COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 24012025 N= 1511

MHCTPY KIS OCIEAOBATENBHOC TS 0003)

1O MEANINHCKOMY TITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

®uniaencun®

PerncrpanuoHHblii HOMeEp:

Toprosoe HanmeHoBanue: Ouniencua®

MesxkayHapoaHOe HeMATEeHTOBAHHOE HAMMEeHOBaHUe: KapOaMa3enuH

JlexapcTBeHHas ¢opma: TabIeTKU

Cocras

1 TabneTka COmEPKUT: Oeticmeyrowee geujecmso kapdbamazenus 200,00 Mr; ecnomozamenvHuvle
sewjecmea: NEIIIJI03a MUKpOKpUCTaIIndeckas (Tun 12), jxkemaTuH, KpocKapMmellio3a HaTpus,
Maraus creapar.

Onucanne

Benble kpyrable TabneTku c (ackoil, BBINYyKIbIE C OJHOW CTOPOHBI M PHCKOH B BHJE
KJIMHOOOPA3HOTO YTIyOJICHHS - C IPYTOH, C TIIaJJKOi OBEPXHOCTHIO, HEMTOBPEKICHHBIMH KpasiMH
Y OJTHOPOJIHBIM BHEILIHUM BHJIOM.

TabneTky MOXKHO pa3feiUTh Ha paBHBIC J103BI.

®apmakoTepaneBTH4YecKasi TIpynma: IPOTHBOAWIENTUYECKHE CPEICTBA; IPOU3BOJHBIE
KapOoKcaMuia

Kon ATX: NO3AFO1

dapMakoJIOrHiecKne CBOiCcTBa

Mexanusm deiicmeusn

Kapb6amasenuH, JeiicTByroliee BelecTBO mpemapara ®unnencuH®, SBISETCS MPOM3BOIHEIM
nubensazenuHa. Hapsay ¢ mpoTHBOSMUIENITUYECKUM, ITpenapat o01a1aeT TakKe HeHPOTPOITHBIM
" ICUXOTPOITHBIM I[GﬁCTBHGM.

MexaHu3m neicTBUsl KapOaMas3enuHa K HACTOSILEMY BpEMEHU OOBSCHEH JUIIb YacTHUYHO.
Kap6amazenun crtabmimsupyer MeMOpaHsbl TepeB0o30YKACHHBIX HEHPOHOB, TTOIABIISIET CEPUIHBIE
paspsabl HEHMPOHOB M CHUYKACT CHUHAINTHYECKYIO TIepefady BO30YXKIAIOIUX HMITYJIbCOB.
BeposiTHO, OCHOBHBIM MEXaHHU3MOM JeHCTBUs KapOamasenmuHa SBJSIETCS NPEAOTBpAIlCHUE
MMOBTOPHOT'O BOBHUKHOBCHHS B JACTIOJIAPU30BAHHBIX HeﬁpOHaX HanHﬁ- 3aBUCUMBIX ITOTCHIINAJIOB
JeCcTBHS 3a cueT OJI0KaAbl OTKPBITHIX MOTEHIINAI3aBUCUMBIX HATPUEBBIX KaHAJIOB.

Dapmakoounamuxa



COOTBETCTBYET 2KCNEPTHOMY OTUYETY
ot 24.01.2025 N= 1511
[Ipy mpHMEHEHHH B MOHOTEpAallUM y MalueHToB ¢ SiieacHel (8 HCe0enHOSTH by icrel u

MOJIPOCTKOB)  OBUIO  OTMEUEHO I[ICUXOTPOIIHOE JeicTBHE  IMpemapaTa, BKIIIOYaBlIee
MOJIOKUTEIBHOE BIMSHHE HA CHMITOMBI TPEBOTM M JEMPECCUU, a TaKkKe CHIDKEHUE
pPa3IpaKUTEIBHOCTH U arpeCCUBHOCTH. B oTHomeHun BiusiHUS Tperiapata OunnencnH® Ha
KOTHUTHUBHBIE ¥ TICHXOMOTOPHBIC (DYHKIIMU HET OJJHO3HAYHBIX JAaHHBIX: B OJHUX HCCIICIOBAHUIX
ObLJT TOKAa3aH JIBOSIKHI WIJIM HETaTUBHBIN 3 eKT, KOTOPHII 3aBHCEN OT J03bI Ipenapara, B APyTrux
UCCJIEIOBAaHMIX ObLIO BBISBICHO MOJIOKUTEIHHOE BIMSHUE Tperapara B OTHOIIEHUH BHUMAHUS U
MaMSITH.

Kak neiipomponnoe cpeocmeo npenapat ®Ounnencun® >3pQeKTuBeH IpH psje HEBPOIOTHIECKUX
3a0oneBanuii. Tak, HampuMmep, NMPU HAMONATUYECKOW M BTOPUYHOM HEBPAITUU TPOWHUYHOTO
HEpBa OH MPEIYNPEKIACT MOSIBICHNE TAPOKCU3MATBLHBIX OOJIEBBIX MMPUCTYIIOB.

[Ipu cuHApPOME aNKOTOJBHOW aAOCTHHEHIIMU TMperapaT TMOBBIIIAET IOPOT  CYIOPOKHOM
TOTOBHOCTH, KOTOPBIN MPH JaHHOM COCTOSIHUHM OOBIYHO CHUKEH, M YMEHBIIIAET BHIPAKEHHOCTH
KIIMHUYECKUX TMPOSBICHUN CHHIPOMA, TAaKUX KaK TIOBBIIICHHAas BO30yAUMOCTh, TPEMOD,
HapyLICHUSI TOXOKH.

VY nanueHToB ¢ HecaxapHbIM 11a0eToOM Ipernapar yMEHbIIAaeT AUYPe3 U UyBCTBO HKasK/Ibl.

Kax ncuxomponnoe cpedcmeo mpenapar ®unnencun® sddextuBen mpu  adPeKTUBHBIX
paccTpoiicTBax, a WMEHHO: TpU JIEYCHHH OCTPHIX MAaHUAKaJIbHBIX COCTOSHUHN, MpHU
MOA/ICPKUBAIOIIEM  JICYCHUHW OUMOJAPHBIX aPeKTUBHBIX (MaHUAKAIBHO-ACTIPECCUBHBIX)
paccTpoiicTB (Kak B MOHOTEpAIWU, TaK U B COYETAaHWU C HEMPOJIENTHYECKUMH Ipenaparamu,
aHTHUJICTIPECCAHTAMHU WJIM TpenaparaMu JIUTHUS), TPU MPUCTYyNax mu30adeKTUBHOTO MCUX03a,
MIpY MaHUAKATBHBIX IPUCTYTAX, IJI€ OH MPUMEHSETCS B KOMOMHAIIUY C HEHPOJICTITUKAMH, a TAKXKE
MIPY MaHHUAKAJIbHO-EIPECCUBHOM IICUX03€ C OBICTPHIMU IIUKIIAMHU.

XoTs yMEHBIICHUE BBIICICHUS TIOyTamMara W cTabunu3aius MeMOpaHbl HEWPOHOB MOXKET
00BACHATH TPOTHBOAIMIENTHYECKHH 3B deKT, crnocodHocTh mpenapara Ounnencun® moaaBIATh
MaHHMAKaIbHBIC TIPOSBIICHUS MOXKET OBITh OOYCJIOBJIEHA YrHeTeHHeM oOMeHa nodaMHHA |
HOpa/IpeHAINHA.

DapmakoKunemuka

Abcopoyus

[locne mpuema BHYTpPh KapOama3enmuH BCAchIBAE€TCS IMOYTH IMOJHOCTBIO, MpHU TpUEME
Ta0JIeTUPOBAaHHON (OPMBI BCAChIBaHWE TMPOUCXOAUT OTHOCHUTEIBHO MeieHHo. [locne
OJTHOKPATHOTO MpueMa KapOama3enuHa CpeHss MakcuManbHas KOHIeHTpanus B mia3Me (Cmax)
nocruraercs yepes 12 yacos. ITociie 0JHOKpAaTHOTO IprUeMa BHYTpb TabaeTku Kapoamasenuna 400

Mr, cpenHee 3HaueHUE Cmax HEM3MEHEHHOI'O JEMCTBYIOLIErO BELIECTBA COCTABIISIET OKOJIO 4,5
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COOTBETCTEBYET 3KCINEPTHOMY OTYETY
ot 24.01.2025 K2 1511
Mkr/mi. He oTMedaeTcss KIMHMYECKM 3HA4YuUMBIX pAsHnarEi ] BE oTaotHeHnI T kalifi€cTBa

BCAChIBAEMOI0 JICWCTBYIOILIETO BEIECTBA MOCII€ MPUMEHEHUS Pa3INYHbIX JIEKAPCTBEHHBIX (opM
KapbamaszenuHa Jijisl mpuemMa BHYTPb.

[Ipn mpumeHneHun 0O0W JEKApCTBEHHOW (OpPMBI Tpemapara KapOamaszenuHa TpHeM ITHUIIHN
CYIIECTBEHHO HE BIMSIET HAa CKOPOCTh U CTENEHb BCAChIBaHUs KapOaMas3enuHa.

PaBHOBecHas KOHIIEHTpalKs KapOaMasenuHa B TIa3Me TOCTHTaeTcs B TeueHue 1-2 Henens. Bpems
€e JOCTHIKEHUS WHIUBUAYaTbHO U 3aBHUCHT OT CTEICHHU AyTOWHIYKIHH (PEPMEHTHBIX CHUCTEM
Me4YeHn KapOama3zenmuHOM, TETePOUHIYKIUH JIPYTUMH, OIHOBPEMEHHO MPHUMEHSIEMbIMU
JIEKapCTBEHHBIMU IIperapaTaMH, a TakKe OT COCTOSHMS IAallMeHTa A0 Havaja Teparuu, J03bI
mpemapaTa W JUIMTETBHOCTH JiedeHHs. HaOmromaroTcsi CyIIeCTBEHHBIE MEXUHINBUAYaTbHBIC
pa3nuuus PABHOBECHOW KOHIIEHTPAIlMM B TEPANeBTUYECKOM JHAama3oHe: y OOJIBIIMHCTBA
MalMEeHTOB TH 3HaUYeHUs KoJieOmroTest oT 4 10 12 Mxr/mi (17-50 MKkMoITB/i1).

Pacnpeoenenue

Ces3piBanne KapOamaszennHa ¢ Oemkamu 1ia3Mbl KpoBu coctaBisieT 70-80%. KonueHTpamwms
HEM3MEHEHHOT0 KapOama3enHa B CIIMHHOMO3TOBOM KMIKOCTHU M CJIIOHE MPOIMOPIIMOHAIbHA J10J1e
JIEHUCTBYIONIETO BEIIEeCTBa, HE CBsi3aHHOrO ¢ Oenkamu 1ia3mel (20-30%). KonmenTparmms
kapbamaszenuHa B rpyJHOM MoJIoke cocTaBisieT 25-60% OT KOHIIEHTpAIMH €ro B IIa3Me KPOBH.
KapOama3zenus npoHUKaeT yepe3 reMaToIUIalleHTapHbIi Oapbep. YUUTHIBas TOJIHOE BCACBIBAHNE
kapOamazenuHa, Kaxymuncs oo0beM pacnpeaeneHus cocrasiser 0,8-1,9 a/kr.
buompancpopmayus

Kapbamazenun merabonusupyercst B nedyeHH. OCHOBHBIM ITyTeM OMOTpaHC()OPMALIUU SBISIETCS
AMOKCUIUONBHBIA TyTh, B pE3yJbTaTe 4Yero oOpa3yrTcss OCHOBHbIE Merabomutel: 10,11-
TPaHCAMOJIOBOE MPOU3BOJAHOE M €ro KOHBIOraT C TIJIIOKYPOHOBOM KHCIOTOM. IIpeBpainenne
kapO6amazenuH-10,11-amokcuna B kapOamaszenuH-10,11-TpaHcanon B opraHu3Me delOBEKa
MIPOUCXOUT MPHU MOMOIIY MUKPOCOMAIBHOIO (hepMEHTA STIOKCUATUAPOIIA3HI.

Conepxanne kapbamasenun-10, 1 1-amokcuna (akTuBHOTO MeTabouTa) cocraBmuseT okoiio 30% ot
KOHIICHTpaluu KapOamaszenuHa B mia3Me KpoBu. OCHOBHBIM M30()epMEHTOM, 00ECTIeYMBAIOIIUM
ouotpanchopmaruio kapbamazenuna B kapoamazenus-10,11-3mokcua, siBisercs nutoxpom P450
3A4. B pesynbrare STHX METa0OJMUYECKHX peakIuii o0Opasyercs TaKkKe HE3HAUYUTEIbHOE
KOJINYECTBO APyroro Merabonuta - 9-rupokcu-meTui-10- kapdbamonnakpuaasa.

Jllpyrue BakHble IyTH MeTabonm3Ma KapOamaszenuHa - oOpa3oBaHUE TOJ BO3JACHCTBHEM
nzopepmenra UGT2B7 pa3nuuHbIX MOHOTHUIPOKCHIIMPOBAHHBIX TMPOM3BOIHBIX, a Takxke N-
[IIIOKYPOHHIOB.

Onumunayus



ot 24.01.2025 N= 1511
Ilepuoa moNyBBIBEICHHS HEHM3MEHEHHOTO KapOamasdiia | aidcies Danbkparidro] lipuema

COOTBETCTBYET 3KCNEPTHOMY OTYETY

npenapara ®unnencun®

BHYTpPb COCTaBJISIET B CPEJHEM OKOJIO 36 4acoB, a IOCJE NMOBTOPHBIX
IPUEMOB IIpenapara - B cpeiHeM 16-24 yaca B 3aBUCHMOCTH OT JUIMTEIBHOCTU JIEUYEHMS
(BciencTBUE ayTOMHIYKIIMM MOHOOKCUT€HA3HOM cucTeMbl niedeHn). IlokazaHno, 4To y manueHToBs,
NPUHUMAIOIIMX OJHOBPEMEHHO JpyrHe Ipenaparbl, WHAyLUpYoIue (epMeHThl IMeueHU
(manmpumep, henntouH, heHodapOUTan), Mepruoa MoTyBbIBEICHUS KapOaMa3enuHa COCTaBIsIET B
cpeanem 9-10 u.
[Ipu npueme BHYTpb KapOamazenuH-10,11-3mokcuga cpeaHuil MEpPHOZ €ro MOJYBHIBEICHUS
COCTaBJISIET IPUMEPHO 6 YaCOB.
[Tocne ogHokpatHOro npuema BHyTpb 400 mMr kapOamazenuHa 72% NPUHATON 03Bl BHIBOJUTCS
noukamMu U 28% uepe3 kumeyHUK. Oxkono 2% NpUHATON 103bI BBIBOJATCS C MOYOW B BHUJIE
HEM3MEHEHHOro KapOamaszenuHa, okoino 1% - B Buue ¢dapmakonorunyecku aktuBHoro 10,11-
smokcuaHoro Merabonura. Ilocine omHOkpatHOro mnpuema BHYTpb 30% kapOamasenuHa
BBIBOJIUTCS MOYKAMU B BHJI€ KOHEYHBIX IMPOIYKTOB SIMOKCUIIMOJBHOIO MyTH MeTabonu3ma.
Ocobennocmu papmakoKuHemuKuy y OmoenbHblX 2pynn NayueHmos
Jlemu u noopocmxku
VY nereii, BcineAacTBue Oosee OBICTPOrO BBIBEACHHUs KapOamasemnmnHa, MOXKET IMOTpPeOOBaThCs
MpUMeHeHHe OoJjiee BBICOKMX 03 Ipenapara M3 pacyeTa Ha KWJIOTpaMM MAacchl Tena, IO
CPaBHEHHUIO CO B3POCIIBIMH.
Tooicunvie nayuenmul (8 6ozpacme 65 1em u cmapuie)
Her paHHBIX, CBHIIETENBCTBYIOUIMX, YTO (papMaKOKWHETHMKa KapOama3enmuHa H3MEHSETCS Yy
MAIMEHTOB MOXKUIIOTO BO3pacTa (IO CPaBHEHHUIO CO B3POCIBIMH JIMLIAMU MOJIOJIOTO BO3PAacTa).
Ilayuenmsi ¢ HapyweHuem yHKyuu nouex uiu neveHu
JlaHnHbIX 0 hapMaKOKMHETHKE KapOamMa3enuHa y NalleHTOB ¢ HapyIIeHUAMU GYHKIUH TOYEK WU
MEYEHU JI0 HACTOSIIEr0 BPEMEHU HE UMEETCH.
IToxka3zaHus K NPUMEHEHHIO
e Dnuiencus:
- CJOXHBIE WJIM MPOCTHIE MapIHalbHbIe AHICHTUYECKUE MPHUCTYMHI (C moTepeil wim 6e3
MOTEPH CO3HAHMS) C BTOPUYHOM reHepain3aiuen nim 6e3 Hee,
- TeHepaJM30BaHHbIE TOHUKO-KIIOHUYECKHE SMUICTITUYECKUE TIPUCTYTIBL;
- CMemaHHbIe GOPMBI SMUICTITUIECKUX TPUCTYIIOB.

