBHO
nepugepudeckux Hj-perentopos.

V 607bIIMHCTBA NAIUEHTOB IPU IPUMEHEHUH B PEKOMEHTyEMOH J103€ JIOopaTaluH HE OKa3bIBAET KIMHUYECKH
3HAYMMOI0 CEJaTUBHOIO U aHTUXOJIMHEPIUYECKOro AekcTBUA. Ha IpOTSyKEHNN JUIMTEIILHOIO JICYCHUS HE
Ha0JII0/1a710Ch KIIMHUYECKH 3HAYMMBIX H3MEHEHUH B MMOKa3aTeNsX KU3HEHHO-BaXXHBIX ()YHKIIMN OpraHu3Ma,
pe3yJbTarax J1abopaTOpHBIX HCCIeI0BaHNH, (PU3HKATBLHOTO 00CIEA0BAHUS UIIH 3IEKTPOKAPAUOT PAMMBI.
JlopataauH He UMEeT 3HaYMMOTO BIUsHUS Ha H p-ructamuHoBbIe perientopsl. [IpenapaT He HHTHOUpYET
HOTJIOIEHHE HOpANMUHEpHUHA U (PaKTHUECKH HE BIUSAET HA (PYHKLHUIO CEpAECYHO-COCYTUCTOM CUCTEMBI UM Ha
AKTUBHOCTb BOJUTENS PUTMA CepALa.

HccnenoBanus ¢ NpoBeleHMEM KOXKHBIX MPO0 HAa TMCTaMHH MOcje prueMa pa3oBoit 103kl 10 Mr nokasanu, 4To
AHTUTHCTAMHUHHBIA 3 GEeKT BOZHUKAET uepe3 1-3 vaca, JOCTHTaeT M1Ka uepes

8-12 vacoB u mnutcs 6onee 24 yaco. He oTMeuanocs pa3BUTHs YyCTOWYUBOCTH K Mpemnaparty mnocie 28 aHein
IIPUMEHEHHUS JopaTauHa.

@apmaKOKuHemuKa.



BcacrniBanue. .]_[OpaTaI[I/IH 6BICTpO H XOpOLIO BCACBIBACTCA. HpI/IMeHCHI/Ie nperapara BO BpEM €IAbl MOXKET
HECKOJIbKO 3aJICPKNBATh BCACBIBAHUEC JIOpaTaAnHA, OAHAKO 3TO HC BJIUACT HA KIMHAYECKUAN 3(1)(1)€KT. ITokazarenu
6I/IOI[OCTy1'IHOCTI/I JiopatagruHa U €ro akTUBHOT'O MeTaboInTa MpONnoOpUUOHAIIBHBI 103€.

Pacnpenenenue. Jlopataaun cBsassiBaercs akTuBHO (0T 97 % 10 99 %) ¢ 6enkamu m1a3Mbl KpOBH, a €r0
aKTHBHBII MeTabOoJIUT — C yMEpeHHOH akTUBHOCTBIO (0T 73 % 10 76 %).

VY 310pOBBIX 100POBOJIBIEB IEPUO/ MTOJTypACIIPENETICHMS IOpAaTaJAUHA U €r0 AKTUBHOTO METAa0O0JIUTa B IIa3Me
KPOBH COCTaBJISIET MPUOIU3UTENBHO 1 U 2 yaca COOTBETCTBEHHO.

Buotpancdopmarms. ITocie nepopanbHOTo MpUMEHEHHS JOPATaAHH OBICTPO U XOPOIIO abCOpONpyeTCs, a TaKKe
HKCTEHCHBHO META0O0IM3UPYETCs MIPU TIEPBOM MPOXOKACHUH Yepe3 MeUeHb, TIaBHBIM 00pa3oM C TOMOIIBIO
CYP3A4 u CYP2D6. OcHOBHOI METaOOJIUT 1€37I0paTaiH ABISETCs (hapMaKOJIOTHIECKH aKTHBHBIM H B
OonpILei cTereHn OTBEYaeT 3a KinHnYeckuil 3 dext. JlopaTauH U qe3/10paTanH JOCTUTAI0T MaKCUMAIIbHON
KOHIIEHTpaIuu B 1a3me KpoBH (T may) uepes 1-1,5 yaca u 1,5-3,7 yaca COOTBETCTBEHHO TOCJI€ TPUMEHEHUS
npenapara.

