COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.03.2026 N2 5218

(NOCNEOOBATENBLHOCTE 0002)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITAPATA

KAPBAMASEIIMH ABEKCHUMA, 200 Mr, TaOJIeTKH.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JlelicTByro11EE BEIIECTBO: KapOaMasenuH.
Kaxnas Tabnerka cogepxut 200 Mr kapbamazenuHa.
[Tonublii mepeyeHs BCIIOMOTaTeIbHbIX BEIIECTB MPUBEICH B pasjene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Tabnerkwu.

Kpyribie 1iocKonMIMHIpUYecKre TabIeTKu OeIoro Wi 0eoro ¢ XeITOBAaThIM OTTCHKOM I[BETA C
pHucKoi 1 (hackoil.

TabneTKky MOKHO pa3/IeTuTh Ha PaBHBIC JO36I.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

[Ipenapar KAPBAMAS3EIIMH ABEKCHMA noka3zaH K HNPUMEHEHHUIO Yy B3pOCIBIX U JieTell B
BO3pacTe OT 4 JIET AJIs JICUEHUS:

e  DNWIENCuu:

—  CJIOXHBIX WJIM IPOCTBIX MapIHaIbHBIX AWIESNTHYECKUX IIPUCTYIOB (€ oTepei uimu 0e3
NOTEPU CO3HAHUS) C BTOPUYHON TeHepanu3anueit uiam 0e3 Hee;

— TEHEepaJIM30BaHHBIX TOHUKO-KIOHHMUYECKUX SMUIENTUYECKUX PUCTYIIOB,;

— CMEUIaHHBIX (OPM SMUIENTHYECKUX TPUCTYIIOB.

KapOamasenuH, kak mpaBuio, He 3pQeKTHUBEeH Ipu adcaHcax U MUOKIJIOHYC-3IHIICIICHH.

e OcCTpbIX MaHUAKAIbHBIX COCTOSTHUM U MOAJIEpKUBAOILEH Tepanuu OUMONAPHBIX apPeKTUBHBIX
paccTpoiCTB ¢ 1eIbio NPO(UIAKTUKE 000CTPEHNH UITH OCNTIabIeHHS KIMHUYECKUX MPOSBICHUN
o0ocTpeHus;

e  CuHIpOMa aNKOTOJIbHOM aOCTUHEHIINH;

e lauonatnyeckod HEBpAITMU TPOMHUYHOTO HEpBAa M HEBPAITMM TPOMHUYHOTO HepBa MpHU
pacCestHHOM CKJIepo3¢e (THITUYHON M aTUITUYHOM);

e HManonaTuyeckoil HEBPAITHH SI3bIKOTJIOTOYHOTO HEPBA.
4.2. Pe:xxuMm 103UPOBAHUS M CIIOCO0 NPUMEHEHU

PexxuMm mo3upoBaHus

Bspocnvie
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[IpemapaT MOKHO MPUMEHSTH KaK B BU/I€ MOHOTEpAIUH, TaK U B COCTaBe KOMOMHUPOBAHHOW TepaIHH.
Inunencus

[To BO3MOXKHOCTH, Ipemnapar cielyeT Ha3HayaTh B BUI€ MOHOTEPAIIHH.

[Ipenapat He TPUMEHSIOT TPU MaJIBIX MpHIaKax (petit mal, abcaHc) 1 MUOKIOHHYECKUX MPUCTYTIAX.
JleyeHne HauMHAIOT ¢ HEOONBIION CYTOYHOMN J03bl, KOTOPYIO B ITOCIEAYIOIIEM MEAJIEHHO MOBBIILIAIOT
710 TOCTHXKEHHS ONITUMAIIBHOTO S PeKTa.

Jloza kapbamasenuHa NOAOMpAaeTCs WHAMBHUAYAIbHO Ui JIOCTHMIKEHHUS aJeKBAaTHOTO KOHTPOJIS
CYIOPOKHBIX cocTostHUM. J[1151 moadopa onTrMaibHOM 10361 Ipenapara peKOMEHAYEeTCs ONpe/IelIeHre
KOHIIEHTPALIMU JIEHCTBYIOIIErO BEIIECTBA B IJIa3Me KPOBH, KOTOpasi 0ObIYHO cocTaBisieT 4—12 MKr/mi
(17-50 mxmoub/7).

I[Ipu poGaBnenun npenapata KAPBAMAJEIIMH ABEKCHUMA k japyrumM TOpHHUMAaeMbIM
IIPOTUBORNMIIENTHYECKUM Iipernapatam no3y npemnapata KAPBAMAS3EIIMH ABEKCHUMA
MOBBIINAIOT MOCTENEeHHO. [IpM HEO0OXOAMMOCTH NPOBOISAT COOTBETCTBYIOUIYIO KOPPEKLHUIO 103
[IPUHUMAEMBIX [IPENapaToB.

J11s B3pOCIBIX U AeTel cTapiie 16 neT HavaibHas no3a kapbamasenuHa cocrasiseT mo 100—-200 mr 1
WK 2 pa3a B CyTKU. 3aTeM J03y MEIJIEHHO MOBBIIMIAIOT IO JOCTHXKEHUS ONTUMAIBHOIO JeUeOHOro
saddekra; 00b1YHO OH gocTuraercs mnpu aose mo 400 mr 2—-3 pasza B cyTku. HekoTopbIM manueHTam
MOJKET OTPeOOBaThCS yBeNUYeHHE CYyTOYHOM 10361 10 1600 mr mmu 2000 mr.

Hegpaﬂeuﬂ mDOlZHultHOZO Hepea U Hespajicuil A3blKO2JI0MO4YH020 HeEpBAa

Havanpnas noza st B3pocibix coctaBisier 200400 mMr B cyTtku. Ee MenneHHO MOBBILIAIOT /10
MCUYE3HOBEHHS 00JIEBBIX OIIyIIeHUH (00bIYHO 10 1036l 0 200 mr 3—4 pa3a B cyTku). 3aTeM 103y
IIOCTENIEHHO MOHMKAIOT 10 MUHUMAJIbHOM IOIEPKUBAIOILEH.

MaxkcuMaibHasi pEeKOMEHJOBaHHAas Jo03a s B3pociblx cocraBiaser 1200 mr B cyrku. llpu
paspeiieHun OO0JIEBOIO CHHAPOMA CIIEAYeT MOCTENEHHO NpPeKpalaTh TEparuio IpenapaToM 0
BO3HUKHOBEHUS CIIEAYIOIIEro 00JIEBOr0 MPHUCTYTIA.

PexoMennyemas HauasabHas 103a U1 OKUIIBIX MAanueHToB cocrasisieT 100 Mr 2 pas3a B CyTKH, 3aTeM
7103y MEJJIEHHO TMOBBIIIAIOT JI0 pa3pelieHus: 00JeBOro CHHIPOMa, 4YTO OOBIYHO JOCTHIaeTCs MpH /103€
nmo 200 mr 3-4 paza B cyrku. [lanee cieqyer NOCTENEHHO CHHXKATh 03y 1O MHUHUMAJIbHON
MOJJEPKUBAOLIEH.

IIpy HeBpanrmm TPOWHMYHOIO HEpBAa Yy JaHHOM KaTeropMyM NAIMEHTOB MaKCHUMaJIbHAs
pekoMeH1oBaHHas qo03a coctapiser 1200 mr B cytku. [Ipu paspenennn 601€BOT0 CHHAPOMA CIIEAYET
MIOCTETIEHHO TMpeKpallaTth TEepanuio IpenapaToM 10 BO3HUKHOBEHHS CIEIYIOIIEro OO0JIeBOTO
IIpHUCTYTIA.

CuHOpom anko20abHoU abCcmuHeHyuu

Cpennsisi no3a cocramisger mo 200 mr 3 paza B CyTKH. B TsDKeNbIX cilydasx B TCUCHHE IMEPBBIX
HECKOJIbKUX JHEH J103a MOXKET OBbITh TIOBBINIEHA (HarpumMep, 10 1036l 10 400 mr 3 pasa B cyTku). [Ipu
TSOKEJTBIX TPOSIBIICHUSX aTKOTOJBHON a0CTHHEHIINH JICUCHHE HAYMHAIOT ¢ MPUMEHEHHS pernapara B
KOMOWHAIIMK C MperapaTaMy, OKa3bIBAIOIIMMHU CEIaTHBHOE W CHOTBOPHOE JICHCTBUS (Hampumep, C
KJIOMETHA30JI0M, XJIopaua3ernokcuaom). [lociae pasperieHuss ocTpoit (aswl JieueHHe MpernapaTrom
MOYKET OBITh MPOIOIKEHO B BHIE MOHOTEPAITHH.

Ocmpule ManuakaibHble COCMOSIHUS U_Nodoepacusaruee aedyenue ap@ekmusnolx (OunoisipHlx)

paccmpoticme
Cyrounas no3a cocrasiusiet 400—1600 mr. Cpenuss cyrounas go3za —400-600 mr (B 2—3 npuema). [lpu
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OCTPOM MaHUAKaJIbHOM COCTOSIHUM JI03y CJEQyeT MOBBIIIATh JIOBOJbHO ObicTpo. [lpum
MOJAJEPKUBAIOIIEH Tepanuu OUIONSPHBIX PACCTPOMCTB B LENAX 0O0eCledYeHHs] ONTUMaIbHOU
MEPEHOCUMOCTH KaXK0€ CIEIYIOIIee MOBBIIICHUE 103bl IOJDKHO OBITh HEOOJBIIMM, CYyTOYHAS 1032
YBEITUYMBACTCS TOCTETIEHHO.

IIpexpawenue npuema npenapama

BHesanHoe npekpalienue nmpruema npernapara MOXKET CIIPOBOLMPOBATH AMMJIECHTUUYECKUE TPUCTYIIBI,
MO3TOMY KapOamasenuH CleAyeT OTMEHSTh IOCTENEHHO B TeueHHe 6 MecsaueB u Oonee. Ecmu
HEeoOXOMMO OTMEHHTb I[pemapaT Yy MalMeHTa ¢ JSIWJIeNCHel, Tmepexol Ha JIpyroe
MIPOTUBOAHIICITHYECKOE CPEICTBO JOJIKEH OCYIIECTBISATHCS MO MPUKPHITHEM ITOKa3aHHOTO B TAKUX
cllydasx mperapara.

Oco0Oble T'PVYIIIBI ITAITWMEHTOB

Jluya noowcunoco 6o3pacma (65 rem u cmapuie)

YuuTeiBas JIEKAPCTBCHHBIC B3aUMOJICHCTBUS C JIPYTUMHU [permapaTaMd W OCOOEHHOCTH
(hapMaKOKWHETHKHU TPOTHBOAMIICTITUYECKUX IMPETapaToB, MOKWIBIM IMAlMEHTaM JI03blI Mpernapara
KAPBAMAJSEIIMH ABEKCHUMA crnenyet noadupaTthk ¢ OCTOPOKHOCTBIO (CM. pazzaen 4.4.).

eTu
[Ipenapatr KAPBAMASEIIMH ABEKCHUMA noka3aH K IPUMEHEHHIO Yy JeTel B BO3pacTe OT 4 Jer.
OcHOBHOE NIOKa3aHue AJIs IPUMEHEHU Npernapara y AeTeill — SIUIIeICHs.

JlaHHYIO0 JIeKapCTBEHHYI0 (GopMy mpenapaTa cieiyeT NPUHUMAaTh JAJs JICYEHHs TeX K€, 4TO U Y
B3pOCIBIX, (HOPM DMUIICTICUH Y I€TeH cTapiie 4 JieT.

VY nereit crapiie 4 ner nedeHne MOXKeT ObITh HayaTo ¢ mpuMeHeHus npenapatra KAPBAMAS3EIINH
ABEKCHUMA B no3e 100 Mr B CyTKH; 103y MOBBIIIAIOT MOCTENIEHHO, HE Oosiee yem Ha 100 mr B
HEZIEIO.

Jletsim B Bo3pacte 4 jeT ¥ Miajlle PeKOMEHJOBAaHO NMPUHUMAaTh KapOaMma3enuH B BHJE JPYIHX
JIeKapCTBEHHBIX (HOpM.

Tloooeporcusarowue 003bi: U1 AeTel ycTaHaBIMBaOT U3 pacueTa 10—20 MI/Kr Maccel Tena B CyTKH (B
HECKOJIbKO ITPHEMOB).

Bospact pebenka CyrouHas 103a
4-5 ner 200-400 mr
6-10 ner 400-600 mr
11-15 ner 600-1000 mr
> 15 nmet 800-1200 mr (kak 11st B3pOCIBIX)

Maxcumanvrole 003b1: sl TeTed B Bo3pacTe <6 JIeT cocTaBisAioT 35 Mr/kr B cyTkH, 6-15 et — 1000
MT B CYTKH, >15 et — 1200 Mr B CyTKH.

Tak kak B OTHOIICHWU MPUMEHEHHS MperapaTa Mo APYrUM MOKa3aHUAM Y JeTell JOCTaTOYHOTO
KOJINYEeCTBA JOCTOBEPHOH MH(OpMAIMM HET, PEeXUM JO03UPOBAHMS Ipernapara pPEeKOMEHJIOBaHO
no0upaTh B COOTBETCTBHM C BO3PAaCTOM M BECOM peOEHKa, HE IMpEeBbIIIas yKa3aHHbIE B TaOiHIle
HOPMBI.

Croco0 mpuMeHeHus
BryTps.
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[Ipenapat cienyer npuHUMaTh BHYTPh, BHE 3aBUCUMOCTH OT MpUEMa MUIIM BMECTe C HEOONbIINM
KOJMYECTBOM >KUKOCTH.

4.3. [IpoTuBONOKA3aAHUSA

e [UNepuyBCTBUTEIBHOCTh K KapOaMa3enuHy WM CXOAHBIM B XHMHYECKOM OTHOLICHUH
JIEKapCTBEHHBIM IIperapaTaM (HarpuMmep, TPHIUKIMYECKUM aHTUACTIPECCaHTaM) HITH K JII000MY
U3 BCIIOMOTATEIbHBIX BELIECTB, IEPEUNCICHHBIX B Iopaszaee 6.1.

®  ATpPUOBEHTPUKYIApHAs OJIOKaA.

e Hanuune B aHaMHe3€ 3MTU30/10B YTHETCHUSI KOCTHOMO3TOBOT'O KPOBETBOPEHUSI.

e [leuenounsie mopdupuu (Hampumep, ocTpas HepeMearonascs nopupHs, MO3AHAS KOXKHAs
nopdupusi, BapueraTHast moppupus).

e [IpumeHenue B KOMOMHALIMU C MHTUOMTOPAMH MOHOAMUHOKCHJA3bl (CTPYKTYPHOE CXOJICTBO C
TPULUKINYECKUMH aHTHICIIPECCAHTAMH).

e Jlerckuii BO3pacrt A0 4 Jer.
4.4. Oco0ble yKka3aHHUs U MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Y DamMeHTOB C aHAMHECTHYECKMMH CBEACHUSMH O 3aboieBaHUsAX cepama (BKIIOUYas

JEKOMIICHCUPOBAHHYIO ~ XPOHHMYECKYI0  CEpJCYHYI0 HEIOCTaTOYHOCTH), TEYeHH (BKIIOYAs

MEYEHOYHYIO HEIOCTaTOYHOCTh), MOYEK (BKJIIOYAsi TOYEYHYIO HEJIOCTATOYHOCTH), HEXKEIAaTeIbHbBIX

reMaTOJIOTHUECKUX pEaKUUsAX Ha Jpyrue JIeKapcTBEHHBbIE CpelncTBa WM 00 OTMEHe paHee

IIPOBOJIMBIIETOCS JIYEHUsl KapOama3enuHOM, TEpanuio CleAyeT IPOBOAUTh TOJIBKO IOCIe

TIIATEIBHOTO aHAJIM3a COOTHOLIEHUS MEKAY 0KUJaeMbIM 3((EKTOM JIEYeHUS 1 BO3MOKHBIM PUCKOM

TEpaIuy C TIIATEIBHBIM PErYISIPHBIM KOHTPOJIEM COCTOSHUS MAllUEHTA.

