COOTBETCTBYET 3KCMEPTHOMY OTUYETY

ot 24 012025 N= 1511

OBIIASI XAPAKTEPUCTHUKA JEKAPCTBEHHOTP O TIPETTAPATA’)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

®unnencud, 200 Mr, TaOJIETKH.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JleiicTByro11ee BEeIECTBO: KapOamMa3enuH.
Kaxxnas tabnerka conepxut 200 Mr kapOamaszenuHa.

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku.

benbie kpyriele TabmeTku ¢ (GacKoW, BBIMYKJIbIE C OJHOW CTOPOHBI M PHUCKOW B BHJE
KJIMHOOOPA3HOTO YIITyOJIeHUS - C IPYTOH, C TTIAAKON TOBEPXHOCTHIO, HETIOBPEKICHHBIMHU KPasiMH
1A OJTHOPOJIHBIM BHEIITHUM BUJIOM.

TabneTKy MOXKHO pa3eTuTh Ha paBHBIE JO3bI.

4. KIMHUYECKUWE JAHHBIE

4.1. Iloka3aHusi K IPUMEHEHUIO
[Ipenapat ®@uHIIENCHH NTOKa3aH K IPUMEHEHHIO y B3POCIBIX U JIeTEN B BO3pacTe OT 4 JIeT IS
JICYCHUSL:
. Onuiencuu:
—  CJIOXKHBIX WJIM MPOCTHIX MapUUaIbHBIX SMUIENTUYECKUX IPUCTYIOB (C MOTEpel Win
0e3 moTepu Co3HaHUsA) C BTOPUUHOM IreHepanu3anuel mim 0e3 Hee;
— TEHEPAIN30BAHHBIX TOHUKO-KJIIOHMYECKUX MUICHTHYECKUX TPUCTYIIOB;
— CMEMIaHHBIX (HOPM AMIICTITUISCKUX TPUCTYTIOB.
[Ipenapat ®unnencun, Kak NpaBuio, He 3ppexTuBeH npu abcaHcax U MUOKJIOHYC-3MUIICTICHH.
. OcTphIX MaHHMAKaJIbHBIX COCTOSIHUH W TOJACPKUBAIOIICH Tepanmuu OWIOJSAPHBIX
ah(HEeKTHBHBIX PACCTPOMCTB C MENbI0 MPOGUIAKTUKH 000CTPEHUH HITH OCTa0ICHHS KIMHUYSCKUX
MIPOSIBIICHUHN 000CTPEHHMS.
) Cunapoma aJKOTOTbHOM a0CTUHEHIIUH.
. Nnuonatnyeckoid HEBpaITruu TPOMHUYHOTO HEPBAa W HEBPAJITUU TPOMHUYHOTO HEpPBaA MpHU

paccessHHOM CKJIepo3e (TUIMTUYHOM U aTUTTHIHOM ).
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o W uonariyeckoii HeBpairuu si3pikornotounoro Hepsa! |IENCEATENEHOCTS 0003)

4.2. Pexxum 103MPOBAHUA U CIOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

[IpemapaT MOXHO HPUMEHATH KaK B BHUJE MOHOTEpANHH, TaK U B COCTaBe KOMOMHUPOBAHHOM
TEpaIuu.

Onunencus

[To BO3MOXHOCTH, Mpenapar cieayeT NPUMEHITh B MOHOTEPAITHH.

[Ipenapat 06b19HO HEADPEKTUBEH MPU MAITBIX IpUTIAAKaX (petit mal, abcaHC) U MUOKIIOHUYECKUX
npucTynax.

JleyeHne HAYMHAIOT ¢ TPUMEHEHHUS HEOOJBIION CyTOYHOH M03bl, KOTOPYIO B IOCIEAYIOIIEM
MEJIEHHO TMOBBIMIAIOT JIO JOCTIKEHUs omntuManbHoro »sddekra. Jloza kapbamazenmHa
HOI[GI/IpaeTC}I UHIUBUAYAJIBHO I JOCTHXKCHUA aACKBATHOI'O KOHTPOJIA CYy IOPOKHBIX COCTOSIHUH.
s monbopa onTUMaNbHON [103bI IperapaTa PEKOMEHIyeTcs OIpeielieHne KOHIICHTPaIUU
JEeICTBYIOIIEro BellecTBa B Iia3Me kpoBu. [Ipu nedeHuu smuiencuu HeoOXoAuma A03a
KapOamasennHa, COOTBETCTBYIOIIAsi OOIIeH KOHIIGHTpaluu kapOaMmas3enuHa B Tuia3Me KpOBU Ha

ypoBHe 4—12 mxr/mi (17-50 MmkMonb/).

[Ipu nobGasnenun mpemapata OUHICTICHH K IPYTUM MPUHUMAEMBIM MPOTUBOAIIIICTITUYECKIM
mpernapataMm 1103y mnpenapara (OUHICNCHH TOBBIIAIOT MOCTeNneHHo. [lpu HeobxomumocTu
MPOBOJSIT COOTBETCTBYIONIYIO KOPPEKIIUIO 103 TPUHUMAEMBIX MTPErapaToB.

HavanpHas no3a kap6amazenuHa ajis B3pocibix coctapiseT mo 100—200 mr 1 unum 2 pa3a B CyTKH.
3areM /103y MEUIEHHO MOBBILIAIOT JI0 TOCTHKEHUS ONITUMAIIBHOTO JICYeOHOTO A eKTa; 0OBITHO
oH pocturaercs npu npoze 400 mr 2-3 pasa B cyTku. HekoTOppIM NanmueHTaM MOXKET
noTpeOoBaThCs yBEeTUUeHUE CyTOUHOM 10361 10 1600 Mr mmum 2000 mr.

Hespaneua mpotinuunoeo Hepsa u Hedpaieus s361K02I0MOYHO20 Hepea

Hauanpnas no3a st B3pocnbix cocrasisier 200400 mr B cytku. Ee MesieHHO MOBBILIAIOT /10
MCYE3HOBEHHUSI 0O0JIEBBIX OIIyIIeHH (00b19HO 10 10361 0 200 Mr 3—4 pasa B CyTKH). 3aTeM 103y
MOCTENEHHO MOHUXKAIOT 10 MUHUMAJIBHOW MOJIIEPAKUBAIOILICH.

MakcumaiibHass peKOMEHAOBaHHas 1o03a s B3pocibix coctaBisier 1200 mr B cyTtku. [lpum
paspenieHnr 00JIEBOrO CHHIpPOMA CIEAyeT MOCTEIEHHO MPEeKpamaTh TePaIuio MpermapaToM 10
BO3HUKHOBEHUS CJIETYIOIIET0 OOJIEBOTO MPHUCTYTIA.

PexoMeHnnyemas HaualibHas 4032 1JI MTOXKUJIBIX MTAlIMEHTOB cocTaigeT 1o 100 mr 2 pasza B CyTKH,
3aTeM J103y MEAJIEHHO MOBBIIIAIOT A0 IOCTHKEHUS pa3pelieHus 00JIeBOro CHHIPOMa, YTO OOBIYHO
nocturaercs npu jo3e mo 200 mr 3—4 pasa B cyTku. Jlanee cienyeT mNoCTeNeHHO CHUXKATh 103y J10

MHUHUMAJIbHOU MOEPKUBAIOLIEH.
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IIpu HeBpanruu TpPOMHUYHOTO HEpBAa Yy JAHHOW KATECopHi [ HdiMcHds ) MakchiMaibHas

pexkoMeHmoBaHHas no3a coctaisieT 1200 mr B cytku. Ilpu paspemenun 601eBOTO CHHAPOMA
CleyeT TOCTENEeHHO IMpeKpamaTh Tepanuio MIpernaparoM 10 BO3HHUKHOBEHHS CIEIYIOIIETO
00JIeBOTO MPHUCTYTIA.

Cunopom anko2onbHOU abCmuHeHyuu

Cpennsis no3a cocrasisier 200 Mr 3 paza B CyTKH. B TsKenbIX CiydasX B TEUEHHE IMEPBBIX
HECKOJBKHUX JIHEH /1032 MOXKET OBITh MOBBIIIICHA (Hampumep, 10 10361 1o 400 mMr 3 pasa B CyTKH).
[Ipu TsOKENBIX MPOSIBICHUSX ATKOTOJIBHOW aOCTHHEHIMH JIeYeHHE HAYMHAIOT C TPUMEHEHUS
npernapata QOUHICNICHH B KOMOWHAIIMM C TMIpernapaTaMH, OKAa3bIBAIOIIUMHU CEJaTHBHOE H
CHOTBOPHOE JCUCTBUS (HApUMep, ¢ KJIOMETHA30JI0M, XJopauazenokcuaom). Ilocne pazpemenus
ocTpoii (ha3sl teuenue npenaparom OUHIETICUH MOXKET OBITH TPOJAOKEHO B MOHOTEPATTHH.
Ocmpvie MmanuakaibHbie COCMOAHUS U NOOOepIcUusaroujee ieverue agh)ghekmusnvix (buUnoIsApHoIX)
paccmpoticmea

Cyrounas no3a cocraisieT 400—1600 mr. Cpennsisi cyrounas go3a — 400—600 mr (B 2-3 mpuema).

[Ipn ocTpoM MaHMAKaTbHOM COCTOSHHUHM 03y CIEAYyeT IMOBBIMIATh TOBOJIBLHO ObicTpo. [Ipm
MOJJICP)KUBAIOIIEH Tepanuu OUIONSIPHBIX PACCTPONCTB B IENSAX OOECHEYCHUS ONTHMAIBLHOM
MEPEHOCUMOCTH KaXX0€ ClIeAyIollee MOBBIIIEHUE J03bl JOHKHO ObITh HEOOJBIINM, CyTOYHAs
J103a YBEIMYHUBACTCS TOCTENEHHO.

IIpexpawenue npuema

BHe3zarnHoe nmpekpanieHue npuema rnpenapara MokKeT ClpOBOLUPOBATh SMUIENTHYECKUN TPUCTYTI,
M03TOMY KapOaMasenuH ClieyeT OTMEHSATh MOCTENeHHO B TeueHue 6 mecsueB u Oonee. Ecnu
HEOOXOUMO OTMEHMTb TMpemapaT y NalleHTa ¢ JIWIENCHel, Mepexox Ha JApyroe
MIPOTUBOAMHIIENITUYECKOE CPEICTBO JOJDKEH OCYLUECTBIISITECA MO MPUKPHITUEM MOKAa3aHHOIO B
TAaKUX CIy4asX Mpernapara.

Oco0nIe I'pynIbl TanMEHTOB

Tayuenmul noscunoeo eospacma (65 rem u cmapuie)
YunuteiBas ~ JEKapCTBEHHBIE  B3aUMOJCWCTBHSA U OCOOCHHOCTH  (hapMaKOKUHETHKHU
MPOTUBOSMUIICTITUYECKUX MPENapaToB, MOXKUIBIM NalMeHTaM 03y hpenapara OUHIETICUH
ClIeyeT MoaAOupaTh C OCTOPOKHOCTHIO.

eTu
[Ipenapar ®uHIENCHH MOKa3aH K MPUMEHEHHUIO Y IETE B BO3pacTe cTapiie 4 JieT.
OcHoOBHOE TIOKa3aHMe sl MPUMEHEHUS MpernapaTa y Aetei — snunencus. Jletsim B Bo3pacte 4 JeT
U MIIJIIe PEKOMEHIOBAHO NMPUHUMATh KapOama3enuH B BHJE JPYTHX JIEKAPCTBEHHBIX (Gopm
(cupor).

VY nereii cTapiie 4 et iedeHUEe MOXKET ObITh HAYaTO C MPUMEHEHHS npenapara OUHIIETICUH B J103€
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100 Mr B CYyTKH; 103y TOBBIIIAIOT MOCTEIIEHHO, e 6osee HEM HaE00) Mi B ElidAtoC TH 1003)

Tloooepoicusarowyue 0o3vl: s eTeH yCTaHABIUBAIOT U3 pacueTa 10—20 Mr/Kr Macchl Tena B CyTKH

(B HECKOJILKO TIPUEMOB).

Bo3spact pebenka CyTtouHas no3a
4-5 ner 200-400 mr
6-10 ner 400-600 mr
11-15 ner 600-1000 mr
>15 ner 800-1200 mr (kak 11 B3pOCIIBIX)

MaxkcumanvHule 0o3vl: 11 1€Teil B Bo3pacTe <6 JeT cocTaBisieT 35 MI/Kr B CyTkH, 6—15 mer —
1000 mr B cyTkH, >15 et — 1200 Mr B CyTKH.

Tak kak B OTHOILIEHUM NPUMEHEHMs IIpernapara 1o IpyruM MOKa3aHUsAM Y JeTeil JOCTaTOYHOro
KOJINYECTBA JOCTOBEPHONH MH(OPMAIMH HET, PEKUM TO3MPOBAHUS Tpernapara peKOMEHIO0BAHO
noa0upaTh B COOTBETCTBHH C BO3PAacCTOM M Maccoil Teia pebeHKa, He NpeBbIlIas YKa3aHHbIC B
TaOJINIIE TO36I.

Croco0 IIpuMeHeHus

[Ipenapatr ®uHIENCHH MPUHUMAIOT BHYTPb.
[Tpenapat @UHIETICUH MOXXHO IPUHUMATh BO BPEMsI €1bl, IOCJIE €1l MU B TPOMEKYTKAX MEKIY

npueMamMu uiiu. TabmeTkn CJICOAYCT IPUHHUMATH C HEOOJIBIITUM KOJINIECTBOM KUIKOCTH.

4.3. IIporuBomokazanusi

e [ umepuyBCTBUTENBHOCTh K KapOaMa3elmuHy WM CXOJHBIM B XHMHYECKOM OTHOIICHUH
JICKapCTBEHHBIM IpernaparaM (HarpuMep, TPULUKIMYECKUM aHTUACTIPecCaHTaM) WU K
T000MY U3 BCIOMOTaTeNbHBIX BEUIECTB, IEPEUUCIICHHBIX B MoIpasaene 6.1.

e ATpUOBEHTPHKYJISIpHas OJ0Kaja.

e Hanuune B aHaMHe3€ 3MHU30/10B YyTHETEHUSI KOCTHOMO3TOBOT'O KPOBETBOPEHHSI.

e [leuenouynsle mnopdupuu (Hampumep, ocTpas MepeMexaromasics Mnophupus, MO3THSIA
KO)KHasi Hoppupusi, BAprueraTHas Hoppupus).

e [IpumeHeHne B KOMOMHAIIMM C WHTHOMTOpaMH MOHOAMHHOOKCHIA3bl (CTPYKTYpHOE
CXOJICTBO C TPULIMKIMYECKUMHU aHTUJENIpeccaHTamu) (cM. pazaen 4.5).

e Jlerckuii Bo3pacT a0 4-x yieT (y NMalMEHTOB JIAHHOW BO3PAacCTHOW KaTETOpPHH TMperapar

ClIeZlyeT IPUMEHSATH B IPYTroil IeKapCTBEHHOH dopme).

4.4. OcoOble yka3aHHus U MepPbI MPEAOCTOPOKHOCTH NP MPUMEHEHUH

C 0CTOPOKHOCTBIO

[laiuenTam, B aHaMHE3€ KOTOPBIX CBEIEHUS O 3a0ojeBaHMIX cepama  (BKIOYast

JEKOMIICHCUPOBAaHHYIO XPOHHYECKYIO CEpJACYHYI0 HEJOCTaTOYHOCTh), II€YEeHU (BKIIOYAs
4
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MCUCHOYHYIO HEJIOCTaTOYHOCTh), Mouek (Bkialouas mnOMEUHYKD [IHEASCTaTHHOUTR ), HOBOHHBIX

TeMaTOJIOTHUECKUX PpEaKIUsIX Ha Jpyrue JICKapCTBEHHBIC CPEACTBA WM 00 OTMEHE paHee
IIPOBOUBIIIECTOCS JICUCHHUsT KapOama3enuHoM, npenapat OUHIICTICHH cleayeT Ha3Ha4aTh TOJBKO
1ocje THIATEIbHOTO AaHajh3a COOTHOIIEHHS MEXAYy OXHAAaeMbIM J(PQPEKTOM JCUCHHUS H
BO3MOXXHBIM PHUCKOM TEpaluyd W MPHU OOECIEUCHHUH TINATEILHOTO M PEryJSIPHOTO KOHTPOISA 3a
COCTOSIHUEM TAI[CHTOB.

