COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 21.04 2026 N= 8185

OBIIASI XAPAKTEPUCTHKA JEKAPCTREHHOTO TIPERAPATA "

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA
Kap6amazenun, 200 mr, TabieTku

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIIA COCTAB

JleficTByroIIIeE BEIIECTBO: KapOamMa3enuH.

Kaxmas Tabnerka conepxut 200 Mr kapbamasenuHa.

BemecTBa, HanMuyMe KOTOPHIX HAJO YYHUTHIBATH B COCTaBE JIGKAPCTBEHHOTO Mpemnapara: JIaKTo3a
(cm. paznen 4.4.).

[TonHbI IEpeYeHb BCIIOMOTaTeNbHBIX BEIIECTB IPUBEICH B paszene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Tabnetku.

Tabnerku Genoro uiam OEIOTo € HKENTOBATHIM OTTEHKOM I[BETa IJIOCKOUMIMHIPUYIECKOH (OPMEI C
(backoii U pUCKO.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3zaHus1 K TPUMEHEHHUIO

[Ipenapat KapbamaszenuH mnokasaH K IPUMEHEHHUIO Yy B3pOCIbIX U JETEW B BO3pacTe OT 4 JeT Jyis

JICYEHUS:

e DIUICICHUHU:

— CIOXHBIX WIM HPOCTHIX HapIHUaIbHBIX SMHJICNTHUYECKHX MNPUCTYHOB (C moTepeil mnu 6e3
MOTEPH CO3HAHH) C BTOPUUHOM reHepanu3anuei uin o6e3 Hee,

— TEHEPaJIN30BAHHBIX TOHUKO-KJIOHUYECKUX MUICIITUYECKUX IIPUCTYIIOB;

— CMEUIaHHBIX (OPM SNMIEHTUYECKUX IPUCTYIIOB.

[Ipenapar Kap6amasenuH, kak npaBuiio, He 3 dexTrBeH npu abcaHcax U MUOKIJIOHYC-3THJICTICUU.

e OcTpbIX MaHHAKAIBHBIX COCTOSHUNA M TOJICPKUBAIOIICH Tepanuu OUIOIAPHBIX ad)EeKTUBHBIX
pPacCTpOMCTB C LeNbl0 NPOMUIAKTUKA 000CTPEHUH UM OCcIabaeHUs KIMHUYECKUX MPOSBICHUN
obocTpeHus.

e Cunapoma aJKOroJIbHOW a0CTUHEHIIUH.

e luonaTM4ecKkol HEBPaIrMM TPOWHUYHOTO HEPBA W HEBPAITMM TPOMHUYHOIO HEpBA IIpHU
paccessHHOM cKJiepo3e (TUITUYHOM U aTUITUYHOMN).

e lanonaTyeckoi HEBPAITHH A3BIKOIVIOTOYHOTO HEPBA.

4.2. Peskxum 103MPOBaHUS U CNIOCO0 MPUMEHEHUs!

Pexxum 1o3upoBanus

[Ipenapar MOXHO NPUMEHATh KaKk B BHUJE MOHOTEpAIlMU, TaK M B COCTaBE KOMOMHMPOBAHHON
TEPAINH.

Onunencus

[To BO3MOKHOCTH TIpenapar ciaeayeT MPUMEHSITh B MOHOTEpAIiH.

[Ipenapat 00buHO HeADHEKTUBEH MPU MaBIX NpUIanKax (petit mal, abcaHC) 1 MUOKIOHUYECKUX
MpHUCTyIax.

JleyeHre HAYMHAKOT C TPUMEHECHHs HEOOJIBIION CYTOYHOH [103bI, KOTOPYH) B IOCIEAYIOIIEM
MEJJICHHO MOBBIMIAIOT J0 JOCTIKEHUS onTuManbHoro ¢ dekra. Jlo3a kapbamazenuHa nmoadupaercs
WH/IUBUYATBHO JUTS TOCTHKEHUS aJIEKBATHOTO KOHTPOJISI CYIOPOKHBIX COCTOSTHHIA.

Jis mombopa ONTHMANbHOW O3Bl Mpernapata PEKOMEHAYETCS ONPENCIICHUE KOHIICHTPAINH
JICHCTBYIOIIETO BEIIECTBA B Iula3Me KpoBU. [Ipw JeueHWH »Snmiencud HeoOXoauma 7032
KapOama3zenuHa, COOTBETCTBYIOIIAs OOIIeH KOHIEHTpalnuu KapOaMasenuHa B TUIa3Me€ KPOBH Ha
ypoBHe 4—12 mkr/mi (17-50 Mkmob/i).
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[Ipu noGaBnenun npenapata KapOamazenuH k Apyrgm npnﬁ%éﬂgg'%%G%%;&];ﬁqécE Y

mpemapatam 103y mnpenapara KapbamasenmuH MOBBIMIAIOT TocTeneHHo. [lpu HeobxomumocTh
MIPOBOST COOTBETCTBYIOUIYIO KOPPEKIIHIO 103 TPHUHUMAEMBIX MTPEMapaToB.

HavanbHas no3a kapbamazenuHa i1 B3pocislx coctanisieT no 100-200 mr 1 mnm 2 pasa B CyTKH.
3areM 703y MEJUIEHHO MOBBIIIAIOT JI0 JOCTHXKEHUS! ONITUMAJIBHOTO JIe4eOHOro 3 deKTa; 00BIUHO OH
nocturaercsa npu nosze 400 mr 2-3 pasa B cyTku. HekoTopsiM marmueHTaM MOXeT MOTpeOoBaThCs
yBeJndeHne cyTouHon 10361 10 1600 mr v 2000 mr.

Hespaneus mpounuunoeo nepea u Hespancus s361K0210MOYHO20 HEPBA

Hauanbnas no3a mns B3pocibix coctabisieT 200400 mr B cytku. Ee MeyieHHO MOBBIIAIOT 10
MCYE3HOBEHHS OOJIEBBIX ONIyIIeHUU (00bdHO 110 036l 0 200 Mr 3—4 pa3a B CyTKH). 3aTeM 103y
MTOCTENIEHHO MOHIKAIOT 10 MUHUMAJILHOM TOIIEPIKUBAIOIIEH.

MakcuMarbHasi peKOMEHJI0BaHHas Jo03a Juisl B3pocibix cocrtaBiser 1200 mr B cyrku. Ilpu
paspenieHur 0O0JIEBOTO CHHApPOMA CJEAYyeT IMOCTEIeHHO IpeKpaliaTh TEparuio IMpernapaToM o
BO3HMKHOBEHUS CIEIYIOMIET0 O0JIEBOTO MPUCTYTIA.

Pexomenayemasi HauanbpHas 1032 JJIS TTOKIIIBIX MAIMEHTOB coctaBisieT o 100 mr 2 pasa B CyTKH,
3aTeM JI03y MEIJICHHO TIOBBIIIAIOT JI0 JOCTHKECHHSI pa3pelieHus 00JIeBOro CHHAPOMA, YTO OOBITHO
nocturaercs npu ao3e no 200 mr 3—4 pasa B cyTku. [lanee ciaeayeT MOCTENeHHO CHYXXATh 103y 10
MHHUMAJIBHOW MOIIEPAKUBAIOILICH.

[Ipy HeBpanruM TPOWHWYHOTO HEpPBAa Yy JaHHOM KaTEropud IMAIMEHTOB MaKCHMaJIbHas
pekoMeHioBaHHas no3a cocrtaBisger 1200 mr B cytku. [lpu paspemieHun 00J€BOro CHHApOMA
CJIeIyeT MOCTETIeHHO IPEeKpaIlaTh TEPANUIO MPenapaToM A0 BOSHUKHOBEHHS CIIEAYIOIIET0 00JIEBOTO
MIPUCTYTIA.

Cunopom ankoeonbHol abcmuneHyuu

Cpennsst no3a cocrasisger 200 mr 3 pasa B CyTku. B TsDKEnbIX ciiydasx B TE€UEHHME IEPBBIX
HECKOJIBKUX JHEH 1032 MOKeT OBITh MOBBIIIEHA (Hanpumep, A0 10361 1o 400 mr 3 pasa B CyTKH).
[Ipu TsOKENBIX TPOSIBICHUSX AJKOTOJHHONW AOCTMHEHLIMH JIEYCeHHE HAYMHAIOT C NPUMEHEHHUS
npenapara KapOamaszenuH B KOMOMHAaIMHM C IpenapaTaMy, OKa3bIBAIOIIMMH CEIATUBHOE H
CHOTBOpHOE JIeHCTBHA (HampuMmep, ¢ KIOMETHA30JI0M, Xjopauazenokcuaom). [locne pasperienus
ocTpoii ¢assl eueHne npemnaparom KapbdamazennH MOKeT OBITh POIOIKEHO B MOHOTEPATTHH.

Ocmpovie mMaHuakanvbhvie COCMOAHUA U NOOOepicusaroujee aeyeHue agPexmusHuix (bunoaapHsix)
paccmpoticmea

Cyrounas no3a coctasisieT 400—1600 mr. Cpeansisi cyrounas qo3a — 400—-600 mr (B 2—3 mpuema).
[Ipn ocTtpoM MaHHMaKalbHOM COCTOSHUM 103y CIEAyeT MOBBIIIATh OOBOJBHO ObicTpo. [lpu
MOJIJICP)KUBAIOIIEH Tepanuu OWTOJISPHBIX PACCTPOMCTB B MENsIX OOECNedYeHHs ONTHMATLHOM
MEPEHOCUMOCTHU KaXKJI0€ CIIEYIOIIee MOBHIIICHNE T03bI JOKHO OBITh HEOOJBIINM, CyTOUHAs /1032
YBEJIUYHUBAETCS TOCTENIEHHO.

Ilpexpawenue npuema

Bres3anHoe npekpallieHle npuema npenapara MOXKET CIIPOBOLMPOBATH SMUIENITUYECKUI MPUCTYTI,
Mo3TOMYy KapOamaszenuH cJieayeT OTMEHSTh MOCTENEeHHO B TeueHHe 6 mecsieB u Ooiee. Ecnu
HEOOXOMMO OTMEHUTh TpenapaT Yy TalMeHTa C OIWICNCHeH, TNepexoi Ha Jpyroe
MIPOTUBORMMIIEITHYECKOE CPEJCTBO JOJKEH OCYLIECTBIATHCS IMOJA MPHUKPHITUEM IMOKAa3aHHOTO B
TaKUX cllydasx Ipenapara.

Oco0ble IpyHIlbl HAIMEHTOB

Tayuenmor noxcunozo éo3pacma (65 rem u cmapuie)

VunreiBas JICKapCTBCHHBIE B3aUMOIENCTBHUSA 51 0COOEHHOCTH (hapMaKOKUHETHKU
MPOTHBOATHMJICIITUYECKUX TPENapaToB, MOKWIBIM IallMeHTaM 103y Thpenapata KapOamazenuH
CJIeTyeT MOI0UPATh C OCTOPOKHOCTHIO.

eTH
ITpenapar Kap6amasenus nokasaH K IpUMEHEHHIO y JE€TEH B Bo3pacTe crapuie 4 JieT.
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MITaJIIIe peKOMEHIOBAaHO MPUHUMATh KapOaMa3enuH B BHJIE IPYTHX JIEKapCTBEHHBIX (popm (cupor).
VY nereii cTapiie 4 JeT JeueHNe MOXKET ObITh HAYaTO C IPUMEHEHUs npenapara KapbamasenuH B 03¢
100 Mr B CyTKH; 103y MOBBIIIAIOT IOCTENIEHHO, HE Oosee yeMm Ha 100 mMr B Hezedto.
Tloooepoicusarowue 0o3vl: 118 AeTe ycTaHaBIMBarOT U3 pacdyeTa 10—20 MI/Kr Macchl Tela B CyTKH
(B HECKOJIBKO ITPUEMOB).

Bospact pebenka CytouHas 1032
4-5 ner 200400 mr
6—10 et 400-600 mr
11-15 ner 600—-1000 mr
> 15 ner 800—1200 mr (kax 111 B3pOCIIBIX )

MaxcumanvHole 003b1: 1T IETEH B Bo3pacTe <6 JIeT cocTaBiseT 35 MI/KT B CyTKH, 6—15 et — 1000
MT B CYTKH, >15 et — 1200 Mr B CyTKH.

Tak Kak B OTHOIICHWW NPUMEHEHHUs Ipernapara Mo JIPYyTruM IMOKa3aHUsSM Yy JeTeH J0CTaTOYHOTO
KOJIMYECTBA JOCTOBEPHOW HMH(MOpPMAIMHM HET, PEXHUM JO3MPOBAHUS IpermapaTa PEKOMEHIOBAHO
nmoaOUpaTh B COOTBETCTBHMU C BO3PACTOM M Maccoil Tena peOCHKa, HE MpeBbIIas yKa3aHHBIE B
Ta0IUIE JTO36L.

Croco6 npumMeHeHus

[Ipenapar Kap6amazenuHn NpuHUMAIOT BHYTPb.

IIpenapar Kap6amasenuH MOKHO IPUHUMATh BO BPEMs €]1bl, 1OCIIE €/Ibl UM B IPOMEXKYTKAX MEXKIY
npueMamu muiy. TaGieTku cieayeT MpUHUMATh ¢ HEOOJIBIIUM KOJTMYECTBOM KHIKOCTH.

4.3. IIpoTuBONOKA3AHUSA

e [UMepUyBCTBUTENBHOCTh K KapOama3enuHy WJIA CXOJHBIM B XHMHUYECKOM OTHOIICHUH
JIEKapCTBEHHBIM IpenaparaM (HanpuMmep, TPUIHUKINYECKUM aHTUIETIPECCAHTaM), WK K JII000MY
13 BCIIOMOTATENbHBIX BELIECTB, IEPEUNCIICHHBIX B ojapasaeie 6.1.

e ATpUOBEHTPUKYJSIpHAs OlOKaaa.

e Hanuuue B aHaMHE3€ SMU30/I0B YTHETEHUSI KOCTHOMO3TOBOTO KPOBETBOPEHHUSI.

e [leuenounsle mopdupuu (Hampumep, ocTpas mnepemexaromascs nophupus, MO3AHsIS KOXKHAS
nop¢upusi, BapueraTHas noppupus).

e [IpuMeHeHre B KOMOMHAIIMY C HHTUOMTOPAMH MOHOAMHUHOOKCHIa3bl (CTPYKTYPHOE CXOJICTBO C
TPULUKIMYECKUMH aHTHeNpeccanTaMu) (cM. pasnen 4.5).

e Jlerckuii Bo3pacT a0 4-X JieT (y MalMeHTOB JaHHON BO3PACTHON KAaTETOPHWH Tperapar ClIeAayeT
MIPUMEHSATD B JAPYroi JIEKapCTBEHHOM opme).

4.4. OcoOble yka3aHusl 1 Mepbl NPeI0CTOPOKHOCTH NPH IPUMEHEHUH
C 0CTOPOKHOCTBIO
[TanmenTam, B  aHaMHe3e KOTOPBIX CBEJeHMA O 3a00jleBaHUAX  cepauna  (BKIOYas
JICKOMIICHCHPOBAHHYI0 ~ XPOHHYECKYIO CEpJCYHYI0 HEJOCTaTOYHOCTH), TeYeHH (BKIFOYas
MEYEHOYHYI0 HEJOCTAaTOYHOCTh), MOYeK (BKIOYas IOYEYHYI0 HEIOCTaTOYHOCTb), MOOOYHBIX
reMaTOJIOTHUECKUX pEakIysX Ha JApPYyrue JIeKapCTBEHHBIE CpEACTBa WM 00 OTMEHE paHee
MIPOBOJIMBIIETOCS JieueHUs kapOamazenuHoM, npenapat KapOamazenus cieayeTr Ha3HayaTh TOJIBKO
MOCJIe THIATEIBHOTO aHAIN3a COOTHOIICHHUS MEXKIY OXKHIAEMBIM dPPEKTOM JICUSHHUST K BOZMOKHBIM
PUCKOM Tepamnuu M MpH O0eCHeyeHHM TINATENBHOIO M PETyJIsSpPHOTO KOHTPOJS 3a COCTOSHHUEM
MAIMEeHTOB.
Crenyer ¢ OCTOPO>KHOCTBIO IPUMEHSTH Mpenapar y MalleHToB:

— C THIIOHATpHEMUEH pa3BeeHNs, THTIOTHPEO30M;

—  TOXWJIBIX MAIUEHTOB (YUYHUTHIBasE BO3MOXKHOCTh PAa3BUTHS JIEKAPCTBEHHBIX B3aUMOJCHCTBUIN 1

pa3nuuHyIo (apMaKOKWHETHKY MPOTHBOIIMICIITHYIECKUX TIPETIapaToB);

3



COOTBETCTEYET 2KCNEPTHOMY OTUETY

ot 21.04.2026 N= 2185

— €O CMEIIaHHBIMU (POpMaMH IMIIETITUYECKUX TPUCT 'TVITHE%% " :I"'E_I/I_ﬁlﬂlfhlllb 1
WIA aTUNUYHBIA, M MHOKIOHMYECKMX TMpPHUCTyNax (y4uTbIBas BO3MOXKHOE YCHUJICHHE
MIPUCTYTIOB);

— € TIOBBIIICHHBIM BHYTPUIJIQ3HBIM JaBJICHUEM, 3aICPKKOM MOYM M TUIEpIUIa3uen
MpeICTaTeIbHOM  JKeNe3bl, YYHUThIBas cIabyl0 M-XOJMHOOJIOKHPYIONIYIO aKTUBHOCTh
kKapOama3zenuHa;

— MOJIyYarollIMX IIPOTUBOCYIOPOKHBIE IIPENaparsl;

— y Hocurenei amtens HLA-A*3101 u HLA-B*1502;

— 1pu OEpeMEeHHOCTH U B IEPUOJ IPYAHOI0 BCKapMIIMBaHUs (CM. pasnen 4.6).

