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OBIIASI XAPAKTEPUCTHKA JIEKAPCTREHHOIG TIPEITAPATA "

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

®unnencun perapa, 200 mr, TabJIETKH C MPOJIOHTUPOBAHHBIM BBICBOOOXKICHUEM.
Ounnencun perapa, 400 mr, TaGlIeTKH C MPOJIOHTMPOBAHHBIM BEICBOOOXKICHHEM.
2. KAYUECTBEHHbI M KOJTUYECTBEHHBIA COCTAB

JleiicTBy1oIIIee BEMIECTBO: KapOaMa3emuH.

dunnencun perapa, 200 Mr, TabJIETKH € IPOJOHTHPOBAHHBIM BEICBOOOKIEHUEM

Kaxxnas rabnerka cogepxut 200 Mr kapbamazenuHa.

dunnencud perapa, 400 Mr, TabJIETKU € IIPOJOHTUPOBAHHBIM BEICBOOOXKICHUEM

Kaxxnas tabnerka comepxut 400 mr kapOamaszenuHa.

[TonHbIl TepeyeHb BCIIOMOTaTEIbHBIX BEIIECTB MPUBEAEH B pasnene 6.1.
3. JEKAPCTBEHHASI ®OPMA

TabneTku ¢ MPOJOHTUPOBAHHBIM BHICBOOOKICHUEM.

dunnencun perapa, 200 Mr, TabJIETKH € IPOJOHTHPOBAHHBIM BEICBOOOKIEHUEM

Ot Genmoro A0 KENTOBATOrO IBETA, OKPYTIbIC IUIOCKUE TaOJETKH B (OpMe JUCTa KieBepa Co
CKOLICHHBIMH KpasiMH, C KpPeCTOOOPa3HBIMH JIMHHUAMHU paszjioMa Ha O0EHX CTOpOHax W 4-Ms
3apyOKkamMH Ha OOKOBOH MOBEPXHOCTH, C IJIAJKON MOBEPXHOCTHIO, HETIOBPEKICHHBIMU KpPasiMH U
OAHOPOJHBIM BHCIITHUM BUJIOM.

TabneTky MOXKHO pa3JeluTh Ha paBHBIC JTO3bI.

dunnencun perapa, 400 Mr, TabJIETKH ¢ IPOJOHTHPOBAHHBIM BEICBOOOKIEHUEM

Ot 6enoro 10 >KEJNTOBATOTO I[BETAa, OKPYIJIbIE IUIOCKUE TAaONETKH B (opMe JIHCTa KIIeBepa CO
CKOLLICHHBIMH KpasiMH, C KpPECTOOOPa3HBIMH JMHHUAMHU pazjioMa Ha O0EMX CTOpOHax W 4-Ms
3apyOkaMu Ha OOKOBOW MOBEPXHOCTH, C TJIAIKOHM MMOBEPXHOCTHIO, HEMOBPEKICHHBIMU KpPasiMU U
OJTHOPOJTHBIM BHEIITHUM BHJIOM.

TaGneTky MOXXHO pa3feiUTh Ha paBHBIC J103BI.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHusi K NPUMEHEHUIO
[Ipenapar @uHIIENICUH peTap/l TOKa3aH K MPUMEHEHUIO Y B3pOCIBIX U IETE B BO3pacTe OT 4 JieT
151 JICHCHU A .
e ONUIIETICUH:
— CJIOKHBIX WJIM MTPOCTHIX MapLHAIBHBIX SMWICNTUYECKUX IPUCTYIIOB (C IOTepel i
0e3 MoTepy CO3HAHMs) C BTOPUYHOW reHepanu3anyei uim 6e3 Hee,
— T'CHCPAIM30BAHHBIX TOHUKO-KJIIOHHYCCKUX SMUICIITUICCKUX MMPUCTYIIOB;

— CMeIaHHBIX (OPM SIMICITUYECKUX TPUCTYIIOB.
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SIUJIETICUU.

o OcCTpbIX MaHUAKAJIBbHBIX COCTOSIHUH W TOJICP)KUBAIOIICH Tepanuu OUIOJISIPHBIX
apPEeKTUBHBIX PACCTPONCTB C LENbIO MPOPUIAKTHKN 000CTPEHUH HIIN 0CIa0JIeHUs] KITMHUYECKUX
MPOSIBJICHUN 000CTpEHHUS.

° CunapoMa anKoToIbHON a0CTHHEHIIUH.

o Nnnonatnyeckoil HEBpaJIrui TPOMHUYHOTO HEPBA U HEBPAJITMU TPOMHUYHOIO HEpBAa MPHU
paccessHHOM CKJIepo3¢e (THIMUYHON U aTUITUIHOMN ).

o Nnunonatndeckoi HEBPAJIIrUM S3bIKOTJIOTOYHOTO HEPBA.

4.2. Pexxum 103MpPOBaHUA U CIOCOO MPUMEHEHMSI

PexxuM o3upoBaHus

[IpemapaT MOXHO MPUMEHSTH KaKk B BHJIE MOHOTEPAINlMU, TaK U B COCTaBe KOMOMHHUPOBAHHOU
Teparuu.

[TepeBon mamumenTa ¢ nmpuema mnpenapara duniernicuH B popMe OOBIYHBIX TAOJIETOK HA MPUEM
npenapaTta OUHIIETICUH peTapA, Ta0JIETOK C MPOJIOHTMPOBAHHBIM BHICBOOOKICHUEM: KIIMHUYECKUI
ONBIT TOKa3bIBa€T, YTO y HEKOTOPHIX MAIMEHTOB TPU MNPUMEHEHHH TalJIETOK C
MIPOJIOHTUPOBAHHBIM BBICBOOOXKICHHEM MOXKET BO3HUKHYTh HEOOXOAUMOCTb B TIOBBIIICHUH J103bI
npernapara.

Onunencus

ITo BO3MOKHOCTH, Mpenapar CileayeT MPUMEHATh B MOHOTEPATTHH.

[Tpenapat dunnencud perapa o0bMHO Hed(h(HEKTUBEH MPHU MaJIBIX MPUIIAAKaX (petit mal, abcanc)
Y MHOKJIOHUYECKHUX MPHUCTYyTax.

JleyeHne HAYMHAIOT ¢ TMPUMEHEHUs] HEOOJBIIOW CYTOYHOH J03bI, KOTOPYIO B IOCIEIYIONIEM
MEIJICHHO TIOBBIIAIOT JIO JOCTHXEHUs onTtuMaibHoro s¢dekra. Jlo3za kapbamaszenuHa
no0upaeTcss MHANBUAYAIBHO JUIs JOCTHXKEHHS aJIeKBAaTHOTO KOHTPOJISA CYJJOPOXKHBIX COCTOSHUH.
Jnsa moxbopa ONTHUMalbHOM J03bI Mpenapara PEeKOMEHAYETCsl OIpeaeseHHe KOHIIEHTpAIU
JIEHCTBYIOIIETO BEIIECTBA B IUIa3Me KPOBH,KOTOpast 0OBIYHO cocTaBisieT 4-12 mxr/mu (17-50
MKMOJIB/JT).

I[Ipu  npoGaBnenum  mpenapata  DuHIENCHMH  perapa K JPYTMM  [PHHUMAEMbIM
IPOTHBOAMICHITUYECKIM IpernaparaM 03y mnpenapata OUHIENCHH peTap] MOBBIIAIOT
nocreneHHo. [Ipu HeoOX0IMMOCTH MPOBOJAT COOTBETCTBYIOIIYIO KOPPEKIUIO 103 TPUHUMAEMBIX
MpenapaToB.

Jlnst B3pOCIbIX U AeTei crapiie 16 jget HavanbHas qo3a kapodamasenuHa cocrasisier 100-200 mr 1
WK 2 pa3a B CyTKHU. 3aTeM /103y MEIJICHHO MOBBIIIAIOT A0 TOCTUKEHUS ONTUMAIIBHOTO JIeYeOHOTO

addexra; 00brHO OH nmocTturaercs npu no3ze 400 mr 2-3 paza B cyTku. HekoTopeiM marueHTam
2
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Heepaneus mpotinuuno2o Hepea u nedpaeus A3bIKo2I0MOYH020 Hepea

Hauanenas nosa nnsa B3pocibix coctasisier 200-400 mr B cyTku. Ee MensieHHO MOBBIIIAIOT 10
MCUYE3HOBEHHS 00JIEBBIX ONIyIIeHUH (00BIYHO 710 10361 0 200 Mr 3-4 pasza B CyTKH). 3aTeM 03y
MOCTENEHHO MOHUXKAIOT 10 MUHUMAJIbHOW MOIIEPKUBAIOILEH.

MaxkcuMaibHas pEKOMEHI0BaHHAs J103a Ui B3pocibix cocraBiser 1200 mr B cytku. Ilpm
paspeiieHuy O0JIEBOr0 CHHIpOMA CIEAYeT IMOCTENEHHO IMPEKpallaTh Tepanuio MpermapaToM 0
BO3HUKHOBEHHS CJIEIYIOIET0 00JIeBOTO MPUCTYTIA.

PexoMenayemast HauanbHas 103a )11 MOKWIIBIX MAalMEeHTOB cocTaBisaeT nmo 100 mr 2 pa3a B CyTKH,
3aTeM J03y MEAJICHHO MOBBIIIAIOT 10 JTOCTHKEHUS pa3pelieHus 00JIEBOT0 CHHIPOMA, YTO OOBITHO
nocruraercs rnpu go3ze no 200 mr 3-4 paza B cyTku. Jlanee cienyeT NOCTENeHHO CHUXKATD J103Y 10
MHHUMAJIBHOM MOJIJIEPAKUBAIOIICH.

[Ipu HeBpanruum TPOMHWYHOTO HEPBA y JAHHOM KAaTeropuu MAIMEHTOB MaKCUMaJbHAas
pexoMeHoBaHHas fgo3a cocrasisier 1200 mr B cytku. [Ipu paspemiennu 6051eBOro CHHApOMa
ClielyeT TIOCTEIEHHO IMpeKpaniaTh TEpanuio MpPernapaToM J0 BO3HUKHOBEHHUS CIEAYIOIIETO
00JIeBOTO MPUCTYTIA.

Cunopom anko2onvHou abcmuneHyuu

Cpennsist no3a cocrasiser 200 mr 3 pas3a B cyTKu. B TspKenbIX ciayyasix B T€UEHHME IEPBBIX
HECKOJIBKUX JIHEH /1032 MOKET OBITh MOBHIIIeHA (Hampumep, 10 1036l o 400 mr 3 pa3a B CyTKH).
[Ipu TsDKENBIX TPOSBICHUSX AalKOrOJIbHONW aOCTMHEHLMHU JIeYeHHWE HAUYMHAIOT C MPUMEHEHUS
npernapata OUHIENICUH peTap] B KOMOWHALMU C TpernaparaMy, OKa3bIBAIOIIUMU CEJaTUBHOE U
CHOTBOPHOE JIEHCTBUS (HampuMep, ¢ KIIOMETHA30JI0M, XJIopAna3enokcuaom). [locne paspernenus
ocTpoii (a3el TeueHue npenaparom OUHIEIICUH PeTapa MOXKET ObITh TPOAOHKEHO B MOHOTEPATTUH.
Ocmpule ManuaxanibHvle cCOCMOAHUA U noddeparcusaloujee ieveHue ag@ekmusnvix (OUnoIApHuIX)
paccmpoticms

Cyrounas no3a coctasisierT 400-1600 mr. Cpeansisi cyrounas go3a — 400-600 mr (B 2-3 npuema).

[Ipy ocTpoM MaHHMAaKaJIbHOM COCTOSIHUM J103y CJEAyeT IMOBBIATh JOBOJIBHO ObicTpo. Ilpm
MOAJEPKUBAIOIIEH Tepanuy OWIOJSIPHBIX PAcCTPOMCTB B IeNsXx oOecrnedeHusl ONTHMaibHON
MEPEHOCUMOCTH KaX/10€ CIIAYIOIIee MOBBIIICHUE JI03bI JJOJKHO ObITh HEOOIBIIUM, CyTOYHAS 1032
YBEJIMUYNBAETCS TIOCTENEHHO.

IIpexpawenue npuema

Bres3anHoe npekpalieHye npueMa npenapara MokeT CIIpOBOLIMPOBATh SIMICITUYECKUI TPUCTYII,
MO3TOMY KapOamasenuH cjelyeT OTMEHSTh MOCTENEHHO B TeueHue 6 mecsaueB u Ooinee. Ecnu
HEOOXOJMMO OTMEHUTh TMpernapar Yy TMalKMeHTa ¢ OSOWIeNcHed, Mepexol Ha Jpyroe

IMMPOTHUBOIMUIICIITUICCKOC CPEACTBO JOJIKCH OCYILICCTBIIATHCA IO IMPUKPBITUEM IMOKA3aHHOT'O B
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TaKHX CIIy4asx Mpernapara.

Oco0ble rpynibl MalueHTOB

Iayuenmsi nodxcunozo eo3pacma (65 nem u cmapuie)
VYyutbiBas ~ JIGKAPCTBEHHBIE  B3aMMOACHCTBHSI W OCOOCHHOCTH  (hapMaKOKHWHETUKU
MPOTUBOAHIIENITHYECKHUX MTPENapaToB, MOXKUIBIM MallMeHTaM 703y npenapara GuHIETICUH peTap.
ClIeTyeT moI0UPaTh C OCTOPOKHOCTHIO (cM. pazaen 4.4).

eTu
[Ipenapar ®unnencuH perap] Noka3aH K IPUMEHEHUIO Y JIETe B BO3pacTe OT 4 JieT.
OcHOBHOE TOKa3aHWE ISl MPUMEHEHHMs Mpenapara y Aered — snuierncus. [letam B Bo3pacte
miaamie 4 et peKOMEHI0BaHO MPUHUMATH KapOaMasenuH B BUJIE APYTUX JEKAPCTBEHHBIX (GopM
(cupomn).
VY nereii oT 4 neT NeYeHUE MOXKET OBITH HAYATO ¢ MPUMEHEHUs Ipenapara OUHICTICUH peTapa B
no3e 100 MT B CyTKH; 103y MOBBIIIAIOT TOCTETNIEHHO, He OoJiee yem Ha 100 Mr B Hemenro.
Iloooeporcusarowue 003bi: A NETeH yCTaHABIMBAIOT U3 pacuera 10-20 MI/Kr Macchl Tena B CyTKU

(B HECKOJIBKO IIPUEMOB).

Bospact pebenka Cytounas no3a
4-5 net 200-400 mr
6-10 net 400-600 mr
11-15 ner 600-1000 mr
Crapme 15 ner 800-1200 mr (kak Jy1si B3POCIIBIX )

MaxcumanvHovle 003vl: 111 1€TEH B BO3pacTe My mIe 6 JIET COCTaBISIET 35 MI/KT B CYTKH, 6-15 et
— 1000 mr B cyTkw, crapiue 15 ner — 1200 Mr B CyTKH.

Cnoco0 mpuMeHeHus

[Ipenapar ®uHnencuH petap] NPUHUMAIOT BHYTPb.
[Ipenapat ®uHIENCUH peTapA MOXKHO IPUHUMATH BO BpPEMs €/1bl, TOCJIE €Jbl WJIH B TPOMEXKYTKAX
MEXIy mpueMamu nuuiy. TaGneTku ¢ MpOJOHTMPOBAHHBIM BBICBOOOXKICHHEM (IIETYI0 TAabJIETKY
HWJIM TIOJIOBUHY, C€CJIM TAK HA3HA4YCHO Bpa‘IOM) CICAyCT NMPUHUMATh, HC PA3’KCBLIBAsA, 3allMBas
HEOOJBIIMM KOJIMYECTBOM KHAKOCTU. Tak Kak JeHCTBYIOIIEee BEIIECTBO BBICBOOOXKAAETCA W3
Ta0JIETOK ¢ MPOJOHTHPOBAHHBIM BBHICBOOOXKIEHUEM MEAJIEHHO U MOCTENEHHO, UX MPUHUMAIOT 2
pas3a B JICHb.
4.3. IlporuBomoxkazanus
° FHHGp‘-IYBCTBI/ITG.HBHOCTB K Kap6aM3.3€HI/IHy WM CXOAHBIM B XHMMHUYECCKOM OTHOIICHUU
JICKapCTBEHHBIM IpenaparaM (Hampumep, TPUIUKIMYECKUM aHTHACTPECCaHTaM) WU K
JT1000My M3 BCIIOMOTaTeIbHBIX BEIIECTB, NEPEUUCICHHBIX B Mojpaszzene 6.1.
¢ ATpHUOBEHTPUKYJIsIpHas OJ0Kazaa.

e Hanuume B anaMHE3€ OIIN3040B YTHETCHUA KOCTHOMO3TOBOT'O KPOBCTBOPCHMS.
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nopdupusi, BapueraTHas moppupusi).
e [IpumeHeHne B KOMOMHAIUKM ¢ HHTHOUTOpaMU MOHOaMHHOOKcHAa3bl (MAQO, cTpyKTypHOE
CXO/JICTBO C TPUIMKIMYECKUMHU aHTUEIpeccanTamMu) (cM. pasaen 4.5).