Crnemyer ¢ OCTOPOKHOCTBIO TPUMEHSITH MPeTapar y MariueHToB:

— C TUTIOHATPUEMHEH pa3Be/IeHUs, THITIOTHPEO30M;

— MOXKUJIBIX TMAIUEHTOB (YYHUTHIBASI BO3MOXXHOCTh Pa3BUTHUS JIGKAPCTBEHHBIX B3aMMOJCHCTBUI U
pa3nuuHyto (hapMaKOKHHETHKY TPOTUBOAIMIICTITHYECKUX MTPETIapaToB);

— €O CMEUIaHHBIMH (OPMAaMHU SMUICTITHYECKUX TPUCTYIIOB, BKIIOYAIONIMMHU a0CAaHC, TUITHYHBIN
WIH aTUITUYHBIN, 1 MUOKIOHUYECKUX MPHUCTyMNaX (YUYUTHIBA BOZMOKHOE YCUIICHUE MPUCTYTIOB);
— C TIOBBIIICHHBIM BHYTPUIJIA3HBIM JIaBIICHUEM, 3aJIEP)KKOW MOYM W THUMepIIia3uei
NPEJCTAaTeIbHOW  JKeJe3bl, YYHUThIBasg  CIA0YyI0  M-XOJIHMHOOJOKHPYIOUIYIO  aKTHBHOCTb
KapOaMasenuHa;

— TOTYYaIOUINX MPOTUBOCYIOPOKHBIC MTPETapaThl;

—y "Hocuteneit amnens HLA-A*3101 u HLA-B*1502;

— 1ipu OEPEMEHHOCTH U B TIEPHO]I TPYIHOTO BCKapMIIUBaHU (CM. pasen 4.6).

Oco0snle yKazaHus

[Ipenapat ®uHIENCUH CIeAyeT MPUHUMATH TOIBKO MO BpadyeOHBIM KOHTPOJIEM.

Tayuenmoi co cmeuwlannvimu hopmamu INUIENMUYECKUX NPUCMYNO08, BKIIOUAIOWUMU ADCAHC U
MUOKIOHUYECKUe NPUCHynbvl

[Ipenapar o6sraHO HeddEeKTUBEH TIpU abcaHcax (petit mal) © MUOKIOHUYECKUX MPUCTyMax. Y
MAlMEHTOB CO CMEIIAHHBIMU (OpMaMU SHWIENTUYECKUX TPUCTYNOB IMpernapar JOJKEeH
NPUMEHSTBCS C OCTOPOXKHOCTBIO M TOJNBKO TPU YCIOBUU OOECIEUCHHsS] PETYJISIPHOTO
MEAWIIMHCKOTO HaOMroAeHus (M3-32 BO3MOXKHOTO YCHJICHHUSI MPHUCTYIOB). B ciyuae ycuieHus
npUCTyNoB npenapat OUHIENICUH CleAyeT OTMEHUTh.

CHudicenue uucia mpomooyumos u 1eukoyumos

Bo Bpems mpuMmeHeHus kapOaMaszenuHa ¢ pa3IUYHON YaCTOTOW OTMEUaeTCs MPEXOAsInee WU
CTOWKOE CHIIKEHHE YHCIIa TPOMOOIIUTOB WIIH JIEHKOIUTOB. OHAKO B OOJBIITMHCTBE CITy4aeB ITH
SBJICHUS TIPEXOSAIIN U OOBIYHO HE SIBJISIOTCS MPEABECTHUKAMHU Hayala arlacTUYecKol aHEeMUU
Wi arpanyiionurosa. [lepen Hauamom jeueHus, a TakkKe MEPUOAUYECKHU B MPOIECCE JICUCHUS
ClieyeT TMPOBOIUTH KIMHUYECKUN aHaIu3 KPOBH, BKIIIOUAs IMOJICYET YHUCIIa TPOMOOIMTOB W,
BO3MOYKHO, PETUKYJIOIIUTOB, a TAKXKE OMPEACIATh COACPKaHUE Keye3a B CHIBOPOTKE KPOBH.

Heobxoammo moBecTH 10 CBeIeHUS MalieHTa HHQOpPMAIHMI0 O paHHUX MPU3HAKAX TOKCUYHOCTH,
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
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CBOMCTBEHHBIX BEPOSITHBIM FeMaTOJOTHUCCKUM HapyIICHIIM, A Faidie o lduMbroMax eoCtopoHb

KOkH U neyeHu. [larrenta uHGopMUpyroT 0 He0OOXOJUMOCTH HEMEIJICHHO OOPaTUThCA K Bpauy B
Cllydae MOSIBJICHMS TAKUX HEXeNaTeIbHbIX peaklni, Kak JTUX0opaika, 00Jb B TOpJIE, ChIIb, SI3BbI B
MOJIOCTH pTa, OECIIPUUYNHHOE BO3SHUKHOBEHNE KPOBOM3IIMSHUM, reMopparuii B BUie MeTeXuil Hiu
MypITYPBI.

[Ipy yMeHBIIEHHH KOJMYECTBA JIEUKOLWUTOB WJIM TPOMOOLUMUTOB (MM TEHIEHIUS K UX
YMEHBIIIEHHUIO), Ha (pOHE Tepanuu MpenapaTrom clieAyeT BHUMATEIbHO HA0II0AaTh 32 COCTOSIHUEM
NalUEeHTa U KOHTPOJIMPOBATh [10KA3aTEIN Pa3BEPHYTOr0 KIMHUYECKOIO aHAJIN3a KPOBHU.

Ecin BbIABIIEHBI IPU3HAKK 3HAUYUTENBHOIO YITHETEHHs KOCTHOIO MoO3ra, npenapar OuHIIENCHH
IOJKEH OBITH OTMEHEH.

Jlepmamonozuueckue peaxyuu

[Ipu npumenenun kapOama3envHa OYEHb PEIKO OTMEYAIHCh TSDKENIbIE JIePMAaTOJIOTHYECKUE
peakuuu, BKIo4ass cuHApoM CtuBeHCa-/[DKOHCOHA M TOKCHYECKUH SMUIAEPMAIbHBIA HEKPOIU3
(cunapom Jlaitenna).

[Ipenapat OuHIENCUH ClelyeT HEMEAJIEHHO OTMEHUTh U IIPOU3BECTH MOA00D aJbTEPHATUBHOM
TEpalMM B TOM ClIy4ae, €CJIM OTMEUAalOTCs IPHU3HAKU M CHUMIITOMBI, MPEATNOIOKUTEIBHO
CBUJIETEIBLCTBYIOIINE O PA3BUTUH TSKEIIBIX 1€PMATOJOTHUECKUX PEAKIIMN - HAIIPUMEp, CUHAPOMA
CruBenca-J[>xoncona wim cunHapoma Jlaiiemna. Ilpu pasButum TsOKenbIX (B psAe CIydacs,
YTPOKAIOLIUX KU3HU TMALMEHTA) KOKHBIX PEaKIUil, MallUeHT AOKEH OBbITh TOCIUTAIU3UPOBAH B
craunonap. B OompmmmHcTBe cinydaeB cuHiapom CtuBeHca-/[koHcoHa u cuHapom Jlaiienna
pa3BUBAJINCh B IIEPBbIE MECALbI Tepanuu npenaparoM. JlaHHblE peaklUH pa3BUBAIUCH
npuom3uTeNnbHO B 1-6 cinydasx Ha 10000 BnepBbhie MPUHUMANOIIMX TpemapaT B CTpaHax C
IIPEUMYILECTBEHHO €BPONECOUIHBIM HACEICHUEM.

JlaHHBIE PETPOCHNEKTUBHOIO aHajau3a y IMALMEHTOB SANOHCKOW HALMOHAJIBHOCTU W KUTEIEU
CeBepHoil EBponbl NpoAEMOHCTPUPOBAIN CBA3b MEXKAY TSKEIBIMU IMOPAKEHUSAMH KOXH
(cungpom  CrueHca-/xoHcona,  cunapom  Jlaitenma,  DRESS-cunapom,  ocTpblii
reHepaI30BaHHBIA HK3aHTEMATO3HBIM IMYCTYJ€3 W MATHUCTO-Y3EJKOBAasl ChIIIb) Y HOCHUTENEH
amtenst HLA-A*3101 dyenoBeueckoro neiikonurapHoro antureHa (HLA) u npumenenmem
KapOama3zenuHa.

Uacrora ammens HLA-A*3101 uyenmoBedeckoro neikorurtapuoro antureHa (HLA) wmoxer
OTJINYATHCA Y PA3TMYHBIX STHUYECKUX IPYII: 0Koso 2—5% y HaceneHust EBporbl, okoso 10% —y
AMOHIEB. YacToTa BCTpeuaeMOCTH IaHHOTO aJljiesis y OOJIbIIMHCTBA HaceIeHHs] ABCTpaiuu, A3uu,
Ad¢puxu u CeBepHOit AMEpPUKHU COCTaBIIsIeT MeHee 5%, ¢ HEKOTOPBIMU MCKIIIOUCHUSMHU B PAMKax
5-12%. Yactora Gonee 15% ycTaHoBieHa y HEKOTOPBIX ATHUYECKHX Tpymn FOxHON AMepuku

(Aprentuna u bpasunus), kopeHHbIX xuTensx CeBepHoit AMepukn (iemena Hasaxo u Cuy, B

6



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 24.01.2025 Nz 1511
Mekcuke — Conopa Cepn), FOxuoit Mnmuu (Taymn Hamyl), s 0= [5%4 ek HpyT ik KOpeHHbIx

JKUTEJIEN JTaHHBIX PETMOHOB.

[Tpu npumeHeHnn kapOamasenuHa y BO3MOKHBIX Hocuteneln amtens HLA-A*3101 (mampumep,
NAIMEHTOB AMNOHCKOM HAllMOHAJIBHOCTH, €BPOINEOUAOB, KOPEHHBIX KHUTeleH AMEpPUKH,
JaTHHOAMEPUKAHLIEB, HapoaoB tora Muaum wu apaboB) pEKOMEHIyeTCs IPOBOAUTH
T€HOTUIIMPOBAHKUE MO JaHHOMY ayento. IIpumeHsaTs mpenapar y HOCUTENIEW NaHHOIO ayliens
ClelyeT TOJIBKO B TOM CIIy4ae, €CJIM M0JIb3a OT TEPANIUU IIPEBBIIIAET BO3MOKHBIN PHUCK.
[NanmenTtam, yke mNodyvaroluMM Tepanuio mpernapatoM @OUHIENCMH HE pPEKOMEHAYETCS
IIPOBEJCHUE T€HOTUIMPOBAHUS IO JTaHHOMY aJUIENIO, IIOCKOJBKY TSKEJIbIE KOKHBIE PEaKLMH B
OOJIBIIMHCTBE CITyYyaeB OTMEYAIUCH B TIEPBHIE MECALIbI IPUMEHEHUs Mpenapara (BHe 3aBUCUMOCTH
ot Hammuust HLA-A*3101).

[To maHHBIM PETPOCHIEKTUBHOIO aHAIM3a MPUMEHEHUs KapOamMa3enrHa y MalueHTOB KUTalCKol 1
TaliCKOM HAILIMOHAJIIBHOCTEH HMEETCA KOppesslus MEXAYy 4YacTOTOM pa3BUTHSA CHUHAPOMA
CruBenca-/[>xoHcoHa u cuHApoma Jlailelyia U HaauyueM B reHoMme mnaruenrta amiens HLA-
B*1502 . YacTora BCTpe4aeMOCTH AAHHOTO ajuielisl Y MAIMEHTOB KUTAHCKOW HAIIMOHATBHOCTH
cocraisieT 2—12%, y Talickoi — okoJio 8%.

[Ipu nmpumeHeHun kapOamasenuHa y MalMEHTOB B cTpaHax Asuarckoro peruona (TaiiBanb,
Manaitzusi, @UIUNnuHeI), TAe OTMEYaeTCsl BbhICOKOe pacmpoctpanenue amiens HLA-B*1502,
OBLIIO BBIABIICHO TOBBIIICHHE YAaCTOTHI Pa3BUTHUS (TpaJallii OT «OYEHb PENKO» 0 «PEAKO»)
curapoma CruBenca-/[xoncona. Yacrora pacrnpoctpanenus amiens HLA-B*1502 cocrasnser:
Ha QWIMNNMHAX U CPeAM HEKOTOPBIX Ipymn HaceideHus Manaiisuum — Gornee 15%. Yactora
pacnpoctpanenus ayuiens HLA-B*1502 B Kopee u Mnnuu coctasnser 2% 1 6% cOOTBETCTBEHHO.
PacnpocTpaHeHHOCTh AaHHOTO ajuieliss y JIMIl  €BpPONEOMJHOM, HErpOMIHOM pac, Yy
JAaTUHOAMEPHUKAHIICB, MHJICHIICB U AMOHIIEB He3HauuTeNbHa (<1%).

YacToTsl JaHHBIX ajljiesiel MPEICTaBISIOT MPOLEHT XPOMOCOM B OIPENEICHHBIX MOIMYJISALHAX
HACEeJIEHUs, KOTOPbIE HECYT aJljIeNib. DTO O3HAYaeT, YTO MPOLEHT MALMEHTOB, HECYLIUX KOIHIO
ajuiens, Mo KpaiHel mepe, B OJIHOM M3  JABYX XPOMOCOM, MOYTH B JIBA pa3a BBIIIE YAaCTOTHI
BCTpeyaeMoCTH ajuiensi. TakuM oOpa3oM, MPOLEHT MalMeHTOB, KOTOPbIE MOTYT OKa3aThCs MO
YIpO30H, IIOYTHU B [IBA Pa3a BBILIEC YaCTOTHI AJUICIICH.

I[Ipu npumeHennn KapOamasenuHa Yy BO3MOXHBIX Hocutened amtens HLA-B*1502
PEKOMEHIyeTCsl MPOBOAUTh N€HOTHUIMPOBAHWE MO AaHHOMY ayuento. [IpuMeHsars mpemapar y
HOCHUTEJIEW TAHHOTO aJlJIeNsl CJIETyeT TOJBKO B TOM CIIy4ae, €CJIH I0JIb3a OT TEPAIllUU MPEBBIIIACT
BO3MOXHBIN puUCK. He pexomenayercs npoBeleHUE TI'E€HOTUIIMPOBAHUS Y IPEACTaBUTENCH
HAI[MOHAJIBHOCTEH, B MOIYJIALIUN KOTOPBIX YaCTOTAa BCTPEUAEMOCTH YKA3aHHOT'O ajljlesisl HU3Ka.

[TarmenTam, yke MOJTy4yaroOUIMM Tepamnuio KapOamMa3elnmuHOM, HEe PEKOMEHIYeTCs MpOBEICHHE
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COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 24 012025 N2 1511
TEHOTUITUPOBAHUS 110 TAHHOMY aJlIeN0, TOCKONBKY TsOKENBIC KoKk Pk ¥ 00mnbiliiicTBe

CJIy4aeB OTMEYAJIMCh B TMEpPBbIe MECSIbl IPUMEHEHUS MpenapaTa (BHE 3aBUCUMOCTH OT HaJU4Us
HLA-B*1502).

[Tokazano, uyTo BEISBICHHE ManueHTOB ¢ Hamuumem amwienss HLA-B*1502 u otcyrcTBHE
NpUMEHEHHUS KapOama3enuHa Yy TakMX TAlueHTOB CHIDKAeT Ciiydad KapOama3enuH-
WHIYIHUPOBAHHBIX cuHApoMa CtuBeHca-/[xoHCcoHa ninu cuHapoma Jlaiiernna.

OpnnHako pe3ynbTaThl TEHOTUIIMPOBAHUS HE JOJDKHBI BIMATH HA CTENEHb KOHTPOJS COCTOSIHUS
MalMeHTa ¥ HACTOPOKEHHOCTh Bpadya B OTHOILICHHUM TSDKENBIX KOXKHBIX peakuuil. PazButue
TSOKEJIBIX TOPAXKEHUN KOXXKM BO3MOXKHO Y TAIlMEHTOB, OTPHUILIATENIbHBIX IO JAHHBIM aJlJIeNsIM.
Taxke BO MHOTHX CITy4asiX y MAllMEHTOB, MOJIOXKUTENbHBIX 110 ayutensm HLA-B*1502 wnun HLA-
A*3101, nmpu mnpuMeHEHHH KapOama3ennHa HE OTMEUYajIoCh PAa3BUTHUSA TSDKEIBIX KOXKHBIX
CHUHJIPOMOB.