Oco0ble YKa3aHug
[Ipenapat KapbamasenuH cieayeT IPUHUMATh TOJIBKO 0T BpaueOHBIM KOHTPOJIEM.

IHayuenmel co cmewannviMu opmamu SNUIEnMUYecKUx NPUCmynos, SKIoHaAowumMu abcanc u
MUOKTOHUYECKUEe NPUCTTYNbL

[Ipenapar oO6sryHO HeadexTuBeH npu abcancax (petit mal) 1 MHUOKIOHUYECKUX TMPHUCTyMax. Y
MAallMeHTOB CO CMEUIAaHHBIMH (OpPMaMHU SUHJICNTHYSCKUX IPUCTYHOB TIpernapar JOJDKEH
MNPUMCHATBCA C OCTOPOKHOCTBIO U TOJIBKO IIPU YCIIOBUU obecrieueHns PEryJIsApHOro MEAUILIMHCKOT'O
HaOmoIeHns (M3-32 BO3MOXKHOTO YCHJICHHUS IPUCTYIIOB). B ciydae ycuiieHus mpuUCTYNOB mpenapar
Kapbamaszenun cieayer OTMEHUTD.

CHuoicenue uucna mpomooyumos u 1eukoyumos

Bo Bpemsi mpumeHeHHsi KapOamasenmuHa € Pa3TUYHOM YACTOTOM OTMeEdaeTcs IMpexoJsliee WIN
CTOMKOE CHMXEHHE 4yHciia TPOMOOLMTOB WK JelkouuToB. OgHAKO B OONBIIMHCTBE CIy4aeB 3TU
SIBIICHHS TPEXOISIIN ¥ OOBIYHO HE SIBJIAIOTCS MPEABECTHUKAMU Havalla arlacTUYeCKON aHeMUH WK
arpanyiounrosa. llepen HauanoM sedeHus, a Takke NEPUOAUYECKH B IIPOLIECCE JICUEHUS CIIELYET
MPOBOJIUTHh KIMHUYECKHH aHaIW3 KPOBH, BKIIFOYAsl IMOJCUET YHCIa TPOMOOLMTOB M, BO3MOXKHO,
PETUKYJIOLIUTOB, a TAK)KE ONPEACIIATh COEPIKAHUE JKEIIE3a B CBIBOPOTKE KPOBHU.

Heo6xoauMo poBecTr 10 CBEACHUS MalMeHTa WHPOPMALKIO O pAaHHUX MPU3HAKAX TOKCUYHOCTH,
CBOMCTBEHHBIX BEPOSATHBIM I'€MaTOJOTMYECKUM HapYLICHHUAM, a TAKXKE O CUMIITOMax CO CTOPOHBI
KOXXH U nedyeHu. [lanmenta nHPOPMHUPYIOT 0 HEOOXOAUMOCTH HEMEJIEHHO OOpaTUThCS K Bpady B
cllyyae MOSIBJICHUS TaKMX HEXKEeJIaTeNIbHBIX peakluil, Kak Juxopajaka, 00jib B ropiie, Chlllb, A3Bbl B
MOJIOCTH PTa, OECIPUUMHHOE BO3HUKHOBEHHE KPOBOMZJIHMSIHUN, FeMOpparuii B BUJAE METEXUH WIH
IIypIIypHI.

[Ipn yMeHbIIEHUN KOJINYECTBA JIEHKOLUTOB WIIM TPOMOOIUTOB (MJIM TEHACHIINS K UX YMEHBIIECHHUIO),
Ha (oHe TepanmuM MpenapaToM CleAyeT BHUMATEIbHO HAOJIOJaTh 32 COCTOSHUEM MalMeHTa U
KOHTPOJIMPOBATh IIOKA3AaTENIA PA3BEPHYTOT0 KIIMHUYECKOIO aHAJIN3a KPOBH.

Ecnu BbIsSIBIIEHBI IPU3HAKM 3HAUUTEIBLHOIO YTHETEHUs KOCTHOIrO Mo3ra, npenapaTt Kapbamasenux
OJKEH OBITH OTMEHEH.

Jlepmamonozuueckue peaxkyuu

[Ipu npumeneHnn kapOamaszenmuHa OYEHb PEIKO OTMEYAIHMCh TSDKEJIbIEe JepMaToJIOTHYeCKue
peakuuu, Bkirodas cuHApoM CTuBeHca-/[PKOHCOHA M TOKCHYECKHI SMUJAEpPMalbHbIM HEKpPOJIH3
(cunapowm Jlaitenna).

[Ipenapar KapGama3zenuH crieayer HEMEIJICHHO OTMEHUTh U MPOU3BECTU MOA00DP ajJbTepHATUBHOM
TEpallMd B TOM CJIy4yae, €CIM OTMEYAIOTCAd IPU3HAKK M CHUMIITOMBI, IPEAIOJIOKUTEIBHO
CBUJICTEIBCTBYIOLME O PA3BUTHM TSDKEINIBIX JAEPMATOJIOTMYECKUX PEAKUUW - HApUMEp, CUHAPOMA
CruBenca-/[>xoncona wiu cunapoma Jlaiiemna. Ilpu pa3BuTum TspKeIbIX (B psAlie CIydaes,
YTPOXKAIOUIUX >KU3HHU MAIMEHTa) KOKHBIX PeaKlUi, MalUeHT JOJDKEH ObITh TOCHHUTAIU3UPOBAH B
crauvoHap. B OonpmmHcTBe ciydaeB cuHiapoM CtueHca-/[xoHcona u cunapom Jlaiiemia
pa3BUBaIUCh B IIEpPBbIE MeECSAUbl Tepanuu npenaparoM. JlaHHbIE peakUUH Pa3BUBAIUCH
npubiu3uTenbHo B 1-6 caywasx Ha 10000 BmepBble NPUHUMAIOMIMX Mpenapar B CTpaHax C
MIPEUMYIIECTBEHHO €BPOIICOUIHBIM HACEICHUEM.
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EBpomnbl mpoieMOHCTPUPOBANIH CBSI3b MEXKAY TXKETBIMHU MOPAXKEHUIMH KOXH (cuHApoM CTUBEHCa-
Jxoncona, cunapom Jlaitemia, DRESS-cunnpom, ocTpblii TeHepaIn30BaHHbIA AK3aHTEMaTO3HbIN
MyCTyNe3 W NSATHHUCTO-y3eNKoBas chbib) y Hocurtenei amnens HLA-A*3101 yemoBeueckoro
newikorurapHoro anturena (HLA) u npumenennemM kapbamasenuHa.

Yacrora amrenss HLA-A*3101 wdenoBedeckoro neiikouurtapHoro anturena (HLA) wmoxer
OTJINYATBHCS y Pa3IMYHBIX ITHUYECKUX Ipymil: okoio 2—-5% y Hacenenust EBponsbl, okono 10% —y
ArnoHIeB. YacToTa BCTpeuaeMOCTH JAHHOTO ajljielisl y OOJBIIMHCTBA HaceldeHusl ABCTpayinu, A3uu,
Adpuku u CeBepHoii AMepHKHU cocTaBisieT MeHee 5%, ¢ HEKOTOPHIMH MCKIIFOUEHUSIMU B paMKax 5—
12%. Yacrota Oonee 15% ycraHOBIIEHAa Yy HEKOTOpBIX 3THUYecKuX rpymnn FOxHoi AMepuku
(Aprentuna u bpaswius), kopeHHBIX xuTenssx CeBepHoii Amepuku (rmiemena HaBaxo u Cuy, B
Mexkcuke — Conopa Cepn), FOxnoit Unaun (Tamun Hany), u 10-15% — cpenn npyrux KOpeHHbIX
YKUTeJeH TaHHBIX PETHOHOB.

[Ipu nmpumenenun kapOamazenuHa y BO3MOXHBIX Hocuteneidt amnens HLA-A*3101 (mampumep,
NAI[MeHTOB  SAMOHCKOM  HAIlMOHAJIBHOCTH, €BpPOMEOUIOB, KOPEHHBIX JKUTENe AMEpHUKH,
JaTHHOAMEPUKAHIIEB, HApoA0B tora MHanu u apaboB) peKOMeH IyeTCs TPOBOIUTH TEHOTUITUPOBAHHE
no JaHHoMy amsento. [IpumeHsTh nmpenapar y HOCUTENEH JaHHOTO aliens ClIeaAyeT TOIbKO B TOM
cllydae, €CJIM M0JIb3a OT TepPaluK MPEBBIILIAET BO3MOKHBIN PHUCK.

[TanmenTtam, ye MoNydalIIUM Tepanuio mnpenapatom KapbamazenuH He peKOMEHIyeTcs
IPOBEJCHUE T'€HOTUIUPOBAHUS 110 JTAHHOMY aJUIENI0, MOCKOJBbKY TSKEJIbIE KOXKHBIE pEaKkIHUU B
OOJIBIIMHCTBE CITy4yaeB OTMEYAIUCH B IEPBbIE MECALIbI TPUMEHEHHUS Mpernapara (BHE 3aBUCUMOCTH OT
Haymmuust HLA-A*3101).

[To maHHBIM PETPOCHEKTUBHOIO aHANIM3a MPUMEHEHUs] KapOamaszernuHa y MalueHTOB KUTACKOl U
TalCKOM HAIMOHAJIbHOCTEN MMEETCS] KOPPEIISIIIUS MEXy 4acTOTOM pa3BUTHs cuHpoma CTUBEHCa-
JlxoHcoHa u cuHapoma Jlaienna u HanuureM B TeHoMe narnuenTa amnens HLA- B*1502. YacroTa
BCTPEYAEMOCTH JIAaHHOTO aJIJIENIsl y MAIlMeHTOB KUTAaWCKOM HAIMOHAIILHOCTU cocTaBisieT 2—12%, y
TalicKou — okoJ10 8%.

[Ipu mpumeneHnn kapOamasenuHa y MAIMEHTOB B cTpaHax Asuarckoro perwoHa (TaiiBanb,
Manaiizusi, @WIMNMUHLL), TI€ 0TMEUaeTCs BhICOKOe pacnpocTpanenue awtens HLA-B*1502, 6su1o
BBISIBJICHO TOBBIIIEHUE YACTOTHI Pa3BUTHs (Ipajlaliid OT «OUYEHb PEAKO» A0 «PEIKO») CHHIpPOMA
CruBenca-/[>xoncona. Yacrora pacnpoctpanenuss amtens HLA-B*1502 cocraBnser: Ha
QununnuHax W Cpeau HEKOTOpPBIX Tpymn HaceneHus Manaiisun — Oomee 15%. Yacrora
pacnpoctpanenus amiens HLA-B*1502 B Kopee u Unauu coctaBiset 2% u 6% cOOTBETCTBEHHO.
PacnpocTpaHeHHOCTh  HAaHHOTO  awiedss y JIML  €BpPOINECOUJHOW, HETPpOMOHOM pac, y
JaTMHOAMEPUKAHIIEB, UHJCHIIEB U AMOHIEB He3HaunTeIbHa (<1%).

YacToThl [aHHBIX ajjiesed NPECTaBISIIOT IMPOLEHT XPOMOCOM B OIPEAEIEHHBIX MOMYJISALUAX
HaCelleHUsl, KOTOpbIE HECyT alljielib. DTO O3HAYaeT, YTO MPOILEHT MAlMEeHTOB, HECYIIUX KOIHIO
ajulens, 10 KpaHed Mepe, B OJHOM M3 JBYX XPOMOCOM, IIOYTH B JIBa pa3a BBIIIEC YaCTOTHI
BCTpeuaeMocTu amjens. Takum oOpa3oM, MPOIEHT MalMeHTOB, KOTOpPble MOTYT OKa3aThCs MOJ
yrpO30i, IOYTH B JIBa pa3a BBILLIE YaCTOTHI aJIJICJIEH.

[Ipu mpuMeHeHnn KapOamasenuHa y BO3MOXKHbIX Hocutenei amienss HLA-B*1502 pexkomenayercs
IPOBOANTH T€HOTUIIMPOBAHUE 10 JaHHOMY aiento. IIpuMeHaTs npenapar y HOcUTENEH JaHHOTO
aJyienst cieayeT TOIbKO B TOM CiIy4ae, €ClIM 10Jb3a OT TEpalluy MPEBbIIAeT BO3MOXKHbBIN puck. He
PEKOMEHIyeTCs TPOBEICHUE TEHOTUITUPOBAHUS Y TIPECTABUTENICH HAIIMOHAIBHOCTEH, B IOMYIISIIIUU
KOTOPBIX 4aCTOTAa BCTPEUAEMOCTH YKa3aHHOI'O aJlJIeJIsl HU3Ka.

[TanmenTtam, yke MOJyYarOUIMM TEpanui0 KapOama3emuHOM, HE PEKOMEHIYETCS MpPOBEACHHE
T€HOTUIIUPOBAHUS 10 JAHHOMY aJUIENIO, MOCKOJIbKY TSKEJIbIE KOXKHBIE PEAKIMH B OOJBIIMHCTBE
CIIy4aeB OTMEUaJNCh B MEPBbIE MECSIbI MPUMEHEHUs MpernapaTa (BHE 3aBUCHMOCTH OT HAIMYUS
HLA-B*1502).

[TokazaHo, 4TO BBISBIEHUE MAIMEHTOB ¢ HamnuueM amiens HLA-B*1502 u oTcyTcTBUE IPUMEHEHUS
KapOamaszenuHa y TakuxX MalMeHTOB CHUXKAET ciy4yau KapOaMa3elnuH-UHAYLUPOBAHHBIX CHHJIPOMa
Cruenca-/[>xoHcoHa win cunapoma Jlaienna.
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MAIUEHTa U HACTOPOXEHHOCTh Bpaya B OTHOLIECHUH TSKEJIBIX KOXKHBIX peakiuil. Pa3Butue TsxkenbIx
MOpaXXECHUH KOYKU BO3MOKHO Y MAIIMEHTOB, OTPUILIATEIBHBIX 110 IaHHBIM aJUIETISM.

Taxke BO MHOTHX CIy4asiX y MAlME€HTOB, MOJOXHUTENbHBIX 10 ayuiensmM HLA-B*1502 waum HLA-
A*3101, mpu npuMeHeHnu kapOamMa3enruHa He OTMEYaNIOCh Pa3BUTHS TSHXKENBIX KOKHBIX CHHAPOMOB.
Bnusiaue npyrux (paxkTopoB, TaKMX Kak J03a MPOTUBOCYAOPOXKHBIX JIEKAPCTBEHHBIX MpPENapaToB,
KOMIUTAEHTHOCTh TallMEHTOB, OAHOBPEMEHHAs Tepamusl APYTMMHU IpernapaTaMmu, COMYTCTBYIOIINE
3a00JIeBaHMsl WM YPOBEHb KOHTPOJS JI€PMATOJOTMUYECKUX pEeaKUuil, Ha YacTOTy pa3BUTHS W
PacpOCTPaHEHHOCTD TSKENbIX KOXKHBIX pEaKluii He YCTAaHOBIICHO.