Crenyer ¢ OCTOPOKHOCTBIO Ha3HAUaTh Mpenapar:

®  TAIMEHTaM C THIIOHATPUEMHUEH pa3BeIeHUS, THTIOTHPEO30M;

® [OXWIbIM MalueHTaM (yYUThIBasi BO3SMOXHOCTb Pa3BUTHUS JEKAPCTBEHHBIX B3aUMOACUCTBUM U
pa3nuyHyIo (papMaKOKMHETHUKY MPOTUBOSITMICTITHYECKUX MTPETIapaToB);

® [AIMEHTaM CO CMEIIAHHBIMU (pOpMaMU SMMIENTUYECKUX MPHUCTYNOB, BKIOYAOIMMH abcaHc,
TUTIUYHBIA WM QTUNAYHBINA, 1 MHOKJIIOHWYECKHE TPUCTYIHI (YYUTHIBAs BO3MOKHOE YCHIICHHE
MIPUCTYTIOB);

® [AIMEHTaM C TMOBBIIICHHBIM BHYTPUIJIA3HBIM JaBJIEHUEM, 3a/IepP’KKOM MOYM M THUMepIuia3ueit
MpeicTaTeNIbHON  Kene3bl  (yuuTbiBasg  clHal0yl0  M-XOJIMHOOJOKUPYIOUIYIO  aKTUBHOCTb
KapOamMa3enuHa);

®  TAIMEHTaM, MOJyYaroIIUM IPOTUBOCYAOPOKHEIE MTPETIapaThl;

e yHocutenen amenst HLAA*3101 u HLAB*1502;

e 1pu OEPEeMEHHOCTH U B EPUOJT JIAaKTaMK (cM. pazjen 4.6.).

[Ipenapart crnenyetr NpUHUMATh TOJIBKO 10/ BpaueOHBIM KOHTPOJIEM.

Iayuenmovr co cmewianHnviMu Gopmamu NULENMUYECcKUX NPUCMYNOS, GKIIOUAIOWUMYU aOCAHC U
MUOKJIOHUYECKUe NPUCmynsl

Kapbamaszenun o0bryHO HeadekTuBeH mpu abcancax (petit mal) u MuokIoHHYECKUX mpHCTynax. Y
MAIIEHTOB CO CMEIIAHHBIMU ()OpMaMH SMUJICITHYSCKUX MMPUCTYIIOB MPenapar JOJDKEH MPUMEHSITHCS
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C OCTOPOKHOCTBIO M TOJIBKO MIPH YCIOBUH 00€CIeUeHUs PEryIIpHOTO MEIUITMHCKOTO HAOJIOACHHS
(M3-32  BO3MOJKHOTO YCWJICHHS TPUCTYNOB). B ciiydae ycuiaeHUss TPHUCTYIIOB IIpernapar
KAPBAMASEIINMH ABEKCHUMA cnenyeT OTMEHUTb.

CHuoicenue uucia mpomooyumos u 1etuKoyumos

Bo Bpems npumeHeHus mpenapara ¢ pa3jIMyHOM 4aCTOTOM OTMEYAaeTCsl IPEXOIALICe MU CTOMKOE
CHIDKEHHE YHCIa TPOMOOIIMTOB WMJIHM JEHMKOUUTOB. OMHAKO B OOJBIIMHCTBE CIy4aeB 3TH SIBICHUS
NPEeXOJIM M OOBIYHO HE SABISIOTCS MPEIBECTHHUKAMHM Hayala arulaCTHYeCKOW AaHEeMUHU WU
arpanysonurosa. Ilepen HayanoM JjiedyeHus, a TakXKe NMEPUOAMUYECKH B IIPOLECCE JICUEHUs CIEAYeT
IIPOBOJIUTh KIMHUYECKHUE AHAJIU3bl KPOBHU, BKJIIOYAs IMOJCYET 4MciIa TPOMOOLMTOB M, BO3MOXKHO,
PETUKYJIOLIMTOB, a TAK)KE ONPENENATh KOHIIEHTPALUIO JKEJIe3a B ChIBOPOTKE KPOBH.

Heo6xonuMo noBecTu 10 CBEJCHMs MALMEHTOB MH(GOPMALMIO O PaHHUX MPU3HAKAX TOKCUYHOCTH,
CBOMCTBEHHBIX BEPOSITHBIM I€éMaTOJOTMYECKUM HAPYLIEHUSM, a TAKK€ O CUMITOMAX CO CTOPOHBI
KO>KHBIX TTOKpOBOB U nieueHH. [lanuenta nHPOPMUPYIOT O HEOOXOAUMOCTH HEMEIEHHO 0OpaTUTHCS
K Bpauy B CJIy4ae MOSBJIEHUS TaKUX HEXKEJATEeJIbHBIX peakluil, Kak JIMXopajika, 00Ju B ropJje, ChlIlb,
S3BbI B MOJIOCTU pTa, OECIPUUMHHOE BOSHUKHOBEHUE KPOBOUBIUSHUMN, FEMOPpAruii B BUJE METEXUM
WIN IypPILYpBI.

B Ttex cmywasx, Korza BO BpeMs JICUEHHMs OTMEYEHO HM3KOE COJEp)KaHHe JICHKOLMTOB WU
TPOMOOIMTOB (MJIM TEHJCHLUS K UX CHUXXEHHUIO) CJelyeT BHUMATEJIbHO HAOII0AATh 32 COCTOSTHUEM
NaIMEeHTa ¥ MOKa3aTeNIIMU Pa3BEepPHYTOr0 KIMHUYECKOr0 aHaiau3a KpoBU. Eciiu BIABICHBI IPU3HAKU
3HAYUTEJIBHOTO YrHeTeHus KocTHoro mosra, npenapat KAPBAMASJEIIMH ABEKCHUMA nomxen
OBITH OTMEHEH.

Lepmamonocuueckue peaxyuu

[Ipu npumeHeHnn KapbaMas3enrHa OY€Hb PEKO OTMEYAINCH TSXKENbIE IEPMATOIOIMUECKUE PEAKIIUH,
BKitouass cuHapoM CruBeHca-/[XKOHCOHa M TOKCHUYECKUH SNUJEPMabHbIH HEKPOJIU3 (CHUHIPOM
Jlatienna).

ITpenapat KAPBAMASEIIMH ABEKCUMA cnenyer HeMeaaeHHO OTMEHUTh U POU3BECTH MOAOOP
QIbTEPHATUBHOM TepalmuMM B TOM Cily4ae, €CIM OTMEYalTCid IMPU3HAKK U  CHMIITOMBI,
IIPEAIIOJIOKHUTEIBHO CBUIETEIBCTBYIOIIME O Pa3BUTHHM TSDKEIBIX JIE€PMATOJIOTMYECKUX DPEAKIUH -
HarpuMmep, cuaapoma CtuBeHca-/[xoncona wim cunapoma Jlaemna. [lpu pazButuu Tskenbix (B psae
CllydaeB, YIpOKalOIIMX JKU3HM MAallMeHTa) KOXKHBIX peakUud, NalUeHT JI0JDKEeH ObITh
rOCIUTAIN3UPOBaH B cTalinoHap. B OonpmmHcTBe ciiydaeB cuHapoM CtuBeHca-/[>kOHCOHA U CUHIPOM
Jlaiterna pa3BuBaIuCh B IEPBBIE MECSIIBI TEpaNUK KapOamazenuHoM. J{aHHbIe peaKiiui pa3BUBAIINCH
npubnusurensHo B 1-6 cinyyasx Ha 10000 BnepBble NMpUHMMAIOUIMX KapOama3enuH B CTpaHax ¢
IIPEUMYIIECTBEHHO €BPONIEOUIHBIM HACEIICHUEM.

JlaHHbBIE PETPOCIEKTUBHOTO aHAJIN3a Y MMALIUEHTOB SITOHCKON HAIllMOHAIBHOCTH U kuTesel CeBepHOU
EBpomnbsl MpoJeMOHCTPUPOBAIIN CBSA3b MEXKJY TSDKEIBIMHU MOPAKEHUSIMHU KOxH (cuHapoM CTuBeHca-
Jl>xoHcoHa, cunapoMm Jlaiienia, TekapcTBEHHAs ChINb C 303MHO(UINEHN U CHCTEMHBIMU MPOSIBICHUAMU
(DRESS-cunapoMm), OCTpbIil FTeHEpaTN30BaHHBIN K3aHTEMATO3HBIN MyCTYJIe3 U MATHUCTO-Y3EIKOBas
coinib) y Hocutenelt amnenst HLA-A*3101 rena yenoBeueckoro selikouutapHoro anturena (HLA) u
MIpUMEHEHHEM Kapbama3enunHa.

Yacrora amnenss HLA-A*3101 rena HLA moxeT oTanuaTbes y pa3iiuyHbIX 3STHUYECKUX TPYII: OKOJIO
2-5 % y nacenenus EBponsl, okono 10 % - y smonues. Yactora ayuiens coctaBisier MeHee S5 % y
HaceneHus ABctpainuu, A3un, Adpuxu u CeBepHO AMEPHUKH, HCKITIOYEHHUS! COCTABIAIOT OT 5 % 110
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12 %. Yacrota Gonee 15 % ycTaHOBIeHa Yy HEKOTOPBIX 3THUYECKHX Trpymi FOxHO AMepuxu
(Aprentuna u bpasunus), kopeHHbix xureneid CeBepHoit AMepuku (miemena HaBaxo m Cuokc, B
Mexkcuke - Canopa Cepu), HOxnoit Ungun (Tamun Hany), u 10-15 % cpenu npyrux KOpEeHHBIX
JKUTEJIEH JTaHHBIX PETHOHOB.

[Ipu npumeHeHnn kapOamasenuHa y BO3MOXKHBIX Hocutenei amnens HLA-A*3101 (manpumep, y
[ALMEHTOB  AMNOHCKOM  HAallMOHAJIBHOCTH, €BPOIIEOM/IOB, KOPEHHBIX JKUTENEH  AMepuku,
JaTHHOAMEPHKAHIIEB, HApo10B tora Munuu u apaboB) peKoMeHAyeTCs MPOBOAUTH TEHOTUITUPOBAHHE
o AaHHOMY aiento. [IpuMensTs kapbamaszenuH y HOCUTeNIel TaHHOTO aJlIesl CIeyeT TOJIbKO B TOM
ClIy4ae, €cliv [10J1b3a OT TepPAIlH MIPEBBIIIAET BO3MOKHBIN PUCK.

[Tarmmentam, yxe mnonydarommuMm Ttepanuio npenapatom KAPBAMASEIIMH ABEKCHUMA, He
PEKOMEHIyeTCsl MPOBEICHUE T€HOTUIIMPOBAHHUS 110 JAHHOMY aJUIEIII0, TOCKOJBKY TSDKEIIbIE KOXKHbBIE
peakuuu B OOJBIIMHCTBE CIy4aeB OTMEYAJIUCh B IEPBBIE MECSIBl PUMEHEHUsS Ipenapara (BHE
3aBucuMocTH oT Hammuust HLA-A*3101).

[lo naHHBIM PEeTPOCHEKTUBHOIO aHAIW3a NPUMEHEHUs KapOaMmas3enuHa y NAlUEeHTOB KUTaNHCKOH u
TalCKOM HAIIMOHAIILHOCTEH MMEETCS KOPPEJSIIIUS MEXAY YaCTOTOM pa3BUTHsS cuHApoMa CTHBEHCa-
Jl>)xoHcoHa u cuHapoma Jlaiienna u HamuyreMm B reHome nanuenTta ayiens HLA-B* 1502 rena HLA.
YactoTra BCTpEYaEMOCTHM HAHHOTO ajuleisl MAalMeHTOB KUTAWCKOW HAIlMOHAJIBHOCTU COCTAaBJISET
2-12 %, y Taiickoif — okoJo 8 %.

[Ipu mpumeneHnu kapOamaszenuHa y NAaIMEHTOB B cTpaHax Asmarckoro peruoHa (TaiiBaws,
Manaiizus, @uiMnmnuHel), I1e oTMedaeTcs BbIcokoe pacnpoctpanenue amiens HLA-B*1502, 6su10
BBISIBJICHO IMOBBILIEHUE YAaCTOTHI Pa3BUTHS (OT I'pajallud «OYEHb PEIKO» JI0 «PENKO») CHUHIpOMA
CruBeHnca-J[>xoncona. Yactora pacnpoctpanenus amuiens HLA-B*1502 cocrabnser: Ha @ununnuHax
U cpely HEKOTOPBIX IpyMN HaceleHus Manaiizuu - 6osee 15 %. Yactora pacnpocTpaHeHus ajiens
HLA-B*1502 B Kopee u Munuu cocrasusier 2 % u 6 %, cOOTBETCTBEHHO. PacmpocTpaHeHHOCTb
JAHHOTO aJulelis y JIML €BPOIIEOUIHOM, HETPOUIHOM pac, y JIaTHHOAMEPUKAHIIEB, UH]ICULIEB U ATIOHLIEB
He3HaunTenbHa (<1 %).

YacTtoTsl JaHHBIX aiieneld MpeACTaBIsAIOT MPOLIEHT XPOMOCOM B OINpPEAEICHHBIX MOMYISIMIX
HaCEeJIEHHUs, KOTOPbIE HECYT ajlieb. ITO O3HAYAET, YTO MPOLEHT NAI[UEHTOB, HECYIIUX KOO aJlIeH,
0 KpaliHell Mepe B OJJHOW M3 MX JIBYX XpOMOCOM IOYTH B J[Ba pa3a BBILIE YACTOThl BCTPEUAEMOCTHU
ayuens. TakuM oOpa3oM, MPOLIEHT MAallMEeHTOB, KOTOPbIe MOTYT OKa3aThCsl MO YTPO30H, MIOYTH B JBa
pa3a yaie 4acTOThI aJuIeIIeH.

ITpu npumeHeHun kapOamaszenuHa y BO3MOXHbIX Hocutened ayutens HLA-B*1502 pekomennyercs
IIPOBOANTH N€HOTUIIMPOBAHUE IO JAaHHOMY ajulento. IIpuMeHATh mpemapaTr y HOCUTENEH JaHHOIO
ayyens cienyeT TOJbKO B TOM Cllydae, €clid MOJb3a OT Teparuy MPEeBBIIAET BO3MOXKHBIN puck. He
PEKOMEHIyeTCsl IPOBEACHNE TeHOTUIIMPOBAHUS y MPEACTaBUTENEH HAIMOHAIBLHOCTEN, B MOMYJISALUN
KOTOpBIX YacToTa BCTPEYAEMOCTH yKa3aHHOrO ajiens Hu3ka. llamueHntaMm, yke molydarolum
Tepanuio KapbaMazernuHoM, He PeKOMEHIyeTCsl TPOBEIeHIE T€HOTUITMPOBAHMUSI 110 IAaHHOMY aJIJIENIO,
MTOCKOJIBKY TSDKEJIble KOXHbIE PEakuu B OOJIBIIMHCTBE CIy4aeB OTMEUAIHMCh B IMEPBBIE MECSIIbI
NpUMeHEHHs npenapara (BHe 3aBucuMoctd oT Hannuus HLA-B*1502).

IToxa3zaHo, uTO BbIsIBIIEHHE MAMEHTOB ¢ HanuureM aiiens HLA-B*1502 u oTcyrcTBue npumMeHeHus
KapOama3enuHa y TakUxX MAIllMeHTOB CHIJKAET cliyyan KapOaMma3enmuH-WHIYLHPOBAHHBIX CHHApPOMA
CruseHnca-J[>xoHcoHa win cuaapoma Jlaitenna.

OpHako pe3ysibTaThl T€HOTUIIMPOBAHUS HE TOJKHBI BIMATH HA CTENEHb KOHTPOJS 32 COCTOSTHUEM
ManueHTa ¥ HaCTOPOKEHHOCTh Bpaua B OTHOLLEHUU TSKEJBIX KOKHBIX peakiuil. PazButue Tsaxenspix
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MOpPa)KEHUH KOKU BO3MOXHO y IMALIMEHTOB OTPUILATENIBHBIX 110 JaHHBIM ajjiensaM. Takke BO MHOTHX
CIydasiXx y TalMeHTOB, MOJIOKHUTENbHBIX 1o amtensm HLA-B*1502 unmu HLA-A*3101, npm
IIPUMEHEHMH penapaTa kKapoaMa3zenuHa He OTMEYaJIOCh Pa3BUTHS TAXKEIbIX KOKHBIX CHHIPOMOB.
Bnusiaue npyrux (akTopoB, TaKMX Kak J103a HPOTHBOCYAOPOXKHBIX JICKAPCTBEHHBIX CPEJCTB,
KOMIUIAEHTHOCTb IallMEHTOB, OJHOBPEMEHHAs Tepalus APYTMMHU IpernapaTaMmy, COIYTCTBYIOLIUE
3a00JIeBaHUs WM YPOBEHb KOHTPOJIS 32 JEPMATOJIOTMYECKIMH PEAaKLUsAMHU, Ha YaCTOTY Pa3BUTHUS U
PacpoCTPaHEHHOCTh TSKEJIBIX KOXKHBIX pEaKLUMii HE YCTAHOBJIEHO.