Bnusaue npyrux (akTopoB, TaKUX Kak J103a MIPOTUBOCYIOPOKHBIX JIEKAPCTBEHHBIX MPENapaToB,
KOMIUTAEHTHOCTb MallMEHTOB, OJTHOBPEMEHHAs TepaInus ApYrUMH MpernapaTaMu, COMyTCTBYIOIIHE
3a00JIeBaHUsl UJIM YPOBEHb KOHTPOJS JEPMaTOJIOTMUYECKUX pPEaKIMil, Ha YacTOTy pa3BUTUSA U
pacpoCTPaHEHHOCTD TSKENBIX KOXKHBIX PEAKIIUNA HE YCTAHOBIICHO.

CnaOoBbIpaXCHHBIE KOXXKHBIE PEaKIM{, HampuMep, W30JUPOBAHHAS MaKylie3Has WM
MakyJonamyJjie3Has »JK3aHTeMa, B OOJIBIIMHCTBE CIy4yaeB SBJSIOTCA TPAaH3UTOPHBIMU H
HETSHKENBIMU, OOBIYHO MPOXOJAT B T€UEHHE HECKOJIbKMX THEH WM HeNeNb MPU MPOJOJIKEHUH
JICUYEHUs] WU TIOCIIe CHYDKCHHUS JT03bI TIperapara. TeM He MeHee, TTOCKOIbKY AuddepeHinanpHas
JTUATHOCTHKA MEX]Ty PAHHUMU MTPOSIBIICHUSIMU TSKEITIX KOXKHBIX PEAKITNI 1 CI1a00BBIPAKEHHBIMU
MPEXOIALIUMU KOXXHBIMH BBICBITAHUSIME MOXET OBbITh 3aTpyAHEHA, NPU Pa3BUTHUU JTHOOBIX
KOXKHBIX pEaKIMil MalMeHT JOJDKEH HaXOIUThCs TOoJ HaOmoJeHHeM Bpada (C  IeJbio
CBOEBPEMEHHOTO MPEKpalIeHUs] Teparuy IMpenapaToM B Clyd4ae YXYIIIEHUS COCTOSHHUS
MaIMeHTA).

Cy1iecTByeT B3aUMOCBSI3b MKy HainumureM B reHome amtens HLA-A*3101 u pa3ButueMmmenee
TSKENBIX KOXKHBIX PEaKIHH (TaKuX KaK CHHAPOM TMIIEPUYBCTBUTEIHHOCTH K aHTUKOHBYJIbCAHTaM
WJIM HETsDKeJas MakKyJlonamyJse3Has sk3anteMa), st amenst HLA-B*1502 Takas B3auMoCBsI3b He
yCTaHOBJICHA.

Peaxyuu eunepuyecmeumenvrocmu

[Tpu npumeHeHun kapOamazenuHa COOOIIATIOCHh O pPeaKUMsSIX TUIEpPYyBCTBUTENbHOCTH | THma
(HeMeIJIeHHOTO THWIIA), BKJIOYas CbIlb, 3YJ, KPalmUBHUILy, AHTHOHEBPOTHYECKUN OTEK H
coobuienus 06 anadumakcuu. Eciam y manmeHTa pa3BUBAIOTCS 3TH PEAKLIMHU IOCIE JCUCHHS
npernapatoM OUHIICTICHH, PUEM TIperapara HeoOX0IMMO MPEKPATUTh U HAYaTh aTbTePHATUBHOE

JICUYCHUC.



COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 24012025 N= 1511
[Ipu pa3BuTHH TUNIEPUYBCTBUTEIHLHOCTH K KapjoamaszemiHy V| HAl{(HEHTOB Moty Habfioiarscs

paznuuHble peakiuu, BkIodas DRESS-cuHzmpom, oTcpodeHHBIE MOIMOPTraHHBIE MPOSIBICHUS
TUIEPYYBCTBUTEIBLHOCTH C PA3BUTHEM JIMXOPAKHU, KOKHOM CBIMH, BaCKYJIHTa, TMM(paaeHonaTuy,
NICEBIOMM(POMBI, apTPAITHH, JCHKOIIEHUH, 03MHOMMINY, TeNaTOCINIEHOMET a1, U3MEHEHHH
nokasaresei (yHKIHUU MEYSHN U CUHIPOMA JIECTPYKIIMHU JKETUYHBIX TPOTOKOB C YMEHBIIEHUEM UX
YHClla, KOTOPble MOTYT BO3HUKHYTh B JIIOOBIX KOMOMHaLUAX. Takke BO3MOXKHO IMOPa)KEHUE
IPYrUX BHYTPEHHUX OpPraHoB (B T. Y. JIETKHX, MOYEK, MOKETYJOYHOM >Kene3bl, MHOKap[a,
TOJICTOM KHIIIKH).

B ciywae pa3BuTus NpOSIBICHUH U CUMITOMOB TMIIEPUYBCTBUTEIBHOCTH, Ipenapar OuHIencuH
ClIeTyeT HEMEAJIEHHO OTMEHUTb.

[TarueHTOB ¢ M3BECTHOM TUIIEPUYBCTBUTENBHOCTBIO K KapOaMa3enuHy cieayeT HHGOpMUPOBATh
0 BO3MOXXHOCTH B 25-30% ciy4aeB pa3BUTUS pEaKLMH MOBBIIIEHHON YyBCTBUTEIBHOCTU Ha
OKCKapOa3enwuH.

Bo3MokHO pa3BUTHE MEPEKPECTHBIX PEaKLUi THIIEPUYBCTBUTEIHHOCTH MEXy KapOaMa3zermuHOM
U apOMAaTUYECKUMHU TPOTHUBOAIIICNITUYECKUMH IpernapaTamu (Hampumep, (GEHUTOUHOM,
OPUMHUAOHOM U (peHoOapOuTaIom).

T'unonampuemus

Pa3BuTHe runoHaTpueMur acCOMUPOBAHO C MPUMEHEHHEM KapOama3enuHa. Y MalleHToB C yxKe
CYLIECTBYIOIIMMU MOPAXEHUSIMU TIOYEK, CBA3aHHBIMU C HHU3KUM COJEpXKaHHEM HaTpus B
CBIBOPOTKE KPOBH, WJIM y TAIIUEHTOB, MTOJIyYaIOIUX OJHOBPEMEHHO JIEKapCTBEHHBIE MPENapaThl,
CHIKAIOIIME COJEp)KaHWE HaTpus (HampuMep, [AWYPETUKH, JIEKapCTBEHHBIE Ipenaparsl,
BIIMSIOUIME HA CEKPELHI0 aHTUIUYPETUUYECKOI0 FTOPMOHA), CIEAYET ONMpPENeisTh ChIBOPOTOUHOE
coJlep)kaHue HATpHs 0 Havajga Tepanuu kapbamaszenuHoM. [locie 3Toro copepxanue HaTpus
CIIeTyeT OMpEeeNIATh IPUMEPHO Yepe3 ABE HENleH, a 3aTeM €KEMECSIUHO B TeUEHUE NEPBBIX TPEX
MECSIIeB Teparnuy, WM B COOTBETCTBUU C KIMHUYECKOH HEOOXOAMMOCTHIO. JlaHHBIE (aKTOPHI
pUCKa OCOOCHHO YacTO BCTPEUAIOTCS Yy MOXKHJIBIX MalueHTOB. [Ipy HaMMYuM TUIOHATPUEMUU
OTrpaHHuYEHUE TOTPEOJICHUS >KUIKOCTH SIBISETCS BaXKHBIM JUIsl OMpPENETICHHs] COCTOSHUS MPHU
HAJIMYUU KJIMHUYECKUX MOKa3aHMi.

T'unomupeos

KapbamazenuH MOXeT CHH)KaTh KOHIIEHTPAILMIO TOPMOHOB HIMTOBUIHOM JKE€JIe3bl B CHIBOPOTKE
KpPOBH IyTEM UHAYKUUU (GEPMEHTOB, UTO TPeOyET YBEIMUEHHUS O3Bl IPETapaToB, MIPUMEHIEMbIX
JUISL 3aMECTUTEIBHON Tepanuu y MaleHTOB C TUIIOTHPEO30M. Y JTaHHOM KaTeropuu MalueHTOB
HEOOXOUM MOHUTOPHHI (YHKIMU HIMTOBHIHOW XKene3bl s 1Moadopa 03Bl IMPErnaparos
3aMECTUTENILHOU TEepaInU.

Hapywenus ¢pynxkyuu nevenu



COOTBETCTEBYET ZKCNEPTHOMY OTYETY
ot 24.01.2025 N= 1511
[lepen npumeHennem mpenapara OuHIencHH h B npornldcee MEdeHm:: AEIOxOMIMO JTTPOBG IUTH

uccienoBaHre (YHKLIMM T€4YeHU, OCOOEHHO Yy TMAalMEeHTOB, B aHaMHE3e KOTOPBIX HMMEIOTCS
cBeZieHHs] O 3a00JIeBaHMAX IE€YEHHM, a TaKXKe Yy MalUueHTOB MOXKUJIOro Bo3pacta. B ciyudae
yCYryOJleHHs YK€ UMEBIINXCA HApyIICHUW (YHKIMH TEYCHH WA TPU PA3BUTHH aKTUBHOTO
3a0oJeBaHus NeUYeHH npenapar OUHICTICUH CIIEAYET HEMEIJICHHO OTMEHUTD.

Hapywenus ¢pynxkyuu novex

[lepen Hauanom neueHus npenaparoM @OUHIENCUH U NEPUOAMYECKH B IPOLIECCE TEpanuu
PEKOMEHIYeTCs CCIIEIOBaHUE OOIIEro aHAIN3a MOYH U ONIPE/IeTICHNE KOHIIEHTPAIIH MOYEBUHBI
B KPOBH.

M-xonunobnoxupyrowas akmusHocms

[Ipenapar ®unnencuH obnamaeT cnaboil M-XOIWHOOIOKHPYIOMIEH aKTUBHOCTBIO, MOITOMY
cleqyeT TIIATeNIbHO HaOMI0aTh IMalueHTa C MOBBIIICHHBIM BHYTPHUIJIa3HBIM JIaBJICHUEM,
TUIIEPIUIA3UEH IIPEICTAaTEIbHOM JKele3bl U 3aCPKKOM MOYM IIPU OJHOBPEMEHHOM IPUMEHEHUHU
yYKa3aHHBIX MTPETapaToB.

Icuxuueckue Hapyuienus

ITockonbky Ha (oHe mpuMeHeHHs npenapara OUHIETICHH BO3MOXKHO OOOCTpPEHME JIATEHTHBIX
NICUXUYECKUX PACCTPOMCTB, CleqyeT 00ecneuuTh HaOII0ACHUE 33 MOXWIBIMH MAllMEHTaMH C
LENbI0 BBIABICHUS TaKOM CHMITOMAaTHMKM KaK CIYTaHHOCTb CO3HAaHUS M IICUXOMOTOPHOE
BO30YXKICHHE.

CyuyuoanvHoe nogedeHue ui HamepeHus

V¥ nmanMeHToB, MOJIy4aBIINX IPOTUBOCYIOPOKHBIE IIPENapaThl MO pALy MOKa3aHUN, OTMEYAIUCh
Clly4yau  CyMUUJAJIBHOTO  IOBEAECHHMA  WIM  HamepeHuid. Pe3ynprarel  MeTaaHainsa
PaHAOMU3HPOBAHHBIX  IUIAlE00-KOHTPOJIMPYEMBIX — HCCIEIOBAaHMM  MOKa3zaiu  HeOOJbIIoe
MOBBILICHUE PUCKA CYUIIUAATBHOTO MOBEACHHS Y MAlMEHTOB, MOJyYaBIINX IPOTUBOCYIOPOKHBIE
npenaparsl. MeXaHu3M yCWIEHUSI CyMIMJIAIbHOIO MOBEACHUS Y JAHHON KaTErOpHUU MalueHTOB
He ycraHoBiieH. HeoOxoauMo TiiarenbHOe HAOMIOJCHHUE MAallMEeHTa OTHOCUTEIBHO CHUMITOMOB
CYMLIMJIATBHOTO TIOBEJICHUSI 1 HAMEPEHUI U MPUHATHE PEIICHUS O COOTBETCTBYIOIIEM JICUCHUH.
[TarmenTam (M yXaXMBalOIIMM 33 HUMH JIMIIaM) HEOOXOJIMMO HACTOATEIBHO PEKOMEHIOBATH
0o0paTUThCS 3a MOMOINBIO K Bpady B Ciy4ae BO3HUKHOBEHHUS CHMIITOMOB CYHIIMJIAIBHOTO
NOBE/ICHUS UM HAMEPEHUIA.

OHOoKpuHoI02UUeCKUe HapYUleHUs

B cBs3u ¢ unaykimen pepMeHTOB KapOaMa3enuH MOXKET OCJIa0JsATh TepaneBTUUECKH dPHEeKT
NEepOpabHBIX KOHTPALIENITUBOB, COAEpXAIIUX 3CTPOTeHbl W/WiaM mporectepoH. [lanueHtkam c
COXPAHEHHBIM DPENPOAYKTUBHBIM IOTEHLMAJIOM CIEAYeT pPEKOMEHAOBAaTh MCIIONb30BaTh

AIBTCPHATUBHBIC MCTOAbBI KOHTpAalLCHIMKM BO BpEMA TCpaAllMU HOpCHapaToM duHIETICUH.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 24.071.2025 Nz 1511
Coo0manoch 0 BO3HMKHOBEHHH KPOBSHUCTBIN BBIICICHII WB Biiaha it B Hepuoi ek y

MEHCTpYyalusIMHI MPU OJJTHOBPEMEHHOM NpUMEHEHUH npenapara OUHIENCUH C TOPMOHATBHBIMU
KOHTpAIENITUBAMH (KPOBOTEUCHHUE ITPOPHIBAY ).

bepemennocms u nayuenmru ¢ coxpaneHubiM penpooyKmueHvIM NOMeEHYUATOM

[Tpumenenue npenapata OuHIENICHUH BO BpeMsi OEpEMEHHOCTH MOKET OBITh CBA3aHO C PUCKOM
1ot mona (em. pazzen 4.6). [Ipumenenue npemnapara mpu 6€peMEeHHOCTH BO3MOYKHO TOJIBLKO B TOM
cllydae, eClid O’KHJaeMasi ToJIb3a ONpaB/IbIBAET NOTEHLIUAIbHBIEC PUCKH.

BepeMeHHBIX NAaIMEHTOK M MAaIMEHTOK C COXPAaHEHHBIM PEMpPOIYyKTHBHBIM MOTEHIIMAIOM
HE00X0IMMO B IOJHOM Mepe HH(OPMUPOBATH O PUCKAX JUIS TIJI0J1A, CBI3aHHBIX C TOTEHIIMAIBHBIM
TepaToreHHbIM 3 dhexTom Kapbamaszenuna (cM. paszzen 4.6).

[TarmeHTKaM ¢ COXpaHEHHBIM PENPOTYKTUBHBIM MTOTEHIIMATIOM CJIEyET UCIO0Ib30BaTh HAJECKHbIE
METO/IbI KOHTPAEIIMY BO BpeMs TepalllK U B TEUEHHUE 2 HEAEIb MOCIIe TPHeMa MOCIEIHEN T03bI
npenaparta OuHIENCHH (CM. TOApa3aes « DHJOKPUHOIOTMYECKHE HApyILICHUS», a TAK)KE pPa3 IeIIbl
4.5 1 4.6).

Onpeodenenue KoHyeHmpayuu Kapoamasenuna 6 niasme Kposu

X0Ts B3aUMOCBSA3b MEXIy JI030H Ipernapara, KOHIIEHTpanuel kapbaMasenuHa B Iia3Me KpoBH,
€ro KIMHUYECKOH 3(P(EKTHUBHOCTbIO MM IMEPEHOCHMMOCTHIO BeCbMa HE3HAUMTENbHA, TEM He
MeHee, peryJsipHOe OIpeiesieHue KOHIIEHTpalui KapOaMasenruHa MOXKET OBbITh 11eJeco00pa3HbIM
B CJIEQYIOIIUX CUTYalMsIX: IMPU PE3KOM IOBBIIIEHUN YaCTOTHI MPHUCTYIOB, JJISI TOTO, YTOOBI
IPOBEPUTH, IPUHUMAET JIM TTALMEHT IpenapaT J0JLKHBIM 00pa3oM; BO BpeMsi 0epeMEeHHOCTH; TIPH
JICYCHHUH JIeTeH MM TOJPOCTKOB; MPH MOAO3PEHUN HA HApYyILIECHHUs BCAaChIBAaHMS KapOaMma3enuHa;
IpU TMOAO3PEHUU HAa Pa3BUTHE TOKCUYECKUX peakUuid B ciyyae, €Ciau NalleHT MNpPUHUMAaeT

HECKOJIBKO JICKaPCTBCHHBIX CPCACTB.