4.4. OcoOble yka3aHusl U MepPbI NPEAOCTOPOKHOCTH NPH IPUMEHEHUH
[Mpemapat @uHneNCHH peTap] cleAyeT MPUHUMATE TOJIBKO MO BpaueOHBIM KOHTPOJIEM.
[laruenTam, B aHamMHe3€ KOTOpPBIX HMEIOTCA CBeIEHUs O 3a00jieBaHUAX cepaua (BKIoYas
JCKOMIIEHCUPOBAHHYI0 XPOHHUYECKYIO0 CEpJICYHYI0 HEIOCTaTOYHOCTh), TMeuYeHH (BKIOYas
MIEYEHOYHYIO HEJIOCTaTOYHOCTh), MOYEK (BKJIIOYAs TMOYEYHYIO HEIOCTaTOYHOCTH), MOOOYHBIX
reMaTOJIOTHUECKUX PEaKIUsAX Ha JPyrHe JIEKapCTBEHHBIC Mpemnaparhl Wi 00 OTMEHE paHee
MIPOBOAMBIIIETOCS JIeUeHUsI kKapOama3enuHoMm, npenapar OUHIETICUH peTap] cieayeT Ha3HauaTh
TOJIBKO TIOCJIE€ TIIATEIHHOTO aHalli3a COOTHOILIEHHUS MEXAY OXHaaeMbIM 3(h(eKToM JiedeHus u
BO3MOXXHBIM PHUCKOM TEpanuu M MPU OOCCIICUECHUU TIIATEIILHOTO M PETYJISIPHOTO KOHTPOJS 3a
COCTOSIHUEM MAIEHTOB.
THayuenmol co cmewanHblMu Gopmamu dINUTENMULECKUX NPUCIYNO8, BKII0YAIOWUMU aOCAHC U
MUOKIOHUYECKUE NPUCHLYNbL
[Ipenapat o0bryHO HedPeKkTHBEH MpHu abcaHcax (petit mal) © MUOKIOHHMYECKUX MPHUCTYyMax. Y
MAlMEHTOB CO CMENIAHHBIMU (OopMaMH SMWICNITUYECKUX MPHUCTYNOB IMpemapaT IOJDKEH
MPUMEHSTBHCSI C OCTOPOKHOCTBIO M TOJBKO TIPU YCIOBHUU OOECIIEUEHHUS PEeryJsipHOTO
MEAUIIMHCKOT0 HaOoeHusl (M3-32 BO3MOXHOTO YCHUJICHHUS NPUCTYIOB). B ciydae ycuneHus
MPUCTYNOB npenapat OUHICNICUH peTap/]] ClIeyeT OTMECHUTb.
CHuotcenue uucna mpomooyumos u 1eukoyumos
Bo Bpemss mpumeHeHus1 kapOaMaszenmuHa ¢ Pa3IuYHOM YAaCTOTOW OTMEYAETCSl MPEXOJAIIee HIH
CTOMKOE CHI)KEHHUE YHUCIIa TPOMOOIIUTOB WM JeHKouuToB. O HAKO B OONBIINHCTBE CIy4YaeB 3TU
SIBIICHUSI TIPEXOSIIN U OOBIYHO HE SIBJISIFOTCS MPEIBECTHUKAMHU Hadalla arulaCTUYecKOW aHeMUU
WM arpanynonuros3a. [lepen HadamoM JeyeHHs, a TaKXKe MEPUOAWYECKH B MpoIecce JICUCHUs
ClIeyeT MPOBOAWTH KIMHWYECKUI aHaIM3 KPOBH, BKIIOYAs MOJCYET 4YHCIa TPOMOOIMTOB W,
BO3MOKHO, PETUKYJIOLUTOB, a TAKXKE ONPEIENITh COIEP)KaHNE Kelle3a B ChIBOPOTKE KPOBH.
HeoOxonumo npoBectu 10 cBeAeHUs ManueHTa nHGOPMaIUIo O paHHUX MPU3HAKAaX TOKCUYHOCTH,
CBOMCTBEHHBIX BEPOSTHBIM I€MaTOJOTHISCKUM HAPYIICHHIM, a TAKKE O CHMIITOMaX CO CTOPOHBI
KOXXHBIX TOKPOBOB H TmeueHHW. llarmenta WHQOPMHUPYIOT O HEOOXOAMMOCTH HEMEMJIECHHO
o0paTUThCA K Bpady B Cilyyae MOSBICHHS TAKUX HEXKENaTeIbHbIX peakluii, Kak JIUXopajaKa, 00Jb B
ropJie, ChIIlb, I3BbI B IOJIOCTU pTa, 0ECIPUYNHHOE BOZHUKHOBEHUE KPOBOU3IUSIHUIM, reMopparuii B
BU/IE TIETEXUH WIIN MyPIYPHL.

[Ipy yMEHBIIEHUH KOJIHYECTBA JICMKOIMTOB WM TPOMOOLUMTOB (WJIM TEHICHIMS K WX
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MalKUeHTa U KOHTPOJIUPOBAThH MOKA3aTeNIN PA3BEPHYTOTO KIIMHUYECKOTO aHAJIU3a KPOBH.

Ecnu BBIsIBICHBI NMPU3HAKKA 3HAYUTENBHOIO YTHETEHHMs] KOCTHOTO Mo3ra, npenapat duniencun
peTapz 10JKeH ObITh OTMEHEH.

Jlepmamonozuueckue peaxkyuu

[Ipn nmpumeHeHUM KapOamaseluHa OYEHb PEIKO OTMEYANUCh TSDKETbIE IEPMAaTOJIOTHYECKUE
peakuuu, BkIo4as cuHapoM CTuBeHca-/[>KOHCOHA M TOKCHMYECKHH SMUACPMANbHBIA HEKPOJIU3
(cunapowm Jlaitenna).

[Ipenmapar ®uuiencuH perapa CleayeT HEMEAJEHHO OTMEHUTh M MPOU3BECTH MOA00p
aNbTEPHATUBHOM Teparnuu B TOM Clydae, €CIM OTMEUYAIOTCs TNPU3HAKKM UM CHUMIITOMBI,
MPEANONOXKHUTEIILHO CBUACTEIBCTBYIONINE O PA3BUTUH TSHKEIIBIX JEPMATOJIOTMUECKUX PEaKIHil -
HanpuMmep, cuaapoma CtuseHca-J>xoHcoHa unu cuaapoma Jlaiemna. [lpu pazButun Tsxenbx (B
psije ciay4yaeB, yIpOKaloIIUX KU3HH ) KOXKHBIX PEaKIIU, TAI[UeHT OJIKEeH ObITh TOCTIUTATN3UPOBAaH
B cTarnpioHap. B OonbmmHCTBe cimydaeB cuHApoMm CtuBeHca-/[)koHcoHa u cuHApom Jlaiienna
pa3BUBAIUCh B TMEpBbIE MECALBl Tepanuu mpenaparoM. JlaHHbIE peakuuu pa3BUBAIUCH
npuOmm3uTenbHo B 1-6 ciayuasx Ha 10000 BmepBhie MpUHUMAIONIMX TpemapaT B CTpaHax ¢
MIPEUMYIIIECTBEHHO €BPOIEOUHBIM HACEIECHUEM.

JlaHHBIE PETPOCHEKTUBHOIO aHAJIW3a y IALHUEHTOB SIOHCKOM HAlUUOHAIBHOCTH W JKUTEIEH
CesepHoii EBponibl poIeMOHCTPUPOBAIIHU CBSI3b MEXKTY TSXKEIBIMU OPAKEHUAMH KOKH (CUHAPOM
CruBenca-/l>xoncona, cunapom Jlaiienna, DRESS-cunapom, ocCTphlii reHepaln30BaHHBIN
9K3aHTEMAaTO3HBIH MyCTyJe3 W MATHUCTO-Y3€JKOBasl Chillb) y HocuTenen amnens HLA-A*3101
genoBeveckoro JeikonurapHoro anturena (HLA) u npumenennem kapbamasenuna.

Yacrora amnenss HLA-A*3101 yenoBedeckoro neiikorurapHoro anturena (HLA) wmoxer
OTJINYATBHCA y PA3JINYHBIX STHUYECKUX Tpyn: okoio 2-5% y Hacenenust EBponsl, okoso 10% —y
anoHueB. YacToTa BCTpeuaeMOCTH IAHHOTO ajuiesisl y OOJIbIIMHCTBA HAaceIeHUusI ABCTpaliuu, A3HH,
Ad¢puxu u CeBepHoil AMepHKH cocTaBiseT MeHee 5%, ¢ HEeKOTOPhIMU UCKITIOYEHUSIMU B paMKax
5-12%. Yactora 6omnee 15% ycTaHOBIE€Ha y HEKOTOPBIX 3THHYECKUX Tpymnn FOxHoi Amepuku
(Aprentuna u bpazunus), kopeHHbix xutensx CeBepHoit Amepuku (miemena HaBaxo u Cuy, B
Mexkcuke — Conopa Cepn), Oxuoit Unauu (Tamun Hany), u 10-15% — cpenu apyrux KOpeHHBIX
KUTEJCH TaHHBIX PETHOHOB.

[Tpu nmpumeHeHnn kapOamasenuHa y BO3MOXHbBIX Hocutened amnens HLA-A*3101 (manpumep,
MAIMEHTOB  SIMOHCKOW HAIIMOHAJIBHOCTH, €BPOIEOUJIOB, KOPEHHBIX JKUTENe AMEpHUKH,
JaTUHOAMEpHUKaHIEB, HapoaoB tora WuHauum u  apaboB) peKOMEHIyeTcs MPOBOJUTH
FeHOTUNHPOBAHUE O AaHHOMY ayuiento. [IpuMeHATH mpenapar y HOCHUTENEH JaHHOTO ajuiens

CJICOAYCT TOJILKO B TOM CJIy4ac, €CJIU I10JIb3a OT TCpalliu NPCBLIIIACT BO3MOKHBIN PHUCK.



COOTBETCTEYET ZKCNEPTHOMY OTUYETY
o1 31.10.2025 N= 27312

[TarmenTam, yke MoJgydarollUM TEpanuio mpenapatom @Hﬁgelﬁc-n]ﬁt;é;gbﬁ-rﬁg Ibgk;{wgﬁ'h's}e{"&'

IIPOBEJICHUE IN€HOTUIIMPOBAHUS MO JaHHOMY JIJIEN0, IOCKOJIbKY TSKENbIE KOXKHBIE pPEaKLMH B
OOJIBLITMHCTBE CIIy4aeB OTMEYAIINCH B TIEPBbIE MECSIIBI IPUMEHEHUS Mpenapara (BHE 3aBUCUMOCTH
ot Hammuust HLA-A*3101).

[To maHHBIM peTPOCHEKTUBHOIO aHAIN3a MPUMEHEHHUs KapOaMa3ennHa y NaleHTOB KUTalCKoU 1
TANCKOW HALMOHAIBHOCTEN MMEETCS KOPPENALMsS MEXIAYy 4YacTOTOM pa3BUTUSA CHUHIpPOMA
Crusenca-/[xoHcoHa u cunapoma Jlaitemna u Hanmmuuem B reHome nanuenTa aywiens HLA-B*1502
yenoBeueckoro JeikonurapHoro anturena (HLA). Yacrora BCcTpeuaeMOCTH JTaHHOTO ajuielis y
MaIMEHTOB KUTACKON HAIMOHAIIBHOCTHU cOCTaBIAeT 2-12%, y Taiickoil — okoJio 8%.

[Ipu mpumeHeHuH kapOaMasenuHa y MNAIMEHTOB B cTpaHax Asuarckoro peruona (TaiiBanb,
Manaiizusi, @uIMnnuHbI), TIe OTMEYAaeTcsl BBICOKOE pacmpoctpaneHue amiens HLA-B*1502,
ObUIO BBISIBIICHO TOBBIIIEHWE YaCTOTHI Pa3BUTHS (Ipafjallid OT «OYEHb PEIKO» 10 «PEIKO»)
cunapoma CtuseHca-/xoncona. YHacrora pacnpocrpanenus auens HLA-B*1502 cocrasnser: Ha
QununnuHax M Cpead HEKOTOPhIX TIpymnn HaceneHust Manaiisum — OGonee 15%. Yactora
pacripoctpanenus amiens HLA-B*1502 B Kopee u Munun cocrasisier 2% u 6% COOTBETCTBEHHO.
PacnpocTpaneHHOCTh JaHHOTO auieNs y JIMI €BPOINEOMJHOM, HErpoOMAHOM pac, y
JIATHHOAMEPHUKAHIICB, MH]ICUIICB | SITIOHIIEB He3HauuTenbHa (<1%).

YacToTsl NaHHBIX ajuleNedl MPEACTaBISAIOT MPOLIEHT XPOMOCOM B ONPENEICHHBIX HOIYJISIIMIX
HACEJIEHUs, KOTOPbIE HECYT ajliellb. JTO O3HAYAET, YTO IPOLEHT MalEHTOB, HECYLINX KOIIHIO
ajuienis, Mo KpaiiHel Mepe, B OTHOM U3 €€ MX JIBYX XpOMOCOM, MOYTH B JIBa pa3a BbIIIE YaCTOTHI
BCTpeUaeMoCTH aiiens. TakuM o0pa3oM, MPOLEHT MalMeHTOB, KOTOPhIE MOTYT OKa3aThCs IOJ
yYIpO30H, IIOYTH B JIBA Pa3a BBIILIE YACTOTHI AJIJICIICH.

[Ipu npumeHneHun KapOamaszenuHa Yy BO3MOXHBIX Hocurened amnens HLA-B*1502
PEKOMEHIyeTCsl MPOBOJAUTh T'€HOTUIIMPOBAHWE MO JaHHOMY aiiento. [IpumensaTs npemapar y
HOCHUTEJEN JaHHOTO ajulelis CIEIyET TOJIBKO B TOM CIIy4ae, €CJH I0J1b3a OT TEPAllUX MPEBBIILIAET
BO3MOXHBIN pucK. He pexkoMeHnyercss NpoBeNeHUE TIE€HOTUIIMPOBAHUS Y IPEICTaBUTENICH
HAIlMOHAJIBLHOCTEN, B MOIYJIALIUN KOTOPBIX YaCTOTa BCTPEUAEMOCTH YKA3aHHOTO aJUIesisl HU3Ka.
[Tanmnentam, yxe MOSy4yaroIUM Teparuio npenapatoM OUHIENCUH peTapi, HE PEeKOMEHIyeTCs
MIPOBEACHUE T€HOTUIIMPOBAHMS 10 JAHHOMY QJUIENIO, MOCKOJBKY TSKEJIble KOXKHBIE PEaKLIUU B
OOJIBIIIMHCTBE CIIy4aeB OTMEYAIUCH B TIEPBbIC MECSIIBI IPUMEHEHUS Mpenapara (BHE 3aBUCUMOCTH
ot Hanmnuust HLA-B*1502).

[Tokazano, 4ro BbIsBICHHE marueHToB ¢ Hamumumem amwiens HLA-B*1502 wu orcyrcTBHe
NpUMeHeHHusT KapOaMaszenmuHa Yy TakKuMX [alMeHTOB CHUXKAaeT cliydan KapOaMasenuH-
MHIYLHUPOBaHHBIX cuHApoMma CtuBeHca-/[>koHCOHa niK cunapoMa Jlaiiena.

O,Z[HaKO PE3YJIbTATBl IT'CHOTUIIMPOBAHUSA HC NOJDKHBI BJIUATL Ha CTCIICHB KOHTPOJISA COCTOAHUA
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
o1 31.10.2025 N= 27312

nNanuceHTa W HACTOPOKCHHOCTH Bpada B OTHOUICHHWH Tﬂﬁ(églg)(:l% Iugg%ﬁgl:ﬂ-ﬁ%l

TSDKEJIBIX MOPaKEHUH KOKU BO3MOXKHO Y MAIlMEHTOB, OTPULIATEIbHBIX 0 JJaHHBIM ajiiessim. Takke
BO MHOTHX CIy4asiX y NAIlMeHTOB, MOJ0KUTENbHBIX 10 aytensm HLA-B*1502 nunu HLA- A*3101,
MIpU IPUMEHEHUH KapOama3enuHa He 0TMEeUanoch Pa3BUTHUS TSHKEIBIX KOKHBIX CHHAPOMOB.
Bnusinue npyrux ¢akTopoB, TaKUX Kak J103a MPOTUBOCYIOPOKHBIX JIEKAPCTBEHHBIX MPENaparos,
KOMILUIAEHTHOCTD MAllMeHTOB, OJIHOBPEMEHHAs TEpANus IPYyTUMHU MpernapaTaMu, COMyTCTBYIOLINE
3a00JIeBaHUs WM yPOBEHb KOHTPOIS AEPMATOJNOTHYECKUX PEaKIUii, HA YacTOTy Pa3BUTHS W
pacipoCTpaHEHHOCTD TSKEIbIX KOXKHBIX PEaKuii He YCTaHOBJICHO.