®

[Tpenapat ®uHIencuH , Kak IpaBuiIo, HeAPHEKTUBEH MU abcaHCaX U MUOKJIOHYC-IITUIICTICHH.

L4 OCprIe MaHUAKAJIbHBIC  COCTOSAHUA W MNOAACPIKUBANOIIAsA  TCpaIlrid 6I/IHO.H}IpHBIX

ap(HEeKTHBHBIX PACCTPONCTB C MENbI0 MNPO(PHIAKTUKH OOOCTPEHHMI WM OCIabIeHUS
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COOTBETCTEYET 2KCNEPTHOMY OTYETY
ot 24 012025 K2 1511
KIIMHUYECKHUX MPOSBICHUI 000CTPEHHUS. (MOCNEODBATENEHOCTE 0003)

CuHAPOM aKOTOJIHHOW a0CTHHEHIINH.

Nnuonarudeckass HEBparusi TPOMHUYHOIO HEPBA W HEBpAJITUsi TPOWHUYHOTO HEpBa MpHU

paccessHHOM CKJiepo3e (TUIUYHAs U aTUIUYHAs).

I/II[I/IOHaTI/ILIeCKaH HEBpAJITHUA A3BIKOTIIOTOYHOI'O HEPBA.

IIpoTuBONOKA3aAHUSA

[ToBbIieHHAs YYyBCTBUTENBHOCTh K KapOaMa3emuHy WJIH CXOJHBIM B XHUMHYECKOM
OTHOIICHHA JICKapCTBECHHBIM npenaparam (Hampumep, TPULIUKITNICCKUM
AHTHJIETIPECCAHTAM) WX K JTFOOOMY JIpYyroMy KOMIIOHEHTY Iperapara.
ATpHOBEHTPUKYJIIpHAs OJ0Kaa.

Hannune B aHaMHe3€ 31M300B YTHETEHUSI KOCTHOMO3TOBOT'O KPOBETBOPCHUSI.
[Teuenounsie mopdupun (HarpuMep, OCTpas MepeMeKaroIIascs moppupwus, MO3THSIS
KOXKHasi ToppupHsi, BapueraTHasi noppupusi).

[IpumeHneHnre B KOMOMHAIIMN C HHTHOUTOPAMH MOHOAMHUHOKCH/1a3bl (CTPYKTYpHOE
CXOJICTBO C TPUIMKIMYECKIMH aHTHICTIPECCAHTAMH).

Hetckuii Bo3pact 110 4-x JjieT (y MalMeHTOB JaHHON BO3PAaCTHOM KaTeropuu npenapar

clemyeT IPUMEHSTh B IPYTOi JIeKapCTBEHHOU (opme).

C 0CTOPOKHOCTHIO

[TanimenTam, B aHamMHE3€ KOTOPBIX HMEIOTCS CBEICHHUS O 3a00JIeBaHUSAX cepjna (BKIOYast

JEKOMIIEHCUPOBAHHYI0 XPOHHYECKYIO CEepJECUYHYI0 HEIOCTaTOYHOCTh), I€YEeHU (BKIIOYAs

MEYCHOYHYI0 HEIOCTATOYHOCTh), MOYEK (BKJIIOYAs TOYEYHYIO HEIOCTAaTOYHOCTH), MOOOYHBIX

réMaToJIOTUYCCKUX PCAKIUAX Ha APYTrUcC JICKAPCTBCHHLIC CPCACTBA WM IIPU OTMCHC PAHCC

®

IMPOBOAUBLICTOCS JICUCHUSA Kap6aM8.3€HI/IHOM, nmpemnapar dunaencuH CJICAYCT Ha3HA4YaThb TOJIBKO

IMOCJIC€ TIIATCIIBPHOTO aHalln3a COOTHOIICHHUA MCEXKAY OXHIACMbIM 3(1)(1)CKTOM JCUYCHHUA U

BO3MOXHBIM PUCKOM TCpallkiu U IpHU obecrneueHUN TIIATCIIBHOTO U PCTYJISAPHOIO KOHTPOJIA 34

COCTOAHHEM ITalIMCHTOB.

Crnenyet ¢ OCTOPOKHOCTbIO TPUMEHSITh IIpenapar:

MALAEHTaM C TUIIOHATPUEMUEN pa3BEACHUS, THIIOTUPEO30M;
MOKWJIBIM MAIeHTaM (YYUTBIBAs BO3MOXKHOCTh Pa3BUTHSI JIEKApPCTBEHHBIX B3aUMOCHCTBUI

U pa3INuHyIo (papMaKOKUHETHKY MPOTHBOAUIICITUYECKUX MIPETapaToB);

MaIMeHTaM CO CMEIIAHHBIMU (POpPMaMU SIHIICHTHYECKUX MTPUCTYTIOB, BKIIIOYAIOIUMH a0CaHC,
TUNWYHBIN UM ATUIUYHBIA, © MUOKJIIOHUYECKHUX IPUCTYNOB (YUUTHIBas BO3MOYKHOE YCUIIEHHUE
IIPUCTYIIOB);

MNanueHTaM C MOBBIIICHHBIM BHYTPUTJIA3HBIM JAaBJICHUCM, 3az[ep>1<1<0171 MOYHU U FHHGpHHaSHGﬁ
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COOTBETCTEBYET ZKCNEPTHOMY OTYETY
ot 24.01.2025 N= 1511
MPEJCTATeIbHOM  JKeJe3bl, Y4HThIBas cliabyro [(MXOAHHOOOkApY bty io. T aKkiiBHOCTD

KapOaMa3enuHa;
- MalMeHTaM, MOJYYaroIiM IMPOTUBOCYIOPOKHBIE MPENapaThI;
- mamnueHTaM, sBistoruMces Hocutensmu HLA-A*3101 u HLA-B*1502;
- npu 6epeMEHHOCTHU U B MEPUOJI TPYIHOTO BCKapMIIMBaHus (cM. pa3zen «/Ipumenenue npu
bepemeHHOCIU U 8 NEPUOOD 2PYOHO20 BCKAPMIAUBAHUSY ).
IIpumeHeHne npu 6epeMEeHHOCTH U B MEPUO/I T'PYAHOT0 BCKAPMJIUBAHHUSA
bepemennocmo
Pestome puckos
Kap6amazenun ObICTpO MPOHUKAET Yepe3 TeMaToIIAlEHTAPHBIN Oaphep U 0OHAPYKUBAETCS B
BBICOKHMX KOHIIEHTpAIUAX B TKaHIX IJ10J]a, OCOOEHHO B MEYEHH U MOYKAX.
JleTu manueHTOoK ¢ SMUICTICUEH Yallle IPYTUX MPEAPACTIONOKEHBI K BOSHUKHOBCHHIO HAPYIICHUH
pa3BUTHS, B TOM YUCJIE BPOKICHHBIX MOPOKOB. HecMOTpsi HAa HENOCTATOYHOCTh YOCAUTENHHBIX
JAHHBIX KOHTPOJIMPYEMBIX HCCIIECIOBAHUNA O HAJIWYUHU MPUYUHHO-CIEICTBEHHOMN CBS3M JaHHBIX
HapylIeHU ¢ MOHOTepamuei kapbama3enuHOM Yy MarepH, Ha (poHe NMpuMEHEHHs Ipernapara
3aperucTpUpPOBaHbl COOOILEHUSI O CIIy4asX BpPOXKIEHHBIX 3a00JeBaHUIl W MOPOKOB DPa3BUTHS,
BKJIIOUasl He3apalleHUue TyKeK IMO3BOHKOB (spina bifida) w npyrux BpOXKIACHHBIX aHOMAHUI:
Ie(EKTOB Pa3BUTHS UYEPEIMHO-JIUILEBBIX CTPYKTYp, CEPIEYHO-COCYAMCTONM M JIPYTHUX CHUCTEM
OpraHoB, TUIIOCTIA/IUH.
[To nmanabiM CeBepoaMEpUKAHCKOTO perucrpa OepeMEHHOCTEH, YacToTa TpyObIX IOPOKOB
pa3BUTHS, OTHOCAIIUXCA K CTPYKTYPHBIM aHOMAIMAM, TPEOYIONUM XHPYpPTUYECKOH,
MEIMKaMEHTO3HOM WU KOCMETUYECKOW KOPPEKIMU, JTUAarHOCTUPOBAHHBIX B T€UeHUE 12 Henenb
nocine poxzaeHus, cocraBmsuia 3,0% y wmarepeld, NPUHUMABIIMX B IEPBOM TPUMECTPE
KapOama3enuH B KauecTBe MoHoTepanuu, u 1,1% y marepeil, He MPUHUMABIIUX KaKHX-THOO
MPOTHUBOAMIIICHITUYECKHIX TIPErapaToB.
CooOwranoch 0 HapyIHICHUSIX Pa3BUTHS HEPBHOM CUCTEMBI y JETE€H, pOKIEHHBIX OT JKEHILIUH C
SMWJIENCUEN, TMONyYaBIIMX KapOama3enuH OTAEIbHO WWJIM B KOMOMHAIMM C JIPYTHUMH
MPOTUBOAMMIENTHYECKUMH TIpernapaTaMu BO BpeMsi OepeMeHHOoCTH. VccienoBanusi, CBSI3aHHBIC C
PUCKOM HapyIIEHUH pa3BUTHS HEPBHOUM CHCTEMBI y JIeTeH, MOTyYaBIIUX KapOaMazernuH BO BpeMs
OepeMeHHOCTH, TIPOTUBOPEUHBBI, U PUCK HENb3S UCKIIOUUTD.
Knunuuecroe 3nauenue

® y OepeMEHHBIX JKGHIIMH C DOIHJIENCHEH JIOMKHO

Jledenne npenapatom @PuHIENCUH
OCYILIECTBIISATHCS C 0COO0I OCTOPOKHOCTBIO.
IIpu HEOOXOOMMOCTH NMPUMEHEHUs Ipenapara y OepeMeHHBIX, a TakKe B TOM Cllydyae, €CiH
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COOTBETCTEBYET ZKCNEPTHOMY OTYETY
ot 24.01.2025 N= 1511
OepeMeHHOCTh TUarHOCTUPOBAaHA BO BpeMs npuMeHeHus|HpeiidpdtalGririaiabnentkanididpyer

OepeMEeHHOCTh, CIeAyeT TUIATENbHO OLIEHUTh COOTHOUICHHE OKUAAeMOM MOJIb3bl U BOZMOXKHOIO
pHrcKa, 0COOCHHO B IIEPBOM TPUMECTPE OEPEMEHHOCTH.

[Tpu nocTaTouHON KIMHUYECKOH 3(PPEKTUBHOCTH y MallUEHTOK c COXPaHEHHBIM
PENPOIYKTUBHBIM MoTeHnuanoM ®Ounnencun® cieayeT NPUMEHSTh B MOHOTEPANMH, TaK KAk
4acToTa  pasBUTHS ~ BPOXKICHHBIX  aHOMAlNWi  IUioga  NMpU  KOMOMHHUPOBAHHOMN
MPOTUBOAMIICNITUYECKONH TEpanuy BbIIIE, YeM MPH MOHOTEpanuu JAaHHBIMU Ipenapatamu. B
3aBHCHMOCTH OT TPENapaTroB, BXOASIIUX B COCTAaB KOMOWHUPOBAHHON TEpanuu, PUCK Pa3BUTHS
BPO’KJCHHBIX TOPOKOB MOKET MOBBIIIATHCS, 0COOCHHO MPH A00ABIECHUU K TEpalliy BaJIbIIPOATa.
[Ipenapar ®unnencun® cremxyer TNPUMEHSTh B MHHMMambHOH d>(QeKTuBHOH J03e.
PekoMeHnayercss peryispHbIi KOHTPOJh KOHIIEHTPALMU JCWCTBYIOIIETO BEIIECTBA B IUIa3Me
kpoBu. Ilpum >¢GdeKTHBHOM TPOTHBOCYAOPOKHOM KOHTpOJIe y OepeMeHHOH cliemayer
MONJEP)KUBATh ~ MUHUMAIBHYIO  KOHIICHTpAlMilO0  KapOamasemwHa B IJIa3Me€  KPOBHU
(TeparneBTHYECKUH Arana3oH 4-12 MKr/mi), MOCKOJIBKY CYIIECTBYIOT COOOIIEHUS O BO3MOYKHOCTH
JI0303aBUCUMOCTH PUCKA Pa3BUTHS BPOXKICHHBIX MOPOKOB (HaIpUMep, YaCTOTa BO3HUKHOBEHUS
MOPOKOB pPa3BUTUS NMpU NpUMEHEHUU 1036l MeHee 400 Mr B cyTKu Oblla HUXKE, YeM IpHU
PUMEHEHHUHU O0Jiee BBICOKHX J103).

[TarueHTKN AOKHBI OBITH HHOOPMHUPOBAHBI O BOZMOKHOCTH YBEIMUEHUS pUCKa BOSHUKHOBEHUS
MTOPOKOB Pa3BUTHS U O HEOOXOIUMOCTH, B CBA3H C TUM, aHTEHATAJIbHOIN THAarHOCTUKU.

Bo Bpemss OepemeHHOCTHM He cienyeT mpepbiBaTh 3P(HEKTHBHOE MTPOTUBOIUIECITUIECKOE
JIeYEeHHE, TOCKOJIbKY IPOrpecCHpOBaHME 3a00JieBaHUS MOXKET OKa3blBaTh OTPHUIATEIBHOE
BIIUSTHUE HA MaTh U Ha IJIO].

Koumpone u npogpunaxmuxa

N3BecTHO, 4TO BO BpeMs OepeMEeHHOCTH pa3BuBaeTcs AehunuT GoarneBoit Kuciaorbl. Coodmanocs
O TOM, 4YTO MPOTHUBOAMMIENTHYECKHE Mpernaparbl yCHIMBAIOT 3TOT AePUIMUT. DTO MOXKET
CHOCOOCTBOBATh YBEIUYCHHUIO YAaCTOTHI BPOXKACHHBIX JEPEKTOB y JeTeH, POKIAIOIIMUXCS Y
KCHIIWH, MPUHUMAIOIINX MPOTHBOSUICIITHYECKUE TPenapathl. B CBSA3H ¢ BhIIIIECKa3aHHBIM JI0 U
BO BpeMs OEpEeMEHHOCTH PEKOMEHIYETCS TOMOTHUTENbHBIN prueM (OIUEBOM KUCIOTHI.

C penpio Mpo@UIAKTUKH MOBBIIIEHHOW KPOBOTOYMBOCTH y HOBOPOXKJIEHHBIX >KEHIIMHAM B
MOCNIEAHNE HeNeNnu OCpeMEHHOCTH, a TAaKKe€ y HOBOPOXKICHHBIX PEKOMEHIYETCS MPUMEHSThH
BuTaMuH K.

Hosopooicoennvie

OnucaHo HECKOJIBKO CIIy4aeB SMWICNTUYECKUX MPUCTYIIOB W/WIU YTHETCHUS JBIXaHUS Y

HOBOPOXKJCHHBIX, MaTepd KOTOPBHIX MPUHUMAIM KapOama3zenuH OJHOBPEMEHHO C JpyTUMHU
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COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 24.071.2025 Nz 1511
MPOTUBOCYIOPOKHBIMHE TIpenapatamu. Kpome 1oro, coablianoes ke b [feekompkuxX ciyuasx

PBOTBI, JWAaped W/WIA TUIOTPOPUH y HOBOPOXKICHHBIX, MaTepud KOTOPHIX MOIydalu
kapbamazenuH. Bo3aMOXHO, 3TH peakluy IpeaCcTaBIsSIOT cOO0M MPOSIBICHUS Y HOBOPOKICHHBIX
CUHIPOMA «OTMEHBI».