CnaOoBblpak€HHbIE  KOXKHBIE  pEaklMW, HalpuMep, U30JIMPOBaHHAs  Makyle3Has  WIu
MakyJomnamnyJie3Has 3K3aHTeMa, B OOJIbITUHCTBE CIIY4aeB SBISIOTCS TPAH3UTOPHBIMH U HETSDKEITBIMHU,
OOBIYHO TIPOXOJIAT B TEUCHNUE HECKOJIBKHX JHEH WU HEJeNb PU MPOIOJKSHUH JICUSHUS HITH T10CIIe
CHIDKEHHUS JTO3BI Mpemnapara. Tem He MeHee, MOCKOIbKY AuddepeHinanbias 1MarHoCTUKa MEXIY
PaHHUMM MPOSBICHUSMHU TSDKEIBIX KOXKHBIX pEaKUMd M CIa0O0BBIPAKEHHBIMU MPEXOIAIIMMHU
KOXXHBIMU BBICBITAHUSIMH MOKET OBITH 3aTpyIHEHA, MPU Pa3BUTHU JIIOOBIX KOXKHBIX pPeaKIMid
MAIMEHT JTOJHKEH HaXOIUThCS MOJ HAaOJI0IeHHEeM Bpaya (C LEeTbI0 CBOEBPEMEHHOTO MPEKPAICHHUS
Tepanuy MpernapaToM B ciydae yXyAIICHUs COCTOSHUS MalMeHTa).

Cy1iecTByeT B3aUMOCBSI3b MKy HamuureM B reHome aytenss HLA-A*3101 u pasButueMm MeHee
TSOKEINIBIX KOXHBIX PEaKIHil (TaKUX KaK CHHJIPOM THIEPYyBCTBUTEIBLHOCTH K aHTHMKOHBYJIbCAHTAM
WIN HEeTsDKeNask MakyJonamnyie3Has sk3anremMa), s aens HLA-B*1502 takast B3auMocBsI3b HE
yCTaHOBJICHA.

Peaxyuu eunepuyecmeumenvrocmu

[Ipn npumeHeHun kapOamasenuHa COOOIIAJIOCh O peaklIMsIX THIepUyBCTBUTEIbHOCTH | Tuma
(HEMEeUICHHOTO THUTIa), BKJIFOYAs CHITb, 3y, KPATUBHUILY, aHTHOHEBPOTUYECKUN OTEK M COOOIIECHUS
00 anadunakcuu. Ecnam y mamueHTa pa3BUBAIOTCA 3TH PEAKIMM TOCTE JICUCHHUS IMpernaparom
KapOamazenun, npuem mnpenapara HEOOXOIUMO MPEKPATUTh W HAYaTh ajJbTEPHATHUBHOE JICUCHUE.
[Ipn pa3BUTHUM TUNEPUYYBCTBUTEIBHOCTH K KapOaMa3emuHy y TMalWeHTOB MOTYT HaOII0AaThes
paznuuHbie peakuuu, BkIouas DRESS-cunapom, oTcpodeHHBIE MOJUOPTaHHBIE MPOSIBICHUS
TUMEPYYBCTBUTEIHHOCTH C PA3BUTHEM JHMXOPAJIKU, KOKHOM CBINU, BAaCKyNIUTa, JTUMQaJeHONATHH,
MCEBIOMUM(POMBI, apTPAITHH, JEHKOTECHUH, J03MHO(UINK, TeHaTOCIUICHOMETAINU, H3MCHECHHMA
nokasarene pyHKIMH MeYeHH U CHHAPOMA JECTPYKIMU KEITYHBIX MPOTOKOB C YMEHbIIIEHHEM UX
9Hclia, KOTOPhIE MOTYT BO3HUKHYTH B JIFOOBIX KOMOMHAIMSIX. Takke BO3MOKHO MTOPAXKESHHE IPYTUX
BHYTPEHHUX OPTaHoB (B T. Y. JIETKUX, TIOYEK, MOHKETYT0UHOI JKele3bl, MUOKapAa, TOJICTON KUIIKH).
B ciydae pa3BuTHsI IpOSBICHUI U CUMIITOMOB THUIIEPYYBCTBUTEIBHOCTH, Tipenapar Kapbamasemnun
clieyeT HEeMEAJIEHHO OTMEHUTb.

[TarueHTOB ¢ M3BECTHOM TUIEPYYBCTBUTEIHLHOCTHIO K KapOaMasenuHy clieayeT HHPOPMUPOBATEH O
BO3MOXKHOCTH B 25-30% ciy4aeB pa3BUTUS pPEAKUMH NOBBIIMIEHHOM YYBCTBUTEJIBHOCTH Ha
OKCKapOa3enuH.

Bo3MoxHO pa3BUTHE MEPEKPECTHBIX PEaKIUii THIEPYYBCTBUTEILHOCTH MEXKIY KapOaMa3enmuHOM U
apOMaTHYECKHUMH MPOTHBOATMWICTITHYSCKUMU TIperapaTaMu (Harpumep, GEHUTOMHOM, IPUMUIOHOM
u (heHobapOuTaIoMm).

T'unonampuemus

Pa3ButHe rumnoHaTprueMUU acCOIMUPOBAHO C MPUMEHEHHWEM KapOamaszenuHa. Y TaIMeHTOB C YXKe
CYILIECTBYIOIIUMHU MOPAKEHUSIMH TTOYEK, CBI3AHHBIMU C HU3KUM COJIEpYKAaHHUEM HATPHS B CHIBOPOTKE
KpOBHU, WM Yy MAIMEHTOB, MOJTYYaOIIUX OJHOBPEMEHHO JICKAPCTBEHHBIE MPEMapaThl, CHIKAIOIINE
coJiep>kaHue HaTpus (Hampumep, TUyPETHKH, IEKapCTBEHHBIE MTPemapaThl, BIAUIIONINE HA CEKPEIHI0
AHTUJINYPETUYECKOTO TOPMOHA), CIIEAYET ONPEIENATh ChIBOPOTOYHOE COJEp)KaHUE HATpus A0
Hayana Tepanuu KapOamazenmuHoMm. [locie 3TOro cojepkaHue HATPHUS CIEAYeT OMNpeIeNiTh
MIPUMEPHO Yepe3 JIBE HEJENH, a 3aTeM €KEMECSYHO B TEUCHHUE MEPBBIX TPEX MECSIIEB TepANuu, UIN
B COOTBETCTBUU C KIMHUYECKOW HEOOXOAMMOCTHIO. JlaHHBIE (aKTOphl pUCKa OCOOEHHO YacTo
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KHUJIKOCTHU ABJIACTCA BAXKHBIM JIA ONIPCACIICHUA COCTOAHUA ITPHU HAJTMYNU KIIMHUYCCKUX MMOKa3aHU.

T'unomupeos

KapOamazenun MOXKeT CHMXKaTh KOHIICHTPALUI0 TOPMOHOB IUTOBUIHOM >KeNe3bl B CHIBOPOTKE
KpOBH IMMyTeM HHAYKITUH (DEPMEHTOB, YTO TPEOYET YBEIUUCHHS JO3bI IPETIapaTOB, MPUMEHSIEMBIX TSI
3aMECTUTEIIbHOM TEepanuu y MAalUEHTOB C THUIOTHPEO30M. Y JaHHOW KaTErOpHH ITAIllMEHTOB
HEOOXOAUM MOHHUTOPUHT (YHKIMHU [IUTOBUIHOM >KENIe3bl IS IMOoJa00pa J03bI IpenapaToB
3aMECTUTENIBHON TEepaIuu.

Hapywenusa ¢ynxyuu nevenu

[lepen npumenenuem mpenapara Kapbamaszenus u B Imporecce JieueHus] He00X0AUMO TMPOBOANTH
uccienoBaHue QyHKIMH MeYeHU, OCOOCHHO y MallMEeHTOB, B aHAMHE3€ KOTOPBIX UMEIOTCS CBEICHUS
0 3a00JIeBaHMAX TEUYCHH, a TAK)KE y MAIMEHTOB MOXXKUIOr0 Bo3pacTa. B ciydae ycyryOieHus yxe
MMEBIINXCA HapylIeHWH (QYHKUMU MMEeYeHW WIM MPU Pa3BUTUU aKTUBHOTO 3a00JeBaHUs TMEYECHU
npemnapat KapbamaszenuH cieayeT HeMeIJIEHHO OTMEHHUTb.

Hapywenusa ¢ynxyuu nouex

Ilepen wauanmom neueHus npenapatom KapbamaszenuH W NMEpPHOAWYECKH B IPOIECCE Teparuu
PEKOMEHIYETCs UCClieIoBaHNe OOIIEero aHaluu3a MOYU U OTNpesiesieHue KOHIEHTPallud MOYEBHHBI B
KpPOBH.

M-xonunobaokupyrowas akmueHoCms

[Ipenapar Kapbamazenun oOmagaer cinaboil M-XOJIHMHOOJOKHMPYIOUIEH AaKTHBHOCTBIO, TOATOMY
CIeqyeT THIATEIbHO HAONIOJATh MalMeHTa C [OBBINICHHBIM BHYTPHIJIA3HBIM [aBJICHHUEM,
THIEPIUIA3UeH MPeCTaTeIbHON JKele3bl U 3aJCPKKOW MOYHM MPHU OJHOBPEMEHHOM MPUMEHEHUH
yKa3aHHBIX [PENapaToB.

Tcuxuyeckue napyuienus

[Tockonbky Ha (one mpumeHeHus npenapara KapOamaszenuH BO3MOXKHO 00OCTpEHHE JaTEHTHBIX
MICUXUYECKUX PAaCCTPOMCTB, ClIeAyeT 00eceunTh HaOII0I€HNE 32 MTOKUIIBIMU MTallUEHTaMU C LIEJIbI0
BBISIBJICHUS TAKOM CUMIITOMATHKHU KaK CITyTAHHOCTh CO3HAHUS U TICKXOMOTOPHOE BO30YKIEHUE.

Cyuyuoanvrnoe nogedeHnue uiu HamepeHus

VY manueHToB, MOJIy4aBIIMX MPOTHBOCYAOPOXKHBIE MpenapaThl MO PsAy MOKa3aHWM, OTMEYallUCh
CIly4an  CYWIUIAIBHOTO  TOBEACHHWS  WIM  HaMepeHWil.  Pe3ymbrarel  MeTaaHamm3a
PaHIOMU3HUPOBAHHBIX T1a11€00-KOHTPOIMPYEMBIX UCCIIETOBAHHH MOKa3aIl HEOOIbIIIOE MOBBIILICHUE
pUCKa CYWIIUAAIBLHOTO TOBEJCHHS Y MAIIMEHTOB, MOJYYaBIIUX MPOTUBOCYIOPOKHBIE MPENapaThl.
MexaHu3M yCUIIEHUS! CYHIIMIaIbHOTO TIOBEICHUS Y JaHHOW KaTerOpuu MalMeHTOB HE YCTAHOBJICH.
HeoOxonuMo TimarenbHOe HAONIOICHHE MAIMEHTa OTHOCUTEIFHO CHMITOMOB CYHIIMJAIBHOTO
MOBE/ICHUS U HAMEPEHUH U MPUHATHE PEIICHHUS O COOTBETCTBYIOIIEM JICUCHHH.

[MarmenTam (M yXaXUBAIOIUM 332 HUMHU JIMIIaM) HEOOXOJUMO HACTOSTEILHO PEKOMEHIOBAThH
00paTuThCA 3a MTOMOIIIBIO K Bpady B Cllydae BOSHUKHOBEHHUS! CUMIITOMOB CYHMIIMIATLHOTO TIOBEICHUS
WJI HAMEPECHU M.

DHOOKpuHONO2UYECKUe HapyuleHUs

B cBsa3u ¢ mHayknueil ¢epMeHTOB KapOamas3enuH MOXKET OcialisITh TeparneBTHYeckuil dddekt
MepOpaIbHBIX KOHTPALENTHBOB, COAEPIKAIIMX OSCTPOTCHBI W/WMiM mporecTepoH. [lammeHTkam c
COXpAaHEHHBIM  PENPOAYKTUBHBIM  MOTEHIMAJIOM  CIEAyeT pPEKOMEHAOBaTh HCIOJIb30BATh
JIbTEPHATHBHBIE METO/IbI KOHTPAIICTIIIUHN BO BpeMs Tepanuu nmpenaparom KapbamazenuH.
Coobmanoch 0 BO3HMKHOBEHMH KpPOBSHHCTBIX BBIJEIEHUI U3 Blarajiviia B IEPUOA MEXAY
MEHCTPYaIMsIMH TIPU OJJHOBPEMEHHOM IpUMEHEHNH mpenapaTta KapbamasenuH ¢ ropMOHAIBHBIMA
KOHTpPALENITUBAMH (KPOBOTEUCHHUE CIIPOPHIBAY).

BepemeHHocmb u nayueHmxKku ¢ COXxpaHeHHbim pel’lpO()meMGHblM nomerHyuaiom
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it Toiona (eM. pasnen 4.6). IlpuMenenue npemapara nmpu OEpeMEHHOCTH BO3MOXKHO TOJBKO B TOM
cllydae, eCJIM OJKUIaeMasi 1oJib3a ONpPaBIbIBACT MOTECHIIMATBHBIE PUCKH.

BepeMeHHBIX MNAaqUCHTOK MW TAaNHUCHTOK C COXpPAaHCHHBIM PCIHPOAYKTUBHBIM IHOTCHIOHAIOM
HEOO0XOMMO B IMOJTHOW Mepe WHPOPMHUPOBATH O PUCKAX JUIS TUIO/IA, CBS3aHHBIX C MOTCHIIMAIBHBIM
TepaToreHHbIM 3¢ dexToM KapOamazenuna (cM. paszen 4.6).

[TanieHTKaM ¢ COXpaHEHHBIM PENPOAYKTUBHBIM IMOTCHIIMAIOM CIIEAYET HCIIOIb30BaTh HAJIC)KHBIC
METO/Ibl KOHTpPALIETILIUK BO BpeMsl TEpAllUU U B TEUEHHUE 2 HEAEINb IOCJe MpUeMa MocieIHel 103bl
npemnapara Kap6amasenus (cM. oapasaen « DHIOKPUHOIOTHYECKIE HAPYIICHHS», & TAKIKE pa3aeiibl
4.5u4.6).

Onpeodenenue KoHYyeHMpayuu Kapoamasenura 6 niasme Kposu

X0Ts B3aMMOCBSI3b MEX/y JJ030H Ipernapara, KOHIEHTpanueil kapbamasenuHa B 1jaa3Me KpoBH, €ro
KIIMHUYEeCKONH 3((EKTUBHOCTHIO WM MEPEHOCHMOCTHIO BECbMa HE3HAYUTENIbHA, TEM HE MEHee,
peryisipHOe OIpeieieHHe KOHIIEHTpAluk KapOamas3ennHa MOXKET OBITh IeJIecO00pa3HbIM B
CIEYIOIINUX CUTYALUAX: IPH PE3KOM MOBBIIIEHUHN YaCTOTHI PUCTYIIOB, IJI TOTO, YTOOBI IPOBEPUTH,
MIPUHKUMAET JIU MALMEHT IIpenapaT AJ0HKHBIM 00pa3oM; BO BpeMsl OEpeMEHHOCTH; ITPH JICUEHUH JeTel
WJIM TIOJPOCTKOB; MPH MO03PEHUH Ha HApYIICHHsI BCAChIBaHMs KapOaMa3enuHa; Ipy MoJ03pEeHNH Ha
pPa3BUTHE TOKCHYECKUX PEAKIUH B CIIydae, €CJIM MALMEHT IPUHUMAET HECKOJIBKO JIEKAPCTBEHHBIX
CPENCTB.

llaoenus

Tepamust npemaparom KapOamasenuH MOXKET CONPOBOXKIATHCS ATAKCHEH, TOJOBOKPYKEHUEM,
COMHOJICHLIMEH, TUIIOTEH3UEH, CIyTaHHOCTbIO CO3HaHUs, cenauuei (cM. paszzuen 4.8), uTo MOXKET
NPUBOJUTH K TMAJACHUSM M, KaK CIEACTBHE, MEpeloMaM WIM APYIHMM TpaBMaM. Y TAlUEHTOB C
COITyTCTBYIOIIUMH  3a00JIEBAaHUSIMH,  COCTOSHUSIMH, WJIM  TOJYYaOIIUX  OJHOBPEMEHHYIO
MeIMKaMEHTO3HYIO TePAITUIO PenapaTaMy, KOTOpbIe MOTYT YCYTyOIATh BhIIIIEYKa3aHHbIE (D (PEKTHI,
CIIEAyeT pETyJIspHO OIICHWBATh PHCK MaJeHUI Ha (OHE UIMTENBFHOW Tepamuu INpenapaToMm
Kap6amazenuH.