CnaboBblpaXeHHbIE KOXHBIE pEaKluu, HampuMep, M30JMPOBaHHAs MaKyJe3Has W
MakKyJonamnyae3Hasi 3K3aHTeMa, B OOJBIIMHCTBE CIIy4aeB SIBISIOTCS TPAH3UTOPHBIMU U
HETSKEIIBIMH, OOBIYHO MPOXOJSIT B TEUCHWE HECKOJIBKHUX JTHEH WU HENEeNb NMPHU MPOAOIKEHUN
JICYEHHUs WIN TI0CJIe CHU)KEHUS J03bl Ipenapara. TeM He MeHee, MOCKOIbKY auddepeHuanpHas
JMarHOCTHKA MEXAY PAHHUMHU MIPOSBIICHUSMU TSDKEIBIX KOKHBIX Peakuil U c1a00BhIpaXKEHHBIMU
MPEXOASIIUMHU KOKHBIMU BBICHIITAHUSIMEA MOKET OBITH 3aTPyAHEHA, TIPU PA3BUTUH JTFOOBIX KOKHBIX
peaKiuii ManuMeHT JOJDKEH HAaXOIUThCS I0J HAOJIOJEHHEM Bpada (C IENbI0 CBOEBPEMEHHOTO
MpeKpalleHus Tepanuu NpernapaToM B ciiydae yXyAIIEHUS COCTOSIHUS ITallueHTa).

CymiecTByeT B3aUMOCBSI3b Mex Ay HainuureMm B reHome amienss HLA-A*3101 u pazBuTrem MeHee
TSOKENBIX ~ KOXHBIX — peakuwii  (TakuX  Kak  CHHAPOM  TUNEPUYYBCTBUTEIBHOCTH K
MIPOTUBOSMUIICTITUYECKUM TIpenaparaM WM HETsDKellas MakyJiomamylie3Hash SK3aHTema), s
amtenss HLA-B*1502 takast B3aMMOCBSI3b HE yCTaHOBJICHA.

Peaxyuu eunepuyecmeumenvrocmu

[Ipu nmpumeneHun kapbamasenuHa COOOINATOCh O PEAKIMAX TUIEPUYBCTBUTENbHOCTH | THma
(HEMeIJICHHOT O THIIA), BKJIIOYasi ChIMlb, 3y, KPAITUBHUILY, aHTHOHEBPOTHUYECKUI OTEK M COOOIICHUS
00 anadpmnakcuu. Ecnu y manueHTa pa3BHBAIOTCS 3TH PEAKIUH IOCIE JICUYEHHUS Mpernaparom
OUHIIETICUH peTap], MpHeM MpernapaTa HEoOXOIUMO MPEeKpPAaTUTh M HavyaTh albTEPHATHUBHOE
JIEYEHUeE.

[Ipu pa3BUTHM THUIIEPUYBCTBUTEIBHOCTH K KapOama3enuHy y MAlMEeHTOB MOTYT HaOIIOIaThCS
pa3nuuHble peaknuu, BkiIodas DRESS-cunapom, oTCpoueHHBIE MNOJMOpPraHHbIE MPOSBICHUS
TUIEPYYBCTBUTEIBLHOCTH C Pa3BUTUEM JIUXOPAJIKH, KOXKHOM CBIMH, BaCKyJINUTa, TUMGaaeHONaTHH,
NCEBAOTUMGPOMBI, apTPAITUU, JEHKOMEHUH, Y03WHOPWINU, TeNaTOCIUICHOMETralluu, W3MEHEHUN
nokasarenei QyHKIMH MeYeHU U CUHAPOMA JECTPYKIIUH JKETYHBIX MPOTOKOB C YMEHBIIICHHEM HX
YHClia, KOTOPbIe MOTYT BOZHUKHYTH B JTIOOBIX KOMOMHAIMSX. Takke BO3MOXHO MOpaKeHHE IPYTUX
BHYTPEHHUX OPraHoB (B T. Y. JIETKHUX, MOYEK, MOJHKEITYIOYHOM >Kele3bl, MUOKapnaa, TOJCTOU
KHIIKH).

B ciyuae pa3BuTHS NPOSABICHUN W CUMIITOMOB I'MIIEPUYYBCTBUTEIBHOCTH mpenapar duHIencuH
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COOTBETCTEYET 3KCTIEPTHI
ot 31.10.2025 Nz 27.

(NOCNEANCBATENBEHOCTL 0003)

MY OTYETY

peTapa ciaeayeT HeMeIJICHHO OTMEHUTb.

[TaneHTOB ¢ U3BECTHOM TUIIEPYYBCTBUTENILHOCTHIO K KapOaMasenuHy clieayeT HHPOPMHUPOBATD O
BO3MOXXHOCTH B 25-30% ciyuyaeB pa3BUTHsI PEAKIMil MOBBILIEHHONW YyBCTBUTEJIBHOCTH Ha
OKCKapOa3enuH.

B03M0HO pa3BUTHE NEPEKPECTHBIX PEAKLUN TMIEPUyBCTBUTEIBHOCTH MEXAY KapOaMa3enuHOM
U apOMAaTHYECKUMHU NPOTUBOAMMUJICNITUYECKUMHU Tpenapatamu (Hampumep, (EHUTOUHOM,
IPUMHUIOHOM U peHobapOuTamom).

T'unonampuemus

Pa3Butne rumoHaTpueMHM accOLMUPOBAHO C NPHUMEHEHHEM KapOamazenuHa. Y MaIMEeHTOB C
CYLIECTBYIOIIMMHU IOPAKEHUSMHU IIOYEK, CBSI3aHHBIMU C HHU3KUM COJIEpP)KaHUEM HaTpus B
CBIBOPOTKE KPOBH, WM y MAaLMEHTOB, MOJyYalOUUX OJHOBPEMEHHO JIEKAPCTBEHHBIE IIPENaparsl,
CHIJKAIOIIME COJEp’KaHWe HaTpus (HampuMep, IUYPETHKH, JICKapCTBEHHbIE IIpenaparsl,
BIIMSIIOIIME HA CEKPELMIO aHTHIUYPETUYECKOI0 FOPMOHA), CIEAYET ONpPENeNATh CHIBOPOTOYHOE
cojiepKaHue HATpHs OO Hauvana Tepanuu kapbamaszenuHoM. [locne 3Toro conepikaHue HaTpus
CJIENYET ONPENEISITh IPUMEPHO UEPE3 ABE HEAEIH, A 3aTEM €KEMECSYHO B TEUEHUE NEPBBIX TPEX
MECSIIEB TEpaNuu, WJIN B COOTBETCTBHM C KIMHMYECKOW HEOO0XOAMMOCTBIO. J[aHHBIE (aKTOpHI
puCcKa OCOOEHHO 4acTO BCTPEUAIOTCS Yy MOXKWIBIX MauueHToB. Ilpn Hanuuuu runoHaTpueMuu
OrpaHUYEHHUE TOTPEOJICHUS >KUIKOCTU SIBISICTCS BAXHBIM Il ONPEACTICHUS COCTOSHHS TpU
HaJIMYUU KJIMHUYECKUX ITOKa3aHUM.

T'unomupeos

KapOama3zenuH MOXeT CHMKaThb KOHIIEHTPALUIO TOPMOHOB LIMTOBUAHOM >KeJe3bl B CHIBOPOTKE
KPOBH ITyT€M MHIYKIIMM MHUKPOCOMAIbHBIX ()EPMEHTOB MEYEHH, YTO TPeOYeT YBEIUUYCHUS 03Bl
IIpenapaToB, NPUMEHAEMbIX AJI 3aMECTUTEIBbHOM TEpalnuy y NAlUEHTOB C T'MIIOTUPEO3OM. Y
JAHHOM KaTeropuu MalHEeHTOB HEOOXOAMM MOHHUTOPUHI (YHKIMU IIUTOBUAHOM XKene3bl A
o00pa A03bI IPENapaToB 3aMECTUTEIBLHON TEPAIHH.

Hapywenus ¢pynxyuu nevenu

Ilepen mpumeHeHueMm npenapata OUHIENCHH peTap] M B Ipolecce JIeYEHUs HEOOXOIUMO
IIPOBOJIUTh MCCIEN0OBaHWE (YHKIMU IEYEHH, OCOOCHHO Yy MAIMEHTOB, B aHAMHE3€ KOTOPBIX
UMEIOTCS CBEICHUS O 3a00JIeBaHUAX MIEUYEHH, a TAKXKE y AIIMEHTOB MOKWIIOro Bo3pacTa. B ciyuae
yCyryOneHusl y>K€ HWMEBIIMXCS HapylleHUH (QyHKIUHM [MEYeHW WU MPH Pa3BUTHH AKTUBHOTO
3a0oseBaHus ieueHu npenapat OUHIICTICUH peTapA CIeayeT HEMEAJIEHHO OTMEHHUTb.

Hapywenus ¢pynkyuu novex

Ilepen Hayasiom seuenus npenapatoM OUHIENICUH peTap U MEPUOJUYECKH B IIPOLIECCE TEpAIIUU
PEKOMEHAyeTCs MCCIIeJOBaHNe OOIIEro aHAIM3a MOYU U ONpeAeTIeHUE KOHIICHTPAlud MOYEBUHBI

B KPOBH.



COOTBETCTEYET 3KCTIEPTHI
ot 31.10.2025 Nz 27.

(NOCNEANCBATENBEHOCTL 0003)

MY OTYETY

M-xonunobaoxupyrowas akmueHoCmy

[Tpenapat @uniencun perapz o0nagaer cnadoil M-X0IUHOOIOKUPYIOIIEH aKTUBHOCTBIO, IIO3TOMY
CIIEyeT TIIATENIbHO HAOII0AATh MAalMEHTa C TOBBIIIEHHBIM BHYTPUIJIA3HBIM JIaBJICHHUEM,
TUINepIUIa3ueil npencTaTenbHOM JKene3bl U 33J€pKKOH MOYM NPH OAHOBPEMEHHOM IPUMEHEHUU
yKa3aHHBIX NIPENnaparos.

Icuxuueckue napywienus

ITockonbky Ha QoHe mnpuMeHeHHs npenapata DUHIENCHH peTapA BO3MOXHO 00OCTpeHHE
JATEHTHBIX TICUXMYECKUX pPAaCCTPOMCTB, cieayeT oOecreuuTh HaOMIOIEHHE 3a MOXKHIBIMU
NAlMeHTaMH C LENbI0 BBIABICHHUS TAKOW CHMITOMATHKM KaK CIyTaHHOCTb CO3HaHUS U
TICUXOMOTOPHOE BO30YKICHUE.

CyuyuodanvHoe nogsedeHue uiu Hamepenus

VY manueHToB, MOIYyYaBUIMX MPOTUBOCYAOPOKHBIE MPENaparhl 1Mo psAAy NOKa3aHWN, OTMEUAINCh
cllyyal  CyMUMJAIBHOIO  IIOBEAECHUS  WIM  HaMmepeHuMH.  PesympraTel  MeTaaHamusa
PaHIOMU3MPOBAHHBIX  IUIALE00-KOHTPOJUPYEMBIX  MCCIEIOBAaHMM  IMOKa3zand  HeOONIbLIOoe
MOBBIIIEHUE PUCKA CYUITUIATBHOTO TIOBEACHHUS Y MALMEHTOB, MOTYYaBIINX TPOTHBOCYIOPOKHBIC
npernaparsl. MexaHu3M yCUJICHHUS CYHIMJIAIBHOTO TOBEACHUS y JAHHOW KaTerOpHH MalUEHTOB
He ycraHoBieH. HeoOxoauMo TinaTenbHOE HAOJIOJEHHE MAlMeHTa OTHOCHUTENBHO CHUMIITOMOB
CYULUIAJIBHOTO MOBEACHUS U HAMEPEHUH M MPHUHATHE PEILICHUS O COOTBETCTBYIOIIEM JIEUCHUU.
[TanmenTam (M yXaXHBAIOIIMM 32 HUMHU JIMI[aM) HEOOXOJUMO HACTOSITEIbHO PEKOMEHI0BAThH
0o0paTUThCS 3a TOMOIIBI0 K Bpady B cIydae BO3HUKHOBEHHMS CHMITOMOB CYHIMIATbHOTO
MOBEJCHMSI WM HAMEPEHUH.

OHOOKpuHONIO2UNECKUE HAPYUIEHUS]

B cBsi3u ¢ mHAyKIMEeH MUKpOCOMAIbHBIX (DEPMEHTOB MEYCHU KapOaMaszermuH MOXKET OCIadJsATh
TeparneBTHUeCKud 3((HEKT MmepopanbHBIX KOHTPAICITUBOB, COMEPKAIINX ASCTPOTCHBI H/WIN
nporectepoH. [lanmeHTKaM C  COXpaHEHHBIM PENPOAYKTUBHBIM IOTEHIMAJIOM  CIEIyeT
PEKOMEHI0BaTh HCIOJIb30BATh AJIbTEPHATHBHBIE METOJbl KOHTPALENIUK BO BpeMs Tepanuu
npenaparom @unnencud perapa. CoolIIasocs 0 BOSHUKHOBEHHH KPOBSHHUCTBIX BBIIEICHUN U3
BJIArajidia B MEPHOA MEXIY MEHCTpyalHsMH IpU OJHOBPEMEHHOM NPHUMEHEHUH Ipernapara
@duHIencuH peTapA ¢ TOPMOHAIbHBIMU KOHTPALENITUBAMU (KPOBOTEUEHHE KIIPOPBIBAY).
Bepemennocms u nayuenmxu ¢ coxpaneHnvim penpoOyKmueHblM NOMeEeHYUALOM

[Tpumenenne npenapata OUHIETICUH peTapa BO BpeMsi OEPEMEHHOCTH MOXET OBITh CBSA3aHO C
puckoM [yt rioaa (cM. paszen 4.6). [Ipumenenue npenapara npu 0epeMeHHOCTH BO3MOYKHO TOJIBKO
B TOM CJIy4ae, €CIM 0’KUaeMasi 10J1b3a ONPaBbIBACT IOTEHIUAIBHBIE PUCKH.

bepeMeHHBIX MaUEHTOK M MAIMEHTOK C COXPAaHEHHBIM pPENPOAYKTUBHBIM IOTEHIMAJIOM

HE00XO0IMMO B MOJHOM Mepe HHPOPMUPOBAThH O PUCKaX JJIs IJI0/A, CBSI3aHHBIX C MOTEHIIHATBHBIM
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COOTBETCTEYET 3KCTIEPTHI
ot 31.10.2025 Nz 27.

14.6). (NOCNEOCBATENEHOCTE 0003)

MY OTYETY

TepaToreHHBIM Y (PexToM KapObamazernuHa (CM. pas3/ig

HaHI/IeHTKaM C COXPAaHCHHBIM PCIIPOAYKTUBHLIM MMOTCHIUAJIIOM CICAYCT UCIIOJIb30BATh HAACKHBIC
MCTOAbI KOHTPALICIINUH BO BPEMA TCpallu U B TCUCHHUC 2 HCACIIb MOCJIC MprUeMa HOCJ'IG,Z[HGI\/'I JO03bI
npernapata OuHiencuH perapAa (cM. moapasnen « IHOOKpUHOLo2UYeCKUue HApyuleHusy, a TaKkkKe
pasnensi 4.5 u 4.6).

Onpedenenue KoHyeHmpayuu Kapoamasenuna 6 niame Kposu

XOTs1 B3aUMOCBS3b MEXK/y J030M Mperapara, KOHIIEHTpanued kapOaMa3enuHa B Tia3Me KpoBH,
€ro KJIIMHWYeCcKOU 3((heKTUBHOCTHIO UITU IEPEHOCUMOCTHIO BEChbMa He3HAUNUTEIbHA, TEM HE MEHEE,
peryisipHOe OIpe/eeHNe KOHIICHTpalud KapOaMa3enuHa MOXET OBITh IIeeCO00pa3HbIM B
CICAYIOIUX CHUTyalUusaX: IIPU PE3KOM MOBBIICHHUU YaCTOTHI MPUCTYNOB, JIsI TOTO, qTOGBI
MIPOBEPUTH, MPUHUMAET JIU MALUEHT Mpernapar JOKHBIM 00pa3oM; BO BpeMsi 6epeMEeHHOCTH; TIpU
JICYEHUU JIeTel WM TOJPOCTKOB; MPU MOJ03PEHUN Ha HAapyLICHHs BCachbIBaHUS KapOaMa3enuHa;
MpU TOJO3PEHUHM Ha DPa3BUTHE TOKCHMYECKHX pEaKIui B cllydae, €CiM MalueHT MPUHUMAaET

HCCKOJIBKO JICKAPCTBCHHBIX CPCICTB.

Ilaoenus

Tepanus npenapatom OUHIENICUH pETap MOXKET CONMPOBOKIATHCS aTaKCUEH, TOJIOBOKPYKEHUEM,
COMHOJICHIIUEH, TUTIOTEH3UEH, CITyTAHHOCTHIO CO3HAHMS, cenanuei (cMm. pazaen 4.8), 4To MOXKET
MPUBOJUTH K MaJCHUSM U, KaK CIEJCTBHUE, MEepeoMaM WIH APYTMM TpaBMaM. Y MalUEHTOB C
COMyTCTBYIOIIMMHU  3a00JICBAHUSMH, COCTOSIHUSMHU, WM TOMYYAIONIMX OJHOBPEMEHHYIO
MEAMKAMEHTO3HYI0 TEpanui0 IMpernapaTaMd, KOTOpPhIE MOTYT YCYTYOJSITh BBINICYKa3aHHbBIE
3¢ deKThl, cleayeT peryjspHO OLIEHMBATh PHUCK MaJeHUW Ha (OHE IMTENbHON Tepanuu
npenaparom OuHIENCUH peTap/.

