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(NOCNELOBATENLHOCTL 0002)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOT O HHPEITAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

KAPBAMAZSEIIMH BEJI®APM, 200 mr, TabieTku ¢ MPOJIOHTHPOBAHHBIM BBICBOOOXKICHHUEM,
MTOKPBITHIC TIICHOYHON 000JIOUKOH.

KAPBAMASEIIMH BEJI®APM, 400 mr, TabiaeTku C MPOJIOHTHPOBAHHBIM BBICBOOOXKICHHEM,
MOKPBITHIE TUIEHOYHOU 00O0JIOYKOM.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JlelicTByto11€Ee BELIECTBO: KapOaMa3enuH.

KAPFAMAZJZEIIMH BEJI®APM. 200 mr, TabJeTKH C MIPOJOHTHPOBAHHBLIM BBICBOOOKIECHUEM,
HOKPBITHIE INIEHOYHOU 000JI0UYKOH

Kaxxnas tabnerka comepxut 200 mr kapbamaszenuHa.

BeiecrBa, HajqMure KOTOPHIX HAIO0 YYUTHIBATh B COCTaBE JICKAPCTBEHHOIO TIperapara: HaTpui (CM.
pasznen 4.4).

KAPFAMAJ3EIINMH BEJI®APM, 400 mr, tabieTKh ¢ OPOJOHTHPOBAHHBIM BBICBOOOKIEHUEM,
OKPBITHIE IJIEHOYHONH 000JI0YKON

Kaxnas Tabnerka cogepxut 400 Mr kap6amazenuHa.

BemecTBa, HATM4IrEe KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO TIperapara; HaTpui (CMm.
pasnen 4.4).

[TonHbIii IepevyeHsb BCIIOMOTATEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku ¢ NPOJIOHTMPOBAHHBIM BBICBOOOXKAEHUEM, ITOKPBITHIE IUIEHOYHOH 000JI0UKOH.

KAPFAMAJEIIMH BEJI®APM. 200 mr, TabJeTKH C MPOJIOHTHPOBAHHBLIM BBICBOOOXKICHUEM,
HOKPBITHIE INIEHOYHOU 000JI0UYKOH

Kpyrible ABOSKOBBINMYKJIbIE TaOJIETKU C PUCKOW, MOKPBIThIE IIEHOYHON 000J0YKONH Oenoro mim
0€JI0r0 C KENTOBATBIM OTTEHKOM I[BETA.

KAPFAMAJEIIMH BEJI®APM. 400 mr, TabJeTKu ¢ OPOJIOHTHPOBAHHBIM BBICBOOOKICHUEM,
HOKPBITHIE INIEHOYHOU 000JI0UYKOH

OBaJibHBIE JIBOSIKOBBIIYKJIbIE TAOJIETKH C PUCKOW, MOKPBIThIE MJICHOYHOM 000704YKON 0es1oro miu
0€JI0r0 C KEeNTOBATBIM OTTEHKOM IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K NPUMEHEHHUI0

IIpenapatr KAPBAMAS3EIINH BEJI®APM noka3aH k IpUMEHEHUIO Y B3pOCIIBIX U IETEH B BO3pacTe
oT 4 5o 18 ner.

° DOUIENCcus:
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0e3 moTepH CO3HaHMSA) CO BTOPUYHOM reHepain3anueit nim 6e3 Hee.
- ['eHepann3oBaHHbIC TOHUKO-KIOHHYECKUE SIIICIITHYECKUE TPUCTYIIBI.
- CmemanHblie GOPMBI AMWIENTHYECKHUX MTPUCTYIIOB.

J OcTpple MaHUAKaNbHbIE COCTOSHHUS W  TOAJEPXKUBAIOINAs Tepanus OWUIMOJISPHBIX
aQ(eKTUBHBIX PACCTPONCTB C LENBI0 NPOPUIAKTUKY OOOCTPEHUH MM OCNIA0JICHUS KIMHUYECKUX
MPOSIBJICHUN 00OCTPEHUSL.

° CHUHAPOM ANKOTOJIHHOM a0CTHHEHIINH.

o Nnuonatudeckas HEBpAJIrus TPOMHUYHOIO HEPBAa W HEBPAITUs TPOMHUYHOIO HEpBa IIpU
paccessHHOM CKJlepo3e (TUIIMYHAs ¥ aTUIHYHAs).

L4 I/IIII/IOHaTI/I‘IeCKaSI HEBPAJITHUA A3BIKOTITIOTOYHOI'O HEPBA.

[Ipenapatr KAPBAMAJSEIIMH BEJI®APM, kak npaBuio, He 3¢hdexTtuBeH mnpu abcaHcax H
MHUOKJIOHYC-ITTUJICTICHH.

4.2. Pe:xuM 103UPOBAHUS M CITOCO0 NMPUMEHEHHUs

PexxuM no3upoBaHus

[Ipenapatr KAPBAMAS3EIINH BEJI®APM M0XHO NpUMEHATHh Kak B BUJE MOHOTEpAUH, TaK U B
cocTaBe KOMOMHUPOBAaHHOM TEpaInu.

[lepeBon manueHTa ¢ mpuema npemnapara B (hopme oObIUHBIX Ta0JIETOK Ha IPUEM Ipernapara B popme
Ta0JICTOK TMPOJIOHTUPOBAHHOTO JCHCTBUS: KIMHUYECKHI OIBIT TMOKA3bIBACT, YTO y HEKOTOPBIX
MAlUMEHTOB TpU TMPUMEHEHUH TaOJeTOK MPOJOHTUPOBAHHOTO JCHCTBHS MOKET BO3HHKHYTH
HE0OXOIMMOCTD B MOBBIIICHHUH JTO3BI ITperapara.

Dnunencus
[To BO3MOXHOCTH, Mpemnapat clieyeT MPUMEHITh B MOHOTEPAITUH.

[penapar 06bruHO HedhekTHBEH Mpu Manbix npumnagkax (petit mal, abcanc) 1 MHOKITIOHHYECKUX
MPUCTYyTIaX.

JleyeHne HAUYMHAIOT C MPUMEHEHHS] HEOONBIION CYTOYHOM [103bI, KOTOPYIO B TOCIEIYIOIIEM
MEJIEHHO MOBBIMIAIOT A0 JOCTHKEHUS ONTUMAaIbHOTO Y dexTa.

Jlo3a kapOamazenHa TOMOUPACTCS HHIUBUIYATbHO IS JIOCTHDKECHUS aJIeKBATHOTO KOHTPOJIS
CYIOPOKHBIX cocTostHMM. [l mombopa oONTHMalbHOM J03bI MpemapaTta pPEeKOMEHyeTcs
onpesicsieHue KOHIICHTPAIMKM JICHCTBYIOIIETO BEMIECTBA B IUIa3Me KPOBH, KOTOpas OOBIYHO
cocraBmusieT 4—12 mxr/mi (17-50 MkMomb/m).

[Ipu nobGaBneHun K APYruM MPUHUMAEMBIM MPOTUBOAMICTITHYECKUM TIperaparam 103y Ipernapara
KAPBAMASZEIIMH BEJI®APM noBbimaoT mnocreneHHo. [Ipy HeEoOXOIUMOCTH MPOBOJIST
COOTBETCTBYIOIIYIO KOPPEKIIHIO 103 TPUHUMAEMBIX MPENapaToB.

Jlnst B3pocTbIX U JeTeit crapuie 16 et HavanbHast go3a kapbamasenuHa coctasiser 100-200 mr 1
WK 2 pa3a B CyTKU. 3aTeM /03y MEUICHHO MOBBIIIAIOT JI0 JOCTHKEHHS ONITHUMAIBHOIO JIedeOHOTO
s dexTa; 00bIMHO OH ocTuraercs npu go3e no 400 mr 2-3 pasa B cyTku. HekoTopeiM nmanueHTam
MOXET MOTPEOOBATHCS yBEIMUECHUE CYyTOUHOM 10361 10 1600 mr mim 2000 mr.

Heepajzeuﬂ mpoﬁHuqueo Hepea U Hespajicusl A3bIKO2NI0OMOYHO2C0 Hepeda

Hauanenas no3a nnst B3pocibix coctaBisieT 200400 mr B cyrku. Ee MeI€eHHO MOBBIMIAOT 10
MCYE3HOBEHHsI OOJIEBBIX OLTyIIeHUI (00b9HO 10 1036l 0 200 Mr 3—4 pa3a B CyTKH). 3aTeM A03y
MOCTETIEHHO CHUKAIOT 10 MUHUMAJIBHOW MOIIEPKUBAIOIIEH.
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paspenieHnu OOJIEBOrO CHHApPOMA CIEAYEeT MOCTENEHHO MPEKpallaTh TEpaIruio MpenapaToM 10
BO3HUKHOBEHUS CIIEAYIOIIEro 00JIEBOrO MPHUCTYIA.

Pexomennyemas HauanbHasi A03a AJs MOXKWIBIX NManueHToB cocrasiseT 100 Mr 2 pasa B CyTKw,
3aTeM /103y MEUIEHHO IMOBBILIAIOT 10 pa3pelieHust 60JIeBOro CHHAPOMa, YTO OOBIYHO IOCTUTAETCS
npu ao3e 1o 200 mr 3—4 paza B cyTku. [lanee ciieqyer NocTeneHHO CHUXKATh /103y 10 MUHUMAJIbHON
MOJAEP>KUBAIOIIEH.

[Ipy HeBpasirum TPOMHUYHOIO HEpPBA Yy JAHHOM KaTerOpUM IALMEHTOB MaKCHUMalbHas
pexkoMeHoBaHHas A03a coctaBisier 1200 mr B cyrtku. Ilpm paspemienun 6071€BOTO CHHApOMA
ClleyeT IMOCTENEHHO MPEeKpallaTh TEPalNui0 I[pPenaparoM [0 BO3HUKHOBEHHUS CJEIYIOLIETO
00J1eBOr0 MPUCTYTIA.

Cunopom anko2onbHOU abCmuHeHyuu

Cpennsisi 1o3a cocrasisier 1no 200 mr 3 pa3a B CyTku. B TskenbpIX ciliydasix B T€UEHHE NEPBBIX
HECKOJIbKUX JHEH /1032 MOKET OBITh MOBBIIIEHA (Hampumep, 10 1036l o 400 Mr 3 pasza B CyTKH).
[Ipu TsOKENBIX TPOSBICHUSX AalKOTOJIbHOM aO0CTMHEHLMW JICYeHHWE HAYMHAIOT C MPUMEHEHUS
npenapata KAPBAMAS3EIIMH BEJI®APM B koMOMHAaIMU ¢ mpenapaTaMmu, OKa3bIBAIOIIUMHU
CelaTUBHOE U CHOTBOPHOE ACHCTBUs (HampuMep, ¢ KIOMETHA30JI0M, XJopauazenokcuaom). [locne
paspemieHus ocTpoil (asel ieueHue MpernapaToM MOKET ObITh IPOJIOJDKEHO B BUJIE MOHOTEPAIIHH.

Ocmpvie maHuakaivbHvle COCMOSHUA U noodepaiicusawee ievenue ap@dekmusnvix (OUnoasapHvix)
paccmpoticms

Cyrounas no3a cocrapusieT 400—-1600 mr. Cpennss cyrounas no3za — 400-600 mr (B 2—3 npuema).
[Ipy ocTpoM MaHWAKaIBLHOM COCTOSHHUM J[03y CJIEAyeT TOBBIATH JOBOJBHO OBICTpo. [lpm
MOJICP)KUBAIONICH TEparuu OWIIOJIIPHBIX PACCTPOMCTB B IIENAX OOCCIICYCHHUS ONTUMAIBHOM
MEPEHOCUMOCTH KaXKJI0€ CIIEIYIOIIee MOBBIIICHUE A03bI TOJDKHO OBITh HEOOJBIINM, CYTOUHAS 1032
YBEIMYNBAETCS MMOCTEIICHHO.

IIpexpawenue npuema

BHe3anHoe npekpalnieHye nprueMa rnpemnapara MOXeT CIIPOBOLUPOBATH AIMJICITUYECKUE TPUCTYIIBL,
MO3TOMY KapOama3enuH CIelyeT OTMEHSATh IOCTENEHHO B TeueHHe 6 mecsueB u Ooisee. Ecau
HEO0O0XO0AMMO OTMEHHUTh IMpernapar Yy TMalueHTa ¢ JIWIeNCHel, Tmepexoa Ha Jpyrou
MIPOTUBOAMUIENTHYECKUN Npenapar JOJKEH OCYLIECTBISATHCS MOJ MPHUKPHITUEM MOKa3aHHOTO B
TaKuX CIydasx Mpernapara.

Oco0BbIe TPVIIIHI MTAIMEHTOB

Jluya noxcunozo eospacma (65 nem u cmapuie)

VYuutsiBas JIEKapCTBEHHBIE B3aUMOJCHCTBUSA u 0COOEHHOCTHU (bapMaKOKMHETUKHU
NPOTHUBOSIHMIIETITUYECKIX MPENaparoB, MOKUIBIM MAalMEHTaM 03y MpernapaTa ciaeayeT moa0rpaTh
C OCTOPOXHOCTBIO (CcM. paznen 4.4).

CTH

[Ipenapatr KAPBAMAS3EIINH BEJI®APM noka3aH K IPUMEHEHHIO Y JIETEW B BO3pACTE OT 4 JIeT.
OcHOBHOE NOKa3aHue /71 IPUMEHEHUs Ipenapara y f1erei — snwiencus. JletsaM B Bo3pacte 4 JIeT u
MJIaIIIIe PEKOMEHI0BAaHO MPUHUMATh KapOamMa3enuH B BUE NPYTUX JICKAPCTBEHHBIX (popM (cupor).

VY nereil crapuie 4 ner jgeueHHe MOXKET ObITh HayaTo ¢ MpUMEHeHus npemnapara B go03e 100 mr B
CYTKH; 103y MOBBIIIAIOT IOCTENIEHHO, HO He Oosee yem Ha 100 mr B Hezeto.

Iloooeporcusarowue 003wl 115 1eTell ycTaHaBIUBaIOT U3 pacyera 10—20 Mr/Kr Macchbl Tena B CYTKH
(B HECKOJIBKO TIPHUEMOB).

| Bospact pebenka | CyrouHas 103a |
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6-10 et 400-600 mr

11-15 mer 600-1000 mr
>15 ner 800—1200 Mr (kak 1151 B3pOCIIBIX)

Makcumanvhbie 003bi: Ui 1eTe B Bo3pacTe <6 Jer cocTtaBusieT 35 MI/kr B cyTku, 6—15 ner —
1000 mr B cyTku, >15 et — 1200 Mr B CyTKH.

Cnoco0 mpuMeHeHus

BuyTtps.

HpenapaT MOKHO IPpUHUMATh BO BPEMA CIbl, IOCJIIC CIbl WX B INPOMCKYTKAX MCKAY MNPpUCMaMU
ITHIIH. Tabmerkn CIIEAYECT IPUHUMATH C HEOOJIBIIIMM KOJINYECTBOM KHNIKOCTH.

TaGneTku ¢ MPOTOHTHPOBAHHBIM BBICBOOOXIEHUEM (IIENIYI0 TAOJIETKY WM TOJOBUHY, €CIH TaK
Ha3HA4YE€HO BpadyoM) cieayeT MpPUHHMaTh, HE pa3KEBbIBas, 3aluBas HEOOIBIIUM KOJIUYECTBOM
KHUIKOCTH. Tak JelcTByIOlee BEIIECTBO BBICBOOOXKIACTCA M3 TAOJETOK C MPOJOHTMPOBAHHBIM
BBICBOOOXK/ICHEM ME/IJIEHHO U OCTENEHHO.

4.3. IlpoTuBONOKa3aHUS

- ['mnepyyBCTBUTENBHOCTh K KapOama3enuHy WIM CXOAHBIM B XHMHYECKOM OTHOLICHUH
JIEKapCTBEHHBIM TIperapaTaM (HarpuMmep, TPHIUKINIECKUM aHTUICTIPECCAaHTaM), WK K JII000MY U3
BCIIOMOTaTENIbHBIX BELIECTB, IEPEUNCIICHHBIX B pasaene 6.1.

— ATpHOBEHTpUKYJIsIpHas OJ0Kaaa.
- Hanmuune B anamHe3e OIIM30J0B YTHETCHHA KOCTHOMO3IOBOI'O KPOBECTBOPCHM.

- [TeueHnounbie mophupun (HapuMep, OCTpas ePEMEKAIOIIAsICs TOPPHUPUS, TO3THSST KOKHASL
nopdupus, BapreratHas moppupus).