Ilaoenus

Tepanus npenaparoM @OUHICIICUH MOKET COIPOBOXKAATHCS ATAKCHEH, TI'OJIOBOKPYKEHHEM,
COMHOJICHIIMEH, TUTIOTEH3UEH, CITyTAHHOCTBIO CO3HAHUS, cefanuei (cM. pa3aen 4.8), 9To MOXKeT
NPUBOJIUTH K MaJIEHUsIM U, KaK CJEACTBUE, MepesioMaM WIHM JPYyTruM TpaBMam. Y TaleHTOB C
COMYTCTBYIOIIMMHU 3a00J€BaHUSIMHU, COCTOSHUSMHU, WU TMOJYYaIOIIUX OJHOBPEMEHHYIO
MEIMKaMEHTO3HYIO TEpamuio IpernaparaMy, KOTOpble MOTYT YCYryOJsTh BbIIICyKa3aHHbIC
3¢ deKThI, ClenyeT peryispHO OLEHWBAaTh PUCK NaJeHUH Ha (OHE MIUTEIBHON Tepamnuu

npenaparoM OUHIIETICHH.

4.5. BzaumopeiicTBHe ¢ PYIrMMH JIEKADCTBEHHBIMH MNpenapataMM M JApyrue BH/bI
B3aHMOJeliCTBUSA

Hneubumopvr MAO
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COOTBETCTBYET SKCNEFPTHOMY OTYETY
ot 24.01.2025 Nz 1511
Kapbamazennn He  pekoMmeHmyercst npuMensatsh [[10{HABEEMEHDE [1leH D aAtuOrttpamu

MoHoamuHOKcua3bel (MAO). Tlepen npumenenunem npenapata OuHiaencud HHruouTopsr MAO
JOJIKHBI OBITH OTMEHEHBI, KaK MUHUMYM, 3a 2 HEJeNId UM PaHee, eClIM MO3BOJIsSeT KIMHNYECKast

cutyanus (cm. pazzaen 4.3).

IIpenapamel, enusarowue na akmusnocmo CYP3A4

[Mutoxpom P4503A4 (CYP3A4) sBnsercs OCHOBHBIM H30(DepMEHTOM, OOECIEeYHBAIOIINM
obpaszoBanme kapOamazenuHa-10,11-3mokcuna (akTuBHOrO MeradbonuTta). OIHOBpEMEHHOE
npuMeHeHne ¢ mnpenaparoM wuHruoutopom m3odepmerta CYP3A4 wmoxker mnpuBECTH K
MOBBIIICHUIO KOHIIEHTPAllMKM KapOama3enuHa B IJ1a3Me KPOBH, YTO, B CBOIO OYepelb, MOXKET
BBI3BaTh HEXeJaTelbHbie peakiuu. OJHOBpEeMEHHOE NMpPUMEHEHHE HHIYKTOPOB H30(depMeHTa
CYP3A4 MoxeT MpHUBECTH K YCKOPEHHIO MeTabojn3Ma KapOama3ernuHa W, TaKUM 00pa3oMm, K
BO3MO)XHOMY CHMIKEHHUIO €0 KOHIIGHTPAIMH B IIa3Me KPOBH U, CJIEOBATEIbHO, K BOZMOKHOMY
YMEHBIIICHUIO BBIPAYKCHHOCTH TEpareBTU4YecKoro 3¢ ¢ekra mpenapara. OTMeHa OJTHOBPEMEHHO

npuHUMaeMblx — uHAyKTopoB  m3oepmenta CYP3A4  moxker  CHWXKAarb  CKOPOCTb

ouotrpancopmanuu kapOaMaszenuHa, M, Kak CJIEACTBHE, NPHUBOAWTh K IOBBIIICHUIO

KOHIIEHTpalluu KapOaMasenuHa B Iia3Me KPOBH.

Kapbamazenun siBisercss MOUTHBIM HHAYKTOpoM n3opepmenta CYP3A4 u apyrux pepMeHTHBIX

MEYCHOYHBIX CUCTEM MEPBOM U BTOPOU (ha3bl METa0OIU3MA JICKAPCTBEHHBIX MPENaparoB, U MpH

OJIHOBPEMEHHOM TMPUMEHEHMH C TpernaparamMi, METa0OJU3UPYIOIUMUCI H30(EepMEHTOM

CYP3A4, MoXeT BhI3bIBATh MHIYKITHIO META00JIM3Ma U CHUIKEHUE KOHIIEHTPAIIMU UX B IUIa3Me

KPOBH.

[Mockonbky mpeBparienrne kapOamazenuH-10,11-3mokcuga B kapbamazenus-10,11-Tpancauon

MPOUCXOIUT MPU MOMOIIM MUKPOCOMAJIBLHOM 3MOKCUATUIPOIA3hl, IPUMEHEHNE KapbaMa3enuHa
OJIHOBPEMEHHO C WMHTHOUTOpaMU MHUKPOCOMAJIBHOM S3MOKCHUIATHIAPOIa3bl MOKET MPUBOAUTH K
MOBBIIIICHUIO B IJIa3Me KPOBH KOHIIEHTpanuu kapdamaszenun-10,11-3mokcuaa.

Ilpenapamul, Komopvie Mo2ym NOBbICUMb KOHYEHMPAayuro Kapoamazenuna 6 niasme KpOoSu:
ananveesupyrowue U Hecmepououvie NpoOMUB0BOCNANUMENbHbIEe JeKAPCMBEHHble Npenapamol:
JIeKkcTponpornokcudeH, noynpodeH;

nPOMuUBOONyxoJegvle npenapamvl (aHOpo2eH). TaHa301T,

aHmuoOuomuKy: MaKpOJNHIHbIE (HampUMep, SPUTPOMHIIMH, TPOJICAHJOMULIMH, JXKO3AMHUIUH,
KIIAPUTPOMHUIIHH), TUTIPOQIOKCAIUH;

anmudenpeccanmsl: BO3MOXHO, Je3UNpaMuH, (IyoKCeTHH, (IyBOKCaMUH, He(a30I0H,

MapOKCETHH, TPA30J0H, BUJIOKCA3UH;

nPOMuUOINUIENnMUYecKue npenapamuyl. CTAPUIIEHTON, BUTa0aTpUH;

npomueocpubKosvle npenapamsl: MPOU3BOJHBIE a30ja (HallpuMep, UTPAKOHA30J1, KETOKOHA301,
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COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 24.01.2025 N= 1511
(1yKOHA30J1, BOPHKOHA3011). AJIbTepHATHBHBIC MPOTHBOYMICEHHECKId fpenapatsl MOry 1 GITh

PEKOMEHI0BaHbI MallieHTaM, MMOIy4alolliM BOPUKOHA30JI UJIM UTPAKOHA30JT;
onoxamopwel eucmamunoswvix H2-peyenmopos: TeppeHanus;

anmuncuxomuyeckue npenapamsl (Heupoienmukiu). OJaH3aluH;

npomugomybepKyiesHvle npenapamsi: N30HUA3H;

npomueosupycHvie npenapamvl: WHTHOUTOpHl mporeazsl BUY (Hmanmpumep, puUTOHABHUD);
NPOMUBOSIAYKOMHblE — Npenapamsl  (UHeUOUMOpLL  Kapboaneuopasvl):  areTa30JaMHu,
eunomen3ugnvlie npenapamvl (O10KAMOPLL «MEONEHHbIX» KANbYUEeBblX KAHAN08): BEpamaMmul,
TUIITHA3EM;

NpOMuUBOsI36eHHble Npenapamsl (UHSUOUMOPLL NPOMOHHOL NOMNbL, OJIOKAMOPbI 2UCMAMUHOBbIX

H2-peyenmopos): BO3SMOKHO, IUMETUIANH, OMEIPA30J;

MUOPENAKcanmopl: OKCUOYTUHHH, TaHTPOJICH;

anmuazpe2anmmusle npenapamuol: TAKIONNUIUH;

opyaue 1eKapcmeeHHvle npenapamaol U npooyKmsl numanus: TpedndpyToBbId COK, HUKOTUHAMU/L

(TONBKO B BBICOKHX J03aX).

[TockonbKy MOBBIIIEHWE KOHIIEHTPAlUM KapOama3enuHa B IIa3ME€ KPOBU MOXKET TPUBECTH K

BO3HUKHOBEHHUIO HEKEJIATeNbHBIX peakiuid (Hampumep, K TOJOBOKPYKEHUIO, COHJIMBOCTH,

aTaKCUU, IUIUIONHUHU), B 3THX CHUTyalUsX CJeIyeT KOPPEeKTHpOBaTh 103y MpernapaTra W/WiH

PEryJISIpHO OINpeNeNsITh KOHLIEHTpAIUIo kKapOamMa3enuHa B Iia3Me KpOBH.

[Ipenaparpl, KOTOpblE MOTYT TIOBBICUTH KOHIICHTpamuio kapOamasenuHa-10,11-amokcuga B

I1a3Me KPOBH: JIOKCANWMH, KBETHAIMH, NPUMHUIOH, TMporabuj, BaJbIpPOEBas KHUCIOTA,

BaJTHOKTAMM/I, BAIBIIPOMHU]T U OpHBapaieram.

[TockonbpKy MOBBIIEHHE KOHIIEHTpaIMu kKapOamazenuHa-10,11-3mokcuaa B mia3me KpOBUMOKET

IPUBECTH K BO3HMKHOBEHHIO HEXEJAaTeNbHbIX peakuui (Hampumep, K TOJIOBOKPYKEHHIO,

COHJIUBOCTH, aTaKCHH, ITUIUIONUH), B OTUX CUTYaIUAX CIEAyeT KOPPUTUPOBATH J03Y Iperapara
W/WIIN PEryJISIpHO OTIpeNeNIATh KOHLIEHTpaIiio kapbamasenuHa-10,11-amokcuia B niaa3me KpoBH.

IIpenapamol, Komopvle MO2ym CHUMCAMb KOHYEHMpAyuro Kapbamazenuuma 6 niame Kposu:

npomueoINUIenmuyecKue  npenapamol. ¢denbamar, ME3YKCUMU], OKCKapOa3emnuH,

denobapburan, dencykcumua, (GpeHuTomH (BO H30EKaHWE WHTOKCHKAIMH (EHUTOMHOM U

BO3HUKHOBEHHUS CyOTepaneBTUYECKUX KOHIEHTpalui KapOama3enuHa pEeKOMEHJIO0BaHHAas

MJIa3MEHHAs KOHIEHTpamus (GeHUTOMHA JTOJDKHA OBITh He Oosiee 13 MKr/miur A0 m00aBiieHUS K

Tepanuu KapOamazenuHa) W (HOCHEHWTOWH, TNPUMHAOH, HW, XOTS JAHHBIE YaCTHYHO

MPOTUBOPEUNBEI, BOZMOXKHO, TAK)KE KIIOHA3ETIaM.

nPOMuUBOONyXoJiegble npenapamsl. UUCIUIATHH WU JOKCOPYOUIIUH;

npomueomybepKyie3Hovle npenapamol: pudaMnunuH;
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 24.01.2025 = 151
bponxoounamupyiowue npenapamol: TeobwuH, aNEOQEEDEE L TENEHOC TS 0003)

npenapamol OJis leYeHUsl yepesoll Colnu (PemuHouodsl): N30TPETHHOWH;

opyeue JleKapCmeeHHvle npenapamel U NPOOYKMbl NUMAHUA. PACTUTENBHBIC Tperaparsl,
coJiepKalle 38epo0oii MPOABIPSBICHHBIH.

[Ipy omHOBpEMEHHOM MPUMEHEHUH C BBIMICYKA3aHHBIMHU TIperiapaTaMu MOXKET MOTpeOdoBaThCs
KOPPEKIH 103bI KapOama3ernuHa.

Bruanue xapbamasenuna Ha KOHYEHMpAyuro 6 Niasme KpOo8U Npenapamos, NPUMEHSeMbIX 6
Kayecmee 0OHOBPEMEHHOU mepanuu

[Ipu ogHOBpEeMEHHOM MPUMEHEHUHU C KapOaMa3emrmHOM BO3MOXXHO CHUKCHHE KOHIICHTPAIMH B
TUTa3Me KPOBH, YMEHBIIICHUE MITH JIaXKe TTOJIHOE MPEKpaIleHUe NEHCTBHSI HEKOTOPBIX IIPETIapaToBs,
B CBS3M C 4YeM CIEAyeT YYHUTHIBATh HEOOXOAMMOCTH KOPPEKIUH JI03bl HUKEYKa3aHHBIX
MPEernapaToB B COOTBETCTBUHU C KIMHHYECKUMH PEKOMEHIAIHSIMHU:

aumanveeupyowue U HecmepouoHvle NPOMUBOSOCNAlIUmMeNbHble npenapamvl. OynpeHopduH,
METaJOH, TMapaneTaMmos ([UIMTEIIbHOE TNpPUMEHEHHEe KapOamasenwHa | Iapareramosa
(amretamuHO)EHA) MOXKET TPHUBECTH K PA3BUTHUIO TemaToTOKcHueckux 3(dektoB), (eHazoH
(aHTUMHMPHH), TPAMaIOI;

AHMUOUOMUKY 2PYNNbL MeMPAYUKIUHA: TOKCUIIMKIUH, pudaldyTuH;

AHMUKOA2YISAHMbL: aHTUKOATYJSIHTBI JUIs TIEPOPAbHOTO TPUMEHEHUsl (Hampumep, BapdapuH,
(G eHNPOKYMOH, TUKYMapOJI HalleHOKyMapoJI, puBapokcabaH, naburarpaH, anukcadaH, 3jokcadan);
anmuodenpeccanmyl: OyTPOIUOH, IUTAIONPAM, MAAHCEPUH, He(a300H, CEpTpaIHH, TPa30/I0H,
TPUIMKIMYECKAE  aHTUACTPECCaHThl  (MMUNpPAMUH,  AMUTPHUITUINH,  HOPTPUIITHIIHH,
KJIOMMIIPAMUH);

NPOMuUBOPEOMHbIE NPENapamol: alpenuTaHT;

npomugodNUIenmuYecKue npenapamsl: Kio0a3aM, KIIOHA3emaM, AITOCYKCHMHU, ¢endamar,
JaAMOTPHUDKUH, OJCIUKapOa3enuH, OKCKapOa3enuH, TMPUMUAOH, THAraOWH, TOMHpaMar,
BaJbIIPOEBAsl KHCIOTA, 30HM3aMHI. Bo u30ekaHWe WHTOKCUKAIMU (CHUTOMHOM H
BO3HUKHOBEHHUSI CyOTEparieBTUYECKUX KOHIICHTpAaMi KapOamas3ernuHa pPEeKOMEHIOBaHHAs
MJIa3MEHHAs KOHIICHTpanus (HEHUTOMHA JOJDKHA OBITh He Oosee 13 MKr/mi mo mo0aBiieHHs K
Tepanuu kapbamasenuna. MiMerorcs cooOmieHnss o ToM, 4To Ha OoHE mpuemMa kapOamazenuHa
KOHIIEHTpaIusl Me()EHUTONHA B TUIa3Me KPOBU MOKET MOBBIMIATHCA (B PEIKHUX CITydasix).
NPOMuUBOZPUOKOBbIE Npenapamvl. UTPAaKOHA301, BOPHUKOHA3011, aIbTepHATHBHBIE
AQHTHKOHBYJILCAHTBI MOTYT OBITh PEKOMEHIOBAaHBI IMAIIMEHTAM, MTOJTyYaIOIIMM BOPHKOHA30JI HITH
UTPAKOHA30T,

anmueenbMUHmMHble npenapamayl: TPA3UKBAHTEI, aTOSHa307;

npomugoonyxoegvle npenapamvl. UMaTHHHUO, HUKIO(GOchamMul, JanaTuHUO, TEMCHUPOIUMYC;
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COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 24.071.2025 Nz 1511
anmuncuxomudeckue npenapamsl (Hetpoaenmuku): KiiOSATE, [IraBcicpiiod, ) OpeMitepiinom,

ONIaH3alMH,  KBETHANMH, PUCICPHIOH,  3WNPACHAOH,  apHUIIUIpPa3oN,  HaTUICPHUJIOH,
NPOMuUBOBUPYCHbIE Npenapamsl: WHTUOUTOpHI TpoTea3bl BUY (MHOWHABHD, pPUTOHABHD,
CaKBMHABHP);

AHKCUOIUMUYeCKUe npenapamsl: alpas3oiaM, MH1a30J1aM;

OpoHxoOouramupyrouwue npenapamslt. TeoOUIIIH;

KOHmMpayenmueHvle npenapamsl: TOPMOHAJIBHBIE KOHTPAIENTHUBE (HEOOXOOUM  TOAOOD
ATBTEPHATUBHBIX METOJIOB KOHTPAIICTIIINN );

npenapamvl 01 JedeHuss 3a001e8aHUll  CepOeyHO-COCYOUCMOU  cucmemsl:  OIOKATOPHI
«MEJJICHHBIX» KaJIBIMEBBIX KAHAJIOB TPYIIBI AUTHIPONUPUANHOB ((eroaunuH), CHMBaCcTaTHH,
aTOpBACTaTHH, JIOBACTaTHH, IEPUBACTATHH, HBAOPAIIHH;

cepoeunble 2IUKO3UObl. TUTOKCHH;

2NIIOKOKOPMUKOCMEpOoUobl: TIPEIHNU30JI0H, J1EKCAMETa30H;

npenapamol OJis leYeHUs IPeKMuilbHoU Ouchyukyuu: Taganapu;

UMMYHOOENnpeccusHvle npenapamsi: MHKIOCIIOPUH, SBEPOIHMYC, TaKPOJIUMYC, CHPOIHUMYC;
npenapamul 014 Jledenus 3a001e6aHUll WUMOBUOHOU Jcele3bl: TEBOTUPOKCHH;

opyaue 1eKapcmeeHtble npenapamul U RpoOyKmvl NUMAHUs: TIPETapaThl, COAEPIKALINE ICTPOTCHBI
W/WJIT TIPOTECTEPOH.