Cna0oBbIpaX€HHbIE  KOXKHBIE  PEAaKLMM, HalpuMep, HU30JUpOBaHHas  Makylle3Has WM
MakKyJIonamnyJse3Has 3K3aHTeMa, B OOJIBIIMHCTBE CIIy4aeB SBISAIOTCS TPAH3UTOPHBIMU U HETSXKEIIBIMH,
OOBIYHO MIPOXOAST B TEUYEHHE HECKOJIBKUX JHEH WIN HeAeb IIPU MPOAODKECHUH JICUEHUS WIN [0CTe
CHIIKEHMsI 103bl KapOaMasenuHa. Tem He MeHee, TIOCKOJIbKY Au(dhepeHnaibHas AMarHOCTUKA MEXKAY
PAaHHUMHU TPOSIBICHUSAMHU TSDKEJIBIX KOXHBIX peakiuid U caab0 BBIPAKECHHBIMH TMPEXOASIIMMU
KO>KHBIMH BBICBIIIAHUSIMH MOXET OBbITh 3aTPyIHEHA, IPH PA3BUTUH JIFOOBIX KOKHBIX PEAKLINH MAIUSHT
JOJDKEH HaXOIUTHCS O HaONIoeHHeM Bpada (C LENbI0 CBOEBPEMEHHOTO MPEKPALICHUS TEeParuu
IIPENnapaToM B CiIy4ae YXYALIECHUS COCTOSHUS MallMEeHTa).

CyiecTByeT B3aUMOCBSI3b MeXy HanuuueMm B reHome amiens HLA-A*3101 u pa3ButneM MeHee
TSKEJIBIX KOXKHBIX Peaklni (TaKMX KaK CHHIAPOM TMIIepUyBCTBUTEIbHOCTH K aHTUKOHBYJILCAHTAM WIIN
HeTsDKeNas Makylionamylsie3Has sk3antema), ans awiens HLA-B*1502 Takas B3aumocBs3b He
yCTaHOBJICHA.

Peaxyuu cunepuyecmeumenvnocmu

IIpu npuMeHennn kap6aMa3enuHa coo0IAT0CH 0 peaKIusiX runepyyBcTBuTeIbHOCTH | THIIA
(HeMeJJIGHHOT0 THIIA), BKJIOYasi CbINb, 3y[d, KpanWBHHUIY, AHTHOHEBPOTHYECKHIl OTeK M
cooOmenus1 00 aHadpuiaakcun. Eciu y nanueHTa pa3BUMBalOTCS 3TH pPeaKkUMH IOCJe JeYeHUs
npenaparoM KAPBAMAS3EIINH ABEKCUMA, npuem npenapara Heo0X0AUMO NPEKPATHTh U
HAYaTh AJIbTEPHATHBHOE JICYCHHUE.

ITpu pa3BUTUH FUIIEPUYBCTBUTEIBHOCTH K KapOaMa3enuHy MOT'YT HaOJIr01aThCs pa3InyHbIe PEaKIInHy,
DRESS-cunnpomMm, oTcpodeHHbIE TOJUOPTaHHbIE IPOSBICHUS THIIEPUYBCTBUTEIBHOCTH C pa3BUTHEM
JUXOPAJKH, KOXXHOW CBIMM, BacKyjiauTa, JUMQaJeHONaTHuH, ICEBIOIMM(OMBI, apTparHH,
JeHKONEeHUH, 303MHOMUINH, TEeNaTOCINIEHOMETAINN, U3MEHEHUM TMoka3areneid (yHKIUU MEeYeHH U
CHUH/IpOMA JIECTPYKIIUHU JKETUYHBIX MPOTOKOB C YMEHBIIEHUEM HUX YHCIIa, KOTOPbIE MOTYT BOZHUKHYTh
B JII0OBIX KOMOMHaIMsAX. Taxke BO3MOKHO MOpaXeHUE APYTUX BHYTPEHHHUX OPraHOB (B TOM YHUCIIE
JIETKHUX, TIOYEK, TIOJKENTyT0UHOM JKeJe3bl, MUOKap/ia, TOJICTON KUIIKN).

B cimywae pasBuTuS NpOSIBIEHMH W CHMITOMOB  TI'HMIEPYYBCTBUTEIBHOCTH  IIpenapar
KAPBAMASEIIMH ABEKCHUMA cnenyetr HeMEIJIEHHO OTMEHUTb.

[TaneHTOB C M3BECTHOM T'MIIEPUYBCTBUTENIBHOCTBIO K KapOama3enuHy ciieayeT MHPOPMHPOBATH O
BO3MOXKHOCTH B 25-30 % ciy4aeB pa3BUTHS DPEAKIMI IOBBIIIEHHON YYyBCTBUTEIBHOCTH Ha
OKCKapOa3ernuH.

Bo3MokHO pa3BuUTHE MEPEKPECTHBIX peaKlUil TMIIEPUyBCTBUTEIBHOCTH MEXY KapOaMa3enuHoM U
apoMaTHYeCKUMHU MPOTUBOANMICITUYECKUMH TIpernapaTaMu (Harpumep, GeHUTOMHOM, TPUMUIOHOM
u hernobapOUTaIom).

Tunonampuemus
Pa3BuTHe rumoHaTpueMHUH acCOLMHUPOBAHO C MPHMEHEHHEM KapOamaszemnuHa. Y MalMeHTOB C yKe
CYILLECTBYIOIUMH MOPAKEHUSIMU MOYEK, CBI3aHHBIMU C HU3KUM COJIEPKAHHEM HAaTPHUsSl B CHIBOPOTKE
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KPOBH, WM y TAIMEHTOB, MOJYYAIOIMINX OJHOBPEMEHHO JICKApPCTBEHHBIC CPEACTBA, CHUKAIOIINE
coiepKaHue HaTpusl (Hampumep, ANYPETHUKH, JIEKapCTBEHHBIE CPEJNICTBA, BIHSIONINE HA CEKPELUI0
AHTUINYPETUYECKOTO TOPMOHA), JOJDKHO ONPEACIATHCS CHIBOPOTOYHOE COAEp)KaHWE HATpUs 0
HauaJa Tepanuu kapbamaszenunoM. Ilocie 3Toro conepkanue HaTpUs CIEAYET ONPEASNIATh IPUMEPHO
yepe3 JIBE HEJENM, a 3aTeM EKEMECSYHO B TEUYCHHE IEPBBIX TPEX MECAILEB TEparuu, WIH B
COOTBETCTBHHM C KIMHHYECKOW HE0O0X0AUMOCThIO. JlaHHBIE (DaKTOpBI pPHUCKAa OCOOEHHO YacTo
BCTPEYAIOTCS y MOXWIBIX ManueHToB. Eciu runoHatpuemusi HaOIIOJaeTcs, OrpaHHYEHHE BOJbI
SIBISIETCS] BAYKHBIM KPUTEPUEM IS OTIPENICIICHHUS COCTOSHHS IPY HAIMYNHU KIIMHHYECKHUX ITOKAa3aHUH.

Tunomupeos

Kapb6amazenun MOXeT CHUKaTh KOHIIEHTPAIMX TOPMOHOB IIUTOBUTHOM KeJle3bl B CBIBOPOTKE KPOBU
MyTeM UHAYKIUHU MUKPOCOMAJIbHBIX (PepMEHTOB NIEUYEHH, YTO TpeOyeT YBEeINUEHHUS 103bI ITPErnapaToB,
IIPUMEHSIEMBIX Ul 3aMECTUTENILHON Tepalnuy, y NalMeHTOB C TUIIOTUPEO30M. Y JaHHOW KaTeropuu
MAIMEHTOB HE0OXO0AUM MOHUTOPHHT (DYHKITUH IIUTOBUIHOM MKeJe3bl I I000pa 036l MPErapaToB
3aMECTUTENIBHON TEepaIuu.

Hapywenus ¢pynkyuu nevenu

Ilepen npumenenuem npenapata KAPBAMAJ3EIIMH ABEKCHMMA u B mporecce Je4eHHs
HE00XOIMMO TMPOBOAUTH HCCIeNOBaHUE (PYHKIMU MEYEHU, OCOOCHHO Y MAallMeHTOB, B aHAMHE3E Yy
KOTOPBIX UMEIOTCS CBEJICHUS O 3a00JIeBaHUAX NIEUYCHH, a TAKXKE y MAllMeHTOB MOXKUJIOro Bo3pacTta. B
cllydae YCWJICHHS YK€ MMEBLIMXCA HapylleHUH (QYHKIUU MEeYEHH WIHA MPHU MOSBICHUH aKTUBHOTO
3aboneBanus nedenn npemapat KAPBAMASEIIMH ABEKCUMA cnexyeT HEMEIICHHO OTMEHUTb.

Hapywenusa ¢pynxyuu nouex

Ilepen nawasniom neudenus npenaparom KAPBAMAS3EIIMH ABEKCHUMA u nepuoauuecku B
mpolecce Tepalmud PEKOMEHIYETCs HCCleJoBaHHe OOIIEro aHajlu3a MOYU U OIpE]eIICHUE
KOHIEHTPALlU! MOYEBUHBI B KPOBH.

M-xonunobaoxkupyrowas axkmusHocmy

KapOamazenun oOnanaer cnaboil M-XOJUHOOJOKHpYOLEH akTuBHOCThIO. IlosTOMy B ciyuae
NPUMEHEHMs Mpenaparta y MalUeHTOB C MOBBIIIEHHBIM BHYTPUIJIA3HBIM JABJICHUEM M 3aJIePXKKOil
MOYH HEOOXOJMM MOCTOSIHHBIM KOHTPOJIb 3TOTO MOKa3aTeJsl.

Icuxuueckue napywenus

[Tockonpky Ha (oHE TpPUMEHEHHUs TMpernapaTra BO3MOXKHO OOOCTPEHHE JIATEHTHBIX TCUXHYECKUX
pPacCTpONCTB, cleayeT oOecrneunTh HAOMIOJCHUE 3a TMOXKUIBIMH MAIIMEHTaMH C 1EJIbI0 BBISBICHUS
TaKOW CUMITOMATHKHU KaK CIyTAHHOCTb CO3HAHMS M TICKXOMOTOPHOE BO30YKICHHUE.

CyuyuoanvHoe nogedeHue Uiy HamepeHus

VY nanueHToB, MOJIyYaBIIMX MPOTHUBOCYAOPOXKHBIE Mpenaparbl MO psAay MOKa3aHWH, OTMEYAIUCH
Clly4au CyMUUJIaJIbHOTO MOBEICHHS UM HaMepeHuil. Pe3ynbTaTel MeTaaHalin3a paHJOMU3UPOBAHHBIX
1a1e00-KOHTPOIUPYEMBIX UCCIIEIOBAHUN TMOKa3ald HEOONBIIOE TOBBIIICHHE pPHUCKA Pa3BUTHUS
CYMIIMIAJIBHOTO TIOBEICHHS Y TTAIIMEHTOB, IMOJTYyYaBIINX MPOTHBOCYIOPOKHBIE TIpermapaThl. MexaHu3m
YCUJICHHUS] CYWIIMIATLHOTO TIOBEJACHUS y JAHHOW KaTEeropuy MAaIlMeHTOB HE ycTaHoBJeH. [loaTomy
HEO0OXOMMO TIIATEIbHOE HAOI0IEHNE 32 CHMIITOMAMH CYHITHIALHOTO TIOBEICHHS 1 HAMEPEHUM 1
MIPUHATHE PEIICHUSI O COOTBETCTBYIOIIEM JieueHUHU. [larmentaM (yXakKMBAIOIUM 32 HUMH JTHIAM)
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HEOOXOIMMO HACTOSITEIbHO PEKOMEH/I0BaTh OOpaTUThCS 3a IOMOIIBI0 K Bpady B cliydae
BO3HHUKHOBEHHUS CUMITOMOB CYHIIUIAIBHOTO TIOBEICHUS MIIM HAMEPEHUIA.

DOHOOKpuHONI02UYECKUe HapyUleHUs

B cBs3u ¢ mHAyKIMEH MHKPOCOMAIbHBIX (PEPMEHTOB IE€YEHHM KapOaMa3enmuH MOXKET OCHIabisaTh
TepaneBTHUeCKUd 3(PPEKT MepopalibHBIX KOHTPAICITUBOB, COACPIKAIIUX AICTPOTEHBI H/WIN
nporectepoH. llanmeHTkaM ¢ COXpaHEHHBIM  PEMPONYKTHBHBIM  IOTCHLIHAIOM  CJEIyeT
PEKOMEHI0BaTh HCIOJIb30BATh AJIBTEPHATHBHBIE METOIbl KOHTpAIECNUU BO BPEMs Teparnuu
npenapatom KAPBAMAJEIIMH ABEKCHUMA. Coo0manoch 0 BO3HUKHOBEHHUH KPOBSHHCTHIX
BBIICJICHUI M3 Blarajuila B MEPUOJ MEXIY MEHCTPyalMsIMH MPU OJHOBPEMEHHOM NPUMEHEHUU
KapOamaszenuHa ¢ TOPMOHAJIbHBIMU KOHTPALIEITUBAMU (KPOBOTEUEHUE «IIPOPBIBAY).

Bepemennocms u nayuenmxu ¢ coxpaneHHvimM penpooyKmueHbIM NOMeHYUaIoM

[Tpumenenne kapbamaszenuHa BO BpeMsi OEPEMEHHOCTH MOXET OBITh CBS3aHO C PHCKOM IS TUIOJA
(cm. paznen 4.6.). [lpumenenune npenapata KAPBAMAS3EIIMH ABEKCHUMA npu 6epemenHocTH
BO3MOYKHO TOJIBKO B TOM CITy4ae, €ClIi OXKHIaeMast 10JIb3a ONPABIbIBAET MOTECHIIMATBHBIC PHCKH.
BepeMeHHBIX MAIMEHTOK M NAIIMEHTOK C COXPAaHEHHBIM PEIPOTYKTHBHBIM OTEHIIHAIOM HEOOXOAMMO
B [I0JIHOW Mepe MH(POPMHUPOBATH O PUCKAX JUIS IJI0JA, CBA3AHHBIX C NOTEHIUAIbHBIM T€PAaTOr€HHBIM
addexrom kapbamazenuna (cM. paszaen 4.6.).

[TaneHTKaM C COXpaHEHHBIM PENPOJYKTUBHBIM MOTEHIMAJIOM CJIEIyeT HCIOJIb30BaTh HaJE)KHbIE
METO/bl KOHTpALENIUK BO BpeMsl TEpallui U B T€UEHUE 2 HeAesb M0cie IpueMa MocieaHen 1035
npenapata KAPBAMAS3EIIMH ABEKCHUMA (cm. mnoapasgen  «OHIOKPUHOJIOTMYECKHE
HapyLIEHUs», a Takxke pas3aensl 4.5. u 4.6.).

Onpedenenue konyenmpayuu Kapoamazenuna 6 niazme Kposu

XOoTs B3aMMOCBS3b MEXy /10301 Ipenapara, KOHIIEHTpalue kapbamasenuHa B 1ia3Me KpoBH, €ro
KJIMHUYECKOW 3(PPEKTUBHOCTHIO WM NEPEHOCHMMOCTHIO BECbMa HE3HAUMTEIbHA, TEM HE MEHEe,
peryisipHoe OIpeAeiieHHe KOHIEHTpAaUuu KapOamas3elnuHa MOXeT OBITh Lel1ecooOpa3HbIM B
CIIEAYIOIIMX CUTYalUsAX: IPU PE3KOM MOBBIIIEHUH YacTOThI IPUCTYIIOB, JUIsl TOTO, YTOOBI TPOBEPUTH,
MPUHUMAET JIM TalMEHT Mpenapar JOJKHBIM 00pa3oM; BO BpeMsi 0epeMEeHHOCTH; TIPH JICUSHUH JieTel
WX TOJPOCTKOB; IPU MOJI03PEHUH Ha HapYIIEHUs BcachblBaHUS KapOamMasenuHa; MpH Mo103pEHUH Ha
pa3BUTHE TOKCHUYECKHX pEaKUui B clydyae, €CIM MalUMeHT NMPUHUMAET HECKOJIbKO JIEKapCTBEHHBIX
CPEICTB.

Ilaoenus

Tepanusi kapOamMazenmuHOM COIMPOBOXKJATACh aTAaKCHEHW, TOJIOBOKPYKEHHEM, COMHOJCHIUEH,
TMIIOTEH3MEH, CIIyTaHHOCTBIO CO3HaHMs, cepauueil (cMm. pasgen 4.8), 4TO MOXKET NPUBOJIUTH K
MAJCHUSIM U, KaK CIEACTBHE, NIEPEIOMaM WM JPYTUM TpaBMaM. Y NAIlMEHTOB, C CONMYTCTBYIOLIUMU
3a00JI€BaHUSAMH, COCTOSIHUSMHU, WIM OJHOBPEMEHHO MOJYYaIOUIMX MEIUKAMEHTO3HYIO Teparuio
npernapatamMi, KOTOpbIE MOTYT YCYryOsIATh BbIlIEyKa3aHHblE 3((EKThl, CleayeT peryispHo
OLICHMBATh pPUCK TMajeHul Ha QoHe amuTenpbHOM Tepanuu npenapatom KAPBAMASJEIINH
ABEKCHMA.
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4.5. B3aumopeiicTBue ¢ [APYrHMH JIeKAPDCTBEHHBIMHM TMpenaparaMu W Jpyrue BH/bI
B3aMMOJAEHCTBUSA

Kapb6amazenus He peKOMEHIyeTCsl IPUMEHSATH OTHOBPEMEHHO C HHTUOMTOPAMU MOHOAMHHOKCH/1a3bI
(MAO). Ilepen mpumeneHweMm npenapata HHTHOMTOpPel MAO 1OMKHBI OBITh OTMEHEHBI, Kak
MUHHMYM, 32 2 HEJIeJIU W, €CIIM MO3BOJSET KIMHUYECKAsk CUTYaIus, Jaxe 3a OOJIbIIni CPoK (CM.
paznen 4.3).

