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MUHUCTEPCTBO 3ILPABOOXPAHEHI/I}{ POCCUNCKOM ®EJIEPAITN
WHCTPYKIIUS
110 MCI[I/ILH/IHCKOMy IMPUMCHCHHUIO HeKapCTBCHHOFO HpenapaTa

KEITITPA®

Peruncrpaumnonnsiii Homep: [1 N014627/01

Toprosoe HaumenoBanue: Kermpa®

MesxayHnapoaHoe HemaTeHTOBAaHHOe HAMMEHOBAaHMe: JIeBeTHpaleTaM
XumMmnueckoe HazBaHue: (-)-(S)-0-dTHII-2-0KCO- | -ITUPPOITHIMH-AIIe TAMM T

JlexkapcTBenHast ¢popma: Ta0JIeTKU NOKPBITHIE IIJICHOYHOM 000JI0UKOIi.

Cocras

B 1 tabierke 250 MI cOIEpIKUTCS:

oeticmeyloujee geujecmeao: jeperupaneram — 250 Mmr;

scnomozamenvhvle seujecmsa. Kpockapmerniosza Hatpus 10,750 mr, makporon 6000 2,500
Mr, KpeMHus auokeun 5,188 mr, Mmaruus creapat 0,313 mr; onajpait 85F20694 - 8,063 mr
[kpacutens unjpurokapmun (E132), maxporon 3350, 1MOMMBUHUIOBBIA CIIUPT YACTHYHO
'UAPOJIU30BAaHHBIN, TallbK, TUTaHa Juokcu (E171)].

B 1 rabnerke 500 Mr copepxures:

oeticmeyroujee geujecmeo: neperupaieram — S00 mr;

ecnomozameinvHbvle eeujecmsa: Kpockapmesiosa Hatpus 21,500 mr, makporon 6000 5,000
Mr, kpemHus jguoken]; 10,375 mr, marnus creapat 0,625 mr; onajpait 85F32004 -16,125
MI' [Kpacurelnb xkene3a okcul xentelid (E172), makporon 3350, noJMBUHUIOBBIA CIUPT
YaCTUYHO I'MJIPOJIM30BAHHBIN, TaJIbK, TUTaHa Juokcus (E171)].

B 1 Tabaerke 1000 Mr cojiepxuTCs:

oeuicmeyiouee seujecmeo: neserupareram — 1000 mr;

scnomozamenvhvle eujecmea: Kpockapmeiioza Harpust 43,000 mr, maxporon 6000
10,000 mr, kpemuust guokeu)t 20,750 mr, maraus creapat 1,250 mr; onaapaid 85F18422-
32,250 mr [mMakporou 3350, nojnuBUHUIOBBIA CIUPT YACTUYHO TUJIPOIU30BAHHbBIN, TAJIbK,
tutana guokcui (E171)].

Onucanue

Taonemku 250 me: ronyOble OBaIBbHOW (HOPMBI TAOJIETKH, MOKPHITHIC ILICHOYHOM
000JI0YKOH, C pUCKOM U TpaBUPOBKaMH «ucb» u «250» Ha OJIHOM CTOpPOHE.

Taonemku 500 mez: xentele OBaIbHONH (OpPMBI TAOJNETKH, MOKPBITHIC IJIEHOYHON
000JI04KOH, C pUCKOI U rpaBupoBKaMu «ucb» u «500» Ha 0HOU CTOpOHE.

Taonemku 1000 me: Oenvie oBaibHOW (OpMBI TAOIETKH, MOKPBITHIE MJIEHOYHON
000JI0UKOH, C pUCKOH U rpaBupoBKaMu «ucby, u «1000» Ha 0JIHOI CTOPOHE.

®apMakoTepaneBTHYeCKas IPYNIA: [IPOTUBOSIUIIEIITHYECKOE CPEJICTBO.
Kox ATX: NO3AX14.



PapmakoJioruyecKue cBOHCTBA

Dapmaxoounamuka

JleBeTuparneram — JeiicTByromiee BemecTno npenapara Kemmpa® sBisercs 1pou3BO/HBIM
mUppoMoHa  (S-sHaAHTHOMEp  O-3THII-2-OKCO- | -MUPPOIMUH-  aleTaMuja), 10
XUMHUECKOH  CTPYKType OTIMYaeTcs OT  H3BECTHBIX  [POTUBOIIMIECHTHYECKUX
JIEKAPCTBEHHBIX CPEJICTB.

Mexanusm JielcTBUS

Mexanusm jieiicTBUs JieBeTUpalieTama Jio KOHIla He U3y4eH. DKCIIEPUMEHTEI in Vitro U in
Vivo 110Ka3alld, 4TO JIEBeTHpalleTaM He BIMSET HAa OCHOBHBIE XapAaKTEPUCTUKU KIETOK U
HOPMAJIBHYIO HEUPOTPAHCMUCCHUIO.

WccnepoBanus in vifro oKasalid, 4TO JIEBETUPAIlETaM BIUSIET HA BHYTPUHEHPOHAIBHYIO
KoHIeHTpaimio uonoB  Ca*', wactuuno Topmoss Tok Ca’' yepes kanaisl N- Tuna u,
CHMIKAsl BBICBOOOXKJEHME Kalbllsd U3 BHYTpUHEHpOHaAIBHBIX Jieno. Kpome Toro,
JIeBeTUpaIieTaM 4acTUYHO BOcCTaHaBiMBaeT TOkKM udepe3 ['AMK u riaunuH-3aBHCHMbIE
KaHaJIbl, CHH)KEHHBIE IIMHKOM 1 - kapOoimuHaMu. Taxoke B UCCIEIOBAHUSX ik Vifro ObLIO
OIIpeJIeNIEHO, YTO JIEBETUpAIleTaM CBSI3BIBAETCS CO CHEU(UUYECKUM YYaCTKOM B TKAHU
TOJIOBHOTO MO3ra. MecTo CBS3BbIBAHUSI IpeJICTaBIsieT co00i Oelnok 2A CHHANTHYECKUX
BE3UKYJ, KOTOPBIA IPEANOIOKUTEIBHO yYacTBYET B CIMSHUU BE3UKYJ U DK30LUTO3€
HeHpoTpaHCMUTTEPOB. JleBeTupaleraM M CBs3aHHbBIE aHAIOIU PA3IMYAIOTCS CPOJICTBOM
CBSI3bIBaHUs C OCIKOM 2A CHHANTUYECKUX BE3UKYJ, KOTOPOE KOPPEIUPYET CO CTEIEHBIO
IPOTUBOIIUIETITUUECKON 3alUTHI B Ay IMON€HHON MOJICIH SIUJIEIICUH Yy MBIIIeH. DTOT
(dakT 1O3BOJSIET MPEANOIOKUTh, YTO B3aUMOJCUCTBHE MEXIY JEBETHpPALETAMOM U
OenkoM 2A CHHANTUYECKUX BE3UKYJ OYEBMJIHO BHOCUT BKJIAJ] B IIPOTHBOCYJIOPOKHBIN
MEXaHU3M JIeHCTBUS [Iperapara.

dapmakoHamuyeckue 3G eKTot

JleBetuparietaM WHAYIUPYET TPOTUBOAMIEITUYCCKYIO 3alIUTy B pazHOOOpa3HBIX
’KMUBOTHBIX MOJIEJISIX MapIUAIbHBIX M TEPBUYHO-TEHEPATM30BAHHBIX IIPHUIIAJKOB, HE
MPOSIBIISISE  1IPU  OTOM  IPO-KOHBYIBCUBHOIO  JiecTBUS. OCHOBHOH — MeTadOIMUT
JeBeTHpaleTaMa He aKTUBEH.

V nmojiel akTHBHOCTH JIeBeTHpalieTaMa B OTHOIIEHUH SIUJIEIICUH U ¢ TapIHAIBLHBIMU, U C
reHepAIU30BaHHBIMU [pUIIAKAMU (armnenTrudOopMHBIX paspsiioB/
(dboTonapoKcu3MaibHOR peakiuu) IMOATBEPKIAeT ero MUPOKUM (apmMakoimornyeckui
PO HUITh.

Kimnuyeckas 2ghexkTuBHOCTL U 0€301aCHOCTh

Jlononnumenvnas mepanus npu n1edeHuu NAPYUATbHLIX NPUNAOKOE C  6MOPUYHOU
eeHepanuzayuel Ui 6e3 maxkoeoll y 63pOCivlX, NOOPOCMKO8 U Oemel ¢ 4-x jem c
snunencuerl

D¢ dexTUBHOCTH JieBeTUpalleTaMa Yy B3pOCIBIX Obllla MOATBEPXKJICHA B TpeX JIBOHHBIX
CIIeNBIX I1aIe00-KOHTPOJIUPYEMbBIX MCCIIEIOBAHUSX, 110 NpuMeHenuto B go3e 1000 mr,
2000 mr 1 3000 Mr B CyTKH, pazJIeleHHOM Ha JiBa IpUeMa, C IMPOJODKUTEIBHOCTHIO
aedeHus o 18 Hexenb. bbulO IOKa3aHO, YTO COOTHOLIEHUE MALUEHTOB, KOTOPBIE
npojieMoHcTpupoBau 50% u Oojee CHMKEHHME YacTOThl MapIUaIbHBIX IPUIAJKOB B
HEJIeIII0 OTHOCUTEIILHO UCXOHOT0 YPORBHS IIPH ITPUEMe MTOCTOSIHHOM J103b1 (12/14 Henens)
cocrasmia 27,7 %, 31,6 % u 41,3 % y naiueHToB, IPUHUMABILUX JIEBETUpAIETaM B J103€



1000, 2000 wmm 3000 Mr cooTBeTCTBEHHO, W 12,6 % y NalMEHTOB, NPUHUMABIIUX
iareoo.

ITeimarpuyeckast Oy JISIIUs

D¢ ek THBHOCT JeBeTHpalieTama y jereit (B Bo3pacte ot 4 j1o 16 ner) Oblia ycranoBlieHa
B JIBOMHOM CJIENOM IIAle00-KOHTPOIUPYEMOM HUCCIEIOBAaHUM JUIMTENBHOCTBIO 14
HeJlenb, BKIrodaBiieM 198 marmuenToB. IlaiueHThl JaHHOTO MCCIENOBAHUS [TPUHUMAIN
JIeBETUpAIleTaM B ITOCTOSIHHOM J103e 60 MI/Kr/cyT (B JiBa puema).