Kombunayuu, komopbie credyem npuHumams 60 6HUMAHUE

[Ipu omHOBpEeMEHHOM MPUMEHEHHH KapOamas3emnuHa C JEBETHUPALETaAMOM B OTACIBHBIX CIydasx
OTMEUAJIOCh YCHUJICHHE TOKCUYECKOTO JEHCTBUS KapOaMasenuHa.

W3BecTHBI COOOMICHUsT 00 YCWJICHWH TENaTOTOKCUYHOCTH, BBI3BAaHHON HM30HUA3UIOM, B TeX

ClIy4asix, KOTrJja OH IPUMEHSJICS OJTHOBPEMEHHO C KapOamMa3enmuHOM.

KomOunupoBaHHOe mpuMeHeHue KapOaMaszenuHa U JIMTUS WIM METOKIONpaMuia, a TaKxke
kapbamazenrHa W HEUPOJNENTUYECKUX TIpernaparoB (TaJONEpUI0iia, THOPHUIA3MHA) MOXKET
MPUBCCTH K IMOBBIMICHUIO YaCTOTBI HCKCIIATCIIbHBIX HCBPOJIOTHYCCKUX peaKHHﬁ (B cjIyduac
nocieAHe KOMOWHALUY - JJaKe MPU TeParneBTUUECKUX KOHIEHTPALUIX JEHCTBYIOIUX BEIIECTB
B IIJIa3M€ KPOBH).

OnHOBpeMEHHOE NMpPUMEHEHUE kapOaMasenuHa ¢ HEKOTOPBIMU JUYpPETHYECKHMMH MpenapaTamu
(TUAPOXIIOPOTHAZUIOM, bypocemuiom) MOJKET HpUBOIUTH K THIOHATPUEMUH,
COTIPOBOXKAAIOMIEHCS KIMHUYECKUMU TIPOSBICHUSIMH (CM. paznen 4.4).

Kapbamazenun MOXeT NposBISATh AHTATOHU3M JACHCTBUIO HEIETIOIAPU3YIOIINX MUOPEIaKCaHTOB
(HampuMep, maHKypoHust Opomuna). B cnyyae mpuMeHeHHs Takoil KOMOMHAIIMH JICKApCTBEHHBIX
npemnaparon MOXCT BO3HUKHYTb H€O6XO,Z[I/IMOCTB B ITIOBBIIIICHUHN O3Bl YKa3aHHbIX
MHUOPEIAKCAaHTOB; CJIEIYeT OCYIIECTBISAT, BHUMATEIbHOE HAOIIOICHNE 3a MAallUeHTaMH, TaKk Kak
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COOTBETCTEBYET 3KCINEPTHOMY OTYETY
ot 24 01.2025 N2 1511
BO3MOJKHO 00Jice OBICTPOE, YeM OXKHIAIOCH, MP¢KparicHHE ACHUTBia Mudpéakcaatos. 0003

Coo0manoc 0 BO3HUKHOBEHUHM KpPOBSHHMCTBIX BBIJEJICHUH W3 Biaralvia B MEPHOA MEXIy
MEHCTpyalHsIMHU IIPU OJTHOBPEMEHHOM IIpUMEHEHUH npenapata OUHIIENICHUH ¢ TOPMOHAIbHBIMU
KOHTpAIeNTUBAMH (KpOBOTEUEHHE «IIpOopbiBay). [Ipenapar OUHIENICHH MOXET CHUXATh 3P PEKT
TOPMOHAJIBHBIX KOHTPALENITUBOB BCIIEACTBUE MHIYKIIMA MUKPOCOMANIBHBIX ()epMEHTOB.
KapOamasenuH, Tak e Kak M Jpyrue ICUXOTPOIHBIC IpernapaTbl, MOXXET CHHXKaTb
[EPEHOCUMOCTh aJIKOrojisi. B CBfA3M C 3TMM pPEKOMEHIyeTCs OTKa3aThCsl OT YMNOTPeOJICHMS
QJIKOTOJIA.

OnHOBpeMEHHOE IPUMEHEeHHE KapOaMa3enuHa U MPsIMBIX aHTUKOATYJITHTOB ISl TpUeMa BHYTPb
(manmpumep, puBapokcabdan, jaburarpas, anukcadbaH, 310kcabaH) MOXKET MPUBECTH K CHIKEHUIO
KOHILIEHTPALlMM IEpOpajbHOTO AHTHKOAryJIsIHTA MPsIMOrO JEHCTBHsS B IUIa3ME€ KpPOBH, 4TO
NPUBOJUT K PUCKY pa3BUTHUA TpoMOo3a. Takum oOpa3oM, mpu HEOOXOAUMOCTH OJTHOBPEMEHHOTO
NPUMEHEHHS YKa3aHHBIX MPEnapaToB CIEAYET IMPOSBIATh HACTOPOKEHHOCTh B OTHOIICHUH
IIPU3HAKOB M CHMIITOMOB TpoM003a.

Bnusanue na ceponocuueckue uccieoo8anusl

KapbamazenuH MOKET TMPHUBECTH K JIOKHOIMOJOXKHUTEIBHOMY pE3YJIbTaTy OIpeaeIICHUS
KOHIIGHTPALUH NepeHa3snHa METOI0M BHICOKO3(PPEKTHBHOH KUAKOCTHOI XpomaTorpaduu.
Kap6amazenun u 10,11-3mokcun kapbamazennuHa MOTYT HMPUBECTH K JIOXKHOTIOJIOXXHUTEIBHOMY
pe3yabpTaTy ONpeAeieHHMs KOHLEHTPAalUM TPULUKIMYECKOr0 aHTHUIENPECCaHTa METOIO0M

MOJIIPU3AUOHHOTO (IyOpeceHTHOr0 HMMYHOaHAIH3a.

4.6. DepTUIBHOCTD, 0EPEMEHHOCTD M JIAKTALUS
bepemeHHOCTD

Pesiome pucros

Kapbamazenun ObICTpO NMPOHUKAET Yepe3 reMaToIUIalleHTapHbI Oapbep, 1 OOHApYKUBAeTCs B
BBICOKMX KOHIICHTPALUAX B TKAHAX IUI0/1a, OCOOCHHO B IMIEYCHU U MOYKAX.

JleTn manMeHToK C SMIISTICHEN Yalle IPYrux MpeapacioyiosKeHbl K BOSHUKHOBEHHIO HAPYIICHU I
pa3BUTHS, B TOM UHKCIE, BPOXKACHHBIX MOPOKOB. HecMoTpst Ha HEAOCTATOYHOCTh YOEAUTENbHBIX
JAHHBIX KOHTPOJIUPYEMBIX HCCIIEJOBAHUM O HAIWYUHU MPUYMHHO-CIEICTBEHHOMN CBS3M JaHHBIX
HapylIeHUH C MOHOTepanued kapOama3zenmHOM y MaTepH, Ha (OoHE NMPHMEHEHHs Mperapara
3apErUCTPUPOBAHBI COOOIIEHHS O CIIydasX BPOXKICHHBIX 3a00JI€BaHUN M MOPOKOB DPa3BHUTHA,
BKJIFOYAsl He3apalleHHe Ty>XeK TMO3BOHKOB (spina bifida) m npyrux BpOXKIEHHBIX aHOMAJHI:
nedeKTOB Pa3BUTHS UYEPEMHO-JIUIEBBIX CTPYKTYpP, CEPIEYHO-COCYAUCTONM M JIPYTHMX CUCTEM
OpraHOB, THITOCTIATUH.

[To nanabiM CeBepoaMEpUKAHCKOTO perucTpa OepeMEeHHOCTEH, 4YacToTa IpyObIX IOPOKOB

pa3BUTHS, OTHOCAIIUXCA K CTPYKTYPHBIM aHOMAlUAM, TPeOYIOIUM XHPYpPTrUYECKOH,
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COOTBETCTEYET ZKCNEPTHOMY OTUETY
ot 24.01.2025 Nz 1511
MEIUKAMEHTO3HOM UM KOCMETHYECKON KoppeKunu, TuaniociiipOBanabik B lredenne [2)aéaenn

nocie poxaeHus, cocraBmsuia 3,0% y Marepeld, NPUHUMABIIMX B IEPBOM TPUMECTPE
KapbamaszenuH B KadecTBe MoHOTepanuu, u 1,1% y marepeil, He MPUHUMABIINX KaKUX-IHOO
IPOTUBORUIIENTUYECKUX IPENapaToB.

Coo01manoch 0 HapyIHICHUSAX PA3BUTUS HEPBHOM CHUCTEMBI y JI€TEH, POXKAECHHBIX OT KEHIIUH C
SNWJIETICUEH, TMOJIy4aBIIMX KapOama3enmuH OTIENbHO WM B KOMOMHAaLMU C JAPYTUMH
MPOTUBOAUIIENTHYECKUMH MIpernapaTaMu Bo Bpemsi OepeMeHHOCTH. VcecnenoBanus, CBsI3aHHbIE C
PUCKOM HapyLIECHUN Pa3BUTHUSA HEPBHOW CHCTEMBI y JETEH, MOMyJYaBIINX KapOaMaszernuH BO BpeMs
OepeMEeHHOCTH, IPOTUBOPEUNBBI, U PUCK HENb3s UCKITIOUUTD.

Knunuuecxoe 3nauenue

Jleuenne mnpenapatoM @unnencuH y OEpeMEHHBIX JKEHIIMH C JIWICHCHEH JIOJIKHO
OCYILECTBIISATHCS ¢ 0CO00I OCTOPOKHOCTHIO.

[Ipu HeoOxoarMOCTH TPpUMEHEHUs npenapaTa OUHIIETICUH Y OEpEMEHHBIX, a TAK)Ke B TOM CITydae,
ecnd OepeMEeHHOCTh OUArHOCTHpPOBaHA BO BpeMs MPUMEHEHHs MpernapaTa, WIM MalueHTKa
IUTAHUPYET OEPEeMEHHOCTb, CIEAyeT TIIATEIbHO OIICHUTh COOTHOIIEHHE 0)KMJIA€MOW TOJb3bl U
BO3MOKHOT'O PUCKa, OCOOCHHO B IIEPBOM TPUMECTpE OEPEeMEHHOCTH.

[Ipu noctarounoil KTMHUYECKOH  APQPEKTUBHOCTH y  MAlMEHTOK C  COXPaHEHHBIM
PENpPOAYKTHUBHBIM OTEHIHAIOM Ipenapar OUHIIENCUH CleTyeT IPUMEHATh B MOHOTEPAIINH, TaK
KaK 4acTOTa Pa3BUTHS BPOKICHHBIX aHOMAIMK IUIOAA MPH NMPUMEHEHHUH KOMOWHUPOBAHHOM
IPOTUBOAMIIENTUYECKON TEPANlMU BbIIIE, YEM IPU MOHOTEpANMM JaHHBIMM Npenaparamu. B
3aBHCHUMOCTH OT IPENapaToB, BXOAIIUX B COCTAaB KOMOMHUPOBAHHOW TEeparMu, PUCK Pa3BUTHUS
BPOKICHHBIX IOPOKOB MO>KET MOBBIIIATHCS, 0COOCHHO MPU JOOABICHUH K T€paIK BaJIbIIPOaTa.
[Ipenapar OuHIENCHH CeayeT TPUMEHATh B MUHUMaJIbHOU () PexkTuBHOMN f03e. Pexomenayercs
pPeryJIsIpHBbI KOHTPOJIb KOHLEHTpAlUuM JEHUCTBYIOILIErO0 BellecTBa B Iula3Me Kposu. Ilpu
3¢ (HEeKTUBHOM IPOTUBOCYAOPOKHOM KOHTPOJIE y OepeMeHHOW clieayeT NOAACpPKUBAThH
MUHHMAaJIbHYIO KOHIICHTPALUIO KapOaMa3enuHa B Ijia3Me KpOBH (TepaneBTUYECKH Tuamna3oH 4—
12 MKr/mi), TOCKOJNBKY CYHIECTBYIOT COOOIICHHS O BO3MOXKHOW JI0303aBUCHMOCTH pHCKa
pa3BUTHS BPOXKIECHHBIX MOPOKOB (HampuUMep, 4YacToTa pa3BUTUS IOPOKOB pPa3BUTUA IPHU
npuMeHeHHun 10361 MeHee 400 M B CyTKH ObliIa HIKE, 9eM [P IIPUMEHEHUH 00Jiee BEICOKUX /103).
[ManeHTKH HOIKHBI OBITH HH(POPMHUPOBAHBI O BO3MOKHOCTH YBEJIMYCHUS PUCKA BOSHUKHOBEHUS
MOPOKOB PAa3BUTHS M O HEOOXOIMMOCTH IPOBEIEHUS, B CBA3M C OTHUM, aHTEHATaJbHOMU
JIMarHOCTHUKHU.

Bo Bpems OepemeHHOCTH He ciefyeT IMpepbiBaTh 3()(EKTHBHOE NPOTUBOANUICTITUIECKOE
JIeYeHHEe, TIOCKOJBKY IPOrpEecCHpOBaHUE 3a00JCBaHUS MOXET OKa3blBaTh OTPUIATEIHLHOE

BJIMSHHUEC Ha MaThb M Ha ITJIOA.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 24.071.2025 Nz 1511
Koumponws u npogpunaxmuxa (MOCNEAOBATENEHOCTE 0003)

N3BecTHO, 9TO BO BpeMsi 0epeMEHHOCTH pa3BuBaeTcs AehunuT GonreBoit KuciaoTel. Cooomanoch

O TOM, 4YTO NPOTHUBOSIWICHITHYECKHE IMpernapaThl YCHWIMBAIOT 3TOT AeOUIUT. DTO MOXKET

CHOCOOCTBOBaTh YBEJIMYEHHUIO YaCTOTHl BPOXKACHHBIX Ne(EKTOB y JeTeil, pOXKIaloIMXcs y

JKEHIIUH, MPUHUMAIOIINX TPOTUBOAIUIIENTHYECKUE Tpenapathl. B ¢Bsi3u ¢ BhIllIeCKa3aHHBIM /10 U

BO BpeMs OEpeMEHHOCTH PEKOMEHIYEeTCSI TOTIOTHUTEIbHBIN TpHeM (POTHEBON KUCIOTHI.

C uenbio NpOPUIAKTUKHM MOBBIIIEHHOW KPOBOTOUYMBOCTH Y HOBOPOXKJIEHHBIX JKEHIIMHAM B

MocleIHNEe Henenn OEpeMEHHOCTH, a TaKKe HOBOPOXKICHHBIM PEKOMEHAYETCS MPUMEHSTH

ButamuH Ki.