- [Ipumenenue B KOMOMHALIMK ¢ UHTHOUTOpaMu MOHoaMuHOOKcHaa3bl (MAOQO, cTpykTypHOE
CXOJICTBO C TPUIIMKIMYECKUMHU aHTUIETIPECCaHTaMm) (CM. pazzen 4.5).

4.4. Oco0ble yka3aHus U Mepbl MPeJ0CTOPOKHOCTH NPH NPUMEHEeHUH

[Ipemapar KAPEAMAJ3EIIMH BEJI®APM cneayer mnpuHHMaTh TOJNBKO IO BpaueOHBIM
KOHTPOJIEM.

Y manMeHToB ¢ AaHAMHECTHMYECKUMHU CBEICHMSIMH O 3a0ojeBaHMsSIX cepiamna (BKIouas
JICKOMIICHCUPOBAHHYIO ~ XPOHUYECKYI0 CEepICYHYI0 HEJOCTATOYHOCTH), TMEYeHH (BKIIOYAs
MEYEHOYHYIO HEJIOCTATOYHOCTH), MOYEK (BKJIIOYAsl MMOYEYHYIO HEIOCTATOYHOCTH), HEXKEJIaTeIbHbIX
reMaToOJIOTMUECKUX SIBIICHUSX Ha JApPYyrue JEeKapCTBEHHbIE Mpernaparbl Wi 00 OTMEHE paHee
MIPOBOAMBIIEroCs JIeYeHHUs] KapOaMas3elnuHOM, TEpamuio CJeayeT MPOBOJUTh TOJNBKO IOCHE
THIATENFHOTO aHaldn3a COOTHOIICHUS MEXIY OXHIaeMbM 3(P(HEKTOM JIeYeHHUS U BO3MOXKHBIM
PUCKOM TEpaInuu ¢ TIIATEIbHBIM PETYJISIPHBIM KOHTPOJIEM COCTOSIHUS TTAI[UEHTA.

IIameHThl cO CMENIaHHBIMU d)ODMaMI/I OMHUJICOTHYCCKUX MPUCTYIIOB, BKIIOYAIOIIMMHU a0caHC U
MHOKJIIOHHMYCCKHUEC MMPUCTYIIBI

Kapbamaszenun o0bruHO HeadekTrBeH npu abcancax (petit mal) u Muokionnueckux npucrymnax. ¥
MAIIEHTOB CO CMCIIAHHBIMH (GopMaMH SMHJICHTHYSCKUX TPUCTYIOB Ipemnapar JO0DKEH
MPUMEHSITHCSI C OCTOPOKHOCTBIO U TOJBKO MPHU YCIOBUHU 00ECTICUEHUS PETYISIPHOTO METUITUHCKOTO
HaOmofeHnst (M3-32 BO3MOKHOTO YCWJICGHHS TIPUCTYNOB). B ciydae ycCHWIICHHS TIPHCTYIIOB
KapOamaszenuH cleayeT OTMEHUTD.

CHmXKeHNe ynciia TPOMOOIIMTOB U JIEHKOIIUTOB
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CHMOKCHHC YHCJIa TpOM60LII/ITOB WIIN JICHKOILIUTOB. O,Z[HaKO B OOJIBIIIMHCTBE CJIY4acB 3TU ABJICHUA
npexogdamu Hu OOBIYHO HE SBIISIOTCS IMPEABCCTHUKAMKU Hadalia armIacTUYeCKOl aHeMHHU WId
arpanyJIOoquTOo3a. Hepeﬂ Ha4YaJIOM JICUCHUS, a TAKIKC MCPUOAUYCCKU B IMIPOUCCCC JICUHCHUA CICAYCT
IIpOBOOUTDH KIMHUYECKUNA aHaJIn3 KpOBH, BKJIIO4asd IIOJACUCT YHCJIa TpOM6OHI/ITOB H, BO3MOXKHO,
PETHUKYJIOLUTOB, a TAKIKC OIMPCACIIATh COACPIKAHUC JKCIIC3a B CBIBOPOTKEC KPOBH.

HeoOxonuMo noBectu 10 cBeAeHMs ManueHTa MHGOPMAIUIO O paHHUX MpPU3HAKAX TOKCHUYHOCTH,
CBOMCTBEHHBIX BEPOSITHBIM I'€MaTOJOTUYECKUM HAPYIIEHUSAM, a TAKK€ O CUMIITOMAaX CO CTOPOHBI
KOXxH U nedenu. [larmenta nuHGopMHUPYIOT 0 HEOOXOAUMOCTH HEMEIJICHHO OOpaTUThCA K Bpady B
cllydae TOSIBJICHHS TaKMX HEXENATeIbHBIX PEaKIui, KaKk JTUXOpaaka, 00JIb B TOPIE, CHIMb, SI3BBI B
MOJIOCTH PTa, OECIPUYMHHOE BO3HMKHOBEHHE KPOBOU3JIMSHUN, TeMOpparuil B BHUJIE METEXHUH WM

MypITypHI.
[Ipu yMeHbIIEHUU KOJIMYECTBA JICHKOIIUTOB HJIM TPOMOOIIMTOB (UM TEHACHIIMU K YMEHBIIICHHUIO), Ha
¢doHe Tepanmuu TpenapaToM CieAyeT TINATeNbHO HAOMI0NATh MAalKMEHTa M KOHTPOJIHUPOBATH

IIOKa3aTcjIi  pa3BCPHYTOI'0  KIMHHUYCCKOrO aHalln3a KpPOBH. Ecnu  BeIABICHBI IMPpU3HAKH
SHAYUTCIBHOI'O YTHETCHHA KOCTHOI'O MO3ra, rmperapar J0JLKCH OBITH OTMCHEH.

JlepMaToIOruuyecKue peakiuu

[Ipu nmpuMeHeHUH Mpenapata O4YeHb PEAKO OTMEYAIUCH TSDKEJIbIC ACPMATOIOTUYECKUE PEaKIIHH,
BKItoYass cuHapoM CruBeHca-J[>KOHCOHA W TOKCHYECKHU SMHIECPMAaTIbHBI HEKPOJIHU3 (CHHAPOM
Jlaitenna).

Kapbamazenun cienyer HeMeIJIeHHO OTMEHUTh U MPOU3BECTH MOA00P albTepHATUBHON Tepanuu B
TOM CJIy4yae, €CJIM OTMEYAIOTCS IPU3HAKU U CUMIITOMBI, TIPEIIOJI0KUTENBHO CBUIETEILCTBYIOLINE O
Pa3BUTHUH TKEIBIX I€PMATOJIOTMUYECKUX Peakluii — Hanpumep, cuHapoma CtuBeHca-/[)KoHCcoHa Win
cuapoma Jlaienna. Ilpu pa3BuTuM TsDKENbIX (B Psiie CIy4yaeB, YTPOXKAKOUIMX KU3HU) KOMXKHBIX
peaxkiui, MaluueHT JOJDKEH OBITh TOCHUTAIM3MPOBAaH B CTalMoHAp. B OoNbIIMHCTBE cllydaeB
cuapom CruBeHca-/[)xoHcoHa U cuHApoMm Jlalienna pa3BUBalIMCh B IEPBHIE MECSIbl Teparuu
npemnapaToM. /laHHBIE peakuu pa3BUBAIUCH NMpuOIU3UTEeNnsHO B 1-6 ciydasx Ha 10000 BrepBbie
MPUHUMAIOIIKX Mpenapar B CTpaHax ¢ MPEUMYIIECTBEHHO €BPOIICOUTHBIM HACEICHUEM.

JlaHHBIE PETPOCTIEKTUBHOIO AHAJIN3a Y NAI[UEHTOB SITOHCKON HAllMOHAJILHOCTH U xuTenel CeBepHOn
EBporibl Npo1eMOHCTPUPOBATIH CBS3b MEKIY TSKEIBIMU OPAXKEHUIMU KOXKU (cuHIpoM CTHUBEHCa-
JlxoHcoHa, cunapoM Jlaiiemna, DRESS-cunnpom, ocTpblii reHepann30BaHHBIA AK3aHTEMATO3HBIN
MyCcTyle3 M MATHUCTO-y3€lKOoBasl cbilb) y Hocutened amiens HLA-A*3101 uyenoBeueckoro
neiikouuTapHoro anturena (HLA) u npumenenunem kapb6amasenuHa.

Yacrota amutens HLA-A*3101 MoxeT oTIHYaThCS Y pa3IMIHBIX STHUYSCKUX TPYIIT: OKOJIOo 2—5 %y
HacesneHus EBpomnbl, okono 10 % — y sAnonneB. YacTtora BCTpEYaeMOCTHM [JAHHOTO aJIENs Y
0osbIIMHCTBA HaceneHust ABctpanuu, Azun, Appuxu nu CeBepHoit AMEpHUKHU cocTaBisgeT MeHee 5 %,
C HEKOTOPBIMHU UCKITIOUEHHUSIMU B pamkax 5—12 %. Yactora 6osee 15 % ycraHOBIEHA Y HEKOTOPBIX
stHHYeckux rpymnn HOxHoit Amepuku (AprentuHa U bpasunus), kopeHHbIX xutensax CeBepHoi
Awmepuku (ruiemena HaBaxo u Cuny, B Mekcuke — Canopa Cepn), Oxxnoit Unauu (Tamun Hany), n
10-15 % — cpenu ApYrHX KOPEHHBIX KHUTEIEH JAHHBIX PETHOHOB.

[Ipn npumeHeHnn kapOamaszenuHa y BO3MOXHBIX Hocuteneil amtens HLA-A*3101 (manpumep,
MAICHTOB  AMMOHCKOH  HAIMOHAIBHOCTH, €BPOICOMIOB, KOPEHHBIX IJKUTEJed AMepukH,
JaTHHOAMEPUKAHIIEB, Hapo10B tora MHanu u apaboB) pekoMeHyeTcsl IPOBOIUTH TEHOTUITUPOBAHHE
10 JaHHOMY ajutentto. [IpuMeHsTh mpenapar y HOCHTENe JaHHOTO ajuIeNs CIIEAYeT TOJIBKO B TOM
cllyyae, ecliv T0Jb3a OT TePAIIUH MPEBBIIIAET BO3MOKHBIM PHCK.

[TaruenTam, yxe MONyYarOlIUM Tepanuioo KapbOama3enuHOM, HE PEKOMEHIYeTcCs IMpOBEACHUE
TEHOTUIIMPOBAHUS MO JAHHOMY aJUIeNI0, TOCKOJIbKY TsDKeNble KOJKHBIE pPEaKlUd B OOJBIIMHCTBE
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HLA-A*3101).

[To maHHBIM PETPOCTIEKTUBHOTO aHAIN3a MPUMEHEHHUS Ipernapara y marieHTOB KUTAHCKON U TalCKOM
HAI[MOHATILHOCTEH UMEETCSI KOPPEJIAIHSI MEXK Ty 4aCTOTON pa3BuTus cuHapoma CtueHca-/[>koHcona
u cuHapoma Jlailenmna W Hanumumem B TeHoMme mamueHTta amwiens HLA-B*1502. Yacrora
BCTPEYAEMOCTH JAHHOTO aJUIeNsl y MAllMeHTOB KUTAHCKOM HallMOHAIBHOCTU cocTaBisieT 2—12 %, y
Talickoil — 0k0110 8 %.

[Ipu mpumeneHnn kapOaMaszenuHa y NalMEHTOB B cTpaHax Asuarckoro peruona (TaiiBaws,
Manaiizusi, @WIMNIUHB), TI€ OTMEUYAeTCs BICOKOE pacnpoctpanenue amwienst HLA-B*1502, 6s110
BBISIBJICHO IOBBIIIEHWE YAaCTOThI Pa3BUTHA (Tpajalluu OT «OYEHb PEAKO» JI0 «PEIKO») CHHIpOMa
CruBenca-/[>xoncona. Yacrora pacnpoctpanenus amienss HLA-B*1502 cocraBnser: Ha
QununnuHax W CpeId HEKOTOpBIX TIpymn HaceneHnus Manaiisum — Oomee 15 %. Yacrora
pacnpoctpanenus auiens HLA-B*1502 B Kopee u Unauu cocrasisiet 2 % u 6 % — COOTBETCTBEHHO.

PacnpoctpaneHHOCTh  TaHHOrO ajuieNnss y JIML  €BPONEOMIHOM, HErpoOMJHOM pac, 'y
JaTHHOAMEPHUKAHIIEB, MHCHIIEB U SMOHIEB He3HauuTenbHa (<1 %).

YacToThl NaHHBIX AJUIENIEW HMPEACTABIAIOT IPOLIEHT XPOMOCOM B OIIPEACIICHHBIX MOIYJISIIUAX
HACEJICHUsA, KOTOPbIE HECYT ajljieslb. JTO O3HAYAE€T, 4YTO IPOLEHT MALMEHTOB, HECYLIUX KOIIHIO
ajurens, 10 KpalHeH Mepe B OJHOM M3 MX ABYX XPOMOCOM IIOYTH B JIBa pa3a BBIIIE YaCTOTHI
BCTpeyaeMocTu ajuiens. Takum oOpa3oM, MPOLEHT HalMEeHTOB, KOTOpPblE MOTYT OKa3aThCs IOJ
YTPO30M, IIOYTH B 1BA Pa3a BBILIE YaCTOTHI AJIJICIICH.

[Tpu npuMmeHeHuu kapbamazenuHa y BO3MOXKHBIX Hocuteneil amnens HLA-B*1502 pekomenayercs
MPOBOJUTh T€HOTUIIMPOBAHKE I10 JAHHOMY ajuiento. [IpuMeHsTh mpenapar y HOCUTENIEH JaHHOIO
ajuiens cleqyeT TOJbKO B TOM CiIydae, €CJH I0J1b3a OT Tepalliy IPEeBhIIaeT BO3MOXKHBIA puck. He
PEKOMEHYETCS MPOBEICHUE FT€HOTUITMPOBAHUS Y IIPEACTABUTEIICH HAIIMOHATBHOCTEN, B MOIMYJISIIAN
KOTOPBIX YaCTOTA BCTPEUYAEMOCTH YKa3aHHOTO aJlIeisl HU3Ka.

[TanmenTtam, yxe TOJYYArOIIMM TEpanuio IpenapaTtoM, HE PEKOMEHIYEeTCS IPOBEICHHE
TEeHOTUITUPOBAHUS 10 JAHHOMY AJUIENI0, IMOCKOJIbKY TsDKENble KOXKHBIE PeaklMd B OOJBIIUHCTBE
CJIy4aeB OTMEUYAJIMCh B TMEPBBIE MECSIbI MPUMEHEHHS MpernapaTta (BHE 3aBUCUMOCTU OT HaJTUYHs

HLA-B*1502).

[TokazaHo, 4TO BBIsIBJIEHUE MalMeHTOB ¢ HanuuueM ayuiens HLA-B*1502 u oTcyTcTBHE TPpUMEHEHUS
kapOama3enuHa y TaKuX MallMeHTOB CHIDKAET Cilydau KapOama3enMH-WHAYLMPOBAHHBIX CHUHIPOMA
Cruenca-J[>xoncona wiu cunapoma Jlaemna.

OpnHako pe3ysibTaThl T€HOTUIIMPOBAHUS HE JIOJKHBI BIIMATH HA CTENEHb KOHTPOJIS COCTOSHUSA
MalUeHTa U HAaCTOPOXKEHHOCTh Bpaya B OTHOIICHHUH TSHKEIBIX KOXKHBIX PeaKIuid. Pa3BUTHE TSHKEITbIX
MOPAKEHUM KOKU BO3MOKHO Y TAIIMEHTOB, OTPULATENBHBIX 10 JaHHBIM ajuielisiM. Takxke BO MHOTHX
CIy4yasix y TaIMeHTOB, MOJOXKUTeNnbHbIX 1o amiensm HLA-B*1502 umu HLA-A*3101, npwu
MIPUMEHEHHUH TIpenapara He OTMEYAIOCh Pa3BUTHS TSHKEIIBIX KOKHBIX CHHIPOMOB.

Bnusinue npyrux (axTopoB, TakMX Kak J03a MPOTUBOCYIOPOKHBIX JIEKAPCTBEHHBIX CPENCTB,
KOMILUIAEHTHOCTD IAlMEHTOB, OJAHOBPEMEHHAs TEpallds APYTMMH IIpernapaTaMH, COIYTCTBYIOLINE
3a00yieBaHUs WJIM YpPOBEHb KOHTPOJS JE€PMATOJIOTMYECKMX pEeaKIMil, Ha 4acTOTy pa3BUTUS U
PacCIpOCTPaHEHHOCTD TSKENBIX KOXKHBIX PEAKILUH, HE YCTAHOBJICHO.