44,6 % manueHToB, NPUHUMABIIUX JeBeTupaneram, u 19,6 % manueHTos, 0Iy4YaBIINX
wiane6o, npojgeMoHcTpupoBai 50% u  Ooiiee CHUKEHME 4YacTOTHI IapIHalIbHbBIX
PUITQJIKOB B HEJIEIO OTHOCHTEIBHO MCX0IHOr0 ypoBHs. Ha done npomoimkarommerocs
JIOITOCPOYHOTO JieueHus 11,4 % manueHToB He UMEIU IIPUIIAJIKOB B TEUEHUE, 110 KpaiHen
Mepe, 6 mecsitieB 1 7,2 % - B TedeHue, 110 KpaitHel Mepe - 1 roza.

B 1mane0o KOHTPOJMPYEMBIX KIMHUYECKUX HMCCIE/IOBAHUSIX NPUHUMAIM ydactue 35
aereit mutajine 1 rojia ¢ mapiuaibHBIMU MTPHUITAIKAMU, U3 KOTOPBIX TOJIBKO 13 ObLIM B
BO3pacre <6 MecsIieB.

Monomepanus npu n1evenuu napyuaibHblX NPUNAOKO8 ¢ 6MOPUYHOL 2eHepanu3ayuet un
be3 makosoil y nayuenmoe c¢ 16 nem u cmapuie ¢ 6nepgvie OUACHOCMUPOBAHHOU
anunencueul

D deKTHBHOCT JIeBeTUpAlleTaMa B MOHOTEPAITUH ObLIA COITOCTABUMA € AP HEKTUBHOCTHIO
KapbaMazenuHa ¢ KOHTPOJIUPYEMBIM BBICBOOOXK/ECHUEM B IApaJlJICJIBHBIX I'PYyNIIAX IIPU
MPOBEJCHUH JIBOMHOI'O CIETOro UccieoBaHus Ha 576 nanuenTax ¢ 16 jer u crapuie ¢
BIICPBBIC MM HEJIABHO JIMArHOCTUPOBAHHOM snuienicueil. B ucciienoBanue Obliy
BKJIFOUEHBI TTAIIMEHTHI TOJBKO C HECIPOBOIMPOBAHHBIMU IAPIUAIBHBIMUA IIPUIIAKAMU
WM T'eHepaIn30BaHHBIMA TOHMKO-KIIOHHYECKUMH Npunajkamu. llaiuenTsl OblLIH
pPaHJIOMU3UPOBAHBl B TPYIIBl JIeYeHUs KapOaMazenmMHOM ¢  KOHTPOJIUPYEMBIM
BeICBOOOXK IeHHeM 110 400—1200 mr/cyt mim neerupareramoM 1o 1000-3000 mr/cyrT,
MPOJIOJDKATEIILHOCTHIO J10 121 Heienu B 3aBUCUMOCTH OT OTBETA.

OtcyTcTBUE TPHIIAJKOB B TEUYeHHE 6 MecslleB OblIO OTMeueHO y 73% IalMeHTOB,
IIPUHUMAIOIIUX JIeBeTUpareTaM, U 72,8% NarueHToB, MPUHUMAIONNX KapOamas3elnuH ¢
KOHTPOJIMPYEMBIM BBICBOOOMIEHUEM; CKOPPEKTUPOBaHHAsI a0COIIOTHAS PA3HULIA MEXK LY
Kypcamu Jedenus: cocraBmia 0,2% (95% noepurensublii unTepsan: -7,8 8.2). boxuee
IIOJIOBUHBI TAIIMEHTOB HE MMEJU TPUIaJKOB B TedyeHue 12 mecsueB (56,6% u 58,5%
MalMeHTOB  Ha  JIeBeTHpaleTamMe M Ha KapOaMmaselnuHe ¢  KOHTPOIMPYEMBIM
BBICBOOOIK/ICHUEM COOTBETCTBEHHO).

[Ipy wW3ydyeHWUW JIAHHBIX pealbHON  KIMHUYECKOM IPAKTHKH, COILYyTCTBYIOIIME
ITPOTHUBOIUIIETITHUECKHE TTpernapaThl MO OBITH OTMEHEHBI y OIPEEIIEHHOI0 4HUCIia
MAIMEeHTOB, KOTOpPhIe OTBETUJIM Ha JIONOJHUTEIBFHYIO Tepaluio JieBeThupareraMmom (36
B3POCJIBIX TAIUEHTOB U3 69).

Jlononnumenvnas mepanus 0Ons JeveHus: MUOKIOHUYECKUX NPUNAOKOS ) 63POCIblX U
noopocmxos ¢ 12 1em u cmapuie ¢ 108eHUIbHOU MUOKIOHUYECKOU SNUlencuei

D deKTUBHOCTL JIeBeTHparieTaMa Obljla yCTaHOBIIEHA B JBOMHOM CIIENOM I11anedo-
KOHTPOJMPYEMOM UCCIIEIOBAHUH TIPOJIOJIKUTEIBHOCTBIO 16 HeJlelb JUls TalueHToB ¢ 12
JIeT W CTaplie ¢ UMONATHYECKON reHepalIu30BaHHOM snuierncueid ¢ MUOKIIOHUYECKUMHU
CYJIOPOTraMH TPHU Pa3IUYHBIX CUHJIPOMax. BOJIBIIMHCTBO MAIlUEHTOB UMEIIO IOBEHUIIBHYIO



MUOKJIOHUYECKYIO HUIICTICHIO.

B jnannoM mccneioBanuu jlo3a jeeruparierama cocranisiia 3000 Mr/cyT B JiBa npuema.
58,3% nanueHToB, IPUHUMABIIHX JIeBeTHpareraM, u 23,3 % manueHToB, IPUHAMABIIHX
mwianebo, uMmenw, 10 Kpaitne wmepe, 50% yMeHBIICHHE KOIMYECTBA JHEH ¢
MUHOKJIOHHYECKUMU  IIpUIIAJKAMKM 32 HeAeno. B TedeHwe  MpoJoJIKaroierocs
JOJIrOCpPOYHOro JjieyeHust 28,6 % NauueHToB HE MMENId MUOKJIOHMYECKUX CYIOpOr B
TeYeHue, 110 KpaHel Mepe, 6 Mecsiues, 1 21% nanueHToB — B TeYeHUE, 10 KpaiHel Mepe,
OJIHOI'0 ToJ1a.

Jononnumenvuas mepanus  Ons  n1eveHus  NEPEUUHO-SEHEPANUIO8AHHBIX — MOHUKO-
KIOHUYEeCKUX NPUNAOKO8 ) 63pocivlx U noopocmkos ¢ 12 nem u cmapuwe c¢
UOUONAMUYECKOU 2eHePANU308AHHOL dNUTIencuell

D exTUBHOCTH JIeBeTUpalleTaMa Obllla yCTaHOBIIeHA B 24-HeIeIbHOM JIBOMHOM CIIEIIOM
T1a11e00-KOHTPOIMPYEMOM  MCCIICIOBAHUM, BKIIFOYABIIIEM B3POCIBIX, IMOJPOCTKOB U
OrpaHMYEHHOE YUCIO JeTed C HJUONATUYECKON TIeHepaln30BaHHOW OSIUIICTICHEeH C
IIEPBUYHO-IeHEPATU30BaHHBIMU  TOHUKO-KIOHHYeckuMu  (III'TK)  npunaakamu, c
Pa3IMYHBIMA  CUHAPOMAMU (IOBEHWJIbHAS MMOKIOHUYECKAs SIUJICIICHS, FOBEHUJIbHAS
aOcaHC->IUIIeIICHS], JIeTCKast a0CaHC-3MUIICTICUS HIIM SITUIICTICHS ¢ TeHepaln30BaHHBIMU
TOHMKO-KJIIOHMYECKUMHU CyYJJOpOraMu Ipu 1poOykJeHuu). B 3ToM uccieaoBaHuu
CyTo4YHas Jlo3a JeBerupaierama cocrasisiiia 3000 mr/cyT aist B3pOCibiX U IOJPOCTKOB
i 60 MI/Kr/cyT Juist IeTeid, pasJielieHHasl Ha JiBa [IpueMa.

72,2% nanueHToB, IPUHUMABIINX JIeBeTHpareram, u 45,2% MaiuenToB, MPHHUMABIITHX
11ane0o, oKa3alu yMeHbIlIeHHe YacTOTHI TPHUITAIKOB B TeueHue Hejenu Ha 50% u 6oee
y naientoB ¢ HII'TK npunaagkamu. B npojomkaromiemest T0IrocpodHoOM HaOIOICHUH
47,4% nanveHToB He UMeIHM TOHUKO-KJIOHMYECKMX TMPHIIAJIKOB B TEYEHHE, 110 KpaifHe
Mepe, 6 MmecsneB, n 31,5% NanueHToB HE MMEIN TOHHKO-KIOHWYECKHX TPHUIIAJIKOB B
Te4eHue, 110 KpaitHe Mepe, OJTHOr0 rojia.

Dapmaxoxuremura

BceacpiBanue. JleBetuparieram 001a1aeT BHICOKOM pacTBOPUMOCTBIO U ITPOHUIIAEMOCTBIO.
Ero ¢apmakoxuneTrueckuii npoduiis sSBISETCs JTUHEHHBIM U XapaKTePU3yeTcss HU3KOM
BHYTPUMHJMBUIYAIBHOM M MEKUHAMBUAYAIBHOH  M3MeHUYMBOCTHIO.  Kimpenc
JeBeTUpAIleTaMa OCTAeTCs IOCTOSHHBIM I10CIE€ MHOTIOKPATHOI'O BBEJICHHUs IIperapara.
Hukaxkux pasiauuuii, CBSI3aHHBIX € IOJIOM, Pacoil MM IUPKAHBIM PUTMOM, BBISIBICHO HE
Obuto. JleBetupareraM HUMeeT CONMOCTABUMEBIH (hapMaKOKMHETHYECKUN NPOPHIL Y
3JI0POBBIX JIOOPOBOJIBIIEB U MAIMEHTOB C SIUJICTICHEH.

3a cyer IOJHOr0 M JTMHEHHOIO BCACHIBAHUS YPOBHHU JIeBeTHUpalleTaMa B IlJIa3Me KPOBHU
MOJXHO IpeJICKa3arh 110 IPUHUMAEMON BHYTPb J[03€, BHIDAKEHHOM B MI/KI' MAacchl Tela.
ITosroMy HeEOOXOAMMOCTH KOHTPOJSL YpOBHEH JieBeTUpalreraMa B IIIa3Me KPOBH
OTCYTCTBYET.