Hoknunuueckue oanHvle

[To 00OOMIEHHBIM JTaHHBIM PA3JIMYHBIX JOKJIMHUYECKUX HCCIEAOBAHUN Y >KUBOTHBIX (MBIIIH,
KPBICHI, KPOJIMKHK) MPU MPUMEHEHUU B J103aX, COOTBETCTBYIOUIMX MPUMEHSIEMbIM Yy ueJOBeKa,
kapOamazenuH 0071a1aeT HU3KUM TEPATOTCHHBIM MMOTSHIIMAJIOM WJIH HE 00JIaJjacT TaKOBBIM BOBCE.
OpnHako, MaHHBIX JMOKIMHHYECKHUX HCCICIOBAHUI OKAa3aloCch HEIOCTATOYHO ISl MCKIIOYCHHUS
TepaToreHHoro > dexra kapdbamazenuna. B riccienoBaHuy penpoyKTUBHONW TOKCUYHOCTH MPHU
NPUMEHEHUHU TMpenapara y KOpMSIIMX KpbIC B 03¢ 192 MI/KI B CyTKH OTMEYEHO 3aMeJJIeHHE
nprOaBKU MacChl Tella Yy TOTOMCTBA.

I'pyonoe seckapmausanue

Kapbamaszenun mpoHUKaeT B IpyAHOE MOJIOKO, IJI€ €ro KOHLEHTpauus cocraBiser 25-60% ot
KOHIEHTPAIlMH B MJIa3Me KPOBU. B CBsA3M C BbIlIeCKa3aHHBIM, TPU HEOOXOIUMOCTH MPUMEHEHUS
mpernapara B MEPHOJ TPYAHOTO BCKAPMIIMBAHHS CJIEAYEeT THIATEIHHO OIICHHTH COOTHOIIICHUE
OKHJJaeMOH TOJTh3bI €CTECTBEHHOTO BCKApMJIMBAHUS K BOZMOXKHOMY PUCKY Pa3BUTHS TOOOUHBIX
addextoB mpemapara. HeoOxomumo HaOMI0IaTh HOBOPOXKICHHBIX, MMOJYYAIOUIUX TPYIHOE
MOJIOKO, C IIEJIbI0 KaK MOXXHO 0oJiee paHHEW NMAarHOCTHUKH MOOOYHBIX 3P (HEKTOB (Hampumep,
BBIPQKCHHON COHJIMBOCTH, aJUIEPIMUECKUX KOXKHBIX peakuuil). Y aerel, KOTOpbIE IMOJydalu
KapOaMa3enuH aHTCHATAIBHO WM C TPYAHBIM MOJIOKOM, OMHUCAHBI CIyYaW XOJECTATHYECKOTO
rernaTuTa, B CBS3H C YeM cielyeT HaboJaTh HOBOPOKIEHHBIX C LIETBI0 KaK MOYKHO OoJjiee paHHe!
JTUArHOCTHKHU MTOOOYHBIX 3((HEKTOB CO CTOPOHBI T€MaTOOMIHAPHON CHCTEMBI.

Kommpayenyus

[TarmeHTKaM C COXpaHEHHBIM PENPOAYKTHUBHBIM MOTEHITUAIOM CIEIYET UCIOIb30BaTh HA/ICKHBIC
METO/IbI KOHTPALICTIIIMK BO BPEMS TEPAITUU U B TEUCHHE 2 HEJEIb MOCIIe MprUeMa MOCIeTHEH 10351
npemnaparta. B cBa3u ¢ nunaykiueit ¢epMeHToB KapOama3zenuH MOXKET OCIa0JIsITh TepaneBTUYeCKUi
3¢ (}eKT TOpMOHAIBHBIX KOHTPALENTUBHBIX IPENapaTroB, COJEPXKALIUX 3CTPOTeHbl H/WIN
nporectepoH. [lalmeHTKaM ¢ COXpaHEHHBIM PENPOAYKTHBHBIM IOTCHIIMAJIOM CIEAYeT
PEKOMEH/IOBaTh HKCIONIB30BaTh ATbTEPHATHBHBICE METOIbl KOHTPAIEHIIMH BO BpEMs Tepamnuu
penapaToM.

Bausnue na penpooykmusnulii nomenyuan

3aperucTpupoBaHbl OYEHb PEIKHUE COOOIIEHUS O CHUKCHHH MYXCKOW (DEepTHIILHOCTH W/HUIU

HapyLIEHUH CIIEpMATOreHE3a.



COOTBETCTEYET ZKCNEPTHOMY OTUETY
ot 24 012025 N2 1511
Cnoco0 npuMeHeHUs U 103blI (MOCNEOOQBATENEBHOCTEL 0003)

Buytps. [Ipenapat MoxHO MpUHUMATh BO BPEMs €[Ibl, MOCIIE €bl WM B IPOMEXKYTKAX MEXIY
npueMaMyd nuiny. TaOJeTku cieayer NpUHUMATh C HEOONBIIMM KOJMYECTBOM KHJKOCTH.
[Ipenapar MOXXHO NMPUMEHATh Kak B BHJE MOHOTEpANHH, TaK U B COCTaBE KOMOMHMPOBAHHOU
TEpAINH.

Tayuenmul noscunoeo eospacma (65 rem u cmapuie)

VYuutbiBass JeKapCTBEHHbIE B3aUMOJEUCTBUA C JAPYTMMH IIpernapaTaMM U OCOOEHHOCTH
(bapMaKOKMHETHKYU TPOTUBOIMUIECITHUSCKUX MTPETapaToB, MOKIIIBIM MAIIUSHTaM 103y IIperapaTa
®unnencun® cnemyer NoAOGUPaTh ¢ OCTOPOKHOCTHIO.

Onunencus

ITo BO3MOXHOCTH IIpenapar ciaeayeT NPUMEHATh B MOHOTEPAIIUH.

[Ipemapat He HPUMEHSIOT NpPU MalbIX NpHUMAgKax (petit mal, abcaHc) M MHOKIOHUYECKHUX
MpUCTyHax.

JleyeHrne HauMHAIOT C HEOONBIION CYTOYHOW MJ03bI, KOTOPYIO B MOCIEAYIONIEM MEIJICHHO
MOBBIIIAIOT 0 JOCTHXKEHHS ONITUMAIIBHOTO (D deKTa.

Jloza kapOama3zenuHa NmoJ0MpaeTcss UHAMBUAYAIbHO AJIS JOCTHUXKEHHS aJleKBATHOIO KOHTPOJIS
CYJOPOKHBIX COCTOSIHUU.

Jlns moxbopa ONTUMAIBHOM /03Bl TpenapaTa PEeKOMEHAYETCs OmperesieHHe KOHIIEHTPAIlUH
JeHCTBYIONIEro BellecTBa B I1a3Me kpoBu. [Ipm snedeHuu snuiencuu HeoOXoAuma A03a
KapOaMa3enuHa, COOTBETCTBYIOIIAs OOIel KOHIICHTpalluk Kapbama3enuHa B Tia3Me KpOBH Ha
ypoBHe 4-12 mxr/mi (17-50 MKkMOIB/1).

[pu no6asnenun npenapata Ounnencud® K APYTMM IPUHMMAEMBIM MPOTHBOAIIUIEITHYECKHM
npenaparam 03y npenapara O@unnencuH® HOBBIMIAIOT MOCTENEHHO.

[Tpu HE0OXOAUMOCTH POBOJAT COOTBETCTBYIONIYIO KOPPEKIIHIO 103 IPUHUMAEMBIX ITPETIapaToB.
HauanpHnas no3a kapbamaszenuna st B3pocibix coctasisieT o 100-200 mr 1 wnm 2 pasza B CyTKH.
3arem 103y MEJUIEHHO MOBBILIAIOT JI0 TOCTUKEHUSI ONTUMAIBHOTO JIe4eOHOTO AP eKTa; 0OBITHO
OoH pocturaercs npu npo3e no 400 mr 2-3 pasa B cyTku. HekoTOpbIM NanueHTaM MOXKET
noTpedoBaThCs yBennueHrue cyTouHoi 10361 70 1600 mr umu 2000 mr.

Heepaneua mpotinuunoco Hepsa u nedpaneus sA361K0210MOYHO20 Hepaa

Havanpnas no3a ans B3pocnbix coctaBiseT 200-400 mr B cyTku. Ee MeaneHHO MOBBILIAIOT 10
MCYE3HOBEHMsI 00JIEBBIX OUTyIeHUH (00bdHO 10 10361 o 200 Mr 3-4 pa3a B CyTKH). 3aTeM 103y
MOCTENIEHHO CHUKAIOT 0 MUHUMAJIBHOM MOIEPKUBAIOLLICH.

MakcumanbHass pPEKOMEHJOBaHHAs Jo03a Uil B3pochbix coctaBimseT 1200 wmr/cyr. Ilpu
paspelieHnu 00JIeBOro CHHAPOMA CIEAYET MOCTENEHHO MPEKpaIlaTh TEPanuio MpernapaToM J10
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COOTBETCTEBYET 2KCNEFPTHOMY OTYETY
ot 24 012025 N= 1511
BO3HUKHOBEHHS CIICAYIOIIET0 O0JIEBOTO MPHUCTY[IA. (NOCNEOOBATENBHOCTE 0003)

PexoMennyeMas HauanbpHas 103 IS MOXKHWIBIX NAlMeHToB cocTasiser 100 mMr 2 pasza B CyTKH,
3aTeM J03y MEIJICHHO MOBBIIIAIOT JI0 pa3perieHust 60IeBOro CHHIPOMA, YTO OOBIYHO JOCTUTACTCS
npu noze no 200 mr 3-4 paza B cyTtku. Jlasee ciemyeTr MOCTENEHHO CHUKATh 103y [0
MHHUMAJIBHOM MOIIEPKUBAIOIICH.

[Ipyu HeBpasiruM TPOWHUYHOIO HEpBAa Yy JAHHOW KATErOpMHM TNAIMEHTOB MaKCHUMaJIbHas
pexoMeHoBaHHas 103a coctasisieT 1200 mr/cyT. [Ipu pa3perieHun 60JI€BOro CHHAPOMA CIIEAyeT
MOCTETIEHHO MpeKpalaTh Tepanuio MpenaparoM 10 BO3HUKHOBEHHS CIEIYIOMIEro OOJIeBOro
npucTyna.

Cunopom anko2onvbHoU abcmuHeHyuu

Cpennsist no3a cocrasinseT o 200 Mr 3 pa3a B cyTKU. B TsKenbIX ciayyasx B TEUEHHE IEPBIX
HECKOJIBKUX JTHEH 7032 MOKET OBITh MOBBINIEHA (Harmpumep, 10 103bl o 400 mr 3 pasa B CyTKH).
[Ipu TsOKENBIX MPOSBICHUSX ATKOTONBHONW AOCTUHEHIIMH JICYeHHWE HAYMHAIOT C MPUMEHEHUS
npernapaTa B KOMOMHAIIUMU C NIpenapaTaMu, OKa3bIBAIOIIMMU CEIaTHBHOE U CHOTBOPHOE JEHCTBUS
(HampuMep, ¢ KIIOMETHA30JI0M, XJIopana3enokcuiom). Ilocne paspemnienus ocTpoit ¢as3bl JeUeHHE
MPerapaToM MOXKET OBITh MPOJIOJKEHO B BUJIE MOHOTEPAIIHH.

Ocmpvle MaHUaKanbHble COCMOAHUA U HOO0epicusarouyee ieyeHue apghexmusHvlx (OUnoIApHvIX)
paccmpoticms

Cyrounas no3a coctasisieT 400-1600 mr. Cpennsisi cytounas nosa - 400-600 mr (B 2-3 mpuema).
[Ipu ocTpoM MaHHMAKaJIbHOM COCTOSIHUM 103y CJEIyeT IMOBBIIIATH JIOBOJBHO ObICTpo. Ilpm
NOJICP>KUBAIOLICH Tepanuy OUMOJSIPHBIX PACCTPOMCTB B IENAX 00ECHedeHUs ONTHUMAIbHOM
MEPEHOCUMOCTH KaXKI0€ CIIEAYIOllee MOBBIIICHHE O3Bl JOJKHO ObITh HEOONBLINM, CyTOYHAs
71032 YBEIMYNBAETCS TIOCTEIIEHHO.

IIpumenenue y demeii

OCHOBHOE TIOKa3aHue I IpuMeHeHus npenapata Gunnencun® y gereit - anumencus.

Jetsim B Bo3pacte 4 neT ¥ Miafille peKOMEHI0BaHO MPUHUMATh KapOama3enuH B BUJE JIPYTUX
JIEKapCTBEHHBIX ()OPM (CHUPOTT).

V neTeii crapiie 4 €T JeueHne MOKET OBITh HAUaTo ¢ IpUMeHeHus npenapara ®uniencun® B 103¢e
100 mr/cyT; 103y MOBBIMIAIOT ITOCTENEHHO, HEe Oosee yeM Ha 100 MT B Henelto.
Tloooepoicusarowue 0o3wbi: NI N€TeH ycTaHaBIMBAIOT U3 pacyeTa 10-20 Mr/Kr Macchl Tea B CyTKH

(B HECKOJIBKO IIPUEMOB).

Bo3zpact pedenka CyTtounas no3a
4-5 ner 200-400 mr B CyTKH
6-10 net 400-600 mr B CyTKH
11-15 ner 600-1000 Mr B cyTkH
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 24 01.2025 N= 1511

| >15 net | BO0EI2 00 My (AT missdpocasn)003) |

MaxcumanvHovle 003bi: U151 I€TEH B Bo3pacTe <6 JeT coctaBiser 35 mr/kr/cyt, 6-15 et - 1000
Mmr/cyT, >15 ner - 1200 mr/cyT.

Tak xak B OTHOIIEHMM IIPUMEHEHHUS IIpenapaTa 10 APYTruM MOKa3aHUsAM Y JeTed JOCTaTOYHOIO
KOJIMYECTBA JIOCTOBEPHOW MHGPOpPMAIMU HET, PEKUM J03UPOBAHMS Ipernapara PeKOMEHI0BaHO
noa0upaTh B COOTBETCTBHH C BO3PAacTOM M Maccoil Teia peOeHKa, He MpeBbIlIas YKa3aHHbIC B
TabJyuIe JO3UPOBKHU.

IIpexpawenue npuema npenapama

BresanHoe npekpailieHue npuemMa rnpemnapara MoKeT CIIpOBOLMPOBATH SMUJIENITUYECKUI TPUCTYII,
MO3TOMY KapOaMa3enuH CleyeT OTMEHATh MOCTENeHHO B TeueHHe 6 mecsueB u Oonee. Ecmu
HEoOXOoUMO OTMEHHUTh IMpernapaT Yy NalUeHTa ¢ JMWIENCUell, Mepexoa Ha JApyroe
MIPOTUBOSIMIICITUYECKOE CPEACTBO JOHKEH OCYLIECTBIATHCA MOJ MPUKPHITUEM MOKAa3aHHOTO B
TaKMX ClIy4asx Ipernapara.

IToGouHOeE nelicTBUE

OmnpeneneHnple BUABI HexenaTenbHbIX peaknuit (HP), wampumep, co croponsr I[HC
(roJIOBOKpYXEHHE, TOJIOBHAs 0OJb, aTaKCHsl, COHJIUBOCTb, YYBCTBO YCTAJIOCTH, JUILIONHS), CO
CTOPOHBI KEITYJOYHO-KHMILIEYHOI'O TPaKTa (TOLUIHOTA, pBOTA), a TAK)KE AJNIEPTUYECKUE KOXKHBIE
peaKIMy, BCTPEUAIOTCsl OUYeHb YacTO WJIM YacTO, OCOOCHHO B Hayase JICUCHUs MpernapaTom, Win
IIPY IPUMEHEHUN YPE3MEPHO BBICOKOW MEPBOHAYAIBHOM J03bI Ipernapara, WIH MpU JICYEHUN
MOKWJIBIX MAIllUEHTOB.