[Mutoxpom P4503A4 (CYP3A4) sBnsercs OCHOBHBIM HM30(QEPMEHTOM, OO0ECIICUYNBAIONINM
oOpaszoBanne kapOamasenuna-10,11-amokcuaa (aktuBHOro  Metabonuta). OHXHOBpPEMEHHOE
MpUMEHEHHE C mpernapaToM HHruouTopoB uzopepmenta CYP3A4 MokeT NpUBECTH K MOBBILICHUIO
KOHIIEHTpaluu kapOama3enuHa B Iia3me, 4To, B CBOIO OYEPE/b, MOXKET BhI3BATh IOOOYHBIE PEaKIIUU.
OnHoBpeMeHHOE TTpuMeHeHne HHAYKTOpoB n3odepmeHTa CYP3 A4 MOXET NpUBECTH K YCKOPEHHIO
MeTabonu3Ma kapOaMasenuHa 1, TaKuM 00pa3oM, K BO3MOKHOMY CHHIKEHHUIO €r0 KOHIICHTPALIUHU B
IIa3Me M, CJEJOBAaTeNbHO, K BO3MOXXHOMY YMEHBUICHHIO BBIPQKEHHOCTH TEPareBTUYECKOTO
sddexra npenapara. OTMEHa OJTHOBPEMEHHO MPUHUMAEMbIX MHIYKTOpoB m3opepmenta CYP3A4
MOJKET CHIIKaTh CKOPOCTh OHOTpaHChopManuu KapOamasenuHa, U, KaK CIEICTBHE, MPUBOIUTH K
MOBBILICHUIO KOHIEHTpAallMK KapOama3enuHa B mia3Me kpoBu. KapOamazenuH sBIsS€TCS MOIIHBIM
unaykropom uzopepmenta CYP3A4 u npyrux gpepMeHTHBIX IEYEHOYHBIX CHCTEM MEPBOW U BTOPOi
¢a3bl MeTaboIM3Ma JIEKAPCTBEHHBIX CPEJICTB M MIPU OJTHOBPEMEHHOM MPUMEHEHUHU C MpernapaTami,
MeTtabonuzupyroummucs uzopepmentom CYP3A4, mMoxkeT BbI3bIBATH MHAYKIHIO META0OIU3Ma U
CHIDKEHHE KOHIICHTPALIMH UX B IIJIa3Me.

[Tockonbky mpeBpamenue kapOamaszenuH-10,11-smokcuma B kap6amasenuH-10,11-Tpancauon
MPOUCXOIUT TPU MOMOIIM MHUKPOCOMAJIBHON SMOKCHUATHAPOIA3bl, MPUMEHEHHE KapOaMaszermuHa
OJTHOBPEMEHHO C HMHTHOMTOpPaMH MHKPOCOMAIIBHOW JIOKCUATHAPOIA3bl MOXKET NPUBOAUTH K
MOBBIIICHUIO B IIa3Me KPOBH KOHIIEHTpanuu kapoamaszenun-10,11-3mokcuaa.

IIpenapathl, KOTOPBIE MOTYT OBLICUTH KOHIIEHTPAIUIO KaD6aMa3eHI/IHa B IJ1a3MC€ KPOBH:

- aHaJbBIe3UpPYIOIIME U HECTEPOMIHBIE NPOTHUBOBOCHAINTEIBHBIE JIEKAPCTBEHHBIE IpEMapaThl:
JeKcTpoIponokcudeH, uoymnpoges;

- IPOTUBOOIYXO0JIEBbIE CPEJCTBA (aHIPOTEH): 1aHA30I;

- aHTUOMOTHKM: MAaKpOJHJHbIE (HalpUMep, SPUTPOMHUIMUH, TPOJECAHAOMUIIMH, JKO3AMUIIMH,
KJIAPUTPOMHMIIHH ), TATIPOQIIOKCAINH;

- QHTHUJIETIPECCAHTHI: BOBMOXKHO, JIE3UITPAMUH, (ITyOKCETHH, (PIyBOKCAaMHH, HEPa30/10H, TaPOKCETHUH,
Tpa30/10H, BUJIOKCA31H;

- IPOTUBOSMMIICITUYECKHE CPEJCTBA: CTUPUIICHIION, BUTA0ATPUH;

- TNPOTUBOTPUOKOBBIE CPENCTBA: MPOMU3BOJHBIE a30ja (HampuUMep, MTPAKOHA30Jl, KETOKOHAa301,
(bi1yKOHa30I, BOPUKOHA30J). AJBTEPHATUBHBIE AaHTUKOHBYJIBCAHTHI MOT'YT OBITh PEKOMEH]IOBaHbI
HarreHTam, MoJy4yarouM BOPUKOHA30JI MIIM UTPAKOHA30JT;

- OJI0KaTOpPbI THCTAMUHOBBIX Hi-penientopoB: nopataauH, TeppeHa nH;

- aHTUIICUXOTUYECKHE Cpe/ICTBA (HEMPOIENTHUKN): OJIaH3aIINH;

- IPOTUBOTYOEPKYJIE3HbIE CPEICTBA: U30HUAZU]L;

- IPOTUBOBUPYCHBIE CPeICTBA: MHIMOUTOPHI poTeazsl BUY (Hanpumep, puToHaBup);

- IPOTUBOIJIAYKOMHBIE CPeACTBA (MHTMOUTOPBI KapOOAHTUPa3bl): alleTa30IaMuI;
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- THUIIOTCH3WBHBIC Tpernaparbl (OJ0KaTOpPBl «MEJICHHBIX» KaJbI[MCBBIX KAaHAJIOB): BepariaMmi,
JIATITHA3EM;

- NMPOTHBOS3BEHHBIC CPEICTBA (MHTMOUTOPHI MPOTOHHOW ITOMIIBI, OJIOKATOPHI T'MCTAMHHOBBIX Ho-
PEIEenTOPOB): OMENPAa30Ji, BO3MOXKHO, IIAMETH/IUH;

- MUOPETIaKCAHTBI: OKCUOYTUHUH, IAHTPOJICH;

- aHTUATPEraHTHBIC CPE/ICTBA: TUKIIOHINH;

- JpyTHE JICKQpCTBEHHBIC CPEIICTBA M MPOIYKTHI MUTAHHS: TPEUIIPPYTOBBI COK, HUKOTHHAMUJ]
(TOTBKO B BBICOKHX J[03aX).

[TockosIbKY TOBBIIICHHE KOHICHTpAIMK KapOamaseluHa B IUIa3ME€ KPOBH MOXET IPHBECTH K
BO3HUKHOBEHHIO IMOOOYHBIX peaknuid (HampuMep, K TOJOBOKPYXEHHUIO, COHJMBOCTH, AaTaKCHUH,
JTUIUIONHNK), B JTHX CHTyallMsX CJeIyeT KOPPHUTHUPOBaTh J03y Ipernapara W/WIH PeryisspHo
OTIpEeCTISATH KOHIICHTPAINIO KapbaMas3enunHa B I1a3Me KPOBH.

[Ipenapatel, KOTOpbIE MOTYT MOBBICUTHh KOHIEHTpanuio kapbamazenuna-10,11-smokcuna B miazme
KpPOBU: JIOKCAIMH, KBETHUAIIWH, TPUMHIOH, IMPOrabWJ, BaJbIIPOCBas KUCIOTA, BATHOKTAMHUI H
BaJILIIPOMHU/I.

[TockonbKy TOBBIIIEHHE KOHIICHTpauu kKapOamasenuHa-10,11-3mokcuna B mia3Me KpPOBH MOXKET
MPUBECTH K BO3HMKHOBEHHIO MMOOOYHBIX PEaKlUil (HampuMmep, K TOJOBOKPYKEHHIO, COHIMBOCTH,
aTaKCHH, JUILIONHUH), B 3TUX CUTYaIUAX CJICIyeT KOPPUTUPOBATh 103y Mperapara u/uiv peryisipHO
onpeeaTh KOHIEHTpaluto kapbamazennna-10,11-3mokcuia B mia3mMe KpoBH.

HDCHaDaTI)I, KOTOPBIC MOT'YT CHMXXAaTh KOHIICHTPAIIUuIO Ka‘[)6aMa3eHI/IHa B IJ1a3M€ KPpOBH:

- TPOTHBOSWJICIITUYECKUE CpeacTBa: (embamar, Me3ykcMMHUI, OKckapOaszemuH, (heHobapourarn,
dencykcumua, ¢GeHUTOMH (BO W30€KAHME WHTOKCHKAIMU (CHHTOMHOM W BO3HUKHOBEHUS
CyOTepaneBTHYEeCKUX KOHIICHTPaLuii KapOamas3ennHa peKOMEH1I0BaHHAs TIa3MEHHAsE KOHLIEHTPAIHS
(denuTonHa NOKHA OBITH HE Oonee 13 MKr/mur 10 m00aBieHHS K Tepanuu kKapOamasenuHa) u
dbocpeHnTOnH, MNPUMHUAOH, U, XOTS JaHHbIE YAaCTUYHO TMPOTHBOPEYUBBI, BO3MOXKHO, TaKKe
KJIOHa3emnam;

- MPOTUBOOMYXOJIEBBIE CPEJICTBA: IIUCIUIATHH WJIH JOKCOPYOUIINH;

- IPOTUBOTYOEPKYIE3HbIE CPeICTBA: PUBAMITUIINH;

- OpPOHXOMIIATUPYIOITUE CPENICTBA: TEODUIITUH, aMUHODUIUINH,

- Cpe/CcTBa Ui JICUEHUs YIPEBOU ChINU (PETUHOM/IBI): U30TPETUHOMH;

- IpyTHe JIEKapCTBEHHBIE CPEJICTBA M MPOIYKTHI MUTAHUS: PACTHTEIbHBIE TIPErapaThl, COAepIKaIIHe
3BEpO00il MPOBIPSBIICHHBIH.

[Ipn ogHOBpEMEHHOM MPHUMEHEHHH C BBINICYKA3aHHBIMH IpenapaTaMud MOXKET MOTpeOoBaThCs
KOppEeKIIHs 1036l KapOama3enuHa.

Bausnue KaD6aM33€HI/IHa Ha KOHICHTPAIMIO B IJIa3MC IIPCIaparoB, NPUMCHACMBIX B Ka4YC€CTBC

CONYTCTBYIOIIEH Tepanuu

[Ipy ogHOBpEeMEHHOM MPUMEHEHHH € KapOama3enmMHOM BO3MOXKHO CHIDKEHHE KOHIIEHTpAld B
1a3Me, yMEHbIICHNE WIH JaXKe MOJIHOE MpeKpalleHue AeWCTBUS HEKOTOPBIX Mpernaparos.

IIpy ogHOBpEeMEHHOM NPUMEHEHUU C KapOama3emuHOM MOXKET MOTpeOoBaThCsl KOPPEKLHUs 103
CIIEAYIOIINX MPEenapaToB:

- aHaJbIe3UPYIOUIMEe M HECTEPOUIHbIE NPOTUBOBOCHAIUTENbHBIE Ipenaparbl: OynpeHopduH,
METaJ0H, Mapaneramoi (ATUTENbHOE TNpPUMEHEHHEe KapbamaszemuHa W [apareramosa
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(atretamuHOEHA) MOXKET TPHUBECTH K PA3BUTHIO TeNAaTOTOKCHMYECKUX d(]dekToB), ¢eHas3oH,
Tpamao;

- aHTUOMOTUKHU IPYMIbl TETPAUKINHA: TOKCUIIUKINH, pudadyTHH;

- HeNpsIMbIE AHTHKOAryJsSHTHL: BapdapuH, (HEHIPOKYMOH, ITUKyMapoJ U aleHOKyMapo,
puBapokcabaH, naduratpas, anukcadas, d0kcadaH;

- aHTHJACTIPECCAHTHI: OYNPONMOH, LUTAJIONpaM, MHUAHCEPHH, He(a3zolOH, CEpTPaIMH, TPa30I0H,
TPUIMKIMYECKUAE aHTHACTIPECCAHTHI (MMUTIPAMUH, aMUTPUTITUIMH, HOPTPUTITUIINH, KIIOMHIIPAMUH);
- IPOTUBOPBOTHBIE CPEICTBA: AMPEIUTAHT;

- NPOTUBOAIMWIENITUYECKHE CpEeACTBA: KioOa3aMm, KJIOHAa3emaM, »J3TOCyKcumun, ¢enbdamar,
JAMOTPHIKUH, 3CIUKapOa3enut, okckapOa3enut, NPUMUIOH, THarabuH, TOMUpaMaT, BaJlbIIpoeBast
KHCIIOTa, 30HM3amMuA. Bo wu30exxaHne UHTOKCUKAIMK (EHUTOMHOM U BO3HUKHOBEHHS
CcyOTepareBTHYeCKUX KOHIICHTpaIMil kKapObaMas3ennHa peKOMEHI0BaHHas TNIA3MEHHAsI KOHIICHTPAITHS
(dhenuTOMHA TOJDKHA OBITH He O0siee 13 MKr/mit 10 100aBIIeHUs K Tepanuu kapOamazenuHa. Metores
cooOmIeHns1 0 TOM, 4TO Ha (oHEe MmpueMa KapOama3zenuHa KOHIEHTpanus Me(peHuTOnHa B IUIa3Me
KPOBH MOXET IOBBIILIATHCS (B PEAKUX CIydasix);

- IPOTUBOTPUOKOBBIE CPEJICTBA: UTPAKOHA30JI, BOPUKOHA30J. AJbTepHATUBHBIC AHTUKOHBYIIbCAHTHI
MOTYT OBITh PEKOMEHIOBAHBI MAIUEHTaM, MOJIYYAIOIUM BOPUKOHA30JI UM UTPAKOHA30I;

- aHTUTEIILMUHTHBIE CPEJICTBA: IPA3UKBAHTEN, ajl0eHIa3011;

- IPOTUBOOMYXOJIEBbIE CPEJICTBA: UMATHHHO, ITKI0(OochamMu, JanaTuHUO, TEMCUPOIUMYC;

- AHTHUIICUXOTHYECKHE CpelCTBa (HEHpONENTHUKH): KJIO3alWH, TaJoNepHIoi, OpOoMIEepHIoI,
OJIaH3aITWH, KBETUAINH, PUCTICPUIOH, 3UTIPACH IOH, aPHUITHITPA30JI, TATUIICPHIOH;

- IPOTUBOBUPYCHBIC CPEJICTBA: MHTHOUTOPHI ITpoTeassl BUY (MHaMHABUD, pUTOHABUD, CAKBUHABHUD);
- aHKCHOJIUTHYECKHE CPEJICTBA: alIpa3oiiaM, MUIa30J1aM;

- OPOHXOIMIIATUPYIOIIUE CPEACTBA: TCODUIIINH;

- KOHTpAIICTITUBHBIE CPE/ICTBA: rOpMOHaJbHBIE  KOHTpAlENTHBBl  (HEoOXoauMm  mojabop
aIbTePHATUBHBIX METO/I0B KOHTPALICTIIUH);

- IpenapaThl JUIs JIeYeHUs 3a00JIeBaHUN CEPIICYHO-COCYIUCTON CUCTEMBI: OIOKATOPHI «MEATEHHBIX)»
KaJIbI[MEBbIX KAHAJIOB TPYNIbl AUTHAPONMUPUANHOB ((PemoaunuH), CUMBACTaTHH, aTOPBACTATHH,
JIOBACTaTHH, [ICPUBACTATHH, NBAOPA INH;

- cepJIeuHbIC TJINKO3H/IbI: TUTOKCHH;

- TIIFOKOKOPTUKOCTEPOUIBI: TIPETHU30JIOH, JEKCAMETAa30H;

- CpeICTBa ISl JISYEHUST SIPEKTUIILHON NTUCPYHKITUU: Taganadu,

- IMMYHO/JICTIPECCUBHBIE CPEACTBA: IIMKJIOCIOPUH, 9BEPOIUMYC, TAKPOIUMYC, CUPOIUMYC;

- cpencTBa Ui JeueHus 3a00J1eBaHU IIUTOBUAHOMN JKEEe3bl: JIGBOTUPOKCHH;

- JIpyrue JEeKapCTBEHHBIE CPEJCTBAa U MPOIYKTHl MUTAHUS: MpEnapaThl, COAEpIKAIIUE ICTPOTEHBI
W/WIIN TPOTECTEPOH.