JUis B3pocibIX M JIeTell ompejielieHa 3HAaYuMasi KOppesius MEXy KOHIIEHTparuein
JeBeTHpareTaMa B CIIOHE U Illa3Me KpOBU (COOTHOIIEHHE KOHIIEHTpAIlMM B CIIOHE U
I1a3Me KpOBHM BAapbUpPOBAIO B JMana3zoHe ot 1 jio 1,7 npu npuMeHeHuu TadJIeTOK s
IIpreMa BHYTPb CIIyCTs 4 yaca I1ocie pueMa pacTBopa JUist ipueMa BHYTPb).

Crenenp BcachlBaHMS HE 3aBMCUT OT JI03bI M BPEMEHHM IpHEMa MUIIU. BHOJOCTYHOCTh
cocrapyiger npumepHo 100 %. Maxkcumansnas xoHineHntparus B 1wiazMe  (Cmax)



-

Jocruraercs yepes 1,3 4 rocie nepopaibHOro npuema lesetupanerama B 1o3e 1000 mMr u
IIPU OJJHOKPATHOM IIpueMe cocTaBisieT 31 MKr/mil, mocjie noBTOPHOIo IpueMa (2 pasa B
CyTKH) — 43 MKr/Mi1. PaBHOBECHOE COCTOSIHUE JOCTUTAETCs Yepes3 2 CYyTOK P JIBYKPATHOM
pueMe Ipernapara.

Pacnpenenenue. Cps3piBaHMe JieBeTHpalleTaMa U €ro OCHOBHOI'O MeTaboiuTa ¢ OelKaMu
11a3mel coctasiisger Menee 10 %. O0beM pacnipeenenus (Va) cocranisiet npumepso 0,5-
0,7 n/xr.

Metabosu3m

JleBetuparneraM HEaKTUBHO META0O0IM3UPYETCs B YEJIOBEUECKOM opranuiMe. OCHOBHBIM
MeTadoInYecKuM mmyTeM (24 % oT 7103b1) siBIsieTcst hepMEHTHBIH MHIPOIIU3 alleTaMuTHOM
rpynnsl. O0pa3oBanue rnepBuuHOro meradbosiura ucb [LOS7 mpoucxoaur 0e3 ydacTus
nzopepmentoB nuroxpoma P450 mewenn. Merabomur ucb 1057  saBasercs
(bapMaKoIIOrn4eck HeaK THBHBIM.

Kpome Toro, 66110 orpejielieHo JBa BTOPOCTENEeHHBIX MeTabomuTa. [lepBriii oOpa3yercs
[IPU TUAPOKCUIMPOBAHUU HUPPOIUIOHOBOIO Kojbla (1,6 % J103b1), a BTOpOH — 1pu
pacKpeITUM  mUpposujgoHoBoro  koibia (0,9 %  jgoser). Ha  jpomo  japyrux
HEUJICHTU(UIIMPOBAHHBIX KOMIIOHEHTOB ITPUXOAUTCS TOJIBKO 0,6 % JIO3BI.
JleBetuparieraM M €ro OCHOBHOH MeTa0OMUT HE MOJBEPratoTcs B3aUMHOMY
SHAHTUOMETPUYECKOMY IIPEBPAIIEHUIO N VIVO.

B ycnoBusx in vitro jieBeTrparieram u ero OCHOBHON METa0OJIUT He TOJIaBIISIFOT OCHOBHBIX
n3zopopm nuroxpoma P450 neuenu yenoseka (CYP3A4, 2A6, 2C9, 2C19, 2D6, 2E1 u
1A2), axtuBHoctH rmokyporuntpancdepas (UGTIAl u UGT1A6) u smokcuHOM
rujpokcunasel. Kpome TOro, neserupaieraM He BIMSET Ha IUIIOKYPOHHU3AIUIO
BAJIBIIPOEBON KMCIIOTHI in Vitro.

B kynsrype renaronuToB 4enoBeka JieBeTHpaleTaM OKa3blBal HE3HAUUTEIHLHOE BIUSHUE
Ha CYP1A2, SULTIElI u UGTIAl wmim BoOOIE HE H3MEHSJI UX AaKTUBHOCTH.
Jlepetnpanieram BbI3bIBaN Jlerkyro uHaykiuio CYP2B6 u CYP3A4. Ha ocHoBaHuM
pe3yJbTaTOB OLEHKU B3aUMOJICHCTBUI ¢ OpallbHBIMM KOHTpAlleITUBAMU, JTUTOKCUHOM U
Bap(apuHOM B yCIOBUSIX In Vitro U in Vivo He 0XKUJIaeTCsl 3SHAYMMON HHTYKITUH (epMEHTOB
B ycloBusixX in vivo. Takum oO6pa3om, BeposiTHOCTE B3auMojieiicTBuUs miperniapara Kerpa ¢
JAPYTUMHU IIperapaTaMu, U Ha000pOT, SIBISIETCS. MATTOBEPOSTHOM.

BriBejienue

[epuon nomyseiBegenus (11/2) u3 niasmel KpoBH B3pOCIOro yejoBeKka cocrapisieT 7 + 1
4 ¥ HE 3aBUCHUT OT JI03bl, CII0CO0A BBEJICHUS UM YaCTOTHI BBeJIeHUs. CpeJiHssl BeIMUrHa
obmero kimpenca cocraniser 0,96 mi/MuH/Kr. OCHOBHOM ITyTh BBIBEJICHHUS TIOUYKAMH B
cpejHeM 95 % ot 10361 (00110 93% OT 710361 BRIBOJUTCS B TeueHue 48 yacor). BeiBeieHue
¢ pexamusimu coctanisieT 0,3% OT 10361,

OOmuit ypoBeHb BBIBEJICHUS JIeBeTUpAIleTaMa U ero OCHOBHOTO MeTa0oJMTa ¢ MOYOil B
neppele 48 yacoB cocraBiser 66% w24 % OT JI03BI  COOTBETCTBEHHO.
[Toueunsrii kaupenc seserupanerama u ucb LOS7 cocrasnser 0,6 u 4,2 Mi/MHH/KT,
COOTBETCTBEHHO, CBHUJIETEILCTBYSI O TOM, YTO JIEBETUpAIleTaM BBIBOJUTCS IIyTEeM
KIIyOOYKOBOH (huibTpalu ¢ 1MOCIEIYIONeld KaHalbIeBO peabcopOIrued, a Takke 9To
IIEPBUYHBINA METaOOJIUT Iperapara TaKXkKe BBIBOJUTCS IMyTeM aKTHBHON KaHAIIbIIEBON
CeKpelyM B JIONOJIHEHUM K KiIyOOukoBoW ¢uibTpanuu. BuiBejnenue jeBeruparerama
KOppeJMpyercs ¢ KIMPEHCOM KpeaTuHUHA.




Y nayuenmos nooicunoco eospacma T, yBenuuuaetcst Ha 40 % u cocrabnser 10-11 u,
4TO CBSA3aHO C HapylIeHueM (PyHKIUH [10UeK y STOU KaTeropuu JIFOJIei.

Y nayuenmos ¢ napyuienuem ¢yyHxyuu noyex KIMPEHC JIEBETHpaIieTaMa u ero MepBUYHOIr0
MeTaboIIuTa KOppeaupyeT ¢ KIMpeHCcoM KpeaTrHuHa. 1103ToMy manuenTam ¢ modeqHon
HEJIOCTAaTOYHOCTBIO PEKOMEHJYeTCsl MOoJ00p JI03bl B 3aBUCUMOCTH OT KJIHMpEHca
KpearTuHuHa. B TepMHHaNIBbHOM CTaJuu IMOYEYHOM HEIOCTATOYHOCTH Y B3POCIBIX
nanueHToB T12 cocraBisger 25 yacoB B IEpUO MEXKJly ceaHcaMu Jiuainu3a u 3,1 Jaca BO
BpeMsi Juanusza. B Teuenue 4-yacoBoro ceanca jauanusa yjamsercs jgo S1 %
JeBeTupalerama.

YV _nayuenmos c napyuwenuem pyHkyuu neyexu JETKOW U CPEJHEW CTEleHel TshKecTh
3HAYMMBIX M3MEHEHMH KIMpPEHCA JIeBeTUpalleTaMa He IPOUCXOJUT. Y OOJBIIUHCTBA
HAIMEHTOB C TSDKEIBIMU HapyIIeHUsIMU (GYHKIIUHU [T€YEeHH [P COITYy TCTBYIOIIEH TOYeuHON
HEJ0CTAaTOYHOCTH KIIMPEHC JIeBeTUpalieTaMa cHukaercs oosee yeM Ha S0 %.

Lemu (4-12 nem)

Ty nereii B Bo3pacre 4-12 ner mocie 0JJHOKpATHOTO [1epOPaATLHOr0 BBEICHUS Mperapara
B J103e 20 MI/Kr Macchl Tena cocrapisier 6 4acoB. OOIMid KIMPEHC JIieBeTHpaneTama y
nereit 4-12 et npumepHo Ha 30 % BBIIIE U HAXOJUTCS B IPSIMOM 3aBHCUMOCTH OT MacChl
Tena.

[Tociie MHOTOKpaTHOTO TepopaibHOro npuMeHenus (mo3a or 20 1o 60 MI/Kr/cyTku) y
Jerei ¢ smutencueit (ot 4 o 12 ser) neerupanieram ObICTpo BcachiBasics. [Iukoas
KOHIIEHTpalus B Iu1a3Me Hadmoaanack uepes 0,5—-1,0 yaca nocie npuema. Habimroganock
JTMHEWHOE, MPONOPLHUOHAIBHOE JI03€ YBEIMYeHUE MUKOBOM KOHIIEHTpAIlMK B TUIa3Me U
1o M 1o KpuBoii. Ilepuoj nosryBeiBejieHUs cocTaBuil 0KOJO S yacoB. Kaxymuiics
o0muit kimpenc ObuT paBeH 1,1 MII/MUH/KT.

Iloxa3aHus K NpUMeHEeHHIO
B xauectBe MOHOTEpANTUM MIPH JICYCHUN
- TaplIMaJIbHBIX IPUIAJAKOB C BTOPUYHOM TreHepaiu3anued wim 0e3 TakoBOH y
B3POCIIBIX U TIOJPOCTKOB ¢ 16 JIET ¢ BIepBbIE JIMArHOCTUPOBAHHOM AITUIIETICUEH.
B cocrase J10110IHUTENBEHON Tepaiy IpH JICUCHUH
- TapIHMaIbHBIX IIPUIIAJKOB C BTOPUYHOM reHepanu3anued wim 0e3 TakoBOH y
B3POCIBIX U JIeTel ¢ 6 JIeT ¢ SIUJIETICHeH;
- MHOKJIOHHMYECKHMX CYJOpOI y B3pPOCIBIX M IOJPOCTKOB crapuie 12 ner c¢
FOBEHUJIBHOM MUOKJIOHUYECKON DIIUJICIICUEH;
- NEPBUYHO-T€HEPAIU30BAHHBIX CYJOPOKHBIX TOHUKO-KIOHUYECKUX IPUIATKOB Y
B3POCIIBIX M IOAPOCTKOB cTapiie 12 JeT ¢ uAMonaTuyeckoi reHepaiu3oBaHHOMN
DIUJICIICUEN.