Jlo3o3aBucumbie HP 00bI4HO pa3peniaroTcsi B TeUeHWE HECKOIbKUX JHEH, KaK CIIOHTaHHO, TaK U
I10CJIE BpEMEHHOI'O CHUKEHMSI 103bI Tpenapara. Pa3BuTue HexenaTenbHbIX pEaKIMi CO CTOPOHBI
IHHC mosxeT OBITh CIeICTBHEM OTHOCUTEILHOM MEPEI03UPOBKH MPEIIApaTOM HITH 3HAYUTEIIBHBIX
KojeOaHUi KOHILEHTpalUWu JEHCTBYIOIIEro BellecTBAa B IIa3Me KpoBU. B Takux cimyuasx
PEKOMEHIYETCSI MOHUTOPUPOBATH KOHIEHTPALIMIO JEMCTBYIONIETO BEIIECTBA B I1J1a3M€ KPOBH.
HexenarenbHble JsekapcrBeHHble peakiun (HJIP) crpynmupoBaHbl B COOTBETCTBHHM  C
Kiaccuukanueir opraHoB u cucteM opraHoB MedDRA, B mnpenmenax KaxaoW TpyIIIbI
[IEPEYMCIICHBl B MOPSIKE YMEHBIIECHNS YacTOThl BCTPEYaeMOCTH. B mpenenax KakI0il IpyIIibl
yacToThl BeTpeyaemoctd HJIP yka3aHbl B IOpsAIKE YMEHBIIECHUs UX 3HAYUMOCTH.

IIpu onenke yacToThl BcTpedaeMocTy paszinnyHbix HJIP ucnonb3oBaHbl cienyronme rpajanuu:

«odeHp gacto» ->1/10, «uacto» ->1/100 - <1/10, «aegacto» - >1/1000 - <1/100 «pemxo» -
>1/10000 - <1/1000, «ouens peakoy» - <1/10000, B TOM 4uCII€ U OTACIBHBIC COOOIICHUSI.

Hapywenusa ncuxuxu: peaKo - TATIOIMHALKYT (3pUTEIbHBIC U CITyXOBBIE), ICMPECCHs, arpPecCHs,

6GCHOKOI>'ICTBO, AKUTaMUsd, CIYTAHHOCTb CO3HAHUS; OYCHb PCAKO - aKTUBAIUA IICUXO034a.
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COOTBETCTEBYET ZKCNEPTHOMY OTYETY
ot 24012025 N= 1511
Hapywenua co cmoponvl Hepgnoti cucmempr: oueHbl (Haclio[] <) EarakdnlaH DOI0BOKpYkeHme,

COMHOJICHIIMSI; YacTO - TUIUIONUS, TOJOBHasg OOJib; HEYacCTO - AHOMAJbHBIE HEMPOU3BOJIbHBIC
JIBIDKCHUS (HAIpUMeEp, TPEMOP, «IOPXAIOIIH) TpeMop (asterixis), MbIIIEUYHAs TUCTOHUS, THK),
HUCTAarM; peiKo - TUCKWHE3Ws, TJIa30[[BUTATEeNbHBIC HAPYILICHUS, HApYyIICHUs pedd (Hampumep,
U3apTpusi, HEBHATHAs peYb), XOPE0aTeTo3, Mmepudepuyeckas HeUporaTus, MapecTe3unu, mapes;
OYEHb PEIKO - 3JIOKAYECTBEHHBIM HEWPOJENTUYECKUUA CUHIPOM, ACENTHYECKHU MEHUHTHUT C
MHOKJIOHYCOM U TIepu(epruIecKOit 203MHODUITNEH, TUCTEB3USI.

Hapywenus co cmoponvl Kodcu U NOOKOMCHbIX mMKAaHel: 0YeHb 4acTo - KpaluBHHUIA, KOTOpas
MOJKET OBITh 3HAYUTEIILHO BBIPAXKEHHOH, aJUIEPTHUECKUN IEPMATHUT; HEYACTO - SIKC(HOTHATUBHBII
JepMaTUT; PEAKO - CHUCTEMHas KpacHas BOJYAaHKA, KOXHBIA 3y[; OYEHb DPEOKO - CHHIPOM
CruBeHnca-J/[>koHcoHa (B HEKOTOPBIX CTpaHaX A3WM KJIAaCCH(PUIUPOBAH KaK «PEIKO»),
TOKCHUYECKUH 3MuaepManbHblii HeKponu3 (cuHapom Jlaiienna), peakuuu (HOoTOCEHCUOUIH3AIINY,
MHOTO(GOpMHAsI IpUTEMA, y3JI0BaTasi SpUTEMA, HAPYIICHUS MTUTMEHTAIlMU KOXKH, IypITypa, aKHe,
TUIEPTUIPO3, aJONeNus, TUPCYTU3M.

Hapywenus co cmoponul kposu u numgamuueckoui cucmemvl: OU€Hb 4acTO - JIEUKOTEHUS; YacTO

- TPOMOOITUTONEHHUS, D03UHOPMIHS; PEIKO - JEHKOIUTO3, JUMQaICHONATH; OYEHb PEIKO -
arpaHyJOlHUTO3, AIIACTUYECKass aHEeMUsl, TTAHIIUTONCHUS, UCTUHHAS IPUTPOIUTApHAs aTUIa3us,
aHeMMUsi, MEerajio0JlacTHasl aHEMHUSI, PETUKYJIOIIUTO3, TEMOJIUTUYECKAsT aHEMHUS.

Bo Bpemsi mpuema mpenapara MOKET Pa3BUTHCS arpaHyJIONUTO3 M arlaCTUYeCKas aHEeMHsL.
OpHako, B CBSI3M C TEM, 9YTO OTH COCTOSHUS BO3HHMKAIOT OYEHb PEAKO, TPYIHO JaTh
KOJMYECTBEHHYIO OLICHKY PUCKa WX BO3HUKHOBEHUS. I3BeCTHO, UTO CyMMAapHBI PUCK Pa3BUTHUS
arpaHyJIOlMTO3a B OOIIECH MOMyJISAIMY, HE TOJMyYaBIIeH JIedeHus, cocTaBiseT 4,7 ciydaeB Ha |
MJIH. HaCEJICHHS B TOJl, a alJTACTUYECKON aHeMuu - 2,0 citydast Ha 1 MJIH HaceJIeHus B TO/I.
Hapywenus co cmoponwl dceny0ouno-KuumeyHo20 mpakma: 09eHb 4acTo - TOLUTHOTA, PBOTA; 4aCTO

- CYXOCTh BO PTY; HEYACTO - Auapes, 3arop; peaKo - O0iu B )KMBOTE; OYEHb PEAKO - TJIOCCHT,
CTOMATUT, TAHKPEATHT.

Hapywenus co cmoponbl neueHu u sHceniesbigo0auux nymelii: peiko - TeMaTHT X0JIeCTaTHIECKOro,
MapeHXUMATO3HOTO  (TENaTOLEIUIIONSAPHOT0) WM CMEIIAHHOTO  TUMA,  JACCTPYKIIUS
BHYTPUIIEYCHOYHBIX KEIYHBIX NMPOTOKOB C YMEHBIIEHHUEM WX YHCIIA, JKENTyXa; OYeHb PEAKo -

MNEYCHOYHAad HEJOCTATOUYHOCTD, I'PaHYyJICMATO3HOC ITOPAKCHUC ITCUCHU.

Hapywenus co cmopoHnvl ummyHHOU cucmemsl: PEIKO - MOJIMOPraHHas TUIEePYyBCTBUTEIHLHOCTD
3aMEeJJICHHOTO THIIA C JIMXOPAJKOM, KOXKHBIMU BBICBIITAaHUSAMHU, BaCKYJIUTOM, JIUM(paaeHonaTren,
nceBnoMMMGOMON, apTpairuen, JICMKONEHUEH, H03WHOGUINEH, TeNaTOCIUICHOMETaIue |

M3MEHEHHBIMH TOKa3aTeNIIMU (DYHKIMM TEYEHU U JeCTPYKLUUEH BHYTPHUIIEYCHOUHBIX >KETUHBIX
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COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 24 012025 N= 1511
IIPOTOKOB C YMEHBIIEHHEM MX uucia (ykasaHHble NPOSBIEHIE CBetpeuarofros (8 padiitiHbix

KOMOMHAIMX), TakK€ MOTYT BOBJIEKATbCA JApyrue OpraHbl (Hampumep, JEerKue, I[OYKH,
MOJKENTy0YHas JKene3a, MUOKap/, TOJICTasl KUILKa); OUeHb PEIKO - aHapUIaKTHIeCKasl peaKius,
AHTMOHEBPOTHYECKUH OTEK, runorammaryioOynuHemus. [Ipy BOZHUKHOBEHUHU YKa3aHHBIX BBIIIE
peaKIHii MOBHIIIEHHON YyBCTBUTEIBHOCTH IPUMEHEHHE TIpenapaTa JOHKHO OBITh MPEKPAICHO.
Hapywenus co cmoponsl cepoya: peliko - HapylIeHUs BHYTPUCEPACYHON TPOBOIUMOCTH; OYCHb
PEAKO - apUTMHUSI, aTPHOBEHTPHUKYJIApHAs OJI0Kaaa ¢ 0OMOpoKaMu, OpaauKapaus, XpOHUIECKas
ceplieuHas HeJJOCTaTOYHOCTh, 000CTpEHUE HILIEMUYECKO O0JIe3HU cepana.

Hapywenus co cmoponwsl cocy0os: peiKo - apTepuaibHasi TUIIEPTEH3Us UM THIIOTEH3Us; OYCHb
PEAKO - MUPKYISATOPHBINA KoJIIarc, TpoM00¢aeduT, TpoMO0IMO0Ius (Harmpumep, TpoMO0IMOOTHS
JIETOYHOM apTEepHH).

Hapywenus co cmoponvl 9HOOKpUMHOU cucmeMvl. YacTO - OTEKH, 3allepKKa >KUIAKOCTH,
YBEJIMUEHUE MAacChl Teja, THIMOHATPUEMUS U CHUIKEHHE OCMOJIIPHOCTH KPOBH BCIIEJCTBUE
s deKTa, CXOAHOTO C JEHCTBHEM aHTUIUYPETUYECKOTO TOPMOHA, YTO B PEAKHX CIIydasx
IPUBOAUT K BOAHOH WHTOKCHKALMU (TMIIOHATPUEMHUHU pa3BEACHUs), COMPOBOXKIAIOMIECHCS
JIeTapTUEH, PBOTOM, TOJOBHOW OO0JBIO, AE30PUCHTAIMEH U HEBPOJIOTHYCCKUMH HAPYIICHUSIMHU;
OUYE€Hb PEIKO - FAlAKTOPEst, TMHEKOMACTHS.

Hapywenusa co cmoponvl obmena éewecme u numanus: penko - 1eGuuuT GoarueBoil KUCIOTHI,
CHIDKEHHE alleTUTa; O4eHb PEIKO - 0cTpas mopdupus (ocTpas MHTEPMUTTHPYIOLIAs OphUpPUS U
cMmeranHas nopdupus), HeocTpas mophupus (MO3THAS KOKHAS TOPGUPHs).

Hapywenus co cmoponbl novek U  MO4eBbIBOOAWUX  Hymel: OYeHb  PEOKo -
TyOyJOMHTEPCTUIMATIBHBIN HEPPUT, TTOYeUHasi HETOCTaTOYHOCTh, HapyIIeHHE (PYHKLIUHU MOYEK
(Hanpumep, anbOyMHUHYpPHsI, TeMaTypus, OJUTypUs, MOBBIIIEHWE KOHIIEHTpPAIlMM MOYEBHHBI B
KpOBH/a30TeMHUsl), 3aJIep’KKa MOUH, YYallleHHOe MOYEHCITyCKaHuE.

Hapywenus co cmoponsl no108biX 0p2aHo8 U MOJIOYHOU dcelle3bl. 0UeHb PENIKO - pacCTPONHCTBO
NOJIOBOM  (DYHKIIMM/3pEKTUIIbHAA NUCQYHKIMSA, HapylIeHHEe crepMaTroreHe3a (yMEHBIICHUE
KOJIMYECTBA CIIEPMATO30MI0B U UX TIOJIBUKHOCTH).

Hapywenus co cmopousi opeana spenus: 4acTo - HapylIeHHE aKKOMOJALUHU (B T.4. HEUETKOCTh

BPGHHH); OYCHb PCAKO - IOMYTHCHUC XPYCTaJIMKa, KOHBIOHKTUBHUT.

Hapywenus co cmoponul opeana cnyxa u iabupunmmsie HapyuieHus: O4€Hb PEIKO - pacCTPONCTBa
cllyXa, B T.4. IIIyM B yIIaX, TUIIepaKy3us, TUII0aKy3us, U3MEHEHUS BOCIIPUSATHUS BBICOTHI 3BYKa.

Hapywenus co cmoponvl ckenemuo-mulileunon U coeOuHUmenbHou mrauu: peaKo - MbIIIeYHas
CJ1a00CTh; OUEHB PEJKO - HAPYIIEHNUE KOCTHOTO METa00IM3Ma (CHUYKEHUE CO/IeP KaHUS KaJIbIUs U

25-ruapokcuxoneKanbiindepoia B mia3Me KpoBU, MPUBOIAIIECE K OCTCOMAIIAIINHI/OCTEOMOPO3Y),
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COOTBETCTEYET 2KCNEPTHOMY OTYETY
ot 24 012025 K2 1511
apTpAJITMH, MUAITHUS U MBILIEYHBIN CIIa3M. (MOCNEODBATENEHOCTE 0003)

Hapywenus co cmopousi OvixamenvHol cucmemsl, 0p2aHo8 2pYOHOU KIemKU U CPeOOCHEeHUs.:
OYE€Hb PEJIKO - PEaKI[MH TUIIEPUYyBCTBUTEIBHOCTH, XapaKTePU3YIOLIUECS JTUXOPAIKOH, OBIIIKOM,
ITHEBMOHUTOM WJIM THEBMOHUEM.

Obwue paccmpoiicmeéa u HapywieHus 6 mecme 66e0eHus. OYEeHb 4YacTO - TIIOBBILICHHAs
YTOMJISIEMOCTb.

Jlabopamopuvie u uncmpymenmanvuslie OaHHble: OY€Hb YacTO - OBBIIIIEHHE aKTUBHOCTH raMma-
riyTaMuiITpancepassl (BCIEACTBUE MHAYKLINU «IIE€YCHOUHBIX» (EPMEHTOB), YTO OOBIYHO HE
UMeeT KIIMHIUYECKOTO 3HAYCHHUS; YacTO - MOBBIIICHNE aKTUBHOCTH IIEJIOUHON (hocdaTasbl KpoBH;
HEYacTo - MOBBIIIEHNE aKTUBHOCTH TPaHCAMUHA3; OYE€Hb PEAKO - MOBBIIIEHHE BHYTPUTIIA3HOTO
JIABJICHUS, TOBBIIICHUE KOHIIEHTPAIlMM XOJEeCTepHHa, BKIIOYash XOJIECTEPUH JIUIMOMPOTEUIOB
BBICOKOM TUIOTHOCTH M TPUTIIMIIEPUIOB, U3MEHEHUS MToKa3aTeae (yHKIIMY IUTOBUTHOMN JKEJIe3bl
- CHWXXEHHME KOHIeHTpauuu L-TupokcuHa (CBOOOIHOW M  CBA3aHHOM  (Qpakuuu) W
TPUIOATUPOHNHA, TOBBIIIEHUE KOHIEHTPAMH THUPEOTPOMHOIO TOPMOHA, YTO OOBIYHO HE
COIMPOBOXAAETCA KJIMHUYECKUMHU MPOSBICHUSMH, TMOBBIIIEHHE KOHIIEHTpAllMM IPOJIAKTHHA B
KpOBH.

HedcenamenvHule peakyuu, 6viseieHHble 8 NOCMPELUCMPAYUOHHOM nepuooe (coobujenus Ovlau
NOJIYYenbl U3 NONYIAYUU HeONPeOeeHH020 pasmepd, 8ClledCmaue 4e20 Yacmomy 6Cmpeuaemocmu
onpeoenums He803MONCHO, «4ACMOMA HeUIBECMHAY)!

Hnghexyuonnvie u napazumapmwie 3a601e6anus: peakTUBALMs BUpyca IPOCTOro reprieca 6 Tuma.
Hapywenus co cmoponwl kposu u numghamuueckotl cucmemul: HEIOCTATOYHOCTH KOCTHOTO MO3Ta.
Tpasmsi, ummoxcukayuu u OCIONCHEHUS MaHunynAyul: TafeHue (CBSI3aHHOE C aTaKCHew,
TOJIOBOKPY>KEHUE, COMHOJICHLMEN, apTEpUAJIbHONM THIIOTEH3UEH, CIIyTaHHOCTBIO CO3HAHMS,
ce/laluei, BEI3BAaHHBIMU [TPUEMOM IIpernapara).

Hapywenus co cmoponvl Hep6Hoti cucmemvl: celalivs, HapyIIeHue TaMsITH.

Hapywenus co cmoponbl s#ceny00yHo-KumeuHo2o0 mpakma: KOIuT.