KOM6I/IHaHI/II/I, KOTOPBIC CJICAYET IPUHNUMATh BO BHUMAHUEC
HpI/I OOAHOBPEMCHHOM INPHUMCHCHUU Kap6aMa3enI/1Ha C JICBETHpALCTaMOM B OTACJIBHBIX ClIy4dasax

OTMECYAJIOCHh YCHIICHUE TOKCHYCCKOT'O JIeHCTBHSA Kap6aM33€HI/IHa.

H3BecTHBI COO6HI€HI/I$[ 00 YCUJIICHUHA I'€IaTOTOKCUYHOCTH, BBI3BAHHOM HU30HUA3na0M, B TEX ClIydasix,
KoTra OH NPUMCHAJICA OAHOBPECMCHHO C Kap6aM8.3€HI/IHOM.

KOM6I/IHI/Ip0BaHHOe MIPUMCHCHUC Kap6aMaBeHI/IHa U JIMTUAd WM MCTOKJIOIIpaMuaa, a TaKXKe
Kap6aMaserH/1Ha u HCﬁpOJ’ICHTH‘-ICCKHX CpcaACTB (ranonepnuona, Tnopﬂz[aana) MOKCT MMPUBECTU K
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MOBBIICHUIO YaCTOThl HEKEJIAaTeNbHBIX HEBPOJOTMYECKHX peakiuil (B ciydae mocieqHeit
KOMOMHAIIMHU - 1a)Ke TPU TepareBTUUECKUX KOHIIEHTPALMAX aKTUBHBIX BEIIECTB B IIa3Me KPOBH).
OpHoBpeMEeHHOE MpUMEHEeHHe KapOaMaselnuHa € HEKOTOPbIMH JAMYPETHUYECKUMH CpEICTBAMHU
(THAPOXIIOPOTHAZUAOM, PYyPOCEMHUIOM) MOKET MTPUBOIUTEH K TUTIOHATPHUEMHH, COTIPOBOKIAIOIICHCS
KJIIMHUYECKUMHU NPOSIBICHUAMH (CM. pazaein 4.4).

KapOama3zenun MOKET MPOSBIATh AaHTArOHU3M K JICHCTBUIO HEACTIONSAPU3YIOIIMX MHOPEIAKCAHTOB
(mampumep, maHKypoHHsS OpoMun). B ciydae mpuMeHEHHsS TaKoW KOMOWHAIIMU JIEKApCTBEHHBIX
CPEICTB MOXXET BO3HHKHYTh HEOOXOAMMOCTH B MOBBIIMICHUU J103bl YKa3aHHBIX MHOPEIaKCaHTOB;
ClIeIyeT OCYILECTBJISATh BHUMATEIbHOE HAOIOJEHHE 3a MalleHTaMU, TaK KaKk BO3MOXHO Oolee
ObICTpOE, 4YeM OXHUAAJIOCh, TpeKpalleHue JAeWcTBUs MuopenakcanTtoB. Coolmanocs o
BO3HUKHOBEHUHU Y KCHIIUH KPOBOTEUYEHMI B MEPUOJ MEXKIY MEHCTpYyalUsMU B Clydasx, Korja
OJTHOBPEMEHHO MPUMEHSUTHCh TOPMOHANILHBIC KOHTpalenTuBkl. [IpemapaT Moxer cHuxkaTh dPPext
TOPMOHAJIBHBIX KOHTPAIICIITUBOB BCIIEACTBUE WHAYKIIMA MUKPOCOMATbHBIX ()EPMEHTOB.
Kapbamazenun Tak ke, Kak ¥ APYrue MCUXOTPOIHBIE CPEACTBA, MOXKET CHIDKATh IMEPEHOCUMOCTb
aJIKOTOJIA. B CBSI3U € ATHM, TAIMEHTY PEKOMEHIyeTCsl OTKA3aThCs OT YIIOTPEOICHHUS aJIKOTOJIS.
OpHoBpeMEeHHOE NMPUMEHEHHE KapOamaszenmuHa U MPSMBIX aHTHKOATYJISHTOB JJs IpUeMa BHYTPb
(Hanpumep, puBapokcabaH, JadurarpaH, anukcadaH, 3JA0KcabaH) MOXKET MPUBECTH K CHIXKCHHIO
KOHIIEHTPALIMHU MepOPaTbHOI0 aHTUKOATYJISTHTA MPSIMOTO JICHCTBHS B I1a3Me KPOBU, UTO MIPUBOJIUT K
pPHUCKY pa3BuTHUsl TpoMmOo3a. Takum oOpazoMm, Mpu HEOOXOJUMOCTH OJHOBPEMEHHOTO MPUMEHEHUS
YKa3aHHBIX MIPETapaToB CIEAYeT MpPOSBIATh HACTOPOKEHHOCTh B OTHOIICHHHM IPH3HAKOB U
CUMIITOMOB TpoM0o03a.

Hckaoicenue ceponocuueckux mecmos

KapbamazenuH MoOXXET MpPHUBECTHM K  JIOKHOIMOJOXHUTEIBHOMY  PE3YJIbTaTy  OIpeAeTeHUs
KOHIICHTpAallMU Tep(eHasnHa METOJOM BbICOKO3(D(PEKTUBHON KHUIKOCTHON Xpomarorpaduu.
Kapbamazenun u 10,11-snokcup kapOamasenuHa MOTYT HPUBECTH K JIOKHOIIOJIOKUTEIEHOMY
pe3ysbTaTy  ONpEACNICHUs KOHLEHTpPAlUM  TPHULMKIMYECKOTO  AHTUIETIPECCAaHTa  METOJIOM
MOJISIPU3ALMOHHOTO (DIFOOPECLIEHTHOIO MMMYHOAHAJIN3A.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD M JTAKTALMA

bepemeHHOCTH
Pestome puckos

Kapbamaszenun ObICTpO MpPOHUKAET yepe3 IeMaToIUIalleHTapHbI Oapbep, U OOHaApyKHUBaeTcs B
BBICOKHMX KOHIIEHTpAUAX B TKaHSX IUI0Ja, OCOOCHHO B IEYEHU U MOYKaX.

JleTn manyMeHToK C SMWIENCUEN Yalle OPYruX MpeapacoyIoKeHbl K BOZHUKHOBEHUIO HAapyILIEHUN
pa3BUTHs, B TOM YHUCIIE, BPOXKJIEHHBIX MOPOKOB. HecMOTps Ha HEIOCTaTOYHOCTh yOEIUTENbHBIX
JAHHBIX KOHTPOJIMPYEMBIX HCCIEJOBAHUM O HAJIWYMKM IMPUUYMHHO-CIEACTBEHHON CBSI3U JTAHHBIX
HapyleHUH ¢ MOHOTepanuel kapbaMazenmuHOM y MaTepu, Ha (OHEe MPUMEHEHUs KapOamazenuHa
3aperucTPUPOBAHbl COOOIIEHUS O CIIy4asX BpPOXKJIEHHBIX 3a00JeBaHM M TIOPOKOB pPa3BUTHS,
BKJIIOUAsl He3apalleHue Ty>KeK M03BOHKOB (spina bifida) u 1pyrux Bposk1€HHBIX aHOMAJIUI: 1e(PEKTOB
pa3BUTHS YEPEMHO-JIMILEBBIX CTPYKTYp, CEpIEYHO-COCYAUCTOM M JAPYTrUX CHUCTEM OpraHOB,
MUKpoI1iedans, TUITOCTIaINH.

ITo nanubiM CeBepoamepuKkaHCKOro peructpa 0epemenHoctei u peructpa EURAP (EBponelickuii u
MEXIYHAPOAHBIM PErucTp MPOTHUBOSMMIEHTUYECKUX IIpernaparoB U OepeMeHHOCTeH), yacTtoTa
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rpyOBIX IOPOKOB Ppa3BUTHUS, OTHOCSIIUXCA K CTPYKTYPHBIM aHOMAIUsAM, TpeOyIOUIMM
XUPYPrU4ecKoi, MEIUKaMEHTO3HOH WM KOCMETHYECKOH KOpPPEKLMH, IHAarHOCTHPOBAaHHBIX B
Tedenue 12 Henenb mocie poxaenus cocrasisia 3,0 % (95 % AU 2,1-4,2), a yepe3 1 rox mocne
poxnenus — 5,4 % (95 % AU 4,5-6,4 cooTBeTCTBEHHO). YacTOTa BPOXKACHHBIX IOPOKOB PA3BUTHS Y
[AI[MEHTOB, HE IOABEPraBIIUXCS BO3JAEHCTBUIO IPOTUBOAIMIECHTHYECKUX IPENapaToB COCTAaBUIIA
1,1% (95 % AU 0,35-2,5). OtHocurensHbll puck (OP) BpoXKIEHHBIX aHOMAIUN y OEpeMEHHBIX
KCHIIMH, TOJYYaloIMX KapOaMa3enuH, MO CPaBHEHHIO C OepeMEHHBIMU >KEHIIMHAMH, HE
NPUHUMAIOIIMMHE POTHBOSIHIICTIITHYECKIE TIpenapathl, coctaBmi 2,7 % (95 % AU 1,01-7,0).
JlaHHBIE AMHUIEMHOIOIMYECKOT0 UCCIIEI0BAHNS YKa3bIBAIOT Ha MOBBILIEHHBIH PUCK POXKACHUS eTel
C MaJIbIM BECOM JJIsl T€CTAllMOHHOT0 BO3pacTa (IIOTEHI[MAIbHO CBSI3aHHBIH C 3a7iep>KKOi pocTa II10/1a)
y OepeMEeHHBIX JKEHIIUH, IOJIyJalolluX [POTUBOSIMMIECITHUECKUE Ipenaparbl  (BKIOYast
KapOama3enuH) BO BpeMsl OCpEMEHHOCTH, IO CPABHEHHIO C OEpEeMEHHBIMU JKEHIIMHAMU C
SIUJICIICUEH, HE MOJyYarOIIUMHU JICUCHUS.

CooOmanoch 0 HapylIEHUSX pa3BUTHUS HEPBHOM cUCTEMBbl (TaKuUX KakK 3a7epikKKa pa3BUTHS,
paccTpoiicTBa ayTUCTHYECKOTO CIHEKTpa, yMcTBeHHass otcranocts, CIBIT u npyrue) y nerei,
POXIEHHBIX IKEHLUIMHAMH C OSIWIENCHEH, TIOJyyaBIIMMU KapOaMmas3elnuH OTJENbHO WIH B
KOMOMHAIMM C JPYTUMH [POTHBOSIWIENTUYECKUMM IpenapaTaMM BO BpeMs OEpeMEHHOCTH.
HccnenoBanusi, CBsI3aHHbIE C PUCKOM HAPYLIEHUH pa3BUTHsI HEPBHON CUCTEMBI Y IETEH, MOTyYaBILUX
kapOama3enuH BO BpeMsi 0epeMEeHHOCTH, IPOTUBOPEUMBBI, U PUCK HENb351 UCKIIOUUTh.

Knunuuecxoe 3nauenue

Cnenyer ¢ ocoboit octopoxkHocTbio npumeHsaTh npenapar KAPBAMASEIIMH ABEKCUMA vy
OepeMEeHHBIX JKEHIIUH C ATHIICTICUEH.

[Ipn HeoOXonMMOCTH NPUMEHEHHUs Npernapara y OEpeMEHHBbIX, a TaKkKe B TOM Cllydyae, €Cciu
0epeMEeHHOCTh JAMAarHOCTHPOBAaHA BO BpEMsl MPUMEHEHHUsS NIpenaparta, WiIH MalUeHTKa [UIaHuPyeT
0epeMEeHHOCTh, CIIeAYeT TIIATEIbHO OLEHUTh COOTHOIIEHHE OXHIAeMOMN MOJIb3bl M BO3MOXKHOTO
pHCcKa, 0cOOEHHO B IEPBOM TPUMECTpE OEPEMEHHOCTH.

ITpu nocTarouHON KIMHUYECKON 3(PPEKTUBHOCTH y MAIIMEHTOK C COXPAHEHHBIM PENpOIyKTHBHBIM
noreHuuanoM npenapat KAPBAMASEIIMH ABEKCHMA crnenyet npuMeHsATh B MOHOTEPAIIUH, TaK
KaK 4acToTa pa3BUTHs BPOXACHHBIX aHOMAJIMil IJIoJa MpPH MPUMEHEHUH KOMOWHHPOBAHHOMN
MIPOTUBOAMMUIIENTUYECKON Tepaluy BbIIIE, Y€M MpPU MOHOTEpanuH JaHHBIMU IpernapaTamu. B
3aBHUCHUMOCTH OT IPENaparoB, BXOAAIIUX B COCTaB KOMOMHHPOBAHHOW TepamuH, PUCK pPa3BUTHS
BPO’KJCHHBIX IOPOKOB MOKET MOBBIIIATHCS, 0COOCHHO IPU JOOABIEHUH K T€paliy BaJblIpoaTa.
ITpenapar KAPBAMASEIIMH ABEKCHUMA cnenyer npuMeHSITh B MUHMUMAaJIbHON 3P PEKTUBHOMN
no3e. PekoMenayeTcs peryispHbIii KOHTPOJIb KOHLUEHTPALUU JEHCTBYIOIIErO BEIIECTBA B ILIa3Me
kpoBHU. [Ipu 3P PpekTUBHOM MPOTHUBOCYJOPOKHOM KOHTpOJIE Y OEPEMEHHON clieayeT MOoAIep>KUBATh
MUHHMaJIbHYIO KOHIIEHTpAlLMIO KapOaMasenuHa B Ila3Me KpOBH (TepareBTHUeCKui auana3zon 4—12
MKT/MJT), TIOCKOJIBKY CYIIIECTBYIOT COOOIIEHHSI O BO3MOKHOHM 0303aBHCHMOCTH PHCKA Pa3BUTHUS
BPOKJCHHBIX MOPOKOB (HAaIpHUMeEp, YacToTa Pa3BUTHS MOPOKOB PA3BUTHUS MPH MPUMEHEHUU J103bI
MeHee 400 Mr B cyTKH ObLa HUXKE, YeEM MPU IPUMEHEHUHU 00Jiee BHICOKUX J103).

[TarueHTKN NOJKHBI OBITH MHPOPMHUPOBAHBI O BO3MOXKHOCTH YBEJIIMYEHUS! PUCKAa BO3HUKHOBEHUS
MIOPOKOB PA3BUTHUS U O HEOOXOJMMOCTH MIPOBEACHUS, B CBS3H C ATUM, AaHTEHATAIbHON THarHOCTUKH.
Bo Bpemst 6epeMeHHOCTH He cienyeT MpepbiBaTh 3(h(HEKTHBHOE MPOTUBOIIMUICTITHYECKOE JIEUEHHE,
MIOCKOJIbKY ITPOrPECCUPOBaHUE 3a00I€BAHUS MOXKET OKa3bIBaTh OTPULATEIbHOE BIMSAHUE HA MaTh U
Ha TUIOA.
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Konmponv u npogunaxmuxa

W3BecTHO, 4TO BO BpeMsi OepeMEeHHOCTH pa3BuBaeTcs AeuuuT GpoareBoil kuciorsl. Cooduanock o
TOM, YTO MPOTUBOSIMWIECHITHYECKUE I[Ipernaparbl YCWIMBAIOT 3TOT JAeUUUT. OTO MOMKET
CIIOCOOCTBOBATh YBEIMYCHUIO YACTOTHI BPOXKACHHBIX 1€(DEKTOB Y IETECH, POXKIAIOIINXCS Y KEHIIUH,
IIPUHUMAIOIINUX IPOTUBOSIUIIENTUYECKUE IIpenaparbl. B CBA3M C BBIIECKA3aHHBIM J0 U BO BpPEMs
0epeMEeHHOCTH PEKOMEHYeTCsI JOMTOTHUTEIbHBIN preM (HOMEBON KUCIOTHI.

C uenpi0 TPOPHUIAKTUKK TOBBIIIEHHOW KpPOBOTOYMBOCTH y HOBOPOXKACHHBIX JKCHIIMHAM B
HocJeIHUe Heelln OEpeMEHHOCTH, a TAK)KE€ HOBOPOXKIEHHBIM PEKOMEHIyEeTCSl IPUMEHATh BUTAMUH
Ki.