Brisenenue. [Ipumepno 40 % 103b1 BiBoauTCcs ¢ Mouoil 1 42 % c xanom B TeueHue 10 1Hel, B OCHOBHOM B
(opMe KOHBIOTUPOBAaHHBIX MeTa00aUTOB. [IprMepHO 27 % 10361 BBIBOAUTCS ¢ MOYOH B T€UEHUE MEPBBIX 24
qacoB. Menee | % aelicTBYIOMIETO BENIECTBA BEIBOAUTCS B HEM3MEHEHHON aKTHBHOM (popMe — Kak JopaTaanH
WIN €3710paTauH.

Hapymenue @yHKIMY noYyek.Y MalMeHTOB C XPOHUYECKUM HApYIIEHUEM (PYHKIIMH [TOYEK MMOBBIILATIKNCH
noka3zarenan AUC 1 MakcHManbHOM KOHIIEHTpaluu B miaa3me KpoBH (C yay) JIOpaTaiiHa U €ro aKTHBHOTO
MeTaboIMTa N0 CPAaBHEHUIO C TAKMMM [T0KA3aTEIsIMU Y AI[MEHTOB ¢ HOPMaJIbHON QyHKIMen nouek. CpeaHuii
NEepUO/JI TOTYBBIBEICHHS JOPATAANHA M €70 aKTUBHOI'O META00INTa HE OTIMYAJICS B 3HAUUTEIILHON CTETIEHU OT
noKasaresiei y 3I0pOBBIX JOOPOBOJIBIEB. Y MAIMEHTOB C XPOHUYECKUM HapymieHHeM (QYHKINU TICUYCHH
reMO/IMalIN3 He BIUsAeT Ha (apMaKOKUHETUKY JIOpAaTaJuHA U €r0 aKTUBHOTO METa0O0IHTA.

Hapymenue QyHKIMY N€YEHHU. Y MAMEHTOB C XPOHUYECKUM aJIKOTOJIbHBIM MOPaXKEHWEM NIEUEHU MTOKa3aTeNn
AUC u Cpax10paTaansa ObUTH B J1Ba pasa BhIIIE, a IOKA3aTeNIN UX aKTUBHOI'O META00IMTa HE U3MEHSIIUCH
CYILIECTBEHHO I10 CPAaBHEHUIO C TAKUMHU MOKa3aTeIsIMHU Y MAIMEHTOB ¢ HOpMaJbHOM QyHKIMel neuenu. [lepros
MOJTYBBIBE/ICHUS JIOPATaJMHA U €r0 aKTUBHOI'O MeTabouTa cocTaBisieT 24 u 37 yacoB COOTBETCTBEHHO U
YBEJIMUYUBAETCS B 3aBUCUMOCTH OT TSXKECTH 3a00JI€BaHMsI IEYCHH.

[TaneHTh! mOXMI0TO Bo3pacTa. ITokasarenu papMakOKMHETHKH JIOPATaAUHA U €r0 aKTUBHOTO MeTabonTa ObLIH
AHAJIOTMYHBIMU Y 3JJ0POBBIX B3POCIIBIX JOOPOBOJIBLEB U 310POBBIX JOOPOBOJIBIEB M10KUIOI0 BO3pacTa.

KiimHn4yeckue XapakTepUCTHKH.
Ilokazanus.
|CHMHT0MaTI/IquKoe JICUCHHE AJUIEPTHYESCKOTO PUHHUTA M XPOHMYECKOW MAHONATHUSCKON KPAITMBHUIIGI.

Ilpomueonoka3zanus.
JlopaTanuH IpOTUBOMOKA3aH MalMEHTaM C MOBBIIIEHHONW YYBCTBUTEIHHOCTHIO K aKTHBHBIM BEIIECTBAM UJTH K
JTF000MY APYroMy KOMIIOHEHTY TIperapara.

B3aumooeiicmeue c Opyzumu 1eKapcmeeHHbIMU CPEOCMEAMU U OPy2Ue UObl 63AUMOOEIICHEUIL.

[Tpu npuMeHEeHNN OJJHOBPEMEHHO C ajKoroiieM 3(h(eKThI Ipernapara He yCUIMBAIOTCS, YTO IOATBEPIKIACTCS
UCCIIEIOBAaHUSIMU TICUXOMOTOPHOM (DyHKITHH.