Hapywenua co cmoponbl umMMyHHOU cucmembl: JEKApCTBEHHAs ChIIb C Y03MHOPMINEH H
cucteMHbIMU niposiBeHus MU (DRESS-cunapom).

Hapywenus co cmopousbr Kodcu u© NOOKOMCHbIX MKAHeU: OCTPhIA TEHEepaTM30BAHHBIN
9K3aHTEMAaTO3HbIH MyCTyJe3, INXCHOUTHBIA KepaTo3, OHUXOMAa/Ie3HC.

Hapywenus co cmopoHul ckenemHo-mulieyHol 1 COeOUHUMENbHOU MKAHU: TIEPEIIOM KOCTEH.
Jlabopamopnvie u uncmpymenmanbHule OaHHble: CHIKEHUE TUIOTHOCTH KOCTHOM TKaHHU.

Ecnm nro0bie 3 yka3zaHHBIX B MHCTPYKIIMU MOOOUYHBIX 3P deKTOB ycyryOseTcs, uiau Bel 3ameTnnm
mo0bIe IpyTrHe modouHbie 3P GeKThl, HE YKa3aHHbIC B UHCTPYKIIUH, COOOITUTE 00 ATOM Bpauy.
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ot 24 01.2025 N2 1511
Hepe)l()gnp()];](a (MOCNEODBATENEHOCTE 0003)

COOTBETCTBYET 3KCNEPTHOMY OTYETY

[Tepeno3upoBka mposiBisieTcs: 00bI9HO cuMinitoMaMu co ctoponsl IIHC, cepreuno-cocynucrou u
JBIXaTEeNbHOM CHCTEM, a Tak)Ke SIBJICHUSIMH, YKa3aHHBIMU B pazfiene «/lobounoe deticmaue.

[Ipu nepeno3upoBKe BO3MOKHBI HUJKE€YyKa3aHHbIE CUMIITOMBI U JKajl00bl:

Lenmpanvnas Hepsnas cucmema: yraerenue ¢ynkmuii [[HC; nHapymeHue co3HaHUS,
NI€30pUEHTAINS, COHJIMBOCTh, QXWTAlUs, TaUTIONMHALIMM, KOMa; 3aTyMaHHWBAaHHUE 3pEHUS,
HEBHATHAsl pedb, AU3APTPHsl, HHUCTArM, aTakcus, AUCKUHE3us, rumneppeduiekcust (B Hayaie),
runopeduiekcus (mo3xke); CyJ0pord, ICUXOMOTOPHBIE PACCTPONUCTBA, MUOKJIOHYC, TUIIOTEPMHUS,
MUJpHUa3.

Jvixamenvuas cucmema: yrHeTeHUE AbIXaHUS, OTEK JIETKUX.

Cepoeuno-cocyoucmasn cucmema: TaXWKaplaus, apTepUalibHas TUIIOTEH3USI WU B OTIEIbHBIX
Cilyyasix apTepuaibHasi TMIEPTEH3Us, HApyUIEHUsI TPOBOJMMOCTH C PACIIMPEHUEM KOMILIEKCA
QRS; ocranoBka cepaia u 0OMOpPOKH, BEI3BAHHBIC OCTAHOBKOW cepria.

Tuwesapumenvnas cucmema: pBoTa, 3aJiepakKa rnaccaxa MUy U3 KellyaKa, CHIKEHUE MOTOPUKHU
TOJICTOM KUIIKH.

Mouesvioenumenvhas cucmema: 3aiepKKa MOYH, ONUTYPUS UM aHYPHS; 3a7epKKa HKUIKOCTHU;
BOJHAsT  WHTOKCHUKaIus  (THIOHATpUEeMHUs  pa3BeleHus), oOycioBieHHas 3 dexTom
KapOamaszenuHa, CXOJHBIM C IeWCTBUEM aHTHANYPETUYECKOTO TOPMOHA.

Ckenemuo-mbiuleynas cucmema: CYUIECTBYIOT COOOIIEHHS O pabIOMHOJIM3E, CBA3aHHOM C
pUMEHEHHEM KapOama3enuHa.

Hszmenenuss co cmopoHvl 1aOOpamopHelx — noxazamenel: TUTOHATPUEMUS, BO3MOXKEH
MeTaboNMMYeCKUi anua03, BO3MOXHA TUMEPIIIMKEMHUs, TOBBIIIEHWE AKTUBHOCTH MBbIIICYHON
bpakunn kpeaTuHPOCHOKUHA3HI.

JleueHue

Crneuuduueckuil aHTUIOT OTCYTCTBYeT. IlepBOHAYaNbHO JieYEHHE JOJDKHO OCHOBBIBATHCS Ha
KJIMHUYECKOM COCTOSIHMM TallMeHTa; MoKa3aHa rocrnurtaiu3anus. [IpoBoauTcs ompeneneHue
KOHIEHTpalluu KapOama3enuHa B IjIa3Me JUIsl TOATBEPKIACHUSI OTPABJICHUS] 3TUM CPEACTBOM U
OIICHKH CTETIEHU MePeIO3UPOBKHU.

OcymiecTBisieTcsl 3BaKyalus COACPKUMOTO >KENyAKa, MPOMBbIBAaHUE >KENyAKa, MPUMEHEHHUE
aKTUBHpOBaHHOTrO yris. [To3aHss 3Bakyanus KemyIOYHOTO COACPKUMOTO MOXKET IMPUBECTU K
OTCPOUYEHHOMY BCACHIBAHUIO M MOBTOPHOMY IOSIBJICHUIO CHUMIITOMOB MHTOKCHKAI[UH B MEPUO]
BBI3JIOpOBIICHUs. [IpuMeHsieTcss CUMOTOMAaTHYECKOE MOAIECPKUBAIOINICE JICUCHUE B OTACICHUU
WHTCHCUBHOW Tepamuu, MOHHUTOPHpPOBAaHME (QYHKIHMA cepAma, THlaTeabHas KOPPEKIUs
HapyILICHUI BOAHO-3JIEKTPOJIUTHOTO OasiaHca.
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COOTBETCTBYET 3KCINEPTHOMY OTYETY
ot 24.01.2025 N= 1511
PexomeHayeTcsi mpoBeaecHHE TeMOCOPOIMU H4 yroibHbBIXI(COpOetak.] Femoinams Miikiercs

3¢ PEeKTUBHBIM METOIOM JICUEHUS TIPU TIEPEIO3UPOBKE KapOaMa3ermuHOM.

B03MOHO NOBTOPHOE yCHJIEHNE CUMIITOMOB NIEPE03UPOBKU Ha 2-i U 3-1 IeHb M10CIIE €€ HayvaJa,
4TO 00YCIIOBJIEHO 3aMEJICHHBIM BCAChIBAHUEM KapOaMma3enuHa.

B3anMmopaeiicTBHe ¢ APYTrUMH J1eKAPCTBEHHBIMH CpeICTBAMH

KapbOamazenun He  pEKOMEHIYeTCS  NPUMEHSATh  OJHOBPEMEHHO C  HHTUOMTOpaMH
MoHoamuHokcua3bl (MAO). [lepen npumeHenneM npenapara HHruouTopsl MAO OKHBI OBITH
OTMEHEHBI, KaK MUHUMYM, 32 2 HEJIeJIU WIH paHee, eCIIM MO3BOJIAET KIMHUYECKasi CUTyaIlHs, Jaxe
3a OOJIBIIHI CPOK.

[Mutoxpom P4503A4 (CYP3A4) sBasiercs OCHOBHBIM H30(EPMEHTOM, OO0ECIIEeUHBAIOIIUM
oOpa3oBanne kapbamazenmnna-10,11-amokcuna (aktuBHOTO MerabonuTa). OTHOBpEMEHHOE
MpUMEHEHHe C mpemnapatoM HWHruouTopoB wu3odpepmenta CYP3A4 MoxeT mnpuBecTH K
MOBBIIIECHUIO KOHIEHTpALUU KapOama3enuHa B IJIJa3Me KPOBH, YTO, B CBOIO OYepelb, MOXKET
BBI3BaTh MOOOYHBIC peakiuu. O JHOBpEMEHHOE MPUMEHEeHHE HHIYKTOpoB n3odepmernta CYP3 A4
MOJKET IPUBECTHU K YCKOPEHHUIO MeTaboIM3Ma Kapbama3enuHa u, TaKuM o0pa3oM, K BOZMOKHOMY
CHID)KEHHIO €T0 KOHLIEHTPALIUHU B IJIa3M€ KPOBH U, CIIEIOBATENBHO, K BO3MOKHOMY YMEHBILIEHUIO
BBIPXEHHOCTHU TepamneBTH4ecKkoro 3¢ dexra npenapara. OTMeHa OJHOBPEMEHHO MPUHUMAEMBbIX
uHaykropoB  uzopepmenta CYP3A4 wmoker CHUXATh CKOPOCTh OuoTpaHchopmariu
KapOama3zenuHa, U, Kak CJIEACTBHE, IPUBOAUTH K TOBBIIICHUIO KOHIICHTPALUU KapOama3enHa B
I1a3Me KpOoBH.

Kapbamazenus siBisieTcst MOLUTHBIM HHAYKTOpoM n3opepmenta CYP3A4 u apyrux GpepMeHTHBIX
MIEYEHOYHBIX CHCTEM NepBOil M BTOpod (a3l MeTaboimM3Ma JIEKapCTBEHHBIX CPEICTB, U TPH
OJHOBPEMEHHOM TPUMEHEHUH C TpernapaTaMmy, MeTa0OIH3UPYIOIUMUCT H30(epMEHTOM
CYP3A4, MmoxeT BbI3bIBaTh MHAYKITUIO META00JIM3Ma U CHI)KCHUE MX KOHIICHTPAIlMU B TIJIa3Me
KpPOBH.

[Tockonpky mpeBpamenne kapbamazenuH-10,11-3mokcuna B kap6amaszenuH-10,11-TpaHcamon
MPOUCXOUT MPU MOMOIIM MUKPOCOMAJIbHOM 3MOKCUATUIPOIa3bl, IPUMEHEHNE KapOaMma3ennHa
OJTHOBPEMEHHO C MHTMOMTOpaMU MHKPOCOMAJIbHOM SMOKCUATHUIPOIA3bl MOXKET NMPUBOAUTH K
MOBBIIICHUIO B IJIa3Me KPOBH KOHIIEHTpanuu kapdamaszenus-10,11-3mokcuaa.

Ilpenapamul, Komopbvie M0O2ym no8blCUMb KOHUSHMPAUUIO KCZD6CZMCZ3€I’ZMHCZ 6 Nid3me Kpoeu.

* aHanvbeesupyrowue u HeCmepouoHsie NPOMuUBOBOCNAIUMENIbHbIE IeKAPCMBEHHbLE NPEeNnapambl.
JIeKkcTponpornokcudeH, noymnpodeH;

*  npomueoonyxoiesvie npenapamol (AHOpo2eH): TaHa307;

*  aHMUOUOMUKU: MAKpOAUOHble (HATIPUMEP, SPUTPOMHIIMH, TPOJICAHIOMHIINH, JKO3aMHUIUH,
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COOTBETCTEYET 2KCNEPTHOMY OTYETY
ot 24 012025 K2 1511
KIIAPUTPOMHUIINH ), IUTIPOQIOKCAIUH; (MOCNEODBATENEHOCTE 0003)

* aumuoenpeccanmsl: BO3MOXHO, Je3UNpaMuH, (IyokceTuH, QIyBOKCaMUH, He(ha300H,
MapOKCETHH, TPA30J0H, BUJIOKCA3HH;

*  npomueodINUIENMUYECKUe NPenapamsl: CTAPUTICHTOII, BATA0ATPHH;

* npomueocpubkogvle  npenapamvl: TPOU3BOIHBIE a3zoya  (HampUMep, HMTPAKOHA30I,
KETOKOHA30J1, (JIyKOHA30JI, BOPUKOHA301). AJNIbTepHATHBHBIC aHTHKOHBYJILCAHTHI MOTYT OBITh
PEKOMEHI0BaHBI TAIIMEHTaM, TIOJTYYarOIIUM BOPHKOHA30JI WIIK UTPAKOHA30I;

« Onoxkamopul cucmamunosvix Hr-peyenmopos: Tepdenanus;

* gHmuncuxomuueckue npenapamvl (HeupoIenmuKy): OJlaH3aIuH,

* npomusomybepKyie3Hble npenapamyl: N30HNA3NT,

*  npomueosupycHvle npenapamvl: THruouTopsl nporeazsl BUY (Hanpumep, putoHaBHp);

*  NPOMUBOSIAYKOMHbBIE Npenapamol (UHUOUMOPLL KapOOaH2UOpa3bl): alleTa30JIaMu/T;

s 2unomeH3usHvle npenapamol (610KAMOPbL «(MEOIEHHbIX» KATbYUEBbIX KAHAI08): BeparlaMuJ,
TUIITHA3EM;

*  NPOMuUBOs38eHHbIE NPENnaApamvl (UHSUOUMOPLL NPOMOHHOU NOMNbL, OIOKAMOPbL
eucmamunoswvix Hr>-peyenmopos): BOSMOXXHO, TUMETHIIH, OMEIPA30JT,

* Muopenakcanmol: OKCHOYTUHHH, TAHTPOJICH;

* aHmuacpecaHmHuvle npenapamol: TAKIONHUINH;

* Opyeue JeKapcmeeHHvle Npenapamvlu NPoOYKmvl NUMAHUA. TPEUn(pPyTOBBIA  COK,
HUKOTHUHAMH]I (TOJIBKO B BBICOKHX J103aX).

[TockobKy TMOBBIIIEHUE KOHIIEHTpAIMKM KapOaMaseluHa B TUIa3Me KPOBU MOJXKET NPHBECTH K

BO3HUKHOBeHHUIO HP (HampuMep, K TOJI0BOKPYKEHHUIO, COHIIMBOCTH, aTAKCHHU, JUTUIONHH), B 3TUX

CUTyallUsX CIIAyeT KOPPEeKTHPOBAaTh JI03y TMpenapara W/WIU PEryIspHO OMpeIeNsiTh

KOHIOCHTPAIHIO Kap6aMa3ermHa B IJIa3MC KPOBH.

[IpemapaTel, KOTOpBIE MOTYT MOBBICUTH KOHIIGHTpaluio kapbamasemnuna-10,11-smokcuna B
IUIa3Me€ KPOBU: JIOKCAlHMH, KBETHANWH, MPHUMHUIOH, TMporaduja, BaJblpoeBas KHUCIOTA,
BAJHOKTaMHJI, BaJBIIPOMU U OpUBapaIieTaM.

[TockonbKy MOBBINIEHHE KOHIIGHTpaLuu kapoamasenuHa-10,11-3mokcuia B ma3mMe KpOBU MOXKET
MPUBECTH K BOZHUKHOBEHUIO MOOOYHBIX peakuil (HampuMep, K TOJIOBOKPYKEHHUIO, COHITUBOCTH,
aTakCU¥, AWIUIONHU), B ITUX CUTYyalMsX CJeAyeT KOppUTHpOBaTh J03y IMpernapaTa W/Win
PErYJISIPHO OTPEACNIATh KOHIICHTpaIHio kapoamasenuna-10,11-3mokcuaa B mia3me KpoBH.

Ipenapamui, Komopbvie MO2Yym CHUICAINb KOHYECHMPAYUIO Kapéa/was'enuﬂa 6 niasme Kposu.

* npomusodnuienmuueckue  npenapamol:  ¢pendamaT, ME3YKCUMHJI,  OKCKapOa3emuH,

dbenobapouTan, dencykcumua, (GpeHUTOMH (BO HM30SKaHHE WHTOKCHUKAIMU (EHUTOMHOM U
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

ot 24 0712025 N2 1511
BO3HUKHOBEHUS CyOTepameBTHYECKUX KOH[IEHTpALH | KapoaNtseria b péxoNenioBannas

MJIa3MEeHHAs KOHIICHTpanus (PeHUTOUHA JA0KHA ObITh HE Oosee 13 MKr/mut 10 mo0aBiIeHUS K
Tepanuu KapOamaszenwHa) W (HOCHEHWTOWH, TPUMHUIOH, H, XOTSA JaHHBIE YaCTUYHO
MPOTUBOPEUYMBEI, BOZMOYKHO, TAK)KE KIIOHA3ETIaM.