Cnabo BBIPAXKCHHBIC KOXHBIC PpCaKOWH, HAINPUMEP, HN30JUPOBAaHHAA  MAKYJIC3HAA  HIIH
MakyJonamyJje3Hasd 9K3aHTCMa, B OOJIBIIIMHCTBE CJIYUacB ABJIAIOTCA TPAH3UTOPHBIMHA U HCTAKCIIBIMH,
OOBIYHO MPOXOJAT B TCUHCHHUEC HECKOJIBKUX HHeﬁ HJIN HEACIIb ITPU MMPOAOJIKCHUU JICUHCHUS UIJIN ITOCTIC
CHMIKCHU NO3bI IIpCIiapara. Tem He MCHCC, ITOCKOJIbKY nH(b(I)epeHuHaanaﬁ AUArHoCTUKa MCKIY
PaHHHUMU TMPOABICHUAMU TAXKCEIIBIX KOXHBIX peaxunﬁ u ciado BBIPAXXCHHBIMH TIPEXOAAIIUMHA
KOXKHBIMH BBICBIITAHUSMUA MOKET OBITH 3aTPyAHCHA, IIPU PA3BUTHUU JFOOBIX KOKHBIX peaKI_II/Iﬁ
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Tepanuy MpenapaToM B ciydae yXyALIEHUs COCTOSHUS NAllEHTA).

Cy1iecTByeT B3aMMOCBSI3b MeX Ay HanudyreMm B renome amtenss HLA-A*3101 u pasButueM MeHee
TSDKENBIX ~ KOXKHBIX ~ peakuuid  (TakuxX  Kak  CHHJAPOM  THIEPUYYBCTBUTEIBHOCTH K
MIPOTUBORMIICHTHYECKUM CPEJICTBAM WJIM HEeTsDKeNlas MakKyJonamyje3Has dSK3aHTeMa), JUIs aljiess
HLA-B*1502 Takas B3aMMOCBSI3b HE YCTAHOBJICHA.

Peaknyy runepyyBCTBUTEIILHOCTH

[Ipy npumMeHeHHMH mpemapara cooOIIAJOCh O peakusX TUIepPYyBCTBUTENbHOCTH | THma
(HEMeIJICHHOT O THIIA), BKJIIOYAsl ChIllb, 3y, KPAllMBHUILY, aHTMOHEBPOTUYECKUH OTEK M COOOILIECHHSI
00 anadunakcuu. Ecnu y manuenTa pa3BUBalOTCS 3TH PEAKIMH MIOCIIE JICUCHHS MPEnapaToM IpuemM
npernapara HeoOXOJUMO NPEKPATUTh U HauaTh aJIbTEPHATUBHOE JICUCHHUE.

[Ipu pa3BUTHM THIEPUYBCTBUTEIBHOCTH K KapOamasenuHy MOTYT HaONIONAThCs pa3inyHbIe
peakuuu, DRESS-cunapoM, oTcpoyeHHbIE OIUOPraHHbIE NIPOSIBICHUS TMIIEPYYBCTBUTEIBHOCTH C
Pa3BUTHEM JIMXOPAIKHU, KOKHOU CHIIH, BACKYJINUTA, TUM(DaIeHONATHH, ICEBA0JIMM(POMBI, apTPaITUH,
JIEUKOIIEHUH, F03UHO(PUIINH, TeaTOCIUIEHOMEraJINM, U3MEHEHUH TNoKa3arenel (QyHKIHUU NeYeHu U
CUHJPOMA JECTPYKIMH KEITYHBIX IPOTOKOB C YMEHBLICHUEM UX YUCIA, KOTOPBIE MOTYT BO3HUKHYTh
B JIOOBIX KOMOMHAIUAX. Takke BO3MOKHO Opa)keHUE APYTUX BHYTPEHHUX OPraHOB (B T.4. JIETKUX,
MIOYEK, MOJIKEITYI0YHOM JKeJe3bl, MUOKap/1a, TOJICTON KUIIKN).

B CJIydac pa3BUTUA HpOHBJ’IeHI/Iﬁ U CHUMITOMOB THUICPUYYBCTBUTCIBHOCTH Iperapar CJICAYCT
HEMCAJICHHO OTMCHUTBD.

[TanmeHTOB ¢ M3BECTHOI T'MIIEPYYBCTBUTEIBHOCTHIO K KapOamMas3enuHy cieayeT HHPOPMUPOBATH O
BO3MOXKHOCTH B 25-30 9% ciiyyaeB pa3BUTHS peakUuil IOBBIIIEHHOW YYyBCTBUTEJIBHOCTH Ha
oKkckapOazennH. Bo3MOXHO pa3BHTHE MEPEKPECTHBIX PEaKIHMH TUIEPUYyBCTBUTEIBHOCTH MEXKIY
KapOaMa3enMHOM W apOMATHYECKUMH MPOTHBOAHIENITUYSCKUMHU TIpernaparaMu  (Hampumep,
(heHUTOMHOM, MUPUMHJIOHOM U PeHOOApOUTAIIOM).

I'unonarpuemusa

Pa3BuTue runoHaTpueMHM acCOLMUPOBAHO C MPUMEHEHHEM KapOamasenuHa. Y MalUeHTOB C yxkKe
CYIIECTBYIOIIUMH MMOPAKECHUSIMH TTOYEK, CBI3aHHBIMH C HU3KUM COJIEp)KaHHEM HATPHsI B CBIBOPOTKE
KpPOBHM, WJIM Y MALIMEHTOB, MOJIYYAIOLIMX OJHOBPEMEHHO JIEKAPCTBEHHBIE MPENapaThl, CHUKAIOIINE
cojiep)KaHue HaTpHs (HampuMep, TNypPETUKH, JIEKapCTBEHHBIE TIPEnapaThl, BIUSIONINE HA CEKPEIHIO
aHTUJMYPETUUYECKOTO TOPMOHA), CIEAYeT ONpEeAeNsATh ChIBOPOTOYHOE COAEp)KaHUE HATpUsi 10
Havaja Tepanuu KapOamaszenmuHoOM. [locime 3TOro conepkaHwe HATPHUS CIEIyeT OIpPENeNsTh
IPUMEPHO Yepe3 JIBE€ HEAeIH, a 3aTeM €KEMECSIYHO B TeUEHHE MEPBBIX TPEX MECSIEB Tepanuu, Win
B COOTBETCTBMHU C KIMHUYECKOH HEOOXOAMMOCTHIO. JlaHHBIE (DaKTOpHI pPHCKa OCOOCHHO YacTo
BCTPEYAIOTCS Y MOXKHWIBIX MauueHToB. [Ipy Hanuuuy runoHaTpueMUy OrpaHUYeHUe MOTpeOsIeHus
KHJIKOCTH SIBJISIETCS] BXKHBIM TSI OTIPEICIIEHUS] COCTOSTHUS IIPH HATWYMH KIMHUYECKUX TTOKa3aHUH.

'unortupeos

Kap6aM33€HI/IH MOXKCT CHWXAThb KOHLCHTPAIIMIO TOPMOHOB HII/ITOBI/IJIHOI\/'I JKCJIE3bI B CBIBOPOTKE
KPOBHU ITyT€M HHAYKLIUHU (EPMEHTOB, UTO TPEOYET YBEIMUCHHMSI 103bI IPENAPATOB, MPUMEHIEMBIX IS
3aMECTUTEIbHON TEparu y IMMalUCHTOB C THUIIOTHPCO30M. vy )IaHHOfI KaTCropuu IManrueHTOB
HEOOXOAUM KOHTPOJb (YHKIMM IIUTOBUAHOM JKele3bl Juid moadopa J03bl  IMpenapaToB
3aMECTUTENIBHON TEepaIuu.

Hapymenus d)VHKHI/II/I OCYCHU

[lepen mpumeHeHneM kapOaMasenuHa U B IpoLecce JIEYeHUsI HE0OX0JMMO MPOBOIUTH UCCIIEJOBAHHE
(GyHKIMU IeYeHH, OCOOEHHO Y MallMEHTOB C aHAMHECTHUECKUMH JaHHBIMU O 3a00JIeBaHUSIX MEUCHH,
a TaKkKe y MOXKWJIBIX MalUeHTOB. B ciaydyae ycyryOneHust y)xe MMEBIIMXCS HapyUIeHUH (yHKIUU
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OTMCHUTD.

Hapymenns d)VHKHI/II/I IIOYCK

Hepe;[ Ha4YaJIOM JICUCHUA MNpcrapatoM M IMEPpHUOANYCCKU B IPOLCCCC TCpalluu PEKOMCHAYCTCHA
IIPOBCACHUEC 06mero aHaJI3a MO4YH U OIIPCACICHUEC KOHICHTpAllU MOYEBUHEI B KPOBH.

M'XOJII/IHO6JIOKI/IDVIOI_L[351 AKTHUBHOCTD

[Ipenapat obnanaer cinaboit M-X0nMMHOOIOKUPYIOLIEH aKTUBHOCTBIO, IOITOMY CJIEIyeT TIIATEIbHO
HAOIO/IaTh  MAlMEHTOB C  TOBBIIICEHHBIM  BHYTPUTJIA3HBIM  JABJICHHEM, THUIIEPILIA3Heh
MIpe/ICTaTeNIbHON JKeNe3bl M 3aJCpKKOM MOYM MpU OJHOBPEMEHHOM NPUMEHEHUHU YKa3aHHBIX
IIpenapaToB.

Ilcuxuyeckue HapyIIeHUs

[Tockonbky Ha (hoHE MpUMEHEHUs KapOaMaszennHa BO3MOKHO 000CTPEHHE JTATEHTHBIX TICHXUYECKUX
paccTpoificTB, cienyeTr ooecrnedynTh HaOII0ACHUE OKUIIBIX MMAallMEHTOB C LENbIO BBIABICHUS TaKOU
CUMIITOMATUKH KaK CIIyTaHHOCTh CO3HAHUS U TICHXOMOTOPHOE BO30YKICHHE.

CynnuaaisHOE ITOBEJICHUE I HAMEpPESHHUS

VY nmanueHToB, MOMy4YaBIIMX MPOTHUBOCYIOPOKHBIC MpErapaThl MO PNy MOKa3aHUH, OTMEYAINUCh
cllydad  CYUIUAANBHOTO  TIOBENEGHWMS  WIM  HaMepeHuil.  PesynmpTaThl  MeTaaHanmsa
PaHJIOMU3HPOBAHHBIX TUIAIE00-KOHTPOIMPYEMBIX UCCIICAOBAHNN TIOKa3aJIH HEOOJIBIIIOE TIOBBIIICHHE
pUCKa CYUIUMAAIBLHOTO MOBEACHHS Y MAlMEHTOB, MOJYYaBIIUX MPOTUBOCYJOPOKHBIE MpEnapaThl.
MexaHu3M yCWICHHS CYHIIUAAIBHOTO TTOBEACHUS Y JAaHHON KaTerOpHH MallMeHTOB HE YCTAaHOBJICH.
HeoOxonuMo TmiaTenbHOe HAOMIOJEHHE MAllMEHTa OTHOCUTENbHO CHMIITOMOB CYUIIUAAIBHOTO
MOBEJICHUS U HAMEPEHUU W TPUHATHE PEIICHHS O COOTBETCTBYIOILIEM JieueHWHU. [larmentam (u
YXQXKHUBAIOUIMM 32 HUMH JIMLAMH) HEOOXOJIMMO HACTOSTENIbHO PEKOMEHJIOBaTh OOpaTHTHCS 3a
MOMOINBI0 K Bpadyy B CiIydae BO3HUKHOBEHHWS CHMIITOMOB CYHIUJAIBHOTO TIOBEACHHUS WIH
HaMEpEeHUH.

BHHOKDHHOHOFI/I‘ICCKI/IG HapvIICHUA

B cBs3u ¢ mHayknueil ¢epMeHTOB kapOamaszernuH MOKeT ocialisaTh TepaneBTHYecKuil 3¢ dext
NepOpaIbHBIX KOHTPALENTHUBOB, COAEP)KALUX SCTPOTE€Hbl W/Miu mporectepoH. I[lanueHTkam c
COXPAHEHHBIM  pENPONYKTHBHBIM IIOTEHLHAJIOM  CJIEIYyeT PEKOMEHAOBAaTH  HCIOJb30BaTh
albTepHAaTUBHBbIE METOABbl KOHTpAUENIMM BO BpeMs Tepanuu npenaparom. CooOmanocs o
BO3HUKHOBEHUU KPOBSHHUCTBIX BBIJCJIICHWN M3 BIArajulla B IEPUOJ MEXKIY MEHCTPYaLUsIMH IpU
OJIHOBPEMEHHOM IPUMEHEHHM IpernapaTa ¢ FOPMOHAJIBHBIMU KOHTpPALEITUBAMU (KPOBOTEUEHHUE
«IIPOpBIBAY).

BeDeMeHHOCTB U TTIAITMCHTKHU C COXPAaHCHHBIM PEIIPOAYKTUBHBIM ITOTCHIIMAJIOM

[TpumeHenne kapbamaszenuHa BO BpeMsi OEpEMEHHOCTH MOXKET ObITh CBSA3aHO C PHCKOM JUIS IO/
(cMm. pazzmen 4.6). [Ipumenenue npenapata npu O0EpeMEHHOCTH BO3MOXHO TOJBKO B TOM CIIydae, eClii
O’KH1aeMasl 10JIb3a ONPaB/IbIBAET MOTEHIIMAIbHBIE PUCKH.

BepeMeHHI)IX MAaMUEHTOK W MalUCHTOK C COXPaHCHHBIM PCOPOAYKTHBHBIM IMOTCHIIHAJIOM
He0o0X0IMMO B MOJTHOU Mepe UH(DOPMHUPOBATH O PUCKAX IS TUIO/A, CBSI3aHHBIX C MOTEHIIUATBHBIM
TepaTtoreHHbIM 3 (ekToM Kapbamaszenuna (cM. paszen 4.6).

[TanueHTKaM ¢ COXpaHEHHBIM PENPOAYKTHBHBIM MOTEHIMAJIOM CIEAYET HCIOJIb30BATh HAJEKHbBIE
METO/Ibl KOHTpALIETILIUK BO BpEMs Tepaluu U B T€UEHUE 2 HEAeNb MOcje MpueMa MocieHeil 1036l
npenapara (CM. oapasien « JHIOKPHHOJIOTHYECKHE HapYIICHUs», a TaKkoke pasaensl 4.5 u 4.6).

OnpenelieHre KOHIIEHTPAINY KapOaMa3enrHa B IIa3Me KPOBU
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KIMHUYECKOH 3(P(PEKTUBHOCTHIO WM TEPEHOCUMOCTHIO BECbMa HE3HAYMTEIbHA, TEM HE MeHee,
pErylisipHOE OIpeAeNieHue KOHIEHTpaluu KapOama3elnuHa MOXKeT ObITh 1eJecOo00pa3HbIM B
CIIEYIOIUX CUTYaLUsX: IPH PE3KOM MOBBILIEHUH YaCTOTHI IPUCTYIIOB, ISl TOT'O, YTOOBI IPOBEPUTD,
MIPUHUMAET JIU MalMeHT IpenapaT JOHKHBIM 00pa3oM; BO BpeMsi 0epeMEHHOCTH; IPH JICUCHUH JAeTel
WM TIOIPOCTKOB; TIPU MOI03PEHUH HA HAPYIICHHUS BCAChIBAaHUA KapOaMa3enuHa; Py Mo103pEHUH Ha
pa3BUTHE TOKCUYECKHMX PEaKLMil B cllydae, €CiIu MalMEeHT NPUHUMAET HECKOJBKO JIEKApCTBEHHBIX
CPEICTB.

IlageHus

Tepanust kapbama3zenuMHOM COMPOBOXKJANACh AaTaKCHUEW, TOJOBOKPYKEHHEM, COMHOJICHIIUEH,
TUIOTEH3UEeH, CIIyTaHHOCThIO CO3HAHMS, cenaiueil (cMm. paszgen 4.8), 4To MOXKET NPUBOAUTH K
MaaCHUsAM M, Kak CJIICACTBUC, ICPCIIOMaM HUJIKM APYIUM TpaBMaM. Yy MalMCHTOB C COMMYTCTBYHOIINMHU
3a00JIeBaHUSAMHU, COCTOSHUSAMHM, WU TMOITYYAIOIIUX OJHOBPEMEHHYIO MEIUKAMEHTO3HYIO TEparuio
npernapaTtamMi, KOTOpBIE MOTYT YCYI'YOJsiTh BbIIIEyKa3aHHbIE 3((EKTbI, clenyer peryispHo
OLICHMBATh PHUCK MaJIeHuH Ha (OoHEe ATUTEIBHON Tepanuy npenapaTom.

