COOTBETCTBYET 3KCTIEPTHOMY OTUETY
ot 18.03.2022 N 5940

(NOCNEQOBATENEHOC :l::u 0002)

A

OBILIASI XAPAKTEPUCTUKA JTEKAPCTBEHHOFO-HPEHAPATA

1. HAUMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITIAPATA

Kap6amazenun, 200 mr, TabiieTKu.

2. KAUECTBEHHBIN 1 KOJIMMECTBEHHBIN COCTAB
JelicTBytolee BemecTBo: kapOaMa3enuH.
Kaxxnas tabnerka comepxut 200 Mr kapOaMazenuHa.

[TonHbIi epeueHb BCIIOMOTaTENIbHBIX BEIIECTB MTPHUBE/IEH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku.
Kpyrnble  tabnerku  OGenmoro  wim  Oenoro ¢ JKEATOBATbIM — OTTEHKOM  LIBETA,

TUTOCKOLMJIMHIPUYIECKON (POPMBI ¢ pUCKOH 1 (haCKOH.

4. KIMHUYECKHUE JAHHBIE
4.1. Illoka3aHusl K IPUMEHEHHUIO

B3pocable u netu ¢ 4 et

e  DIWIEICU:
— CJIOKHBIE WM MPOCThIE MaplUalbHblE AMWICNTHUYECKUE TPUCTYIHI (€ oTepelt miu 0e3 norepu

CO3HaHMUsI) C BTOPUYHOM TeHepanu3aiueil mim 0e3 Hee;

— T€HEpaIn30BaHHbIE TOHUKO-KIIOHUYECKHE SIMICITUYECKUE IPUCTYIIBI;

— CMeIIaHHbIe (POPMBI AMUIETITUYECKUX TPUCTYIIOB,;

— kap0aMa3enuH, Kak npaBuiio, He 3¢ (eKTUBEH Npu adcaHcaX U MUOKJIOHYC-IIHJIETICHU.

e OcTpple MaHHaKalbHbIE COCTOSHMS U TOJAEpXNKHUBAIOUIas Tepamnus OUIOJIIPHBIX
ad®PEeKTUBHBIX PACCTPOMCTB C TENbIO MPOPWIAKTUKH OOOCTPEHUU WU  OCJIa0JICHUS
KJIMHUYECKHUX MPOSIBIEHUH 000CTpEeHHUS.

e  CHUHIpPOM aJKOTOJbHOI aOCTUHEHIIHH.

e lnnonaruueckas HEBpaIrus TPOWHUYHOIO HEPBA W HEBpAITUs TPOWHUYHOIO HEpBA IPU
paccestHHOM CKJiepo3e (TUIMUYHAsi U aTUITUYHAS).

e lnnonaruueckas HEBPAITHs SI3bIKOTIIOTOUYHOTO HEPBA.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHHU s

PexxuM 103upoBaHus
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MPOTUBOSMUIICTITUYECKUX TPENapaToB, IMOXKWIBIM MallMeHTaM 03y Mpernapata Cleayer
noI0UPATh C OCTOPOKHOCTBIO.

Onunencus

[To BO3MOXHOCTH MpenapaT clielyeT NPUMEHSITh B MOHOTEPAIIUH.

[Ipemapar o0buHO Hed(hdekTHBeH Tmpu MajblXx nOpunaakax (petit mal, abcanc) u
MHUOKJIOHUYECKUX MPUCTYIMAaXx.

JleueHne HauMHAIOT C HEOOJIBIION CYTOYHOM JO03bI, KOTOPYIO B MOCIEAYIOLIEM MEIJICHHO
MOBBIIIAIOT JI0 JIOCTHKEHUS ONTUMAaIbHOTO d(dekra.

Jlo3a kapOama3zenuHa MOJ0MPAeTCs WHAMBUAYAIBLHO IS JOCTH)KCHUS aJeKBATHOTO KOHTPOIIS
CYIIOPOKHBIX CcOCTOSIHUH. [l momgbopa oNTHManbHOM 03Bl IpermapaTa PEeKOMEHAYETCs
onpejieNieHue KOHIIGHTPALUU JCUCTBYIOIIET0 BEIIECTBA B IJIa3Me€ KPOBU, KOTOpas OOBIYHO
cocrasysieT 4-12 mxr/m (17-50 MKMOITB/T).