JlakTanus

Hoesopoowcoennvie

OnucaHo HECKOJBKO CIIy4aeB OSMHJICNTHYECKUX MPUCTYNOB W/WUIM YTHETEHHs MAbIXaHUS Y
HOBOPOXJACHHBIX, MAaTEPH KOTOPHIX MPUHUMAIU npenapaTt OUHIETICHH OJTHOBPEMEHHO C APYTUMH
MIPOTUBOCYIOPOKHBIMH TIpenaparamu. KpoMe Toro, coo0manoch Takke O HECKOIbKHUX CIydasx
PBOTBHI, AMApeu U/WUIN TUIIOTPOGUU Y HOBOPOXKACHHBIX, MaTEPHU KOTOPBIX MOTyYalnd kKapOaMa3enuH.
Bo3MOXHO, 3TH peakuuu MPeACTaBISIOT cOO0H NPOSBICHUS Y HOBOPOXKIEHHBIX CHHApPOMA
«OTMEHBI».

Hoknunuueckue oanHvle

[To 00OOILIEHHBIM JTaHHBIM PA3IUYHBIX JOKJIMHUYECKUX HCCIEAOBAHUN Y >KUBOTHBIX (MBIIIH,

KPBICHI, KPOJIMKHK) MpU MPUMEHEHUU B J103aX, COOTBETCTBYIOIIMX MPUMEHSIEMbIM Yy UeJOBEKa,

KapOamazenuH 00J1a1aeT HU3KUM TEPaTOT€HHBIM MTOTSHIIMAJIOM WIIA He 00J1a1aeT TAKOBBIM BOBCE.

OnHako, NaHHBIX JOKIMHUYECKHUX MCCIEIOBAaHUM OKa3ajJoCh HEJOCTATOYHO JUISI MCKIIIOYECHHS

TepaToreHHoro > dexra kapbamazenuna. B rccienoBaHuy penpoayKTUBHONH TOKCUYHOCTH TIPH

MpuUMeHEeHUU Tpenaparta OUHICTICHH Y KOPMSIIUX KPBIC B 03¢ 192 MI/Kr B CyTKH OTMEUYEHO

3aMezyieHre MpuOaBKU MacChl Tella Y TOTOMCTBA.

I'pyonoe sckapmausanue

Kapb6amaszenun nmpoHUKaeT B IpyJHOE MOJIOKO, I7Ie €ro KOHIEHTpalus cocrasisieT 25-60% ot

KOHIIEHTPAIlMU B MJIa3Me KPOBU. B CBsA3M C BbIllIecKa3aHHBIM, TPU HEOOXOJMMOCTH MPUMEHEHHUS

npenapara OUHIENCUH B MEPUOJA TPYJHOTO BCKapMIIMBaHUsSI CJEAyeT TIIATEIbHO OIICHUTh

COOTHOUIIECHUE OXKUJAEMOM TMOJb3bl €CTECTBEHHOTO BCKAPMIIMBAHMS K BO3MOXXHOMY PHCKY

pa3BUTHSI HEXeNaTEeNbHBIX peakiuil npemnapata. HeoOxonumo HaOm0naTh HOBOPOXKACHHBIX,

MOJTyYaIOIUX TPYTHOE MOJIOKO, C LIEJIbI0 KaK MOKHO 0oJiee paHHEH TMarHOCTUKY HeXellaTelbHbIX

peakiuii (HampuMmep, BBIPAKEHHOW COHJIMBOCTH, ANICPIHUECKUX KOXKHBIX peakuuil). Y

HOBOPOXKJCHHBIX, KOTOPbIE TOMy4Yald KapOaMa3eluH aHTEHATAbHO WM C TPYJHBIM MOJIOKOM,

OIMHMCAHBI ClIydan XOJECTAaTHYCCKOIo remarura, B CBA3M C 4YEM CICAYCT Ha6J'IIOI[aTB TaKHuX
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HOBOPOXKJICHHBIX C LIEJTbI0 KaK MOKHO OoJiee pgHHEH AUarHOCTEN HeKERdTRbHEIX peakitiii co

CTOPOHBI TenaToOUINAPHON CHCTEMBI.

Koutpanenmums

[TarmenTKaM ¢ COXpaHEHHBIM PEMPOAYKTUBHBIM MOTEHIIMATIOM CIIEAYET UCTIOIb30BaTh HACKHBIC
METO/IbI KOHTPAIIETIIINH BO BpEMs TEPANUU U B T€UECHUE 2 HEENb MOCIe MprueMa MOCIETHEH T03bI
npenapara ®OunnerncuH. B cBsi3u ¢ mHAYKIMEH (GEepMEHTOB KapOama3elnmuH MOXET OCIa0isITh
TepaneBTUYecKuid 3(P(PEeKT TOPMOHANBHBIX KOHTPALENTUBHBIX IMPENapaToB, COJEPIKALINX
ACTpOreHbl W/wiu mporectepoH (cM. pasgensl 4.4 u 4.5). IlanmeHTkaM ¢ COXpaHEHHBIM
PENPOAYKTHBHBIM ITOTEHITNAIOM CJIEyeT peKOMEHI0BATh HCIIOIh30BATh ATbTEPHATHBHBIC METO/IbI
KOHTpALIETILIUU BO BpeMsi Tepanuu npernaparoM OUHIIETICHH.

DepTUILHOCTE

3aperucTpupoBaHbl OYEHb PEAKUE COOOIICHHS O CHIDKCHHUU MYXKCKOW (DEepTHIILHOCTH W/WIH

HapyLIEHUH ClIepMaTOreHesa.

4.7 Bunsinne Ha COCOOHOCTH YNPABJIATH TPAHCIOPTHBIMHM CPEeACTBAMHM M PadoTaTh C
MeXaHU3MaMH

CriocoOHOCTB NMaIKenTa, MpUHUMAloIIero npenapat @UHIETICHH, K OBICTPO peakiuu, 0COOCHHO B
Hayajie Teparnuy Wid B Iepuo] 1Moa0opa 103bl, MOXKET ObITh HapylleHa BCIEICTBHE KaK CaMOTO
3a0oJeBaHus (HapuMep, Cy10por), TaK U BCIEACTBUE BOZHUKHOBEHHUS HEXKeNATebHBIX PEaKLIni,
TaKUX Kak, TOJIOBOKPYKEHHE, COHJIMBOCTb, aTAKCHs, AUIUIONMS, HapyIIEHUE aKKOMOAALUU U
HapymieHue 3peHus. [lanueHty criemyer coOmrofaTh OCTOPOKHOCTb IPH  yNPaBIICHUU

TPAHCIIOPTHBIMU CPCACTBAMU U MCXAHU3MaMH.

48 HexenarejbHble peakiiun

Pesrome mpoduist 6e300acHOCTH

Onpenenennple  BUABI HexenaTenbHbIX peakmuit  (HP), wampumep, co croponsr I[HC
(rosIoBOKpYXKEHHE, TOJOBHAsE 00Jb, aTaKCHsl, COHJIMBOCTb, YYBCTBO YCTaJOCTH, TUIUIONUS), CO
CTOPOHBI JKEITYJOYHO-KHUILIEYHOIO TPaKTa (TOLIHOTA, PBOTA), a TAKXKE AJNIEPTUYECKUE KOXKHBIE
peaKIiy, BCTPEYAIOTCS OYEHb YacTO MJIM 4YacTo, OCOOCHHO B Hadyalie JICYeHUs IpenapaToMm
OUHIIENICUH, WU NIPU IPUMEHEHUH YPEe3MEPHO BHICOKOM NEPBOHAYAIBLHOM J103bI Mpenapara uin
IIPH JICUEHUH MTOKWIIBIX [TalIUEHTOB.

Jo303aBucumbie HP 00bI14HO pa3pematoTcsi B TEUEHHE HECKOJIBKUX JHEH, KaK CIIOHTAHHO, TaK U
1I0cJie BpEMEHHOI'O CHMKEHHU 103bl ITpenapaTa Ounnencul. Pa3Butue He)kenaTeabHbIX peakIMii
co ctoponsl I[THC moxeT OBITH CIIEACTBHEM OTHOCHUTEIBHOM MEPEeO3UPOBKH IPErnapaTom
OUHIIETICUH WM 3HAUYUTENbHBIX KOJeOaHWN KOHIIEHTPAIMK JEHCTBYIONIEro BEIleCcTBa B IJIa3Me

KpoBH. B Takux ciydasx peKOMEHIyeTCs KOHTPOJIMPOBATh KOHIIEHTPALMIO JIEHCTBYIOIIETO
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BEIIECTBA B IJIa3Me KPOBU. (MOCNEODBATENEHOCTE 0003)

Pe3roMe HexxenaTeabHbIX PEAKIINN

Hexenarensuble nexkapctBeHHble peakuuu (HJIP) crpynnupoBansl B COOTBETCTBHM  C
kinaccupukanuer opraHoB u cucteM opraHoB MedDRA, B mpenemax Kaxaoil Tpymniibl
IIEPEYUCIIEHB]I B MOPSIKE YMEHBIIEHUS YacTOThl BCTpEeYaeMOCTH. B mpeznenax Kaxaol rpymnmsl
yacToThl Bcrpeuaemoctr HJIP yka3zaHbl B MOpSIKE YMEHBIICHUS UX 3HAYMMOCTH.

[Ipu onieHke yacToThl BcTpeyaeMocTu pa3nuyHbix HJIP ucnonbs3oBaHbl clieiyromue rpajiaimu:

«oueHb gacto» - >1/10, «gacto» - >1/100 - <1/10, «newacto» - >1/1000 - <1/100 «peaxo» -
>1/10000 - <1/1000, «ouens peaxo» - <1/10000, B TOM uuciae U OTACIbHBIC COOOIICHUS.

Ilcuxuueckue mapywienus: PeAKO - TALTIOUWHAIUHU (3pUTEIbHBIE WM CIyXOBBIE), Jempeccus,
arpeccusi, 0eCIIOKOHCTBO, aKUTAIUs, CITyTAHHOCTh CO3HAHUS; OYCHD PEIIKO - aKTUBAIUS IICUX034.
Hapywenus co cmoponvl Hepenoli cucmembvl: OYEHb YAaCTO - aTaKCUs, TOJIOBOKPY)KEHHE,
COMHOJICHIIMSI; YacTO - JWILIONHUSA, TOJIOBHAs 00Jb; HEYACTO - aHOMaJbHbIE HEMPOU3BOJILHBIC
JBIDKECHUSI (HATIPUMEDP, TPEMOP, KITOPXAIOIINI» TPEMOp (asterixis), MpIIIIEYHAsT TUCTOHUS, THKH),
HUCTarM; peaKo - AUCKWHE3Us, TJ1a30/IBUTAaTeNIbHbIEe HApYLICHUs, HAPYIICHUS peud (Harpumep,
U3apTpus, HEBHATHAS PEdb), XOPEoaTeTo3, nepudeprdeckas HeMpomnaTus, MmapecTe3nu, napes;
OYECHb PEIKO 3JIOKAYECTBEHHBIM HEWPOJENTUYECKUH CHHIPOM, AaCENTUYECKUW MEHUHTUT C
MHOKJIOHYCOM U TIeprepruIecKOit 203UHOPUITHEH, TUCTEB3USI.

Hapywenusa co cmoponvl Kodcu u nOOKONMCHbIX MKaHell: OYeHb 4acTO - KpalMBHULA, KOTOpPas
MOJKET OBITh TSDKEJION, AJNIEPTUIECKHUI IEPMATUT; HEYACTO - IKC(HOIUATUBHBIN IEPMATUT; PEIKO
CHUCTEMHas KpacHas BOJIYaHKA, KOKHBIA 3yJ; O4Y€Hb penko - cuHapoM CtuBeHca-/[)koHCOHa (B
HEKOTOPBIX CTpaHax A3uW KJIacCU(UIUPOBAH KaK «PEIKO»), TOKCHUECKHM SMHIepMalbHBbIH
Hekponu3 (cuHapom Jlaienna), peaknuu (oToceHCMOUTU3auu, MHOroopMHas 3puUTeMa,
y3JI0BaTasi SpuTeMa, HapylIeHUsl MUTMEHTALUU KOXH, MypIlypa, akHe, TUIEPTUapo3, allonenus,
TUPCYTHU3M.

Hapywenus co cmoponvl kposu u aumgamuueckou cucmemyl. O4€Hb YaCTO - JIEHKOMEHUS; 4acTo
- TpOMOOLMTONECHUS, FO3MHOPHUIINS; PENKO - JEHKOUUTO3, JTUMQaaCHONATHsI; OUYEHb PEIKO -
arpaHyJolMTO3, allJJACTUYECKass aHEeMMsl, MAHIIUTONICHHS, UICTUHHAS SPUTPOLIMTApHAs arJia3us,
aHEMMUSI, METAIO0IACTHAS AHEMHUSI, PETHKYJIOIIMUTO3, TeMOJIUTUYECKAST AHEMHUS.

Bo Bpems mpuema mnpenapata MOKET Pa3BUTHCA arpaHyJIONUTO3 M arulacTH4ecKas aHeMHsl.
Opnako, B CBA3M C TE€M, 4YTO OTH COCTOSHHUS BO3HHMKAIOT OYEHb pEAKO, TPYIHO JaThb
KOJIMYECTBEHHYIO OLIEHKY pPUCKa UX BOBHUKHOBEHHUs. M3BECTHO, UTO CyMMapHbBI pUCK Pa3BUTHS
arpaHyJIoONMTO3a B OOIIEH MOMyNIAlNUY, HEe MOTyYaBIlei JiedeHus, cocTaBisier 4,7 ciy4aeB Ha |
MJTH. HAaCEJICHUS B IOJl, a alIaCTUYECKO aneMuu - 2,0 cirydast Ha | MJIH. HaceJIeHHs BTO/I.

Kenyoouno-kuuieunvie napyuieHus: 0OYeHb YacTo - TOIIHOTA, PBOTA; YaCTO
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- CYXOCTh BO PTy; HEYACTO - JUapes, 3amop; peako - Goip Bl HdBOTe: DEEHP-IemKka--IHibtcuT,

CTOMATUT, TAHKPEATUT.

Hapywenuss co cmopoHvbl neueHu u ocenuegvl@oosuux nyme: PeAKO - TENaTuT
XO0JIECTaTUYECKOIr0, MMAaPEHXMMATO3HOIro (remaToueuIIoIsipHOr0) WM CMEUIAHHOTO THIIA,
JIECTPYKIUS BHYTPUIICUCHOUHBIX JKETYHBIX MPOTOKOB C YMEHBIIIEHUEM UX YHCIIA, KEJITYyXa; OUYCHb
PEeAKO - TIeYeHOYHask HeA0CTaTOYHOCTh, TPaHyJIeMaTO3HOe MOpakeHNE TIeUeHH.

Hapywenus co cmoponsl uMMyHHOU cucmempl. PEIKO - MOJIMOPraHHAsI TUIIEPUYBCTBUTEIBHOCTh
3aMEeJIJICHHOT'O THIIA C JIMXOPAIKOH, KOKHBIMHU BBICBIITAHUSMHU, BACKYJIUTOM, JIMM(DaaeHOmaTreH,
nceBAOTUMGOMON, apTpairueii, JeHKoneHuel, 303MHOPWINEH, TenaToCIUICHOMETalne Hu
M3MEHEHHBIMH TOKa3aTeNsIMU (YHKIMH TEUEHU U NECTPyKUUEH BHYTPUIICUCHOUYHBIX >KETYHBIX
IIPOTOKOB C YMEHBIICHHEM HX 4YHucia (yKa3aHHbIE MPOSBIEHUS BCTPEUAIOTCS B Pa3IUUHBIX
KOMOMHAIMSIX), TaKK€ MOTLYT BOBJEKATbCS APYrMe OpraHbl (HampuUMep, JIerKue, IOYKH,
MODKEITYIOYHAS JKeJe3a, MUOKap/I, TOJICTAsl KHIIKA); OYEHb PEIKO - aHAPUIAKTHYECKas PeaKIHs,
AQHTMOHEBPOTUYECKHUI OTEK, TUIIOraMMario0yIMHEMUS.

[Tpy BO3HMKHOBEHUU YKa3aHHBIX BBIILIE PEAKIMil MOBBIIIEHHOW YyBCTBUTEIHHOCTH MPUMEHEHHE
npernapara J0JHKHO OBITh IPEKPaIeHo.

Hapywenus co cmoponsl cepoya: peaKo - HapyllleHHue BHYTPUCEPACUYHON TPOBOIUMOCTH; OYECHb
PEIKO - apuTMUS, aTPUOBEHTPHUKYJISIpHAsT OJoKazga ¢ 0OMOpPOKOM, OpaauKapus, XpOHUYECKas
ceplieuHas HeJJOCTaTOYHOCTh, 000CTpEeHNE UIIEMUYECKOM 00JIe3HU cepia.