Hoeopooicoennvie

OnucaHO HECKONBKO CIIy4aeB »SHWICNTHYECKUX TMPHUCTYNOB W/WIM YTHETEHHUs JbIXaHHUS Y
HOBOPOXKJICHHBIX, MaTepH KOTOPBIX TNPUHUMAIH KapOaMaszenmuH OJHOBPEMEHHO C JAPYTrHMH
POTHBOCYJOPOXKHBIME Tpenapatamu. Kpome TOro, cooOmanoch Takke O HECKOJIBKHX CIydasx
PBOTBI, TUape W/WIU THIIOTPO(UN Y HOBOPOKACHHBIX, MATEPH KOTOPBIX MOIyJaln KapOama3ernuH.
Bo3MOXHO, 3T peakuy NpeACTaBisA0T OO0 MPOSIBIEHUS CUHAPOMA OTMEHBI Y HOBOPOKICHHBIX.
Hoknunuueckue oanmnvie

ITo 060011I€HHBIM TaHHBIM Pa3IMYHBIX JOKIMHUYECKUX HCCIEIOBAHNUMN Y )KUBOTHBIX (MBILIH, KPBICHI,
KPOJIMKH) ITPHU IPUMEHEHHUH B J103aX, COOTBETCTBYIOLINX IPUMEHSIEMbIM Y YeJIOBeKa, KapOamazenuH
o0J1ajjaeT HU3KUM TepaTOreHHbIM MOTEHIIMAIOM MJIM He 00J1aJjaeT TAKOBBIM BOBCE.

OpHako, NaHHBIX JOKIMHUYECKHUX WCCIIEIOBAaHUM OKa3ajloCch HEIOCTATOYHO JUISl MCKIIOYEHMS
TeparoreHHOTO 3¢ dekra kapbdamazenuHa. B uccrnenoBanuyM penpoayKTUBHOW TOKCHYHOCTH TIPH
NPUMEHEHUH KapOamas3enrnHa y KOPMSIIUX KPbIC B 7103€ 192 MI/KT B CYyTKH OTMEUYEHO 3aMe/ICHUE
npuOaBKU MAcChI Tella Y TOTOMCTBA.

Jlakranus
KapOama3zenuH NnpoHUKaeT B IpyAHOE MOJIOKO, TJIe€ €ro KOHIEeHTpauus coctaBiseT 25-60 % ot

KOHIIGHTPALMU B IUIa3Me KpOBU. B CBs3M C BbIIIECKAa3aHHBIM, IPH HEOOXOAMMOCTH NPHUMEHEHUS
npenmapata  KAPBAMASEIIMH ABEKCHMA B mnepuox rpygHOro BCKapMIIMBAaHUSA CIEAYET
THIATEJIHO OLIEHUTh COOTHOILEHUE OKMJAEMOM TOJb3bl E€CTECTBEHHOTO BCKApMIIMBAHUS U
BO3MOXKHOT'O pHUCKa pa3BUTHUS HEXKeNaTeIbHbIX peakiuii. HeoOxonmumMo HabIr01aTh HOBOPOXKIEHHBIX,
MOJIYYaIOILUX IPYJIHOE MOJIOKO, C II€JIbI0 KaK MOXHO 0oJjiee paHHEeH JUarHOCTUKH HEeXeJlaTelbHbIX
peakuuii (HampuMep, BBIPAKEHHOM COHJIMBOCTH, aJUICPTHYECKUX KOXKHBIX peakiuit). Y
HOBOPOJKJICHHBIX, KOTOpbIE IMOJNy4alu KapOaMma3enuH aHTEHAaTaJIbHO WM C TPYJHBIM MOJIOKOM,
OINUCaHbl CIyyal XOJECTaTHUECKOro TreraTuTa, B CBA3M C 4YeM CleAyeT HaOMoJaTh TakKuX
HOBOPOXKJICHHBIX C LIENbI0 KaK MOXKHO Oojiee paHHEW AMAarHOCTHKHM HE)XeJaTelbHbIX SBIECHUH €O
CTOPOHBI TeNaTOOMINAPHON CHCTEMBI.

KonTpanenmmust

[TarueHTKaM ¢ COXPAaHEHHBIM PENPOAYKTUBHBIM MOTEHIIMAJIOM CJIETYeT HCIOJIb30BaTh HAJEKHbBIE
METO/]Ibl KOHTpAIIENIIUKA BO BpeMsl TEpalliy U B TeUeHHUE 2 Helesb MOcie MprueMa MocieHeil 1036l
npenapata KAPBAMAS3EIITMH ABEKCHUMA.

B cBs3u ¢ uHAyKIuEeH MUKpOCOMaibHBIX (DEpMEHTOB MEYeHH KapOama3enmuH MOXKET ocialisiTh
TepaneBTHUeCKui 3(h(HeKT ropMOHATIBLHBIX KOHTPALIETITUBHBIX MTPETapaToB, COJIEPHKAIIUX ICTPOTCHBI
u/unn nporectepoH (cM. pazznensl 4.4. u 4.5.). IlanueHTKaM ¢ COXpaHEHHBIM PENPOTYKTUBHBIM
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ot 16.03.2026 N= 5218

(NOCNEOOBATENBLHOCTE 0002)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

MOTEHIIMAJIOM CJIEIyeT PEKOMEHI0BaTh MCIOJIb30BaTh albTePHATUBHbBIE METO/Ibl KOHTPAIEIINA BO
Bpems Tepanuu npenapatom KAPBAMASEIINMH ABEKCHUMA.

DepTUIALHOCTE

Bruanue na penpodykmugnwiii nomenyua
3aperucTpupoBaHbl OYCHb PEIKHE COOOIICHUS O CHIDKCHHHM MYKCKOW (DEepTHIIBHOCTH |/WIN
HapYIICHUH CIIEPMAaTOTeHEe3a.

4.7. BausiHMe HAa CHOCOOHOCTH YNPAaBJATH TPAHCIOPTHBIMH CpeACTBAMHM M padoTath ¢
MeXaHM3MaMH

Cnoco6HocTh manuenTta, npuauMarorero npemnapat KAPBAMASEIIMH ABEKCHUMA, k 6sicTpoii
peakuuu, ocoOEHHO B Hayajle TEpalnuyd WIM B MEPUOJ MOoA0O0pa /103bl, MOKET OBITh HapylleHa
BCJIE/ICTBHE KaK camoro 3a0ojieBaHus (HallpuMep, Cy0por), TaK U BCIEACTBUE MOOOYHBIX SBICHUM,
TaKuX KaK TOJOBOKPYXKEHHE, COHJIHMBOCTb, AaTaKCHs, IUILUIONHS, HapYIICHHE aKKOMOJAHUH |
HapyuieHue 3peHus. llanueHTsl MOJDKHBI OBITh MPEAYNPEXKACHBI O BO3MOXKHBIX OMACHOCTSIX IPH
VIpaBICHUU aBTOTPAHCIIOPTOM M paboTe C MEXaHU3MaMHU.

4.8. HesxkennaTesibHbIE peaKIMu

Pesrome npoduisa 0€30acHOCTH

OmnpenenieHHbIE BUABI HEXENATCIbHBIX PEaKIMi, HallpUMEp, CO CTOPOHBI IICHTPAJIbHONW HEPBHOM
cHCTeMbI (TOJIOBOKPY)KEHUE, TOJIOBHAsI 00JIb, aTAKCHUsl, COHJIIMBOCTh, YYBCTBO YCTAJIOCTH, JTUTUIONHS),
CO CTOPOHBI IHUIICBAPUTEIBHON CHCTEMbI (TOIIHOTA, PBOTA), a TAKKE AJICPrUYCCKHE KOXKHBIC

peaKIyy, BCTPEYAOTCA OYE€Hb YacTO WJIM YacTO, OCOOEHHO B HayaJle JCUCHHS MpenapaToM, WiIn Mpu
IIPUMEHEHUH YpPE3MEPHO BBICOKOM MEpBOHAYAIbHOW J03bl Mpenapara Wid IpU JIEYEHUH OOJIbHBIX
MOKUJIOTO BO3pacTa. Jl0303aBUCHMBIE HEXKENaTEeNIbHbIE pPEaKlUUHU OOBIYHO MPOXOAST B TEUYECHHE
HECKOJIBKUX JHEH, KaK CIIOHTAHHO, TAK M IIOCJIE BPEMEHHOIO CHM)KEHMS J103bI Npenapara. Pazsurue
HEeXXEeJIaTeJIbHBIX PEeaKUil CO CTOPOHBI LIEHTPAJIbHON HEPBHOM CHUCTEMBI MOXKET OBITh CJIEICTBUEM
OTHOCUTEJIbHOW MEepeO3UPOBKHM MpENnaparoM WM 3HAYUTEIbHBIX KOJE€OaHWH KOHLIEHTpPALUH
JNEUCTBYIOLIEr0 BEIIECTBA B ILIa3Me€ KpPOBU. B Takux cilydasX pPEeKOMEHIYEeTCs MOHUTOPUPOBATH
KOHILICHTPALUIO IEUCTBYIOIIETO BEIECTBA B IIJIa3M€E KPOBH.

PesroMe HexenaTeabHbIX PeaKIHi

[Ipu olleHKe YaCTOTHI BCTPEYAEMOCTH pa3IMUYHBIX HEXEIATeAbHBIX PEAKIMHA HCIIO0JIb30BaHbBI
CITEIYIOIINE TPaIaIiH;

oueHsb vacto (>1/10);

gacto (>1/100, Ho <1/10);

Hevacrto (>1/1 000, vo <1/100);

penko (>1/10 000, Ho <1/1 000);

oueHsb peako (<1/10 000);

9YacTOTa HEM3BECTHA (HA OCHOBAHWHU MMEIOIIUXCS IAHHBIX OIICHUTh HEBO3MOIKHO).

Hapywenus co cmopoHbl Kposu u tumpamuyeckoii cucmembvl
OueHb 4acTo: JEMKONEHNUs.
Yacro: TpoMOOIUTONIEHUS], 203UHOPUITHS.
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(NOCNELOBATENBHOCTE 0002)

Penko: netikonurtos, mumdbanenonatus, AePUIUT HOJTHUEBON KUCTOTHI.

OdyeHb peaKo: arpaHyJIONMTO3, allaCTUYeCKas aHEeMHUs, NaHIUTONCHUS, aHEeMHs, HWCTUHHAs
IPUTPOIIUTAPHAS aIula3us, Merajo0siacTHas aHeMHsl, BapueraTHas MOPQGUPHS, TMO3MHSISA KOXKHAS
nopdupusi, ocTpas mepeMexaromascs nopGupus, peTUKYIONUTO3, U, BO3MOKHO, T€MOJIUTUYECKAS
anemus. Bo Bpems npuema npemnapara MOXET pa3BUTHCS arpaHyJIOLMTO3 U alljlaCTUYECKash aHEMUS.
OnHako, B CBSI3U C TEM, YTO 3TU COCTOSIHUSI BOSHUKAIOT OUYEHb PEJKO, TPYIHO JaTh KOJIUYECTBEHHYIO
OLICHKY pUCKa UX BO3HUKHOBEHUs. M3BECTHO, 4TO CyMMAapHBIN PUCK pa3BUTHUSI arpaHyJIOIUMTO3a B
oO1elt monyJsIuy, He MOTyJaBIIel JedeHus], cocTaBisieT 4,7 ciaydaeB Ha | MITH. HAceJICHUS B IO, a
aryacTUuYeckoi anemuu - 2,0 ciydast Ha 1 MIJIH. HaceJIeHus B TO/I.

Hapywenus co cmoponvl ummynnou cucmemol

Penko: monmmopraHHas TrunepYyBCTBUTENBHOCTh 3aMEJIEHHOIO THUIA C JUXOPAAKOH, KOMXHBIMU
BBICBITIAHUSAMH, BACKYJIUTOM, JUMQaJCHONATHEH, MpH3HAKAMH, HAMOMUHAIOUIMMH JTUMGOMY,
apTpaJITuei, TeHKoNeHHeH, 203nHO(DIITNEH, TeNaTOCITICHOMETalTnel U N3MEHEHHBIMH ITOKa3aTeIIsIMU
(YHKIIUY [TEYCHH U ICCTPYKIIUEH BHYTPUIICICHOYHBIX KEITYHBIX POTOKOB C YMEHBIIICHHUEM UX YHCIIa
(yka3zaHHbBIE TPOSIBIICHUS BCTPEYAIOTCS B PA3JIMUHBIX KOMOMHANMsIX). MOTyT TakXe BOBJIEKATHCA
Jpyrue oprabl (Halpumep, JIeTKue, MOYKU, TOKeNTyI0UHas Kelle3a, MUOKap/Il, TOJICTas KHILKA).
OdeHb peaKo: acenTHYeCKH MEHHHTUT C MHOKIOHYCOM M mepudepudeckord 303uHOGUINEH,
aHaUIaKTHYECKas peaKIius, aHTMOHEBPOTHYECKHH OTeK, runorammarioOynunemus. [lpu
BO3HMKHOBEHHMHM YKAa3aHHBIX BbIIIE PEAKLUHM MOBBILIEHHOW YYBCTBUTEIBHOCTH MPUMEHEHUE
npernapara JJ0JKHO ObITh IPEKPALIEHO.

OHOOKpuHHbIEe HaApYULeHUs

Yacro: oTeku, 3aaepiKKa JKUAKOCTH, YBEIMYEHHE MacChl Tejla, TUIIOHATPUEMHUS M CHUXKEHUE
OCMOJISIPHOCTH KPOBH BelieAcTBHE 3 (eKTa, CXOAHOTO C ACHCTBHEM aHTUANYPETHYECKOTO TOPMOHA,
YTO B pEAKUX ClIydyasxX MPUBOJUT K BOJHOW MHTOKCUKAUMU (TUIIOHATPUEMHUHU pPa3BEICHMUS),
COIIPOBOKAAIONIEHCS IeTaprield, pBOTOM, TOJIOBHOM 00Jb10, A€30pUEHTAlMEN U HEBPOJIOTHUECKUMHU
HapyLEeHUSIMH.

OdeHb penKo: MOBBIIIEHUE KOHIEHTpPALMM IPOJAKTHHA KPOBH, CONPOBOKIAIOLICECS WU HE
CONIPOBOXAAIOIIEECS TAaKMMM IMPOSABICHUAMH KakK TajakTopes, T'MHEKOMAacTHs; HW3MEHEHUs
nokasarene (yHKIMU IIMTOBUAHOM JK€Je3bl - CHMKEHUE KOHILEHTpaluu L-THMpokcuHA KpoBU
(cBOOOJIHBIN THPOKCHH, TUPOKCUH, TPUHOATUPOHUH) U MOBBIIIEHNE KOHIIEHTPAIMH THPEOTPOITHOTO
FOPMOHa KpPOBH, YTO OOBIYHO HE CONPOBOXKAAECTCA KIMHUYECKUMHU TPOSIBICHUSIMU; HapYyILIECHUs
MeTabonM3Ma KOCTHOM TKaHU (CHUYKEHHE COAEepkKaHUs KalblHs U 25-TUAPOKCUXoIeKanbludepoia B
KpPOBM), YTO MPUBOJIUT K OCTEOMAJISAIIMH/OCTEONOPO3Y; MOBBIILICHHE KOHLEHTPAIMU XOJECTEPHHA,
BKJIIOYAsl XOJIECTEPUH JIMIONPOTEUI0B BBICOKOM IJIOTHOCTH, U TPUTIIMLIEPUIOB B KPOBH.

Icuxuueckue napywenus

Peaxo: rammonuHanuy (3pUTENIbHBIE WM CIYXOBBIE), JIENPEcCHs, aHOPEeKCHs, OeCrnoKONCTBO,
arpeccus, axKuTanus, 1e30pUeHTausl.

OdeHb peKo: aKTUBALMS IICUX034.

Hapywenus co cmoponul nepsnoii cucmemul

OueHb 4acTo: TOJIOBOKPYKEHHUE, aTaKCHs, COHJIUBOCTb, YYBCTBO YCTAJIOCTH.

Yacro: ronoBHasi 00Jb, AWIUIONHS, HApPYIIEHUS aKKOMOJAIMHU, HApYIICHUS 3peHHs (Hampumep,
3aTyMaHHUBaHUE 3PEHUA).
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Heuwacto: aHomasibHbIE HENMpPOW3BOJbHBIE JIBHKEHUS (HAIPUMEP, TPEMODP, <IIOPXAIOLIUI» TpeMop
(asterixis), MbIIlIeYHAsT TUCTOHUS, TUKH ), HUCTATrM.

Penxo: opodanmanbHas TMCKUHE3Hs, [J1a30/IBUTaTeIbHbIC HAPYILICHUS, HAPYILICHUS PeUuu (Harpumep,
IM3apTpPUs), XOPeoaTeTos, nepudepuyueckas HeHponaTus, MapecTe3nu, napes.

OueHsb peKo: BKYCOBbBIE HAPYIIICHHUS], 37TI0KAYECTBEHHBIN HEHPOJICITUYECKUM CUHAPOM, aCENITUYECKUIA
MEHUHTHT C MHOKJIOHYCOM H MepUEpUIECKON 303NHOPIITHCH.