[Ipu nobGaBineHHMM K JPYyruM NPUHUMAEMBIM MPOTHUBOAMMICITUUECKUM IIpenaparam 03y
npernapata KapOamaszenuH MOBBILAIOT —MOCTeneHHO. [Ipy  HEoOXOaUMOCTH  MPOBOJISAT
COOTBETCTBYIOIIYIO KOPPEKIIHIO 103 TPUHUMAEMBIX IIPENapaToB.

Hauanbnas no3a kapOamazenuna asis B3pociibix coctasiseT no 100-200 mr 1 wnu 2 pasa B CyTKH.
3arem 703y MEIUICHHO MOBBIIIAIOT IO TOCTHKEHHUSI ONITUMAIILHOTO JIeUeOHOTO P deKTa; 0OBITHO
oH nocturaercs npu noze no 400 mr 2-3 pasa B cyTku. HekoTopbIM mHanmueHTaM MOKET
noTpeboBaThes yBenudeHue cyTouHoi 103b1 40 1600 mr umu 2000 mr.

Hespaneus mpounuunozco nepsa

Hauanpnas mo3a nnst B3pocieix cocrapisier 200-400 mr B cytku. Ee MeqieHHO MOBBIIAIOT 10
MCYE3HOBEHMSI OOJIEBBIX OLTyIIeHU (00bIdHO 10 10361 10 200 Mr 3-4 pa3a B CyTKH). 3aTeM 103y
MOCTENEHHO MOHMUKAIOT 0 MUHUMAJIbHOM MOAAEpKUBAOLIEH.

MaxkcuManbHas pEeKOMEHJOBaHHas Jo3a i B3pociblx coctaBisier 1200 wmr/cyr. Ilpum
paspenieHnr 00JEBOTO CHHApPOMA CIEAYET MOCTENEHHO MPEKpaIlaTh TEParuio MpenapaToM 10
BO3HUKHOBEHHUSI CIICYIOIIETO OOJIEBOTO MPHUCTYTIA.

PexoMenayemasi HauanbHast 703a JUIS MOKHUIIBIX MallMeHTOB cocTaBnsgeT 100 mr 2 pas3a B CyTKH,
3aTeM J03y MEUIGHHO TOBBIIMIAIOT [0 pa3pelieHus OOJIEBOr0 CHHAPOMA, YTO OOBIYHO
nocturaercs npu go3e mo 200 mr 3-4 pasa B cytku. Jlanee ciienyer NOCTENEHHO CHUXATh J03Y
JI0 MUHUMAaJIbHOM MOAAEPKUBAIOIIEH.

[Ipy HeBpanTMM TPOWHMYHOTO HEpBA Yy JAaHHOW KaTEropu TMAIMEHTOB MaKCUMalbHas
pexomeHoBaHHas 1o3a coctaBmseT 1200 wmr/cyr. [lpm paspemieHun OO0IEBOTO CHHIpOMA
ClemMyeT TOCTENEHHO MpeKpalaTh TEpanuio TMPErnapaToM 10 BO3HUKHOBEHHUS CIIETYIOIIETO