Hapywenusa co cmoponsl cocy0o8: peKo - apTepuanbHas TUIEPTEH3MUs WIN TUIOTEH3MS; OYCHb
PEAKO - MUPKYIATOPHBIA KOJIIATC, TpoMO0(haedut, TpoM003MO0IHs (HarpuMep, TPOMO0IMOOITHs
JIETOYHOM apTepHn ).

OHOOKpuHHbIe Hapyuilenus: YacTO - OTEKH, 3aJepKKa KHUAKOCTH, YBEIMYEHHE Macchl Teja,
TUIIOHATPUEMHUSI U CHUYKEHUE OCMOJIIPHOCTH KPOBU BCiieACTBUE 3 PekTa, CXOTHOTrO ¢ JeHCTBUEM
AHTUJIMYPETUYECKOTO TOPMOHA, YTO B PEAKUX CIy4asX MPUBOAUT K BOAHOW WHTOKCHKAITUU
(TMIOHATPUEMHUH pa3BENICHUs), COMPOBOXKIAIOUICICS JeTaprueii, pBOTOM, TOJOBHOU OOJIbBIO,
NE30pUEHTAllMel ¥ HEBPOJOTWYECKUMHU HApYIICHUSIMH; OYEeHb pEAKO - TajakTopes,
TUHEKOMACTHS.

Hapywenua memabonuzma u numanua: peaxko - aeduuuT (OIUEBONW KHUCIOTHI, CHIKEHHE
amnmeTuTa; OYeHb peAKo - ocTpas mnopdupus (ocTpas HHTEPMHUTTUpYIOIIAs TOpQHUpUS H
cMeranHas mopdupus), Heoctpas nopdupust (Mo3HssS KOKHASI TOpHUpHs).

Hapywenuss co cmoponbl nouex u  MOuebl8OOAWUX  nymel: OYEHb PEOKo -
TyOyJIOMHTEPCTUIIHAIBHBIN He(QPUT, TOUEHHAsS HEIOCTATOYHOCTh, HAPYIICHHE (YHKIUU MOYEK
(Hampumep, anbOyMHUHYpHUS, TeMaTypHsi, OJHUTYpUs, MOBHIIICHUE KOHIICHTPAIIMH MOYEBUHHI B

KpPOBH/a30TeMHsl), 3aJIep’KKa MOUH, YUallleHHOE MOYEHUCITyCKaHUE.
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Hapywenusa co cmoponvl penpooykmuenotl ducmemvl [V noiodabed, deénksd “ou¢un] péiko -

paccTpOMCTBO TOJIOBOM  (YHKIMH/IPEKTHIIbHAS TUC(YHKIMSA, HApyIICHHE CIIepMaTOTreHe3a
(YMeHblIeHHE KOJTUYECTBA CIEPMATO30HMI0B U X MOJIBUKHOCTH).

Hapywenusa co cmoponsl opeana 3penus: 4acTo - HapylIeHUE aKKOMOJIAIMU (B T.Y. HEYETKOCTh
3p€HI/I}I); OYCHb PCAKO - MIOMYTHCHHUC XPYCTAJIMKA, KOHBIOHKTUBHT.

Hapywenus co cmoponsl opeana ciyxa u 1adupunma: O4€Hb PEIKO - paCCTPOIMCTBA cIyxa, B T.U.
IIyM B yIlIaX, TUIIEpaKy3us, TUII0aKy3Us, U3MEHEHUS BOCTIPUSATHUS BBICOTHI 3BYKa.

Hapywenus co cmoponvl mbluieunotl, cKeiemuou U coeOUHUmMeNbHol MKAHU: PEIKO - MbIIIICYHAs
C1ab0CTh; 04EHB PEIKO - HAPYIIEHUE KOCTHOTO MEeTa00IM3Ma (CHIYKEHUE COMIePIKAHUS KaIbIUs 1
25-ruapokcuxonekanbimdeposia B Iia3Me KpoBH, MPUBOIAIIEE K OCTEOMAIISIIMHA/OCTEOOPO3Y),
apTpaNIrusi, MUAJITHS U MBIILICYHBIE CTIa3MBbl.

Hapywenus co cmopomnst OvixamenvHoUu cucmemvl, 0Op2aHo8 cpyOHOU KIemKU U CPEeOOCMEeHUS:
OUYEHb PEIIKO - PEAKIMU TMIIEPUYyBCTBUTEIBHOCTH, XapaKTEPU3YIOLIUECS JINXOPAIKOH, OABIIIKOMN,
MTHEBMOHHUTOM WJIM THEBMOHHEH.

Obwue HapyweHus U peakyuu 8 mecme 66e0eHusl: OU€Hb YacTO - OBBIIICHHAS] YTOMJISIEMOCTb.
JlabopamopHvle u uncmpymeHmanvhbie OaHHble: OUeHb YacTO - MOBBIICHUE aKTUBHOCTH TaMMa-
riyTamuiTpancdepassl (BCIEACTBUE MHIAYKIMU «IEYEHOYHBIX» (DEPMEHTOB), YTO OOBIYHO HE
UMeeT KIMHUYECKOTO 3HaYeHHS; 4YacTo - MOBBIIIEHNE aKTUBHOCTH 11eJI0YHON (pocaTasbl KpoBH;
HEYacTO - MOBBIIIEHNE aKTHUBHOCTH TPaHCAMHUHA3; OYEHb PEIKO - MOBBILICHHE BHYTPHUIJIA3HOTO
JAaBJICHUS, IMOBBIIICHUC KOHLCHTpAIMU XOJICCTCPHHA, BKIIOYad XOJICCTCPHUH JIMIIONPOTCHUIO0OB
BBICOKOU INTOTHOCTH U TPUTITULCPHUIO0B, USMCHCHUSA oKa3arelie (bYHKI_II/II/I H_II/ITOBI/II[HOI\/'I KECJIE3bI
- CHIDKEHHE KOHIICHTPAIlMU TUPOKCHHA (CBOOOTHOM M CBSI3aHHOU (YpaKIIMK ) U TPUHOATUPOHNHA U
MOBBILIICHHE KOHILEHTPALUWNU THPEOTPOIIHOIO TOPMOHA, YTO OOBIYHO HE COINPOBOXKAAETCS
KJIMHUYECKUMHU MPOSIBICHUSMH, TIOBBIIIIEHHE KOHIEHTPALUU IPOJIAKTHHA B CHIBOPOTKE KPOBHU.
HeswcenamenvHuvle peaxkyuu, 6visgieHHbie 8 NOCMPESUCMPAYUOHHOM nepuoode (coobujenus ovliu
NOYYEeHbl U3 NONYAAYUU HEONPeOeTIeHHO20 pasmepd, 6CIe0CMBUe Ye20 YACmomy 6Cmpeyaemocmu
onpeoenums HeBO3MONCHO, «4ACMOMA HEeU38eCMHA)

Hnghexyuu u uneazuu: peakTUBALUs BUpYyca MPOCTOro repueca 6 Tuma.

Hapywenus co cmoponwl kposu u tumgpamuieckou cucmemsl: HEJOCTATOYHOCTh KOCTHOTO MO3Ta.
Tpaemvl, uHmoOKcUKayuu U OCIOMNCHEHUs MAHUnyIAyuu: TajeHue (CBsI3aHHOE C aTaKCHUew,
TOJIOBOKPY>KEHUEM, COMHOJICHIIUEH, apTepuaIbHOW THNOTEH3WEH, CIYTAHHOCTHIO CO3HAHUS,
ce/anyei, BBI3BAaHHBIMU [TPUEMOM ITpernapara).

Hapywenus co cmopoHul HepeHOU cucmembl: cealys, HApyIICHUE TaMsTH.
Kenyoouno-kuweynwvle napyuienus: KOIUT.

Hapywenus co cmopousl ummyHHOU cucmemvl: IEKapCTBEHHAsl ChIb C 203UMHOGWIMEH U
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cuctemabiMu niposiBneHusiME (DRESS-cunnpoM). (MOCNEODBATENEHOCTE 0003)

Hapywenus co cmoponvl Kodcu u NOOKONCHbIX mMKaHel. OCTPhIA T'eHEepaIM30BaHHBIN
9K3aHTEMAaTO3HbIH MMyCTyJe3, INXCHOUJHBIA KepaTo3, OHUXOMAaIE3HUC.

Hapywenus co cmopoHvl MbluieyHot, CKelemHol u coOeOUHUMeNbHOU MKAHu: IEPEIOM KOCTE.
JlabopamopHvle u uncmpymenmanbHule OaHHble: CHIKEHUE TUIOTHOCTH KOCTHOM TKaHU.

COO6H_ICHI/IH 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno coo0mare 0 MOJ03peBaeMbIX HEXKENATENbHBIX pEeaKIUsAX I0ClIe PEeTrUcTpaluu
JIEKapCTBEHHOTO Iperapara ¢ 1eNiblo 00eCeYeHHUsT HEMPEPbIBHOIO MOHUTOPHUHTA COOTHOIICHUS
«MOJb3a - PHUCK» JIEKAPCTBEHHOTrO Mperapara. MeauIMHCKUM pabOTHUKAM PEKOMEHIYeTCs
coo0IaTe O JIIOOBIX MOJI03PEBAEMbBIX HEXKENATeIbHBIX PEaKUUsAX JIEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAIbHBIE CUCTEMbI COOOIIEHUS O HEXeNaTeNbHbIX peaklUsaX I'oCy/apCcTB - YICHOB
EBpa3uiickoro 53K0HOMHU4ECKOr0 COI3a.

Poccniickas @enepanys

denepanpHas cmyx0a mo Haa30py B chepe 3npaBooxpanenus (PoznpaBaanzop)

109012, r. Mocksa, CraBsiHCKasl miiomiaib, 1. 4, ctp. 1

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

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Caiit B HHGOPMAIIMOHHO-TEIIEKOMMYHHKAIIMOHHOM ceTH « IHTepHeT»:

https://roszdravnadzor.gov.ru/

49 Ilepeno3npoBka

CuMnOTOMBI

Ilepeno3upoBka mposiBisieTcss 00bIYHO cuMiiToMaMu co croponsl LIHC, cepaeuno-cocynuctoit u
JIBIXAaTEIbHOM CUCTEM, a TaKXKe PeaKkIMsIMHU, YKa3aHHBIMU B pazjene 4.8.

ITpu nepeno3npoBKe BO3MOMKHBI HUJKEYKa3aHHbBIE CUMIITOMBI M KaJIO0BbI.

Llenmpanvnaa nepenas cucmema: yruerenue ¢ynkuuid I[HC; nHapymenue co3HaHus,
JIe30pUEHTAIMS], COHJIHMBOCTb, @XKHWTAIMs, TaUTIOLMHAIMM, KOMA; 3aTyMaHHBAaHHUE 3PEHUS,
HEBHSTHAs peub, AU3ApTpUs, HUCTArM, aTakCHs, NUCKUHE3us, rumneppeduexcus (B Hauaie),
runopeduiekcus (1Mo3ke); CyJAopOoTH, ICUXOMOTOPHBIE PACCTPONCTBA, MUOKJIOHYC, THIIOTEPMHUS,
MUIpHa3.

Hvixamenvnas cucmema: yTHETEHUE JbIXaHUS, OTEK JIETKUX.

Cepoeuno-cocyoucmas cucmema: TaXUKapaus, apTepuaibHas T'MIIOTEH3Us WIM B OTAEIbHBIX
cllydasix apTepuanbHas TMIIEPTEH3Us, HApyLIEHUS NMPOBOAMMOCTU C PACHIMPEHHEM KOMILIEKCa
QRS; ocranoBKka cep/ia 1 0OMOPOK, BBI3BaHHbII OCTaHOBKOW CepAla.

Humeeapumeﬂbﬁaﬂ cucmema. pBoTa, 3aACPKKa Iaccaxa MU U3 KCiIyaka, CHU>KCHUC MOTOPUKU
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TOJICTOM KMILIKH. (NOCNEOOBATENBHOCTE 0003)

MouegvioenumenvHasa cucmema. 3a€pKKa MOYH, OJUTYPUSI UITU aHYPHS; 3aJepiKKa KUIAKOCTH;
BOJHAsT  WHTOKCHUKAIusi  (TUIOHATpUEMHUs  pa3BeleHHs), oOycioBieHHas 3 dexTom
KapOama3enuHa, CXOHBIM C JeHCTBUEM aHTUANYPETHUYECKOTO TOPMOHA.

Ckenemmno-mviuieunas cucmema: CYIECTBYIOT COOOLICHHS O pabIOMHONIM3E, CBS3aHHOM C
pUMeHeHneM KapOaMas3enuHa.

Hzmenenus co cmopousl 1abOpamopHulX  nokazamesnei. TUIOHATPUEMHUS, BO3MOXKEH
MEeTabOMUECKUN alua03, BO3MOXHA TUNEPTIIMKEMHUS, TMOBBIIICHHE AKTUBHOCTH MBIIICUYHOMI
¢dpakuun KpeaTHHPOCHOKHHA3HI.

Jleuenue

Criermuduueckuii aHTHJIOT OTCYTCTBYET. llepBOHAYaNbHO JIeUeHUE JOKHO OCHOBBIBATHCS Ha
KJIMHUYECKOM COCTOSIHMM TallMeHTa; MoKa3aHa rocrnurtaiu3anus. [IpoBoauTcs ompeneneHue
KOHIIEHTpAllMl KapOama3enuHa B IUTa3ME KPOBH JJIsi TOATBEPXKICHUS OTPABICHHS ITHM
CPEACTBOM U OLIEHKU CTETICHU MePeI03UPOBKH.

OcyiecTBisieTcss 3BaKyallds COJEPXKUMOIO JKelyJKa, MPOMBIBAHUE >KENylKa, MPUMEHEHHE
akTUBHpOBaHHOrO yruia. [lo3mHsis sBakyalus >KeTyJOYHOTO COJEPKUMOTO MOKET MPUBECTH K
OTCPOUYEHHOMY BCACBIBAHHIO W MOBTOPHOMY MOSIBIICHHUIO CHMIITOMOB MHTOKCHUKAIIMH B TIEPUO]
BBI3/IOpOBIICHUS. [IpUMEHSETCS CHUMIITOMAaTHYECKOE IOAJCPKHUBAIOIIEE JICUEHUE B OTICICHUH
WHTEHCUBHOW Teparuy, MOHUTOPHpPOBaHUE (PYHKLIMI ceplia, TIIaTeldbHas KOPPEKIUs HapyIIeHUH
BOJTHO-DJIEKTPOJIMTHOTO OajlaHca.

Pexomennyercss mpoBeneHHe reMOCOpPOLMM Ha YToJIbHBIX copOeHTax. ['emommanus siBisercs
3P PEKTUBHBIM METOIOM JICUYCHUS ITPU NIEPEA03UPOBKE KapOaMa3emMHOM.

Bo03M0XHO NOBTOPHOE YCUIIEHUE CUMIITOMOB MEPEA03UPOBKH Ha 2-11 U 3-i1 IEHb MOCTIE €€ Havala,

qTO O6YCJ'IOBJ'ICHO 3aMCJICHHBIM BCaChIBAHHEM Kap6aMazenHHa.

5 ®APMAKOJOTMYECKHUE CBOMCTBA

5.1 ®apmakoauHaMHyecKHre CBOMCTBA

®dapmakoTepaneBTUYECKass TpyIIa:  MOPOTUBOSIUIEITUYECKUE  CPEICTBA;  MPOU3BOHBIE
KapOoKcamupa.

Kox ATX: NO3AFO01

Mexanusm nencTeus

Kapbamazenun, aelcTByroliee BemecTBO mnpemnapara (DUHIENCUH , SABISETCS MPOU3BOJHBIM
nuben3aszenuHa. Hapsiay ¢ mpoTHBOSIIMIIENI THUECKUM, MIpenapar o0sagaeT Takke HeMpOTPOITHBIM
U IICUXOTPOIIHBIM JIEUCTBUEM.