Tayuenmoi nodxcunozo 6o3pacma (65 nem u cmapuie)

CrnenyeT ¢ OCTOpPOXKHOCTHIO Ha3HauyaTh npenapat OUHIENCUH peTap] MOXKWIBIM IMalleHTaM,
YUUTBIBAS  BO3MOKHOCTH  Pa3BUTHUSI  JIEKAPCTBEHHBIX  B3aUMOJEHCTBUH U Pa3IUYHYIO
(bapMaKOKMHETHKY MPOTUBOAMIIICTITUYECKUX IPEMapaToB.

4.5. B3aumopeiicTBHe ¢ PYIrMMH JIEKAPCTBEHHBIMH MNpenapatamMv W Jpyrue BH/bI
B3aMMO/JAeHCTBHS

Hneubumopor MAO

Kapbamazenun HE  pEeKOMEHIyeTCs  MNPUMEHSATh  OJHOBPEMEHHO C  WHTHOUTOpamMu
MoHoamuHOKcHaa3bl (MAO). Ilepen npumenenneM npenapara OUHICTICHH peTap HHTHOUTOPHI
MAO nomxHBl OBITH OTMEHEHBI, KAK MHUHHUMYM, 3a 2 HEACIW WU paHee, eCIH TO3BOJISET
KJIMHAYeCcKas cuTyanus (cm. pasnen 4.3).

IIpenapamul, enuaowue na akmuenocms CYP3A4

[Mutoxpom P4503A4 (CYP3A4) sBnsercss OCHOBHBIM H30()epMEHTOM, OOECIIEUNBAIOIIUM
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
o1 31.10.2025 N= 27312

oOpa3zoBanne KapbOamasenuHa-10,11-3mokcuaa (aKTI/IBHOFE)ﬂI:II\:/l::E‘;I%%F: "ﬁ)TE%[Hlfc—)ﬁpEﬁélln}ge'

IpUMEHeHHe ¢ mpenapaTtoM uHruOuTOpoM wu3zodpepmenta CYP3A4 wmoxer mnpuBecTH K
MOBBIIICHUIO KOHIICHTpallMK KapOamasenuHa B IUIa3Me KpPOBH, YTO, B CBOIO OYepedb, MOXET
BbI3BaTh HEXelaTelnbHble peakuuu. OIHOBpEMEHHOE NPHUMEHEHHE HHIYKTOPOB H30(epMeHTa
CYP3A4 moxeTr mpuBecTH K YCKOpPEHHIO MeTabonm3Ma kapOamasenuHa M, TaKUM 00pa3oMm, K
BO3MO>XHOMY CHM)KEHMIO €r0 KOHIIEHTPALMH B IUIa3Me KPOBH U, CIEA0BATEIbHO, K BO3MOXHOMY
YMEHBILICHUIO BBIPRKEHHOCTH TepaneBTU4ecKoro s¢¢ekra mnpemnapara @OHUHICNCHH peTap.

OTMeHa OJHOBPEMEHHO MPUHUMaeMbIX HHAYKTOpoB u3odepmenta CYP3A4 mokeT cCHUXKATh
CKOpOCTh OHMOTpaHc(hOpManuu KapOaMaszenuHa, U, KaK CJIEACTBHUE, IPUBOAUTH K IOBBIIICHHIO
KOHIICHTPALMU KapOaMasenrHa B IIa3Me KPOBH.

KapOamazenus siBisiercss MOIIHBIM UHAYKTOpoM u3odepmenta CYP3A4 u npyrux gpepMeHTHBIX
MIEYEHOUYHBIX CUCTEM NEPBON M BTOPOH (ha3bl MeTabonM3Ma JeKapCTBEHHbBIX IPEnapaToB, U MpU

OJHOBPEMEHHOM MpPUMEHEHMHM C IpernapaTaMu, MeTa0OoIU3UPYIOIMMHUCI H30(EPMEHTOM
CYP3A4, MmoxeT BbI3bIBaTh MHIYKIMIO META00OIM3Ma U CHIKEHHE KOHIEHTPALUU UX B IJIa3Me

KpOBH.

[Tockonpky mpeBpamenue kapOamaszenuH-10,11-amokcuga B kapOamazenuH-10,11-Tpancamon
IPOUCXOIUT MPU MOMOUIM MHUKPOCOMAIBHOM 3MOKCUATUAPOIa3kl, IPUMEHEHHE KapOama3enuHa
OJTHOBPEMEHHO C HMHTHOMTOpPaMH MHUKPOCOMAJIBHOM AMOKCHUATHAPOJIA3bl MOXKET NPUBOIUTH K
MOBBIIICHUIO B IJIa3Me KPOBH KOHIIEHTpanuu kapdamaszenus-10,11-3mokcuaa.

IIpenapamul, Komopwvle MO2ym No8biCUMb KOHYEHMpAyuio Kapoamazenuna 6 Niasme Kpoeu.:
amanveeupylowue u HecmepouoHvle NPOMUBOBOCNAIUMENbHbIE NEeKAPCHMEEHHbIe Npenapambl.
nexcTporpornokcuder, noynpoden;

nPOmMueoonyxoesvle npenapamel (AaHOpo2er): 1aHa30l;

aHmMuOUOMuUKY: MAaxKpoIuonvle (HapUMep, SPUTPOMHILMH, TPOJECAHAOMHIMH, HKO3aMUIIMH,
KJIAPUTPOMHMIIHH ), TUTTPOQIOKCAIUH;

anmudenpeccanmsl:  BO3MOXHO, JIe3UNIPaMuH, (rayokceTuH, ¢uyBoKcaMuH, Heda3oa0H,
MIapOKCETHH, TPa30J0H, BUWIOKCA3HH;

npomueoINUIenMmuiecKue npenapamaol. CTHPUIIEHTON, BUTa0aTpUH;

npomueocpudKosvle npenapamsl: MPOU3BOJIHBIE a30ja (HAaIpPUMEp, UTPAKOHA30J, KETOKOHA30l,
¢1yKOHAa301, BOPUKOHA30J1). AJIbTEpHATUBHBIE POTUBOSIUICTITHUECKUE TIPETIapaThl MOTYT OBITh

PEKOMEHI0BaHbI NTaLlEHTaM, MTOJIy4aroIlllMM BOPUKOHA30J1 WJIK UTPAKOHA30JI;

O10kamopwl 2ucmamunosvix H2-peyenmopos: TeppeHaauy;

anmuncuxomuyeckue npenapaml  (Hetipolenmuku):  OJIAH3AIUH; HNPOMUEOmMybepKyIe3Hble
npenapamul: N30HUA3U;

NpOMuUBOBUPYCHble Npenapamvl: WHTUOMTOpH mporea3sl BUY  (mampumep, pUTOHABUD);
12
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NPOMUBO2NAYKOMHbIE — Npenapamsl (uHeubumapol iéﬂylgf;a]tgt%ggéil-l; EN I:ui;elral_zﬂﬁlaﬁ'y;ﬁ

2UnomeH3ugHblie npenapamoel (O10KAMOPbL «MEONEHHBIX» KAIbYUesblX KAHAN08): BeparaMul,
TUIITAA3EM;

NpOMuUBOsA36eHHbIE Npenapamvl (UH2UOUMOPbL NPOMOHHOU NOMNbLL, OJIOKAMOPbL 2UCMAMUHO8bLX H 2-
peyenmopog): OMENpPa3oJl, BO3MOXXHO, [IUMETHUIUH;

MUOpenakcanmsl: OKCUOYTHHUH, TaHTPOJICH;

anmuazpe2anmusle npenapamaol: TAKIONNUIUH;

opyeue 1eKapcmeeHuble npenapamosl U NpoOYKmuvl NUmMaHusA: TPpeundpyToBbI COK, HHIKOTUHAMU/]
(TOTBKO B BBICOKHX J[03aX).

[Ipenapatel, KOTOpbIE MOTYT HOBBICUTH KOHIIEHTpaluio kapbamazenuna-10,11-3mokcuaa B miazme
KpPOBM: JIOKCAllMH, KBETHANlMH, NPUMUAOH, Nporabuj, BalblIpOeBas KHUCIOTA, BaJTHOKTAMH],
BaAJILIIPOMUJ ¥ OpUBapareTam.

[TockonbKy MOBBINICHHE KOHIIEHTpaluk kapbamazenuna-10,11-3mokcrua B mia3Me KpOBH MOXKET
NPUBECTH K BO3HUKHOBEHUIO HEXENATeNbHBIX pPEaKUUi (Hampumep, K TOJOBOKPY)KEHHIO,
COHJIMBOCTH, aTaKCHH, JUIUIONUH), B 3TUX CUTYaLHsIX CIEIyeT KOpPpPUTHpOBaTh 103y Ipernapara
W/WIK PETYJIISIPHO OTNIPECIISITh KOHIIEHTpaIuio kapbamaszenuna-10,1 1-3mokcuia mia3me KpoBu (CM.
paznen 4.2).

IIpenapamul, Komopvie MO2Ym CHUNCAMb KOHYEHMPAyuro Kapoamazenuma 6 niazme KpOSi:
npomugosnuienmudeckue npenapamul. pendamar, Me3yKCUMHJ, OKCKapOazenuH, penodapouTai,
dbencykcumu, ¢GeHuToMH (BO H30€KaHME HWHTOKCHUKAIMK (EHUTOMHOM W BO3HUKHOBEHHS
cyOTepaneBTUYECKUX  KOHILEHTpaluuid  KkapOaMaszennHa  pPEeKOMEHJOBAaHHAs  IUIa3MEHHas
KOHIIEHTpanus (EHUTOWHA MOJDKHA OBITh He Oonee 13 MKr/miu 1o qoOaBiCHHsS] K Teparuu
kapOamazenuHa) U (GocHEHUTOMH, MPUMHUIOH, M, XOTS JaHHBIE YaCTUYHO HPOTHBOPEUYHBHI,
BO3MOKHO, TaK)K€ KJIOHA3€MaM.

npomueoonyxoiesvie npenapamuyl. NACIIATHH WIH TIOKCOPYOULINH;

npomugomybepKyie3nvle npenapamsl: puaMIuInH;

bponxoounamupyrowue npenapamol: Te0(PpUIUINH, aMUHO(DUIITNH;

npenapamul OJis1 leYeHUsl yepesoll colnu (PemuHoudsvl): N30TPETUHONH,

opyeue JeKapcmeeHHvle npenapamsl U HPOOYKMbl NUMAHUA: PACTUTENbHBIE MpernapaThl,
coZiepKalire 3Bepo0oi IPOIbIPSBICHHBIMN.

[Ipy OIHOBpEMEHHOM NPHUMEHEHUH C BBINICYKa3aHHBIMH IperaparaMi MOXXET HOTpeOOBaTHCS
KOppEeKIIHs 1036l KapOama3enuHa.

Brusnue xapbamasenuna ma KoHyeHmpayuio 8 niame Kposu Npenapamos, NPUMEHAeMblX 6
Kauecmee 0OHOBPEeMEHHOU mepanuu

IIpu ogHOBpEeMEHHOM NMPUMEHEHUU C KapOaMazelmMHOM BO3MOXKHO CHIDKEHHE KOHILIEHTpPAIMH B
13
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I1a3Me€ KpOBHU, YMCHBIICHUC HUJIM AaXKC€ IMOJIHOC npef.pameHH'Jl IFGH%CEMT(E%EE& E&ER‘D@ITQE,I

COOTBETCTBYET SKCNEPTHOMY OTUYETY

B CBSI3U C YEM CJIETyET YUYUTHIBATH HEOOXOAMMOCTh KOPPEKITUH 03Bl HIKEYKA3aHHBIX MPEnapaToB
B COOTBETCTBUU C KIIMHUYECKUMU PEKOMEHTAIIUSIMH:

ananveesupyloujue U HecmepouoHvle NPOMUBOBOCNAIUMENbHblE npenapamvl. OynpeHop(UH,
METaJIOH, Tnapaneramos (AMuTENbHOE NpHUMEHEHHWEe KapbamasenmuHa U Iapaieramolia
(ameraMuHO(EHA) MOXKET NPUBECTH K PA3BUTHIO TeMaTOTOKCHMYecKuX 3(dekToB), ¢enazon
(aHTUIIUPHH), TPAMaOJ;

AHMUOUOMUKY 2PYNNbL MeMPAYUKIUHA: TOKCUIIUKINH, pudalOyTHH;

AHMUKOA2YNAHMbL: AHTUKOATYJISHTHl JJIS MEpOpaibHOTO MpPUMEHEHHUs (Hampumep, BapdapuH,
(heHpPOKYMOH, TUKyMapoJI, alleHOKYMapoJ, puBapokcabaH, n1adurarpas, anukcadaH, 37j0kcaban);
anmuodenpeccanmyl: OyNpPOIHOH, LUTAJIONPaM, MUAHCEPHH, HE(a300H, CEPTPAINH, TPaA30JIOH,
TPULMKIMYECKUE  aHTUACNPECCAaHThl  (MMHUIpPAMUH,  AMUTPUNTWIWH,  HOPTPUIITUIIMH,
KJIOMHUTIPAMUH);

npoOMuUBOPEOmMHbIe NPenapamuyl. ANPENUTAHT;

npomugodnuUIenmuieckue npenapamvl: KioOa3aM, KIOHa3emaM, 3TOCYKCUMHI, ¢endamar,
JAaMOTPHUKWH, ACIHKapOa3enuH, OKCKapOa3emnmwH, TMPUMUIIOH, THAraOWH, TOMHMpaMar,
BaJIbIIpOEBasi KMCIOTa, 30HU3aMu 1. Bo n3bexaHne HHTOKCUKAMU (PEHUTOMHOM U BO3SHUKHOBEHHS
CyOTepaneBTUYECKUX  KOHIIGHTpaluii  kapOama3enuHa  pEeKOMEHIOBaHHAs  IUIa3MEHHas
KOHIIEHTpanus (EeHUTOMHA NOJDKHA OBITh He Oonee 13 MKr/mMa a0 mo0OaBieHHS K Tepamuu
kapOamazenuHa. lwmerorcs cooOmieHuss o ToM, 4Yro Ha (oHe mnpuema KapOaMazenmuHa
KOHIEHTpalus Me()eHUTONHA B TIa3Me KPOBHU MOKET MOBBIIIATHCA (B PEIKHX CIydasix).
npomuBocpuUOKo8ble npenapamol: UTPaKOHAa3017, BOPUKOHA30, aNTbTepHATHUBHBIC
MPOTHUBORIIUTIITUYECKHIE MpermapaTbl MOTYT OBITh PEKOMEHJOBAaHBI MAIUEHTAM, MOIYYaOlUM
BOPUKOHA30J1 UJIM UTPAKOHA30JT;

aHmuzenrbMUHmMHble npenapamel: MPa3uKBaHTE, al0eH1a307;

NpOMuUBOONYXoiegvle Npenapamvl. UMATUHUO, HHUKIOpochamMul, JanmaTuHUO, TEMCHPOIUMYC;
anmuncuxomuyeckue npenapamvl (Helpoienmuxu): KIIO3aIHMH, TaJONEPHION U OpOMIIEpHIOI,
OJlaH3allMH,  KBETHUANMH,  PUCHEPUIOH,  3UMPACUIIOH,  APUIMIPA30J,  HAIUIEPHIOH;
npomueosupycHole npenapamvl: HUHTUOUTOpHl mnpoteassl BWUY (MHIMHABHUp, pPUTOHABHUD,
CaKBUHABHD);

AHKCUONUMUYECKUe npenapamsl: aIpa3oiaM, MU1a30J1aM;

bponxoounamupyrowue npenapamsi: TeOOUIIINH,

KOHmMpayenmueHvle npenapamsl: TOPMOHAJIBHBIE KOHTPAIENTUBBL (HEOOXOAMM  1OIO0p
QIBTEPHATHBHBIX METOJO0B KOHTPALICTIIINH );

npenapamul 0Jis1 leueHus 3a0071e8anUll CepOeyHO-COCYOUCMOU cucmembl. OJIOKATOPBI

14
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CMCIOJICHHBIX» KaJIbIIUCBBIX KAHAJIOB TI'PYIIIbLI AWUTNW DOHI/IDHEII/I'HOB %tﬂﬁ;ﬁdﬂ%H M-EE[C i

aTOpPBACTAaTHH, JTOBACTATUH, [IEPUBACTATHH, NBAOPAINH;

cepoeutble 2IUKO3UObL. TATOKCHH;

2NIIOKOKOPMUKOCMEPOoUObl: TIPEAHU30JI0H, IeKCAaMETa30H;

npenapamol OJis1 leYeHUs dPeKMuilbHou ouchyukyuu: Taganapu;

UMMYHOOenpeccusHvle npenapamul. UKIOCIOPUH, 3BEPOJIIMMYC, TAKPOJIUMYC, CHPOIUMYC;
npenapamul 015 Jledenus 3a0071e6anull WUMOBUOHOU cele3bl: JEBOTHPOKCHH HATpHUs (CM.
pasnen 4.4);

opyeue leKkapCmeeHHble npenapamvl i NPoOYKmbvl NUMAaKUs: TIPEnapaThl, COJACPIKAIINE 3CTPOTCHBI
W/WIM TIPOTECTEPOH.