00J€BOr0 MPUCTYyTA.
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Cunopom anko2onbHOU abcmuHeHyuu
Cpennsts no3a cocrasisieT o 200 mr 3 pasa B CyTkH. B TsbkenbIX cilydasx B TEUEHHE NEPBBIX
HECKOJILKMX JTHEH /1032 MOKET OBITh MOBBIIICHA (HampuMep, 10 103kl 1o 400 Mr 3 pas3a B CyTKH).
[Tpu TspKENbIX NPOSIBIECHUSIX AJIKOTOJbHOM AOCTHHEHIMM JIEYEHHWE HAYMHAIOT C IPUMEHEHMS
npenapata B KOMOMHAIMM C TIpenapaTaMiy, OKa3bIBAIOUIMMH CEJAaTHUBHOE M CHOTBOPHOE
JeHcTBUs (HAampUMep, C KJIOMETHA30JIoM, XJiopauazenokcuaom). [locne paspemienus octpoi
(a3bl JeyeHHne IpenapaToM MOXKET ObITh IPOJOKEHO B MOHOTEPAIIUH.
Ocmpuvle  manuakanivhvle COCMOAHUA U noOdepicugarowee jeyenue  apoekmuenvlx
(6bunonapHwvix) paccmpoiicms
Cyrounas go3a cocraBisitor 400-1600 mr. Cpennsisi cyrounas goza — 400-600 mr (B 2-3
npuema). Ilpu octpoM MaHMakaaIbHOM COCTOSHUM 103y CJIELYET MOBBILATH JOBOJIBHO OBICTPO.
[Ipu nonnmepkuBaromiel Tepanuu OWIIONSAPHBIX PACCTPOWCTB B  LEIIX oOecrnedeHus
ONTUMAIIFHOW TIEPEHOCHMOCTH KaXKJI0€ CIIEAYIOIIee IOBBIIICHHE J03bl JIOJDKHO OBITh
HEOOJIBIIINM, CYTOYHAS 032 YBEITHUUBACTCS IOCTETICHHO.
IIpexpawenue npuema npenapama
BHe3anHoe mpekpaiieHue Inpuema ImpenapaTa MOXET CIPOBOLMPOBATH SHMUJIECNTHUECKUI
IPUCTYI, MO3TOMY KapOaMa3enuH ClIeAyeT OTMEHSATh IIOCTETIEHHO B TEUSHHE 6 MecsIeB U Ooiee.
Ecnmn HeoO0XommMo OTMEHHTH Mpenapar y IMalueHTa C SIWICTICHEH, Mepexo] Ha JApyroe
IPOTUBOAMMIICIITUYECKOE CPEICTBO JOJDKEH OCYIIECTBIATHCS MO/ MPUKPHITHEM ITOKa3aHHOTO B
TaKuX CiIydasx Mperapara.

eTH
OcHOBHOE TIOKa3aHWE JUIsI TpUMEHeHHWs mnpernapara KapOamaszenmuH y neTeid — SIUICTICHSL.
JlaHHYIO JIeKapCTBEHHYIO (OpMY Tpernapara cieayeT MPUMEHSTh ISl JeUeHHs TeX XKe, 9TO U Y
B3pOCIbIX, (opM smmitencuu y aereit crapuie 4 ner. JleueHne MoxeT ObITh HA4aToO C JI03bI
100 mr/cyT; 103y MOBBIIIAIOT OCTENEHHO, He OoJiee yeM Ha 100 Mr B Hezeto.
Jetsim B Bo3pacte 4 et 1 Miajille peKoMEH10BaHO puHUMaTh npemnapar KapbamasenuH B Buze
JIpYTUX JIEKapCTBEHHBIX (opM (cupor).
Tloooeporcusarowue 0o3vl: AN eTe ycraHaBiuBaroT U3 pacdera 10-20 mr/kr maccel Tena B

CYTKH (B HECKOJIBKO ITPUEMOB).

BozpacTt pebenka CyrouHnas no3a
4-5 net 200-400 mr
6-10 et 400-600 mr
11-15 ner 600-1000 mr
>15 ner 800-1200 mr (kak a7si B3pOCIBIX)
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MaxkcumanvHvle 003b1: i1 I€TE B BO3pacTe-<6—HeT-cocTaBisiet 35— M/ KF/eyT;—6 15 uleT
1000 mr/cyt, >15 net - 1200 Mr/cyT.

Tak kak B OTHOIICHWH MIPUMEHEHHs Ipernapara 1o APYruM MOKa3aHUsAM y JETeH JOCTaTOYHOTO
KOJIMYECTBA JJOCTOBEPHON MH(OPMAIMK HET, PEKUM JO03UPOBAHUS Ipernapara PeKOMEHIOBAHO
noa0upaTh B COOTBETCTBHM C BO3PACTOM M MAaccoi Tesa peOeHKa, He MpPEBbIIas yKa3aHHBIC B
TaOIMIIE JO3bI.