[ToTeHunanpHOE B3aMMOJEHCTBHE MOKET UMETh MECTO NMPU IPUMEHEHUH BCEX U3BECTHBIX HHIMOUTOPOB
CYP3A4 umu CYP2D6, uro npuBOAUT K MOBBIILIEHUIO YPOBHS JIOpAaTalHA, a 3TO, B CBOIO OYEpPE/lb, MOXKET OBITh
MPUYHHON MMOBBIIICHUS YaCTOTHI BOSHUKHOBEHUS IIOOOYHBIX PEaKIuil.



Bo Bpems KOHTpOJIMPYEMBIX UCCIIEAOBAHUHI COOOIAIOCH O MOBBIIIEHUH KOHLEHTPAIMU JIOpaTaJnHa B Ija3me
KPOBH I10CJI€ OTHOBPEMEHHOI'O IPUMEHEHUS C KETOKOHA30JI0M, 3pUTPOMUIIMHOM U IIUMETHIMHOM, KOTOPOE HE
COIIPOBOXKJANIOCH KJIMHUYECKH 3HAYMMbIMH H3MeHeHUsIMH (B ToM yucie Ha DKI).

Jlemu. ViccenoBanus B3aUMOAECUCTBUY C IPYTHMM IIperapaTaMy IIPOBOINIIHN TOJIBKO C y4aCTHEM B3POCIIBIX
HalMEHTOB.

Ocoodennocmu npumeneHnus.

JlopataauH ciieyeT ¢ OCTOPOKHOCTBIO MPUMEHATH MALMEHTaM C TshKelloi (popMoii HapyleHUs QyHKIMY EUeHH.
B cocras npenapara Bxoaut jgakro3a. [1o 3Tol npruyrHe nanueHTsl ¢ TAKUMHU PEAKUMU HAaclIeACTBEHHBIMU
3a00JIeBaHUSAMH KaK HETIEPEHOCUMOCTb TajaKTo3bl, AeGuuuT JakTa3sl Jlanna u MaibabcopOIHs IITIOKO3bI-
rajlakTo3bl HE JOJDKHBI IPUMEHSATH 3TOT Mpenapar.

HpI/IMCHeHI/Ie Ipenapara HGO6XOI[I/IMO IMPEKPAaTUTh KaK MUHUMYM 34 48 gacos nepea NpoBEACHUEM KOXKHBIX
TECTOB, TIOCKOJIbKY aHTUT'UCTAaMHUHBI MOT'YT HeﬁTpaHHSOBaTB WJIN NHBIM 06pa30M 0CIa0IATh IMMOJIOKUTCIBbHY IO
PCaKuro pu OonpeaACICHUN NHACKCA PCAKTUBHOCTH KOXKHU.

Ilpumenenue ¢ nepuood d6epemennocmu uiu KOpmaeHus 2pyosio.

bepemenHoCTh. JIaHHBIX O MPUMEHEHUH JIOpaTauHa OepeMeHHbBIM JKEeHITMHAM O4eHb Majo. MccrnenoBanus Ha
JKUBOTHBIX HE BBISIBIIIH MTPSIMBIX HJTH KOCBEHHBIX HETATHBHBIX 3(PPEKTOB, KACAFOIIUXCS PEPOAYKTHBHON
TOKCUYHOCTH. JKenaTtenpHo, B KaueCTBE Mepbl 0€30MaCHOCTH, U30eraTh MPUMEHEHHS Mpenapara B Iepruo
OEpEeMEHHOCTH.

Kopwminenue rpyapio. Pu3nKko-XUMUYECKUE JaHHbBIE CBHIETENBCTBYIOT O BHIBEJICHUH JIOpATaAHA/METa00IUTOB

U3 TPyAHOTO MoJioKa. [TOCKOIBKY PHCK /i peOeHKA HE MOXET OBITh MCKITIOUEH, ITPeTapaT He CIAeAyeT MPUMEHSITh
B MIEPHUOJ] KOPMIICHUS TPYAbIO.

@DepTUIBHOCTE. J[aHHBIC O BIMSHUU TIPerapaTa Ha )KEHCKYIO HITH MYXCKYIO (epTHILHOCTh OTCYTCTBYIOT.

Cnocobnocms é1uame Ha CKOPOCMb PEAKUUU RPU YRPAGIEHUU AGMOMPAHCROPMOM UTU OPY2UMU
Mexanuzmamu.