Kombunayuu, komopvie cnedyem npunumams 60 6HUMAHUE

[Ipu ogHOBpEMEHHOM MPUMEHEHHH KapOama3enuHa ¢ JIEBETHpAIETAaMOM B OTIENBHBIX CIydasx
OTMEYaJIOCh YCHJIEHHE TOKCHUECKOTO JeHCTBUS KapOama3enuHa.

W3BecTHBI COO0IIEHNs 00 YCUIICHUH TeIIaTOTOKCUYHOCTH, BEI3BAHHON N30HUA3UIOM, B TE€X CITyJasX,

KOTI'/Ia OH MPUMEHSUICS OJTHOBPEMEHHO C KapOaMa3ernuHOM.

KoMOunnpoBanHoe mnpuMeHeHHe KapOamaselnuvHa W JUTHS WIK METOKJIONpaMHaa, a TaKkKe
kapOaMazenuHa W HEHPOJICNTHYECKUX TMpenaparoB (Tajornepuoiia, THOPUIAA3WHA) MOXKET
MPUBECTH K TOBBIIMICHUIO YaCTOTHI HEXKENATEIbHBIX HEBPOJIOTHMUECKUX peakiuil (B cioydae
MOCIeAHEW KOMOMHAIINH - 1aXKe MPU TePANeBTUICCKIX KOHIICHTPAIUSIX JEHCTBYIOIINX BEIIESCTB B
TJ1a3Me KPOBH).

OpHoBpeMeHHOE NpUMEHEHHe KapOamaszenuHa ¢ HEKOTOPBIMU JUYPETUYECKUMH IpernapaTamMu
(TUAPOXIIOPOTHAUIIOM, bypocemuiom) MOXET  MPUBOJIUTH K  TUIOHATPUEMHUH,
COIPOBOKAAIONICHCS KITMHUUECKUMHU MTPOSBICHUAME (CM. pa3zaen 4.4).

Kapbamazenun MoXeT IposIBISTh AHTArOHU3M JEHCTBUIO HEEMONAPU3YIOIINX MHOPEIaKCAHTOB
(Hanpumep, maHKypoHusi Opomun). B ciaydae mpuMeHEHHS TaKol KOMOWHAIIMW JIEKApCTBEHHBIX
MpermapaToB  MOXKET BO3HHMKHYTh HEOOXOJAMMOCTh B  TOBBIIIEHHHM JI03bI  yKa3aHHBIX
MHOpPENAKCaHTOB; CIIEAYeT TIIAaTeIbHO HAOMI0AaTh MalMeHTa, TaK KaK BO3MOXKHO Ooiiee ObICTpoe,
4eM 0’KHMJ1aJIoCh, IPEeKpalieHue JeHCTBUS MUOPEIAKCaHTOB.

CooOmianoch 0 BO3HMKHOBEHHWU KPOBSHHUCTBHIX BBIACNECHUN W3 Blarajiuila B MEPHOJ MEXIY
MEHCTpyallusiMd TIpU OJHOBPEMEHHOM TPUMEHEHHH KapOama3enuHa ¢ TOPMOHAJIbHBIMU
KOHTpAaIeNTHBaMU (KPOBOTEUCHHE «IpophiBay). [Ipemapatr DuHIeNCHH perap] MOXET CHHKATh
3¢ (}eKT TOpMOHaNIbHBIX KOHTPALIENITUBOB BCIEACTBHE MHAYKIIMH MHUKPOCOMAJIBHBIX (PEPMEHTOB
MIEYCHH.

Kapbamazenus, Tak ke Kak U APyrue MCUXOTPOITHBIC MPEnapaThl, MOKET CHUXKATh IEPEHOCUMOCTh

ajikorojs. B cBs3u ¢ aTuM PCKOMCHAYCTCS OTKa3aTbCs OT yHOTpGGHGHI/IH aJIKOI'OJIs.
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(Hampumep, puBapokcabaH, naduraTpaH, anukcadaH, 30KcabaH) MOXKET MPUBECTU K CHHKECHHIO
KOHIIEHTPAIIUHU MTEPOPATBHOTO aHTUKOATYJISIHTA MPSMOTO JCHCTBHS B IIa3Me KPOBHU, YTO MPUBOIUT
K pHUCKY pa3BuTtus Tpombo3a. Takum o00pa3om, MNpu HEOOXOJAUMOCTH OJHOBPEMEHHOTO
MPUMEHEHHs] YKa3aHHBIX MPENapaToB CIEAYET MpOSIBIATh HACTOPOXKEHHOCTh B OTHOIIEHUU
MIPU3HAKOB M CHMITOMOB TpoM003a.

Bausnue na ceponocuueckue uccnedosanus

Kapbamazenun MoOKeT TPUBECTH K JIOKHOIOJIOXKUTEIBHOMY pe3yJbTaTy OIpeaeacHus
KOHIICHTpaluu nepdheHasnHa MET010M BEICOKO3((HEKTUBHOM XKHIKOCTHONU XpoMaTorpadum.
Kap6amazenun u 10,11-smokcua kapOamMazenuHa MOTYT MPHUBECTH K JIOKHOIOJIOKHUTEIHBHOMY
pe3yabTaTy OIpeNeseHUs KOHICHTPAUUH TPULUKIMYECKOTO aHTHAEHPECCaHTa METOJOM
MOJISIPU3ALMOHHOTO (DITyOPECIIEHTHOTO UMMYHOAHAIIN3A.

4.6. DepTUIBLHOCTDH, 0EPEMEHHOCTb M JIAKTAIUSA

JKeHIMHEI ¢ COXPAaHCHHBIM PCIIPOAYKTHUBHBIM IMOTCHIIMAJIOM M MAIIMCHTHI MYXXCKOI'O I10J1a

[TanmeHTKaM C COXpaHEHHBIM PENPOAYKTHUBHBIM IOTEHLUAIOM CIIEAYET MCIOIb30BaTh HAJEKHbBIE
METO/bI KOHTPALENLIUU BO BpeMsl TEPANUU U B TEUCHHUE 2 HEMleNb 0Cie pHUeMa MOCIeHEN 03b
npenapara duniencuH perapa. B cBsa3um ¢ MHAYKIMEH MHKPOCOMaJIBHBIX (DEPMEHTOB INEYEHU
KapOama3enuH MOXeT OCNabNATh TepaneBTHUYeCKH 3(p(eKT ropMOHaNbHBIX KOHTPAIENTUBHBIX
MPEnapaToB, COJEPKAIIUX ICTPOTeHbI U/WIK ITporecTepoH (cM. pasaensl 4.4 u 4.5). [laruentkam ¢
COXPAaHEHHbIM PENPOAYKTHBHBIM IOTEHLUAIOM CJIEAYeT PpEKOMEHJOBAaTh HCIOJIb30BaTh
aJIbTepPHATHBHBIE METO/IbI KOHTPALIETILIUU BO BpeMs Tepanuu npenaparoM OUHIIETICUH peTap/.
bepeMeHHOCTD

Pestome puckos

Kap6amazenun OBICTPO MPOHUKAET uepe3 TeMaTOIUIAlleHTApHBIN Oapbep, U OOHApYKUBACTCS B
BBICOKMX KOHIIEHTPALUAX B TKAHAX IUI0AA, 0OCOOEHHO B MIEYEHU U MOYKAX.

JleTn malueHToK C AMWIEHICUEN Yallle IPYTUX IPeapacloyokeHbl K BOSHUKHOBEHUIO HApyIIEHUI
pa3BUTH, B TOM YHCJE, BPOXKICHHBIX MOPOKOB. HecMOTpsi Ha HEOCTATOYHOCTh YOEAUTEIbHBIX
JAHHBIX KOHTPOJMPYEMBIX MCCIEJOBAaHUN O HAJIWYMU NPUYMHHO-CIEJCTBEHHOM CBA3M JaHHBIX
HapyIlleHU ¢ MOHoTepamueil kapOaMa3enuHOM Yy MarTepd, Ha (pOHe HNPHUMEHEHMs Ipernapara
@DuUHIENCUH peTap] 3aperUCTPHUPOBAHBI COOOLICHHS O CIIydasX BPOXICHHBIX 3a00JIeBaHHA U
MOPOKOB pa3BHUTHUS, BKIIOYas He3apalleHWe Jy>KeK TIO03BOHKOB (spina bifida) u ppyrux
BPOXKJICHHBIX aHOMAJIUI: IE(PEKTOB pa3BUTHS YEPETHO-TIULIEBBIX CTPYKTYP, CEPAEUHO-COCY TUCTON
U IPYTHX CUCTEM OpraHOB, TMIIOCHA/INU.

ITo nanubiM CeBepoamepuKaHcKoro peructpa 6epemenHsix u perucrpa EURAP (EBponeiickuii

U MEXIyHApOJHBINH PErHCTp MPOTHUBOIMUICITHUECKUX MPENapaToB U OEPEMEHHOCTH), 4acTOTa
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IpyObIX TOPOKOB pa3BUTHUS, OTHOCALIMXCA K CprKTifgﬁ{m-'EQédﬁéJml?H%ﬁe V_i('rlmﬁi:/r'

XUPYPIUYECKOM, MEIUKAMEHTO3HOM WM KOCMETHYECKOM KOPPEKLUH, IUAarHOCTUPOBAHHBIX B
TeueHue 12 Henenb nocine poxaeHus, cocrasisiia 3,0% y marepeit (95 % AU 2,1-4,2), a yepes 1
ron mnocie poxaeHus — 5.4 % (95 % AU 4,5-6,4) coorBercTBeHHO. YacToTa BpPOXKIEHHBIX
ITIOPOKOB PAa3BUTHA y NALMEHTOB, HE MOJBEPraBIINXCS BO3JECUCTBUIO MPOTHUBOSMMICITUYECKUX
npemapatoB coctaBuna 1,1% (95 % AN 0,35-2,5). OtHocurensHbd puck (OP) BpokIeHHBIX
aHOMaJInil y OepeMEHHBIX JKEHILWH, TOTyYaroIuX KapOamMmas3enuH, 1o CpaBHEHUIO ¢ OepeMeHHBIMU
KEHIIMHAMU, He PUHUMAIOIIUMH MPOTUBOSIMIICIITUYECKUE Tipernaparsl, coctasui 2,7 (95 % AU
1,01-7,0).

JlaHHbBIE 3MHMIEMUOJIOTUYECKOTO0 HMCCIEA0BAaHUs YKa3blBalOT HA IMOBBILIEHHBIH PUCK POXKICHUS
JeTell ¢ MaJIbIM BECOM JUJIsl TeCTAllMOHHOTO BO3pacTa (IMOTEHIIMAILHO CBA3AHHBIM C 3a/IepyKKOM
pocta miona) y OEpeMEHHBIX >KEHIIMH, MOJYYaloUIMX MPOTHUBOSIMUICNITUYECKUE TMpenapaThl
(BrITIOUAst KapOamMasenuH) BO BpeMsi 0pEMEHHOCTH, 110 CPAaBHEHHIO C O€pEeMEHHBIMH JKEHIITUHAMU
C JMuUJIeTICUuel, He MoydyaromuMu jedeHnus. CoolIanoch 0 HapyIICHUSX pPa3BUTHS HEPBHOU
CHCTEMBI (TaKUX KaK 3aJIepXKKa pa3BUTHS, PACCTPOICTBAa ayTUCTUYECKOTO CIIEKTPa, YMCTBEHHAsS
orcrasocth, CJIBI" u 1p.) y nmereid, poKJICHHBIX >KCHITUHAMU C SIUJICTICUEH, MOTy4YaBITUMU
kapbama3enuH OTHENbHO WJIM B KOMOMHAMM C JAPYTUMH HPOTHBOSMUIECHTHYECKUMU
npenapataMu BO Bpemsi OepeMeHHOCTH. lccienoBaHus, CBsI3aHHBIE C PUCKOM HapyIICHHH
pa3BUTH HEPBHOW CHCTEMBI y JETEH, MOJSydyaBIIMX KapOamas3emnuH BO BpeMsi OEpeMEHHOCTH,
MIPOTUBOPEYUBHI, U PUCK HEJIb351 UCKIIFOUUTb.

Knunuuecxoe 3nauenue

Crnenyer ¢ 0co0OH OCTOPOXHOCTBIO NMPUMEHATH mpenapaT PuHIIENCHH peTapl Yy OepeMeHHBIX
YKEHILHH C SIUJICTICUEH.

[Tpu HeoOxoauMoOCTH MpUMEHEHHs NpernapaTa OUHIENICUH peTap]] y OepeMEHHBIX, a TaK)Ke B TOM
cilydae, eciii 0epeMeHHOCTh AUarHOCTUPOBaHa BO BpeMs MPUMEHEHUs Tpernapara, Wil HalleHTKa
IUTAHUPYET OEpeMEHHOCTh, CIEAYyeT TIIATENbHO OLEHUTh COOTHOLICHHE OXHJIAeMOH MOJb3bl U
BO3MOXXHOT'O PHCKa, OCOOEHHO B IIEPBOM TPUMECTPE OEPEMEHHOCTH.

[Ipu nocrarouHoi KIMHUYECKOM 3P(HEKTUBHOCTH y MALIMEHTOK C COXPAaHEHHBIM PENPOIYKTHUBHBIM
noTeHumaioM npenapat OUHIETICHH peTap/ cleAyeT IPUMEHATh B MOHOTEPAIINH, TaK KaK 4acTOTa
pa3sBUTHS ~ BPOXKICHHBIX  aHOMANWi  IUIOAa NP NPUMEHEHHMM  KOMOMHHMPOBAHHOU
IIPOTUBOAMMIJIENITUYECKON TEpaluM BBIIIE, YEM NPU MOHOTEpANUHM JaHHBIMU Ipenaparamu. B
3aBHCHMOCTH OT IMpEnapaToB, BXOISIIUX B COCTaB KOMOMHUPOBAHHOW TEparuu, PUCK Pa3BUTHUS
BPO’KJCHHBIX IOPOKOB MOKET MOBBIIIATHCS, 0COOCHHO IPU JOOABICHUH K T€palHK BaJbIIpoaTa.
[Ipenapar ®uuiencuH peTtapA ciexyeT NPUMEHSATh B MHUHUMAIbHOW 3¢ (eKTuBHOU m03e.

PexoMennyercs peryJisipHblii KOHTPOJIb KOHUEHTPALMU ICUCTBYIOLIETO BELIECTBA B IUIa3M€E KPOBH.
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[Ipu >hdexTHBHOM NPOTHBOCYIOPOKHOM KOHTPOIE Y 66&5%&11%%':&%@%&&&%3&&'

COOTBETCTBYET SKCNEPTHOMY OTUYETY

MUHHMAaJIbHYIO KOHLIEHTpAIMIO kKapOaMasenuHa B IU1a3Me KpOBH (TeparneBTUYEeCKUN auana3oH 4-
12 MKT/MIT), TOCKOJIBKY CYIIECTBYIOT COOOIIEHHSI O BO3MOXHOM J10303aBUCMOCTH PUCKA Pa3BUTUHI
BPO’KJCHHBIX TOPOKOB (HApuMep, 4acTOTa Pa3BUTHsI IOPOKOB PA3BUTHS MPHU MPUMEHEHUH J03bI
MeHee 400 Mr B CyTKH OblJIa HUXKE, YeM MTPU TPUMEHEHUHN 00Jiee BHICOKUX J103).

[TaneHTKH JOKHBI OBITH HH(OPMHUPOBAHBI O BO3MOKHOCTH YBEITHMUEHUS pUCKA BOZHUKHOBEHUS
MOPOKOB pa3BUTHS M O HEOOXOAMMOCTH IIPOBEACHHUS, B CBA3M C O3TUM, AaHTEHATAJIbHON
JTMarHOCTHKH.

Bo Bpems OGepemMeHHOCTHM He cleayeT mpepbiBaTh 3(P(HEKTUBHOE MPOTHBOIMHMICTITUUECKOE
JIeueHHe, MOCKOJIBKY IPOrpecCupoBaHMe 3a00I€BaHUS MOKET OKa3bIBATh OTPUIATEIHLHOE BIMSHHUE
Ha MaTh U Ha TUIO/.

Koumpone u npopunaxmuxa

W3BecTHO, 4TO BO BpeMsi OepeMEeHHOCTH pa3BUBaeTCs nehuIHT (honueBoi KucnoTsl. Cooduianoch
O TOM, YTO MPOTUBOSIWICNITHYECKHE TMpernapaTrbl YCHWJIMBAIOT ATOT JEPHUIUT. DTO MOMKET
CIIOCOOCTBOBAaTh YBEJIMUEHHUIO YaCTOThl BPOXKICHHBIX NE(PEKTOB Yy JeTeH, pOKIAroIuXcs Yy
KCHIIMH, TPUHUMAIOIIUX TPOTUBOSMIICHTUYECKHE MTpenaparthl. B ¢BsA3M ¢ BhIlIECKa3aHHBIM JI0 U
BO BpeMs OEpEeMEHHOCTH PEKOMEHIYETCS TOTOIHUTENbHBIN MpreM (OTNeBON KUCIOTHI.

C uenpio mpo(UIAKTUKKA TMOBBIIIEHHOW KPOBOTOYMBOCTH y HOBOPOXJCHHBIX J>KEHIIMHAM B
NocjeIHUEe HeAean OEpeMEHHOCTH, a TaKKe HOBOPOXKACHHBIM PEKOMEHIYETCS IMPHUMEHSTh
ButamuH K1.