*  NPOMUBOONYXo.esble NPenapamuol: TACIUIATHH WIH JOKCOPYOUIINH;

* npomusomybepKynesHvie npenapamol: puaMIuINH;

*  Oponxoounamupyrowue npenapamol. TOPUIINH, aMUHODUIUIHH;

* npenapamvl 05 le4eHUsl Y2pesoll Colnu (Pemunouosl): N30TPETUHONH;

* Opyeue JleKapCMEEHHble npenapamvl U NPOOYKmbl NUMAHUSA: PACTHTEIBHBIC IPENapaTsl,
coJiepKarire 38epo00i POIBIPSIBICHHBIMN.

[Ipr OTHOBpEMEHHOM MPHUMEHEHHH C BBIIICYKa3aHHBIMH IpErapaTaMi MOXKET MOTPeOOBaTHCS

KOPPEKIHs 1036l KapOama3enuHa.

Bruanue kapbamazenuna na KOHYeHmpayuio 8 niasme npenapamos, NpUMeHsAeMblX 8 Kauecmese

0OHOBPEMEHHOU mepanuu

[Ipu omHOBpEMEHHOM NMPUMEHEHUH C KapOama3elnmrnHOM BO3MOXKHO CHUKCHHE KOHIICHTPAIUH B

1a3Me KPOBH, YMEHBIIICHUE WU JIaXKe TIOJTHOE TIPEKpaIeHHe TEHCTBUS HEKOTOPBIX MPENapaTos,

B CBS3M C YeM CJEAyeT YYUTHIBATH HEOOXOAMMOCTh KOPPEKIMH JI03bI HIDKEYKa3aHHBIX

MPETapaToB B COOTBETCTBUU C KIIMHMUECKUMH PEKOMEHIAIIUSIMU:

* aHanveesupyrwue U HeCmepouoHsvle NPOMUBOBOCNAIUMENbHbIE npenapamyl: OynpeHopduH,
METaJIOH, Tapaneramonl (UIMTEThbHOE TpPUMEHEHHEe KapOama3enuHa U IapameraMmolia
(aeraMuHO(EHA) MOXKET MPUBECTH K PA3BUTHIO TEMATOTOKCHUYECKUX IPPEKTOB), PeHa30H
(aaTHTIUPHH), TPAMaIOJ;

*  aHMUOUOMUKU 2PYNNbL MEeMPAYUKIUHA: TOKCUITUKIINH, pUQaldyThH;

*  aHmMUKOA2ynsAHmMbl: AHTHUKOATYJISTHTHI ISl IEPOPATBHOTO MPUMEHEHUs (HanpumMep, BappapuH,
(eHNPOKYMOH, IUKyMapoJd U aleHOKyMapoJl, pHBapokcabaH, pa0buraTpaH, amnukcalaH,
s10KcabaH);

* ammuodenpeccanmuol: OyIpOIHOH, IIUTAIONPaM, MHAHCEPUH, HEPa30/I0H, CEPTPAIIMH, TPA30I0H,
TPULMKIMYECKUE  aHTHIENPECCaHThl  (MMHIIPAMUH, AaMUTPUNTHINH, HOPTPUITHIIVH,
KJIOMMIIPAMUH);

*  NPOMUBOPEOMHbIE Npenapamyl: apPenUTaHT,;

* npomueodNUIENMuUYecKue — npenapamul:  Kioba3aMm,  KJIOHa3emaM,  JciIuKapOa3enuH,
ATOCYKCUMHUJ, (endbamMar, JIaMOTPHIKHUH, JCIUKapOa3enuH, OKCKapOa3enmuH, NPHUMHUJIOH,
THarabuH, TONMpaMmar, BaJblIpOeBasi KHUCIOTa, 30HU3aMUJ]. Bo wn30ekaHWe WHTOKCHKAIUH
(EeHUTOMHOM ¥ BO3HHUKHOBEHHsI CyOTEpaneBTHUECKMX KOHIEHTpaluid KapOamaszenuHa
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

ot 24.01.2025 N= 1511
PEKOMEHIOBAaHHAs TUIa3MEHHAs KOHIICHTpaIgst (herntTbiiia AbiKHa Obirh biel0onee: 1B MKr/min

110 T0OaBIICHUS K Tepanuu kapbamazenuHa. FimeroTcst cooOtmenus o ToM, 9To Ha (hoHE mpueMa
KapbamaszenrHa KOHLEHTpaluus Me(eHUTONHA B IJ1a3Me KPOBH MOXKET MOBBIIIATHCS (B PEAKUX
ciryqasix).

* npomueocpubkogvle  npenapamvl.  WTPAKOHA30J,  BOPUKOHA30J.  AJbBTEpHATHBHBIC
AQHTUKOHBYJBCAHTHl MOTYT OBITh PEKOMEHOBAHbI MAalMEHTaM, MOJIYYarollMM BOPHUKOHA30I]
WJIM UTPAKOHA30J;

*  aHmuzenrbMUHmMHbIE Npenapamol: MpasuKBaHTEN, aOCH/1a301T;

*  NpOmMUBOONyXxo.esvie Npenapamul: UMaTUHHUO, LUKI0(ochamMu, TanaTtnHUO, TEMCUPOIUMYC;

* aumuncuxomuyecKkue npenapamol (Helponienmuxu): KI03anuH, ralonepuoi, OpoMIepuaon,
OJIaH3AaIMH, KBETUAIIUH, PUCTIEPUJIOH, SUTIPACHI0H, apUITUIPA30J1, TATUIIEPUIOH;

*  npomueosuUpycHvle npenapamol: THruOUTOpHI IpoTeassl BUY (nnannaBup, puToHaBUD,
CaKBMHABHP);

* aHKCuoIUmMuU4ecKue npenapamel: aanpa3oiam, MUIa30J1aM;

*  OpoHxoounamupyrowue npenapamol. TECOPUIIINH,

* KOHmMpayenmueHvlie Npenapamvl. TOPMOHAJIBHBIE KOHTPALENTHBBI (HEOOXOIUM TOAOOp
ATBTEPHATUBHBIX METOJIOB KOHTPALICTIIINH );

* mpenapamul Ol JleueHUs 3a001e8aHUll CePOeUHO-COCYOUCMOU cucmembl: OIOKaTOPHI
«MEJIJICHHBIX) KaJIbLINEBbIX KAHAJIOB FPYIIIbI IUTHAPOTNUPUANHOB ((EIOTUINH); CAMBACTaTHH,
aTOpPBACTaTHH, JIOBACTATHH, [ICPUBACTATHH, NBAOpaIUH;

* cepoeunvie eIUKO3UObL: TUTOKCHUH;

*  2NH0KOKOPMUKOCEPOUObL: IPETHU30JIOH, IEKCAMETa30H;

* mpenapamul OJis leYeHUs IPeKMUIbHOU Ouchyukyuu: Taganapu;

* UMMyHOOenpeccuguvle npenapamuol: TAKIOCTIOPUH, 3BEPOIUMYC, TAKPOJIUMYC, CUPOJIUMYC;

* npenapamol 075 1edeHus 3a001e8aHUL WUMOBUOHOU dcesle3bl: TEBOTUPOKCHH;
* Opyeue JleKapcmeeHHvle npenapamsl U NpoOyKmsl NUMAHUA: TPenaparbl, cojepiKallne
ACTPOTEHbI U/UIIN IPOr€CTEPOH.

KOM6uﬂauuu, Komopbvie Cﬂef)vem NPUHUMANTb 60 BHUMAHUE

[Ipu oHOBpEMEHHOM MPUMEHEHHH KapOama3emnuHa C JIeBEeTHPALeTaMOM B OTAEIBHBIX CIIydasix
OTMEYaJI0Ch YCHJIEHUE TOKCHUECKOTO JeHCTBUS KapOamMa3enuHa.

M3BecTHBI cOOOLICHUST 00 YCHUJIEHHMH TeNaTOTOKCMYHOCTH, BBI3BAaHHOM H30HMA3UIOM, B TeX
Cllydyasix, KOTJa OH MPUMEHSIICS OJJTHOBPEMEHHO ¢ KapOaMa3eInmHOM.

KomOuHupoBaHHOe INpUMEHEHHE KapOamas3enMHa M JIMTUS MM METOKJIONpaMuIa, a TakKxkKe

KapOamaszenuHa U HeMpoJenTHUYECKUX CPEACTB (Tajonepua0ia, THOPHUIa3uHA) MOXKET IPUBECTH K
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ot 24 012025 N= 1511
MOBBILIECHUIO YacTOTHl HEKEIAaTEIbHBIX HeBposiornuedkux [peakiibn T @ lehyuad d1ocicnnein

COOTBETCTBYET 3KCNEPTHOMY OTYETY

KOMOWHAIINH - JaKe TIPU TEPaNeBTHUECKUX KOHIICHTPAIMAX JCHCTBYIONIMX BEIICCTB B IUIa3Me
KpPOBH).

OnHOBpeMEHHOE NMPUMEHEHUE KapOaMaszenuHa ¢ HEKOTOPBIMU JUYPETHUYECKHMMHM IpernapaTamMu
(ruppoxyiopoTHazuaoM,  (GypoceMHIOM)  MOXET  HPUBOAMTH K  TUIOHATPUEMHH,
COIPOBOKAAIOMIECHCS KITMHUUECKUMHE TTPOSIBICHUSMHU.

Kapbama3zenua MOXeT POSIBIIATh aHTATOHU3M JCHCTBUIO HEENOSPU3YIOIINX MHOPEITaKCAHTOB
(Hampumep, maHKypoHusi 6pomun). B ciyyae npuMeHeHHs! Takoil KOMOMHAIIUY JIEKapPCTBEHHBIX
CPEACTB MOXXET BOSHUKHYTh HEOOXOIMMOCTh B TIOBBIIICHUU J103bl YKa3aHHBIX MUOPEJIAKCAHTOB;
CIIEyeT TIIATEIILHO HAOIIOAATh MMAIMEHTOB, TaK KaK BO3MOXHO 0oJiee OBICTPOE, YeM 0XKHUIAIIOCH,
MpeKpalieHue IeHCTBUS MUOPEIAKCAaHTOB.

Coo0manoch 0 BOSHUKHOBEHHH Y JKEHIUH KPOBOTEUEHUI B MEPHOA MEXIYy MEHCTPYallUsIMHU B
Cllydasix, KOrJa OJJHOBPEMEHHO MPUMEHSIINCh TOPMOHANIbHBIE KOHTpaLenTuBbl. [Ipenapar moxer
CHIKaTh A(P(EKT TOPMOHAIBHBIX KOHTPAICTITUBOB BCJIEICTBHE WHAYKIMH MHKPOCOMAITBHBIX
(hepMeHTOB.

KapbOamazenun, Tak e Kak M Jpyrue ICHXOTPOIHBIE TpenapaTbl, MOXXET CHIKATbh
MEPEHOCUMOCTh alIKOroiisi. B cBA3M C OSTUM, NalMEHTY PEKOMEHIYeTCsl OTKa3aTbCs OT
yIOTpeOICHUS aTKOTOJIS.

OpmHOBpEeMEHHOE TPUMEHEHHE KapOaMa3enuHa M MPSIMBbIX aHTUKOAryJITHTOB JUIS IPHEMa BHYTPhb
(HampuMmep, puBapokcabaH, faburaTpaH, anukcadaH, 310KcadaH) MOXKET MPUBECTH K CHIKCHUIO
KOHIIGHTPALMU TEPOPaTbHOTO AaHTHUKOATYJISIHTA MPSMOTO JEHCTBHSL B IUIa3ME KpPOBH, 4TO
MPUBOANT K PUCKY pa3BUTHUs TpomOo3a. Takum oOpa3zom, mpu HEOOXOAUMOCTH OHOBPEMEHHOTO
NPUMEHEHHS YyKa3aHHBIX TPEnapaToB CIEAYET MPOSBIATh HACTOPOKEHHOCTh B OTHOIICHUHU
NPU3HAKOB M CHMIITOMOB TPOMO03a.

Bnusnue na ceponocuueckue UCCe008aHUS

KapbamazenuH MOKET TMpPHBECTH K JIOKHOIOJOXKUTEIBHOMY pPE3YyJbTaTy OIpEIeIeHus
KOHIICHTpaIuu nepdeHa3snHa METOI0M BICOK03((EKTUBHOM KHIKOCTHON XpoMaTorpaduu.
Kap6amazenun u 10,11-3mokcua kapbamazenuHa MOTYT MPUBECTH K JIOKHOIIOJIOKUTEILHOMY
pe3yiibTaty ONpCACIICHHUA KOHLCHTpAIlUU TPULOUKINYCCKOrO AaHTUACIIPECCAHTA MCTOAOM
MOJISIPU3ALUOHHOTO (DITYOPECIIEHTHOTO UMMYHOAHAIIN3A.

Oco0ble ykazaHus

[Ipenapat cneayeT NpUHUMATH TOJBKO MOJ] BpayeOHBIM KOHTPOJIEM.

Iayuenmsi co cmewanHblMu opmamu dINUIENMUYECKUX NPUCIYNOS, BKII0UAIOWUMU AOCAHC U
MUOKTOHUYECKUE NPUCHLYNbL
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ot 24012025 N= 1511
[IpemapaT 006brgHO HedddeKkTUBEH MpHU abcaHcadx (petit (Fiql). i MAOKIOHITICekIX TpHCTYiax. YV

COOTBETCTBYET 3KCNEPTHOMY OTYETY

MAalUMEeHTOB CO CMEMIAHHBIMU (OpMaMU SHWIENTUYECKUX TMPUCTYNOB Ipernapar JOJKEeH
MPUMEHSITHCSI C OCTOPOKHOCTBIO M TOJBKO TIPU YCIOBUM OOECIIEUEHHUS PETyJISPHOTO
MEAUIMHCKOTr0 HaOMofeHus (M3-3a BO3MOXKHOTO YCHIIEHUS MPUCTYIOB). B ciydae ycunenus
npucTynos npenapat Ounnencun® cieayer OTMEHUTS.

CHuotcenue uucna mpomooyumos u 1eukoyumos

Bo Bpems mpuMmeHeHHs KapOamaszemnuHa ¢ pa3ITUYHON YacTOTON OTMEYaeTcs MPEXOJsIIee WK
CTOWKOE CHUKCHHE YMCJIa TPOMOOIIMTOB UM JICUKOIUTOB. OJTHAKO B OOJILITMHCTBE CITy4aeB 3TH
SIBIIGHUSI TIPEXOIALIN U OOBIYHO HE SIBJSIOTCS MPEABECTHUKAMHU Hayalla arulaCTUYeCKOd aHEMHUH
nuny arpanysionurosa. Ilepen Hadanom jedeHus, a TakKe NEPUOJUYECKH B ITPOLIECCE JIEUECHMS
ClieqyeT TMPOBOAUTH KIMHHYECKUW aHAU3 KPOBH, BKIIOYAs MOJACYET YHCIa TPOMOOIMTOB H,
BO3MOXHO, PETUKYJIOLMTOB, & TAKXKE ONPEACIIATh COAECPKAHUE KETIE3a B CHIBOPOTKE KPOBHU.
HeoOxoaumo noBectu 10 cBeACHUS NAIIMEHTOB MH(POPMALIHIO O PAHHUX MPU3HAKAX TOKCUYHOCTH,
CBOMCTBEHHBIX BEPOATHBIM I'€MaTOJIOTMYECKUM HapYLIECHUSAM, & TAK)KE O CUMIITOMAaX CO CTOPOHBI
KOXH U TiedeHu. [lanrenta nHPOPMUPYIOT 0 HEOOXOUMOCTH HEMEIJICHHO O0OPAaTUTHCS K Bpady B
Clly4ae MOSIBICHHSI TAKUX HEKeNaTeNIbHBIX PEaKIUi, KaK JIMXOpaaKa, 00JIb B TOPJIE, ChIIb, S3BBI B
MOJIOCTH pTa, OECIPUUNHHOE BOSHUKHOBEHHE KPOBOM3IUSHUIM, reMopparuii B BUJie NeTeXUl Win
IIypIypHI.

[Ipn yMeHBbIICHHH KOJMYECTBA JICWKOLMUTOB WM TPOMOOLUMTOB (MM TEHIACHIMH K WX
YMEHBIIICHHUIO), Ha (JOHE Tepanuu MmpenapaTrom clieyeT BHUMATEILHO HAOIIOAATh 32 COCTOSTHUEM
MAlMEHTA U KOHTPOJIUPOBATh NOKA3aTENIA PA3BEPHYTOr0 KIMHUYECKOTO aHAIN3a KPOBH.

Eciu BBISIBIEHBI MPU3HAKY 3HAYUTEIBHOTO YTHETEHHSI KOCTHOTO MO3ra, mpenapar dunnencun®
JIOJDKEH OBITH OTMEHEH.