Cnocob IIPUMCHCHUA

Buytps. IIpenapat MOKHO IPUHUMATh BO BPEMs €/Ibl, IOCIE €Ibl WIIM B MPOMEKYTKAX MEXKIY
nprueMamu nuiy. TabneTku cnenyer IpuHUMAaTh ¢ HEOOIBIIUM KOJIMYECTBOM KHIKOCTH.
[Ipenapat MOXHO IPUMEHATH KaK B MOHOTEPAIINH, TaK U B COCTaBE KOMOMHHPOBAHHOM TEPATTUH.
4.3. IlpoTUBONOKA3aAHHS

e ['unepuyBCTBUTENBHOCTh K KapOaMa3eNUHYy WIH CXOJHBIM B XHMHYECKOM OTHOLICHUH
JIEKapCTBEHHBIM IIpenapaTaM (HarpuMep, TPULUKINIECKUM aHTHACIPECCaHTaM) WU K JII000MYy
U3 BCIIOMOTATEJIbHBIX BELIECTB, IEPEUUCICHHBIX B pa3nene 6.1.

e  ATpuOBEHTpUKYIsIpHas OJI0Kaja.

e Hanuune B aHaMHe3€ 3MU30/10B YTHETEHNSI KOCTHOMO3TOBOT'O KPOBETBOPEHHS.

e lleyenounsle nopdupuu (HaIpUMeEp, OCTpas MepeMexaromascs Mnophupus, MO3IHII
KOJXKHast ToppupwHs, BapreraTHas nmoppupusi).

e [IpumeHeHue B KOMOMHAIMM C MHTHOMTOpaMM MOHOaMHMHOKcHAazbl (MAO, cTpykTypHOe
CXOJICTBO C TPUIMKIMYECKHUMH aHTH/ICTIPECCAHTAMH).

e Jlerckuif Bo3pacT 10 4-x jer (y MAIMEHTOB JaHHOM KaTeropuu Mmpemapar cieayer
NPUMEHSATH B JPYroi JIeKapCcTBEHHOM (hopme).

4.4. OcoOble ykazaHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Oco0ble yKa3aHus

[Tpenapat cinenyet npuHUMATh TOJIBKO MPHU BpaueOHOM KOHTpOJIE.

Tayuenmoi co cmewanHblMu opmamu SNULENMULECKUX NPUCTIYNOS, BKIIOYAIOUWUMU AOCAHC U
MUOKIOHUYECKUe NPUCIYNbl

[penapar 0ObuHO HedPekTrBeH mpu abcancax (petit mal) u MuoOkIOHMYECKHX MpHCTyHax. Y
NAlUMEHTOB CO CMEMIaHHBIMK (OopMaMu SHWIENTUYECKUX MPHUCTYNOB Ipernapar JI0JKeH
OPUMEHATHCS C OCTOPOKHOCTBIO M TOJBKO TMPH YCIOBHM 0OECHEUeHHs] PeryysipHOro
MEIUIUHCKOr0 HaOmoAeHus (M3-3a BO3MOXKHOTO YCHJICHHs NMPHUCTYNOB). B ciyuae ycuiieHus
npucTynos npenapat KapbamasenuH cienyeT OTMEHUTb.

CHuoicenue uucna mpomboyumos u 1eukoyumos

Bo Bpems mpumeHeHMsI mpemnapara ¢ pa3jM4HON 4YacTOTOM OTMEYAeTCsl NPEXOnAIlee WIN

CTOIKOE CHMKE€HHE YHclia TpOM6OI_II/ITOB WM JICKOIIMTOB. OI[HaKO B OOJILIIIMHCTBE CJIy4acB 3TU
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SIBJICHUS MIPEXOJIAIINE U OOBIYHO HE SIBIISIOTCS TipeABecTHHKaMH-Hatala-afiacTHIecKo-aHeMiH
WM arpanyiouurosa. [lepen HauanoM JiedeHMs], a TaKKe NMEPUOJUYECKH B IPOLECCE JIEUCHUS
cileflyeT MPOBOJAUTh KIMHUYECKUE aHAJIM3bl KPOBH, BKJIOYAs MOJCYET 4HciIa TPOMOOIMTOB H,
BO3MOYKHO, PETHUKYJOLUTOB, & TAKXKe ONPEACIATh KOHLEHTPALUIO JKeIe3a B CHIBOPOTKE KPOBH.
HeoOxomuMo moBecTH [0 CBEACHHS TMAalLMEHTOB WH(GOpPMAIMIO O pPAaHHUX TpPU3HAKAX
TOKCHYHOCTH, CBONCTBEHHBIX BEPOSITHBIM TI'E€MAaTOJIOTMYECKHMM HApyIICHUSIM, a TaKkXke O
CUMIITOMAaX CO CTOPOHbl KOXM W nedeHHW. [lanueHta UHPOPMHUPYIOT O HEOOXOIUMOCTH
HEMEJUIEHHO OOpaTUThCS K Bpady B ciydae MOSIBICHHUS TAaKUX HEXeNaTelIbHbIX PEaKLMH, Kak
auxopajaka, Ooib B TOpie, ChIllb, $3BbI B TOJOCTH pPTa, OECHPUYMHHOE BO3HUKHOBEHHE
KPOBOU3JIMSHUN, FEMOpPparuil B BUAE NETEXUM WU IIyPITYPBI.