JlakTranus

Hoesopooicoennvie

OnmcaHo HECKOJBKO CIIy4yaeB »SHWICNTHUECKUX TNPUCTYNOB W/WIM YTHETCHHUS JAbIXaHUS Yy
HOBOPOKJECHHBIX, MaTepU KOTOPBIX MPUHUMANHU NpenapaT PUHIIENCUH peTap OJHOBPEMEHHO C
OPYTUMH TPOTHUBOCYAOPOXKHBIMU MpenaparamMu. Kpome Toro, coo0manocs Takke 0 HECKOJIbKUX
CIIy4asix PBOTHI, IUAPEH W/WIU THIOTPOUU y HOBOPOXKICHHBIX, MaTepU KOTOPBIX MOIIydaan
kapOamazenuH. Bo3aM0OXXHO, 3TH peakIMy MPEeACTaBISAIOT COO0H MPOSIBIEHUS CHHIPOMA «OTMEHBD)
Y HOBOPOX/ICHHBIX.

Joknunuyeckue danHvle

[Io 0600IIEHHBIM NaHHBIM Pa3JIUYHBIX JAOKIMHUYECKHX HCCIECIOBAHUM y KUBOTHBIX (MBIIIH,
KPBICBI, KPOJIMKH) IpPU MPUMEHEHHH B J03aX, COOTBETCTBYIOUIMX MPHUMEHSEMBIM Yy UYEIOBEKa,
KapOamazenuH 00J1a1aeT HU3KUM T€PaTOTEHHBIM IMOTEHLIMAIIOM UJIM He 00JIaJ]aeT TAaKOBBIM BOBCE.
OpHako, JaHHBIX JOKIMHUYECKUX MCCIENOBAHUM OKa3ajloCh HEJAOCTATOYHO JI HCKIIOYEHUS
TepaToreHHoro 3¢gdekra kapbamazenuHa. B uccieqoBaHuM penpoyKTUBHOW TOKCUYHOCTH TPH

npUMeHeHHH npenapata OUHIEICHH peTap] y KOPMSIIUX Kpbic B o3¢ 192 MI/kr B CyTKH
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COOTBETCTEYET 3KCTIEPTHI
ot 31.10.2025 Nz 27.

(NOCNEANCBATENBEHOCTL 0003)

MY OTYETY

OTMCUYCHO 3aMCIJICHUEC HpI/I6aBKI/I MacCChbI T€Jia y IOTOMCTBA.

I'pyonoe seckapmausanue

Kapbamaszenun npoHHMKaeT B TpyJHOE MOJOKO, IJIe €ro KOHLEHTpauus coctasiseT 25-60% ot
KOHIIEHTpPALlMU B IJIa3Me KPOBH. B CBs3M ¢ BBILIECKAa3aHHBIM, IPU HEOOXOIUMOCTH IPUMEHEHUS
npenapaTta OUHIETICUH peTap B IEPHOJI TPYIHOTO BCKapMIIMBAHUS CeAyeT TIATEIbHO OLEHUTh
COOTHOIIEHUE O0XXHMJIAa€MOW TMOJb3bl ECTECTBEHHOIO BCKAPMJIMBAHMS K BO3MOXHOMY PHUCKY
pasBUTHs HEXeNaTeNbHBIX peakiuil npemnapara. HeoOxomumo Habmo0gaTh HOBOPOXKIECHHBIX,
MOJIyYaOIIUX FPYyAHOE MOJIOKO, C IEJIbI0 KaK MOXHO 0oJiee paHHE! THarHOCTUKU HeKeaTeIbHbIX
peaknuii (HampuMmep, BBIPAXCHHOW COHJIMBOCTH, aJUIEPrHYECKUX KOXHBIX peakmuii). Y
HOBOPOXACHHBIX, KOTOPLIC IMOJIyYalln Kap6aMaBGHI/IH AHTCHATAJIbHO WJIM C I'PYAHBIM MOJIOKOM,
OIMUCAHBbI ClIydau XOJICCTATUYCCKOT'O ICIIATHTA, B CBA3KM C YCM CICAYCT HOHa6JIIO,Z[aTB TaKuX
HOBOPOKJCHHBIX C II€JIbI0 KaK MOXHO Oojiee paHHEeW AMarHOCTUKHM HEXeJlaTelIbHBIX peakuil co
CTOPOHBI renaToOMIMAPHON CUCTEMBI.

DepTIbHOCTD

3aperucTpupoBaHbl OYEHb PEAKUE COOOIIEHUS O CHUKEHMH MY)KCKOW (DEepTHIIBHOCTH W/MIU
HapylUIeHUH CIIepMaTOreHesa.

47 Biausinue Ha cOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHM CpeICTBAMHM U pPadoTaTh C
MeXaHNU3MaMu

CriocoOHOCTh TalMEHTa, TpUHUMaromero npenapatr MUHIETICHH peTapia, K ObICTpOi peakiuw,
0COOCHHO B Hauaje Tepalnuy WM B MEPHOJ MOJ00pa J03bl, MOXKET ObITh HapylleHa BCIEACTBHE
KaKk camMoro 3a0oieBaHus (Hampumep, CYIOpOr), TaK U BCIEACTBHE BO3HUKHOBEHUS
HE)KEJIATENIbHBIX pPEaKLMi, TAKUX KakK, TOJIOBOKPYKEHUE, COHJIIMBOCTb, aTAaKCHs, IHUIUIOINMS,
HapylIeHHe aKKOMOJAIMKU U HapylleHue 3peHus. [lanuenty cineayeT coOro1aTh 0CTOPOKHOCTh
MIPH YIIPABIEHUU TPAHCIOPTHBIMU CPEJICTBAMU M MEXaHU3MaMHU.

48 He:xenartesibHbIE peakuu

Pesrome mpoduiist 6e300acHOCTH

OmpeneneHuple BUAb HexenatenbHbIXx peaknuit (HP), wampumep, co croponst [[HC
(royIOBOKpYXEHHE, TojIoBHAasI 00Jb, aTaKCHs, COHJIMBOCTb, YYBCTBO YCTaJOCTH, AMUILIONHSI), CO
CTOPOHBI KETyJOYHO-KUIIEYHOTO TpakTa (TOIIHOTA, PBOTA), a TAKXKe aJUIEPTUUYECKUE KOXKHbIC
peakIyM, BCTPEYAIOTCS OYEHb YacTO WM YacTo, OCOOCHHO B Hauaie JICUEHHUS NpenapaToM
@UHIIEIICUH peTap, Uiy IPU IPUMEHEHUU YPE3MEPHO BBICOKOU IIEPBOHAYAILHOM 03B! IIpenapara
WJIY TIPY JIEYEHU U TIOKUJIBIX AIUEHTOB.

Jlo3o3aBucumbie HP 00b14HO paspemiatoTcs B TeUeHUE HECKOIBKUX JHEH, KaK CIIOHTaHHO, TaK U
II0CJIE BPEMEHHOI'O CHMKEHUS A03bl Ipenapata Ounnencud perapa. Pa3Butue HexenaTenbHBIX

peakuuii co croponsl [ITHC MoxeT ObITh clieICTBUEM OTHOCUTENBHON MePeJ03UPOBKH IpenapaToM
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OUHIIETICUH peTap] WK 3HAYUTENbHBIX KOJIeOaHUi KOHHCH’lgaHPH:II MBM&% BemCCTEd B

SKCTMEPTHOMY OTUETY

I1a3Me KpoBU. B Takux ciyyasx peKOMEHIY€eTCsl KOHTPOJIUPOBATh KOHLEHTPALINIO AEUCTBYIOLIETO
BELIECTBA B IJIa3M€ KPOBH.

Pe3romMe HexenaTenbHBIX PEAKIIN

Hexenarenbuble nekapctBeHHble peakiuu (HJIP) crpynmupoBaHbl B COOTBETCTBHH €

KiIaccupukanuer opraHoB u cucteM opranoB MedDRA, B mnpexenax Kaxaoll Tpymrbl

MIEPEYHCIICHbl B MOPSAJKE YMEHBIIEHHs YacTOThl BCTPEYAEMOCTH. B mpenenax Kakaoul rpymnmsl

yacToThl Bcrpeuaemocty HJIP yka3zaHbl B MOpSIKE YMEHbBIICHUS UX 3HAYMMOCTH.

IIpu onenke 4yacToTsl BeTpedaeMocT pasnuuHbix HJIP ucnonb3oBaHbl ciieqyronye rpajanuu:

«odeHb gacto» - >1/10, «gacto» - >1/100 - <1/10, «nedacto» - >1/1000 - <1/100 «pemko» -

>1/10000 - <1/1000, «ouenwr pemko» - <1/10000, B TOM 4YHCIIE ¥ OTACIbHBIC COOOIICHMS.

Ilcuxuueckue Hapywenus: peiKo - TAUTIOLNUHAIMK (3pUTENbHBIE WIH CIIyXOBBIE), JEMpPECCUs,

arpeccusi, 0eCIIOKOHCTBO, aKUTAIMs, CIYTAaHHOCTh CO3HAHMS; OYE€Hb PEIKO - aKTUBAIHS IICUX03a.

Hapywenus co cmopoHvl HepeHOU cucmeMvl. OYEHb 4YacTO - aTaKCHs, T'OJOBOKPY)KEHHE,

COMHOJICHIIMSI; YacTO - JMILUIONHUS, TOJOBHAasg OOJb;, HEYACTO - aHOMajbHble HEMPOM3BOJIbHbBIE

JBIDKCHUSI (HAlpUMED, TPEMOP, «ITOPXAIOIIHI» TpeMop (asterixis), MbIIICYHAsT JUCTOHUSI, TUKH),

HUCTarM; peaKo - ITUCKUHE3Ms, INIa30[BUTaTeIbHbIE HAPYILIEHUS, HapYLUIEHUsl peun (Harpumep,

JU3apTpUs, HEBHATHAS peyb), XOPEoaTeTos3, nepudepudeckas HeWponaTHs, HapecTe3nH, mapes;

OYEHb PEIKO 3JIOKAYECTBEHHBIM HEUPOJECNTHYECKUN CHUHIPOM, ACENTHYECKHUHA MEHUHTUT C

MHOKJIOHYCOM U TIeprepruIeCcKOi 203UHOPUITHEH, TUCTEB3USI.

Hapywenusa co cmoponvl Kodcu U NOOKOJCHbIX MKaHell: 0YeHb YacTO - KpalMBHULA, KOTOpas

MOJKET OBITh TSKEIION, allJICPrUYeCKHi JepPMATUT; HEYACTO - SKCPOTUATHBHBIN IEPMATUT; PEIKO

CHUCTEMHas KpacHas BOJYAaHKA, KOKHBIA 3YyJ; OueHb penko - cuHapoMm CrtuBeHca-/[)xoHcoHa (B

HEKOTOPBIX cTpaHaxX A3WK KJIacCUPHUIMPOBAH KaK «PEAKO»), TOKCHUECKHHM SHuAepMalbHbII

Hekponu3 (cuHapom Jlaiienna), peakmuu (oToceHCcMOMIM3aKUU, MHOTO(GOpPMHAS dpUTEMA,

y3J0BaTas 3puUTeMa, HapyIIEHUs] NMUTMEHTAIMM KOKHU, MypIypa, akHE, TUIIEPruapo3, ajaonenus,

TUPCYTHU3M.

Hapywenus co cmoponwsl kposu u aumgamuyeckoli cucmemvl: 0O4EHb 4acTO - JTEHKONEHHs; 4acTo -
TPOMOOIIMTONECHUS, J03MHOQWINS; PEAKO - JIEHKOIMTO3, JTUMQaaeHONaTHs; OYEHb PEIKO -
arpaHyJIOLMTO3, aIllIaCTUYECKas aHEeMUs, NAHIUTOIICHUS, UCTHUHHAS 3pUTPOLMTApHas aruiasus,
aHeMus1, Merayio0IacTHas aHEMUS, PETUKYJIOIUTO3, TEMOJIUTUYECKAs aHEMUSI.

Bo Bpems npuema npenapara MOKET pa3BUThCS arpaHyJIOLUTO3 U artacTuyeckas anemus. OqHako,
B CBA3U C TE€M, YTO 3TH COCTOSIHUS BOZHUKAIOT OYEHb PEAKO, TPYIHO AATh KOJUYECTBEHHYIO OLICHKY
pHUCKa MX BOSHUKHOBEHHA. M3BECTHO, UTO CyMMAapHBIM PHCK pa3BUTHS arpaHyJOLUTO3a B OOIIeH

NOMYJISILMY, HE MOJIy4yaBIIeH JeueHus, cocTaBiseT 4,7 ciydaeB Ha | MiH. HaceleHHs B roji, a
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arjiacTU4eckor anemuu - 2,0 ciydast Ha 1 MIIH. Hace)

MY OTYETY

Kenyoouno-kuweynvle HapywieHus: OYeHb 4YacTO - TOLIHOTA, PBOTA; YacTO - CYXOCTb BO PTY;
HEuacTo - Auapesi, 3a1op; peaKo - 00Jb B )KUBOTE; OYCHb PEJIKO - TJIOCCUT, CTOMATUT, ITAHKPEATHUT.
Hapywenus co cmopoHwl neuenu u scenyesvi8o0auux nymeti: peKo - TenaTUT X0JIeCTaTUYeCKoro,
MapeHXUMATO3HOro  (TEMaToLE/UTIONISIPHOT0) WM CMEIIAHHOTO  TWMA,  JAECTPYKIHUS
BHYTPHUIICYCHOYHBIX KEITYHBIX MPOTOKOB C YMEHBIICHWEM HMX YHCTA, KEITyXa; OUYeHb PEAKo -
NeUYeHOYHAsE HEJI0CTATOYHOCTh, IPAHyJIEMAaTO3HOE TIOPAKEHHE TICUCHH.

Hapywenus co cmoponsl ummyHHOU cucmemvl: PEIKO - MOJMOPraHHAsl TUIEPYYBCTBUTEILHOCTD
3aMEJICHHOT'O THIa C JIUXOPAJKON, KOKHBIMH BBICHIIIAHUSMHU, BaCKYJIUTOM, JINM(paaeHonaTre,
NCeBIOMUM(POMON, apTpalrhuei, JIeHUKONMeHueW, 303MHOMWINCH, TemaToCIIEHOMETaIne |
W3MEHECHHBIMH TOKa3aTeNs MU (YHKIIMH MEYCHH U JECTPYKIMEH BHYTPUIICYCHOUHBIX JKEITUHBIX
MIPOTOKOB C yMEHbIIEHWEM HX 4Hcia (yKa3aHHbIE TMPOSIBICHUS BCTPEYAIOTCS B Pa3IMUHBIX
KOMOMHAIMX), TaKKe MOTYT BOBJIEKATbCA JpYyrHe OpraHbl (HampuMmep, JIerKue, IOYKH,
MODKETyA0YHAs JKeTie3a, MUOKap/I, TOJCTAs KUIIIKA); OYeHb PEIKO - aHa(HUIIaKTHUECKasl PeaKIusl,
AHTHUOHEBPOTUYECKHI OTEK, THIIOTaMMario0yIMHEMUSL.

[Ipy BOBHHMKHOBEHHH YKa3aHHBIX BBIIIE pEaKUUN MOBBIIICHHONW YyBCTBUTEIHHOCTH MPUMEHEHHUE
npernapaTa JI0JKHO OBbITh TPEKPALIEHO.

Hapywenus co cmoponwvl cepoya: peko - HapylIeHue BHYTPUCEPACYHON MPOBOIUMOCTH; OUCHb
pPENKO - apuUTMHs, aTPUOBEHTPUKYIISIpHAS OJIOKaga ¢ 0OMOpPOKOM, Opaaukapausi, XpOHHUYECKas
ceplieuHas HeZJOCTaTOYHOCTh, 000CTpEHUE HILIEMUYECKOi O0JIe3HU cepana.

Hapywenus co cmoponwl cocyoos: penko - apTepuaibHasi TUIIEPTEH3Us WU TUIOTEH3Us; OYECHb
PEAKO - IMUPKYISTOPHBIN KoJutarnc, TpomOodiedut, TpomboaMbous (Hampumep, TpoMO03IMO0ITHs
JIETOYHOM apTEpHH).

OHOOKpUHHbIe HapyuwleHus: YacTO - OTEKH, 3aJilepKKa KUAKOCTH, YBEIUYEHHE Macchl Tea,
TUIMOHATPUEMHUS U CHUKEHHE OCMOJISIPHOCTH KPOBH BelieACTBHE 3(hdekTa, CXOIHOTO C IeHCTBUEM
AHTUIUYPETUYECKOTO TOPMOHA, YTO B PEAKUX CIIy4asX MPUBOAUT K BOJHON WHTOKCHKAIIUU
(TUTIOHATpUEMUH DPa3BEICHUS), COMPOBOXKIAIOMICHCS JIETaprhei, PBOTOW, TOJIOBHOW OOJbIO,
JIe30prEeHTAIe U HEBPOJIOTUYECKUMH HapYLICHUSIMH; OUY€Hb PEKO - TaJaKTopes, TMHEKOMACTHS.
Hapywenus memabonuszma u numanus: peaxo - neduuuT ¢GOIUEBOMl KUCIOTHI, CHUKECHHE
amnmeTHTa; O4eHb PEIKO - ocTpas mopdupus (ocTpasi ”HTEPMUTTUPYIOIIAS TOPHUPHS U CMEIIIaHHAS
nop¢upusi), HeocTpas Hoppupus (MO3AHAL KOXKHAS TOPPUPHSL).