Hapywenus co cmoponwl opeana 3penus
Yacro: HapylIeHHue aKkKOMOIalluu (B TOM YHCJIe HEYETKOCTh 3PEHUs).
OueHb peKo: MOMYTHEHUE XPYCTAINKa, KOHBIOHKTUBUT, MOBBILICHUE BHYTPUTIIA3HOTO JABICHHUSL.

Hapywenus co cmoponul opeana cnyxa u 1abupunma
OueHb peKo: pacCTpOIiCTBa CilyXa, B TOM YHUCIIE IIIyM B yIlIaX, TUIIEPaKy3usl, TUII0AKYy3Hsl, U3MEHEHUS
BOCIPUATHS BBICOTHI 3BYKa.

Hapywenus co cmoponul cepoya

Penko: HapyueHns BHyTpUCEpACYHON TPOBOJAUMOCTH.

Ouenp penko: Opaguxapaus, apuTMuu, AV 0Onokaga ¢ oOMOpPOKaMH, XpOHMYECKas cepieyHast
HE/I0CTaTOYHOCTh, 000CTPEHHE UILIEMUYECKON O0Ie3HHU.

Hapywenus co cmoponwl cocyoos

Peaxo: moBbIlIEHUE WM CHIDKEHUE apTEPHATIbHOTO IaBJICHUS.

OdeHbp peaKo: IHUPKYJISITOPHBIA — KoJutanc, TpomOogdiaedur, TpomMO0IMOOIMK  (HAIpUMED,
TPOMOOIMOOIHS JIETOUHOW apTEPUN).

Hapywenus co cmoponul OvixamenvHoti cucmemsl, Op2arHos8 epyOHOU KIemKU U CPeOOCmeHUs]
OdeHb peaKo: peakUy TUIEPUYBCTBUTEIBHOCTH, XapaKTEPHU3YIOIIHUECS JIMXOPAAKOW, OIBIIIKOMN,
MTHEBMOHUTOM WJIM THEBMOHHEH.

Hapywenus co cmoponul sicenydouno-kuuieuno2o mpakma
OueHb 4acTo: TOIHOTA, PBOTA.

Yacro: cyXxocTb BO PTYy.

Heuacro: nuapes, 3anop.

Penko: Gomnu B sxuBOTE.

OueHb penKo: INIOCCUT, CTOMATUT, TaHKPEATHUT.

Hapywenus co cmoponul neuenu u scenyesvbi8ooauux nymeti

OdeHb YacTO: NOBBINIEHHE AKTUBHOCTH TaMMa-TIyTaMUHTpaHc(epa3bl B KpPOBH (BCIEICTBUE
MHAYKIUH 3TOr0 (PepMEHTa B IIEUEHH ), YTO OOBIYHO HE UMEET KIMHUYECKOTO 3HAaYEeHUSI.

YacTo: noBbIIIIEHNE aKTUBHOCTH ILEI0YHOM (hocdarazbl KPOBH.

Heuwacro: noBbllleHNe aKTUBHOCTH TPaHCAMHMHA3 B KPOBH.

Penxo: remaTuT XoJecTaTHUECKOro, MapeHXMMATO3HOTO (TeNaTOLEIUTIONIIPHOTO) WM CMEIIaHHOTO
THUIIA, IECTPYKLHS BHYTPUIIEYEHOYHBIX JKETYHBIX TPOTOKOB C YMEHbIIIEHUEM UX YHCIIA, KEATyXa.
OdeHb pesKo: rpaHyJIeMaTO3HbIN I'eNaTuT, IeYeHOYHas! HEI0CTATOYHOCTb.

HapymeHuﬂ CO CMOPOHBL KOJHCU U NOOKOJNCHLIX MKAHE
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OueHp wYacTo: aNICPrUYECKUil JEepMAaTUT, KpAlMBHULA, KOTOpas MOXKET ObIThb 3HAYUTENIBHO
BBIPAYKEHHOM.

HeuacTo: 3kc(oaraTuBHbINA AEpMATUT, SPUTPOIAECPMHUSL.

Penko: cucremHas kpacHasi BOJ4aHKa, 3y/1.

Ouenb penko: cunapoM CruBeHca-/[XKOHCOHA, TOKCUYECKUI SMUAEPMAIbHBIA HEKPOJINU3 (CHHIPOM
Jlaifenna), peakuuu (poTOCCHCHOMIM3AUK, MYJIbTH(GOPMHAS U y3JIOBaTas SpUTEMa, HapYIICHUS
IIUIMEHTALUU KOXKH, IypIypa, aKHE, IOTJIMBOCTb, BHIIIAJIEHUE BOJIOC.

Coob1anoch 0 peakux ciaydasx 'MpCyTH3Ma, OAHAKO IPUYMHHAS B3aUMOCBS3b 3TOTO OCI0KHEHHUS C
IIPUEMOM IIperapara 0CTaeTCsl HESICHOM.

Hapywenus co cmoponwl movluieunotl, KOCMHOU U COCOUHUMENTbHOU MKAHU

Penko: mbiednas cinabocTb.

OdeHb pelKko: HapyIIeHUEe KOCTHOTO MeTabom3Ma (CHUKCHHE COJIePKaHuUs Kbl U 25-THAPOKCH-
XOJeKanpldeposa B IUIa3ME KPOBH, NPUBOAAIICE K OCTEOMAIALIMU/OCTEONOPO3Y), apTpalruy,
MBIIICUHbIE 00U WM CYJOPOTH.

Hapywenus co cmoponul nouex u Mouesbigo0sauux nymet

OueHb peako: TYOYJIOWHTEPCTULHANBHBIA HEPPUT, MOUYEHYHas] HEIOCTAaTOYHOCTh, HApYIIECHUE
GyHKIIUM TOYeK (Hampumep, aabOyMUHYpHUs, TeMaTypus, OJUTYpus, TMOBBIIICHHE KOHIEHTpPAIUU
MOYEBHHBI/a30TeMHUSI ), yUaIIEHHOE MOYEHUCITYCKaHUE, 3aIePKKa MOYH.

HapymeHuﬂ CO CNMOPOHbI penpodykmugHoﬁ cucmemvl U MOJIOYHbLX dicelie3
OueHb peaKO: pacCTPOMCTBO TMOJOBOH  (YHKUMHU/IPEKTWIbHASA AUCHYHKIMS, HapyIICHUS
criepMaroreHes3a (yMEHbIICHHE KOJMYECTBA CIIEPMATO30UI0B U UX TOJABIKHOCTH).

Obwue napyuwenus u peakyuu 6 mecme 86e0eHusl
OdeHb 4acTo: MOBBIIMICHHAS] YTOMIISIEMOCTb.

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble

OdeHb 4YacTO: TMOBBINIEHWE AKTUBHOCTU TaMMa-TIyTamMuiaTpaHchepasbl (BCIEICTBUE HHIYKIIUU
MEYCHOYHBIX (PEPMEHTOB), UTO OOBIYHO HE UMEET KIIMHUYECKOTO 3HAUYCHUSI.

Yacrto: MoBbIIIEHNE aKTUBHOCTH IIEIOYHON docdaTa3bl KPOBH.

HeuacTo: noBslllIeHNe aKTUBHOCTH TPaHCAMHUHA3.

OdyeHb penKo: MOBBIIEHWE BHYTPUTJIA3HOTO JIaBJICHMS, TIOBBIIIEHWE KOHIIEHTPAIIUUA XOJIECTEPUHA,
BKJIIOYAs XOJIECTEPUH JIMIONPOTEHJIOB BBICOKOM IJIOTHOCTU U TPUIJVIMIICPUIIOB, H3MEHEHUS
rokasaTesie (yHKIMH IIUTOBHIHOMN JKeJe3bl — CHIDKEHHE KOHIIeHTpaluu L-tupokcuna (CBOOOIHOM
Y CBSI3aHHOM (hpaKIvK) U TPUHOATUPOHUHA, TOBHIIIIEHHE KOHIIEHTPAIIMH TUPETPOITHOTO TOPMOHA, YTO
OOBIYHO HE COMPOBOXKAAETCA KIMHMYECKUMHU TPOSIBICHUSMHU, TOBBIIICHUE KOHIICHTPAIIUU
MPOJIAKTUHA KPOBH.

Heocenamenvnuvle sienenus no OanHbim noCMmMapKemuHco6blx HabI0O0eHull (qacmoma H€u36€CMHa).'
HHd)eKZ/tUM U uHeasuu. peaKTUBALYs BUPYCa IIPOCTOI0 repreca 6 Tumna.

Hapywenus co cmoponsl kposu u ﬂuMd)amuquKOﬂ cucmembsl. HeAOCTATOYHOCTh KOCTHOI'O MO3Ta.

Hapywenus co cmoponsbl uMMYHHOU CUCHEMDBL . JICKApCTBCHHAA CBIIIb C 303I/IHO(1)I/IHI/IGI\/'I 1 CUCTCMHBIMH

nposisinenussMu (DRESS-cuampom).
Hapywenusa co cmoponbl HepsHOU cucmembl: celaliis, HapyIICHUE TaMsTH.

Hapywenusa co cmoporbl oweﬂvdoquo-icumewoeo mpaxkma: KOJIUT.
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Hapywenus co cmoponbl _ KodcU U NOOKOMCHbIX _MKAHel. OCTPhIA TEeHEepaTu30BaHHBIN

9K3aHTEMaTO3HbLIN IMyCTYJIES, J'II/IXGHOI/II[HHﬁ KE€paTo3, OHUXOMAAC3HUC.
Hapywenus co  cmoponvl _ cKeniemHo-mblue ol U COCOUHUMENIbHOU __ MKAHU. MEepEJIOMBEI.

ﬂa60pam0prle U UHCIMPYMEHNIAIbHbLE OanHble. CHIDKEHHE TNIOTHOCTH KOCTHOM TKaHHU.

Tpasmvl, UHMOKCUKAYUU U OCNOJCHEHUs _npoyedyp. TaJeHue (CBSI3aHHOE C aTakcuew,
TOJIOBOKPYKEHUEM, COMHOJICHIIMEH, apTEPUAIbHOW THUIIOTEH3UEN, CIIYTAaHHOCTBIO CO3HAaHMS,
cealel, BBI3BaHHBIMU [TPUEMOM TIperapara).

COO6I_HCHI/I$I O ITOAO03PEBACMBIX HEKCIJIATCIBbHBIX PCAKIINAX

Baxxao co00maTh 0 MoJ03peBacMbIX HEXKENATESILHBIX PEAKIUAX MOCIIE PErHCTPALIMH JICKAPCTBEHHOTO
npernapara ¢ Ielbl0 00ecreueHus] HePEPhIBHOIO MOHHUTOPUHTA COOTHOIICHUS «II0JIb3a — PHCK»
JICKQpCTBEHHOTO Tpenaparta. MeIWIUHCKUM paOOTHHKAM PEKOMEHAYETCS COOO0ImaTh O JFOOBIX
MOJIO3PEBAEMBIX HEXKEIATeIbHBIX PEAKIMIX JIGKAPCTBEHHOTO IMpernapara dYepe3 HaIlMOHAJIbHBIC
CUCTEMBI  COOOMICHWS O HEKENATeIbHBIX PEaKIUAX TOCYAapCTB—WICHOB EBpasmiickoro
AKOHOMHYECKOTO COI03a.

Anpec: 109012, r. MockBa, CiaBsiHcKast Tiiomaib, 1. 4, ctp. 1

denepanbHas ciyx0a o Haa30py B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

Tenedon: +7 800 550 99 03

DnextponHas nmouta: pharm@roszdravnadzor.gov.ru uiu npr@roszdravnadzor.gov.ru

Caiir: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMOTOMBI

[lepeno3upoBka NposBISETCS OOBIYHO CUMITOMaMU CO CTOPOHBI IEHTPAJIbHOW HEPBHON CHUCTEMBI,
CEpJCUYHO-COCYIUCTON U JBIXATENbHOM CUCTEM, a TAK)KE SIBJICHUSIMH, YKa3aHHBIMU B pazjene 4.8.
[Ipu nepeno3upoBKe BO3MOKHBI CIEAYIOLUINE CUMIITOMBI U 5Kajl00bI:

Llenmpanvnas nepenas cucmema. yroerenue GyHKIMN LIEHTPAIbHOM HEPBHON CUCTEMBbI; HapyILlICHHUE
CO3HaHMsl, 1€30pUEHTALUs, COHJIMBOCTb, AKUTALMS, TAJUIIOLIMHALINY, KOMA; 3aTyMaHUBaHUE 3PEHMUS,
HEBHATHAs peub, AU3APTPUS, HHUCTArM, aTakcus, IUCKUHE3Ms, runeppeduiekcus (BHauane),
runopedekcus (Mo3xe); CyI0opord, MCUXOMOTOPHBIE pPacCTPOMCTBA, MHOKJIOHYC, THIOTEpMUS,
MUJpHUa3.

Lvixamenvuas cucmema: yTHETCHUE JbIXaHUS, OTEK JIETKHX.

Cepoeuno-cocyoucmas cucmema. TaxUKapAus, IOBBIIICHUE WIA CHI)KEHUE apTepUAIBHOIO
JaBJICHUs, HApYyIIEHHUs IMPOBOJUMOCTU C pacuiupeHueM komiuiekca QRS; ocraHoBka cepiaua u
0OMOpPOKH, BbI3BaHHbIE OCTAHOBKOM cepAla.

Tuwesapumenvras cucmema: pBOTA, 3a1€p>KKa dBAKYallUN MUILN U3 )KEITYKa, CHU)KEHUE MOTOPUKHU
TOJICTOW KHILIKH.

Mouesvioenumenvhas cucmema: 3aJepXKKa MOYH, ONUTYPHUS WIM aHYpUs; 33J€pKKa KUIKOCTHU;
BOJIHAsI MHTOKCUKAlLUs (TUIIOHATpUEMHUsl pa3BeleHus ), 00ycioBiaeHHas 3pdekTomM KapObaMasenuHa,
CXOJHBIM C JIEHCTBUEM aHTUIUYPETHUECKOIO TOPMOHA.

Ckenemmno-mviuieunas cucmema: CYIIECTBYIOT COOOLIEHMS O pPaOJOMHONIN3€E, CBA3aHHOM C
MIpUMEHEHHEM Kapbama3enunHa.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hszmenenuss co  cmopoHvl  1a60pamopHulX — noKaszamenel:  TATIOHATPUEMHS, BO3MOXKCH
METa0OJTMYECKUH allK]103, BO3MO)KHA THITEPIIIMKEMUSI, TOBBIIIEHNE aKTHBHOCTH MBIIIICUYHOU (ppaKium
KpeaTuH(POCHOKUHA3HI.

Jleuenue

Crenupuyeckuii aHTHAOT OTCYTCTBYeT. llepBoHaYanbHO JI€YeHHWE JOJHKHO OCHOBBIBATHCS Ha
KIIMHUYECKOM COCTOSHUM TallMeHTa; IOKa3aHa rocrnurtanm3anus. [IpoBoguTcs omnpenerneHue
KOHIIEHTpAIlMU KapOamMa3enuHa B IIa3Me JUIst TOATBEPIKIACHIS OTPABICHUS 3TUM CPEACTBOM U OIEHKU
CTENeHH Tepeo3upoBKU. OCyIECTBISETCS 93BaKyallWsi COJCPKHMOTO IKETyJKa, HPOMBIBAHHE
KeIyJKa, MPUMEHEHUE aKTUBUPOBAHHOTO Yriis. [1031HsAsA 3BaKyalusi jKEIyJI0YHOTO COJEPKUMOTO
MOXET TIPHBECTH K OTCPOYCHHOMY BCAaChIBAHHUIO W TIOBTOPHOMY IOSIBIICHHIO CHMIITOMOB
WHTOKCUKAIIUM B TIEPHOJ BBI3JOPOBJICHUA. [IpUMEHSIETCS CHMIITOMAaTHYECKOE ITOICPKHBAIOIIECE
JICYCHUE B OTACICHUU WHTCHCHBHOW TEpamuy, MOHUTOPHUPOBaHUE (YHKIUN Cepala, TIIaTeabHas
KOPPEKIHsI HAPYIICHUI BOJHO-IJICKTPOJIUTHOTO OaaHca.

PekoMeHnayercss mpoBeleHHE TEMOCOpPOIMHM Ha YTOJNBHBIX copOeHTax. ['emomuanus sBIiseTCS
3¢ (HEeKTHBHBIM METOJOM JICUCHHUS TPH TEPEI03UPOBKEe KapOama3zenmuHOM. BO3MOXKHO TOBTOpHOE
YCUJICHUE CHMITOMOB MEPEJO3MPOBKU Ha 2-il W 3-il NeHb mocje ee Havajga, 4To OOYCIOBIEHO
3aMe/IJICHHBIM BCAaChIBaHUEM KapOaMaseruHa.