Jlepmamonozuueckue peaxyuu

[Ipn npuMeHeHnH npenapara OYeHb PEIKO OTMEYAINCh TSKEIbIE 1EPMATOJIOTUYECKUE PEAKIUH,
BKiItoYas cuHjapoMm CrtuBeHca-/[>KOHCOHA M TOKCUYECKHI 3MUAEpMalIbHBIA HEKPOJIU3 (CHHAPOM
Jlatienna).

® cletyeT HeMeUIeHHO OTMEHMTh U IPOM3BECTH HOA00p albTepHATUBHOM

[Ipenapar ®unnencuy
Tepanuyd B TOM Clly4ae, €CJIM OTMEYAalTCA MPU3HAKA W CHUMIITOMBI, IPEAIOJIOKUTEIBHO
CBUJIETEIILCTBYIOIIME O PA3BUTUH TSKENBIX AEPMATOJOTHYECKUX PEAKIIUI - HAIpUMEp, CUHApOMaA
Crusenca-J[>xoncoHa wiu cuHapoma Jlaiiemna. Ilpu pasButum Tskenslx (B psle cilydacs
YTPOKAIOLIUX JKU3HH ) KOXKHBIX PEaKuil, HAllMeHT TOJKEH OBITh TOCIIUTATU3UPOBAH B CTALIMOHAP.
B GompmmncTBe ciydaeB cuHapoMm CrtuBeHca-/[pkoHcoHa m cuHapom Jlaiiemna pa3BuBaiINCh B

nepBbIe MECAIBl TepaNuu mpenaparoM. JlaHHbIe peakIMy pa3BUBAIKMCH NPHOIM3UTEIHHO B 1-6
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
o1 24.01.2025 K= 1511
ciyyasix Ha 10000 BnepBble npuHuMaromux npenapdd_BlE¢ipanax £¢1bpeaMyaeCciBeHHO

€BPOINEONIHBIM HACEIICHUEM.

JlaHHBIE PETPOCIEKTUBHOIO aHAIM3a y IMAIMEHTOB SAMNOHCKOW HAaIHMOHAJIBHOCTH M KUTENEH
CeBepHoil EBponbsl NpOAEMOHCTPUPOBAIM CBSA3b MEXKAY TSKEIBIMU IHOPAKEHUSIMH KOXH
(cunapom CrueHca-/>koHCOHA, cunapom  Jlaiienna, DRESS-cunnpowm, OCTPBII
reHEepaIM30BaHHbIA HK3aHTEMATO3HBIA IMYCTyJe3 U MNSATHUCTO-Y3€JIKOBAs ChIb) Y HOCHUTENEH
amtenss HLA-A*3101 dyenoBeueckoro neiikonutapHoro antureHa (HLA) m npumeHeHunem
KapOama3zenuHa.

Yacrora amutenss HLA-A*3101 MokeT OTIU4YaThCs y pa3iIMyHbIX STHUYECKUX TPYII: 0KOJIO 2-5%
y Hacenenusi EBponbl, okono 10% - y amoHneB. YacTora BCTpe4aeMOCTH aHHOIO AJUIENs Y
OonpIIMHCTBA HaceneHus: ABctpanuu, Aszun, Appuku u CeBepHOlr AMEPUKH COCTABISIET MEHEE
5%, ¢ HEKOTOPbIMM HUCKIIOUEHHsIMH B pamkax 5-12%. Yacrora Oonee 15% ycraHoBieHa y
HEKOTOpBIX 3THHYeCcKuX rpyni FOxxHoit AMepuku (ApreHTuHa u bpa3unust), KOpEHHBIX KUTeNel
CeBepnoii Amepuku (memena HaBaxo m Cuy, B Mekcuke - Conopa Cepu), FOxnoit Uuaumn
(Tamun Hany), u 10-15% - cpenu Apyrux KOPEHHBIX KUTEJEH TaHHBIX PETHOHOB.

[Tpu npumeHeHnn kapOamaszenuHa y BO3MOXKHBIX Hocutened ayutenss HLA-A*3101 (manpumep,
MAIMEHTOB  SIMOHCKOM HALIMOHAJIBHOCTH, €BPONEOUAOB, KOPEHHBIX JKUTENIEeH AMEpHKH,
JaTUHOAMEpHUKaHIEB, Hapojgam tora HWuHauum u  apaboB) peKOMEHIYeTcs MPOBOJIUTH
T€HOTHIMPOBAHKUE 0 JaHHOMY ajuiento. [IpuMeHsTs mpemnapar y HOCHUTENEH AAHHOTO alIest
CJIEyET TOJBKO B TOM CIIydae, ECJIM M10JIb3a OT TEPANUH MIPEBBIILIAET BO3MOKHBIN PUCK.
[Tanmentam, yXe  MOJNydYalOUMM  KapOamasenuH, He  PEKOMEHIYETCsl  IpOBeleHHE
TE€HOTUITUPOBAHUS 110 JAHHOMY aJlJIeNI0, TOCKOJIbKY TSXKellble KOKHbIE PEakuu B OOJIbIINHCTBE
ClIy4aeB OTMEUAIIUCh B MEPBbIE MECSIIbI MPUMEHEHUS Mpenaparta (BHE 3aBUCUMOCTH OT HaJUYUs
HLA-A*3101).

[To 7aHHBIM PETPOCTIEKTUBHOTO aHAJIN3a IPUMEHEHUS KapOaMa3enrHa y MalueHTOB KUTaCKON 1
TalCKOM HAIMOHAJILHOCTEH HMEETCA KOppeJslus MEXAYy 4YacTOTOM pa3BUTHSA CUHIPOMA
CruBenca-/[>xoHcoHa u cuHapoMa Jlalienna um HaauuueM B reHoMe mnamuveHta amwienss HLA-
B*1502 . YacToTa BCTpe4aeMOCTH JAaHHOTO aJUIeNsl Yy MAIMEHTOB KUTAHCKON HAIIMOHATBLHOCTH
cocraBiseT 2-12%, y Taiickoii - okoio 8%.

[Ipu mpumeHeHnn kapOamaszenuHa y TMAIMEHTOB B cTpaHax Asmarckoro peruoHa (TaiiBaHb,
Manaiizusi, OUIUNNuHE), TJe OTMEYaeTcs BBICOKOE pacrpocTpaHenue amiens HLA-B*1502,
ObUIO BBISABIICHO IMOBBIIICHWE YAacTOTHI Pa3BUTHUA (IPAJallid OT «OUEHb PEIKO» 0 «PEIKO»)
cuaapoma CtuBeHca-/[)xoncona. Yacrora pacnpocrpanenus amienst HLA-B*1502 cocraBnser:
Ha OWIMNNUHAX U CPEeIu HEKOTOPBIX Tpymi HaceneHuss Manaiizuu - 6onee 15%. Yacrora
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COOTBETCTEBYET ZKCNEPTHOMY OTYETY
ot 24012025 N= 1511
pacnpoctpanenus awienas HLA-B*1502 B Kope¢ u Mu il CocTaB e 2% (% CooTre TCiBEHHO.

PacnpoctpaneHHOCTh JaHHOrO aielsds y JUI  €BPONEOMIHOM, HETPOMIOHOM pac, Y
JATUHOAMEPUKAHIIEB, MH]ICUIIEB U SITIOHIIEB HE3HauuTenbHa (<1%).

YacToTbl JaHHBIX ajulelield MPEACTaBISAIOT MPOLEHT XPOMOCOM B OMPEACIICHHBIX MOMYJISALUIX
HACEJIEHUs, KOTOPbIE HECYT ajlleNlb. JTO O3HAYAET, YTO MPOLEHT MAllMEHTOB, HECYLIUX KOIIHIO
aJUleny, 10 KpalHed Mepe, B OJHOM M3 JABYX XPOMOCOM, IIOYTH B JIBa pas3a BBIIIE YaCTOTHI
BCTpEYaeMOCTH ajuiensa. TakuM o0pa3oM, MPOLEHT MAIlMeHTOB, KOTOPhIE MOTYT OKa3aThCs MO
Yrpo30i, MOYTH B JBa pa3a yallle YaCTOThI ajlIeJei.

[Ipy mnpumeHneHun KapOamazenuHa Yy BO3MOXHBIX HocuTened amnenst HLA-B*1502
PEKOMEHYETCSI IPOBOAUTH N€HOTUIIMPOBAHUE 0 JaHHOMY aiento. IIpuMeHsaTs mpemapar y
HOCHTEJIEN JaHHOTO aJlIels CIeAyeT TOJAbKO B TOM CIIy4ae, €CIM M0JIb3a OT TEpaIluy MIPEBBILIAET
BO3MOXHBIM pHUCK. He pexomeHayercss NpoBeleHHWE TIE€HOTUIUPOBAHMS Y MpeACTaBUTENEH
HallMOHAJIBHOCTEM, B MOIMYJISIIUM KOTOPBIX YACTOTA BCTPEYAEMOCTH YKA3aHHOIO aJUIelsl HU3KA.
[lanmenTam, yke modydYarollMM  KapOama3enmuH, HE  PEKOMEHIyeTcs  IPOBEICHHE
TE€HOTUITUPOBAHUS 110 JAHHOMY aJlIeNI0, TOCKOJIBKY TSXkKelble KOKHbIE PEakuu B OOJIbIINHCTBE
ClIy4aeB OTMEUAJIUCh B MEPBbIE MECSIIbI IPUMEHEHUS Mpenaparta (BHE 3aBUCUMOCTU OT HaJU4US
HLA-B*1502).

[Toka3aHo, YTO BBISBICHHE MalUMeHTOB ¢ Hamuuuem amiens HLA-B*1502 u orcyrcTBue
NpUMEHEeHHs] KapOama3enuHa Yy TakuX TAalMeHTOB CHIDKAeT cilydau KapOama3enuH-
WHAYUHPOBaHHBIX cuHApoMa CtuBeHca-/[xoHcoHa uiu cuaapoma Jlaiemnna.

Opnnako pe3ynbTaThl TEHOTUIMPOBAHUS HE JIOJKHBI BIUSATH HA CTENEHb KOHTPOJS COCTOSHHS
MalKueHTa ¥ HACTOPOKEHHOCTh Bpaua B OTHOIIEHHUM TSDKENBIX KOXKHBIX peakuuil. Pa3zButue
TSKEJIBIX OPAXKEHU I KOXKH BO3MOKHO Y ITAIMEHTOB OTPULATENBHBIX 10 JAaHHBIM ajutensaM. Takxe
BO MHOTHX CJIydYasX Yy NaIMEeHTOB, MOJOXKUTEIbHBIX mo amwiensm HLA-B*1502 wim HLA-
A*3101, nmpu npuMeHeHHMH KapOamas3elnuHa HE OTMEYAJIOCh PAa3BUTUS TSDKENBIX KOXKHBIX
CHUH/IPOMOB.

Bnusnue npyrux (axkTopoB, TakuX Kak 1032 MPOTHUBOCYIOPOKHBIX JIEKAPCTBEHHBIX CPEICTB,
KOMILUIA€HTHOCTb NAIMEHTOB, OJTHOBPEMEHHAs Tepanus ApyruMu IpenapaTaMy, COyTCTBYIOIINE
3a00JIeBaHUs WM YPOBEHb KOHTPOJS JIEPMATOJIOTMUECKUX PEAKIUi, Ha YacTOTY Pa3BUTHS U
pPacpoCTPaHEHHOCTD TSKEIIBIX KOXKHBIX pEaKLUii HE yCTaHOBJIEHO.

CnaboBblpaXeHHBIE KOKHbIE pEaKIU{, HampuMep, HW30JIMpOBaHHAs MakyJe3Has WId
MakyJjomnamnyJjie3Has OJK3aHTeMa, B OOJIBIIMHCTBE CIy4yaeB SBISIOTCS TPAaH3UTOPHBIMH H
HETSKEITBIMH, OOBIYHO MPOXOJAT B TCUCHUE HECKOJBKUX JTHEH WM HENeNb MPU MPOIOJDKECHUH
JIeUEHHsI WJTU TIOCJIe CHM)KEHUS J03bI IpenapaTa. TeM He MeHee, MOCKONbKY auddepennnanbaas
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ot 24.01.2025 K= 1511
JIMAarHOCTHKA  MEKAY  PaHHUMH  NPOSBI¢HHUAMU | [Tk HEn) B AxoenbiX O Cpeakini) u

COOTBETCTBYET 3KCNEPTHOMY OTYETY

CJIa00BBIPA)KEHHBIMU IPEXOASIIUMHI KOKHBIMU BBICBIIAHUSMH MOXET OBITh 3aTpyAHEHA, MpH
Pa3sBUTHH JIOOBIX KOKHBIX PEAKIMH MAllMEHT JOJDKEH HAXOOUThCs MOJ HaOJIIOJeHHEM Bpada (C
LIEIbI0 CBOEBPEMEHHOI'O NPEKPAILEHUs] TEPAMK IPErapaToM B Cllydyae yXYALIEHUS COCTOSHMUS
MaIMueHTa).

Cy1iecTByeT B3aUMOCBSI3b MKy HaimurueM B reHome ayenst HLA-A*3101 u pa3Butrem MmeHee
TSKEIBIX KOKHBIX peakIui (TakKuX Kak CHHJPOM I'MIIEPUyBCTBUTEIBHOCTH K AaHTUKOHBYJIbCAHTaM
WIN HEeTsDKeIasi MakyJIonayie3Has sk3anrema), 1yt aiens HLA-B*1502 takast B3auMOCBSI3b He
YCTaHOBJICHA.

Peaxyuu eunepuyscmeumenvnocmu

ITpn npumeHeHnn kapOamaszenuHa COOOLIAIOCH O PEAKIMSIX TMIIEPUyBCTBUTENBHOCTH | Tuma
(HEMENJIeHHOTO THIA), BKJIOYAas ChIllb, 3YJ, KpPalUBHUILY, AHTMOHEBPOTHYECKUH OTEK H
coobuienus 06 aHadunmakcuu. Eciam y manmeHTa pa3BUBAIOTCS 3TH PEAKLIMU IOCIE JICUCHHS
npenaparoM ®unnencun®, IpueM npenapara HeoOX0JUMO MPEKPATHTD M HAYATh ATbTEPHATUBHOE
JIEYEHUeE.

[Ipu pa3BUTHM THIIEPUYBCTBUTEIBHOCTH K KapOama3enuHy y MaldeHTOB MOTYT HaOI0IaThCs
paznuuHble peakuuu, Bkitodas DRESS-cuHapom, oTcpodyeHHBIE NOJMOpPraHHBIE MPOSBICHUS
TUIIEPUYYBCTBUTENBHOCTH C Pa3BUTHEM JIMXOPAJKHU, KOXKHOH CBINK, BACKYJINTA, TUM(aICHONATHH,
IICEBIOJMM(OMBI, apTPAITHH, JEHKONEHUH, 303MHOQWINY, T€NaTOCINIEHOMETaIuy, N3MEHEHUH
nokasaresei (pyHKIUH MeYeHN U CHHIPOM JECTPYKLUH KETUHBIX IPOTOKOB C YMEHBIICHHEM UX
Yrcia, KOTOpble MOTYT BO3HHMKHYTh B JIIOOBIX KOMOMHauusX. Takke BO3MOXKHO IMOpaKeHUE
JpyTUX BHYTPEHHUX OPraHOB (B T. Y. JIETKUX, MOYEK, MOJPKETYAOYHOM »ele3bl, MHOKapna,
TOJICTOW KHIIIKH).

B cilyyae pa3BUTHS NPOSBJICHUIT M CHMITOMOB THIIEPYYBCTBUTEILHOCTH TIpenapar OUHIETCHH "
ClIEyeT HEMEIJIEHHO OTMEHUTb.

[TaneHTOB C U3BECTHOM TMNEPUYYBCTBUTENBFHOCTBIO K KapOaMa3enuHy cieayeTr HHQOpMUpoBaTh
0 BO3MOXXHOCTH B 25-30% ciyyaeB pa3BUTHs PEAKIMIl MOBBIIIEHHOW 4yBCTBUTEIBHOCTH HaA
OKCKapOa3enuH.

B03M0KHO pa3BUTHE NEPEKPECTHBIX PEAKIIMNA TUIIEPUYyBCTBUTEIBHOCTH MEXIYy KapOamMa3enuHOM
U apoOMaTUYeCKHMMH TPOTUBOSIMICITHUCCKUMHI TpenapaTamu (Hampumep, (EHUTOHMHOM,
MUPUMHUIOHOM U (peHoOapOuTaIom).