JlopataauH He BIUSET WIK BIMAET HE3HAYUTEIHHO Ha CHOCOOHOCTh YIPABIATh aBTOTPAHCIIOPTOM HIIM IPYTHUMHU
Mexanuzmamu. OIHaKo ManueHTa HeoOX0IMMO TPOHMH(DOPMUPOBATH, YTO OYEHB PEIKO COOOIIAIOCH O
COHJIMBOCTH, KOTOpPasi MOXET BIMSTh Ha CIIOCOOHOCTh YNPABIIATh ABTOTPAHCIIOPTOM MIIM APYTUMH MEXaHU3MaMH.

Cnocob npumenenus u 003bl.

Crnoco0 npuMeHeHus..

ITepopanbHo. TabneTkn MOKHO IPUHUMATh HE3ABUCUMO OT IpUEMa MUILIH.

Jlo3upoBKa.

B3pocnbim u fetsam ¢ 12 net npunumats no 1 tabnetke (10 mr noparaguna) 1 pa3 B CyTKH.

s neteit B Bo3pacte oT 2 A0 12 et 703upoBKa 3aBUCUT OT MACChI TEJa.

[Tpu macce Temna 6onee 30 xr: 10 mr (1 Tabnerka) 1 pa3 B cytku. Jletsim ¢ maccoii Tena meHee 30 KT IpUMEHSIOT
mpemnapar B BUJE CUPOIIA.

Tayuenmul nodxxcunoco 6o3pacma.

He tpebyercst kKoppeKInMU A03bI MAlIMEHTaM MOXKUIIOTO BO3pacTa.

Iayuenmoi ¢ HapyweHuem yHKYuU neyeHu.

[TaruenTam ¢ HapyIeHUSIMH (DYHKIIUY TIEYSHU TSHKEIION CTENeH! clieyeT Ha3HavaTh mpemnapaT B 0osiee HU3KOH
HayaJbHOU J103€, TAK KaK B HUX BO3MOYKHO CHIM>KEHUE KIIMPEHCA JIopaTaanHa. [ B3pOCibIX U JETEl ¢ Maccoil
Tena 6onee 30 Kr pekoMeHIyemMasi HauanbHast o3a cocTaniseT 10 Mr uepes eHb.

Tayuenmsl ¢ HapyweHuem GyHKYUU nNoYex.

HeT HE0O0X0AMMOCTH B KOPPEKIUH JTO3BI ISl MAIIMEHTOB C HApyIIeHHneM (QYHKIUU TOYeK.

/emu.
Db dexTrBHOCTH U 6€30MACHOCTH MPUMEHEHHUS JOpaTalnHa AETAM 10 2 JET He yCTaHOBJICHBI.
JloparanuH, TabneTku clieayeT Ha3HavyaTh JAETSIM ¢ Maccoi Tena 6omnee 30 kr.



Ilepedo3uposka.

[lepenno3upoBka JopaTaJlHa MOBBIIAET YACTOTY BOSHUKHOBEHUS aHTUXOJIMHEPIHUECKUX cCUMIITOMOB. [1pu
nepe03upOBKE COOOIIANOCh O COHJIMBOCTH, TAXUKAapAUU U TOJIOBHON O60mu. B ciyuyae nepeno3upoBku
PEKOMEHIyeTCS CUMIITOMATHYECKOE U TIOJIEPKUBAIOIIEE JICUCHHE B TEYCHHE HEOOXOIMMOT0O TIEpHO/Ia BPEMEHH.
Bo3MokHO npuMeHeHre aKkTUBUPOBAHHOTO YIJIsSl B BUJIE BOAHOM cycrieH3uu. Takke MOKHO IPOBECTH
NIPOMBIBaHHE XKeyka. JlopaTaauH He BBIBOAUTCS U3 OpraHW3Ma IPU MPOBEICHIH TeMOANANN3a; 3P HEKTUBHOCTD
NEPUTOHEAILHOTO MAajIi3a B BEIBEICHUH ITpenapara HeusBecTHa. [locie HeoTI0KHOM MOMOIIH MAI[UEeHT

JIOJDKEH OCTAThCS 10]] HAOIIOAEHUEM.

Ilo6ounvie peakyuu.