JInma moxxuioro Bospacra (65 Jjier u crapuie)

CrnenyeT ¢ 0OCTOPOKHOCTBIO IPUMEHSTH MPenapar y MOKWIbIX TALIUEHTOB, YUUTHIBAsI BO3MOKHOCTh
pa3BUTHUA JIEKApCTBEHHBIX B3aUMOJICUCTBUI u pa3InYHyIo (hapMaKOKHHETHUKY
MIPOTUBOSIMIICIITUYECKUX IIPENapaToB.

BcnoMorarenpHble BENIECTBA

JlaHHBIN JIeKapCTBEHHBIN Mpenapar colepkut MeHee 1 Mmounb (23 mr) Hatpus Ha 1 TabneTky, TO
€CTb, [10 CYTH, ""HE COAECPKUT HATPU".

4.5. BzaumojeiicTBue ¢ JAPYrHMH JIeKADCTBEHHBIMH TNpenapaTamMm W Jpyrue BHJbI
B3aUMO/IeHCTBUA

Huaruduropet MAO

Kapbamaszenun He pekoMeHAyeTCsl MPUMEHSTh OJHOBpeMeHHO ¢ uHruouropamu MAO. Ilepen
pUMeHeHHeM npenapata UHrHOuTopsl MAO NOKHBEI OBITH OTMEHEHBI, KAK MUHUMYM 32 2 HeJeNn
WJTU paHee, eCIIU TI03BOJISET KIIMHUYeCKas cutyarus (cMm. pazaen 4.3).

IIpenapartsl, Biusromme Ha aktuBsHocth CYP3A4

[uroxpom P4503A4 (CYP3A4) sBisieTcsi OCHOBHBIM H30(EPMEHTOM, O0ECICUMBAIOIIIM
oOpazoBanue kapbamazenunna-10,11-smokcuna (aktuBHOro Merabonuta). OJHOBpEMEHHOE
npuMeHeHne ¢ KapOamaszenuHoM wuHrHOMTOpa u3odepmenta CYP3A4 MoxeT mnpuBecTH K
MOBBIIIEHUIO KOHIIEHTpallUK KapbaMasenuHa B I1a3Me KpOoBH, UTO, B CBOIO OUEPE/Ib, MOXKET BBI3BATh
HeXenarenbHble peakiun. OJXHOBpEeMEHHOE NpUMEeHEeHHWe HHIYyKTopoB u3odepmenta CYP3A4
MOJKET NMPUBECTU K YCKOPEHMIO MeTabosin3Ma KapbamasenuHa M, TaKUM 00pa3oM, K BO3MOXKHOMY
CHIDKEHHIO €0 KOHIIEHTPAIMU B IJIa3Me KPOBH M, CJIEIOBATEIHHO, K BOZMOKHOMY YMEHBIIIEHUIO
BBIPQ)KEHHOCTH TepareBTU4ecKoro s¢¢ekra npenapara. OTMEHa OJHOBPEMEHHO MPUHUMAaEMBbIX
uHaykTopoB  m3opepmenta CYP3A4  moxer CHWXKATh  CKOPOCTh  OMOTpaHChOpMaruu
kapOama3enuHa, M, Kak CJIEICTBUE, NMPUBOJUTH K MOBBIIIEHUIO KOHIEHTpaluKu KapOamasenuHa B
1a3Me KpoBH.

KapOamazenun sBnsercs MouHbIM HHAYKTOpoM u3opepmenta CYP3A4 u apyrux ¢epMeHTHBIX
MEYEHOYHBIX CHCTEM IEepBOH M BTOpOH (a3pl MeTaboimm3Ma JIEKapCTBEHHBIX CpEACTB, W TIPU
OJTHOBPEMEHHOM TPUMEHEHUH C MpenaparaMmu, Metabonausupyoomumucs nzopepmenrom CYP3A4,
MOJKET BBI3BIBATH MHIYKIIHIO METa00JIM3Ma M CHM)KEHUE UX KOHIIEHTPAIMH B TJIa3Me KPOBH.
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MPOUCXOIUT TPH TOMOIIM MHUKPOCOMAJIBHON 3IMOKCUTHAPOJa3bl, MPUMEHEHUE KapOamaszenuHa
OJJTHOBPEMEHHO C HWHTHOMTOpAaMH MHUKPOCOMAJIbHOM SMOKCHUTHUAPOIA3bl MOXKET IPHBOAUTH K
MOBBIIICHUIO B IJIa3Me KPOBH KOHIIEHTpauuu kapoamaszenun-10,11-s3mokcuaa.

IIpemapathbl, KOTOPhIE MOTYT IOBBICHTE KOHIICHTPAIIHUEO KaD6aM336HI/IHa B IJIa3M€ KPpOBH

Ananveezupyrowue u Hecmepouonvlie NPOMUBOBOCHAIUMENbHbIE NEKAPCMEEHHbIE NPEnapamul.
nexkcrponpornokcuden, noynpodes;

Ilpomusoonyxonegvle npenapamsi (aHOpo2eH): NaHA30I;

Aumubuomuxu. maxponuonvie (HAIPUMEP, DPUTPOMUIIUH, TPOJICAHIOMHULIMH, JHKO3AMHUIIMH,
KJIAPUTPOMHMIIHH), ITATPOQIIOKCAIUH;

Aunmuodenpeccanmol:  BO3MOXHO, Je3UNpamMuH, (iayokcetuH, (ayBokcamMuH, Heda3zoa0H,
IIAPOKCETUH, TPA30J0H, BUIOKCA3HH;

Hpomueoanuﬂenmuqeacue npenapamsl. CTUPUIICHTOII, BI/IFa6anI/IH;

IIpomusocpubrosvie npenapamsi: TPOU3BOJAHBIE a30ja (HaIpUMeEp, UTPAKOHA30Jl, KETOKOHA30I,
(b1ykoHa30J, BOPUKOHA30). AJIbTEPHATUBHBIEC NMPOTUBOAMIIICIITUYECKHE MpenapaThl MOTYT OBITh
PEKOMEHIOBaHbI MaIlieHTaM, MOJYYaIOIIMM BOPUKOHA30JI UM UTPAKOHA30JT,

FBnoxamopul cucmamunosvix Ha-peyenmopos: tepdenanus;

Anmuncuxomudeckue npenapamul (Hetpoienmuxy): OJaH3aINH;
Ilpomueomybepkynesnvle npenapamoi: A30HAAZH]L;

IIpomueosupychuvle npenapamsi: ’HTUOUTOPHI poTea3sl BUY (Hanpumep, puToHaBUD);
IIpomusoenayxommule npenapamsl (UHeUOUMOPLL KAPOOAH2UOPA3HL): alleTa30JIaAMHU/T;

T'unomensuenwvie npenapamaol (6JZOKClm0pbl «MEOJICHHBIX ) Kajlvbyueevlx KCZHCLIZO6)I BCpalraMuii,
AUITHA3€CM,

IIpomusoszeennvie npenapamuol (UHSUOUMOPLL NPOMOHHOU NOMNBLL, OJIOKAMOPbI 2UCMAMUHO8bIX Ha-
peyenmopog): OMENpPa3ol, BOZMOXXHO, IIAMETU/TUH;

Muopenaxcanmuol: OKCUOYTUHUH, TaHTPOJICH;
Anmuazpecanmuvle npenapamol: TAKIONUANH;

/pyeue nexapcmeennvie npenapamsi u npooyKmsl numanus: Tpedn@pyToBeli COK, HUKOTHHAMUJ
(TOBKO B BBICOKHX J103aX).

[IpemapaTel, KOTOpBIE MOTYT MOBBICUTH KOHIIEHTpanuto kapbamazenuna-10,11-smokcuaa B mazme
KpPOBM: JIOKCAIlMH, KBETHANWH, NPUMMJIOH, NPOTabHJ, BaJbIIpOeBasi KUCIOTA, BaJTHOKTaAMH],
BaJIbIIPOMUJ U OpUBapaneTam.

ITockonbKy MOBBILIEHHE KOHLEHTpaluu kapOamaszenuna-10,11-smokcuaa B miaasmMe KpoBH MOXKET
INPpUBECTH K BO3HUKHOBCHUIO HCEXKCEIATCIBHBIX pCaKHI/Iﬁ (HaHpI/IMep, K TOJIOBOKPYXCHHIO,
COHJIMBOCTH, ATaKCHM, JUILIONUH), B 3THUX CUTYalMsIX CIEAYeT KOPPUIHMpOBAThH 03y MpenapaTa
W/WIIN PETYIISIPHO OTIPENIeNSITh KOHIIEHTpaIHio kKapbamazennHa-10,11-3mokcnaa B mra3me KpoBH (CM.
paznen 4.2).

HpenapaTm, KOTOPBIC MOTYT CHHMXAaTh KOHIICHTPAIIUIO Kap6aMa3ennHa B Ij1asMeE KpOBH

IIpomueosnunenmuyeckue npenapamol: pendamaT, ME3yKCUMHJI, OKCKapOa3enuH, GenobapOuTa,
¢dbencykcumua, GeHuTonH (BO W30€KaHME WHTOKCUKAIMU (EHUTOMHOM W BO3HHKHOBEHUS
cyOTepaneBTUYECKUX  KOHIIGHTpalMii  KapOamasenmuHa  pEeKOMEHJOBaHHAs  IJIa3MEHHas
KOHIIEHTpanus (EeHUTOMHA JOJDKHA OBITh HEe Ooyiee 13 MKr/mi 10 m00aBieHUsS K Tepanuu
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BO3MOXXHO, TAK)X€ KIIOHA3emaMm;
IIpomusoonyxonegvie npenapamvl: MACIIATAH WU TOKCOPYOUIINH;
IIpomueomybepkynesHvle npenapamsi: puGaMIUIIH;
Bponxoounamupyrowue npenapamoi: Te0OUILTAH, aMHHODUILIHH;
Ilpenapamul 015 1euenus yepesotl colnu (pemunoudst): N30TPETUHOWH,

pyeue nexapcmeennvie cpedcmea u npoOyKmuvl NUMAanus: PaCTUTEIbHBIC MPerapaThl, COJACPIKaIIne
3Bep00OOI TPOABIPSIBICHHBIMH.

IIpy OJHOBPEMEHHOM NPUMEHEHUHU C BBIIICYKa3aHHBIMHU IIperaparaMu MOXET IOTpeOOBaThCs
KOpPPEKLHUs J103bI KapOamMa3ernuHa.

Biusguune xkapOaMasennda Ha KOHIEHTPAIIMIO B IJIa3Me KPOBH IIPEapaToB, IPUMEHIEMBIX B KAUECTBE
OJIHOBPEMEHHOU TEpAIUN

IIpy OJHOBpEMEHHOM HPUMEHEHHH C KapOaMa3enmMHOM BO3MOYKHO CHMXKEHHME KOHLIEHTpPALMHM B
IJ1a3M€ KPOBH, YMEHBIICHUE WM J1a)Ke ITOJHOE NPEKPAILCHUE ACUCTBUS HEKOTOPBIX IIPENapaToB, B
CBSI3U C YEM CIJIEAYEeT YUUTHIBATh HEOOXOIUMOCTb KOPPEKIMHU J103bl HUKEYKa3aHHBIX IPEenapaToB B
COOTBETCTBUU C KJIMHUYECKHUMH PEKOMEHIALUSMMU:

— AHnanveezupyrowue u HecmepouoHbvle NPOMuUBOBOCHAIUMeNbHble npenapamol: OyrnpeHopduH,
METaJOH, TMapaneramMon (JUIMTeTbHOE NpPUMEHEHHWe KapbaMaszenmuHa W IapaieTraMolia
(atietamMmuHO)EHA) MOXKET MPUBECTH K PA3BUTHIO TeMaToTOKcHYecknX dddekToB), deHa3oH
(aHTUNUPHH), TPAMaOJ;

— Aumubuomuku epynnvl mempayukiuHa: TOKCUIUKINH, pudadyTHH;

— Aumuxoaeynaumel: AHTUKOATYJSIHTBI JUIS  TEPOPATBHOTO MPUMEHEHHs  (HAmpumep,
BapdapuH, (QEHIPOKYMOH, TUKYMapoJi, alleHOKyMapoJ, pUBapoKcadaH, naduratrpaH, anukcadaH,
s10Kcaban);

— Aumudenpeccanmol: OYNpPONMOH, LUTAJIONpaM, MHAHCEPHH, He(a3oJ0H, CEepTPaNIUH,
TPa30Jl0H, TPHUIMKINYCCKAE AHTUJICTIPECCAHTHl (MMHUIMPAMUH, AMUTPUNTHINH, HOPTPUITHIINH,
KJIOMUIIPAMUH);

- IIpomusopsommuvie npenapamul: aNperUTaHT;

— IIpomueosnunenmuueckue npenapamel: Kiobda3aMm, KJIOHa3enam, 3TOCyYKcuMuj, ¢endamar,
JAMOTPHUKUH, dCIMKapOa3enuH, OKCKapOa3enuH, MPUMHIOH, THaraOWuH, TOMMMapaT, BaJbIIpOEBast
KHCJIOTa, 30HM3aMuA. Bo wn30exaHue WHTOKCHUKAUM (EHUTOMHOM U BO3HUKHOBEHUS
CyOTepamneBTHYEeCKUX  KOHIGHTpanmuid  KapOamaszermnHa  PEKOMEHJOBaHHAas  IUTa3MEHHas
KOHIIEHTpalusi (EeHUTOMHA JO0JDKHA OBbITh He Oosiee 13 MKr/min 1o 1o0aBieHuss K Tepanuu
kapbamaszenuHa. MMerorcs cooOuieHust o ToM, 4To Ha (poHe mpueMa KapOama3enuHa KOHIIEHTpaIus
Me(pEHUTOMHA B TJIa3Me KPOBU MOXKET MOBBIIATHCA (B PEIKHUX CITydasix);

- Ilpomusocpudbrosvie  npenapamel:  UTPAKOHA30J, BOPUKOHA30J,  AJbTEPHATHBHbIE
MPOTUBOAMHUIIENTHYECKHE MpernapaTbl MOTYT OBITh PEKOMEHJIOBaHBI MAI[MEHTaM, MOIYYaOIIUM
BOPHUKOHA30J1 UJIM UTPAKOHA30JT;

- Aumueenvmunmmuuole npenapamal:. NMPA3UKBAHTCII, aJ'I6CH,Z[a30JI;

- IIpomusoonyxonesvie ~ npenapamo: UMaTUHUO, nukinodochamun, — JanaTuHUO,
TEMCHUPOJIUMYC;

- Aumuncuxomuyeckue  npenapamul  (Heupolenmuku):  KJIO3allMH, TaJoONEpUAON U
OpoMImepuI0y, OJTaH3aMH, KBETHANIWH, PUCTIEPHUJIOH, 3UIIPACHIOH, APUTTUIPA30J1, TATHIICPUIOH;
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CaKBUHABHP);
- Ankcuonumuueckue npenapamsi: annpa3ojaam, MU1a30J1aM;
- bponxoounamupyrowue npenapamei: Te0QUILIINH,

— Koumpayenmuenvie npenapamei: TOPMOHaJIbHbIE KOHTpAIENTHUBBI (HEOOXOIUM MOAOOP
QIbTEPHATUBHBIX METO/I0B KOHTPALICTILIUHN );

— Ilpenapamol 0na nevenus 3a001e8aHUlL  CEPOEUHO-COCYOUCMON cucmembl: OIOKaTOPbI
«MEJICHHBIX)» KaJIbIIMEBbIX KAHAJIOB TPYNIbl JUTHAPONMUPUAMHOB ((HEeToIUNuH), CHMBACTATHH,
aTOpBACTaTHH, JIOBACTATHH, [IEPUBACTATHH, UBAOPAJINH;

— Cepoeunbie 2nuKo3u0bl: TUTOKCHH,

— Imioxokopmukocmepouosl: IPETHA30IIOH, IEKCAMETa30H;

— Ilpenapamul 015 1euerus 3peKmunbHoU Ouc@yHKyuu: Taxanapur,

— HmmyrnooenpeccusHvle npenapampl: TAKIOCTIOPHUH, 9BEPOIIUMYC, TAKPOIUMYC, CHPOIHMYC;
— Ipenapamul 015 nevenus 3a001e6anUll WUMOBUOHOU JHcene3bl: TEBOTUPOKCUH HATPHUS.