IIpoTuBOnOKa3aHuUs
- IIOBBIIIEHHAs YyBCTBUTEIBHOCTH K JIEBETHpAIlETaMy HWIHU JIDYTUM ITPOU3BOHBIM
IIUPPOIUIOHA, a TAKIKE K BCIIOMOraTEIbHBIM BEIIECTBAM.

C 0cTOpPOKHOCTBIO
- [AIMEeHTHI TOXKUIIOro Bo3pacTa (crapiie 65 ser);
- 3a0oJeBaHuUs IICUEHU B CTAJMU JCKOMIICHCAIIUH;
- I0YeyHas HeJJOCTaTOYHOCTb.



bepeMeHHOCTD U MePHOA IPYIHOT0 BCKAPMJIMBAHUS

JKeHIMHBI IeTOPOJIHOT0 BO3pacTa

JKeHIMHBI IeTOPOJHOI0 BO3pacTa JIOMKHBI MOTYYUTh KOHCYIBTAIMIO ClienuamicTa. B
cilydae, KOrja >KEHIIMHA IUIAaHMpYeT 3a0epeMeHeTh, 11eJ1eCO00Pa3sHOCTh IPUMEHEHUS
JeBeTUpaleTama clelyeT paccMOoTpeTh MoBTOpHO. Kak u B ciyyae mpuMeHEeHUsl JIPYTUx
IPOTHUBOSIMUIIEIITUYECKUX [IPErapaToB, clieJyeT u30eraThb BHE3AMHOIO IpeKpalieHus
IpUeMa JIeBeTUpalerama, IIOCKOIbKY 5TO MOXET IPUBECTH K AHUICNTHYECKUM
NpUIaJKaM, KOTOpbIE MOIYT MMETh CEpbe3HbIe IOCIHEJICTBUS JUIS JKEHIIUHBI U
HepokJeHHOro pedenka. [lo Mepe BO3MOXKHOCTH, MpPEIIOYTEHHE CJEJyeT OT/aBaTh
MOHOTEpANuu, IOTOMY YTO Tepalus HECKOIbKUMH  HPOTHBOAUICTITHYSCKIUMU
nperaparaMi, B CPaBHEHUM C MOHOTepanuei, MOXeT OBITh CBsI3aHA C IOBBIIIEHHBIM
PUCKOM BPOK/IEHHBIX IIOPOKOB PA3BUTHSI.

bepeMeHHHOCTD

AHalM3 3HAYUTEIBHOIO0 O00beMa JaHHBIX ITOCTPErHCTPAIMOHHBIX HCCIEIOBAHUMH Y
OepeMEHHBIX JKEHIIMH, MOJIyYaBIIUX MOHOTEparuio JieBerupareramoMm (6osee 1800
JKEHIIMH, cpeau KoTopelx Oosee 1500 momydanu rnpernapar B TedeHHe 1-ro TpumecTpa
OepeMEHHOCTH), HE MOJTBEPJUII YBEIMYCHUE PHCKA TSDKEIBIX aHOMAJUM pa3BUTHSL.
Mmerorcst TOIBKO OrpaHMYEHHBbIE JIAaHHBIE O HEBPOJOIMYECKOM DPAa3BUTHH JI€TEH, UbH
MaTepu IoJy4alld MOHOTepanuto rnpenaparoM Kemnmpa Bo Bpemst OepeMeHHOCTH. TeMm He
MeHee, TeKyIIUe SIHUIEMUOJIOTHYECKUE uccieioBanus (¢ yuactiuem okoio 100 nereii) He
IPEJII0JIAraloT IMOBBIIEHHOIO PUCKA HAPYIIEHUS WM 3aJepKEK HEPBHO-TICUXUYECKOTO
pa3BUTHSL.

JIeBeTupanieraM MOXHO HPUMEHSTH BO BpeMsi OEpPEMEHHOCTH, €CJIM IOCIIe TIIATEeIbHOM
OIIEHKH €ro IPUMEHEHUE IPHU3HAETCS KIMHUYECKH HeoOXoJuMbiM. B sToM ciydae
PEKOMEHIyeTCsl IIPUMEHSTE MUHUMAIIbHYIO 2 DEKTUBHYIO JI03Y.

dusnonornyeckrue U3MEHEHUs! B OpraHu3Me JKEHIIUHBI BO BpeMsl OEPEMEHHOCTH MOTYT
BIMATH HA  KOHIEHTPALMIO B  IUIa3Me  JIeBeTHUpaleraMa Kak M JIPYIuXx
IPOTUBOBIIMIENITUYECKUX IpenapatoB. Bo Bpemsi OepeMeHHOCTH OTMEYEHO CHUIKEHHE
KOHIICHTpAIUK JIeBeTUpaleTama B IiazMe. JTO CHIKEeHUe 0oliee BRIPAKEHO B TPETheM
tpumectpe (10 60% oT 6a30BOI KOHIIEHTPAIIMH B TEUEHUE TPEThEro TpuMecTpa). JleueHue
JIeBeTUpALleTaMOM OEpPEMEHHBIX Clie/IyeT ITPOBOJIUTH I0/I OCOOBIM KOHTPOJIEM.

Ilepros rpyIHOr0 BCKapMIIMBAHUS

JleBeTuparieTaM BBIIEISETCS C TPYAHBIM MOJIOKOM, IIOATOMY I'PYIHOE BCKapMIIMBAHUE ITPU
JICYEHUM IIpenaparoM He pekomenjiyercs. OJIHako, eciiu JIeYeHUe JIeBETHpAIeTaMOM
HEOOXOAUMO B IIEPUOJI IPYTHOTO BCKAPMIIMBAHUS, COOTHOIICHUE PUCK/IIONB3a JICYCHHSI
JIOJDKHO OBITh TINATEIBHO B3BEIIEHO OTHOCUTEIHFHO BAKHOCTH KOPMIICHHUS.
DepTUIILHOCTE

B uccrnenoBanugX Ha OKMBOTHBIX He OOHApYKEHO BIHUSHUS Ha (QepTHILHOCTD.
Kinnnyeckue jaHHble BIMSHUS Ha (EPTUIBHOCTH OTCYTCTBYIOT, OTEHITHAIBHBIN PUCK
JUIs 4ellOBeKa HEU3BECTEH.

Cnoco6 npuMeHeHHs U J103bI



BHYyTpb, HE3aBUCUMO OT IIpUEMa MUIIIH.

CyTouny1o 103y Ipenapara JessiT Ha JIBa IprueMa B OJIMHAKOBOH J03e.

Tabnerku npuHUMarOT, 3amUBas JIOCTATOUHBIM KOJIWYECTBOM XujakocTH. [locie mpuema
BHYTPb BO PTY MOXKET OILyIIaThCsl FTOPbKUM IPUBKYC JIEBETUpalleTama.

[apransHbie TPUCTYIIBI
PexoMmenryeMsle J103b1 Juist MOHOTEpanuu (¢ 16 jieT) u B cocTaBe JIONOIHUTEIBHOM
TEpalK COBIA/JIAIOT U COOTBETCTBYIOT YKa3aHHBIM HIKE.

Bce nokazanust K npuMeHEHUI0

Bspocnvim (18 nem u cmapuie) u noopocmrxam (om 12 0o 17 nem) ¢ maccoti mena 6onee
50 ke neyenue ciejyeT HAYMHATH ¢ CyTOYHOH 10361 1000 Mr, pa3jesieHHON Ha 2 npuemMa
(mo 500 mr 2 paza B cytku). OJHAKO 10 pEIICHUIO Bpaya MCXOMAsl M3 TpedyeMoro
IIPOTUBOCYIOPOKHOIO 3hdekra U MOTECHIMATBHOIO MOOOUHOr0 ACUCTBUS HAYAIBbHYIO
JI03y MOXHO CHM3UTBH Jio 250 Mr JiBa paza B CyTku. Uepes JBe HEJENH 103y MOMKHO
OBBICUTH J10 SO0 Mr JIBa pa3a B CyTKH.

B 3aBUMCHMOCTH OT KIMHMYECKOH peaklluu U NepeHOCUMOCTH IIpernapara CyTodHas J103a
MOXeT OBITh yBeJIMYeHa JI0 MaKcuMaibHoM — 1500 Mr 2 pasa B cyTku. Mi3MeHeHue 10361
Ha 250 Mr umm 500 Mr 2 paza B CyTKU MOXKET OCYUIECTBISATHCS KaK/Ible 2-4 He/lelu.

Lemsm ¢ 6 nem u noopocmkam (om 12 0o 17 nem) ¢ maccoii mena menee 50 ke JedyeHue
clle/lyeT HauhHaTh ¢ CyTOYHOM J103b1 200 MI/KT MacChl Tela, pa3jelieHHoi Ha 2 mpuema (1o
10 mMr/kr maccel Tea 2 pasa B cyTkH). M3menenue 10361 Ha 20 Mr/kr Macchl Tena (1o 10
MI/KI Macchl Teja 2 paza B CYTKH) MOXET OCYIIECTBISTHCS KaXJble 2 HEICNIU JI0
JIOCTHIKEHMSI pEKOMEHyeMON CyTOuHOM 71036l — 60 Mr/kr Maccel Tena (1mo 30 mr/kr
Maccel Tena 2 paza B cyTkH). [Ipu HEmepeHOCUMOCTH PEKOMEHIyeMOU CyTOYHOU JIO3BI
BO3MOXHO ee cHuKeHue. CiejlyeT NpUuMeHsTh MUHUMAaIIbHYIO 3 dekTUBHYIO J103y. Bpau
JIOJDKEH Ha3HAuuTh Ipenapar B Haubolee MOAXOJAINeH JeKapcTBeHHOUW dopMe u
JIO3UPOBKE B 3aBUCUMOCTH OT BO3pacTa, Macchl Teja IalMeHTa M HEOOXOJUMOM
TEPareBTUYECKOM JI03HI.

B ces3u ¢ omcymemesuem Hys#CHOU 003UpOBKU mabiemKku He NpeOHA3HAYeHbl O NedeHs]
oemeili gecom menee 25 ke, npu HazHaveHuu 003vl meree 250 me, a makoice OJisl NAYUEHNO8,
UMeWUX MpYOHOCMU NPU 2IOMAHUU.