Mexanu3m JeicTBusl kapOaMas3enuHa K HAacTOSIIEMY BpEMEHU OOBSCHEH JWIIb YaCTHYHO.
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Kapbamazenun crabmim3upyer MeMOpaHbl 1epeBo30y K AGHHBR FHEHPoH 0B, TioHABIIcT CEpiiiHbIe

pa3psabl HEHPOHOB M CHUXKACT CHUHANTHYECKYI0 TIepeaady BO30YKIAIOUIMX HMITYJIbCOB.
BeposiTHO, OCHOBHBIM MEXaHM3MOM [JEHCTBUS KapOaMmas3enuHa SBISETCS MpPelOoTBpalICHHE
MOBTOPHOI'O0 BOZHUKHOBEHHUS B JICTIOISPU30BAHHBIX HEWPOHAX HATPHII-3aBUCUMBIX MMOTEHIIAATIOB
JEHCTBUS 3a cUeT OJIOKaAbl OTKPHITHIX MOTEHIINAI3aBUCUMBIX HATPHEBBIX KAHAJIOB.

dapmakognaamMuyeckue P PeKTel

[Ipyu npuMeHeHHHM B MOHOTEpAaNMM Yy MAlMEHTOB C SMujencueil (B 0COOCHHOCTH Yy JeTell u
MOJIPOCTKOB) OBLJIO OTMEYEHO IICUXOTPOITHOE JeHCTBHE Mpernapara, BKIIYaBIlee MOJI0KUTETbHOE
BIMSHAE HAa CUMITOMBI TPEBOTM M JIENIPECCHH, a TAKXKE CHIDKEHHE Pa3IpaKUTEIBLHOCTH H
arpecCUBHOCTA. B oTHOomeHWHn BiusiHUS Tpernapara @OWHIENCUH Ha KOTHUTHBHBIC W
MICUXOMOTOpPHbIE (DYHKIIMH HET OJHO3HAYHBIX JAHHBIX: B OJHUX HCCIEIOBaHMIX ObUI MOKa3aH
JNBOSIKUA WJIM HeraTuBHBIM 3¢ (deKT, KOTOphId 3aBHCET OT [J03bl Mpernapara, B JAPYTUX
UCCJICTOBAHMIX OBUIO BBISBIICHO TIOJIOKUTEIBHOE BIUSHUE Mpenapara B OTHOUICHHH BHUMAaHUS U
HNaMsTH.

Kak netipomponnoe cpeocmeo npenapar @unnencut 3pQeKTuBeH npu psae HEBPOJIOTHYECKUX
3aboneBanuii. Tak, HampuMep, MPU UIUONIATHUECKOM M BTOPHYHON HEBPAJITUN TPOWHIUYHOTO HEpBa
OH IPEIYIPEKAACT MOSBICHUE MTAPOKCU3MATIBHBIX OO0JIEBBIX IPUCTYIIOB.

[Ipu curIpoMe aTKOroabpHOM a0cTHHEHIIUK TTpenapaT OUHIISTICHH MOBBIIIAET OPOT CYI0POKHOM
TOTOBHOCTH, KOTOPBIA MPU JAHHOM COCTOSSHUM OOBIYHO CHMIKEH, U YMEHBIIAET BBIPAXKEHHOCTh
KJIMHUYECKUX TPOSIBICHUH CHHAPOMA, TaKWX KaK IMOBBIIIEHHAs BO30yIUMOCTh, TPEMOP,
HapyIICHHS TOXOJIKH.

VY nanueHToB ¢ HecaxapHbIM IUa0ETOM IpenapaT yMEHbIIAET JUYPe3 U UyBCTBO KaXKIbI.

Kak ncuxomponunoe cpeocmeo mnpenapar @Ounnencun >¢dexktuBeH Tpu  adHEKTUBHBIX
paccTpoicTBax, a HWMEHHO: MpU JICYEHUH OCTPbIX MAHUAKAIbHBIX COCTOSHUH, WpHU
MONJCPKUBAIONIEM JICYCHUH OWIMOJSIPHBIX apdEeKTUBHBIX (MaHHAKAIBHO-ICTIPECCUBHBIX )
paccTpoiCTB (Kak B MOHOTEpAlMH, TaK U B COUYETAHHHM C HEWPOJIECNITUYECKUMH IpernapaTamu,
AHTHUICTIPECCAHTAMHU WJIM TpenapataMu JIUTHUS), TPy MpUCTynax mu3oadpGeKTUBHOIO MCHUX03a,
IpU MaHUaKaIbHBIX IPUCTYTAX, IJI€ OH MPUMEHSETCS B KOMOMHALIUY C HEMPOJIEITUKAMH, a TaKXkKe
P MaHUAKAJIBHO-IEMPECCUBHOM TICUXO03€ C OBICTPHIMHU LUKIAMHU.

XoTa yMEHbIIEHHE BBIJCNCHHUsS TiyTamara M CTa0MIu3anus MeMOpaHbl HEHpPOHOB MOXKET
OOBSCHATH MPOTHBOIMIIICTITUUECKHIH (P (DEKT, cnocoOHOCTh npenapara OUHICTICUH TTOAABIATh
MaHUaKaJIbHBIC TIPOSBICHUS MOXKET OBITh OOYCJIOBJICHA yrHeTeHHeM oOMeHa nodaMuHA |

HOpaJpeHalInHa.

5.2 PapmakokuHeTHYECKHE CBOMCTBA

AOGcopbuus
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[Tocne mnpuema BHYTpPh KapOamasenuH BcdchiBaeTel 0wl CioiHo sk, ) Ciipull ipueme

TabJIETUPOBAHHOI (POPMBI BCAChIBAHHE MPOUCXOUT OTHOCUTEIHHO MEJIEHHO.

TTocre OIHOKPATHOI'O IMpucMa KaPGaMaBGHI/IHa CpCaHAA MaKCUMaJIbHass KOHICHTpANWs B I1J1a3ME

(Cmax) pocruraercs uepes 12 wacos. Ilocie ODHOKPaTHOro NpHEMAa BHYTPh TaOJETKH

kapOamaszenuna 400 mr cpennee 3Hadenne Cmax HEU3MEHEHHOIO AKTUBHOIO BEILECTBA

cocrapisieT 0Kouo 4,5 mxr/mit. He oTMeuaeTcst KIMHHYECKH 3HAYMMBIX PA3JInYdil B OTHOIICHUH
KOJIMYECTBAa  BCAaChIBAEMOrO  AKTUBHOTO  BEHIECTBA IOCJIE€ MPUMEHEHHS  Pa3IMYHbIX
JIeKapCTBEHHBIX (popM kapOamazenuHa ajs IpueMa BHYTpb.

[Ipu npumeHeHun 000N JEKapCTBEHHON (OpMBI mpernaparta MpUeM MUIIH CYLIIECTBEHHO He
BJIMSIET Ha CKOPOCTb U CTENCHb BCAChIBaHUS KapOama3enuHa.

PaBHOBecHas KOHIIEHTpaIus KapOaMasenuHa B Ij1a3Me KPOBH IOCTUTaeTCs B TeueHue 1-2 Hesenb.
Bpewmsi ee nocTtukeHUs] MHIMBUIYAJTbHO W 3aBUCUT OT CTENEHU ayTOMHAYKUHUU (EPMEHTHBIX
CUCTEM Ie4YeHU KapOaMa3enrHOM, FeTePOUHIYKIIUU IPYTUMH, OJHOBPEMEHHO MPUMEHSIEMbIMU
JIEKapCTBEHHBIMU IIpenapaTaMy, a TaKKe OT COCTOSIHMS IMallMeHTa 10 Haudaja TEparuH, 103bl
npenapata @uUHIENICHH W  JUIMTENBHOCTH JiedeHus. HaOmiomaioTcs — CyIIECTBEHHBIE
MEXHHIMBUTyalIbHbIE Pa3IMuusl PaBHOBECHOM KOHIEHTPALMU B TEPANleBTUUYECKOM JMaIa3oHe:
y OOJBITMHCTBA MAIMEHTOB ATH 3HaYeHUS KoJeOmroTest oT 4 10 12 mMxr/min (17-50 MKkMOIIB/I1).

Pacnpenenenue

Ces3piBaHue KapOamasenuHa ¢ OenkaMu Iiazmbl KpoBu coctaBisier 70-80%. Konuenrpamms
HEM3MEHEHHOro kapOaMasennuHa B CHUHHOMO3IOBOM KMJIKOCTH U CIIIOHE MPONOPLUOHANbHA J10JIe
JEHCTBYIOIIErO BEIECTBA, HE CBA3AHHOIO ¢ Oenkamu 1uiasmbl kpoBu (20-30%). Konuenrtparus
KapOama3zenuHa B TPyJHOM MoJIoKe cocTaBisieT 25-60 % OT KOHIEHTpaIMK €ro B IUIa3Me KPOBH.
Kapbamazenun npoHuKaeT yepe3 reMaToIUIalleHTapHblid 0apbep. YUYHUTHIBas MMOJIHOE BCACHIBAHHE
KapOamasenuHa, KaxyImuiicst 00bem pacnpeneneHus cocraisiet 0,8—1,9 n/kr.

Buorpancdhopmarims

Kapbamazenun merabonusupyercs B nedeHH. OCHOBHBIM IyTeM OMOTpaHChOpMAalnU SBISETCS
AMOKCUITUONBHBIA TYyTh, B pe3yJbTaTe dYero oOpa3yrTcs OCHOBHbIE Merabomutsl: 10,11-
TPAHCIHMOJOBOE IPOU3BOJHOE M €ro KOHBIOraT C TIJIIOKYpPOHOBOM KucioToW. [IpeBpaienue
kapOamazenuH-10,11-3mokcuga B kapOamazenuH-10,11-TpaHcanon B opraHu3Me dYellOoBeKa
IPOMCXOTUT MPH MOMOIIM MUKPOCOMAIILHOTO (hepMEeHTa SMOKCUATUPOIIA3BL.

Conepxanne kapbamazenun-10,1 1-amokcua (akTuBHOTO MeTabonTa) coctaBiseT okoio 30% ot
KOHIEHTpalluu KapbamaszenuHa B miazMe KpoBu. OCHOBHBIM H30(epMEeHTOM, 00eceUnBaIOIINM
ouotpanchopmanuo kapdbamazenuHa B kapoamaszenus-10,11-3mokcu, sBisercs nuroxpom P450
3A4. B pesynbprare 3TUX META0OJMYECKUX pEaKIMid o0pasyeTcss TakkKe HEe3HAUUTEIbHOEe
KOJIMYECTBO APyroro Merabonura — 9-rugpokcu-meTui-10- kapdbamonnakpuaaHa.
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Jpyroil BaxHbIi myTb MeTabosm3Mma kapOaMaszenund |2 00pdioBdHiic/ | poi ) BOsnEHCTBuEM

n3opepmenra UGT2B7 pa3nuuHbIX MOHOTHIPOKCHIIMPOBAHHBIX IPOM3BOIHBIX, a Takke N-
[IIIOKYPOHHIOB.

DJIMMUHAIMS

[lepuon mosyBBIBEIEHUSI HEU3MEHEHHOIO KapOamaseluHa II0CJe€ OJHOKPATHOTO IpHeMa
npenapara OUHIENCUH BHYTPbh COCTAaBJSAET B CPEAHEM OKOJIO 36 4acoB, a MOCJE€ MOBTOPHBIX
MpUEMOB TMpenapara — B cpeaHeM 16—24 yaca B 3aBUCUMOCTH OT JUIMTEIBHOCTH JICUCHUS
(BcreACTBHE ayTOMHIYKITNM MOHOOKCUTEHA3HOU CUCTeMbl TieueHn ). [lokazaHo, 4To y manueHToB,
NPUHUMAIOIIUX OJHOBPEMEHHO JpYyrue IMpernapaThl, HHAYLUPYIOIUE MHKPOCOMAIbHbIE
dbepmenTsl medeHn (Hampumep, GeHuTouH, (eHobapOuTan), TEpHoOJ  TOJYBBIBEICHUS
KapOamMasemnrHa CoCTaBIsIeT B cpeaHeM 9—10 gacos.

[Ipu npueme BHYTpb KapOamazenuH-10,11-3mokcuaa cpefaHUi NMEpPHOA €ro IMOTYBBIBEICHHS
COCTaBJISIET PUMEPHO 6 YaCOB.

[Tocne ogHokpaTHOro Mprema BHYTph 400 Mr kap6amazenuHa 72% MNPUHATON 036l BBIBOAUTCS
noukamMu u 28% uepe3 kumeyHUK. Oxono 2% NpUHATOW 03Bl BBIBOJSATCA MOYKAMHU B BUJE
HEU3MEHEHHOro KapbamaszenuHa, okoio 1% — B Buae dapmakonornuecku axtusHoro 10,11-
smokcuaHoro wmerabonurta. Ilocne opHokpatHoro mnpuema BHYyTph 30% kapOamaszenuHa
BBIBOJIUTCS] TOYKaMHU B BUJI€ KOHEUHBIX POAYKTOB MOKCHITMOIBHOTO IMTyTH METa00IU3Ma.

Oco0ble rpyInel NALKMEHTOB

Tayuenmor noxcunozo 6ospacma (65 1em u cmapuie)

Her paHHBIX CBHAETENBCTBYIOIIMX, UYTO (apMaKOKMHETHKa KapOaMa3enuHa H3MEHSeTCs Y
MAIMEHTOB MOKUJIOTO BO3pacTa (II0 CPaBHEHHUIO CO B3POCIBIMH JIMIIAMU MOJIOJIOTO BO3PACTa).
Ilayuenmul ¢ Hapywenuem QyHKyuy novex uiu nedenu

JlaHHbBIX 0 (hapMaKOKWHETHKE KapOaMas3ennHa y MalueHTOB C HapyIIeHUsIMU (DYHKIIUU TTOYEK UITH
MEYEHU JI0 HACTOSIIETO BPEMEHU HE UMEETCHI.

Jletu (mnamnie 18 ger)

VY nereit, BcienacTBue Oosiee OBICTPOro BBIBEACHHs KapOamas3enmuHa, MOXET HOTpPeOOBaTHCS
npuMeHeHHe 0oJiee BHICOKHX /103 ITperapara U3 pacyera Ha KWIOrpaMM MacChl Tea [0 CPAaBHEHUIO
CO B3POCIIBIMH.

6. PAPMAIIEBTUUYECKHUE CBOVMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelleCTB

Henmtono3a MuUKpokpucTasinueckas (tun 12)

Kenarun

Kpockapmenno3a Hatpust

Maruus creapat
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6.2. HecoBmecTHMOCTH (MOCNEODBATENEHOCTE 0003)

He npumenumo.

6.3. Cpox rogHocTu

3 roxa.

6.4. OcoObie MepbI MPEIOCTOPOKHOCTH NIPH XPAHEHU U

XpaHuTh nipu Temnepatype He Boiie 25°C.

6.5. Xapakrep u cogep;kaHue NEPBUYHON YIIAKOBKH
ITo 10 Tabnerox B Omuctep u3 [IBX/IIB/IX/naMuHupoBaHHON amOMUHHEBON (HOJIBIM MU B
ommcrep u3 [IBX/TIB/IX/amomunueBoit ¢goasru. o 3, 4 wnu 5 OaucTepoB ¢ MHCTPYKITUEH 1O

MPUMEHEHHUIO B KAPTOHHYIO MAUYKy C KOHTPOJIEM MEPBOTO BCKPBITHSL.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH YHUYTOKEHHHM HMCIOJb30BAHHOIO
JIEKAPpCTBEHHOr0 Tpenapara WJIH OTXOA0B, MNOJYYEHHBIX TOCjJIe TPUMEHEHHs
JIEKAPCTBEHHOT0 MpenapaTa u Jpyrue MaHUMyJISIIUH ¢ penapaTom

Oco0Oble TpeOOBaHMS OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Hspanib
Tesa ®apmanestuueckue [peanpusarus Jita.

124 J1sopa A-Hesmua Crt., Tenb-ABuB 6944020, U3panib

7.1. IIpeacTaBUTENb AepPKATEIA PErHCTPALIMOHHOIO YI0CTOBEPEeHH

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickas @enepanus

00O «TeBa»

115054, Mockaa, yi. Banosas, 35

Ten.: +7 (495) 644 22 34

dakc: +7 (495) 644 22 35

Anpec 3nekTpoHHOM mouThl: info@teva.ru

8. HOMEP PEI'HCTPAHMOHHOI'O YAOCTOBEPEHUSA

9. JIATA NEPBUYHOHM PETMCTPAIIMUA (IIOATBEPXJIEHUS PETUCTPAIIUMU,
INEPEPETMUCTPAIIN)

JlaTa nmepBoii peructpanuu:
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(NMOCNEOCBATENEHOCTE 0003)

10. JATA IEPECMOTPA TEKCTA

OOmast  xapakTepucTUKa  JIEKapCTBEHHOro  mpenapata  (DUHIENCHMH  JOCTyHa  Ha
UHPOPMALIMOHHOM TiOopTaie EBpa3uiickoro 53KOHOMHUYECKOTO co03a B HH(POPMAIMOHHO-

KOMMYHHUKaIIMOHHOH cetn « THTepHeT» http://eec.eacunion.org/
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