— lpyeue nexapcmeenHbvle npenapamuvl U NPOOYKMbl NUMAHUA: TIPENAPAThI, COJEpIKalIie
ACTPOTECHBI H/HUIIH MTPOTE€CTEPOH.

KOM6I/IHaHI/II/I, KOTOPHBIC CIACAYCT ITPUHUMATh BO BHUMAHHC

HpI/I OAHOBPEMCHHOM IMPUMCHCHUHN Kap6aMa3eHI/IHa C JICBCTUPALCTAMOM B OTACJIBHBIX ClIydasaX
OTMCYAJIOCH YCHIICHUE TOKCHYCECKOI'O ﬂeﬁCTBHH Kap6aMa3enHHa.

H3BecTHBI COO6HICHI/I$[ 00 YCUJIICHUH I'€IIaTOTOKCUYHOCTH, BBI3BAHHOM HU30HHUA3UI0M, B TCX CIy4asix,
Korjga OH IMpUMCHAJICA OAHOBPEMCHHO C Kap6aMa3eHI/IHOM.

KomOnHupoBaHHOE TpuUMeHEeHHE KapOamasennHa W JUTHA WM METOKJIONpaMHIa, a TaKkkKe
KapOaMasenrHa U HeHPOJICNTUYECKUX CPEACTB (rajonepuaoia, THOPHIa3HHA) MOXKET MPUBECTU K
MOBBIIIEHUIO YacTOTHl HEKEJAaTelIbHBIX HEBPOJOTHUECKUX peakuuil (B ciydae TMocieaHen
KOMOMHAIMM — Jlake MPH TeparneBTUYECKUX KOHIEHTpALUAX JACHCTBYIOIIUX BELIECTB B IUIa3Me
KpPOBH).

OnHOBpeMEHHOE TpHMEHEHHEe KapOaMa3zenmuHa € HEKOTOPBIMH JIUYPETHMUYECKHMMHM IperapaTramu
(TUapOXJIOPOTHA3UIOM, PYPOCEMUIOM) MOXKET MIPUBOAUTH K TUIIOHATPUEMHUH, COITPOBOK TAIOLIEICS
KIIMHUYECKUMU IIPOSBIICHUAMU.

KapbamaszenuH MoKeT HpOSBISATh aHTArOHU3M JIEHCTBUIO HEIEHOJSPU3YIOIIUX MHUOPEIAKCAHTOB
(HampuMep, MaHKypoHHs Opomuza). B cimyuae mpuMeHeHHs TakoH KOMOWHAIMM JIEKapCTBEHHBIX
CPEICTB MOKET BO3HUKHYTh HEOOXOJUMOCTb B IOBBIIMIEHHWU J03bl YKA3aHHBIX MHOPEIAKCAHTOB;
ClIeyeT TIIATeNbHO HaOMIo/aTh MAaIMEeHTa, TaK Kak BO3MOXKHO Ooiyiee OBICTpOE, YeM OKUAAJIOCH,
MpeKpaleHue IeHCTBUS MUOPEIaKCAHTOB.

Coobmanoch 0 BO3HMKHOBEHMM KpPOBSHHCTBIX BBIIEIEHUH U3 BIarajivila B IEPUOA MEXAY
MEHCTpyalusIMM  [pH  OAHOBPEMEHHOM  IPUMEHEHUM TIpenapara ¢ T'OPMOHaJIbHBIMU
KOHTpaleNnTuBaMH (KPOBOTEUEHHE «IIpOPBIBay). [IpenapaTt MoxxeT cCHUXKaTh 3((HeKT TOPMOHATBHBIX
KOHTPALIETITUBOB BCJIEICTBUE MHAYKIIMU MUKPOCOMAJIbHBIX (DEPMEHTOB MEUYEHHU.

Kap6aMasen1/IH, TaK K€, KaKk U APYIruc€ NCUXOTPOIIHBIC CPCACTBA, MOKCT CHUXXATh NCPCHOCHUMOCTD
ajKoroJs. B ¢cBsa3u ¢ aTUM PEKOMECHAYCTCA OTKA3aThbCA OT yl'IOTpe6J'IeHI/I$I aJIKOroJis.

OpHOBpeMEHHOE NPUMEHEHHE KapOaMas3elnmnHa W MPSMBIX aHTHKOAryJIsSHTOB JAJs MpHUeMa BHYTPh

(manpumep, puBapokcabaH, gaburatpaH, amukcadaH, HA0KcabaH) MOXET MPUBECTH K CHIKCHHUIO

KOHIIEHTPAIIUU MIePOPATIbHOTO aHTUKOATYJISIHTA MPSMOTO ACUCTBUS B IJIa3Me KPOBHU, YTO MPUBOJUT

K PHCKY pa3BUTHS TpoMOo3a. Takum oOpa3oM, pu HEOOXOAMMOCTH OJJTHOBPEMEHHOTO TTPUMEHEHUS
12
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BansHue Ha cepoOTHYESCKUE HCCIICAOBAHNS

KapbamasenuH MOXET MNPUBOAUTH K JIOKHONOJOXKUTEIBHOMY PE3yJbTaTy ONpEIesICHUs
KOHIIEHTpaluu nepdeHasruHa MeTo10M BbICOKOI(PPEKTUBHOM KUIKOCTHON XpoMaTorpadpuu.

Kapbamazenun u 10,11-3mokcua kapbamasenuHa MOTYT NPUBECTH K JIOXKHOIOJIOKHUTEIBHOMY
pe3yabTaTy  ONpEeAeNeHHs KOHLEHTPAlUMM TPHULMKIMYECKOTO aHTUAENpPEcCaHTa  MEeTOJOM
HOJISIPU3ALMOHHOTO (PJIyOPECLIEHTHOTO UMMYHOAHAIIN3A.

4.6. ®epTUIBLHOCTH, 0EPEMEHHOCTDH U JIAKTALMS

>KCHIJ_[I/IHLI C ACTOPOAHBIM IMOTCHIINMAJIOM ( KOHTpalucCHIuAa y MY>XYHH U )KeHH_II/IH)

[TanmenTKaM ¢ COXpaHEHHBIM PENPOAYKTHBHBIM ITOTCHIMAIOM CJIENYET MCIOIb30BaTh HaJEIKHBIC
METO/Ibl KOHTpALENIMK BO BPEMSI TEPAIIUU U B TEUEHUE 2-X HEMAEIb II0CIE PUeMa IOCIEAHEN 03Bl
kapOamaszenusa. B cBsi3u ¢ MHIyKIMEeH MUKPOCOMAIbHBIX (PEPMEHTOB MEYeHU KapOaMa3enuH MOXKET
0CHa0NIATh TepaeBTHYECKHH A(P(PEKT TOPMOHAIBHBIX KOHTPALCITHBHBIX MPENapaToB, COACPIKALIIX
ACTPOreHbl W/MaM mporectepoH (cMm. pasznensl 4.4 u 4.5). IlanueHTkamM ¢ COXpaHEHHBIM
PENpPONYKTUBHBIM IIOTEHIIMAIIOM CJIEAYET PEKOMEHA0BATh UCIIOJIb30BATh AJIbTEPHATUBHBIE METObI
KOHTpALEeNLUU BO BpeMs Tepanuu KapOoaMa3zernuHOM.

bepemeHHOCTH

Pe3zome puckos

Kapbamaszenun ObICTPO NPOHHUKAET uYepe3 I'eMaToIUIalleHTapHbI Oapbep, U OOHapYyX HUBaeTCs B
BBICOKMX KOHIIEHTPALUAX B TKAHAX IUI0/1a, OCOOCHHO B I€YEHU U ITOYKAX.

JleTr MANMEeHTOK C SMUJICTICHEH Yalie APYruX MpPeIpacioiokeHbl K BOSHUKHOBEHHIO HAPYIICHU
pa3BUTHsL, B TOM YHCJIE, BPOXKICHHBIX MOPOKOB. HeCMOTpsi Ha HETOCTATOYHOCTH yOEAUTENbHBIX
JTaHHBIX KOHTPOJIUPYEMBIX HCCICIOBAHUN O HAIWYUH IMPUYNHHO-CIICJACTBEHHOW CBSI3M JaHHBIX
HApYIICHUII ¢ MOHOTepamuell kapOaMa3enmuHOM y MaTepu, Ha (OHEe NPHMEHEHHs Mpenapara
3aperuCTPUPOBAHBI COOOIICHHUS O CIydYasx BPOXICHHBIX 3a00JE€BaHUN W IOPOKOB Pa3BUTHS,
BKJIOYAsl He3apalleHUe ay)KeK MO3BOHKOB (Spina bifida) u apyrux BpokKICHHBIX aHOMAJHIA:
1e(heKTOB PA3BUTHUS YEPETHO-THUIEBBIX CTPYKTYP, CEPACUHO-COCYIUCTOM U APYTUX CHCTEM OPTaHOB,
TUTIOCTIA/IUH.

ITo nanHpiM CeBepoamMepUKaHCKOTO perucrpa 0epeMeHHOCTEH, YacToTa rpyObIX IOPOKOB Pa3BUTHSI,
OTHOCSAILIMXCS K CTPYKTYPHBIM aHOMAIIUSM, TPEOYIOIIUM XUPYpPrUYecKor, MeIMKaMEHTO3HOU WU
KOCMETHYECKON KOPPEKIMH, JWarHOCTUPOBAHHBIX B TeueHue 12 Henenb INOCIe POXKACHUS,
coctaBimsia 3,0 % y marepeil, MpUHUMABIIMX B MEPBOM TpUMecTpe KapOama3enuH B KadyecTBE
MoHoTepanuu, U 1,1 % y marepell, He NPUHHUMABIIUX KAKUX-TUOO MPOTHUBOIMUIEITUYECKUX
IIpENnapaToB.

CooOmanoch 0 HapylLIEHHUSX pPa3BUTHS HEPBHON CHUCTEMBI y JI€TeH, POXKACHHBIX OT KEHUIUH C
SMUJIENCHEN, TMOJNyyaBIIMX KapOaMas3enuH OTAEIbHO MIM B KOMOMHAIMM C  JIPYTUMH
MPOTUBOAMIIENTHYECKUMU TIpernapaTaMu BO BpeMsi OepeMeHHocTU. VccnenoBanus, CBsI3aHHBIE C
PUCKOM HapylICHUH pa3BUTHs HEPBHOM CHCTEMBI y JeTel, MOoTy4yaBIINX KapOama3enuH BO BpeMs
OepeMEeHHOCTH, MPOTUBOPEUUBBI, U PUCK HEJb351 UCKIIOUHTD.

Knunuueckoe 3snauenue
Crnenyet ¢ 0c000i OCTOPOKHOCTHIO MPUMEHSTH MpenapaT y 6epeMeHHbIX KEeHILUH C SMUJIeTICUEH.
IIpy HEOOXOOMMOCTH NPUMEHEHHUs Ipernapara y OEpeMEeHHBIX, a TakXKe B TOM CIllyyae, ecid

OepeMEeHHOCTh AMArHOCTUPOBaHA BO BpeMsl NMPUMEHEHUs Mpernapara, WM NalueHTKa IUIaHupyeT
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pHcKa, 0cOOEHHO B IEPBOM TPUMECTpE OEpPEeMEHHOCTH.

[Tpu mocratoyHOW KIMHUYECKOH 3((EKTUBHOCTH Y MAIMEHTOK C COXPAHEHHBIM PEMPOAYKTHBHBIM
MOTCHIIMAJIOM TIpernapar cleAyeT NPUMEHATh B MOHOTEpANWU, TaK KaK dYacToTa pPa3BUTHUS
BPOXJICHHBIX AHOMAJMH IJI0Ja TPH TNPUMEHEHUH KOMOWHHPOBAHHOW MPOTHUBOSMMICITHUECKON
TEpamuy BBIIIE, YeM MPU MOHOTEPANHUU aHHBIMU TpenaparaMu. B 3aBUCUMOCTH OT Iperaparos,
BXOJISIIIIUX B COCTaB KOMOMHHPOBAHHOW TEPAIlUK, PHCK Pa3BUTHS BPOXKICHHBIX IMOPOKOB MOXKET
MOBBIIIATHCS, 0COOECHHO MPH T00ABICHUU K TePaIluy BAIBIIPOATA.

Kapbamazenun crienyer mnNpuMeHSTh B MHHUMajibHOW 3ddexTuBHOM n03e. Pekomenmyercs
pPEryJIpHBIM  KOHTPOJb KOHLIEHTpAlMM JIEHCTBYIOIIEIO BellecTBA B IulasmMe Kposu. Ilpu
3¢(HEeKTUBHOM NPOTHUBOCYIOPOKHOM KOHTpoJie y OepeMeHHOHW cieayeT MOoIJIep>KUBATh
MUHHMAaJIbHYIO KOHIIEHTpalHI0 KapOamas3enuHa B IUIa3Me KPOBH (TepameBTUYECKUN TUamna3oH 4—
12 MKr/mit), TOCKONBKY CYIIECTBYIOT COOOIIEHHSI O BO3MOXKHOCTH JI0303aBHCHUMOCTH pHCKa
Pa3BUTHS BPOXKIEHHBIX IOPOKOB (HaIpUMep, 4acTOTa Pa3BUTHSI IOPOKOB Pa3BUTHSI IIPU IPUMEHEHUH
no03bl MeHee 400 Mr B CyTKH ObLIa HUXKE, YEM MPU IPUMEHEHUHU 00siee BHICOKUX J103).

[TaneHTKN TOIDKHBI OBITh HH(MOPMUPOBAHBI O BO3MOXXHOCTH YBEIMUYCHHS PUCKA BO3HUKHOBEHUS
IIOPOKOB PA3BUTHUSA U O HEOOXOAMMOCTH IPOBEIEHUS, B CBSA3U C 3TUM, aHTEHATAJIbHON IMAarHOCTUKH.

Bo Bpemst OepeMeHHOCTH HE cIeyeT MpephiBaTh 3(P(HEKTUBHOE MPOTUBOIIMICTITHYECKOE JICUCHHE,
IIOCKOJIbKY IIPOrpeccupoBaHue 3a00JIeBaHUs MOXKET OKa3bIBaTh OTPULATEIbHOE BIMSHUE HA MaTh U
IO,

Koumpone u npogpunaxmuxa

W3BecTHO, 9TO BO BpeMsi OEpEMEHHOCTH pa3BUBaeTCs AeuuT GonreBoit kucaorel. Coodmanocs o
TOM, YTO MPOTUBOSNMIEHNTHYECKHE IpenapaTbl yCWIMBAIOT 3TOT JePUIUT. DTO MOXKET
CIIOCOOCTBOBATh YBEIIMYCHUIO YACTOTHI BPOXKICHHBIX AE(PEKTOB Yy ETE, pOSKIAIOIIUXCS Y )KEHIIINH,
IIPUHUMAIOIINX MPOTUBOAIMWICITUYECKUE CPEACTBA. B CBA3M ¢ BBIIIECKAa3aHHBIM J0 U BO BpeMs
0epeMEeHHOCTH PEKOMEHIYeTCsI IOTTOTHUTENbHBIN pueM (DOoTMeBOi KUCIOTHI.

C 11(SA18:310) HpO(I)I/IJ'IaKTI/IKI/I MOBBIIICHHOMH KpPOBOTOUYUBOCTH Y HOBOPOXICHHBIX JKCHIIMHAM B

MOCIICHIE HEJIeIN OCPEMEHHOCTH, a TAKXKE Y HOBOPOXKICHHBIX PEKOMEHTYETCS IIPUMEHSATH BUTAMUH
Ki.

JlakTarms

Hoeopooicoennvie

OnucaHo HECKOJbKO CIIy4aeB OSMWIENTUYECKHX TMPUCTYNOB W/WIM YIHETEHHUS JbIXaHUSA Y
HOBOPOJKJCHHBIX, MaTepud KOTOpPBIX MPUHUMAIM I[pernaparT OJHOBPEMEHHO C JApPYTUMHU
IIPOTUBOCYJOPOKHBIMH cpeacTBamMu. Kpome Toro, cooOuianoch Takke O HECKOJBKHUX CIydasx
PBOTHI, JUAped W/WIM TUMOTPO(UU Yy HOBOPOXKJIEHHBIX, MAT€pPH KOTOPBHIX MOJydYald Mpernapar.
Bo3MoXHO, 3TH peakuy NpeACTaBIsAi0T OO0 MPOSIBIEHUS CUHAPOMA OTMEHBI Y HOBOPOKIEHHBIX.