B smux cnyyasx pexomenoyemcs HauuHame Jiedenue ¢ npuema npenapama 6 gopme
pacmeopa 0 npuema 6Hympo.

Jletsim ¢ maccoit Tena 6onee S0 Kr 103UpOBaHUE OCYIIECTBISIOT 110 CXeMe, ITPUBEICHHOM
JUISL B3POCIIBIX.

[Tockonbky JeBeTHpanieraM BBIBOJUTCS W3 OpraHu3Ma IIOUYKAMU, [pPU Ha3HAYeHUU
npenapara nayueHmam ¢ No4edyHol HeOOCMAMOYHOCMbIO U NAYUEHMAM NONCUIO20
so3pacma 1103y CleJyeT KOPPEKTUPOBATH B 3aBUCUMOCTH OT BEIMYMHBI KIMpEHca
kpearunuHa (KK).



Kimpenc kpeaTWHHMHA JUISi MY)XYMH MOXKHO pacCuMTarh, MCXOJSl M3 KOHIEHTpAlUU
CBIBOPOTOUYHOI'O KPeaTUHUHA, 110 ciejytomeid Gpopmye:

[140 — Bo3pacr (rojbl)] X mMacca tena (Kr)
KK (MI/MHH) = === mm e e e e e
72 X KKCLIBOpOT (MF/IUI)

Kimpenc kpeatuHuHa UL )KEHIIMH MOJKHO PacCUUTaTh, YMHOKHB ITOJIyYEHHOE 3HAUEHUE Ha
koa(dunuent 0,85.
3areM KK koppektupyercst ¢ yderom 1uiomiau nosepxuoctu tena (IIT) mo cneyromeit

hopmyie:

KK (Mi1/mMuH)
KK (m/mun/1,73 M 2) = x 1,73
[T obwekra (M 2)

KoppekTrpoBka 10351 JUIsl B3POCIIBIX

Ioueunan neoocmamounocmy | KK (ma/mun) Pesicum 003upoganus

Hopma > 80 or 500 o 1500 mr 2 paza B CyTKu
Jlerkas 50-79 or 500 o 1000 mr 2 pa3a B CyTKU
YMepenHas 30-49 or 250 1o 750 mr 2 pa3a B CyTKH
Tsoxenas <30 or 250 1o 500 mr 2 pa3a B CyTKH

TepmunanbHas ctaaus -— ot 500 o 1000 mr 1 pa3 B

(marueHThl, HaXO AU ECs CyTKU**
Ha auaimse™)
* B niepBelif JieHb JiedeHus] peKOMEHIyeTCs IIPUeM HachIaromiei 10361 750 Mr.

*% Ilocne quanusa pekoMeH 1yeTcs: IprueM JOMOIHUTEBHOM 10361 250-500 mr.
JleTssM ¢ moOYeyHOM HEJIOCTATOYHOCTBIO KOPPEKIMIO JI03bl JIeBeTHUpaleTaMa clejlyeT
IIPOU3BOJIUTH C YYETOM CTEIICHH IMOYEYHOU HEJIOCTATOYHOCTH.

Kiupenc kpearununa (Mii/mMun/1,73 M?) MOXKeT ObITh OllEHEH Ha OCHOBAHUM OIIpe/Ie/ICHUS
CBIBOPOTOYHOI'O KpeaTuHUHA (MI/IUT) JUISL TIOJIPOCTKOB M JIETEH, UCTIOIB3YS CIIEYIONLYIO

dopmyiy (popmyna Ilsapra):
Pocr (cm) x ks

KK (M/MHR/1,73 M?) = commmefe o
KKCBIBOpOT (MF/,HJI)

ks=0,55 nmus nereii Menee 13 jieT U MOAPOCTKOB XKeHckoro moina; ks=0,7 Ui MOAPOCTKOB
b 9
MY’KCKOT0 T0J1a.

Jlo3upoBanue Juist JieTei ¥ oIpocTKOB BecoM MeHee 50 KI ¢ HapyIieHueM (yHKIMHU [10YeK.

IHoueynas nedocmamoyurnocmuo Peoicum 0ozuposearus




KK Jlemu cmapuie 4 niem u noopocmxu
(mun/mun/1,73 m?) maccoii mena menee S0 k2
Hopwma > 80 10-30 mr/kr 2 paza B CyTKH
Jlerkas 50-79 10-20 mr/kr 2 paza B CyTKU
YMepenHast 30-49 5-15 mr/kr 2 pasa B CyTKH
Tsoxenas <30 5-10 Mr/kr 2 pasa B CyTKH
TepmuHanbHas CTaaus - 10-20 mr/xr 1 pa3 B cyTku (1)(2)
(MaIueHTkl, HaXo s Iuecs
Ha JIHaJn3e)

(1) 15 Mr/kr pekoMeHI0BaHHAsi HArPy304Has J103a B IIEPBBIN JIEHb JICYEHHUSI
(2) pexoMeHOBaHHAs MOJICPKUBAIOIAs J103a 1Tocie auanusa 5-10 Mr/kr

Ilayuenmam ¢ napywenuem Qynxyuu nevenu ne2kou U CpeoHell cmeneHel maxjcecmu
KOPPEKIIMU pexkrMa JIO3UPOBaHUs He TpeOyeTcs. V nayuenmoe ¢ 0eKoMnencupo6aHHbim
HapyuieHuem @QYHKyuu nevyeHu U NOoYedHoUu HeOOCMAamoyHOCMblO CTEIEHb CHUIKEHUS
KJIMpEHCca KpeaTHHUHA MOXKET He B IOJHOM Mepe OTpaXkaThb CTENEHb TsIKECTU IT0YEYHOM
HEJIOCTATOUHOCTH. B Takux cllydasx Hpu KiMpeHce KpeaTMHuHa <60 mu/muu/1,73 m?
pPEKOMEH/IyeTCsl COKpallleHue CyTO4HOM J103bl Ha 50 %.

Jlns nereit Miajiiie 6 JIeT peKOMEH IyeMO# JIeKkapCTBEeHHOM (OPMOH SIBIIIETCS PACTBOP IS
npremMa BHYTpb.

Ecim Tpebyercss mpekpaTuTh MpUEM Ipenapara, TO OTMEHY JICUEHUS PEKOMEHIYeTCs
OCYIIECTBIISATE MOCTEIIEHHO, YMEHBIIas pa3oByto j03y Ha 500 Mmr xax/sie 2-4 Henenu (y
B3POCJIBIX U TOJIPOCTKOB BecoM Oouibiie yem S0 Kr). Y jereil CHUKEHUE JI03bI HE JIOJHKHO
npeBbIarh 10 MI/Kr Macchbl Tena 2 pa3a CyTKH Ka/ible 2 HeJIeIIH.

ComyTcTBYIOIIME TPOTUBOIIMUIICIITHUCCKUE TIperaparsl (B IEPUOJL I1epeBoia IalMeHTOB
Ha Teparuio JeBeTUpaIeTaMOM ) JKeJIaTeIbHO OTMEHSITh IIOCTEIIEHHO.

Nmerommumecs cBeieHUs: O IPUMEHEHUH IIperapara y JeTeil He CBUJIETEIbCTBYIOT O KaKOM-
a100 ero OTPHIATeJIbHOM BIUSHUM Ha pa3BUTHE U I10J0BOE co3peBaHue. OJHAKO
OT/IaJICHHBIE TTOCIIE/ICTBYS BIUSHUS TEPAIUU JIEBETUPALETAMOM Ha CIIOCOOHOCTD JIeTel K
00y4eHHUIO, WX HHTE/UIEKTyallbHOE pPa3BUTUE, POCT, (YHKIHMU SHJIOKPUHHBIX IKelles,
[10JIOBOE Pa3BUTUE U (PEPTUIBHOCTH OCTAIOTCS HEU3BECTHBIMU.

[TarenTam ¢ 3a00JICBAaHUSME TI0YEK U JIEKOMIICHCUPOBAHHBIMU 3a00J1€BaHUAMU 1ICUEHU
peKOMeH IyeTCsT  MccliefioBanue (GYHKIMU [OYeK Imepes  HadaioM Jiedenus. llpu
HapyIeHuu GyHKIUU TOYEK MOXKET OTPEOOBATHCS KOPPEKIIHS JIO3bI.

B ¢BsI31 ¢ IMEIONUMHECS COOOIIEHUSIMU O CIIy4astX CyMIIU/ia, CyUIMIaIbHBIX HaMepEeHU
Y TTOTIBITOK CYMIIH/J1A IIPU JICUEHUH JIEBETUPALIETAMOM CIIEyeT IIPEYIPExK/IaTh MallueHTOB
0 HEOOXOJMMOCTH HEMEJJICHHO CcOO0INaTh JievanieMy Bpady O IOSBICHUU JIOOBIX
CUMIITOMOB JICTIPECCUU UIIU CYMIUJAIBHBIX HAMEPEHU.

lpumenenue y oemei

Bpau jomxen BeIOpaTh Hauboiee moaxoAsiyto (opMy BbIILyCKa U JO3UPOBKY IIperapara
B 3aBUCUMOCTH OT HEOOXOIMMOM J103bl, MACChI TeJla U BO3PACTa NallUeHTa.
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[Ipenapar B TabeTKax He MpeiHa3HaueH I IPUMEHEHUs y MJIaJIeHIIeB U JeTei 10 6 Jer.
Jlns nmpumeneHust y Jeted mpejanoututeneH npenapar Kenmnpa B ¢opme pactBopa Juis
mpuemMa BHyTpb. KpoMe Toro, uMmeroiuecs B pojiaxke JO3UPOBKH Ta0JIETOK He MOIXOAAT
JUIS HAYaJIbHOI'O JIeUeHMs JleTed ¢ Maccod Teja MeHee 25 KrI, JUIS IalMeHTOB,
HECIIOCOOHBIX IPOTTOTUTH TAOIETKY, a TaKXkKe Ui IPUMEHEHUs IIpernapara B 103aX MeHee
250 mr. Bo Bcex mepeurciIeHHbIX Cliydasx peKOMeHJI0BaH IpueM Ipenapara Kemnmpa B
dbopme pactBopa Juisl puemMa BHYTpPb.

[Ipumenenue 6 pedicume moHomepanuu

besonacuocts U 3ddexkTHBHOCTL JiekapcTBeHHOro mpenapara Kenmpa y jereit u
IOJIPOCTKOB 10 16 JIeT B peskuMe MOHOTEPAITUU HE YCTAaHOBIICHBI.
JlaHHbIE OTCYTCTBYIOT.