T'unonampuemus

Pa3BuTue runoHaTpueMHUH acCOIMMPOBAHO C IIPUMEHEHUEM KapOaMasenuHa. Y MalueHToB C yKe
CYLIECTBYIOIIMMHU TOPAXEHUSMHM IIOYEK, CBA3AaHHBIMHU C HU3KUM COAEpPKAHMEM HAaTpuUs B
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COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 24.01.2025 N= 1511
CBIBOPOTKE KPOBHU HJIM Y MAI[MCHTOB, MOIYyYarolnX oqHOBPEMEH ekapdibetitibid BpeiapaTsl,

CHIDKAIOILIME COJiep)KaHWe HaTpusd (Hampumep, [WYyPEeTUKH, JIeKapCTBEHHbIE Ipenaparsl,
BIIUSIIOLIUE HA CEKPELHIO aHTHAWYPETUYECKOTr0 TOPMOHA), CIEAYET ONPEAENsATh CHIBOPOTOYHOE
cojiepKaHue HATpuUs 10 Hayayna Tepanuu kapOamaszenuHoM. [locne 3Toro conepkaHue HaTpHS
CIIEyeT ONPEAETATh IPUMEPHO Yepe3 JIBE HEMIENH, a 3aTEM €KEMECSIYHO B TEUYCHHE NIEPBBIX TPeX
MecCsIEeB Tepaluu, UM B COOTBETCTBUU C KIMHUYECKON HE0OXoauMocThio. /laHHBIE (haKTOpbI
pUCKa OCOOEHHO YacTO BCTPEYAIOTCS Yy MOXKWIBIX ManueHToB. [Ipu HalIW4YMM rumoHaTpUeMHH,
OTpaHUYEHUE TOTPEOJICHHS JKUIKOCTH SIBIISCTCS BaXXHBIM JUIS OMPENEICHUS COCTOSHUS TPH
HATMYUY KITMHUYECKHUX MTOKA3aHHH.

Tunomupeos

KapbamazennH MoKeT CHM)KaTh KOHLIEHTPAallMd TOPMOHOB HIMTOBHJIHOM KeNe3bl B CHIBOPOTKE
KpPOBH MyTeM UHAYKIUU (PEPMEHTOB, UTO TPEOYET YBETUUCHHUS TO3BI IIPETAPATOB, IPUMEHIEMBIX
IUIS 3aMECTUTENIbHOM Tepalnuy, Y MalueHTOB ¢ TUIOTUPEO30M. Y JIaHHOM KaTeropuu MalueHTOB
HEoOX0aUM KOHTpOJIb (YHKIUU IIUTOBUAHOM 3Keie3bl uisi moadopa J03bl IIpernapaToB
3aMECTUTENILHOW TEepaIuu.

Hapywenusa ¢ynxkyuu nevenu

Iepen npumeHenueM npenapata dunnencun® u B mpolecce Je4eHUs HEOOXOAUMO TPOBOIUTH
UcclieIoBaHNe (YHKIHMU TMEYEeHH, OCOOEHHO Y MAalMEHTOB C AaHAMHECTUYECKHMMH JaHHBIMHU O
3a00JIeBaHUAX TEUEHH, a TAKXKE Y MOKUJIBIX MAallMeHTOB. B cinyuae ycyryOneHus y:xe MMeBIINXCS
HapylIeHU (YHKIMH TEYSHW WA MPH Pa3BUTHH aKTUBHOTO 3a00JeBaHUS TEYCHU IpermapaT
dunnencun® cregyer HeMeNIEHHO OTMEHUTb.

Hapywenus ¢pynkyuu novex

[lepen HavaaoM JeueHuUs MpernapaToM U MEPUOIUYECKH B MPOIECCEe TEparuu PEKOMEHIYeTCs
MIPOBEJICHUE OOIIEro aHaIM3a MOYH U OMpe/iesieHne KOHIIEHTPAlUd MOYEBUHBI B KPOBH.
M-xonunobroxupyrowas akmugHocms

[Ipenapar o6Omamaer cmaboli  M-XONMHMHOOJOKUPYIOMIEH aKTUBHOCTBIO, TIO3TOMY CIIETYET

TIIATCIbHO Ha6J'IIOI[aTI) NnanmyeHTa ¢ MOBBINICHHBIM BHYTPUIIIA3HbIM JaBJICHHUEM, mnepnnazneﬁ

MPEACTATENIbHON JKeJle3bl M 3aJ€PKKOM MOYM IPU OJAHOBPEMEHHOM NPUMEHEHUN YKa3aHHBIX
Ipenaparos.

Icuxuueckue napywenus

[Tockonbky Ha (oHE MPUMEHEHUs IpenapaTa BO3MOXKHO O00OCTPEHHE JAaTEHTHBIX MCUXUYECKUX
paccTpoiCcTB, cienyeT 00eceunTh HaOII0JCHUE MOKIIIBIX MTALIMEHTOB C LIETbIO BBISABICHHS TaKOU
CUMITOMAaTUKU KaK CIIyTAHHOCTh CO3HAHMSI U ICUXOMOTOPHOE BO30YXKACHHUE.

CyuyudanvHoe nosedeHue uiu Hamepenus
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COOTBETCTEBYET ZKCNEPTHOMY OTYETY
ot 24.01.2025 N= 1511
VY manueHToB, MOJTYYaBIINX MPOTUBOCYAOPOKHBIC Tperidpathl g psiAy: Tiokdsakii, orMedaicy

Cllyyal  CYHMIMJAIBHOTO  TOBEICHUS  WJIM  HaMepeHuH. Pe3ynpraTtel  MeTaaHanm3a
PaHIIOMHU3HPOBAHHBIX  IUIANE00-KOHTPOIMPYEMBIX — HMCCIEOBAaHUN  TOKa3alu  HeOOJbIIoe
MOBBIIICHUC PpHCKAa Pa3sBUTUA CYUIHUIAJIBHOIO TIOBCACHUA Yy IMALIMCHTOB, MOJYYaBIIUX
MIPOTUBOCYIOPOKHBIE ITpenapaTbl. MeXaHu3M YCHIICHHUS! CYMIUIAIBHOTIO MOBEICHUS Y JaHHOU
KaTeropuy TalMeHTOB HE YCTaHOBJEH. [10aTOMy HEOOXOOMMO TIIATeNbHOE HAOIIOACHUE 3a
CHMIITOMaMH  CYHMIMJAIBFHOTO TIOBEJACHUS W HAMEPEHHH ¥ TPUHATHE pEHICHUS O
COOTBETCTBYIOIIEM JeueHud. [lanmeHTam (M yXaXHBAIOMIMM 332 HUMH JIUI[aM) HEOOXOIMMO
HACTOATCIIbBHO PCKOMCHIAOBATH O6paTI/ITBC}I 3a INOMOIIBIO K Bpady B ClIydaC BO3HUKHOBCHUA
CHMITTOMOB CYUIIMIaJTBHOTO ITOBEICHUS HITH HAMEPEHUH.

DHOOKpuUHONIO2UYECKUE HAPYUEHUS.

B cBs3u ¢ unaykiuenr pepMeHTOB KapOaMa3enuH MOXET OCJIa0JsATh TepaneBTUUECKH ekt
MepOpabHBIX KOHTPAILICTITUBOB, COJEPIKAIIUX ICTPOTEHBI W/MIU TporectepoH. llamumenTkam c
COXPAaHCHHBIM PENpPOAYKTUBHBIM MMOTEHIIMAJIOM CJEAYeT pPEKOMEHIOBATh HCIIOJIb30BaTh
bTEpPHATHBHBIE METOJBI KOHTpAICNIIMA BO BpeMs Tepamuu mpernapatoMm. CooOmiamock o
BO3HUKHOBCHHUHN KPOBAHUCTLIX BBI,Z[GJ'IGHI/Iﬁ U3 BJIarajidiia B Mepruoa MCKAY MCHCTpyallusIMU IpU
OOTHOBPEMCHHOM MPUMCHCHHU IIpCriapaTa ¢ TOPMOHAJIbHBIMH KOHTpALCIITUBAMHA (KpOBOTG‘-IeHI/Ie
«TIPOPHIBAY).

Bepemennocms u nayuenmxu ¢ coxpaneHnvim penpooyKmueHvlM NOMeEHYUALOM

[IpumeneHnue mpenapara Bo Bpemsi 06pEMEHHOCTH MOXKET OBITh CBSI3aHO C PUCKOM IS TIJ10/1a (CM.
paznen «lIpumenenue npu bepemeHHOCmU U 8 NEPUOO epYyOHO20 6cKapmausanusny). [lpumenenne
npernapara npu OSpEeMEHHOCTH BO3MOXKHO TOJIBKO B TOM cCiyd4ae, €CIIM OKuAaeMas MoJib3a
OIIpaBIbIBACT TIOTCHIIMAIBHBIC PHCKH.

BepeMeHHBIX MNalUCHTOK W TMAalUCHTOK C€ COXpPAaHCHHBIM PCHPOAYKTHBHBIM TTOTCHIIHAJIOM
HGOGXOI[I/IMO B IIOJITHOH MEpC I/IH(bOpMI/IpOBaTB O pUCKax Ijid mjioaa, CBA3aHHbIX C MIOTCHIIMAJIbHBIM
TepaToreHHbIM 3 dexTom kapbamazenuHa (cM. paszaen «lIpumeneHue npu OepemeHHOCMU U 8

nepuoo epyoHo20 CKAPMAUBAHUS).

[TarmeHTKaM ¢ COXpaHEHHBIM PENPOAYKTUBHBIM ITOTEHIIMAJIOM CJIEYET UCIOIb30BaTh HaIC)KHbBIE
METO/]Ibl KOHTpPALIETIIIUY BO BpeMs Tepanuu 1 B T€UEHHE 2 HEJEINb MOCIe MprueMa MocieIHel 1035l
npernapata (cM. mozapasnen «OHOOKpuHoOlo2udecKue Hapyuienus», a TakxkKe pas3zielibl
«B3aumooelicmeue ¢ Opyeumu J1eKapcmeeHHviMu cpeocmeamuy W «llpumenenue npu
bepemenHOCMU U 8 NEPUOO 2PYOHO20 BCKAPMIUBAHUN).

Onpedenenue KonyeHmpayuu Kapoamasenuta 6 niame Kposu

XOTs1 B3aMMOCBSI3b MEX]y 10301 Tpenapara, KOHIIEHTpalMeld kapbamaszenrHa B Tuia3Me KPOBH,
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ot 24 012025 N2 1511
€ro KIMHUYEeCKONW A(D(PEKTHBHOCTHIO WM TMEPCHOCUMOCHBIO! BedrMal Ae3nhkiTenbad) JTcM He

COOTBETCTBYET 3KCNEPTHOMY OTYETY

MeHee, peryJsipHOe olnpeesieHue KOHIIEHTpauu KapOaMaszenuHa MOXKeT OBbITh 11eJ1eCO00pa3HbIM
B CIEOYIOMIMX CHUTyalUsX: MPH PE3KOM TMOBBIIIEHUH YacTOThl HMPUCTYIOB, AJS TOrO, YTOOBI
MIPOBEPUTH, IPUHUMACT JIH MAIUEHT MpenapaT I0JDKHBIM 00pa3oM; BO BpeMsi OEpEeMEHHOCTH; PH
JICYCHUU JIETEH WM TIOJPOCTKOB; MPH MOIO3PCHUN HA HAPYIIICHUS BCACHIBAHUS KapOama3enuHa;
IpU TMOJO3PEHUU Ha DPAa3BUTHE TOKCHUYECKHUX pEaKIM B cllyyae, €clid MalueHT NpPUHUMAEeT
HECKOJIbKO JIEKAPCTBEHHBIX CPEJICTB.

Iaoenus

Tepanust mpemnaparoM CONPOBOXKIATACh AaTaKCHEH, TOJIOBOKPYKEHUEM, COMHOJICHIIUEH,
TUINOTEH3UEeH, CIyTAHHOCTBHIO CO3HaHWs, cefamnmei (cM. pasnen «llobounoe Oeticmauey), 4TO
MOJKET MIPUBOJIUTH K TAJICHUSM U, KaK CJIEICTBUE, IEPETIOMaM WK JPYTHM TpaBMaM. Y MAIueHTOB
C CONYTCTBYIOUIUMH 3a00JI€BaHUSIMH, COCTOSHUSIMHU, WM TOJY4YalOUIMX OJHOBPEMEHHYIO
MEIMKAaMEHTO3HYI0 Tepamnuio IMpernapaTaMHu, KOTOpble MOTYT YCYIyOJsTh BhIlIEyKa3aHHBIE
3G (deKThl, claenyeT peryispHO OIEHMBATh PHUCK MaJeHus Ha (OHE JIUTENbHON Tepamnuu
MpermapaToM.

Bausinme Ha CcHOCOOHOCTH YNPABASATHL TPAHCHOPTHBIMU CpPeACTBAMH, MeXaHHU3MAMHU
Croco6GHOCTh alleHTa, MPHHUMAOIIEro npenapat Ounnencun®, kK ObICTPOi peakun, 0COOEHHO
B HayaJie Teparuy WK B EPHOJ 0A00pa J103bl, MOXKET OBITh HAapyIIeHA BCIEACTBHE KaK CaMoOro
3aboneBaHus (HalpuMep, CYA0POr), TaK U BCIEICTBAE BOSHUKHOBEHUS HEXKEIIATEIbHBIX PEAKITHii,
TaKMX KaK TOJIOBOKPYKEHHE, COHJIMBOCTb, aTaKCHf, AWIUIONMS, HapylIeHHE aKKOMOJAIUU U
Hapymienne 3peHus. [lanmeHTty ciemyer coOmOgaTh OCTOPOXKHOCTH TIPH  YIPaBICHUH
TPAHCIIOPTHBIMU CPEACTBAMH U MEXaHU3MaMH.

dopMa BBINIYCKA

Tabnetku 200 mr.

ITo 10 Tabnerok B 6uctep u3 [IBX/TIB/IX/naMuarpoBaHHON aTFOMUHUEBOM (POJIBIH WIIH B
omuctep u3 [IBX/TIB/IX/amtomunnesoii ¢onbru. 1o 3, 4 umm 5 G1ucTepoB ¢ HHCTPYKIMEH 1O
MPUMEHEHHUIO B KAPTOHHYIO MAYKy C KOHTPOJIEM MEPBOTO BCKPBITHSL.

YcaoBusi XxpaHeHust

XpaHuTh Npu TemnepaTtype He Boime 25 °C.

XpaHuUTh B HEIOCTYITHOM IS €Tl MecTe.

Cpok rogHoctu

3 roga. He mpuMeHsTh MO UCTEUEHUHU CPOKA TOAHOCTH.

YcaoBus oTnycka

OTmycKaroT 1o perenTy.
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COOTBETCTEBYET ZKCNEPTHOMY OTYETY
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HanmeHoBaHue AepiKaTens (B1ageabpa) peruCTpaliioHudre]| HH (yaocToBepeHns

JIEKapCTBEHHOI'0 Npenapara
Tepa ®@apmanestuueckue [Ipennpusarus JIta., U3panns
IIpousBoauTesn

Tesa Oneperimnc [lomana Cr. 3 0.0.,

yi. Moruibcka 80, 31-546 Kpakos, [Tonbiia

Opranunsanus, NPUHEMAOLIAS NPeTeH3MU NoTpeduTe e
00O «TeBay, 115054, Mocksa, yi. Banosas, 35

ten.: +7 (495) 644 22 34, dakc: +7 (495) 644 22 35

AJlpec B HIHTEpHETE: wWww.teva.ru

28


http://www.teva.ru/

	Состав
	Описание
	Фармакологические свойства
	Механизм действия
	Фармакодинамика
	При применении в монотерапии у пациентов с эпилепсией (в особенности у детей и подростков) было отмечено психотропное действие препарата, включавшее положительное влияние на симптомы тревоги и депрессии, а также снижение раздражительности и агрессивно...
	Фармакокинетика

	Показания к применению
	Противопоказания
	С осторожностью
	Применение при беременности и в период грудного вскармливания
	Способ применения и дозы
	Побочное действие
	Передозировка
	Взаимодействие с другими лекарственными средствами
	Особые указания
	Препарат следует принимать только под врачебным контролем.

	Форма выпуска
	Условия отпуска
	Наименование держателя (владельца) регистрационного удостоверения лекарственного препарата
	Производитель
	Организация, принимающая претензии потребителей