Jloxnunuyeckue oanHwvlie

ITo 0000111eHHBIM JAHHBIM Pa3IMYHbIX TOKIMHUUYECKUX UCCIIEI0OBAaHUH Y )KUBOTHBIX (MBIIIH, KPBICHI,
KPOJIMKH) MIPU IPUMEHEHUH B /103aX, COOTBETCTBYIOIMX TPUMEHSAEMBIM Yy YeIOBeKa, KapOama3enuH
o0yaaeT HU3KUM TE€PATOT€HHBIM MMOTEHIIMAJIOM UM HE 00J1a/1aeT TaKoBBIM BoBce. OTHAKO, TaHHBIX
JOKIMHUYECKUX UCCIIEIOBaHUH 0Ka3aJI0Ch HEIOCTATOYHO [T MCKIIFOUEHHS TepaToreHHoro s dexra
kapbamaszenuHa. B uccienoBaHuM penpoayKTUBHON TOKCHYHOCTH IpU NMPUMEHEHHH Iperapara y
KOPMSIIIMX KpbIC B J03€¢ 192 MI/KI B CyTKM OTMEYEHO 3aMeUIeHHe NPUOaBKM Macchl Tela y
ITOTOMCTBA.

I'pyonoe eckapmausanue
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Kapbamazenun npoHHKaeT B T'PyJHOE MOJIOKO, TJE |ero KOHL@&I%;EFBIF&CJ&QM —25 T6'0' l%— :UT

COOTBETCTBYET SKCTIEPTHOMY OTHETY

KOHIICHTPALMU B TUIa3Me KPOBH. B CBSA3M C BbIlIECKa3aHHBIM, IPU HEOOXOJMMOCTH MPUMEHEHUS
mpernapara B IE€PUOJ T'PYyIHOTO BCKApMIIMBAHMS ClELyeT TINATEIBHO OLICHUTH COOTHOILICHHE
OKMJIa€MOM TIOJb3bl €CTECTBEHHOI'O BCKAPMIIMBAHMS K BO3MOXKHOMY PHUCKY pa3sBUTHUSA
HEe)XeJaTeNbHbIX peakiuil npenapata. HeoOxoaumo HabmogaTh HOBOPOXKAECHHBIX, MOIYYarOLIUX
IPYAHOE MOJIOKO, C IIEJIbI0 KaK MOXKHO OoJyiee paHHEW NMarHOCTUKM HEXKEIAaTENIbHBIX PeakKIui
(HarpuMep, BBIPAKEHHOH COHJIMBOCTH, AJUIEPTUYECKUX KOXKHBIX peakuuil). Y HOBOPOKIECHHBIX,
KOTOpBIE TMOJydald KapOaMa3enmuH aHTEHATaJbHO WM C TPYAHBIM MOJIOKOM ONHMCAaHBI CIy4au
XO0JIECTaTMYECKOIO T€NaTUTa, B CBA3U C YEM ClIeAyeT HAOMI0JaTh TAKMX HOBOPOKIACHHBIX C LEIIBIO
KaK MOXKHO OoJiee paHHEH JMAarHOCTUKM HEKENAaTeNbHBIX PEaKIUH CO CTOPOHBI TeNaTOOMIHapHON
CUCTEMBI.

DepTiIbHOCTD

3aperucTpupoBaHbl OYEHb PEIKHUE COOOUICHHS O CHWXKEHHU MYXKCKOM (epTHIbHOCTH W/WiIn
HapyLIEHUH CIIEPMATOTeHE3a.

4.7. BiusiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBLIMH CpeACTBAMHM M padorarh ¢
MeXaHHu3MaMu

Cnoco6HocTh manuenta, npunumMaromero npenapat KAPBAMASEIIMH BEJI®APM, k 6vicTpoit
peakiuu, OCOOCHHO B Hayaje Tepanmuu WIA B TEPHOJ MOA00pa J03bI, MOKET OBITh HapylleHa
BCJIE/ICTBHE KaK caMoro 3a0olieBaHus (HampuMep, CyJ0por), TaK U BCIEICTBHE BO3HUKHOBEHUS
HEXENATeNIbHBIX PEaKluid, TaKuX KakK, TOJIOBOKPY>KEHHE, COHJIMBOCTh, AaTaKCHsl, IUILIIONHS,
HapylIeHHE aKKOMOJIAllMU U HapyllleHue 3penus. [lanuenty cienyer co0aroaaTh OCTOPOKHOCTh PU
YIPaBJICHUHU TPAHCIIOPTHBIMH CPEJCTBAMU U MEXaHU3MaMHU.

4.8. HexenaTelbHbIE peaKkIuU

Pesrome HDOd)I/IJIﬂ 0€30IaCHOCTHU

Omnpenenennble BuAbl HexenaTenbHbIX peakuui (HP), Hampumep, co CTOpPOHBI IEHTpalbHOM
HepBHoi cuctembl (IJHC) (romoBokpykeHue, TojoBHasi OOJb, aTakCHs, COHJIMBOCTb, YYBCTBO
yCTaJOCTH, AUILIONHUS), CO CTOPOHBI JKETyJOYHO-KUIIEYHOTO TpakTa (TOIIHOTA, PBOTA), a TaKKe
QJIJIEPTUYECKHE KOXKHbIE pEeaklM{, BCTPEYAIOTCS OYEHb YacTO WM 4acTo, OCOOEHHO B Hadaje
JIeYeHU S TPerapaToM, WM MIPHU MPUEME YpE3MEPHO BBICOKOW NIEPBOHAUATILHOM J103bI NTpenapara, uin
TIPU JICUEHUHU TIOKIIIBIX MTAIIHEHTOB.

Jlozo3aBucumble HP 00bIUHO pa3pematoTcsi B T€UEHHE HECKOJIBKUX JTHEH, KaK CIIOHTAHHO, TaK U
II0CJIE BPEMEHHOI'O CHWXKEHMS J103bI IpernapaTta. PasBuTHe HeEXelaTenbHbIX PEaklHi CO CTOPOHBI
ITHC MoxxeT OBITh CIEICTBHEM OTHOCUTENIBHOW MEpPEeIO3MPOBKHU MPENapaToM MM 3HAYMTEIbHBIX
KoJjeOaHUi KOHILIEHTpallMM JEeMCTBYIOLIEro BeIllecTBa B IIa3Me€ KpoBH. B Takux ciyyasx
PEKOMEHIYEeTCsl KOHTPOJIUPOBATh KOHIEHTPALUIO JEHCTBYIOLIErO BEIIECTBA B IUIa3Me KPOBHU.

Pe3roMe HexenaTeabHBIX DEAKIINI

HexenarenbHble peakiuu MPeACTABICHbI B COOTBETCTBUU C IOPAKEHUEM OPTaHOB U CUCTEM OPTaHOB
B TIOCJIEIOBATEILHOCTH MEIUIIMHCKOTO CJIOBAps IS HOPMATHUBHO-TIPABOBOM  JEATEIHLHOCTH
(MedDRA). UYacrtora BO3HHUKHOBCHHS ONpEACISUIaCh B COOTBETCTBUU CO  CICIYIOUIMMH
KaTeTOPHSIMU:

oueHsb vacto (>1/10);
gacto (=1/100, o <1/10);
HeyacTo (>1/1000, Ho <1/100);
penko (>1/10000, vHo <1/1000);
15
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oueHb peako (<1/10000);

COOTBETCTBYET ZKCNEPTHOMY OTUETY

qJaCToTa HEU3BCCTHA (Ha OCHOBAaHHHU UMCIOIIUXCA AJAaHHBIX OLICHUTH HGBOSMO)KHO).

Hapywenus co cmoponst kposu u aumgpamuveckoi cucmemvl. O4€Hb YACTO — JICUKOTICHUS; YaCTO —
TPOMOOIMTONICHUS, J03UHO(PHIINS;, PEIKO — JEHKOIMUTO3, IUMQAJCHONATHS, OYECHb PEIKO —
arpaHyJIOLUTO3, aIJIACTUYECKass aHEeMHs, NAHIUTONCHUS, WUCTUHHAS SPUTPOIMTApHAs arljia3us,
aHeMusl, Meraio0JlacTHAas aHeMHUs, PETUKYJIOLUTO3, TeMOJIMTHYEeCKas aHemus. Bo Bpems mpuema
rpernapara MOXET Pa3BUThCS arpaHyJIONUTO3 U arutacTuueckas aHemus. OIHaKoO, B CBSA3U C TEM, UTO
3T COCTOSIHUSI BO3HUKAIOT OYEHb PEIKO, TPYAHO JaTh KOJIMYECTBEHHYIO OIICHKY pPHCKa HX
BO3HUKHOBEHHMsI. MI3BECTHO, YTO CyMMAapHBIN PUCK Pa3BUTHS arpaHyJIONNUTO3a B OOIIEH MOMYJISAIINH,
HE TOJTy4aBIIeH JeUeHus], COCTaBisAeT 4,7 ciiydaeB Ha | MIIH. HaceleHuUs B TOJ, a allaCTUYeCKOU
anemuu — 2,0 ciydast Ha | MJIH. HacelIeHus B TO/I.

Hapywenus co cmoponbt uMmMyHHOU cucmembsl. PEAKO — MOJIMOPTraHHas TUIIEPUYYBCTBUTEIBHOCTD
3aMEJYICHHOTO THUIIA C JIMXOPAJIKON, KOXKHBIMU BBICBHIIIAHUSIMHU, BAaCKYJIUTOM, JUMQaaeHONaTHEewn,
MCEeBIOMUMGPOMON, apTpalTHel, JeWKOoNeHueH, Do3WHO(IINEH, TenarocIUICHOMEraliued u
W3MEHEHHBIMH TOKa3aTeNsIMU (DYHKIUU TEYCHU U JECTPYKIUEH BHYTPUIICUCHOUHBIX KEITYHBIX
IIPOTOKOB € YMCHBIICHHEM HX 4YHC]IA (YKa?,aHHI)IC IMPOSABJICHUA BCTPCUYAKOTCA B PaA3JIUMYHBIX
KOMOMHaImsx). Moryr Takke BOBJIEKATbCsl Jpyrue oOpraHbl (Hampumep, JerKue, IOYKH,
MOJDKETYI0YHAS JKeJle3a, MHOKAp/, TOJICTasl KUIKa); OYCHb PEIKO — aHa(UIAKTHIECKas peaKius,
AHTHMOHEBPOTUYECKHI OTEK, THIIOraMMario0yInHeMusl.

[Ipy BO3HUKHOBEHHH YKa3aHHBIX BBIIIE PEAKIIMI TMOBBIIMICHHOW YyBCTBUTEIBHOCTH MPUMEHEHHE
npernapara JI0JKHO OBbITh IPEKPAICHO.

OHOOKpUHHble HapyuleHus. YacTO — OTEKH, 3aJep)KKa >KUJKOCTH, YBEIMYEHHUE MAacChl Tela,
TUIMOHATPUEMHUS U CHUKEHHE OCMOJISIPHOCTH KPOBU BcleAcTBHE d(dexTa, CXOIHOTO C EeHCTBUEM
AHTUIUYPETUYECKOTO TOPMOHA, YTO B PEAKUX CIydasx MPUBOJUT K BOJHOM HMHTOKCHKAIIUU
(TMUTIOHATPUEMUH pPa3BEICHHUs), COMPOBOXKAAIOLICHCS JieTapruelf, pBOTOM, TOJOBHOW OOJIbIO,
JIe30pUEHTAIIMEN U HEBPOJIOTUUECKIUMU HAPYIICHUSIMU; OYEHBb PEJIKO — FJIaKTOpesi, TMHEKOMACTHS.

Hapywenus memabonruzma u numarnus. penko — AeuIuT (HoIUeBON KUCIOTHI, CHIYKEHHUE alllleTUTa,
OYE€Hb PENIKO — OCTpas nopdupus (ocTpasi UHTEPMUTTUPYIOLIAs TOP(UPHUS U CMEIIaHHas TOpPUpPHUs),
HeocTpas mophupus (MO3AHsIS KOKHAS TOPHUPHS).

Icuxuueckue Hapywenus: PeIKO — TAJUTIOUMHAIUU (3pUTENIbHBIE WJIM CIYXOBBIE), JENpeccHus,
arpeccusi, 0€CIIOKOWCTBO, aKUTAIHS, CITyTAHHOCTh CO3HAHUS; OUE€Hb PEJIKO — aKTUBAIIHSI IICUX03a.

Hapywenus co cmoponbl HepeHou cucmembvl. OYEHb YacTO — aTaKChs, TIOJOBOKPYKEHUE,
COMHOJICHIIUS; 4YacTO — JUIUIONHUSA, TOJIOBHas O0JIb; HEYAaCTO — aHOMAJIbHblE HEMPOM3BOJIbHBIE
JBUKEHMSI (HalpUMep, TPEMOP, «ITOPXAIOLIU» TPeMOp (aCTEpUKCHUC), MBIILIEYHAs TUCTOHUS, THK),
HUCTAarM; peIKo — IUCKHUHE3Ms, TJIa30/BUIaTENIbHBIE HApYIICHMs, HApyLIEHUs pedd (Harmpumep,
IU3apTpusi, HEBHATHAS pEub), XOpEoaTeTo3, nepudepuyeckas HeWporaTus, Napecres3us, Mapes;
OUEHb PEAKO — 3JI0KAaUYECTBEHHBIM HEHPOJIENTUYECKUI CUHAPOM, ACENTHYECKUH MEHHHIUT C
MHUOKJIOHYCOM U nepudepruueckoil 303MHO(UINEH, JUCTEB3USL.

Hapywenusa co cmopousl opeana spenus. 4acTo — HapyILIEHWE aKKOMOJAIUH (B T.4. HEYETKOCTb
3peHusl); OYeHb PEAKO — MIOMYTHEHHUE XPyCTaINKa, KOHbIOHKTUBUT.

Hapywenus co cmoponuvl opeana ciyxa u nabupunma:. oO4eHb PEKO — PacCTpOMCTBa ciyxa, B T.U.
ITyM B yIIaX, TUTIEPAKy3Hsl, TUTIOAKY3Hsl, '3MEHEHHUS BOCTIPUATHS BBICOTHI 3BYKA.

Hapywenus co cmoponuvl cepoya. peako — HapylIeHHe BHYTPHUCEPACYHON MPOBOJUMOCTH; OUEHb
peIKO — apuTMHs, aTPUOBEHTPUKYJSpHas OJoKaza ¢ OOMOPOKOM, OpaauKapausi, XpOHHYECKas
cepieyHast HeI0CTaTOYHOCTh, 0OOCTPEHHE UIIEMUYECKOM 00JIe3HH cepa.
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PelKO — MUPKYIATOPHBINA KoJutarc, TpoMOodaeOuT, Tpom603MO0nus (Hanpumep, TpoMO0IMOOTHS
JIETOYHOM apTepuH).

Hapywenus co cmoponsl 0bixamenbHOU cucmembyl, Op2aHo8 pyOHOL KIemKU U Cpe0oCmenUs. O9eHb
pPEAKO — peaklMH TUNEPYYBCTBUTEIBHOCTH, XapaKTEePHU3YIOIIUECs JIUXOPAIKOH, OIBIIIKOM,
IMHEBMOHHUTOM WJIM ITHEBMOHUEH.

Hapywenus co cmoponbl sceny0oyHo-Kuueuno2o mpakma. O4eHb 4acTO — TOIIHOTA, PBOTA; 4YaCTO —
CYXOCTh BO PTy; HEYAaCTO — Juapes, 3alop; PeaKko — OOJib B JKUBOTE; OYCHb PEAKO — IIJIOCCHT,
CTOMATHT, ITAHKPEATHUT.

Hapymesz CO CMOPOHbL ne4ernu u 9fC€]Z’£€6bl€00flu,{Mx nymeﬁ: PECAKO — I'€aTUT XOJCCTATUYICCKOIO,
MMapCHXUMATO3HOI'O (FeHaTOHCHHIOJIHpHOFO) niIn CMCHIaHHOTI'O THIIA, JECTPYKIUA
BHYTPUIICUCHOYHBIX JKXC/IYHBIX HNPOTOKOB C YMCHBIICHHCM HX YHCJIA, KCITyXad, OUYCHb PCAKO —
MEYCHOYHAaA HEAJOCTATOUYHOCTD, I'PAHYJIEMATO3HOC IMMOPAXKCHUEC IICYCHU.