IIpumenenue 6 cocmage 0ONONHUMENLHOU Mepanuy y MaaoeHyes 6 éospacme om 6 00 23
mecsyes, demetl (om 2 0o 11 nem) u noopocmkoé (om 12 0o 17 nem) ¢ maccoui mena menee
50 ke

Jlis mpuMeHeHus y MJaJIeHIleB U jeTeit jio 6 net npejanoytureneH npenapar Kemmpa B
bopme pacTBopa Juist IpreMa BHYTPb.

Jlng npuMeHeHwust y Jieteit ot 6 JieT pu HeoOXOAMMOCTH ITpueMa 1103 MeHee 250 Mr, 103,
He KpaTHbIX 250 MI, B TEX CilydasiX, KOrja peKOMeH IyeMylo 1103y HEBO3MOXHO IIPUHATH
HECKOJIbKUMH TablleTKaMM, a TakKe B Cllydae HeCIIOCOOHOCTH IalMeHTa IPOrIOTHTh
TabIeTKy clieyeT npuMeHsTh npenapat Kenmnpa B popme pactBopa st IpueMa BHY TPb.

ITpu Bcex mokazaHWsIX CIIeyeT MCIOJIb30BATh MUHUMAIBHYIO 3G GeKTUBHYIO 103y. [l
peOeHKa WM TIOJIPOCTKA C MAacCcoi Tena 25 KI HayaiubHas J03a cocrasisier 250 Mr j1Ba pasa
B CyTKH, @ MaKCUMaJbHas 103a — 750 Mr JiBa pa3a B CyTKH.

Jlst nereit ¢ maccoit Tena ot 50 Kr clielyeT UCIIO0Ib30BaTh TY JKeE 103y, YTO U JUI B3POCIIBIX,
IIPU BCEX MMOKA3AHUSIX.

Jlis Bcex MokKazaHuit cM. BbIIE pasjield «B3pocivim (18 nem u cmapuie) u noopocmkam
(om 12 0o 17 nem) ¢ maccot mena bonee 50 k2».

Ilpumenernue 6 cocmase 0OnoOIHUMENbHOL Mepanuu y MiadeHyes 6 ospacme om 1 00 6
mecsyes

PactBop Jutst ipuemMa BHYTPB SIBJISIETCS PEKOMEHIOBAHHOU JIeKapCTBEHHOM (OpMOM st
IIPUMEHEHUS y MIIQJICHIIEB.

ITo6ouHoe aeiicTBHE

[IpeyncraBieHHbli HUXKE NPOGUIL HEXKeNaTelIbHbIX SBICHUM OCHOBaH Ha aHallu3e
pe3yJIbTaToB 11a11e00-KOHTPOIIUPY EMBIX HCCIIeIOBAHUH, a  Takxke OIBITE
MOCTPETUCTPALIMOHHOTO TIPUMEHEHUs JieBeTupalieraMa. CaMble 4acTble HEXKelaTelbHbIe
peakiuu  ObLIM  Ha30()apUHTUT, COHJIMBOCTH, TOJIOBHAs 00Jb, YTOMISIEMOCTH H
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roioBokpyxkenue. I[lpoduib OezomacHocTH JeBeTHpalieTama B ILEIOM CXOJEH JUIs
pa3IMYHBIX BO3PACTHBIX I'PYIII B3POCIBIX U JICTEH.

HexenatenbHble peakiiuy NMEpPeurciIeHbl HIKE 10 CHUCTEMaM M OpraHaM M 4acToTe
BO3HUKHOBeHHUs: oueHb yacto (>1/10); gacto (=1/100, <1/10); mewacro (=1/1 000,
<1/100); pexko (=1/10 000, <1/1 000) u oyens pejako (<1/10 000).

Undeknnonnbie U napasuTapHble 3a00J1€BaHUs

Oyenv yacmo: Ha30PAPUHTUT

Peoko. undexnnu

Hapy1iienust co cTOpoHbl KPOBH U IUM(ATHUECKOH CUCTEMBI

Heuacmo: TpOMOOIUTONICHUSL, JTCHKOIEHUS

Peoxo: maHIIMUTONIEHUS, AarPAHyJIOIUTO3, HEUTPOIIEHUS

Hapy1ienus co cropoHbl UIMMYHHON CUCTEMBbI

Peoxo: nexkapcTBeHHass peakiids ¢ 203UHOPUIMEH U CUCTEMHBIMU IPOSIBICHUSAMU
(DRESS-cuHIpOM), TUIIEPYYBCTBUTEIBHOCTh (BKIFOUAs AHTMOHEBPOTUUYECKUHM OTEK U
aHa(UIIAKCHIO)

Hapyienust co cTopoHbl 0OMeHa BEIeCTB U ITUTAHUS

Hacmo. anopekcust

Heuyacmo: yBenueHre Macchl Tella, CHI)KEHUE MacChl Tela

Peoko. runonarpuemusi

Hapyienus ncuxuku

Yacmo: Jerpeccusi,  BpaxaeOHOCTH/arpecCMBHOCTh,  TpeBOra,  OECCOHHMIIA,
HEPBO3HOCTH/ a3 [paXKUTEIHLHOCTh

Heuacmo: IONBITKY CyUIUIa, CyUIUIalIbHbIEe HAMEPEHUs], IICUXOTHYECKHUE PACCTPOICTBA,
[IOBEJICHYECKUE PACCTPONCTBA, TAJUIIOIMHAIIMU, THEBJIMBOCTh, CIIyTAaHHOCTb CO3HAHMS,
AMOIMOHAIBHAS Ta0UIBHOCTH/IEPEMEHYUBOCTH HACTPOCHUSI, BO30YXK/IeHHE, IaHUUYECKUE
aTaKu.

Peoxo: cyuuui, pacCTpORCTBO JMYHOCTU, HAPYIIIEHUE MBIILIEHUS, Opej

Hapyienus co CTOpOHBI HEPBHOW CUCTEMBI:

Ouens yacmo: COHIUBOCTD, I'OJOBHAS 00JIb

Yacmo: cy10poru, HapylIeHue paBHOBECHUSI, T'OJIOBOKPYKEHHUE, JIETaprusi, TPEMOp
Heuacmo: amue3us, yXyjIICHUE MaMsITH, HapylIeHHE KOOpAMHAIMU/ATaKCusl,
[IapecTe3un, CHIYKEHUE KOHIEHTPAIIMU BHUMAHUS

Peoxo. XxopeoareTos, IUCKHHE3HsI, THTIEPKUHE3Us], HApyIIeHUe MTOXO0JIKU, dHIledaonaTus,
arrpasanus cyaopor

Hapy1ieHust co CTOPOHBI OpraHa 3peHust:

Hevacmo: nunionusi, HEUETKOCTh 3PEHUs

Hapy1ienus co CTOpOHBI Oprasa cliyxa U JJAOUPUHTHBIE HAPYIICHUS:

Hacmo. BEpTUTO

Hapy1ieHus co cTOpoHBI cepia

Peoxo: Y nnunennsiii untepsan QT Ha anexTpokapauorpaMme

HapynieHusi co  CTOPOHBI JIBIXATEIbHOM CHCTEMbI, OPraHOB T'DYJAHOW KIETKH U
CPEJIOCTEHUSI:

Yacmo: kamenb

Hapy1ieHus co cTOpOHBI JKEITYJI0YHO-KUIIEYHOI0 TPAKTa:

Yacmo: 6016 B )KUBOTE, JIMApest, TUCIEIICUsl, PBOTA, TOIIHOTA

Peoko: mankpeaTut
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Hapyiienus co CTOPOHBI IEUEHHU U JKEITUYEBBIBOJISIIMX ITYTEH::

Heuacmo: n3menenue QyHKIMOHAIBHBIX IPOO IEYEHH

Peoxo: neyenounast HeJI0CTaTOYHOCTh, IeIaTUT

Hapyienust co CTOpOHBI TOYEK U MOYEBBIBOJISIIIUMX [TYTEH:

Penko: octpast moyeunasi HeIoCTaTOYHOCTh

Hapyienust co cTOPOHBI KOYKH U ITOJIKOKHBIX TKAHEH:

Yacmo. ChHIb

Heuacmo: anonenus, 3K3ema, 3y,

Pedko: TOKCHYECKHMI SIMJIepMalibHbI  Hekpomu3, cunjapoM CrupeHca-JKoHCOHA,
MHOTroopMHas SpuTemMa

HapyieHus co CTOPOHBI CKEJIETHO-MBIIICYHONW M COSMHUTEILHON TKAHU
Heuacmo: Mpliieunas ¢iradocTh, MUAJITUS

Peoko: pabJIOMHOIIN3 U yBEIIMUEHHUE YPOBHS KpeaTuH(POCHOKUHA3BI B KPOBH
OO01me paccrpoiicTna:

Yacmo: acTeHHs/yCTaIOCTh

TpaBMBbl, MTHTOKCUKAIIMM ¥ OCTOKHEHUS MAHUITYJISIIAI:

Heuacmo: ciydaiiHble TOBPEXKICHUS

Omnucanue OT/IeIbHBIX HEXKEIaTeIbHbIX PeaKIIni

Puck aHOpekcHM BBIIIE IPH OJHOBPEMEHHOM IPUMEHEHUH  JIeBeTHpaleraMa Hu
TOIMpamara.

B psiyie ciydaeB  HaOJ0JIaIOCh BOCCTAHOBJIEHUE BOJOCSHOIO MOKPOBA I1OCIIE OTMEHbI
JeBeTupalerama.

B HEKOTOpBIX Cliy4asX MaHIUTONEHUH PErucTPUPOBAIOCH YTHETEHUE KOCTHOI'O MO3ra.
PacripocTpaHeHHOCTh pa0JIOMUOIM3a U YBEIMYCHUSI YPOBHsI KpeaTUHPOCHOKUHA3BI B
KPOBHU CYIIECTBEHHO BBIIIE Y TTAIIMEHTOB U3 SITOHUH, 110 CPAaBHEHUIO C IIPEJICTaBUTEIAMU
JPYTUX HallMOHAIBHOCTEH.