BcnomorarenbHble BeliecTBa

IIpenapam Kapbamasenun cooeporcum 1akmosy

JlaHHBIN JIEKapCTBEHHBIN MpenapaTr He CleAyeT NPUHUMATh MalMeHTaM C PEIKO BCTPEUaroIIeucs
HACJIEICTBEHHOW HENEPEHOCUMOCTBIO TaJIaKTO3bl, JIAKTa3HOM HENOCTATOYHOCTBIO WM TJIFOKO30-
raJIakTO3HOHM MallbaOCopOIHeH.

4.5. BzaumopeiicTBHe ¢ JAPYIMMH JICKADCTBEHHBIMHM IMpenaparaMM W Jpyrue BHABI
B3aMMO/AEHCTBUA

HNuruburopst MAO

KapOamazenun  He  peKOMEHIyeTcs  NPUMEHATh  OJAHOBPEMEHHO €  MHIMOUTOpaMu
MoHoamuHokcuaassl (MAO). Ilepen npumenenuem npenapara Kapdamasenun naruoutopst MAO
JIOJKHBI OBITh OTMEHEHbI, KAK MUHUMYM, 3a 2 HEJENU WIH paHee, €ClId MO3BOJSEeT KIMHUYECKas
cutyarus (cM. paszaen 4.3).

[Ipenapatsl, Bausomuye Ha akTuBHOCTE CYP3A4

Hutoxpom P4503A4 (CYP3A4) sBnseTcs OCHOBHBIM H30(EpPMEHTOM, 00eCHeunBaIONINM
oOpa3zoBanne kapOamazenuHa-10,11-3mokcuna (aktuBHOrOo  Merabonuta). OTHOBpEMEHHOE
MIpUMEHeHUe ¢ npenapatoM HHruouTopoM nzohepmenta CYP3 A4 MoxeT mpuBecTH K MOBBIIICHUIO
KOHIIEHTpaluu KapOamMaszenuHa B IDIa3Me€ KPOBH, YTO, B CBOKO O4Yepelb, MOXET BBI3BATH
HexenaTenbHble peakiuu. OIHOBpEMEHHOE NpUMeHeHue HWHAYKTOpoB uzodepmenta CYP3A4
MOXET MPHUBECTH K YCKOPEHHIO MeTa0oyn3Ma kapOaMa3enuHa U, TaKUM 00pa3oM, K BO3MOKHOMY
CHIDKEHHUIO €r0 KOHIICHTpAIMH B IJla3Me KPOBU U, CJIEIOBATENbHO, K BOBMOXHOMY YMEHBIIEHUIO
BBIPOKEHHOCTH TeparneBTuiIeckoro 3¢ dekra mpemapata. OTMEHAa OJHOBPEMEHHO MPHHUMAEMBIX
uaaykropoB  u3opepmenta CYP3A4 mMoxeT CHWXKAThb CKOPOCTh  OWOTpaHchopmanmu
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1a3Me KpoBH.

KapOamazenun siBnsercs MomHbIM UHAYKTOpoM H3odepmenta CYP3A4 u apyrux (pepMeHTHBIX
MEYCHOYHBIX CHCTEM TEpBOM W BTOPOH (a3pl MeTaboiaM3Ma JICKApCTBEHHBIX MPEMmapaToB, U MPH
OJTHOBPEMEHHOM TIPHMEHEHHUH ¢ TIpernaparaMu, Metadonusupyromumucs nzopepmeatom CYP3A4,
MOJKET BBI3bIBAaTh HHIYKITMIO METa0O0IM3Ma U CHIYKCHHE KOHIIEHTPAIIMU MX B TUIa3Me KPOBH.
[Tockonpky mipeBpamieHue kapOamaszenus-10,11-amokcuaa B kap6amazenuH-10,11-tparncanon
MIPOUCXOTUT TPH TOMOIIM MHKPOCOMAJIBbHON AMOKCHUATHAPOJA3bl, NpUMEHEHHnEe KapOamazenuHa
OJTHOBPEMEHHO C HMHTUOMTOPAMH MHUKPOCOMATbHOW SMOKCUATUIAPONA3bl MOXKET MPUBOIUTH K
MIOBBIIICHUIO B IJIa3Me KPOBHM KOHIIEHTpanuu kapoamaszernuH-10,11-3mokcuaa.

IIpenaparthsl, KOTOPBIE MOTYT ITOBLICHTE KOHIICHTPAIHIO KaD6aMaSCHI/IHa B I1J1a3M€ KPOBH

ananveeupyouue u Hecmepouorvle NPOMUBOBOCNAIUMENbHbLE NeKAPCHEEHHbIe NPENnaApaAmblL:
nekctponpomnokcuden, noynpodeH;

npomueoonyxoesvie npenapamul (AHOpo2er): NaHa3oll;

anmubuomuky. MaKpOJHIHbIE (HApUMeEp, SPUTPOMHIIMH, TPOJICAHIOMHIIMH, JKO3AMHIIMH,
KJIAPUTPOMHUIIHH ), IIUTIPO(IIOKCAINH;

anmuoenpeccanmsl.  BO3MOXKHO, Je3WIpaMuH, (IyoKCeTHH, (¢uIyBOKCaMuH, Hedas30/I0H,
MapOKCETHH, TPa3010H, BUJIOKCA3HH;

npomueoINUIenmuyecKue npenapamol. CTUPUICHTOI, BUTabaTpHH;

npomueozcpubKogvle npenapamul. TPOU3BOAHBIE a30yla (HAIpPHUMEp, UTPAKOHA30Jl, KETOKOHA30ll,
(baykoHa301, BOPUKOHA30). ANBTEPHATUBHBIE MPOTUBOAMIICIITUYECKHE MpernapaThl MOTYT OBITh
PEKOMEHIOBaHbI MaIlMeHTaM, OJIyHYaroIIUM BOPUKOHA30JI UK UTPAKOHA30JT;

bnokamopwl cucmamunoswvix Hr-peyenmopos: TeppeHaivt;

anmuncuxomuieckue npenapamsl (Hetpoienmuxu): OJaH3anuH;
npomueomybepKyie3Hvle npenapamsl: N30HUA3UI,

npoOmMuUBOBUpyCcHble npenapamsel: THruOUTOpHI ipoTteassl BUY (Hanpumep, puToHaBUD);

NPOMUBOSAAYKOMHbLE npenapamol (uneubumopwl Kapboanauopaswvl): areTazoJaMuI;
2UnomeH3usHvle npenapamsi (OI0KAMOPbl (MEONEHHbIX» KANbYUeBbIX KAHAN08): BepamaMmui,
JTAIITHA3EM;

NPOMUBOA36EHHbIE NPenapamvl (UHSUOUMOPbI NPOMOHHOU NOMNbL, OIOKAMOPLL 2UCTNAMUHO8bIX H -
peyenmopog): BO3SMOKHO, TUMETHIUH, OMETIPa30Jl;

Muopeiakcaumol. OKCI/I6}’TI/IHI/IH, JAaHTPOJICH;
arnmuazpezarnnnvie npenapamaol. TUKIOIIUANH;

opyaue JleKapCmeeHHvle npenapamvl U npooyKmsl NUMaHus: TPeUnpyToBbId COK, HUKOTHHAMHU/
(TOTBKO B BBICOKHX J03aX).

[TockonbKy TOBBINIICHHE KOHIICHTpAIMM KapOama3enuHa B IUTa3ME€ KPOBH MOXET MPHUBECTH K
BO3HHUKHOBEHHIO HE)KENATEILHBIX PEaKIuil (HanmpuMep, K TOJIOBOKPYKEHHUIO, COHIIMBOCTH, aTaKCHH,
JTUTUIOTINH), B 3THUX CHUTYaIlUsX CIeAyeT KOPPEeKTUPOBATh JI03y Tperapara H/WId PerylspHO
OTIPENIeNIATh KOHIIEHTPAINIO KapOaMa3enuHa B IIa3Me KPOBH.

Ilpenapamul, Komopvle Mo2ym Rno8biCUMb KonyeHmpayuro xapoamasenuna-10,11-snokcuda 6
naasme Kpogu. JIOKCAIMH, KBETHAIIMH, TPUMHUIIOH, TIPOTaOu, BAIBIIPOEBasi KUCIIOTA, BATHOKTAMU/I,
BaJILIIPOMUJI U OpUBapareTam.

[TockonbKy MOBBIIIEHHE KOHIEHTpaluu kKapbamaszenuHa-10,11-3mokcuaa B mia3mMe KpoBH MOXKET
NPUBECTH K BO3HUKHOBCHHUIO HEKENIATEIBHBIX peaKiuil (Hampumep, K TOJOBOKPYKEHUIO,
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COHJIMBOCTH, aTaKCHH, TUIUIONHH), B ATHUX CHUTYyaIlHHX cnezwg'r KO%E‘OBE@D I'z(ldzy-ljl_pénapa a

W/WIIN PETyISPHO OTIPeNIeNIATh KOHIIEHTpaIio KapbamaszenuHa-10,11-3mokcuna B mia3me KpoBH.

IIpenaparthbl, KOTOPBIE MOTYT CHMKATh KOHIICHTPAILIHIO Kap6aMa3enHHa B 11J1a3ME€ KPOBH

npomueosnuienmuyeckue npenapamol. pemdamar, Me3yKCUMU, OKcKapbazemnuH, ¢eHobapouran,
dbencykcumua, GeHuTouH (BO M30€KaHME WHTOKCHKAIMM (EHUTOMHOM W BO3HUKHOBEHUS
CcyOTepareBTUYECKUX  KOHIIGHTpamMii  KapOama3enuHa  pPEKOMEHIOBAaHHAs  IJIa3MEHHas
KOHIIEHTpalus (EHUTOMHA JOJDKHA ObITh He Oosiee 13 MKr/mi g0 go0aBlieHUS K Teparmuu
kapOamazenuHa) W (PocHEHUTOWH, MPUMHJIOH, W, XOTS JAHHBIE YACTUYHO MPOTUBOPEUHBHI,
BO3MOXHO, TAKXKE KIIOHA3ETaM.

NpPOMUBOONYXoae8vle npenapamsl. MACIUIATHH WIH JOKCOPYOUIINH;
npomusomybepxynesnvie npenapamol. pudhaMIHIINH;
bponxoduramupyiowue npenapamsl. Teo(GpUIUTHH, aMUHODHIUTHH,
npenapamul 0Jis1 leYeHUsl yepesotl colnu (PemuHoudsvl). U30TPETUHOWH;

opyaue JeKapCmeeHHble npenapamvl U NpoOYKmbl NUMAHUs. PACTUTEIBHBIE IpenapaThl,
coJieprKalire 3Bepo0oii MPObIPSBICHHBIH.

[Ipn 0oAHOBPEMEHHOM NPHUMEHEHUHU C BBIIICYKAa3aHHBIMHU IIpenapaTaMyd MOXET MOTpedoBaThCA
KOppeKILUs 1036l KapOamazenuHa.

BiusiHue kapbamasenuHa Ha KOHIIEHTPAIIUIO B IJ1a3Me KPOBU IPENAapaTOB, IPUMEHSIEMBIX B KAUECTBE
OJIHOBPEMEHHOM Tepanuu

[Ipn ogHOBPEMEHHOM NPHUMEHEHUHM C KapOama3emMHOM BO3MOXXKHO CHM)KEHHE KOHIIEHTpalUH B
I1a3Me KpOBH, YMEHBIIEHUE WIH JIaXKe MOJIHOE NPEKpalICHUE NEHCTBUS HEKOTOPBIX NMPENnaparos, B
CBSI3U C YEM CIIEAYET YYUTHIBATh HEOOXOIUMOCTh KOPPEKIIMH J103bI HIKEYKa3aHHBIX MPENapaToB B
COOTBETCTBUU C KIUHUYECKUMH PEKOMEHIALUAMMU:

aumanvbeesupyiowue U HecmepouoHvle NpoOMuBOBOCNAlIUMenbHble npenapamel: OyNpeHOPOUH,
METaJoH, TMapaneramon (IJUTENbHOE MpPUMEHEHHe KapOamasenmnHa HW  Iapareramosna
(ameraMuHOEHA) MOXKET TPUBECTH K Pa3BUTHIO TeNmaTOTOKcHdyeckux 3¢ddekror), deHason
(aHTHIIUPHH), TPaAMaIOJT;

AHMUOUOMUKU cpynnosl mempayukiuHa. JOKCUIUKIINH, pI/I(i)a6YTI/IH,

AHMUKOA2YIAHMbL; AHTHKOATYJISIHTBI IS TIEPOPaJbHOTO TMPUMEHEHHUs (Hampumep, BapQapuH,
(heHnPOKYMOH, JUKYyMapoJI HaIleHOKYMapoJ, puBapokcadaH, faduraTpas, anukcadaH, 30KkcadaH);

anmudenpeccanmsi: OYNPONHOH, IMTAIONpaM, MHAHCEPHUH, He(ha30l0H, CEpPTPaIuH, TPa30JO0H,
TPULIMKIINYECKUE aHTUETPECCAHTh] (MMUIPAMUH, aMUTPUNTHINH, HOPTPUITHINH, KIOMUIIPAMUH);

NpPOMUEOPEOMHbIE NPEenapamyl. alperuTaHT;

npomugosnuienmudeckue npenapamel: KiobazaMm, KIOHa3zemam, 53TOCyKcuMmun, ¢denbamar,
JaMOTPUDKUH, dCIUKapOa3enuH, okckapOa3enuH, NpUMUIOH, THAraOMH, TOMHpaMaT, BaJIbIIPOEBast
KHCIIOTa, 30HM3aMua. Bo u30exaHWe WHTOKCHKAIMU (EHHUTOMHOM ¥ BO3HMKHOBCHHS
cyOTepaneBTUYECKUX  KOHIIEHTpalMii  KapOama3enmuHa  pPEeKOMEHIOBAaHHAs  IJIa3MEHHas
KOHIIEHTpaluss (eHUTOMHA JODKHA OBITh He Oonee 13 MKr/mMi 10 J00aBJICHUS K TEparuu
kapOamazenuHa. MImeroTcst cooOiieHus o ToMm, 4To Ha ¢oHe npuema kapbaMaszenuHa KOHIIEHTPALHs
Me(hEeHUTOMHA B TTa3Me KPOBH MOKET MOBBIIIATHCS (B PEAKUX CITyJasix).

npomueozpubKo8vle npenapamul. UTPAKOHA30J, BOPUKOHA30J1, AIbTE€PHATUBHBIEC AaHTUKOHBYIHCAHTHI
MOT'YT OBITh PEKOMEH]IOBAHbI MTAIUEHTAM, TTOJIYHAIOIIM BOPUKOHA30JI UK UTPAKOHA30T;

aHnmuzeibMurnHsle npenapamsol. IPa3uKBAHTCII, aJ'I6CHI[330J'I;

npomueoonyxo.iesvie npenapamol. IMaTUHUO, uKI0PochaMu, TanaTHHUO, TEMCUPOIUMYC;
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OJIaH3aIlluH, KBETUAIINH, PUCTICPUIOH, 3UITPACUAOH, apUITHUIIPA30JI, MAJTUIICPUIO0H,

npomMueosUpYCHvle  npenapamvl. WHTHOMTOpHI mpoTeassl BUY  (uHanHaBUp, pUTOHABHP,
CaKBMHABHDP);

aHKCUOIUMuUYecKue npenapamol. ajamnpaszoiam, MUIa30J1aM;
bpouxoounamupyrowue npenapamol: TeO(OUILTIH,

KOHmpayenmuenvle  npenapamvl. TOPMOHAIbHBIE  KOHTpAlENTHBB  (HEOOXOomUM  1oadop
IbTEPHATUBHBIX METO/I0B KOHTPALICTIIINH);

npenapamol 0/ 1eyeHus 3a001e8anUll CepOeyHO-COCYOUCMOL cUcmembl. OJIOKATOPBI «METICHHBIX)
KaJIBIIUEBBIX KAHAJIOB TPYIIBI AUTUAPOTUPUINHOB ((pemounuH), cHMBAacTaTHH, aTOPBACTATHH,
JIOBaCTaTWH, IEPUBACTATHH, HBAOpaIUH;

cepoeyHvle 2IUKO3UObL: TUTOKCHUH;

2NIIOKOKOPMUKOCMepoudsl: TIPETHN30IIOH, J1eKCAMETa30H;

npenapamavl 015 ledeHus IPeKmuibHol oucghyHkyuu: Tananadu;

UMMYHOOENnpeccusHvle npenapamyl. TAKIOCTIOPHH, IBEPOITUMYC, TAKPOIUMYC, CUPOIUMYC;
npenapamul 0/ 1e4eHus 3a001e8anull WUMOoBUOHOI Jicele3bl: TCBOTUPOKCHH;

opyeue eKapcmeeHHvle npenapamol U NPOOYKmMsbl NUMAaHus. TPerapaThl, COASPIKAIINE ICTPOTEHBI
W/WIIN TIPOTECTEPOH.