[Ipy yMeHbLIEHMHM KOJIHMYECTBA JICMKOLMTOB MM TPOMOOLMTOB (WM TEHACHUUS K
YMEHBIICHUIO), Ha (hOHE Tepanuu IMpernaparoM CieqyeT TIIATeJbHO HaOJI0AaTh MalUeHTa U
KOHTPOJIMPOBATh I10KA3aTEIN Pa3BEPHYTOr0 KIMHUYECKOIO aHAIN3a KPOBH.

Ecin  BBISIBIEHBI MPU3HAKM 3HAYUTEIBHOTO YTHETEHUS KOCTHOTO MO3ra, Ipemnapar
KapOamaszenuH f0sxeH ObITh OTMEHEH.

Hepmamonocuueckue peaxyuu

[lpu nmpumeneHnn kapOamaszernuHa OYEHb PEAKO OTMEYAIUCH TSDKENBIE JIepPMAaTOIOTHYECKUE
peakuuu, Bkitodas cuHapoM CtuBeHca—/[)KOHCOHA M TOKCHUYECKUN 3MUIEpMalbHBI HEKPOJIN3
(cunapowm Jlaitenna).

[Ipenapar KapbamaszenuH cieayeT HEMEUIEHHO OTMEHUTb U INPOU3BECTH  1OAOOp
albTEpHATUBHOW Tepanmuu B TOM Cilydae, €CIM OTMEYaloTCs MPU3HAKH U CHUMIITOMBI,
MPEOJIOKUTEIHLHO CBUETENLCTBYIOIINE O PA3BUTUHU TSKEINbIX JE€PMAaTOJOTHYECKUX PEaKIIHi,
Hanpumep, cuHjpoM CrtupeHca-JlxoHcoHa winu cuHapoM Jlaitemna. [Ipu pa3Butum Tsxkensix (B
pszne ciaydaeB, YIpOXKaroIIUX JKM3HM) KOXHBIX pEakiMid, TMalueHT JOJDKeH ObITh
TOCHUTATIM3UPOBaH B cTanuoHap. B OonbmmHcTBe ciyyaeB cuHjIpoM CrtueHca-/[)KOHCOHA U
cunapom Jlailema pa3BUBaiIKMCh B MEpBble MECALBl Tepanuu npenaparoMm. J[aHHbIE peakuuu
pa3BuBaIMCh NpUOIMU3UTENLHO B 1-6 ciayyasx Ha 10000 BnepBble MpUHUMAIOUIMX IIpernapar B
CTpaHax ¢ MPEUMYLIECTBEHHO €BPOIIEOHIHBIM HACEIICHUEM.

JlaHHbBIE PETPOCNEKTHBHOIO aHajW3a y MNAalMEeHTOB SIMOHCKOM HAIlMOHAJIBHOCTH M KHUTEIeH
CeBepHoOil EBpONBI TPOJEMOHCTPUPOBAIN CBS3b MEXKAY TSDKEIBIMH TIOPAKCHUSIMU KOXKHA
(cuampom  CtuBeHca-/[koHncona,  cuHapom  Jlaiiemma, = DRESS-cumapom, — ocTpblit
TeHEepaTM30BaHHbIM JK3aHTEMATO3HBIA MYCTYJe3 M MATHUCTO-Y3€JIKOBAas ChINb) Y HOCUTENEH
ammenst HLA-A*3101 uenoBedeckoro neikonurtapHoro anturena (HLA) u mpumeHeHuem