Kpatkas xapakrepuctuka npoduiis 6e3omacHocTr. [Ipy npruMeHeHU  JIopaTaiHa B peKOMEHI0BaHHOM 03¢ 10
MT B CYTKH TIPU TIOKA3aHUAX, BKIIOYAIONINX AJUICPTUYCCKHI PUHUT U XPOHUYECKYIO UIUOMATUICCKYIO
KPaIUBHUILY, O IIOOOYHBIX PEAKIUAX COOOMAIOCH B 2 % MalMeHTOB (YTO MPEBHINIACT MTOKA3aTeNb Y MAIlHCHTOB,
MOJTyYaBINUX TUIaIe00). bonee yacThiMu MOOOYHBIMH PEAKIUSIMU, O KOTOPBIX COOOIIATIOCH Yallle, YeM Mpu
MPUMEHEHNH TuTane6o, OpuTH: cOHMBOCTE (1,2 %), romoBHas 60k (0,6 %), yeunenue ammeruta (0,5 %) u
6ecconnua (0,1 %). Y mereit ot 2 1o 12 neT oTMedanuch Takue HexkenaTenbHble 3P PeKTh] Kak roJoBHAS 00
(2,7 %), HepBO3HOCTH (2,3 %) MK NOBbIILIEHHAs! yToMIIIeMOCTh (1 %).

[Nepeyenb 1000YHBIX peakiuii. [I000YHBIE peakIuu, 0 KOTOPBIX COOOIIATIOCH B X0/1€ IOCTMAPKETHHIOBOTO
Teproa, YKa3aHbl HIDKE 110 KJlaccaM CHCTeM opraHoB. YacToTa omnpenesieHa kak: oueHb 9acto (>1/10), gacto (ot
>1/100 mo <1/10), veuacto (ot >1/1000 mo <1/100), peaxo (ot >1/10000 o <1/1000), ouens peako (<1/10000) u
HEU3BECTHO (HEBO3MOXKHO YCTAaHOBUTH 110 UMCIOIIIMMCS TAHHBIM).

B kax1oii rpyrie 4acToThl MOOOYHBIX PEAKIIMN YKa3aHbI B MIOPSIKE YOBIBAHHS CEPbE3HOCTH.

Co cmopoHbl UMMYHHOUL cucmeMbl: 0Y9€Hb PEIKO — aHA(PHUITAKCHSL.

Co cmopoHvl HepaHOlL cucmeMbl. 04EHBb PEIKO — TOJIOBOKPY>KEHUE, CYAOPOTH.

Co cmopoHbl cepoya: OYeHBb PENIKO — TaXUKAPIUS, MaTbIIATAIU.

Co cmopoHbl nuwesapumenbHo20 mpakma.: 09€Hb PEJIKO — TOIIHOTA, CYyXOCTh BO PTY, TaCTPUT.

Co cmopoHbl 2enamobuIuapHoll cucmemsl.: 04€Hb PEIKO — MATOJIOTHYESCKHE U3MECHEHUS (DYHKITUU TICUCHHU.

Co cmopoHbl KodiCU U NOOKOJNCHOU KIemyamKu: 0O4€Hb PEIKO — ChIIlb, AIOTEIIHSL.

Hapywenus obweco cocmosinus u césa3anuvie co CHOCOOOM NPUMeHeHUs npenapama: 09eHb PeIKo —
MOBBIIIICHHAS] YTOMJIIEMOCTb.

Cpok 2o0nocmu. 3 ropa.

YcaoBust XpaHeHUs.
XpaHUTb B HETOCTYITHOM JUIS IETEU MECTE.
XpaHUTb B OPUTMHAJIBHOM YIIAKOBKE IIpU TeMIiepaTtype He Boie 25 °C.

¥YnakoBka. [To 10 Tabnerok B 6mucrepe, mo 1 wim 2, uinu 50, nau 100 6;ucTepoB B mavke.
Kareropust ornmycka. bes penenra — Ne 10, Ne 20. st cranmonapos — Ne 500, Ne 1000.
IIpounsBoaurenn. AO «Jlekxum-XapbKkoB.

MecToHaxo:k1eHNe TPOU3BOANTEIIS U €r0 aJpec MecTa OCyllleCTBIeHHS eI TeJIbHOCTH.
VYkpauna, XapbkoBckas 00:1., TopoJ XapbKoB, yiauia cemaaainatoro [lapresesna, mom 36