Hapywenus co cmoponvr nouex u  mouegvleo0Awjux  nymei: OUYEHb PEOKO -
TyOyJIOMHTEPCTULIMANBHBIN HEPPUT, MTOUYEUYHAs] HEIOCTATOYHOCTh, HapylleHHEe (YHKIUH MOYEK
(Hampumep, anbOyMUHYpHUS, T€MaTypus, OJUTYpPHs], MOBBLIIICHHE KOHIICHTPAIUM MOYEBUHBI B

KpPOBH/a30TeMHUs), 3a/IePKKa MOUH, YUAIICHHOE MOYEUCITYCKaHHE.
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Hapywenus co cmoponsr penpodykmugnoi cucmemvl _u Mo e 1 BhEHE Tp%z'}'é@i'

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

paccTpoiicTBO TOJOBOM  (PyHKIMH/3pEKTHIbHAS TUCPYHKLUS, HApYLICHHE CIepMaToreHes3a
(YMeHbIIICHHE KOJIMYECTBA CIIEPMATO30U/I0B U HX TOABIKHOCTH).

Hapywenus co cmoponvl opeana 3penus: 4acTo - HapylIeHHe aKKOMOJAIMH (B T.4. HEYETKOCTh
3pEHMs); OUEHb PEJIKO - IOMYTHEHHUE XPyCTaIMKa, KOHbIOHKTHUBHT.

Hapywenus co cmopomnbl opeana ciyxa u 1ad0upunma s: O4€Hb PEJIKO - pacCTpoiicTBa ClIyxa, B T.4.
IIyM B yIIaX, TUIIEPAKY3Us, TUIIOAKY3Us, H3MEHEHUS BOCIIPUATHUS BBICOTHI 3BYKA.

Hapywenus co cmoponbl mMbluieuHoll, CKeiemuou u cCOeOUHUmMenbHoU MKAHU: PEIKO - MbIIICYHas
cJ1a00CTh; OYEHb PEIKO - HAPYLIEHHE KOCTHOTO MeTa00In3Ma (CHUKEHUE COIEP/KAaHUS KaJIbLUS U
25-ruapokcuxosueKanbuudeposa B Iia3Me KpOBH, MPHUBOISIIEE K OCTEOMAISIINNA/OCTEONIOPO3Y),
apTpajrusi, MUAITUS U MBIIICYHBIC CIIA3MBI.

Hapywenus co cmoponbl OvixamenvHot cucmemvl, 0Op2aHo8 2pyOHOU KIemKu U CpeooCmeHUs:
OYEHb PEJKO - PEAKIIMH TMIEPUyBCTBUTEILHOCTH, XapAKTEPU3YIOIIUECS JIUXOPATKOM, OJBIIIKOH,
MTHEBMOHUTOM HJIU ITHEBMOHHEH.

Obwue napywenus u peakyuu 6 mecme 66e0eHus: 04YeHb YacTo - TOBBIICHHAS yTOMIIIEMOCTb.
Jlabopamopnvie u uncmpymenmanvHvle OaHHble: OYEHb YacTO - MOBBIIIEHNE aKTUBHOCTH I'aMMa-
rryTaMunaTpadcdepasbl (BCIEACTBHE WHAYKIIUU «TIEYCHOYHBIX» (EPMEHTOB), YTO OOBIYHO HE
UMeeT KIMHUYECKOTO 3HAUEHUS; YacTO - TOBBIIICHNE aKTUBHOCTH ILEIOYHOMN (ochaTa3bl KPOBH;
HEYacTO - MOBBIIICHWE AaKTUBHOCTU TPAHCAMHMHA3; OYEHb PEAKO - MOBBIIICHWE BHYTPHUIIA3HOTO
JABJICHUsI, MOBBIINIEHUE KOHLEHTPAIMM XOJIECTEpUHA, BKIIIOYAs XOJECTEPUH JIMIIONPOTEUI0B
BBICOKOM IJIOTHOCTH U TPUTJIULIEPUAOB, U3MEHEHHUS ITOKa3aTeneil GyHKIMN IIUTOBUIHOM JKeJIe3bl -
CHIDKEHHE KOHILIEHTPAIIMH THPOKCHHA (CBOOOIHOM M CBA3aHHOM (paKIMK) U TPUHOATUPOHUHA U
MOBBIIIEHUE KOHLEHTPAIIMM TUPEOTPOITHOTO TOPMOHA, YTO OOBIYHO HE COIMPOBOXKAAETCS
KJIMHUYECKUMH MPOSBICHUSMHU, TOBBIIIEHNE KOHIIEHTPAIMK IPOJIAKTUHA B CBIBOPOTKE KPOBH.
Heocenamenvnvle peakyuu, 6viaeieHHble 8 NOCMPE2UCMPAYUOHHOM nepuooe (coobujenus Ovluu
NOLYYEeHbl U3 NONYIAYUU HEONPEOEIeHHO20 Pa3Mepa, 6C1e0Cmeue 4e20 Yacmomy 6Cmpeuaemocmu
onpeoenums He603MOUCHO, «4ACTOMA HeU38eCMHA»)

Hngpexyuu u uneasuu.: peakTUBALKs BUpyca IPOCTOro repreca 6 Tuma.

Hapywenus co cmoponul kposu u numgpamuieckoii cucmemul: HEOCTaATOUHOCTh KOCTHOI'O MO3Ta.
Tpasmvl, unmoxcukayuu u OCIONCHEHUs MAaHunyaAyuu: TaAcHUe (CBA3aHHOE C aTaKCHEW,
TOJIOBOKPY’KEHHEM, COMHOJICHUUEH, apTepUaIbHOM TMIIOTEH3UEH, CIIyTAHHOCTBIO CO3HAHUS,
cellaliell, BBI3BAaHHBIMU ITPUEMOM IIperapara).

Hapywenus co cmopoHbl HepsHOU cucmembl. Cealns, HapylIeHUEe MaMATH.
Kenyoouno-kuweunvie napyuienus co cCmopoHbl Hceny0oUHO-KUUEYHO20 MPAKma: KOIUT.

Hapywenus co cmoponvl ummyHHOU cucmemsl: JEKapCTBEHHasl ChIIb C S03MHOPUINEH U
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cucteMubiMu niposiBiieHusiMu (DRESS-cunapom).

COOTBETCTBYET SKCTNEFTHOMY OTHETY

Hapywenuss co cmopoHbl Kodcu U NOOKOJMCHLIX mMKaHel: OCTPbIi TI'e€HEpaTu30BAHHBIN
9K3aHTEMATO3HbIN MyCTYJIE3, TMXCHOUIHBIN KepaTo3, OHUXOMA/I€3HC.

Hapywenus co cmoponul mbluteynotl, ckeiemHotl u cCOeOUHUMENbHOU MKAHU. TIEPETIOM KOCTEH.
Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble: CHUKEHHE MII0OTHOCTH KOCTHOM TKaHU.

COO6H_I€HI/I§I 0 TOJO03PECBACMBIX HCXKECIATCIbHBIX PCAKIINAX

BaxxHo coo0mare 0 TMOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIHSIX TIOCIEe PEerucTparuu
JIEKapCTBEHHOT'O IMpernapara ¢ Lelblo 00ecredeHus] HeMPepbIBHOTO MOHUTOPHHTA COOTHOILIEHUS
«T0Jb3a - PHUCK» JIEKAPCTBEHHOTo mpemnapara. MeauIMHCKUM pabOTHHKAM PEKOMEHyeTcs
COO00IIATh O JIFOOBIX MOA03PEBAEMBIX HEXKENIATEIBHBIX PEAKIIHIX IEKAPCTBEHHOTO Mpemnapara 4yepes
HAaIlUOHAJIBHBIC CHCTEMbI COOGH_IGHI/IH 0 HCKCIIATCIIbHBIX PCaKIUAX TOCYyAapCTB - YYICHOB
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

Poccuiickas @enepanust

denepanbHas ciyx0a o Hag30py B cdepe 3npaBooxpanenus (Posapasuamzop)

109012, r. Mockga, CrnaBsiHCKas mIIoWaap, 1. 4, crp. 1

Tenedon: + 7 (800) 550-99-03

OnektpoHHass  mourta:  pharm@roszdravnadzor.gov.ru  uiu

npr@roszdravnadzor.gov.ru

Caiit B HHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOM ceTH «IHTepHeT»:

https://roszdravnadzor.gov.ru/

Pecrrybnuka benapych

PecnyOnmkanckoe yauTapHoe npennpusitiue «L{eHTp SKCIepTH3 v HCIIBITAaHUH B 3[PaBOOXPaHEHHI
(LI5U3)

220037 r. MuHck, ToBapuiieckuii nep. 2a

Tenedon: +375-17-242-00-29

®akc: +375-17-242-00-29

DnektpoHHas nmoyra: repl@rceth.by

Caiit B nHGOPMAIIMOHHO-TEIICKOMMYHHKAIIMOHHOM ceTn « MHTepHeT: https://www.rceth.by/

49 Ilepeno3upoBka

CuMITOMBI

[Tepeno3upoBka mposiBisieTcss 00bIaHO cumnTomMamu co croponbl ITHC, cepaeuno-cocyauctoit u
JIBIXaTEIbHOM CUCTEM, a TAK)KE PEaKIUsSIMU, YKa3aHHBIMU B pazjene 4.8.

[Tpu nmepeno3upoBKe BO3MOKHBI HIXKEYKa3aHHBIE CUMIITOMBI M JKaT00BI.

Llenmpanvnas Hepsnas cucmema: yraerenue ¢ynkmuin [[HC; nHapymenue co3HaHwus,
JI€30pUEHTAINS, COHJIMBOCTb, QXWTAlUs, TaJUTIONUHAIMKN, KOMa; 3aTyMaHUBaHUE 3pEHUs,
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T10C B & HOC TR 0005
HCBHATHAs pe4b, AM3APTPHsS, HUCTArM, aTaKCHs, TMCKUHE3NS, "%Qﬁb%(ﬁggégﬁy"fﬁ -I;ra'tlIlcme);'

runopediexkcus (1mo3xe); CyA0pory, IMCUXOMOTOPHBIE PAaCCTPONCTBA, MHOKIOHYC, TUIIOTEPMHUS,

MUJpHUa3.

Lvixamenvuas cucmema: yrHETEHHUE JIBIXaHUS, OTEK JIETKUX.

Cepoeuno-cocyoucmasn cucmema: TaxXUKapIus, apTepuUaibHas TMIIOTEH3US WIM B OTIEJIBHBIX

clly4asx apTepualbHas TMIIEPTEH3Us, HapyLIEHHUs NMPOBOJMMOCTH C PAaCUIMPEHUEM KOMILIEKCa

QRS; ocranoBka cepaia u 0OMOPOK, BEI3BAaHHBIM OCTAHOBKOW Cep/Iia.

Iuwesapumenvhas cucmema: pBOTa, 3a€pHKKa Macca)ka MUIIH U3 KETyIKa, CHUKEHUE MOTOPUKH

TOJICTOM KUIIIKH.

Mouesvioenumenvhasa cucmema: 3aep>Kka MOYHU, OJUTYPUS WM aHYpPUS; 3a/IepP’KKa KUIKOCTH;

BOJIHAsI MHTOKCHKAIIUS (TUTTIOHATPHEMHUS pa3BeIeHus ), 00yciioBiaeHHas 3 dexkToM kapObamaszenuHa,

CXOJHBIM C IEWCTBUEM aHTUANYPETUYECKOIO TOPMOHA.

Ckenemuo-mbiuleunas cucmema: CYIIECTBYIOT COOOIIEHUS O paOJOMHOJM3E, CBS3aHHOM C

pUMEHEHHEM KapOama3ernuHa.

Usmenenus co cmopoHnvl nabopamopHelXx  noxazamenel: TUIOHATPUEMHUS, BO3MOXKEH

MeTabOIMUeCKUi alua03, BO3MOXKHA THIEPIIIMKEMHUs], MOBBIIICHHE AKTUBHOCTH MBIIICYHON

bpaxiun kpeatnHHOoCcHOKUHAZHI.

Jleuenune

Crneundpuyeckuil aHTHAOT OTCYTCTBYeT. llepBoHauaabHO JieUEHHE IOJHKHO OCHOBBIBATHCS Ha

KJIMHUYECKOM COCTOSIHMM ITallMeHTa; NOKa3aHa rocnuranu3anus. [IpoBoauTtcs omnpeneneHue

KOHIIEHTpallMu KapOamMa3enuHa B Iia3Me KpOBH AJIs MOATBEPKACHUSI OTPABJICHUS 3TUM CPEICTBOM

U OLIEHKH CTEINIEHU MEPEA03UPOBKHU.

OcyiecTBisgercd 3BaKyallsi COAEPKMMOIO JKEIyJKa, IPOMBIBAHUE >JKEIYyJKa, MPUMEHEHUE
akTUBUpOBaHHOrO yruisl. [lo3mHsS 3Bakyanus KEIyJOYHOIO COAECPKUMOIO MOXKET NMPUBECTH K
OTCPOYEHHOMY BCACBIBAHHIO M ITOBTOPHOMY MOSIBJICHHID CUMITOMOB HMHTOKCHUKAallUA B TEPHOJ
BbI3JIOpOBIIEHUA. lIprMeHseTcs cUMNTOMAaTHYECKOe MOJACPKHUBAIOLIEE JIEUEHUE B OTACICHUU
MHTCHCUBHOW Tepanuy, MOHUTOPUpPOBAaHWE (DYHKIMHA cepiia, TIIaTelnbHas KOPPEKUUs HapylIeHHH
BOJTHO-JIEKTPOJIMTHOTO OastaHca.

Pekomenayercss mpoBeieHHE TeMOCOpPOLMM Ha YTONbHBIX copOeHTax. ['emonumanus siBiasieTcs

3¢ EKTUBHBIM METOJIOM JICUSHHS IIPH MEPEO3UPOBKE KapOaMa3zenuHOM.

B03MOHO IOBTOPHOE YCUJIEHHE CUMIITOMOB NIEPEJO3UPOBKY Ha 2-1 U 3-i A€Hb [10CIIE €€ Havala,

9TO 00YCIIOBJIEHO 3aME/JIEHHBIM BCachIBAaHUEM KapOama3enuHa.

5 ®APMAKOJOIMYECKHE CBOMCTBA

5.1 dapmakoauHaMHYeCKHe CBOCTBA

dapMakoTepanieBTUYECKass  Ipylna: IPOTHUBOSIMUIENTHYECKUE  CPENCTBA;  NPOU3BOJHBIE
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(NOCNEANCBATENBEHOCTL 0003)

MY OTYETY

KapOoKcaMua.

Koxg ATX: NO3AFO1

MexaHn3M JeNCTBUSI

Kap6amazenuH, neicTByroliee BemecTBo npenapara OUHIETICHH peTap, SBISETCS MPOU3BOIHBIM
muben3azenuHa. Hapsmy ¢ mpoTHBOAIMIENTHYECKNM, TIpenapaT 00J1alaeT TakkKe HEHPOTPOITHBIM
Y TICUXOTPOIHBIM JCHCTBHEM.

MexaHu3Mm JAeWcTBUS KapOamas3enuHa K HACTOSALIEMY BPEMEHH OOBSICHEH JHIIb YaCTHYHO.
Kapbamazenun crabunnsupyer MeMOpaHbl EpeBO30YKICHHBIX HEHPOHOB, MOABIISIET CEPUNHHBIC
pa3psabl HEHPOHOB M CHIKAET CHHANITHYECKYIO Tepeaady Bo30yKAal0MNX HMITYIbCOB. BeposiTHO,
OCHOBHBIM MEXaHHU3MOM JICUCTBHSA KapOamaszenuHa SBISETCS NPENOTBPALICHHE ITOBTOPHOIO
BO3HUKHOBEHUS B JICTIOJSIPU30BAHHBIX HEWPOHAX HATPHI-3aBUCUMBIX MOTEHIMAJIOB JCHCTBUS 3a
cueT OJI0OKabl OTKPBITHIX MOTEHIMAI3aBUCUMBIX HATPUEBBIX KAHAJIOB.

dapmarkognHamMuyeckue 3O HEKTEI

[Ipy mpuMeHEeHMH B MOHOTEpANMU Yy MAIMEHTOB C 3Muiencueil (B 0coOEHHOCTH y JaeTeil u
MOJIPOCTKOB) OBLIIO OTMEYEHO MICUXOTPOITHOE JICHCTBIE Mpenapara, BKI0YaBIlee MOJ0KUTEIbHOE
BIMSIHUE HAa CHMIITOMBI TPEBOTM M JEMPECCHM, a TaKXKe CHIDKEHHE pPa3JIpaKUTENbHOCTH U
arpecCMBHOCTU. B oTHomeHun BiusiHUA mpernapara OUHIENCHH peTap] Ha KOTHUTUBHBIE U
MICUXOMOTOPHBIE (YHKIIUU HET OAHO3HAYHBIX JAHHBIX: B OJHMX HCCIIEOBAHMSIX OBLI MOKa3aH
NBOSIKUA WM HeraTHBHBIA 3¢ (eKT, KOTOpbIM 3aBUCEN OT 03Bl TMpenapara, B JIPYyrux
MCCIIEIOBAHMSIX OBLIO BBISBICHO MOJIOKUTEHHOE BIMSHUE Mperapara B OTHOLUICHU BHUMAaHUS U
MaMSITH.