KapbamasenuHa.
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Yactora amrens HLA-A*3101 MoxeT oTIn4atbest—y—pasiHiHbiXx—FpyHE—oKkoAo—2-5—Y0—y
HaceneHus EBpormbl, okosno 10 % — y smonmneB. YacToTa BCTpe4aeMOCTH NAHHOTO ajliens y
OosbIMHCTBA HaceneHus: ABctpanuu, Aszun, Adpuku 1 CeBepHOl AMEPUKH COCTABJIsIET MEHEe
5 %, ¢ HEKOTOpPHIMHM HCKIIOYEHHUSIMU B pamkax 5-12 %. Yacrora Gonee 15 % ycranoBieHa y
HEKOTOpbIX ATHHUYeckux rpynn IOxuHoit Amepuxu (ApreHtnHa u bpasunus), KOpEHHBIX
xkutensix CeBepHoit Amepuku (miemena Hasaxo u Cuy, B Mekcuke — Canopa Cepn), FOxHoit
Wuauu (Tamun Hany), u 10-15 % cpenu npyrux KOpeHHbBIX KUTENEH JaHHBIX PETHOHOB.

[Tpu npumeHeHun KapOamasenuHa y BO3MOXHBIX HocuTenen amnenss HLA-A*3101 (mampumep,
NanUeHTaM SIOHCKOM HAIMOHAJbHOCTH, €BpPOIEOUJOB, KOPEHHBIX KHUTeNeld AMEpuKH,
JaTHHOAMEPUKAHLIEB, HapoaoB fora MHmuum wu apaboB) peKOMEHAYeTCS TMPOBOAMTH
TeHOTUIIMPOBAHUE M0 JaHHOMY ajiento. [IpuMeHsTh mpenapar y HOCHTENEH JaHHOTO alljiens
CJIeTyeT TOJILKO B TOM CJIyYae, €CJIH M0JIb3a OT TePAluH MPEBbIIIAET BO3MOXKHBIN PUCK.
[TaruenTtam, yXe NOJy4YalOUIMM TEPANHI0 IPEernaparoM HE PEKOMEHAYETCSl IPOBEJIEHUE
TEeHOTHIIMPOBAHUS TI0 JAHHOMY aJIJIEITI0, TOCKOJIBKY TSKEIbIe KOXKHbBIE PEaKIIui B OOJBIITHHCTBE
CIIy4aeB OTMEUAJIMCh B MEPBBIC MECSIIbl IPUMEHEHHS MpernapaTa (BHE 3aBUCUMOCTH OT HAJIUYHS
HLA-A*3101).

Ilo maHHBIM PETPOCIIEKTUBHOIO aHAIN3a IIPUMEHEHUS MIpenapara y NalueHTOB KUTAUCKON U TalCKOU
HALMOHAJILHOCTEN MMEETCS KOPPENsLMs MKy YacToToi pa3Butus cunapoma CtuseHca-/xoHcoHa
u cuHgpoma Jladiemna w Hammuumem B reHome manuenta amwiens HLA-B*1502. Yacrora
BCTPEYAEMOCTH JITAHHOTO aJljiefisi y MAlMeHTOB KUTACKOM HAlMOHATIBHOCTH cocTaBisier 2-12 %, y
TalcKoi — okoito 8 %.

[Ipu mpumeHeHun kapOamas3enuHa y MalMEHTOB B cTpaHax AsuaTckoro peruona (TaiiBaHb,
Manaiizus, OUaNnmuHel), TAe OTMedYaeTcs BBICOKOe pacmpoctpanenue amiens HLA-B*1502,
ObUIO BBISBJICHO IMOBBILIIEHHWE YacTOThl pa3BUTUSA (OT Ipafallid «OYEHb PEIKO» JI0 «PEIKO»)
curapoma CtuseHca-/[xoHcona. Yacrora pacnpoctpanenus amwiens HLA-B*1502 cocrasmser:
Ha DuIMNNUHAX U CPeau HEKOTOpPHIX Ipymnn HaceneHus Manaitaun - Gonee 15 %. Yactora
pactipoctpanenust amienss HLA-B*1502 B Kopee u Wumum cocraBiser 2% u 6 %,
COOTBETCTBEHHO. PacIipOoCTpaHEHHOCTh TaHHOTO AJIJIENIS Y JIML €BPONEONIHON, HETPOUIHOM pac,
y JaTHHOAMEPUKAHIIEB, MH/IEHIIEB U SAMOHIEB He3HaunuTenbHa (<1 %).