KomOnHaImu, KOTopble cieyeT NPUHUMAaTh BO BHUMaHHE

[Ipu ogHOBpEeMEHHOM MpPHMEHEHHH KapOamasenuHa C JEBETHPALETaMOM B OTAEIBHBIX CIydasx
OTMEYaJIOCh YCHIICHHE TOKCHYECKOTO AeHCTBUS KapOaMa3enuHa.

N3BecTHBI coo0IIeHUs 00 YCUICHUN IeNaTOTOKCUYHOCTH, BBI3BAHHONW M30HUA3UIIOM, B TEX CIIydasX,
KOT/Ia OH TIPHMEHSUIICS OTHOBPEMEHHO ¢ KapOaMa3emHOM.

KomOunupoBanHoe mnpuMeHEHHEe KapOamasenuHa W JHUTHA WIH METOKJIONpaMuaa, a TaKke
KapOaMmasenuHa U HeHPOJIENTHIECKUX MPEnapaToB (Talonepu01a, THOPUIA3UHA) MOXKET IIPHUBECTH
K TIOBBIIICHUIO YacTOTHl HEXKENaTEeIbHBIX HEBPOJIOTMYECKUX peakIuid (B Cilydae TIocleaHen
KOMOMHAIIMM - JTa)K€ MPHU TEPaneBTUYECKUX KOHIEHTPAIMSIX JCHCTBYIOMIMX BEIIECTB B IUIa3Me
KpOBH).

OnHOBpeMeHHOE TpUMEHEHHE KapOaMasenmuHa C HEKOTOPHIMU JUYPETHUECKHMH TIperapaTamu
(TUAPOXIIOPOTHAUIIOM, PYPOCEMHIOM) MOKET IIPUBOIUTH K THIIOHATPHEMHUH, COTIPOBOXKTAOIICHCS
KJIMHUYECKUMH TPOSIBICHUSAMH (cM. paznen 4.4).

Kapbamazenua MOXeT MpOSBISATH aHTAarOHU3M JIEHCTBHIO HEJCTIONSAPU3YIOIIMX MUOPEIaKCaHTOB
(Hanpumep, maHKypoHHs Opomun). B cimydae mpuMeHeHUS Takoil KOMOHMHAIIMM JIEKapCTBEHHBIX
MPEerapaToB MOXKET BO3HUKHYTh HEOOXOAMMOCTD B MOBBIIICHUH 103l YKa3aHHBIX MHOPEIAKCAaHTOB;
CIIelyeT OCYIIECTBIISATh BHUMATENbHOE HAOJIOJICHHE 3a TMAlMeHTaMM, TaK Kak BO3MOXKHO Oojee
ObICTpOE, YeM 03KU1AT0Ch, IPEKpaIleHHe AeHCTBUS MUOPEIAKCAHTOB.

Coo0manoch O BO3HMKHOBEHHHM KpPOBSIHUCTBIX BBIJENCHWH W3 BJarajuiia B HEPHOA MEXITY
MEHCTPYaIMsIMH TIPU OJHOBPEMEHHOM IpUMEHEeHHH mpenapaTta KapbamazenuH ¢ ropMOHAIbHBIMU
KOHTpaleNTUBaMHU (KpOBOTEUEHHUE «IpopbIBay). [Ipenapar Kapbamazenun MokeT CHIKATh S QPeKT
TOPMOHAJIBHBIX KOHTPAIETITUBOB BCIICACTBHE HHIYKIIMA MUKPOCOMAIBHBIX ()epPMEHTOB.
KapbamazenuH, Tak ke Kak U Jpyrue MCUXOTPOIHBIE MpenapaThl, MOKET CHI)KATh IIEPEHOCUMOCTD
aJIKOroJIsl. B CBSI3M € 3TUM PEKOMEHAYETCS OTKAa3aThCs OT YNOTPEOICHHS aJIKOT OIS,
OnHOBpeMEHHOE NMpUMEHEHHe KapOaMa3enmuHa W MPSMBIX aHTHKOATYJISIHTOB JUISA TpUeMa BHYTPhb
(mampumep, puBapokcabaH, naburaTpas, anukcabaH, 50KkcabaH) MOXKET MPUBECTU K CHIKEHUIO
KOHIICHTPALIMU TIEPOPATBHOTO aHTUKOATYJISTHTA MPSIMOTO JEHCTBUS B TIa3Me KPOBH, YTO MIPUBOIUT
K PHCKY pa3BuTHs TpoMmOo3a. Takum 0Opa3oM, Mpu HEOOXOIUMOCTH OJJHOBPEMEHHOTO MPUMEHEHHS
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CUMITOMOB TpoMm003a.

BiusHue Ha ceposiornyeckue ucciaeioBaHus

KapbamazenuH MoOXeT TNpUBECTH K  JIOKHOMOJOXKHUTEIBHOMY PE3yJbTaTy  ONpEJEICHUs
KOHIIEHTPALUH NeppeHa3nHa METOI0M BBICOKOA(P(PEKTUBHOM KUAKOCTHON XpoMaTorpaQuu.
Kap6amazenun u 10,11-3mokcun kapbamasenuHa MOTYT HPUBECTH K JIOXKHOIIOJIOXHUTEIBHOMY
pe3yabTaTy  ONpPENENIEHUs KOHLEHTpPAlMM TPHULMKINYECKOTO AaHTUAENPECCaHTa  METOJIOM
HOJISIPU3ALIMOHHOTO (PIIyOPECLIEHTHOTO UMMYHOAHAIIN3a.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

Pesiome pucros

Kapbamazenun OBICTpO MPOHHMKAET 4Yepe3 reMaToIUIalleHTapHbIA Oapbep, U OOHAapYy>KHMBaeTcs B
BBICOKHMX KOHIICHTPAIUAX B TKAHSX TUIO/Ia, OCOOCHHO B TICYCHU U TIOYKAX.

JleTn ManMeHTOK ¢ SMUJIeTICUeN Yalle APYTruX MPeapacioyioKeHbl K BOSHUKHOBEHUIO HaPYIICHHMA
pa3BUTHS, B TOM YHUCJE, BPOXKJIEHHBIX MOPOKOB. HecMOTpst HA HEZOCTATOYHOCTh YOEIUTEIHHBIX
JAHHBIX KOHTPOJIMPYEMBIX MCCIEAOBAaHUNW O HAIMYUU MPUYUHHO-CIEICTBEHHON CBS3HM JaHHBIX
HapylIeHW ¢ MOHOTepanueld KapOama3enmuHOM y Marepu, Ha (OHE MPUMEHEHHs Ipernapara
3aperucTpUpOBaHbl COOOLICHHUS O CIydasx BPOXKACHHBIX 3a00J€eBaHMIl M TMOPOKOB Pa3BUTHUSA,
BKIIIOUAsl He3apaileHue JYXKEeK MO3BOHKOB (spina bifida) w apyrux BPOXKICHHBIX aHOMAIWN:
neeKTOB pa3BUTHS YEPEITHO-THUIIEBBIX CTPYKTYP, CEPAECYHO-COCYIUCTON U IPYTHUX CUCTEM OPTaHOB,
TUTIOCTIA/IUH.

[To nanupiM CeBepoaMepUKaHCKOTO pErucTpa 0EpeMEeHHOCTeH, YacToTa rpyObIX TOPOKOB Pa3BUTHS,
OTHOCAIIIUXCSL K CTPYKTYPHBIM aHOMAJUsIM, TPEOYIOIIUM XUPYPrHUE€CKOW, MEAMKAMEHTO3HOU HIIN
KOCMETHYECKONH KOPPEKIMH, [HAarHOCTUPOBAHHBIX B TeueHue 12 Hemenb MoOcie POXKACHUS,
cocraBisia 3,0% y marepeil, NpUHUMABIIMX B MEPBOM TpPHUMECTpe KapOama3enuH B KadyecTBE
MoHoTepanuu, u 1,1% y wmarepeil, He NPUHUMABIIMX KAKUX-TUOO MPOTUBOIMMICTITUYECKUX
npenaparos.

CooOmianoch 0 HapyLIEHUSX Pa3BUTHS HEPBHOM CHUCTEMBI y JeTed, POXKACHHBIX OT JKEHIIMH C
SMUJIETICUEH, TONyYaBIIMX KapOama3enuH OTIASNIbHO WJIM B KOMOWHAllMU C JAPYTUMH
MPOTUBORMMIIENTHUECKUMH TIpernapaTaMu BO BpeMsi OepeMeHHOCTU. VccrnenoBanus, CBA3aHHBIE C
PUCKOM HApYIICHUI pa3BUTHUsI HEPBHOW CUCTEMBI y JI€TEH, MOIyYaBIIUX KapOamaszenuH BO BpeMs
OepeMeHHOCTH, MPOTHUBOPEUUBBI, M PUCK HENb35T HCKITIOUUTb.

Knunuuecroe 3nauenue

Jleuenne mnpenapatrom KapOamazenuH y OepeMEHHBIX JKEHIIMH C OJMHICNCUEH OKHO
OCYILIECTBIISATHCS C 0CO00I OCTOPOIKHOCTHIO.

[Ipu HeoOxoauMocTH puMeHeHust penapara KapbamasenuH y OepeMeHHBIX, a TaK)Ke B TOM CIIydae,
eciu OepeMEeHHOCTh JUAarHOCTUpPOBAaHA BO BpeMsl TMPUMEHEHHUs Tpernapara, WIM TalUueHTKa
IUTAHUPYET OEpPEeMEHHOCTh, CIEAYeT TIIATEIbHO OIICHUTh COOTHOIICHHE OXXKMIAEMOM IONb3bl U
BO3MOXXHOT'O PHCKa, OCOOCHHO B MIEPBOM TPHUMECTPE OEPEMEHHOCTH.

[Ipu nocraTtouHoil kiIMHUYECKOH 3((HEKTUBHOCTH Y MAIIMEHTOK C COXPAHEHHBIM PErpOyKTHBHBIM
noteHmaiom mnpenapar KapOamaszenuH cienyeT NpUMEHSTh B MOHOTEpANuU, TaK KaK 4acToTa
pa3sBUTHS  BPOXKJICHHBIX  aHOMAJIWK  IDIOJa  NPH  TPUMEHEHWH  KOMOWHHPOBAHHOM
MPOTUBORMIMIECNTHUECKONH Tepanmuy BbIIIE, YeM IpPH MOHOTEpamnuH JaHHBIMU Tpenaparamu. B
3aBUCUMOCTH OT TPENapaTroB, BXOIIUX B COCTaB KOMOMHUPOBAHHOW TEpaIruM, PUCK Pa3BUTHS
BPOKICHHBIX TOPOKOB MOKET MOBHIIIATHCS, 0COOCHHO MpU A00ABICHUH K TepPaluy BalbIIpoaTa.
[Ipenapar Kap6ama3zenuH cieayeT IpUMEHSITh B MUHUMAITbHOH 2 pekTrBHOM 103e. PekomeHTyercs
PETYISIpHBIM  KOHTPOJb KOHIIEHTpAIlMK JIEHCTBYIOIIETO BellecTBA B IutasMe KpoBu. [lpu
3¢ ()EeKTHBHOM TPOTHUBOCYIAOPOKHOM KOHTpOJE€ y OEpeMEHHOH CleayeT IOAaepPKUBATh
MUHUMAaJIbHYIO KOHIIEHTPAIMIO KapOaMa3enuHa B Iiia3Me KpOBH (TepaneBTUUECKHil quana3o 4— 12
MKT/MJI), TTIOCKOJIBKY CYIIIECTBYIOT COOOIIEHHUS O BO3MOXKHOHM JI0303aBHCHMOCTH PHCKA Pa3BHTHS
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IOCNEOOBATE
BPOKICHHBIX MOPOKOB (HANpUMEp, YaCTOTa Pa3BUTHUA HODOK(JE 'pa31nﬂ/m TPH 11

MeHee 400 Mr B cyTkH Obla HUXKE, YeM IpU IPUMEHEHNHU 00Jiee BBICOKUX J103).

[TaneHTKN TOKHBI ObITh MH(MOPMUPOBAHBI O BO3MOXKHOCTH YBEIMUYEHHsI PUCKAa BO3HUKHOBEHHUS
MTOPOKOB PA3BUTHUS M O HEOOXOIMMOCTH IPOBEICHUS, B CBSA3U C TUM, aHTEHATAIbHOW JTUAarHOCTHUKH.
Bo Bpemst OepeMeHHOCTH He cieayeT npepbiBaTh 3(h(HeKTHBHOE MPOTUBOIMMICHTHUECKOE JICUEHHE,
MOCKOJIBKY ITPOTpECCHpOBaHUE 3a00JIEBaHUS MOXKET OKa3bIBaTh OTPUIIATEIHLHOE BIMSHUE HA MaTh U
Ha 0.

Konmponv u npoghunaxmuxa

N3BecTHO, 4TO BO BpeMsl OepeMeHHOCTH pa3BuBaeTcs AeGuuuT GoareBoit kucaorel. CoobIanocs o
TOM, YTO NPOTHBOAHMJIENTUYECKHE TMpernapaTrbl YCWIMBAIOT OSTOT JEPHUIUT. ITO MOXKET
CIOCOOCTBOBATh YBEJIMYEHUIO YaCTOThI BPOXKIEHHBIX AE(PEKTOB Yy 1eTeH, posKJaroIuXcs y )KEeHIIMH,
MPUHUMAIOIIMX MPOTUBOAIMIENITUYECKUE Tpenaparbl. B cBsA3M ¢ Bbllllecka3aHHBIM 10 U BO BpeMs
OepeMEHHOCTH PEKOMEHYeTCsl IOTIOJIHUTENbHBIN NpueM (HoJIneBOM KUCIOTHI.

C uenpto NpO(UIAKTHKHA TOBBIIIEHHOH KPOBOTOUYMBOCTH y HOBOPOXACHHBIX JKEHIIMHAM B
nocjeHue Heleau 0epeMEeHHOCTH, a TaK)Ke HOBOPOXKIEHHBIM PEKOMEHYeTCsl IPUMEHATh BUTAMUH
K.

JlakTanms
Hoeopooicoennvie

OnucaHo HECKOJNBKO CIIy4aeB OAIHJICITUYCCKUX TPUCTYNOB W/WIM YTHETCHHS JIbIXaHHUS Y
HOBOPOKJICHHBIX, MaTepH KOTOPBIX MPHUHUMAIH Ipenapat KapbamazenuH o JHOBPEMEHHO C IPYTHMHU
MPOTHBOCYIOPOXKHBIMU TIpenapatamu. Kpome Toro, cooOInansoch TakkKe O HECKOIBKUX CIydasx
PBOTHI, AMAPEU W/WIIM TUTIOTPO(DUHN Y HOBOPOXKACHHBIX, MATEPH KOTOPBIX MOJIydaInd KapOaMa3ernuH.
Bo3MOXHO, 3TH peakmuu TPEACTABISIOT COOOM TPOSBICHHUS Y HOBOPOXKIACHHBIX CHHApPOMA
«OTMEHBD».