Hapywenus co cmoponsl Kodcu u NOOKOJCHBIX MKaHell: 04eHb 4aCcTO — KPAITUBHULA, KOTOPAst MOXKET
OBITH TSDKENIOW, aIepru4ecKuil JepMaTUT, HeYacTo — OSKC(POJIMATHUBHBIA AEPMATHT; PEAKO —
CUCTEMHas KpacHas BOJIYaHKa, KOXHBIM 3yJ; OueHb peaxo — cuHapoMm CrtueHca-/[oHcoHa (B
HEKOTOPBIX CTpaHaX A3WHM KIaCCH(PHUIUPOBAH KaK «PEAKO»), TOKCHYECKHH SHHICpMalbHBIHI
Hekponn3 (cuHzapom Jlaiiemna), peakimuu (QOTOCEHCHOMIM3AaWH, MHOTO(QOpPMHAsi >pUTEMA,
y3JI0BaTasi 3pUTEMa, HApYyLICHUS MUTMEHTAIlMU KOXXH, IypIypa, aKkHe, TUIEePruapo3, AJIONEIHs,
TUPCYTHU3M.

Hapywenus co cmopoHvl mbluieuHol, KOCMHOU U COCOUHUMENbHOU MKAHU: PEIKO — MbIIIeUHas
CJ1a00CTh; OYEHb PEIKO — HAPYIICHHWE KOCTHOTO MeTa0oIn3Ma (CHIDKCHUE COICPKAHUS KAIBIHS U
25-TuapoKcu-xoeKanbiudeposia B mia3Me KpoBU, MPUBOJSAIIEE K OCTEOMAISALIUN/OCTEONOPO3Y),
apTpaTus, MUAITHS U MBIIICYHBIN CIIa3M.

Hapywenus co  cmoponbl  nouek U MOYeBblGOOAWUX  nymel:.  OYEHb  PEIKO  —
TyOyJOUHTEPCTUIIMATBHBIA HEPPUT, MOYeyHasi HEIOCTaTOYHOCTh, HapylieHHe (QYHKIUH MOYEK
(HampuMep, anbOyMHUHYpUS, T€MaTypus, OJIMTYPHs, IOBBIIIEHWE KOHLEHTPAMM MOYEBHUHBI B
KpOBH/a30TeMHUsI), 3aJIep’KKa MOUH, yJallleHHOE MOYEHCITyCKaHuE.

Hapywenus co cmoponvl penpoOyKmugHoU cucmemvl U MOJOYHBIX Jicele3. OYEHb PelKo —
paccTpoiicTBO MOJIOBOM  (PYHKIMU/3pEKTHIIbHAA TUCQYHKIUS, HapylIeHUe CclepMaToreHesa
(YMeHbIIIEHHE KOJIMYECTBa CIIEPMATO30U 0B U UX MOABUKHOCTH).

O6u;ue HApyuteHus u peakyuu 6 mecme 66e0¢eH1isl. OY4CHb YaCTO — ITOBLIIICHHAS YTOMIIICMOCTD.

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble. OUYEHb YacTO — TMOBBIIIEHUE aKTUBHOCTH T'aMMa-
IyTaMuiITpancepassl (BCICACTBUE UHIYKIIMH «TI€YEHOUYHBIX» (DEPMEHTOB), UYTO OOBIYHO HE UMEET
KIIMHUYECKOTO 3HAYEHHUS;, YaCTO — MOBBIIICHNE aKTHBHOCTHU LIENOYHOHN (pocdaTasbl KpOBH; HEUYACTO
— TIOBBIIICHUE aKTUBHOCTH TpaHCAMHWHA3; OUYE€Hb PEJKO — MOBBIIICHUE BHYTPUIJIA3HOTO JABJICHUS,
MOBBIIICHUE KOHIIEHTPALIMM XOJIECTEPUHA, BKJIOYAs XOJECTEPUH JIMIIONPOTEUIOB BBICOKOU
MJIOTHOCTH M TPUTJIMIIEPUIOB, U3MEHEHUS MoKa3aTese PyHKIUU IUTOBUIHON JKeJIe3bl — CHUKEHUE
KOHIIEHTPALlMU THPOKCUHA (CBOOOAHOMN M CBSI3aHHOW (hpakiMu) U TPUUOATUPOHUHA U TOBBIIICHUE
KOHIICHTPAIlUd THUPEOTPOITHOTO TOPMOHA, YTO OOBIYHO HE COMPOBOXKIAACTCS KIMHUYCCKUMHU
MPOSIBJICHUSIMU, TTOBBIILIEHUE KOHIIEHTPALIUU MTPOJIAKTUHA KPOBH.

Heorcenamenvnole peakyuu, e6svldAe/IeHHble 6 nocmpecucmpayuOHHOM nepuode (COO6LI/;€HM}Z Ovlu
NOJIYYeHbl U3 nonyaiyuu H€0np€0€ﬂ€HHOZO pasmepa, gcreocmeue Ye2o yacmomy ecmpedaemocmu
onpedeﬂumb HEeBO3MOIMCHO, «uacmoma Heu3eecmHa»)

Hnghexyuu u uneazuu’ peakTuBalus BUpyca MPOCTOro reprieca 6 TUIa.

HapymeHuﬂ CO CmMOpPOHbL Kpo6U U ﬂuquamuueCKoﬁ cucmemsl.: HEAOCTATOYHOCTh KOCTHOI'O MO3ra.
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Hapywenus co cmoponsvl ummynHoUu cucmemul: HeKaDCTIQP;’H-HH—lE&HLEHEEgA;SJﬁF—IO:(bPﬁIHGP;

cucreMHbIMU nposiBieHusIMA (DRESS-cunapom).
Hapywenus co cmoponul nepsHoli cucmembyl: Celaliisl, HapyleHHE MaMITH.
Hapywenus co cmopoHbl J4ceny00uHo-KuueyHo2o0 mpakma: KOJNT.

Hapywenus co cmoponsl Kodcu U  NOOKOMCHBIX ~mMKaHel: OCTPbIl TI'eHepaTu30BaHHBIN
9K3aHTEMAaTO3HBIN MyCTYyIIE3, TUXCHOUAHBIN KEPATO3, OHUXOMAJIE3NUC.

Hapywenus co cmoponul mbluieunotl, KOCMHOU U COeOUHUMENbHOU MKAHU: TIEPEITOM KOCTEH.
Jlabopamopnvle u uncmpymenmanbHvle OaHHble: CHIDKEHUE TUIOTHOCTH KOCTHOM TKaHH.

Tpasmbl, uHmMmoOKcUKayuu U OCIOJNCHEHUs npoyedyp. TaZeHue (CBSI3aHHOE C aTaKCHeil,
TOJIOBOKPYKEHUEM, COMHOJICHIIMEH, apTEepUAIIbHOW THUIIOTEH3UEH, CIYTAaHHOCTHIO CO3HAaHMS,
cenalyen, BhI3BaHHBIMU TPUEMOM TIpernapara).

COO6IJ.[€HI/IG 0 MOA03PEBACMBIX HCXKCIATCIIbHBIX PCAKITMAX

Baxno COO6I_HaTL 0 IMOAO3PEBACMBIX HCIKCIIATCIbHBIX PCAKIUAX ITOCIC PETUCTpAllMU IIpCIiapara C
OCJIbIO oOecIeycHus HCIIPECPBIBHOTO MOHUTOPUHI'Aa COOTHOIICHUS «I10JIb3a — PUCK) JICKAPCTBCHHOI'O
npcIiaparta. MC,Z[I/II_II/IHCKI/IM pa6OTHI/IKaM PCKOMCHAYCTCS COO6H_IaTB 0 JIIOOBIX IIOA03PCBACMBIX
HCKECIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOT'O ITpCriapara 4€pe3 HalMOHAJIILHBIC CUCTEMbI COO6III€HI/I$I
0 HCXKCIIATCIIbHBIX PCAKIUAX I'OCYAAPCTB — YJIICHOB EBpasm"choro 3KOHOMMHNYCCKOI'O COrO3a.

Poccutickas ®@eoepayus

denepanbHas ciry:x0a 1Mo Haa30py B cepe 3ApaBOOXpaHCHUS

109012, r. Mocksa, CiaBsiHcKast Tiiomiaib, 1. 4, ctp. 1

Tenedon: 8-800-550-99-03

DnekTponHas nouyta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Caiit B cetn «MuTepHET: https://www.roszdravnadzor.gov.ru
4.9. llepeno3upoBka

CHUMIITOMBI

[Tepeno3upoBka mposiBisieTcsi 0ObI4HO cumnToMamu co ctoponsl IITHC, cepaeuno-cocyaucroit u
JBIXaTEeNbHOM CHCTEM, a TaK)Ke SBJICHHUSIMH, YKa3aHHBIMH B pazjene 4.8.

[Ipu nepeno3upoBKe BO3MOKHBI CIEAYIOIINE CUMIITOMBI U 7KaJI00BbI:

I[HC: yruerenue pynkuunii [IHC; Hapymienne co3HaHus, 1€30pHUEHTALNS, COHIUBOCTh, aKUTAIHS,
raJUTIOIMHAIMY, KOMA; 3aTYMaHHBAaHHWE 3PCHUS, HEBHATHAs peYb, AU3apTpHsi, HUCTArM, aTakCHs,
IUCKUHE3us, Tureppednexcus (BHauane), runopednexcus (mo3xe); Cyqopord, MCHUXOMOTOPHBIE
paccTpoicTBa, MUOKIIOHYC, THIIOTEPMUS, MUIPHA3.

ﬂblxame]leaﬂ cucmema. YTHETCHUC AbIXaHUs, OTCK JICTKUX.

Cepoeuno-cocyoucmas cucmema: TaxuKapJus, apTepHalibHas TUIOTEH3US WIM B OTAEIbHBIX
Cllydasix apTepHuaibHasi TUIIEPTEH3MS, HApYIIEeHHE MPOBOJUMOCTH C paciiuperneM komruiekca QRS;
OCTaHOBKa cep/ia 1 0OMOPOK, BEI3BAHHBIN OCTAaHOBKOM cep/la.

Huwesapumenvnasa cucmema: pBOTA, 3a1€PKKaA NACCAKA MMHUILHM U3 KEITYJIKA, CHUKEHUE MOTOPUKHU
TOJICTON KHUIIIKH.

Mouegvloenumenvrnas cucmema: 3aAepKKa MOYH, ONUTYPHS WM aHYpPUS; 3aJepiKKa >KUIIKOCTH;
BOJIHAsI MHTOKCUKAIUS (TUIIOHATPUEMUS pa3BelieHus ), oOycioBieHHas dpdexkTom KapbamasenuHa,
CXOIHBIM C JIEHCTBUEM aHTUINYPETHUYECKOTO TOPMOHA.
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COOTBETCTBYET SKCTIEPTHOMY OTHETY

IpUMEHEHHEM KapOama3ernuHa.

Hszmenenuss co  cmopoHsl  1aOOpAMOpPHLIX — NoKazamenel:  TUTOHATPUEMHS, BO3MOXKEH
MeTabONMUeCKU anu03, BO3MOXKHA THUIEPTIMKEMUS, TOBBIIICHHE AKTHBHOCTH MBIIICYHON
dbpakuun KpeaTuHGOCHOKUHA3HI.

Jleuenue

CHCI_II/I(I)I/ILIeCKI/Iﬁ AHTUJIO0T OTCYTCTBYCT. HepBOHaLIaJ'IBHO JICUCHHUC JOODKHO OCHOBBIBATHCA Ha
KIMHUYCCKOM COCTOSHHMH ITallMCHTA, IIOKa3aHa TIOCIIMTaIn3alus. HpOBOIII/ITCSI OIIPCACIICHUC
KOHICHTpaluK Kap6aM83€HI/IHa B IJIasM€ JI1 IOATBEPXKACHHA OTPABJICHHUA 3THM CPEACTBOM H
OLCHKHU CTCIICHU IICPCIO3UPOBKHU.

OcymiecTBiseTcst 3BaKyalnusi COJCPKUMOTO JKEIylKa, IPOMBIBAHUE OJKENIyJKa, IPUMEHCHHE
AKTUBUPOBAHHOTO  YTJIA. HOS[[HSISI 9BaKyalus JXCIyAOYHOI'0 COACPKUMOI0 MOXKCET IPUBECTU
OTCPOYCHHOMY BCACHIBAHHIO M TOBTOPHOMY IOSIBICHHIO CHMIITOMOB HWHTOKCHKALIMU B IEPUO[
BbI3I0pOBiIeHUS. [IpUMeHsieTcss CHMMOTOMAaTHYeCKOe MOAJICPKUBAIOIIEE JIEYCHUE B OTACICHUU
MHTEHCUBHOW TEpanmiy, MOHUTOpUpOBaHUEe (QYyHKIUI cepala, TIIaTeIbHas KOPPEKIUs HapyIIeHUH
BOJHO-3JIEKTPOJIUTHOTO OaJiaHca.

Pekomenayercss mpoBefeHHEe TreMocopOIuMy Ha YroibHBIX copOeHTax. ['emoamanus sBnsercs
3¢ (HEeKTHBHBIM METOJIOM JICUCHHS TIPU TEPEIO3UPOBKEe KapOama3zenuHOM. BO3MOXKHO MOBTOpPHOE
yCUJIEHUE CHUMITOMOB IEPENO3UPOBKU Ha 2-if W 3-ii JAeHp mocjie ee Hadaja, 4To O0OYCIIOBJIEHO
3aMe]JICHHBIM BCachIBaHHEM KapOaMa3ernuHa.

5. PAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

dapmakoTepaneBTUUeCKasi ~ IPyNIa:  MPOTHUBOAMIICNITHYECKHE  CPEICTBA;  MPOM3BOAHBIC
KapOoKcaMua.
Kox ATX: NO3AFO01.

MexaHu3M AeicTBus

KapOamazenun sBisieTcs NPOU3BOAHBIM JuOeH3azenuHa. Hapsny ¢ NpOTHBOAIMIIENITHYECKUM,
npernapar 00J1aJjaeT TakKe HEHPOTPOITHBIM U IICUXOTPOIHBIM JIEHCTBHUEM.

MexaHu3Mm fAelcTBUS KapOama3enuHa K HAcTOSIIEMY BpPEMEHM OOBSCHEH JIMIIb YacTHYHO.
Kapb6amaszenun crabunusupyer MeMOpaHbl MepeBo30YKICHHBIX HEWPOHOB, MOJABISET CEpUIlHbIE
pas3psIpl HEHPOHOB M CHMYKAeT CUHANTHUYECKYIO Tepeiady BO30YyXIalouX UMITYIbCOB. BeposTHO,
OCHOBHBIM MEXaHU3MOM JIeHCTBUS KapOama3enuHa sBISIETCS IPEeIOoTBpallleHue MOBTOPHOIO
BO3HHUKHOBEHHUS B JICTIOJIIPU30BAaHHBIX HEHpPOHAX HATPUM-3aBUCHUMBIX NOTEHLUAIOB JIEHCTBUS 32
cyeT 0JI0KaAbl OTKPBITHIX MOTEHIIMAI3aBUCUMbIX HaTPUEBBIX KaHAJIOB.

dapmakonmnHamuueckue 3O GEKTHI

[Ipy mpuMeHeHMM B MOHOTEpANUU y NAIMeHTOB C Jmnuierncued (B ocoOeHHOCTH y AeTed u
MOJIPOCTKOB), OBUIO OTMEYEHO IICUXOTPONMHOE JAeHCTBHEe KapOama3enuHa, BKJIIOYaBIIEE
MOJIOKUTEIbHOE BJIMSHUE Ha CHUMIITOMBI TPEBOTM M JICTIPECCHM, a TaKXKe CHIDKEHUE
Pa3ApaKUTEIILHOCTU U arpecCUBHOCTH. B oTHOIIEHNM BIUSHUS KapOamMa3enrHa Ha KOTHUTHBHbIE U
MICUXOMOTOPHBIE (YHKIMM HET OJHO3HAYHBIX JIAHHBIX: B OJIHUX HCCJENOBaHUSAX ObUT MOKa3zaH
JIBOSIKMI MJIM HETaTUBHBIN 3(peKT, KOTOPHIiA 3aBUCEN OT O3B! NIpernapara, B JPyrux UCCIeT0BaHHUIX
OBbLIO BBISIBICHO MOJOKUTENIBHOE BIUSIHNE KapOaMa3enHa B OTHOIIEHUH BHUMAHUSI U TaMSITH.
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Kak neitpoTporHoe cpencTBo kapdamaszenuH 3G heKTHBEH IPH PsicH B't;(l)JIOTI/I‘Ie'CK X 3200 TCBAHIH,

Tak, HampuMmep, NpH HIUONATHYECKOM M BTOPUYHOM HEBPAITMM TPOMHUYHOIO HEpPBA OH
IpeNyIpex1aeT MOsBIECHNE TAPOKCU3MAIbHBIX OO0JIEBBIX IPUCTYIIOB.