Crrydau sHIiedaionaTii 0OBIYHO BO3HUKAIIM B Havajle JieueHus (0T HECKOIBKUX JTHEH JI0
HECKOJBKUX MECSIIEB) U ObUIH 00OpAaTUMBIMHU 110CIIE TIPEKPaICHUs] JTCUEHUS.

eTH

[Ipodwmis  OGezomacHocTH y Jeredl B IUIAIEOO-KOHTPOJIUPYEMBIX  KIMHUYECKHUX
HCCIIEJIOBAaHUSIX OBLT  COMOCTaBUM ¢ TpoduiieM Oe30acHOCTH IIeBeTUpanerama y
B3pOCIBIX. Y JIeTeH U MOAPOCTKOB B Bo3pacTe OT 4 J10 16 JeT yalne perucTpupoBauch
CIIEJIyIOIE HeXelaTelbHble peakiuu: pBota (odeHb dyacto, 11,2%), Bo30yxJeHue
(sacro, 3,4%), mnepeMeHYHBOCTH HacTpoeHus (uacto, 2,1%), >SMouMOHAIbHALA
1a0uIBHOCTE (YacTto, 1,7%), arpeccuBHOCTD (4acTo, 8,2%), noBejIeHYeCKUe pacCTpoiicTBa
(uacro, 5,6%) u neraprus (dacro, 3,9%). VY jereit B Bo3pacte oT 1 mecsna 10 4 Jier yaie
PErMCTPUPOBAII  CIICIYIOIINE HEXKeNaTeIbHbIe PEAKIUU: Pa3JPAKUTEIbHOCTh (OYEHb
qacto, 11,7%) u HapylieHue KoopauHauu (4acro, 3,3%).

B JiBOitHOM clienom 1uiarnedo KOHTPOJIMPYEMOM MCCIIeIOBAHUU, eI KOTOPOro ObLIO
mokasarh, YTO TIIpenapar o Oe30MacHOCTH He YycTymaer Iuianedo, OLEeHHBAIUCh
KOTHUTHBHEIE U Helporicuxonorndeckue 3G dextrl npenapata Kenmnpa y gereit or 4 10 16
JerT ¢ mapuuanbHeIMU npucTyrnaMu. [lo pesynbraraMm uccieoBaHUs OBUIO CHEIAHO
3aKJIroueHre, dro mnperapar Kemmpa He orimyancs oT 1uanebo (He ycTynal eMmy) B
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OTHOIIICHUU WM3MEHEHUH CyMMbl OauioB 10 pazjenaMm «Buumanue u Ilamate» u
«KomoOunuporauubiit Ckpununr [lamsatuy mxansr Jleditep-P (Leiter-R) y nanuenros,
IPOIIEJIIIMX UCCIIEJOBAHUE B COOTBETCTBUH C IIPOTOKOJIOM, IO CPABHEHUIO C UCXOHBIM
BU3UTOM.

B pesynbrare aHaiM3a MOBEJEYECKOr0 M 3MOIMOHAIBHOIO CTAaTryca IIpH IIOMOIIU
IPOIIE/IIIEr0 BalMIAIMI0 HHCTPYMeHTa - onpocHuka AdenOaxa (Achenbach) - Obu10
BBISIBIICHO arpeCCHMBHOE IIOBEJACHUE B TpYyIIE IMAlMEHTOB, NPUHUMAIOMIMX IIpenapar
Kenmpa. OxHako nanueHTsl, NpuHuMasiige npenapar Kemnmnpa B Xoje A0IroCpodHOro
HaOMIOJICHUST B OTKPBITOM (haze HCCleloBaHUs, HE JIEMOHCTPUPOBAIM yXYIIICHUS
MTOBEJICHYECKOI0 ¥ SMOIMOHAIIBHOIO CTaTyca, B YaCTHOCTH, 11OKA3aTeNM arpecCUBHOIO
IIOBEJICHUS He YXY/IIIAIUCh 110 CPABHEHHUIO € UCXO/IHBIM YPOBHEM.

Ilepeno3upoBka

Cumnmompl:  COHJIMBOCTh, @XKHUTAIMs, TPEBOKHOCTh, ArPECCUBHOCTb, YTHETEHHE
CO3HAHUSI, yTHETEHHUE JIBIXaHUSsl, KOMa.

Jleuenue: B OCTPOM TEPUOJIC — UCKYCCTBEHHBIN BBI30B PBOTHI ¥ IIPOMBIBAHKE JKEIyJIKa C
MOCJIEYIOIMM Ha3HAYeHUEM aKTUBUPOBAHHOIO yriisl. Crenuduyeckoro aHtuaora s
neBeruparierama Her. [Ipy HEOOXOAMMOCTH NPOBOAUTCS CUMIITOMATHYECKOE JIEUEHUE B
YCIOBUSIX CTAllMOHApaA C MCIOJIb30BaHUEM remMojanu3a (3¢GeKTHBHOCTE NeMOInaIn3a
JUIs JIeBeThpareTama cocranisier 60 %, s ero nepBuuHoro Metadosuta — 74 %).

B3aumojeiicTBue ¢ JAPYIrUMHU JIEKAPCTBEHHBIMU CPpEeACTBAMHU

[IporuBosnuIenTuyeckue npenaparsl

Pesynbrarel  JIOPErMCTPAIMOHHBIX  KIMHUYECKUX HUCCIEOBAaHUM, IIPOBEJCHHBIX Y
B3pOCHIBIX, TOKA3aJld, YTO JIEBeTHpalleTaM He BIMSET Ha KOHLEHTpAIMIO B ILIa3Me
M3BECTHBIX  IPOTHUBOAMMIICITHUECKUX —HpenaparoB (deHuTouHa, kapOamasenuHa,
BAJILIIPOEBON KUCIOTHI, (heHOOapOuTaia, TaMOTpUKIHA, rabareHTUHA U IIPUMMJIOHA) U
9TH  TPOTUBOANMICIITUYECKHE IIpernaparbl  He  BIMSIOT Ha  (PapMAKOKUHETHKY
JeBeTupareTama.

Kak ¥ y B3pOCHBIX, JaHHBIE B II0JIb3y KIMHUYECKU 3HAUYUMBIX JIEKAPCTBEHHBIX
B3aUMOJICHCTBUI y JleTel, MOMydaronMx JeBeThpareram B Jio3e Jio 60 Mr/kr/cyt,
OTCYTCTBYIOT.

PetpocriekTuBHBIA ~ aHamM3 (apMaKOKMHETUYECKUX B3aUMOJCHCTBUM y Jered u
MOJIPOCTKOB ¢ snwiencueidt (or 4 jgo 17 71er) mnojaTBepaws, 4YTO HPUMEHEHHE
JleBeTUpaIeTaMa IMepopaibHO B pPEXKUME JIONOJHUTEIBHOW Tepaluyd He BIMIO Ha
PaBHOBECHYIO KOHIIGHTPAIIMIO B CHIBOPOTKE KapOaMaseruHa U BaJIbIIpoara, IpUHUMAaeMbIX
oJHOBpeMeHHO. Tem He MeHee, COINIACHO HUMEIOIIUMCS  JAaHHBIM, KIIMPEHC
JeBeTuparerama |y JieTei, I[oJydaromMx —JedeHue  (pepMeHT-HHyLUPYIONIUMH
IPOTUBOAIMIIENITHYECKUMHU  cpejicTBamu, Ha 20 % Bbime. KoppeKTHpOBKHM JI03bI HE
TpedyeTcs..

IIpobenennt
ITokazano, 4To npobeHenu/1, OJlokaTop KaHaiblieBo# cexpenuu (1o S00 Mr 4 pasa/cyTkn),

I/IHI‘I/I6I/IpyeT I1OYEUHBIN KIUPEHC OCHOBHOI'O MeTadbomuTa JIEBETUpaleraMa, HO HE CaMOr'o
JICBCTUpAlCTaMa. Tem He MCHECC, KOHIICHTpaIusA JITaHHOI'O MeTadOoJIMTa OCTACTCS HU3KOM.
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Merotrpekcar
ITpu oHOBpEMEHHOM HPUMEHEHUHU JIeBEeTHpaIeTaMa U MeToTpekcara ObLIO OTMEUEHO,

YTO KIMPEHC METOTPEKcaTa CHUXKAETCS, YTO B CBOK) OYepe/ib, IIPUBOJUT K MOBBIIIECHUIO
KOHIIEHTPALMM METOTpeKcara B KPOBU JI0 INOTEHIUAIBLHO TOKCHYECKHX YPOBHEH MIIH
IPOUIEHUIO IIeproJia IO/IepHKaHUs TAKOW KOHIEHTPAIMU. Y MAllMEeHTOB, TOJTYYaroIux
00a JIeKapCTBEHHBIX IIperapara, ClelyeT KOHTPOJIMPOBATh YPOBEHb METOTpeKcara U
JeBeTupaneTama B mia3mMe KpoBu.

IlepopaibHble KOHTpAIENTUBLI U JIpyrue hapMakoKUHETHYECKUE B3AUMOJICHCTBUS
JIeBerupaneram B cyTo4Hoi 103e 1000 Mr He BiusieT Ha papMaKOKMHETHKY MEPOPaTbHBIX
KOHTPALIENITUBOB (3TUHMUIACTPAMOTIA M JIEBOHOprecTpena), a TakkKe He H3MEHseT
II0Ka3aTeld SHJA0KPUHHON (QyHKIUHU (TIIOTEMHU3UPYIOIIEr0 FTOPMOHA U IIPOreCTepoHa).
JleBeruparieram B cyTouHoi ji03e 2000 Mr He u3MeHsieT (hapMaKOKUHETHKY JIMTOKCUHA U
Bap(apuHa, 1 He MEHSET TPOTPOMOUHOBOE BPEMSI.

Jluroxcun, nepopaibHble KOHTPAIENITUBRLI ¥ BapdapuH He BIMSIOT HA (HapMaKOKUHETUKY
JeBeTupalerama.

CraburenbHblE CpEJICTBA

B orpensHBIX citydasx cooOuiaiy o CHMXKEHUU (D(EKTUBHOCTH JieBeTHpalleTaMa ITpH
OJIHOBPEMEHHOM IIPUMEHEHUM OCMOTHUYECKOI0 CIA0UTENIBHOI0 CpejicTBa MaKporojia ¢
[epopalbHBIM  JieBeThpareramom. [lostoMy He ciejgyeT IpUHUMATh MaKporodi
[epopalbHO B TEYEHUE OJHOI0 yaca JI0 U B TEYEHHE OJHOr0 Haca IIocie IpHema
JeBeTHpalnerama.

[Iuia 1 aJKoroib

[Iuma He BIMSET Ha CTENEHbL BCACBIBAHHUS JIEBETHpalleTaMa, HO cJerka yMEHBIIaeT
CKOPOCTH BCACHIBAHMSL.

JIaHHBIX 110 B3aUMOJECHCTBUIO JIEBETUPAIleTaMa ¢ aIKOroJieM HeT.