Jloknunuueckue oanHwvle

IIo O606HI€HHBIM JAAaHHBIM Pa3JIMYHbIX JOKIIMHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ Y )KUBOTHBIX (MI)IHII/I, KPBICHI,
KPOJIMKH) TIPY IPUMEHEHUH B J103aX, COOTBETCTBYIONINX PUMEHICMBIM Y YeIOBeKa, KapOama3ernuH
O6J'IaIIa€T HU3KHUM TCPATOICHHBIM INOTCHIHUAJIOM HUJIU HE o6nanaeT TaKOBBIM BOBCE€.

OnHako, NAHHBIX JOKIMHUYECKUX HCCIICJOBAHUN OKa3aJloch HEAOCTATOYHO JUISl HMCKIFOYCHUS
TeparoreHHoro 3ddexra kapOamazenuHa. B uccieoBaHUHM PENPOTYKTUBHOW TOKCHYHOCTH TIPH
npuMeHeHnn mpenapara KapOamasenuH y KOpMSIIIUX KpbIC B 03¢ 192 MI/KT B CyTKH OTMEUYEHO
3aMeIeHHe TPUOaBKU MAcChI TeJla y TOTOMCTBA.

I'pyonoe ecxapmausanue

KapOamazenun npoHUKaeT B TpyAHOE MOJIOKO, TJI€ €ro KOHIEHTpamus cocraBiser 25-60% ot
KOHIICHTpAIMH B TUIa3Me KPOBH. B CBsI3UM C BbIIECKa3aHHBIM, MIPU HEOOXOJUMOCTH TPUMEHEHUS
nperapara KapOamazenuH B TepHOJ TPYAHOTO BCKAPMIIMBAHHS CIIEIYEeT TIHIATEIHLHO OIICHUTH
COOTHOIIICHHE 0’KUIAEMOH MOJIb3bI €CTECTBEHHOTO BCKAPMIIMBAHUS K BO3MOXXHOMY PHCKY Pa3BUTHS
HEeKeNaTeNIbHBIX peakiuii mpernapara. HeoOXoauMo HaOMI0AaTh HOBOPOXIACHHBIX, MOTYYAFOIIHX
TPyIHOE MOJIOKO, C IIeTbI0 KaK MOXXHO OoJiee paHHEH TUarHOCTUKU HEXENATeNbHBIX PEeaKIui
(Hanmpumep, BBIPA)KEHHON COHJIMBOCTH, AJNIEPTUYECKMX KOXKHBIX pPEaKLMi). Y HOBOPOXKIAECHHBIX,
KOTOpbIC TMOJy4alld KapOama3elnuH aHTEHATaJIbHO WM C TPYAHBIM MOJIOKOM, OMHUCAHBI CITy4au
XOJIECTATUYECKOTO TeNaTHTa, B CBSI3M C YeM CIIeyeT HaOII0IaTh TAKMX HOBOPOXKICHHBIX C IICIIBIO
KaK MOXKHO OoJiee paHHEW AMAarHOCTUKHM HE)KeJIaTeNbHBIX PEAaKIHi CO CTOPOHBI renaToOMIMapHOM
CHCTEMBI.

KouTpanenmmsa

[TaneHTKaM ¢ COXpaHEHHBIM PENPOAYKTUBHBIM MOTEHLMAIOM CIEAYET MCIOJIb30BaTh HAJIEKHBIC
METObI KOHTPAIENIIUKA BO BPEMs TEPalMK U B TEUCHHUE 2 HEJENb MOCJE MpUeMa MOCISIHEH T03bI
npemnapata KapbamaszenuH. B cBsi3u ¢ mnaykuuedr pepmMeHTOB kapOamMa3enuH MOXKET OClIadiaTh
TeparneBTHYECKUH 3P PEKT ropMOHATEHBIX KOHTPAIIENTHBHBIX MPETAPATOB, CONEPIKAITUX ICTPOTCHBI
u/unu nporectepor (cMm. pasfensl 4.4 u 4.5). [lanmeHTKaM ¢ COXpaHEHHBIM PENPOTyKTHBHBIM
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BpeMs Tepanuu npenapatom KapOamaszenuH.

PepTHILHOCTD
3aperucTpupoBaHbl OYEHb PEAKHUE COOOIICHHS O CHIDKCHHHM MYXCKOW (epTHILHOCTH W/WIH
HapyIIeHUH CIIEPMAaTOTreHe3a.

4.7. BuusiHMe Ha CHOCOOHOCTH YINPABJATH TPAHCIOPTHBIMHM CPeACTBAMH M padoraTh ¢
MEXaHU3MaMHu

CrniocoOHOCTh ManueHTa, NpuHUMarolero npenapat Kap6amasenus, k ObICTpOl peakiyu, 0COOEHHO
B Hayayie Tepanvy WIK B NEepuo] MoAdopa 1036, MOXKET OBITh HapyIIeHA BCIEACTBHE KaK CaMOTo
3a0oseBaHus (HampuUMep, CYAOpOr), TaK M BCIEACTBME IOOOYHBIX SBJIEHUHM, TaKUX Kak
TOJIOBOKPYKCHUEC, COHJIIMBOCTH, ATAKCHUA, IOUIUIONUA, HAPYHICHUA AKKOMOJAAIIMKM W HApPYHICHUC
3peHus. [lalmeHTsl JOKHBI ObITh NPEAyNpPEeXIeHbl O BO3MOXKHBIX OMACHOCTAX HMPU YIPaBICHUU
aBTOTPAHCIOPTOM U pabOTe C MEXaHU3MaMHU.

4.8. HexennatenbHbIe peakuuu

Pestome npoduns 6e30nacHOCTH

OmnpenenenHble BHUAbl HexenarenbHbIx peakuud (HP), nanpumep, co croponst IIHC
(ToIOBOKpYXKEHHE, TOJIOBHAs 0ONb, aTakCus, COHJIMWBOCTb, YYBCTBO YCTaJOCTH, TUILIONHS), CO
CTOPOHBI KEJIyJI0YHO-KUIIEYHOTr0 TpakTa (TOIIHOTA, PBOTA), a TaKXe aJNIEPrUYecKue KOXKHbIE
peakiuu, BCTPEYaloTCs OYEeHb YacTO MIJIM YacTo, OCOOEHHO B Haudaje JIEYeHHUs IMpernapaToM
Kapb6amaszenun, uin npu NpUMEHEHUU YpE3MEPHO BBICOKOM MEPBOHAYAIBHOM J03bI NIpenapaTa uin
TMIPY JICUEHUH MTOKHWIIBIX MTALIUEHTOB.

JHo3o3aBucumbie HP 00bIYHO pa3pemiatoTcst B T€UEHUE HECKOJIBKUX JTHEHW, KaK CIOHTAHHO, TaK W
MocJie BpeMEHHOTO CHIKEHUs 1036l ipenapara Kapbamazenus.

PazButue HexenarenbHbx peakiuuii co ctoponbl [IHC MoxkeT ObITH CIEACTBHEM OTHOCHUTEIBHOM
nepeno3upoBku mnpenaparom KapOGamazenmuH WM 3HAYUTENbHBIX KOJI€OaHMH KOHIIEHTPALUU
JICHCTBYIONIErO BEIIECTBA B IUIa3ME€ KPOBU. B Takux ciydasx peKOMEHIYeTCs KOHTPOJIMPOBATH
KOHIIEHTPALMIO JIEUCTBYIOIIETO BEIIECTBA B IJIa3M€ KPOBH.

Pesrome HexenaTenbHbIX PeaKkuun

HexenarenbHble siekapcTBeHHble peakiuu (HJIP) crpynmupoBaHsl B COOTBETCTBHM €
knaccuukanueit opranoB u cuctem opranoB MedDRA, B ipenenax Kaxa0il rpymibl mepeduciieHbl
B MOPSKE YMEHBIIEHUS 4YacTOThl BCTpEYacMOCTH. B mpenenax KaKAoW TpyIHIBl 4acTOTHI
BcTpeyaemoctd HJIP ykasaHel B mopsiike yMEHBIICHUS UX 3HAYUMOCTH.

IIpu onenke yactoTsl BeTpeuaeMocTu pasnuunbix HJIP ncnone3oBansl cnepyromue rpajanuu:
oueHsb vacto (>1/10);

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

HeyacTo (>1/1000, Ho <1/100);

penko (>1/10000, vHo <1/1000);

oueHsb peako (<1/10000);

4acTOTa HEU3BECTHA (HA OCHOBAHUHU MMEIOLINXCS JAHHBIX OLIEHUTh HEBO3MOXKHO).

Hapywenus co cmoponul kposu u tumpamuueckoi cucmemyl.; O94€Hb YaCTO - JCHUKOMIEHHST;, YacTO

- TPOMOOITMTONICHUS, Y03MHOPWIHS, PEAKO - JICHKONHUTO3, JMM(AIECHOMATHS, OYCHb PEAKO -
arpaHyJIOLMTO3, alIACTUYECKasl aHeMUs, MAaHUWTONEHUs, WCTUHHAs SPUTPOLIUTApPHAs aruias3us,
aHEMHUsI, METAI00JIACTHAS AHEMHSI, PETHKYJIOIUTO3, TEMOJINTHICCKAST AaHEMHS.

Bo Bpemst nmpuemMa npenapara MOKET pa3BUThCS arpaHyJIOLUTO3 U alIaCTUYECKasi aHEMUS.

OnHako, B CBSI3H C TEM, UTO ITU COCTOSIHUSI BOSHUKAIOT OYEHB PEIKO, TPYAHO JaTh KOJIUYECTBEHHYIO
OLICHKY PHCKa UX BO3HUKHOBEHHMs. M3BECTHO, YTO CyMMapHbI PUCK pa3BUTHUSI arpaHyJOLUTO3a B
oO11eit monmyJIsiiiy, He TOTyJaBIIei JeUeHus], cocTaBiseT 4,7 ciiydaeB Ha | MJTH. HAaceJIeHUs B TOJ,
a arutacTuuecko anemud - 2,0 ciaydas Ha | MIIH. HaceneHus B roj.
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Hapywenusa co cmoponvt umMmyHHOU cucmembl. PEIKO - noﬁu(l;rl):l:ea-l%gﬁ' thggg%lémn e'JIEHO'C b

3aMEJIJICHHOTO THUIA C JIMXOPAJKOH, KOKHBIMU BBICBITAHUSMHU, BACKYIUTOM, JTUMQaJICHOTATHEH,
nceBI0MMMGOMON, apTpairued, JICHKOTCHUEH, 203MHO(PWINEH, TenaTOCIUICHOMETAINeH |
M3MEHCHHBIMH TIOKa3aTellssMA (DYHKIWUU TEYCHH W JECTPYKIUEH BHYTPUIICYCHOUYHBIX >KEITIHBIX
MIPOTOKOB C YyMEHbBIIEHHEM HuX 4YHcia (yKa3aHHbIE NPOSBICHHUS BCTPEYAIOTCS B Pa3TUYHBIX
KOMOMHAIMSIX), TaKKe MOTYT BOBJIEKAaTbCA JApPYrHe OpraHbl (Hampumep, JIeTKUe, MOYKH,
MOKENYAOYHAs JKelle3a, MUOKap/I, TOJCTasl KUIIKA); OYeHb PEelKO - aHApUIAKTHYECKasl peaKius,
AQHTMOHEBPOTUYECKUM OTEK, TUTIOTaMMAarjioOyIHHEMUSI.

[Ipy BO3HMKHOBEHUHU YKA3aHHBIX BBIIIE PEAKIMI MOBBIIIEHHON YYBCTBUTEIHHOCTH MPUMEHEHHE
npernapara JJ0JKHO OBbITh IPEKPALIEHO.

Onookpunnvle HapywieHus: 4YacTO - OTEKH, 3aJep’KKa >KUIKOCTH, YBEIMYEHHE MAacChl Tela,
THITOHATPHEMUSI I CHIKEHHE OCMOJISIPHOCTH KPOBH BeiencTBHE d((dekTa, CXOTHOTO C JeHCTBHEM
aHTUIMYPETUYECKOTO TOPMOHA, YTO B PEAKHUX CllydasX NPUBOIUT K BOJHOM HMHTOKCHKALUU
(TMIIOHATPUEMHMM Pa3BENEHUsS), COINPOBOXKAAIOIIEHCS JeTaprueld, pBOTOM, TOJOBHOW O0O0JIbIO,
JIe30pHEHTAIel U HEBPOJIOTMUECKUMH HapYIIEHUSIMH; OUY€Hb PEAKO - FaJlakTopesi, TMHEKOMAaCTHS.

Hapywenusa memabonuzma u numanusi. peaxko - nepunuT GoIueBor KUCIOThI, CHIDKEHHE alleTUTa,;
OYEHb PEIIKO - OCTpas mopdupus (ocTpasi ”HTEPMHUTTUPYIOIIAs TOpQUPHs U cMetaHHast Topdupws),
HeocTpas moppupust (IO3THSS KOKHAS TOPPUPHS).

Tcuxuyeckue Hapywienus: PeaKo - TaJUTIOIMHALMK (3pUTENbHBIE WM CIYXOBbIE), Jempeccus,
arpeccusi, 0eCTIOKOWCTBO, aKUTAIHSI, CITyTAHHOCTh CO3HAHUS;, OYCHb PEJIKO - aKTHBAIIHSI IICHX034.

Hapywenua co cmopoHvl HepeéHOU cucmembl. OYEHb 4YacTO - aTaKCHs, TI'OJOBOKPYKEHHE,
COMHOJICHIIUS; YacTO - JWIUIONHS, TOJIOBHAs OO0JIb; HEYacCTO - aHOMAaJbHBIE HEMPOHM3BOJLHBIC
JBYDKEHUS (HampuMmep, TPEMOp, «HOPXAIOUIUi» TpeMop (asterixis), MbIILIEYHAs] JTUCTOHUS, THKH),
HUCTarM; pelko - JUCKUHE3Us, IJ1a30/IBUraTelIbHbIE HapyLIEHWs, HapyLIeHHsl peud (Harmpumep,
IU3apTpusi, HEBHATHAs pedb), XOpeoareTo3, nepudepuyeckas HeWponaTus, NapecTe3uu, Napes;
OYEHb PEIKO 3JI0KAYECTBEHHBI HEUPOJICNTUYECKUNA CHUHAPOM, aCEeNTHYECKUM MEHHMHIUT C
MHOKJIOHYCOM M nepudepuyeckoit 303uHOPUINEH, TUCTEB3HSL.

Hapywenus co cmoponvl opeana 3penus: 4acTo - HapyLIEHUE aKKOMOJAIMH (B T.4. HEUETKOCTb
3peHusi); OYeHb PEAKO - TOMYTHEHHE XPYCTaINKA, KOHHIOHKTUBHT.

Hapywenusa co cmoponvl opeana ciyxa u aabupunma. O49€Hb PEIKO - paCCTPONCTBA CIyXa, B T.U.
IIyM B yIIax, TUIEepaKy3us, TUII0AKy3Us, U3MEHEHUS BOCTIPUSTHUS BHICOTHI 3BYyKa.

Hapywenus co cmoponsl cepoya: penko - HapylleHHE BHYTPUCEPJEUYHON MPOBOJUMOCTHU; OUYEHb
pEAKO - apuTMHS, aTPUOBEHTPUKYJspHas Ojokana ¢ oOMOpoOKoM, Opaaukapausi, XpOHHUYECKas
cepAeyHasi HeAOCTaTOYHOCTh, 0OOCTPEHHE UIIIEMUYECKOH 00JIe3HU cepala.

Hapywenus co cmoponst cocydos: peiKo - apTepuaibHas THICPTEH3UsI WM TUIOTEH3US; OYCHb
PEeNKO - MHUPKYISTOPHBIN KoJUIamnc, TpomMoodaedur, TpomOoosMOomus (Hampumep, TpoMO0oIMOoTHs
JIETOYHOU apTepHH).

Hapywenus co cmoponsl ObixamenvHou cucmemvl, Op2ano8 epyOHOl KIemKU U cpedoCcmeHus: 0UeHb
pEAKO - peaklHUd TUNEPUYYBCTBUTEIBHOCTH, XapaKTePU3YIOUIUECS JHMXOPAIKOM, OIBIIIKOM,
IMHEBMOHHUTOM WJIM ITHEBMOHUEH.