[Ipn cuHIpPOME aNKOTOJBLHOW aOCTHHEHIMH KapOama3enuH TIOBBIIIAET MOPOT CYIOPOKHON
TOTOBHOCTH, KOTOPBIM MpH JAHHOM COCTOSSHUM OOBIYHO CHIIKEH, U YMEHBIIAET BBIPAKEHHOCTh
KIIMHUYECKHUX MPOSIBICHUI CHHIPOMA, TAKMX KaK IMOBBIIIEHHAS BO30YANMOCTh, TPEMOp, HApYIICHUS
MTOXOJKH.

VY manmeHToB ¢ HecaxapHbIM JHa0eTOM KapOaMa3enuH YMEHbBIIACT JUYPE3 U UYBCTBO JKaXK/Ibl.

Kak mcuxoTtpomHoe cpenctBo kapOamasenuH dQdexTrBeH npu ap@eKTUBHBIX paccTpoicTBax, a
UMEHHO, TP JICYCHHH OCTPHIX MAaHUAKAJIbHBIX COCTOSIHHA, TMPH IMOACPKHUBAIOIIEM JICUYCHUU
OMnoApHBIX aPPEeKTUBHBIX (MaHHAKAILHO-ICTIPECCUBHBIX) PACCTPOMCTB (KaKk B MOHOTEpAIH, TaK
Y B COYETAHUU C HEUPOJIENTHUCCKUMH MPENapaTaMu, aHTHICTIPECCAHTAMU WITH TIperapaTaMu JTUTHS),
IpH PUCTyTax mu30adPEeKTUBHOTO MCHX03a, P MAHUAKAIBHBIX IIPUCTYIIAX, TJE OH IPUMEHSICTCS
B KOMOMHAIINU ¢ HEUPOJICTITUKAMH, a TAKKE IIPU MAHHAKATBHO-ICTIPECCHBHOM TICHX03€ C OBICTPBIMH
IUKJIAMHU.

XO0Ts yMEHBIICHUE BBIICTICHUS TITyTaMaTa U cTaOuIn3alyst MeMOpaHbl HEHPOHOB MOYKET OOBSICHSTh
IPOTUBOANMIENTUYECKUHA 3(PPeKT, CnocoOHOCTh KapOamazenuHa IMOAABIATh MaHHAKaJlbHbIE
HPOSIBIICHUS. MOXKET OBITh 00yCIIOBIIEHAa YyTHETEHHEM 0OMeHa fopaMuHa U HOpaJpeHAINHA.

5.2. @apMaKkoOKHHeTHYECKHE CBOiicTBA

AOGcopbrms

Ilocne mnpuema BHYTph KapOaMa3zelmuH BCAchIBaeTCsl IOYTH IOJHOCTBbIO, IIpU  IpHEME
TabJIETUPOBAHHOW ()OPMBI BCACHIBAHHE MTPOUCXOIUT OTHOCHTEIHHO MEJICHHO.

[Tocne mpuema BHYTpPH (OJHOKPATHOTO WJIM TMIOBTOPHOTO) TaOJIETOK MPOJIOHTHPOBAHHOTO JACHCTBHSA
MakcuMaibHas KoHUeHTpalus (Cmax) AOCTUTaeTcs B npezaenax 24 4, ee BeIMYMHA NPUOIN3UTEIBHO
Ha 25 % MeHblIe, YeM B ciydae npuema oOblyHOM Tabnetku. Ilpu mnpueme TabieTok
MIPOJIOHTUPOBAHHOTO JICWCTBUS KOJICOAHWs KOHIIGHTpAaMW KapOamasenwHa B IUIa3Me KPOBHU
JOCTOBEPHO MEHbIIE, MPU 3TOM JIOCTOBEPHOIO CHUKEHHUS MUHUMAJIbHONW KOHIIEHTPALUU B
PaBHOBECHOM COCTOSIHMM He oTMmedaeTcs. [Ipm mpumeme kapOamaszenmuHa B BHJIE TabJIETOK
IIPOJIOHTUPOBAHHOT'O JEUCTBUS 2 pa3a B JIeHb KoJleOaHUs KOHIEHTPAIUK JeHCTBYIOIIEro BellecTBa
B IUTa3Me KPOBHM BEChbMa HE3HAUYMTENIbHBIC. BHOIOCTYITHOCTD EHCTBYIOIIErO BEMIeCTBA 3 TabJIETOK
IIPOJIOHTUPOBAHHOT'O JIEHCTBUS NMPUMEPHO Ha 15 % HuUKe, yeM y JIpYrux JIeKapCTBEHHBIX (hopMm
KapbamaszenuHa Jisi mpuemMa BHYTPb.

[IpueM nHIIM CYIIECTBEHHO HE BIMAET Ha CKOPOCTb M CTENEHb BCAChIBaHUS KapOama3emnuHa.
PaBHOBecHass KoOHIeHTpamus KapOamasenwHa B IDIa3Me KpPOBH JOCTHTaeTCs B TEYCHHE
1-2 nenens. Bpemst ee MOCTM)KEHUS WHAMBHUIYaJIbHO M 3aBUCHT OT CTENEHH ayTOMHAYKIUH
(EepMEHTHBIX CHCTEM II€YeHH KapOama3elnmuHOM, TeTepOMHIYKINU JPYTHMH, OJHOBPEMEHHO
INPUMEHSEMBIMH JICKaPCTBEHHBIMH TpernapaTaMu, a TakXe OT COCTOSHMs MaleHTa J0 Havaia
Tepanmuy, JO03bl TpernapaTa ¥ JUIMTENBHOCTH JedeHws. HaOmromaroTcss  CymiecTBEHHBIC
MEXHUHIUBHIyalbHbIE Pa3IMYUsl PAaBHOBECHOW KOHIIGHTPALIMU B TEPANEBTUUYECKOM JHAMa30He: Y
0O0JIBIIMHCTBA NAIIMEHTOB AT 3HauUeHus KoneomtoTest oT 4 10 12 mxr/mia (17-50 MxMounb/i).

Pacnpenenenue

Ces3piBaHne KapbamaszenuHa ¢ Oeinkamu 1ia3mbl kpoBu coctaBisier 70-80 %. Konmentpanus
HEM3MEHEHHOr0 KapOamasernuHa B CIMHHOMO3TOBOM KHMJIKOCTH U CIIOHE MPOIOPIMOHANIbHA J0JIe
JIMCTBYIOIIETO BEIIECTBA, HE CBA3AHHOIO c Oenkamu 1uia3mbl KpoBH (20-30 %). KonuenTtpauus
KapOama3zenuHa B TPYJHOM MOJIOKE cocTaBisieT 25—60 % OT KOHIEHTpAlUU ero B I1a3Me KPOBH.
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CEPTHOMY OTUETY

KkapOama3zenuHa, Kaxymuics oobeM pacnpeaenenus cocrasmuser 0,8—1,9 n/kr.

BI/IOTDaHCd)ODMaHI/IH

Kapbamazenun merabonusupyercss B nedeHn. OCHOBHBIM IyTeM OHOTpaHCHOpPMAIUU SBISICTCS
AMOKCUITUOJIBHBIA ITyTh, B pe3yibTaTe dero oOpasyroTcs OcHOBHble Merabosmtel: 10,11-
TPAHCOUOJIOBOE IIPOM3BOJHOE M €ro0 KOHBIOraT C INIFOKYPOHOBOM Kuciotod. IIpespamenue
kapO6amazenuH-10,11-smokcuna B kapOamazenuu-10,11-tpancauon B OpraHu3Me 4YellOBeKa
MIPOUCXOUT MPU TTOMOIIY MUKPOCOMAIBHOTO (DePMEHTA STTOKCUATHUAPOIIA3HI.

Copepxanne kapbamazenun-10,11-smokcuna (akTuBHOro MeTabosnTa) cocrasisieT okoio 30 % ot
KOHIIEHTpallMu KapOamaszenuHa B miazMe KpoBU. OCHOBHBIM H30(E€PMEHTOM, O0ECIICUHBAIOIIUM
ouotpanchopmaiio kapbamazenuHa B kapOamasenuH-10,11-smokcun, sBisercs mutoxpom P450
3A4. B pe3ynbraTe 3TUX METa0OJIMYECKUX PEAKIIUil 00pa3yeTcs TAK)Ke He3HAUUTEIbHOE KOJTMIECTBO
apyroro werabonmuta — 9-ruapokcu-metwi-10-kapOamowmnakpuaana. Jlpyrue BakKHbBIE TYTH
MeTtabonu3ma KapOamazenuHa — oOpa3zoBaHue 1oja BosneiictBueM u3zopepmenta UGT2B7
Pa3IMYHBIX MOHOTUAPOKCHIMPOBAHHBIX MPOU3BOHBIX, a TAKXKE N-TIIOKYPOHHIOB.

OnUMUHALMS

[leprioq monyBBIBEIEHUS HEU3MEHEHHOro KapOamaszemuHa Toclie OJHOKPAaTHOro IpHueMa
kapOamMasenuHa B opme TabJIeTOK C MPOJIOHTUPOBAHHBIM BHICBOOOXKIECHUEM BHYTPb COCTABIISIET B
cpeaHeM 0koJio 36 4, a mociie MOBTOPHBIX TPUEMOB Ipernapara — B cpeiHeM 16—24 4 B 3aBUCUMOCTH
OT JJIUTEIBLHOCTH JIEUEHHUS (BCIIECTBUE AYTOMHAYKIIMM MOHOOKCHUT€HA3HON CHUCTEMBI TICUYECHH).
[TokazaHo, YTO y MAIIMEHTOB, IPUHUMAIOIINX OJHOBPEMEHHO APYrue Mpenaparbl, HHAYIUPYIOIUE
dbepmenTl  miedeHu  (Hampumep, (enuromH, (peHoOapOHWTaN), TMEepPUOJ  TOJYBBIBEICHUS
KapOaMasenuHa COCTaBIIsIeT B cpeaHeM 9—10 .

[Ipu npueme BHYTpH KapOamazenun-10,11-smokcuna cpeaHHMid TEPHOA €ro  IOJYBBIBEACHUS
COCTaBJIsI€T IPUMEPHO 6 4acoB.

[Tocne ompnokparHoro mpuema BHYTph 400 mMr xapbamaszenuna 72 % HOPUHSTON J03bI BHIBOJUTCS
noykaMu M 28 % uepe3 kumeyHuK. Okono 2 % NpUHATON 103bl BBIBOAATCS MOYKAaMU B BHJIE
HEU3MEHEHHOro KapOamasenuHa, okoigo 1 % — B Buae (papMakoIOrMU4EeCKH aKTHUBHOTO
10,11-3nokcuanoro merabosnuta. [locne omHokpaTHOro mpuema BHYTpb 30 % kapOamasenuHa
BBIBOJIMTCSI IOYKAMH B BUJIE KOHEYHBIX IMPOYKTOB SMOKCHIHOIBHOTO ITyTH METa00IM3Ma.

Oco0nIe T'pYHIbl HAaIUCHTOB

Jluya nosrcunoco 6o3pacma (6 eozpacme 65 nem u cmapuie)

Her naHHBIX, CBHJIETENbCTBYIOIIMX, YTO (apMaKOKMHETHKa KapOamasenuHa H3MEHseTcsd Yy
HAIMEHTOB MOKUIIOT0 Bo3pacTa (110 CPAaBHEHUIO CO B3POCIIBIMH JIMIIAMU MOJIOA0I0 BO3pPacTa).

Tloueunas u neyenounas HeOOCMamMoYHOCMb

JlaHHBIX O apMaKOKMHETHKE KapOaMa3enuHa y MalueHTOB ¢ HapyIIEHUs MU (YHKIMHU ITOYEK WU
IIEYEHU J0 HACTOSALIETO BPEMEHU HE UMEETCH.

Jeru (mnamme 18 ner)

YV nereill BCIeICTBHUE Ooiee 6BICTpOFO BBIBCACHUA Kap6aMa3eHHHa MOXKET HOTpC6OBaTBC$I
IMPUMEHCHUEC 0oJjiee BBICOKHUX A03 Iperapara M3 pacdy€Ta Ha KI' MACCbl TEJIa IO CpPpaBHCHHIO CO
B3POCJIBIMHU.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeueHb BcnoMoOraTeJbHbIX BelleCTB
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[ennmono3a MUKPOKpUCTAIITMYECKAS

3KCTMEPTHOMY OTYETY

DTUIIEIUTION03a BOAHAS JUCTIEpCHs (ITUIIICIUTION03a, HATPUs JaypHICyab(dar, EeTHIOBBINA CITUPT)
['unpomennosa

Kpockapmennosa Hatpust

Kpemuust nokcu1 KOJIITOUMAHBII

Maruus creapat

[Inenounas 000J04YKa

OTunakpuiiaTa ¥ METUIMETaKpuiIaTa COMOJIMMEP BOJHAS JUCTIEPCHUS
['unpomennosa
Turana TMOKCU]

Makporon

6.2. HecoBMeCTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

1,5 rona.

6.4. OcoOble MepbI MPEI0CTOPOKHOCTH MPH XPAHEHHH
XpaHutb nipu Temmeparype Huxe 25 °C.

6.5. XapakTep u cofep:kaHue YNAKOBKHU

ITo 10 TabneTok B KOHTYpHYIO sueiikoByto ynakoBky u3 mienku [IBX/TIBJIX nmu [IBX/TIBJIX/TIBX
1 (OJIbIY AIFOMUHUEBOM NeYaTHON JTAKUPOBAHHOM.

ITo 10, 20, 30, 40, 50, 60, 70, 80, 90, 100, 110, 120 TabneTok B OaHKy MOJUMEPHYIO H3
MTOJIMIIPONIMJIEHA WJIU TTOJIMATHUIICHA, YKYIIOPEHHYIO HATATMBAEMOM MM HAaBUHYMBAEMOW KPBIIIKOW
MIOJINMEPHON JUISl JIEKAPCTBEHHBIX CPEACTB U3 MOJMIPONMWIEHA WM MOJUATHIEHA C KOHTPOJIEM
IIEPBOTO BCKPBITHUS.

JIOIOTHUTENBHO TOMYCKAETCsl UCIOJIB30BATh aMOPTU3ATOP.
Ha 6aHKy HakJIeMBaIOT ATUKETKY CAMOKJIESIIIYIOCS.

Kaxnayro 6anky wmm o 1, 2, 3,4, 5, 6, 7, 8, 9, 10, 11, 12 KOHTYpHBIX SYEUKOBBIX yIMAaKOBOK C
WHCTPYKIIMEH TT0 MEIUIIMHCKOMY NMPUMEHEHHIO TTOMEIIAI0T B TAYKy M3 KapTOHA.

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3ALUHM MCIO0JIb30BAHHOIO J1eKAPCTBEHHOI 0
npenapara WJid OTXO0J0B, MOJYYEHHBIX IOc/e NMPUMEHEHHUs JeKAPCTBEHHOro mnpenapara, u
Apyrue MAaHUMYJISIIMY € MIPenapaTom

Oco0bie TpeOOoBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHU A
Poccuiickas @enepanns
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OO611ecTBO ¢ OTpaHUYEHHON OTBETCTBEHHOCTHIO «Ben aDM-MgW é@@&eﬁ'ﬁ%ﬁ' CThb 0002)

7.1. IlpeacraBuTeNb AEPAKATE/IS] PETHCTPAIMOHHOIO YA0CTOBEPEeHUs!

[IpereH3uu nmoTpedUTENEH HAIPABIIATH 110 aJIPECY:
Poccuiickas @enepanus
OO61IecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Bendapm-M» (OO0 «Bendapm-My), Poccus

124460, r. MockBa, BH.T€p.I'. MyHUIIUTNIATBHBIN OKpyr CHIMHO, T'. 3eJIeHOrpajl, MpocHeKkT [ enepana
Anekceesa, 1. 50.

Ten.: 8-800-250-02-05, +7 (495) 780-00-70+7 (495) 925-88-11
DneKTpoHHAas MoYTa 1Mo BonpocaM 6e3omnacHoctu U 3ddextuBnoctu JIII: safety@velpharm-m.ru

DJeKTpOHHAs 1MOYTa 110 BOIIPOCaM KayecTBa FOTOBOM npoaykuuu: quality@velpharm-m.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATETOPUM OTITYCKA 10 PELENTY.

O6bmas xapakrtepuctuka jekapcrsenHoro npenapata KAPBAMAJEIINH BEJI®APM noctymnHa B
€MHOM pEeecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPe/CTB EBpa3uiickoro sKOHOMHUYECKOTO
co3a M Ha o(QuUUUATbHOM CcaiTe YIOJIHOMOYEHHOTO OpraHa (9KCIEPTHOW OpraHu3aluu)
(https://lk.regmed.ru/Register/EAEU_SmPC).
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