Kak mweiippomponnoe cpedocmeo mpemapar @uniencuH perapa d(pQexTuBeH TpH  psae
HEBPOJIOTUYECKUX 3abosieBanuil. Tak, HampuMep, NPy UANONATHYECKON U BTOPUUHOW HEBPAITUU
TPOHHUYHOTO HEPBA OH MPEAYNPEKIACT MOSBICHUE MAPOKCU3MATBHBIX OOJIEBBIX MPUCTYIIOB.

[Ipu cuHIpOoMe alKOTONBHOW aOCTHHEHIMHU Tpenapar DuHIIEICMH peTapj MOBBIMIAECT MOPOT
CYJIOPO’KHOM TOTOBHOCTH, KOTOPBIA MpPU JaHHOM COCTOSHUU OOBIYHO CHMKEH, U yMEHBIIAET
BBIPQKEHHOCTh KIMHUYECKUX TPOSBICHUNA CHHIPOMA, TAKMX KaK TOBBIIICHHAs BO30YAMMOCTB,
TpEeMOp, HApYLICHUS TOXOIKH.

VY nanueHToB ¢ HecaxapHbIM 11a0eToOM Ipenapar yMEeHbIIaeT AUYPe3 U UyBCTBO HKasK/bl.

Kak ncuxomponnoe cpeocmeo npenapatr ®unnencun perapa dgdextuBeH nmpu adeKTUBHBIX
paccTpoiicTBax, a MMEHHO: TMpPU JIEYCHHH OCTPHIX MaHUAKAIbHBIX COCTOSHHUM, Tpu
NOJICP)KUBAIOLIEM  JICYEHUH OUMONSApHBIX ap(EeKTUBHBIX (MaHUAKAIbHO-IETPECCUBHBIX)
paccTpoiicTB (Kak B MOHOTEpaluu, TaKk U B COYETAHUU C HEUPOJENTHUECKHMMHM Ipernaparamu,

aHTHIETIPECCAHTAMU WJIU TIperiapaTaMu JIUTHS ), IPU IpUCTyHax mu3o0adHeKTHBHOTO MCUX03a, IPU
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MaHUaKaJbHBIX MPUCTYIIAX, I/I€ OH IPUMEHSETCS B K M6PIHaLIII/H/II:(|J:Hgﬁf;')gI§ﬁ_"'F-|I:I|I:(gIUEI/ﬁ o Tkl 11'1');1'

MaHHAKaJIbHO-ACTIPCCCUBHOM IICUXO03C C 6I>ICTpBIMI/I IMUKJIaMH.

XOoTs yMEHBIICHHWE BBIJCNCHHUS TIJIyTaMaTa W CTa0WInM3auusi MeMOpaHbl HEHpPOHOB MOXKET
OOBSACHITh TMPOTHUBOIMWICNTHUCCKUN 3(dekT, crnocoOHOCTh mpenapata DuHIENICHH peTap.
MOAABJIATH MAHHAKAJIBHBIEC TIPOSBIICHHUS MOXKET OBITH 00YCIIOBJICHA YTHETCHHEM 0OMeHa JodamMuHa
Y HOpaJIpeHAINHA.

5.2 dapmakokuHeTHYECKHE CBOHCTBA

Abcopbuus

[locne mnpuema BHYTpb KapOama3enmuH BCAaChIBAa€TCSI IMOYTH IOJIHOCTBIO, MpPU TMpUEME
TabIEeTUPOBAHHON (POPMBI BCACHIBAHHE TPOUCXOTIUT OTHOCUTEIHHO MEJIEHHO.

[locne mpueMa BHYTPh (OJHOKPATHOTO WJIM TOBTOPHOTO) TaOJETOK C MPOJIOHTHPOBAHHBIM

BBICBOOOKIEHHEM MakcuMasbHas KoHueHTpauus (Cmax) mocturaercs B npezenax 24 4acos, ee
BEJIMYMHA MPUOIM3UTENBHO Ha 25 % MeHbIIe, 4eM B ciiydae mpueMa oObuHOo# Tabnerku. [Ipu
npueMe TalJNEeTOK C MPOJOHTMPOBAHHBIM BBICBOOOXKICHHEM KOJIEOAHUS KOHIICHTPALUU
KapOama3enuHa B IUIa3Me KPOBH JIOCTOBEPHO MEHBIIE, NMPH 3TOM JIOCTOBEPHOTO CHUIKCHHS
MUHUMAJIBHOW KOHIIEHTPAIlMA B PAaBHOBECHOM COCTOSHHM HE OTMedaeTcs. [Ipu mpueme
npemapata OUHIETICHH peTap/l B BUIe TaOJIETOK C MPOJIOHTUPOBAHHBIM BBICBOOOKIEHHEM 2 pa3a
B JICHb KOJeOaHWS KOHIEHTPALMU JCWUCTBYIONIETO BEIIECTBA B IUIa3Me€ KPOBH BECbMa
HE3HAYUTENIbHbIC.  BHOMOCTYNMHOCTH  JIEHCTBYIOIIEro  BemlecTBa M3 TaOJNETOK  C
MTPOJIOHTUPOBAHHBIM BBEICBOOOKICHUEM IMTPUMEPHO Ha 15 % HUXKe, 9YeM y JPYTUX JIEKaPCTBECHHBIX
¢dbopMm nipenapata OUHICTICHH peTap s pueMa BHYTPb.

[Tpuem muiy CyIecTBeHHO HE BIUSET Ha CKOPOCTh U CTETICHbh BCAChIBAaHUS KapbaMasenuHa.
PaBHOBecHas KOHIIEHTpAIKs KapOaMa3elruHa B TUIa3Me KPOBH JIOCTUTAETCs B TCUCHHE 1-2 HeIemb.
Bpems ee mocTHXKCHHSI MHAWBHIYyaJbHO M 3aBUCUT OT CTENCHU ayTOMHAYKIHH (DepMEHTHBIX
CUCTEM IEeYeHHN KapOaMa3emrmHOM, TeTePOMHIYKIIMHA IPYTUMH, OJHOBPEMEHHO MPUMEHSIEMBIMU
JIEKapCTBCHHBIMU TIperiapaTaMu, a TakKe OT COCTOSHHUS TMalMeHTa 0 Hadala Teparuu, J03bI
npermapata OUHICIICHH peTap]l W JUIMTSIBHOCTH JiedueHus. HaOiromaroTcss CyliecTBEHHBIC
MEXHHIMBHTyaJIbHBIC Pa3IuIHsl PABHOBECHON KOHIICHTPAIIUU B TEPANICBTHYECCKOM JIMAITa30He: Y
OOJIBIITMHCTBA MAIMEHTOB 3TH 3HaUYCHUs KoJIeOoTes oT 4 mo 12 Mxr/mi (17-50 MKMOIIB/7).

Pacnpenenenue

Ces3piBaHe kapOamazenuHa ¢ Oenkamu I1a3Mbl KpoBHu cocTaBisgeT 70-80%. Konuenrtparnus
HEU3MEHEHHOT0 KapOaMa3ennHa B CIIMHHOMO3TOBOM KMJIKOCTH U CJIIOHE MPOIMOPIHOHATIbHA J10J1e
JICHCTBYIOIIETO BEIIECTBA, HE CBA3AHHOTO ¢ Oenkamu 1ia3mel kpoBu (20-30%). Konnentparus
KapOama3enuHa B TpyTHOM MOJIOKE cocTaBisieT 25-60 % OT KOHIIEHTpAaluu €ro B Ijia3Me KPOBH.

Kapbamaszenun npoHukaeT yepes reMaToIuialleHTapHbli Oapbep. YUHThIBas MOJHOE BCACHIBAHUE
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kapOama3enuHa, KaKyIIuncs: 00beM pacrpeaeIcHHs COCTaBJ'Iﬂg"I:O: gl '%‘3 iR TETTBHOCTS "l e

Buorpauchopmariust

Kapbamazenun merabonusupyercss B nedeHd. OCHOBHBIM IyTeM OuoTpaHchOpMaIiy SBISIETCS
AMOKCUITUOJIBHBIA TTyTh, B PE3yJIbTaTe YEero o0Opa3yroTcs OCHOBHBIE Merabosmtel: 10,11-
TPAHCAMOJIOBOE MPOU3BOJHOE U €ro KOHBIOTAT C TIIIOKYPOHOBOM KucIoTou. IlpeBpaienne
kapbamazenun-10,11-snokcuga B kap6amazenuH-10,11-Tpancniuon B opraHu3Me UeloOBEKa
MPOUCXOIUT MPH MOMOIIN MUKPOCOMAIBHOTO (DepMEHTa SMOKCHITHIPOIIA3kI.

Copepxanne kapoamazenus-10,11-3mokcuna (akTuBHOrO MeTabonurta) coctanisietr okosio 30% ot
KOHIIEHTpaluu KapbaMasenuHa B 1uia3Me KpoBU. OCHOBHBIM M30()€pPMEHTOM, 00eCTeUBaIOIIIM
o6uotpancdopmanuio kapbamazenuHa B kapoamazenuH-10,11-3mokcun, sBusercs nuroxpom P450
3A4. B pesynbrare 3TUX METa0OIMUYECKUX peakIuii oOpa3dyercs TakkKe HEe3HAYHTEIbHOE
KOJIMYECTBO JIPYroro Meradonura — 9-ruapokcu-mMetu-10- kapdbamonsiakpuiaHa.

Jlpyrue BakHBIE TYTH MeTaboiau3Ma KapOamaszennHa — oOpa3oBaHHE IO BO3JICHCTBHEM
nzopepmenta UGT2B7 pa3nuyHbIX MOHOTHUAPOKCHIMPOBAHHBIX MPOM3BOJHBIX, a Takxke N-
TJIIOKYPOHH/JIOB.

OJIMMUHALINS

[lepuon mONyBBIBEJCHUSI HEU3MEHEHHOTO KapOaMaszenmuHa II0cie OJHOKPATHOro IpHuema
npenapaTta OuUHIENCUH peTap BHYTPb COCTABIISAET B CPEIHEM OKO0JIO 36 4acoB, a 10CJIe TOBTOPHBIX
IIPUEMOB IIpenapata — B cpeaHeM 16-24 yaca B 3aBUCMMOCTH OT JUIMTEIBHOCTU JIEUEHUS
(BcrieaCcTBUE ayTOMHAYKLIMHA MOHOOKCUT€HA3HOU cucTeMbl neueHn). [lokasaHo, 4To y malueHTos,
MPUHUMAIOIIUX OJHOBPEMEHHO Jpyrue TMpenaparbl, HWHAYLUpYIOIIKME (EepMEHTH TeUeHU
(manpumep, perutonH, peHodapOUTaNT), IEPUO TOTYBBIBEACHHS KapOaMa3elnmnHa COCTABISIET B
cpennem 9-10 yacos.

[Ipu mpueme BHYTpHr KapOamaszenuH-10,11-3mokcupga cpeaHUil TEPHOJ €ro TOJYBBIBEIACHUS
COCTaBJIAET MPUMEPHO 6 YACOB.

[Tocne omnokparHoro mpuema BHyTpb 400 mr kapOamazenuna 72% MpUHATON 03Bl BEIBOIUTCS
noukamu u 28% uepe3 kumeyHuk. Okoiao 2% MNPUHATON 103bI BBIBOIATCS TMOYKAMH B BHUIE
HEM3MEHEHHOro KapOamaszenuHa, okosno 1% — B Buzae ¢apmakosnorndecku aktusHoro 10,11-
snokcuaHoro MerabonuTa. [locie oqnokparHoro npuema BHyTpb 30% kapbamazenuHa BHIBOIUTCS
MOYKaMH B BUJIE KOHEUHBIX MPOYKTOB AMOKCHATUOIBHOTO ITyTH METab0Iu3Ma.

Oco0Oble T'PYIITBI TAITUEHTOB

Jluya noscunoco 6o3pacma (6 sozpacme 65 nem u cmapuie)

Her naHHBIX CBUAETENHCTBYIOIIMX, YTO (apMaKOKMHETHKA KapOama3enuHa W3MEHSEeTCS y
MAIMEHTOB MOXKUIIOTO BO3pacTa (10 CPaBHEHUIO CO B3POCIBIMU JIUIIAMH MOJIOJIOTO BO3PACTa).
Iayuenmvi ¢ HapyweHuem hyHKyuu novex unu neveHu
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JlaHHBIX O (papMaKOKHHETHUKE KapOaMas3ennHa y ManydeHTOB clﬁmﬁmﬁhﬂ%ﬁm{oﬁex Ui

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

MCEYCHU 10 HACTOAIICTO BPECMCHU HEC UMCCTCA.

Jeru (Mnamme 18 ner)

VY nerelt, BciaeacTBue Oojiee OBICTPOTO BBIBEIAEHUS KapOamaszenuHa, MOXKET MOTpeOOBaThCS
MpUMEHEHHE 00JIee BBICOKUX JI03 MTperapaTa U3 pacyeTa Ha KHJIOrPaMM MaccChl Tejia IO CPABHEHHIO
CO B3POCIIBIMH.

6. PAPMAIIEBTUYECKHUE CBOVMCTBA

6.1. IlepeyeHb BCIOMOraTe/ibHbIX BelIECTB

AMMOHHITHO-METaKpUJIaTHBIN comonumep (Tum B) nucniepcust (Eudragit® RS 30 D)
Tpuanerun (rauneposia TpuameTar)
Tanpk

MertakpuiioBoil KuciaoTel M 3dTuiakpunata comoiumep (1:1) nucnepeus 30%

(Eudragit® L 30 D-55)

Kpocnosugon

Kpemuwns auokcua KOJTOUIHBIN (KPEMHUS TUOKCHT KOJUTOUTHBIN 0€3BOTHBIN )

Maruus creapar

[enmtomno3a MEKPOKPUCTAIITHYECKAS

6.2. HecoBmecTumocTh

He npumenumo.

6.3. Cpok rognoctu

3 rona.

6.4. OcoOble Mepbl IPEIOCTOPOKHOCTH NIPH XPAHEHUU

XpaHuTh TIpu Temreparype He Bbiie 25°C.

6.5. Xapakrep u conepkaHue NEPBUYHON YIIAKOBKH

ITo 10 Tabnerox B Omuctep u3 IIBX/IIBAX/naMMHUPOBAaHHON aTIOMHHHUEBOW (OIBIU HIU B
ommcrep u3 [IBX/I1BIX/amomunaneBoit pombru. [1o 3, 4 unm 5 61MCTEpOB € TMCTKOM-BKIIA IBIIIIEM
B KAPTOHHYIO MAUKy C KOHTPOJIEM MIEPBOIO BCKPBITHSL.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH MNPHM  YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 TMpenaparta WJIH  OTX0A0B, MOJYYeHHBIX TMOCJe MPUMEHEeHUs!
JIEKAPCTBEHHOI0 MpenapaTa u Apyrue MaHUIMyJISIIUM C IPenapaToM

Oco0plie TpeOOBaHMS OTCYTCTBYIOT.

7. JAEPXATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

N3panis

Tepa ®apmanestuueckue [lpennpusrus Jita.
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
o1 31.10.2025 N= 27312

124 JTpopa A-Hepna Cr., Tenb-ABup 6944020, Vspajme ||| D= EAOBATENBHOCTS 0003)

7.1. IIpeacraBuTeIb AepAKaTEIsA PErHCTPALMOHHOIO YI0CTOBEPEeHHUS

IIperen3un norpedburTesieil HaOPaBIATh 10 AIPECY:

1. Poccuiickaa ®enepanus

00O «TeBa»

115054, Mockga, yi. Banosas, 35

Ten.: +7 (495) 644 22 34

AJpec 37eKTpOHHOM mouThl: info@teva.ru

2. Pecnybnuka bemapych

[MpencraButensctBo OO0 Actavis International Limited (Pecny6nuka ManbTa) B Pecrrybnuke
benmapyco

220030 Pecniy6nnka benapych, . MuHCK, yi. CBepasioBa, 1. 2, 2-oi atax, oducer 132, 135.
Ten. +375 17 388 68 17

Info.Belarus@tevapharm.com

8. HOMEP PETMCTPAIIMOHHOI'O YIOCTOBEPEHUSI
JITI-Ne(006123)-(PT-RU)

9. JATA NEPBUYHOMW PETHUCTPAIIMU (ITOJATBEPXJIEHHSI PEITMCTPAIIMMA,
HEPEPET'UCTPALIUN)
Jata nepBoii peructpaunu: 04.07.2024

10. JATA IIEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JIEKapCTBEHHOro mpenapata OUHIENCHMH peTaph JOCTyIHAa Ha
MH(POPMALIMOHHOM mopTayie EBpa3uiickoro SKOHOMHYECKOTO cO03a B HH(OpPMAIMOHHO-

KOMMYHHKaIMoHHOU cetn «MHTepHEeT» http://eec.eaeunion.org/
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