Hapywenus co cmopousi sceny0ouHo-kuweyHo2o mpakma. O4eHb 4acTo - TOLTHOTA, PBOTA; YacTo -
CYXOCTbh BO PTY; HEUACTO - AHApesl, 3a10p; PEIKO - 00JIb B )KUBOTE; OYEHB PEJIKO - INIOCCUT, CTOMATHT,
MMAHKPEATHUT.

Hapywenus co cmoponvl neuenu u sHceniesbigo0awux nymeu: peKko — rernaTuT X0JeCTaTHYecKoro,
MIapeHXUMaTO3HOTO (renaToLEIIIIONISPHOIO) WIn CMEIIAHHOTO TUIIA, NECTPYKLMS
BHYTPUIICYCHOYHBIX JKEIYHBIX IPOTOKOB C YMEHBIIEHHUEM MX YHCIA, XKEITyXa; OYEHb PEIKO -
IIEYEHOYHAs HEIOCTaTOYHOCTh, TPAHYJIEMATO3HOE ITOPAKEHUE TICUECHH.
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L inoc BA HOCTS 00013
HapymeHuﬂ CO CMOPOHbL KOJHCU U NOOKOIICHBIX MKAHE.: OHGHL'%CTU-I—EKBE!TE/'IBT-[%I,: k%‘mt;;m' MOK

OBITH TSDKEJIOH, aJIIEPrUYECKHI IEPMATUT; HEYACTO - SKC(HOIMATUBHBIN JEpPMATHUT; PEIKO CUCTEMHAs
KpacHasi BOJYaHKa, KOXKHBIM 3yJl; O4eHb pelnko - cuHapoMm CrtuBeHca-J[>koHCOHa (B HEKOTOPBIX
CTpaHax A3WH KJIACCU(PHUIHUPOBAH KAK «PEIKOY»), TOKCHYECKUH AMHUIepPMaIbHBIA HEKPOJIU3 (CHHIPOM
Jlaitenna), peakiuu (OTOCEHCHOMNTU3AlMK, MHOTrOQOpMHas »HpUTEMa, Yy3JI0oBaTas »>SpHUTEMa,
HapyLIeHUs MUTMEHTALUN KOXKHU, ITypIlypa, akHE, TUIIEPTUAPO3, AIONELHs], TUPCYTH3M.

Hapywenus co cmoponvl muluteynol, KOCMHOU U COCOUHUMENbHOU MKAHU. PEIKO — MBbIIICYHAs
c1ab0CTh; OYEHb PEJIKO - HAPYIIEHHUE KOCTHOTO MeTaboym3Ma (CHUKCHHUE COMCPKAHUS KAIbIUS U
25-runpokcuxoliekanpiudepona B Mia3Me KPOBH, MPUBOJSAIIEE K OCTEOMANSIIHHI/OCTEONOPO3Y),
apTpajrus, MUAJITUSI U MBIIIEYHBIE CTIa3MBbl.

Hapywenus co  cmoponbl  novek U  MOYeBbIBOOAWUX  nymel:  OYEHb  PEAKo -
TyOyJIOMHTEPCTUIIMABHBIN HEe(QPUT, TOUYEHHAsT HEAOCTATOYHOCTh, HAPYyIICHHWE (PYHKIIMH TOYEK
(Hampumep, anbOYMUHYpUS, TeMaTypHs, OJUTYpHs, TOBBIIICHHE KOHIIEHTpPAllMM MOYEBUHBI B
KpPOBH/a30TeMHs), 3a/Iep’KKa MOYH, yJallleHHOE MOYEHCITYCKaHHE.

Hapywenus co cmopousl penpooyKmugHoU cucmemvl U MOJIOYHBIX Jicele3: OUYeHb PEIKO -
paccTpoiCTBO TONOBOM  (DYHKIMM/IpEKTHIbHAS IUC(YHKIMSA, HapyIIEHHEe CIiepMaToreHes3a
(YMeHbIIIeHHE KOJIMYECTBA CIIEPMATO30UA0B U UX TIOABHKHOCTH).

06”4”6 HAPpYUWeHUsAl U peakyuu 6 mecnie 66€0€eH1sl; OYCHD YaCTO - IOBEIIIICHHAS YTOMIIACMOCTD.

Jlabopamopuvsie u uHcmpymenmanvhvlie OaHHble: OY€Hb YaCTO - MOBBIIICHHE aKTUBHOCTH T'aMMa-
riryTamuiTpancdepassl (BCIEACTBIE HHIYKITUN IIEYCHOYHBIX» (DEPMEHTOB), 9TO OOBIYHO HE UMEET
KIIMHUYECKOTO 3HAYEHUS; YaCTO - MOBHIIIEHNE aKTUBHOCTH LIEJIOYHON ocdaTa3bl KpOBH; HEYACTO -
MOBBIIICHHE AKTUBHOCTH TpaHCAaMWHA3; OYEHb PEIKO - TMOBBIIICHWE BHYTPUIJIA3HOTO JABJICHHUS,
MOBBIIICHUE KOHILIEHTPALIMM XOJIECTEPUHA, BKJIIOYAs XOJIECTEPUH JIUIIOMPOTEHUIOB BBICOKOM
TUIOTHOCTH M TPUTIUIICPUIOB, U3MEHEHUS TIoKa3aTeliel () yHKITUHN ITUTOBHTHOM KeIIe3bl - CHIDKCHHE
KOHIICHTpAIIMU TUPOKCHHA (CBOOOJHOM U CBsI3aHHOW (pakiuu) U TPUHOATUPOHUHA U TOBBIIICHUE
KOHIICHTPAIIUU THUPEOTPOITHOTO TOPMOHA, YTO OOBIYHO HE COMPOBOXKIACTCS KIMHUYSCKUMU
MPOSIBIICHUSIMU, MOBBIIIEHNE KOHLIEHTPALUU [TPOJIAKTHHA B CBIBOPOTKE KPOBHU.

Heocenamenvnvie PeAKyUlU, BbliABNIEHHblE 6 nocmpecucmpayuOHHOM l’l@pZ/lan (cooéu;esz ObiIU
noJjiy4€ernvl U3 nonyiidyuu H€07’lp€a€.7l€HH020 pasmepa, gcreocmeiie 4e2o uacmomy ecmpedaemocmu
onpe()eﬂumb HEB03MOINCHO, «Hacmoma H€M36€CWZHCZ)))

HUnghexyuu u uneazuu: peakTUBAIUS BUPYyca MPOCTOro repreca 6 TUMa.
Hapywenus co cmoponul kposu u tumgpamuueckou cucmemsl.: HEJOCTATOYHOCTh KOCTHOTO MO3Ta.

Hapywenus co cmopouvt ummyHHOU cucmemvl. JEKapCTBEHHAas CHIIIb C 303WHOPMWIMEH U
cucreMHbIMU nposiBieHussMU (DRESS-cunapom).

Hapywenus co cmoponul HepsHoil cucmemyl.: ceqalysl, HapyleHNE MaMsTH.
Hapywenus co cmoponul dsceny0ouno-kuuieuno2o mpakma: KOJIuT.

Hapywenus co cmopousbt Kodcu u© NOOKONCHBIX mMKaHel. OCTPbIA TEeHEepaJTu30BaHHBIN
9K3aHTEMATO3HBIN MyCTYJE3, TUXCHOUIHBIN KEPaTo3, OHUXOMA/IE3HC.

Hapywenus co cmoponvl mbluteyHotl, KOCMHOU U COeOUHUMENbHOL MKAHU. TIEPETIOM KOCTEH.
JlabopamopHvle u uncmpymenmanbHvle OaHHble: CHUKEHNE TNIOTHOCTH KOCTHOW TKaHH.

Tpasmsl, uHmoOKcUKayuu U OCIONCHEHUs npoyedyp: TiageHue (CBSI3aHHOE C AaTaKCUew,
TOJIOBOKPYKEHUEM, COMHOJICHIIMEN, ApPTEPUATIBHOW THUIOTEH3HMEH, CIYTAaHHOCTBIO CO3HAHMS,
cefalel, BRBI3BaHHBIMU ITPUEMOM TIperapara).

COO6H.I€HI/IG 0 IMOA03PEBACMBIX HCKCIIATCIBHBIX PCAKITHMAX
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

JIEKapCTBEHHOTO Tperapara ¢ Leibl0 00ecrieuyeHns HENpephIBHOIO MOHHTOPHHTA COOTHOIICHHUS
«T0JIb3a — PUCK» JIEKApCTBEHHOro Inpenapata. MeIMUIMHCKUM pPaOOTHUKAM pPEKOMEHIyeTcs
coo0IaTh O JTIO0BIX IO03PEBAEMBIX HEXKENATEIbHBIX PEaKIUIX JIEKapCTBEHHOTO MpenapaTa uepes
HallMOHAJIbHBIE CHCTEMBl COOOILEHHS O HEeXEeJIaTelNbHbIX pPEAKIHUAX TOCYAApCTB — WIEHOB
EBpa3uiickoro 5KOHOMUYECKOTO COHO3A.

Poccuiickas @enepanust

denepanibHas Ciryx0a 1Mo Haa30py B cepe 3IpaBOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKas TII011aib, 1. 4, cTp. 1

Tenmedon: +7 800 550 99 03

OnekTpoHHas moura: pharm@roszdravnadzor.gov.ru uinu npr@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMOTOMBI

[Tepeno3upoBka mposBisieTcss 00bIYHO cumnToMaMu co croponsl [THC, cepmedno-cocyaucToi u
JBIXaTEeNbHOM CHUCTEM, a TaK)Ke PeaKIMsIMH, YKa3aHHBIMU B pazjene 4.8.

[Ipu nepeno3rpoBKe BOZMOKHBI HIXKEYKAa3aHHBIE CUMIITOMBI U KaJIOOBI.

Llenmpanvnas muepeénas cucmema: yruerenne ¢ynkumid [[HC; wapymenue co3HaHUA,
JI€30pUEHTAIS, COHJIMBOCTD, AKUTAIIMS, TAJUTIOI[MHAIIMY, KOMAa; 3aTyMaHUBAaHUE 3PEHUs, HEBHATHAS
pedb, OU3apTpusi, HUCTArM, aTakcHs, NUCKUHE3Ws, runeppediekcus (B Hauaie), runopedruexcus
(mo3:xe); CyIopOTH, ICUXOMOTOPHBIE PACCTPOUCTBA, MUOKIIOHYC, TUTIOTEPMHUSI, MUIPHA3.
Jvixamenvuas cucmema: yrHeTeHUE JbIXaHUS, OTEK JIETKUX.

Cepoeuno-cocyoucmas cucmema: TaxUKapaus, apTepuaibHas THIOTEH3US WIA B OTIEIbHBIX
ClIydasix apTepualibHasi TUIIEPTEeH3Hs, HapYIIeHHsI IPOBOJUMOCTH C paciiupeHrneM komiiekca QRS;
OCTAHOBKa Cep/illa U 0OMOPOK, BEI3BAaHHBIN OCTAHOBKOMW ceplia.

Tuwesapumenvnas cucmema: pBOTA, 3a/IepHKKa Maccaxa MUIIM U3 KelyAKa, CHUKEHHE MOTOPUKHU
TOJICTON KHILKH.

MouegvloenumenvHas cucmema: 3a7epKKa MOYH, ONUTYPHUS WU aHypuUs; 3aJep>KKa >KUJIKOCTH;
BOJHAsI MHTOKCHUKAIUs (TUIIOHATPUEMHS pa3BelieHus1), ooycioBineHHas d3hdexToM kapbamaszennHa,
CXOAHBIM C JIEHCTBUEM aHTUIUYPETUUYECKOTO TOPMOHA.

CkenemHo-mvluleynas cucmema: CYHUIECTBYIOT COOOLIEHMSI O pabJOMHMONM3E, CBSI3aHHOM C
MpUMEHEeHHEeM KapOamas3enuHa.

Hsmenenuss co cmopomnsl 1a60pamopHulx nokasamereti. TAIOHATPUEMHUS, BO3MOKEH
MeTaboIMUecKUii anua03, BO3MOXKHA TUIEPTIMKEMHS, MOBBIIICHHE AaKTUBHOCTH MBIIIEYHON
bpaxiun kpeatnHHOCHOKUHAZHI.

Jleuenune

Cneunduyeckuii aHTUAOT OTCYTCTBYeT. l[lepBoHauyanbHO JieU€HHE MAOKHO OCHOBBIBATHCS HaA
KIIMHUYECKOM COCTOSIHMM TAllMeHTa; [oKa3aHa rocnuTanu3anus. [IpoBomurtcs omnpeneneHue
KOHIIEHTpAIlMU KapOama3enuHa B Iia3Me KPOBHU IS TIOJITBEPKICHUST OTPABIICHUS dTUM CPEJICTBOM
Y OLIEHKH CTETEHU Mepe03UPOBKH.

OcymiecTBisieTcsl 2Bakyallds COACPKUMOIO KEIYyJKa, MPOMBIBAHUE >KENyJKa, NPUMEHEHHE
aKTUBUPOBAHHOTO yris. [lo3mHSsT dBakyamusi KeayJIOYHOTO COAEPNKUMOTO MOXKET IMPUBECTH K
OTCPOUYEHHOMY BCACBIBAaHHIO M TIOBTOPHOMY TOSIBICHUIO CHMIITOMOB HMHTOKCUKAllMU B TMEPHOJ
BBI3IOpOBIICHUS. [IpuMeHseTcs CHMITOMAaTUYECKOe TOJAEPKUBAIOIIEE JICUEHUE B OTICICHUHU
WHTEHCUBHOW Teparuu, MOHUTOPUPOBAaHUE (PYHKIIMH cep/lia, TIaTelbHas KOpPEeKUns HapyIIeHUH
BOJHO-3JIEKTPOJIUTHOTO OaJiaHca.

PekoMenayercss mpoBeneHHEe reMocopOLMH Ha YroidbHBIX copOeHTax. ['emommanus sBisieTcs
3¢ (HEeKTHBHBIM METOJIOM JICUCHUS TIPH MIEPETO3UPOBKE KapOaMa3eITnHOM.

Bo03MO0XHO MOBTOpHOE yCHIIEHHE CUMIITOMOB MEPEI03UPOBKH Ha 2-i U 3-if IeHb TOCTIe ee Havana,
4YTO 00YCJIOBJIEHO 3aMEJIEHHBIM BCAChIBAHUEM KapOaMazenuHa.
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COOTBETCTBY
T
5. PAPMAKOJIOTMYECKHUE CBOMCTBA (MOCHEL

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

dapMakoTepaneBTUYeCKass  TPYINa:  MPOTUBOAMWICNITUYECKUE  CPEACTBA;  MPOM3BOIHbBIC
KapOokcaMuja.

Kon ATX: NO3AFO1.

MexaHN3M AeHCTBHUSI

KapOamazenuH, neilcTByroIee BEIIECTBO Mperapara, SBISETCS MPOU3BOIAHBIM JTHOEH3a3enuHa.
Hapsiny ¢ mpoTuBOSIIUIENTHYECKUM, TIpenapaT o0JagacT TakKe HEUPOTPOITHBIM U MICUXOTPOITHBIM
JIIEUCTBUEM.

MexaHu3Mm JIelicTBUST KapOaMa3enrHa K HacTOSIIIEMY BpeMeH! OOBsICHEH JIUIIIh YaCTHYHO.
KapOamazenun ctabunmm3upyer MeMOpaHbl NEpPeBO30YKIECHHBIX HEHUPOHOB, TOJIABIISIET CEPUIHBIC
pa3psibl HEUPOHOB U CHUKAET CHHANITHYECKYIO TIepeady BO30YyKIal0IINX UMITYJIHCOB.