Oco0ble yka3aHusi

Hapymenue dyHKIMHT I10YEK

[TarmenTam ¢ 3a00ieBaHUSIME TTOUYEK W JICKOMIICHCHPOBAHHBIMU 3a00JICBAHUSIMU TT€YCHH
pEeKOMEHIyeTCsl Uccle/ioBaHre (QYHKIMM [OYeK IMepejl HavajaoM JiedeHus. [lpu
HapyleHUH QyHKIH [TOYeK MOXET MOTPEOOBATHCS KOPPEKITUS JIO3BI.

KoimuecTBO hOpMEHHBIX DJIEMEHTOB KDOBU

Cnyyan yMeHBIIEHUs KojudecTBa (HOPMEHHBIX SJIEMEHTOB KpPOBH (HEHTpOIICHHS,
arpa”yJIONUTO3, JICHKOIEHUS, TPOMOOIMTONCHUSI U TAHIIMTONCHUS) OBLIM OIMCAHBI B
CBSI3U C INIPUMEHEHUEM JleBeTUpaluTama. AHalu3 KpPOBH, C IOJCUETOM (OPMEHHBIX
DJIEMEHTOB KPOBU, PEKOMEHJIOBAH NAIlMEHTaM, Y KOTOPBIX BO3ZHUKAET CHIIbHAS CIIadOCTh,
TUIIEPTEPMUst, PELUIUBUPYIONIHNE MHPEKIIMN WU HAPYIIIEHUS] CBEPTHIBAHUS KPOBH.

Cyunujg
[Ipu sledyeHrH TPOTUBOIMUICIITUYECKAMHU CPEJACTBAMH, B YaCTHOCTH JIEBETUPAIIETAMOM,

[mocrynainAa COO6I_I_[CHI/ISI O 3aBCPHICHHBIX CyHIUAaX, CYUIHUAAIBHBIX IIOIIBITKAX,
CYUU aJIbHOM MBIIIJICHUHW W ITOBCACHUH. B Meraananuse pPaHIOMHU3UPOBAHHBIX HJ'IaHC60-
KOHTPOIHUPYEMbBIX HCCIIeT0BaHUM ITPOTUBOSIUIICTITUICCKUX CPCACTB OBLIO BBISBIEHO
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HeOOJIBIIIOE TTOBBIIIICHHE PUCKaA pPasBUTHUA CYUIHUIAAIBHOI'O MBIIIICHUSA W ITOBCJICHUS.
MexaHu3M MOBBIIICHUS puCKa HC U3BCCTCH.

Taxum 06p830M, [Ipu JICUCHUU JICBETUPAIIETAMOM CICAYET OCYIICCTBIIATE KOHTPOJIb 3a
[IpU3HAKaMU JICTIPECCHUU U (I/IJII/I) CYHIIUAAJIbHOI'O MBIIIUICHHUS W IIOBCIACHHUS W IIPpU
H€O6XO)II/IMOCTI/I IPOBOIUTL HaJJICKAIICC JICUCHUC. [TanimenToB (I/I ux Ol'IeKyHOB)
H€O6XOIII/IMO OpEeaynpeaAuTb O TOM, 4TO B ClIydac ITOABJICHUA INPU3HAKOB JCIIPECCUU U
(I/IJII/I) CYUIIUIaJIbHOI'O MBIIIJICHW S HUJIK ITIOBEACHUA, UM CICIYCT O6paTI/ITI>C${ K Bpaydy.

HenopmanbHOE M arpeccuBHOE TOBEJICHUE

JleBeruparietaM MOXET BBI3BIBATH IICUXOTHYECKHE CHUMIITOMBI M  IIOBEJICHUECKHE
HapyIIeHUs, BKIIOYAs pa3ipakuTeIbHOCTh U arpecCUBHOCTD. llarueHTrl, moyyaronme
JeBeTupaleTam, JIOJDKHBI PerysisipHO HaOJIIOJAaThCs HA MPEJIMET BBLISIBICHUS Pa3BUTHUS
OIpEJICNICHHBIX [ICUXUATPUUYECKUX IPU3HAKOB, YKA3bIBAIOIIUX HA BaXXHBbIC HU3MEHEHUS
HACTPOCHMs W/MIM JIMYHOCTH. Eciu Takoe moBeJieHue 3aMEUeHO, CIEIyeT pacCMOTPETh
MOTEHIMAIBHYIO aJanTaluio K JIGUYEHWIO WM ero IOCTENeHHOe Ipekparienue. Eciu
paccMmaTpuBaeTCs IpeKpalleHue Teparuu JieBeTHUpaleTaMmoM, oxainyicra, oopaTurech K
pazneny «Criocod mpuMeHeHUs U J103bD».

Hapacranue BeIpaKeHHOCTH CYJI0POT

Kak u jipyrue npoTUBO3NMIEHTHYECKHE TTpENaparkl, JEBETUPAlleTaM B PEIKUX CIydasx
MOXET YBEIMYMBATH YACTOTYy WM TSDKECTh INPUCTYHoB. OO HTOM IapajloKCalIbHOM
ypdexre yaie Bcero coolIanoch B TEUEHHE MEPBOr0 Mecsiia Mocle Hayajla Ipuema
JleBeTUpaIieTaMa WM yBEIMUEHUs! JJ03bl, U OH ObLI 00PATUMBIM 110CJI€ OTMEHBI IIperapara
VI CHUIKEHUS J103bL. [lanenTaM ciieyer HeMe UIeHHO TPOKOHCYJIBTUPOBATLCS CO CBOUM
BPAayOM B Cllyyae yXyJALIeHHs TeYeHus 3a00JIeBaHuUsI.

Yiumnenue uarepsasia QT Ha dieKTpokapuorpaMmme

B paMkax nmoctperucTpanmoHHOro Hadmo ieHu s HabOJAIMCh PEJIKUE CIIydyan Y UIMHEHUs
unrepana QT ma DKI'. JleBerupaneram cliepyeT NPUMEHSTH C OCTOPOKHOCTBIO Y
[AIMEHTOB C y/UIMHEHUEM CKOPPEKTUPOBAHHOIO uHTepBasa QT uim ¢ yke UMEIOIIUMCS
COOTBETCTBYIOIIUM 3a00JIEBaHUEM Cepjilla, a TaKkKe OJHOBPEMEHHO C Ipernaparamu,
BIIMSIIOIIMMH Ha CKOPPEKTUPOBAHHBINA uHTEepBal Q1.

[lemarpuyeckas OMYJISIIINS

Wmerormuecst JaHHbIE O TPUMEHEHHH JIeBeTUpalleTamMa y JieTel YKa3bIBatOT Ha OTCYTCTBHE
BIIMSHUS JIAHHOTO TIperapara Ha poCT M TIOJIOBOe co3peBanue. Tem He MeHee,
Jonrocpodnbie 3 GeKTh Ha CIOCOOHOCTh K 00YUYEHHUIO, YMCTBEHHBIE CIIOCOOHOCTH, POCT,
SHIOKPUHHYIO (DYHKIIHIO, IOJIOBOE CO3PEBaHME M JETOPOJHBIA IOTEHIMAN JeTel
OCTAIOTCS HEM3BECTHBIMH.

Bausinue Ha criocoOHOCTH YIIPABJISATH TPAHCIIOPTHBIMHU CPeICTBAMHU, MeXaHHU3MAMH
Dnuiencusi BKIoUeHa B llepedeHb MeJMIIMHCKUX MPOTHUBONOKA3aHUM K YIPaBICHUIO
TPAHCIIOPTHBIM ~ cpeJIcTBOM B coorBercTBMM ¢ [locranoBnenuem IlpaBurenbcrBa
Poccuiickoii  ®eneparuu ot 29.12.2014 Ne 1604 «O mnepedHsix MEIULUHCKUAX
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HpOTHBOHOKaSaHHﬁ, MEIUIUHCKUX IIOKA3aHUU UM MEJIMIIMHCKUX OFpaHH‘ICHHﬁ K
YHPaBJICHUIO TPAHCIIOPTHBIM CPEJICTBOM.

®opmbl BbINIyCKa

VYnakoska Ha FOCb ®apma CA

Tabnerku mokpeITHIE TIEHOYHOH 0000uKoi 250 mr, 500 mr, 1000 mr. ITo 10 TaGierox B
KOHTYPHYIO siUeiKOBYIO ynakoBky (6smcrep) [IIBX / ¢onbra amoMunueas|.

ITo 3 unm 6 6iMcTepOB BMECTE ¢ MHCTPYKIUEH 110 IPUMEHEHHUIO MOMEIIAl0T B KAPTOHHYIO
nmavky.

KapronHas nauka uMeer cucteMy KOHTPOJISI TIEPBOTO BCKPBITHS.

Ynakoska Ha AO «P-®apmy», Poccust

Tabnerku nokpeIThie MIeHOUHOH 0600uK0i 250 Mr, 500 Mr, 1000 mr. ITo 10 TabieTok B
KOHTYPHYIO SYEHKOBYIO YIIAKOBKY (OJHCTep) U3 IICHKH MTOJTMBUHIIIXJIOPUIHON U (POTBIU
ATFOMUHUEBOU 1eYaTHOMN JTaKUPOBAHHOM.

1o 3 wim 6 6iMcTepoB BMECTE C HHCTPYKIUEH 10 TPUMEHEHUIO TOMEIIA0T B KAPTOHHYIO
auKy.

Cpox rogHocTH 3 roja.
He npuMeHsITh 110 uCTeYeHUH CPOKa I'OJIHOCTH.

YciioBust XpaHeHUsI
IIpu Temuneparype He Boie 25 °C.
XpaHUTb B HEJJOCTYITHOM LISl JieTei Mecre!

YcaoBus oTimycka
OTIIyCKatoT 110 perenTy.
Baanesen Perucrpaunonnoro YaocroBepenusi:

HOCh ®apma CA, Amiee ae na Pemepn 60, b-1070 bproccens, benbrus

[IpousBoauTenn:
FOCb ®apma CA, Illemun 0 @ope, b-1420 bpaiin-n1" Amno, benbrus
WU

AO «P-®apm», 150061, Poccus, r.o. 1. Spocnasis, 1. SApociasisb, yi. I'pomosa, .15

Opranusanus, NPUHUMAIOLIAs] [IPeTEeH3HU N0TpeduTeeii:
000 «¥OCbh ®apmay, Mocksa, 1-b1it KpacnorBapeiickuit mpoesj, ctp.15, busnec-mieHtp

«Mepkypuii Cutu»



Temw.: (495) 644 - 3322;
daxc: (495) 644 — 3329.

ITaBaosckas O. 1.
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