5. DPAPMAKOJIOTUYECKHUE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapMakoTepareBTUYeCKas TPYIa: MPOTUBOAIICITHYCCKIE CPEICTBA; TPOU3BOTHBIC
KapOOKcaMHua.
Kox ATX: NO3AFO1.

MexaHu3M AeicTBus
KapGamazenun siBisieTcst AMOEH30a3€MMMHOBBIM MPOU3BOAHBIM. Hapsiiy ¢ MpOTHBOAMIIEITUYECKIM,

npernapar 00J1aJJaeT TakKe HEHPOTPOITHBIM U IICUXOTPOIHBIM JIEHCTBHUEM.

Mexanu3m felicTBUsg KapOama3enuHa K HAcCTOAILIEMY BpEMEHU OOBSCHEH JIMIIb YaCTUYHO.
KapOamazenun crabuimszupyer MeMOpaHbl NepeBO30YXKIEHHBIX HEHPOHOB, MOJABISET CEpUilHbIE
pa3psabpl HEHPOHOB M CHMXKAET CHHANTHYECKYIO Iepenady Bo30YXIaroIuX UMITYJIbCOB. BeposTHo,
OCHOBHBIM MEXaHU3MOM JEWUCTBUS KapOaMasenuHa SBJSETCS MPEeIOoTBpAIlEHUE IOBTOPHOTO
BO3HHUKHOBEHHS B JICNIOJIIPU30BAaHHBIX HEMPOHAX HATPUNH3aBUCUMBIX MIOTEHIINAIOB ACUCTBHSI 3@ CUET
0JI0Kabl OTKPBITHIX MOTEHIIMAI3aBUCUMbIX HaTPUEBBIX KaHAJIOB.

dapmakoanHamuueckne 3 HeKThl

[Ipu mpuMeHeHNH B KauecTBE MOHOTEpANHH y NAIlUeHTOB C AMuiIencueil (B 0COOEHHOCTH y JieTell u
MIOJIPOCTKOB), OBLJI0O OTMEYEHO MCHXOTPOIHOE JIEHCTBUE IMpernapaTa, BKIIOUABIIEE MOJOKUTEIbHOE
BIUSHUE HA CHUMIOTOMBI TPEBOTM M JENPECCHM, a TAaKKE€ CHIKEHHE pa3IpakKUTEIbHOCTU U
arpecCMBHOCTH. B OTHOIIEHNM BIMSHUS IIpenapaTa Ha KOTHUTUBHBIE U ICUXOMOTOPHBIE (DYHKIIUU HET
OJTHO3HAYHBIX JAHHBIX: B OJHUX MCCIIEOBAHUSAX ObLI MOKa3aH JBOSKHNA MM HEraTUBHBIA P QEKT,
KOTOPBIM 3aBUCEN OT J03bI Mpernapara, B APYTrUX HUCCIEAOBAHUAX OBLIO BBISABICHO MOJOXKHUTEIHHOE
BJIMAHHUE NIpCIiapaTa B OTHOIICHUY BHUMAHUA U IIaMATH.
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Kax netiporponHoe cpeacTBo npemnapat 3¢ (HEKTUBEH MPHU psijie HEBPOJIOorndecKkux 3aboneBanuii. Taxk,
Harpumep, pu UAUONATUYECKON U BTOPUYHON HEBPAJITMU TPOMHUYHOTO HEPBA OH IPENYIpEXkaaeT
HOSIBJIEHHE TAPOKCU3MAJIbHBIX 0OJIEBBIX ITPUCTYIIOB.

[Tpu cunapoMe aIKOroJbHON AOCTMHEHLIMH IMperapar MOBBIIIAET MOPOT CYIOPOKHON TOTOBHOCTH,
KOTOPBIH NpU JTAHHOM COCTOSIHUU OOBIYHO CHIIKEH, M YMEHBILIACT BBIPAKEHHOCTh KIMHUYECKHX
MPOSIBJIICHUH CUHIPOMA, TAKMX KaK MOBBIIIEHHAS BO30YAUMOCTb, TPEMOD, HAPYIICHHS TOXOJIKH.

Y OONBHBIX HECaxapHbIM JUa0eTOM MpenapaT yMEHbIIAET JUYPE3 U UyBCTBO JKAXKIBL.

Kak ncuxorponHoe cpeiactBo npenapar 3¢g@exruBeH npu apGeKTUBHBIX pacCTPONCTBAaX, & UMEHHO,
IPU JIEYCHUHM OCTPBIX MaHUAKAIbHBIX COCTOSHUM, MpH MOAJNEPKUBAIOLIEM JICYEHUN OUIOJISPHBIX
apPeKTHUBHBIX (MaHHAKAIbHO-JIEIPECCUBHBIX) PACCTPONCTB (KaK B KaueCTBE MOHOTEpAlMHU, TaK U B
COYETaHUM C HEHPOJIENTHYECKUMH CPEICTBAMM, aHTHICIIPECCAHTaMU WM TIpenapaTaMy JUTHSA), IPH
IpUCTyNaxX MU30aQPEeKTUBHOTO MCUX03a, PH MAaHHAKAJIBHBIX MPUCTYMAX, I7I€ OH NPUMEHSETCS B
KOMOWHAIMK C HEHPOJICTITUKAMH, a TaK)Ke MPU MaHUAKAIbHO-JETIPECCUBHOM IICUX03€ C OBICTPBIMU
nukiaamMu. CrHocoOHOCTH Ipenapara MOJaBiISITh MaHUAKaJIbHbIE NPOSBICHUS MOXET ObITh
o0ycioBieHa yrHeTeHueM oOMeHa 1oaMruHa U HOpaIpeHAIHHA.

5.2. ®DapmakoKHHEeTHYECKHE CBOMCTBA

AOGcopOumst
[locne mnpuema BHYTph KapOaMa3enWH BCAChIBACTCS TOYTH IIOJIHOCTBIO, TIPU  IpHEME

Ta0JIeTUPOBaHHON (POPMBI BCACBIBAHHE MPOUCXOAUT OTHOCUTEIBHO MeIeHHO. [locne oMHOKpaTHOTO
npuemMa TaOJeTKu KapOamasenuHa CpelHss MakcuMmajibHas KoHueHTpauusi B 1wiasMe (Cmax)
nocruraercs yepes 12 u.

[IpueM nuIM CyHMIECTBEHHO HE BIMSAET HAa CKOPOCTh M CTETEHb BCACHIBAaHMS KapOamaseruHa.
PaBHOBecHas KOHIIEHTpanus kKapOama3enuHa B Iia3Me JoCTUraeTcs B TeueHue 1-2 venens. Bpemst ee
TOCTIDKEHUSI MHIMBUAYAIbHO M 3aBUCHT OT CTETIEHU ayTOMHIYKIWU (DEPMEHTHBIX CHCTEM IICYCHU
KapOamMa3ennuHoOM, TeTepOUHIYKLUUU APYTUMH, OJHOBPEMEHHO NPUMEHSIEMBbIMU JIEKapCTBEHHBIMU
CpeACTBaMHU, a TaKKe OT COCTOSIHUA MAIMeHTa JI0 Havaja Teparuy, 1036l IpenapaTa u AITUTeITbHOCTH
neuenus. HabmiomaroTcs cCyliecTBeHHblE WHAMBUAYaJIbHBIE DPA3M4Ms 3HAYCHUH DPaBHOBECHBIX
KOHIIGHTpAaLlMi B TEparneBTUYECKOM JHama3oHe: Yy OOJIBIIMHCTBA NAalMEHTOB JTH 3HAYEHUS
koJneomoTcst ot 4 10 12 mMxr/mut (17-50 MxkMoOIIB/ ).

Pacnopenenenne

Ces3piBanne kapOamazenuHa c¢ Oenkamu 1miasmbl KpoBu coctaBisieT 70-80 %. Konmentpanus
HEU3MEHEHHOTO KapOaMasennHa B CIIMHHOMO3TOBOM JKHUJKOCTH M CJIOHE MPOMOPIMOHAIBHA JI0JIE
aKTUBHOTO BEIIECTBA, HE CBA3aHHOTO ¢ Oenkamu miua3Mel (20-30 %). Konuentparnus kapbamazenvHa
B TPYJTHOM MOJIOKe cocTaBisieT 25-60 % oT ero 3HadeHHs B Tu1a3me kpoBu. KapbamazenuH npoHUKaeT
yepes IMJaleHTapHbIi Oapbep. YUUThIBas MONHYIO abcopOinio kapbamazenuHa, Kaxylmuics oobeM
pacripenenenus cocrasiuser 0,8-1,9 n/kr.

buorpanchopmanus
Kapb6amazenun merabonusupyercss B nedeHH. OCHOBHBIM IyTeM OHOTpaHCpOpMAaIuu SBISETCS

SMOKCUITUONIBHBIA TyTh, B PE3yJlbTaTe dYero oOpa3yroTcst OCHOBHbIE wmerabonutel: 10,11-
TPAHCAUOJIOBOE TIPOM3BOJHOE M €ro KOHBIOrar ¢ TIIIOKYPOHOBOM KucimoTod. IIpeBpamienue
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kapOamazenuH-10,11-smokcuna B kapOamazenuu-10,11-tpaHcauon B OpraHu3Me  4YeJIOBEKa
MIPOUCXOJUT MPHU MOMOIIKM MUKPOCOMAIBHOTO (hepMEHTa AMOKCHITUAPOIIA3bI.

Copepxanne kapOamazenun-10,11-snokcuna (akTuBHOrO MerabonuTa) coctaBiser okono 30 % ot
KOHIIGHTpauuu KapOamazenuHa B 1u1a3Me. OCHOBHBIM H30()€PMEHTOM, OO0ECIIeYHBAIOIIUM
ouotpancopmanuio kapbamazenuHa B kapbamasenuH-10,11-smokcua, sBisercs muroxpom P450
3A4. B pe3ynbTaTe 3THX META0OIHMUECKUX PEAKINI 00pa3yeTcs: TakKe HE3HAYUTEILHOE KOJTUIECTBO
apyroro metabonuta - 9-ruapoxcu-metui-10-kapbamonnakpuaana.

Jlpyroii BaxkHbIii MyTh MeTaboIU3Ma KapOamasernurHa - 00pa3oBaHUe 10| BO3ICHCTBHEM N30(hepMeHTa
UGT2B7 pa3znuuHbIX MOHOTHAPOKCUIMPOBAHHBIX TPOU3BOIHBIX, a TaKKe N- TIIIOKYPOHUIOB.

OIMMUHAIMA
[Tepuon monyBbIBEICHHs] HEM3MEHEHHOTO KapOaMas3enuHa Mmocjie OJHOKPATHOTO MprueMa Ipenapara

BHYTPb COCTaBJISIET B CPEeIHEM OKOJIO 36 U, a 1Mociie MOBTOPHBIX ITPUEMOB IIperapara - B cpeiem 16-
24 4 B 3aBHCHMOCTH OT JJIUTEIBHOCTH JICYCHUS (BCIEACTBUE ayTOMHAYKIMU MOHOOKCHUTEHA3HOU
cucreMbl nedeHn). [lokazaHo, 4TO y MalMEeHTOB, MPUHUMAIOIIAX OJHOBPEMEHHO JpYyrue mpenaparsl,
MHAYIHPYIONIHE MUKPOCOMalbHbIE (epMEHTHl TeueHu (Hampumep, (eHuTouH, (eHobapOuran),
NIEPUO/]T TIOJTYBBIBEICHHS KapOaMa3eniHa COCTaBisieT B cpeiHeM 9-10 u.

[Ipu npueme BHyTphr kapOamazenuH-10,11-smokcuaa cpeaHHii MEpUOJ €ro MOJyBbIBEICHUS
COCTAaBIISICT IPUMEPHO 6 YaCOB.

[Tocne onnokparnoro npuema BHyTpb 400 mMr kapbamazenuHa 72 % TPUHITON 03Bl BHIBOJUTCS C
Mouoil u 28 % c xanoMm. Okosno 2 % npUHATON J03bl BHIBOAATCA C MOYOM B BHUJE€ HEM3MEHEHHOTO
kapOamazenuHa, okoio 1 % - B Bume ¢apmakomorndecku aktuBHoro 10,11 - smokcumgHOTO
metabonwura. [locie ogHOKpaTHOTO TprieMa BHYTPh 30 % kapOama3enHa BRIBOJUTCS C MOYOH B BHJIC
KOHEUYHBIX NMPOYKTOB SMOKCHIMOIBHOTO ITyTH METa00IM3MA.

Oco0ble rpynIbl MalueHTOB

ﬂuua noJ2HCUN020 so3pacma
Her naHHBIX, KOTOpBIE CBUIETEIHCTBOBAIM OBl O TOM, 4TO (hapMaKOKMHETHKa KapOamasenuHa
U3MEHSEeTCA y MalMeHTOB MOXHJIOro Bo3pacTa (IO CPAaBHEHMIO CO B3POCIBIMHU JHMIIAMU MOJIOAOTO
BO3pPAaCTa).
Toueunas u neueHouHas HEOOCMAMOYHOCMb
JlaHHBIX O (apMaKOKMHETHKE KapOaMaseluHa y MAalMeHTOB ¢ HapyUIEHUSIMU (QYHKIUU MOYEK WU
MEYCHHU 10 HACTOAIICTO BPEMCHU HE UMCCTCH.

€T
VY nerelt, BciencTBue Oosiee OBICTPON 3NMMMUHAIMKM KapOaMmaszenmuHa, MOMKET NOTpeOOBaThCs
npUMeHeHHe 0oJiee BBICOKHUX /103 Mperapara U3 pacueTa Ha KWJIOTpaMM MAaccChl Teja, 0 CPaBHEHUIO
CO B3pOCIIBIMH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

[MToBuI0H (MOTMBUHUIITUPPOIIHIOH HU3KOMOJICKYIISIpHBIH Meauiuackuit 12600+2700, macaon K-17)
Kpaxman kapTodenbabiii
Kapb6okcumernnkpaxmai HaTpus (HaTpHsl KpaxMall TJIMKOJIST, IPUMOTelIb)

23



COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 16.03.2026 N 5218

(NOCNEAOBATENBHOCT 0002

Maruus creapat
Kpemuust nokcu1 KOJITOMAHBII
Taibk.

6.2. HecoBMecTUMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHus)

3 rona.

6.4. OcoObie MepbI NPETOCTOPOKHOCTH NPU XPAHEHUH

XpaHUThH B 3aIIMIIEHHOM OT CBETa MECTE MPH TemriepaTtype He Boiie 25 °C.
6.5. Xapakrep u coaep:kaHue YNakOBKH

ITo 10 TabneTok B KOHTYPHYIO SYEHKOBYIO YHAKOBKY M3 IJICHKH MOJMBUHWIXJIOPUAHON U (osbru
AJTIOMUHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

[To 3, 4 unu 5 KOHTYPHBIX STYEUKOBBIX YIAKOBOK C MHCTPYKLHUEH MO MEAMIIMHCKOMY NPUMEHEHHUIO
IIOMEIIAIOT B ITAYKy U3 KapTOHA.

6.6. OcoOble Mepbl NMPEAOCTOPOKHOCTH NMPH YTHJIM3AIUH HCNOJIb30BAHHOIO JeKAPCTBEHHOIO
npenapara WJiH OTXOJI0B, MOJYYEeHHBIX MOCJe NMPUMEHEHHs JIEKAPCTBEHHOr0 Tpenapara,
Apyrue MAaHUMYJISIIIAA € MPeNnapaTom

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHMUSA

Poccuiickas @enepanns

OAO «ABekcumay

125284, Poccus, r. Mocksa, Jlenunrpaackuii nmpocnekt, 1. 31A, ctp. 1.
Temn. +7 (495) 258-45-28.

DnekrponHas nmoyra: info@avexima.ru.

7.1. IlpencraBure/ib AepKaTessi perHCTPAIHOHHOIO YA0CTOBEPeHN S
[Iperens3un notpeduTeNeit HAMPaBIATh MO AAPECY:

Poccutickas ®@enepanus

OAO «ABekcumay

125284, Poccus, . MockBa, JIeHMHTpaacKkuil mpocnekT, A. 31A, crp. 1.
Ten. +7 (495) 258-45-28.

DnexkrponHas moyra: info@avexima.ru.
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8. HOMEP (HOMEPA) PETUCTPAIITUOHHOI'O YAOCTOBEPEHMUSI

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTErOPUU OTITYCKa MO PEeLenTy.

O6mas xapakrepuctuka jekapcrsennoro npemnapara KAPBAMASEIIMH ABEKCUMA nocrynHa B
€IMHOM pEecCTpe 3aperucCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpasuilckoro 3KOHOMHMUYECKOTO

Co3a W Ha O(UIMATHPHOM CalTe YIOJTHOMOYEHHOTO oOpraHa (dKCIEPTHON OpraHU3AIINH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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