BeposiTHO, OCHOBHBIM MEXaHM3MOM JIEHCTBHS KapOamaselnuHa SBISCTCS TPEIOTBPAIICHHE
MOBTOPHOTO BO3HMKHOBEHHUS B JEMOJIIPU30BAHHBIX HEHMpPOHAX HATPUN-3aBUCUMBIX IMOTEHIIMAIOB
JEUCTBHUS 3a CUET OJIOKabl OTKPBITHIX MMOTEHITNAI3aBUCUMBIX HATPUEBBIX KaHAJIOB.

dapmakoaHaMuyeckre Y GeKTh

[Ipy npumMeHeHMHM B MOHOTEpalMU Yy MALMEHTOB C 3nuierncued (B 0COOEHHOCTH y JAeTed U
MOJIPOCTKOB) OBIIO OTMEUEHO ICUXOTPOITHOE JAEHCTBUE MpenapaTa, BKIIOYABIIEE IMOJIOKUTEIBHOE
BIMSHUE HA CHMITOMBI TPEBOTM M JENPECCUH, a TAaKXKE CHIKCHHE pPa3paKUTEIBHOCTH U
arpeccuBHOCTU. B oTHomeHum BiusHusA npenapara KapOamazenuH Ha KOTHUTHUBHBIE U
NICUXOMOTOPHbIE (DYHKIIMM HET OJHO3HAYHBIX JAHHBIX: B OJIHUX HCCIEAOBaHMIX ObUI IMOKa3aH
JIBOSIKMIA MJTM HETaTUBHBINA 2P EKT, KOTOPBIA 3aBUCEIT OT JI03BI IIpernapaTa, B IpYTUX UCCIIEAOBAHMUIX
OBbUIO BBISBJICHO MOJIOKUTEIBHOE BIMSHUE MTpenapaTa B OTHOLUIEHUH BHUMAHUS U MaMSTH.

Kaxk neupomponnoe cpeocmeo npenapar Kap6amazenus 3¢(hexkTuBeH Npu psaae HEBPOJIOTHIECKUX
3aboneBanuil. Tak, HarpUMep, NPH UIAUONATUUECKON 1 BTOPUYHON HEBPAJITUU TPOHHUYHOIO HEpBa
OH TPEAYNPEKIACT MOSBICHUE MAPOKCU3MATBHBIX OOJIEBBIX PUCTYIIOB.

[Ipu cunapomMe ankoroabHOM abcTuHeHIMHU npenapaTt KapOamazenyH noBbIIaeT MOpor CyI0pOKHON
TOTOBHOCTH, KOTOPBI IMpPH JaHHOM COCTOSHHHM OOBIYHO CHW)KEH, M YMEHBIIAET BBIPAKCHHOCTD
KJIMHUYECKHX MPOSBICHUH CUHIPOMA, TAKUX KaK MOBBIIIEHHAs! BO30yIMMOCTh, TPEMOp, HAPYIIEHUS
HOXOJIKH.

VY nanueHToB ¢ HecaXapHbIM JUAa0eTOM MpenapaT yMEHbIIAET AUYpe3 U UyBCTBO JKaXIbl.

Kak ncuxomponnoe cpeocmso mnpenapatr KapbOamazenun »>¢dextuBeH npu aQPeKTHBHBIX
paccTpolcTBax, a MMEHHO: MpH JIEYCHHWM OCTPbIX MAaHMAKAJIBHBIX COCTOSHUN, IIpH
HOJICP)KUBAIONIEM  JICYCHUH  OMMOJSIPHBIX  ad(HeKTUBHBIX  (MaHHMAKaJIbHO-JIENPECCHUBHBIX)
paccTpoiicTB (Kak B MOHOTEpanuH, TaK U B COYETAHUU C HEMPOJENTUYECKUMH MpernapaTami,
aHTHUJICTIPECCAHTAMH HJTU TIperapaTaMu JIMTHsI), IPU NMPHUCTYyNax mm30adHEeKTUBHOTO IICUX03a, IPU
MaHHMaKaJbHBIX MPUCTYNAX, I7I€ OH MPUMEHSAETCS] B KOMOMHALIMN ¢ HEWPOJIENITUKAMU, a TaKXkKe MpU
MaHHaKaJIbHO-/IETIPECCUBHOM IICUX03€ C OBICTPHIMU LIUKJIAMHU.

XO0Ts yMEHbIIIEHUE BbICTICHUS TIyTamaTa U cTabuian3aius MeMOpaHbl HEHPOHOB MOKET OOBSICHSTh
NPOTUBONIMJIEITUYECKUN 3P eKT, CcrmocoOHOCTh mpemapata KapOamaszennH  TOJaBIATH
MaHMaKaJbHbIE MPOSBICHUS MOXET OBITh OOYCJIOBIE€HAa YyrHeTeHHeM oOMeHa JodaMuHa U
HOpaJIpeHaINHA.

5.2. apmakoknHeTHYECKHE CBOIiCTBA

AOGcopouus

Ilocne mnpuema BHYTph KapOaMa3eluH BCAacChIBAE€TCSl IMOYTH MOJHOCTbIO, MIPU TpUEME
TabJIeTUPOBaHHON (OPMBI BCACHIBAHHE IPOUCXOUT OTHOCUTEIBHO MEJICHHO.

ITocne omHOKpaTHOro mpueMa KapOamaszenuHa CpeiHss MaKCUMallbHas KOHLEHTpalMs B IUIa3Me
(Cmax) mocturaercs uepe3 12 gacos. [locie oqHOKpaTHOTO preMa BHYTPh Ta0JIeTKH KapOamas3ennHa
400 mr cpennee 3HaYeHUE Cmax HEU3MEHEHHOI'O aKTUBHOTO BEIIECTBA COCTABIISIET OKOJIO 4,5 MKI/MIL.
He oTMedaeTcs KIMHWYECKH 3HAYHMMBIX paSJ'H/I‘-II/Iﬁ B OTHOIICHHMH KOJIMYECTBaA BCAChIBA€EMOI'O
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dKTHUBHOI'O BCIICCTBA ITIOCJIC IIPHUMCHCHUA PA3JINYIHBIX J'IeKaDdHSEHHll’XJ(bUUM Ka‘p%aMagele/IHaf I[ H

nprieMa BHYTpb.
[Ipu npuMeHeHUH 000 JIeKapCTBEHHOH (hOPMBI MpernapaTa MprueM IMHIIN CYIECTBEHHO HE BIHSET
Ha CKOPOCTh U CTETICHbh BCACHIBaHUS KapOaMa3enuHa.

PaBHOBecHast KOHIICHTpAIUs KapOaMas3elrHa B IIa3Me KPOBH JJOCTUTAEeTCS B TeUCHHE 1-2 Helemb.
Bpemsi ee nocTmkeHNsT MHAUBUIYAIBHO W 3aBUCHUT OT CTENIEHU ayTOMHTYKITUU (PEPMEHTHBIX CUCTEM
MeYeHH  KapOaMa3elmuHOM, TE€TePOMHIYKIMK  JAPYTHMH, OJHOBPEMEHHO  MPUMEHSIECMBIMH
JICKApPCTBCHHBIMHU TIperapaTamMy, a TakkKe OT COCTOSHHS TAlMeHTa 0 Hadaja Teparuu, 03B
npemapata KapOamazenwH ¥ JUIMTCIBHOCTH  JiedeHWs. HaOmiogaroTcs — CyIIeCTBEHHBIC
MEXHUHIUBHIyAJIbHBIC PA3INYUs PAaBHOBECHON KOHIICHTPAIIMU B TEPANeBTUYCCKOM JHATA30HE: Y
OOJILIITMHCTBA MAIUEHTOB ATH 3HaYeHUs KoJieOmroTest oT 4 10 12 Mxr/mi (17-50 MKMOIIB/ ).

Pacnpenenenue

Ces3piBaHMe KapOamazenuHa ¢ Oenmkamu Tuia3mbl KpoBu coctaBisieT 70-80%. Konnentparus
HEU3MEHEHHOTO KapOaMa3enuHa B CIIMHHOMO3TOBOM >KMIKOCTH U CIIOHE MPOIMOPIMOHATIBHA JI0JIE
JIEHCTBYIOIIETO BEIECTBA, HE CBsI3aHHOTO ¢ Oenmkamu TutazMbl KpoBu (20-30%). KonnenTpamms
KapOamasenuHa B TPYIHOM MOJIOKe cocTaBisieT 25—-60 % OT KOHIIEHTpallUU €ro B IIa3Me KPOBH.
KapbamazenuH mpoHHKaeT yepe3 reMaToIUIalleHTapHbId Oapbep. YUUTHIBas MOJHOE BCAChIBAHME
kapOamaszenuHa, KaXymuics oobem pacnpeaenenus cocrasmuset 0,8—1,9 n/kr.

buotpanchopmanus

Kapbamazenun metabonusupyercs B mnedeHH. OCHOBHBIM TyTeM OuoTpaHchOpMaIiu sBISETCS
SMOKCUITUONBHBIM TyTh, B pe3yjibTaTe dYero o0pa3yloTcs OcCHOBHble MeTabomutel: 10,11-
TPaHCAMOJIOBOE IIPOU3BOAHOE M €ro KOHBIOraT C INIIOKYPOHOBOM KucioToH. IIpeBpamenue
kapb6amazenuH-10,11-3mokcuna B kapOamaszenuH-10,11-Tpancauon B OpraHu3Me 4YelloBeKa
MPOUCXOTUT MPH MOMOIIN MHKPOCOMAIILHOTO (hepMEHTa SMOKCHATUAPOIIA3HI.

Copepxanne kap6amazenuH-10,11-smokcuaa (akTuBHOrO MeTaboiuTa) cocrapiser okoiio 30% ot
KOHIIGHTpallMu KapOamaszenuHa B TuiazMe KpoBU. OCHOBHBIM H30(pepMEHTOM, 00eCTIeuMBAIOIINM
ouotpanchopmario kapbamazenuHa B kapOamasenus-10,11-3mokcun, spisiercs muToxpom P450
3A4. B pe3ynbraTe 3TUX METaOOIMYECKUX PEaKIuii 00pa3yeTcs TakKe HE3HAUUTETHbHOE KOJIMIECTBO
npyroro metabonura — 9-ruipokcu-meTui- 1 0-kapOamonnakpuaaHa.

Jlpyroii BaXKHBIH MyTh MeTaboin3Ma KapOamasennHa — OOpa3oBaHHE M0/ BO3JEHCTBHEM
m3opepmenta UGT2B7 pa3nuuHbIX MOHOTHAPOKCHIMPOBAHHBIX MPOU3BOAHBIX, a Takxke N-
[JIIOKYPOHHU/IOB.

OIUMUHALINS
[Tepuona nonyBeIBeCHUSI HEU3MEHEHHOTO KapOaMa3enuHa 1nocjie 0JJHOKpAaTHOTO MpueMa npemnapara

KapbamazenuH BHYTpb COCTaBISieT B CpeJHEM OKOJIO 36 4YacoB, a MOcje MOBTOPHBIX MPHEMOB
npenapata — B cpeaHeM 16—24 yaca B 3aBUCHUMOCTH OT JUJIMTEIBHOCTH JIEUEHHs (BCIEICTBHE
ayTOMHIYKIIMM MOHOOKCHUT€HA3HOM cucTeMbl ieueHn ). [Tokazano, 4To y maeHToB, MPUHIMAIOIINX
OTHOBPEMEHHO JpYTHe TMperapaTsl, HHIYIHPYIOIIHE MHUKPOCOMANbHBIE (EPMEHTHI TICUYCHU
(manpumep, denutouH, GeHoOapOUTANT), TIEPUO ] TMOTYBBIBEACHHUS KapOama3errnHa COCTABISIET B
cpennem 9—10 gacos.

[Ipu npueme BHYTpH KapOamazenuH-10,11-3mokcHaa CpemHUN TIEPHOJ €r0 IOJTYBBIBEICHHS
COCTaBJISIET IPUMEPHO 6 YACOB.

[Tocne omnokpatHoro mpuema BHYTpbh 400 mr kapOamazenuHa 72% NPUHITOW T03bI BHIBOAUTCS
noukamu U 28% uepe3 kumeyHUK. Okono 2% MNpUHATOM 103bl BBIBOASATCS IMOYKAMU B BHUJE
HEM3MEHEHHOro KapOamazenuHa, okono 1% — B Bume Qapmaxosnormuecku aktuHoro 10,11-
anokcuaHoro merabonuta. [locne ogHokpaTHOTO TIpriemMa BHYTPh 30% kapOamasenuHa BBIBOIUTCS
MOYKaMH B BUJI€ KOHEUHBIX MPOAYKTOB SMOKCHIIUOIHHOTO MMyTH METa00IM3Ma.

OcoOble rpynmnbl NAIMEHTOB

Tayuenmwi noswcunoeo 6ospacma (65 rem u cmapuie)

Her nmaHHBIX, CBUAECTENHCTBYIOIIMX, 4YTO (apMakOKMHETHKAa KapOama3enmuHa H3MEHSETCS Y
MAIUEHTOB MO’KUIIOTO BO3pacTa (110 CPAaBHEHUIO CO B3POCIIBIMU JIMLIAMU MOJIOJIOTO BO3pacTa).
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Ilayuenmsi ¢ HapyweHuem GyHKyuy noyex Uiy nedexiy

JlaHHBIX O (papMaKOKHMHETHKE KapOaMmasenuHa y MalieHToB ¢ HapyIeHUAMU (YHKIUHU MOYEK WIN
IIEYEHU J0 HACTOSALIETO BPEMEHU HE UMEETCH.

Jetu (Maaame 18 ger)

VY nerteid, BcaeacTBue Oojiee OBICTPOrO BBIBEJACHHUS KapOaMaselmuHa, MOXKET IOTpeOOBaThCS
MIpUMEHEeHHEe 00Jiee BRICOKHUX 103 MperapaTa U3 paciyera Ha KWIOTpaMM MaccChl Tejia IO CPaBHEHUIO
CO B3POCIIBIMH.

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Jlynunpecc [J1aKTO3bI MOHOTUPAT, ITOBUIOH, KPOCTIOBUIOH |
Maruus creapat

Kanpuus creapat MoHOTHIpAT

Kpaxman kapTodenbHbIi.

6.2. HecoBmecTUMOCTD
He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)
2 roxa.

6.4. OcoObIe MepbI IPEAOCTOPOKHOCTH NPU XPAHEHUH
XpaHUTh B CYXOM, 3aIIUIIIEHHOM OT CBE€Ta MECTE, P TeMIieparype He Boiiie 25 °C.

6.5. Xapakrep u coaepxkaHue yNaKOBKH

ITo 10 TabmeTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY M3 IJICHKH MOJUBHHUIXJIOPHIHON U (OJIBIU
AIIFOMUHHMEBOU.

ITo 40 TabneTrok B OaHKM M3 CTEKJIOMAcChl ¢ BUHTOBOM ropioBuHoi Tuna bB nimmu BCer wim no 50
Ta0JeTOK B OaHKU U3 MOJMMEpHOro MaTepuaina tumna bIT.

Kaxnyro 0aHKy WM 5 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKIIMEH MO MPUMEHEHHUIO
MIOMEILAIOT B IA4YKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEJOCTOPOKHOCTH NMPH YTHIM3AIUHM HCIIO0JIb30BAHHOIO JIEKAPCTBEHHOI 0
npemnapara Wi 0TXoA0B, MOJYYECHHBIX MOCJI€ NMPUHMEHCHHUA JICKAPCTBCHHOI'0 INpenapara,
Apyrue MAHUMYJISIUHU € MPenapaTom

Oco0ble TpeOoBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOTI' O YIOCTOBEPEHUSA
Poccuiickas @enepanust

AO «Mapb6uodpapm»

424006, Pecriy6nuka Mapuit i, r. Hommkap-Ouna, yir. K. Mapkca, 1. 121
Tenedon: +7 (8362) 42-03-12

daxc: (8362) 45-00-00

e-mail: marbiopharm@marbiopharm.ru

7.1. IIpeacTaBuTeNb AEPsKATE/sI PETHCTPALMOHHOIO YI0CTOBEPEHUA
[Iperen3un moTpedbuTenel HarpaBiIsATh MO aIPeCy:

Poccuiickas @enepanus

AO «Mapouohapm»

424006, Pecrry6nuka Mapwii D1, r. Momkap-Ona, yi1. K. Mapkcea, 1. 121
Temedon: +7 (8362) 42-03-12

daxc: (8362) 45-00-00
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(MOCNEOOBATENEHOCTE 0001)

e-mail: marbiopharm@marbiopharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOTI'O IIPEITAPATA
JlexkapcTBEHHBIH penapat OTHOCUTCS K KATETOPUU OTITYCKa MO PEIenTy.

OO0r1ast XxapakTepUCTHKA JIEKApCTBEHHOTO Tpernapara KapbamasenuH 10CTyHa B €IWHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB EBpasuilcKOro 3KOHOMHYECKOTO COK03a W Ha
ouraTbHOM caiite YIOJTHOMOYEHHOT'O opraHa (9KCTIepTHOM OpraHHU3aI1H)
https://lk.regmed.ru/Register/EAEU_SmPC.
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