YacToThl JaHHBIX ajuleNiell MPeACTaBIAIOT MPOIEHT XPOMOCOM B OMNPEIENIEHHBIX MOMYIISIIHIX
HacelleHUsl, KOTOpbIE HECYT ajljiesib. DTO 03HAYAET, YTO MPOLIEHT MAI[MEHTOB, HECYIIUX KOMHIO
aJyIeNny, 1o KpallHell mMepe, B OAHOM M3 MX JBYX XpPOMOCOM, IIOYTH B [IBa pa3a BBIIIE YACTOTHI
BCTpEYaeMOoCTH aijens. Takum o0pa3oM, MPOLEHT MalMeHTOB, KOTOPBIE MOT'YT OKa3aThbCs I0J

yrpo30ii, MOYTH B J]Ba pa3a BBIIIE YaCTOTHI aJlIeIeH.
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[lpy mnpuMeHeHHH KapOamasenuHa Y BO3MONHbIX—HOcHTeHeH—amremt—HEA-B*—1502
pPEKOMEH/IyeTCsl MPOBOJUTh T€HOTUITUPOBAHME MO JaHHOMY aemto. [IpuMeHsaTs mpenapar y
HOCHUTEJIeH JTaHHOTO aJljIeNisl CJIEAYeT TOJIBKO B TOM Cilydae, €CiM 10J1b3a OT T€PaIluy MPEBBIIAET
BO3MOXHBIH pHCK. He pekoMeHayeTcs NpoBeleHUE T'€HOTUIIUPOBAHUS Yy NpelcTaBUTENIEH
HAIIMOHAJBHOCTEH, B MOMYJISLUU KOTOPBIX YacTOTa BCTPEYAEMOCTH YKa3aHHOTO aJlIelisi HU3Ka.
[TanmenTam, yKe TMOJNYYaAIOMIMM TEpPamuio IpernapaTtoM, HE PEKOMEHIYeTCsl IPOBEICHUE
TFeHOTUIIMPOBAHUS 10 JaHHOMY aJlJIEII0, TOCKOJIbKY TSKEJIble KOXKHbIE peaKui B OOJIbIINHCTBE
CJIy4yaeB OTMEYAJIUCh B IIEPBbIC MECSILIbI IPUMEHEHUs Npenapara (BHE 3aBUCUMOCTH OT HAJIMYUS
HLA-B*1502).

[Toka3aHo, 4TO BbIsABIEHHE NalMeHTOB ¢ Hamuuuem amtenss HLA-B*1502 wu orcyrcrtBue
OpUMeHeHHs KapOamas3enMHa Yy TakuX [alUMeHTOB CHWXKAeT ciay4dau KapOamasenuH-
UHYyLIMPOBaHHBIX cuHApoMa CtuBeHca-/[»koHcoHa miu cuHpoma Jlaitera.

OpHako pe3ynbTaThl TEHOTUIIUPOBAHHMS HE JIOJDKHBI BIHMATH HAa CTENEHb KOHTPOJNS 3a
COCTOSIHMEM MAaIMeHTa U HACTOPOKEHHOCTh Bpada B OTHOIIEHHH TSDKEJBIX KOXKHBIX PEaKIIHd.
Pa3zButue TSOKENBIX NOPaKEHUM KOKM BO3MOXKHO Yy TMALMEHTOB OTPULATEIbHBIX IO JIAHHBIM
amensiM. Takke BO MHOTHX CIy4asiX y MallMeHTOB, MOJOKUTENbHBIX 1o amuiensmM HLA-B*1502
wm HLA-A*3101, npu npumenenuu mnpenapara KapOamaszenmnH HE OTMEYalOCh pPa3BHTHUS
TSDKETIBIX KOXKHBIX CHHJIPOMOB.

Bausinue npyrux (axkTtopoB, TakMX Kak J103a MPOTHUBOCYAOPOKHBIX JIEKAPCTBEHHBIX CPEACTB,
KOMIUIACHTHOCTh ~ NAIMEHTOB,  OJHOBPEMEHHas  Tepamus  JpyrMMU  IpenapaTami,
COITYTCTBYIOIIME 3a00JI€BAHNS HJIH YPOBEHb KOHTPOJISA 32 JIEPMATOJIOTUIECKIMHU PEaKIMsIMH, Ha
YacTOTy Pa3BUTHS M PACIIPOCTPAHEHHOCTD TSDKEJBIX KOXKHBIX PEaKIUil He YCTaHOBJICHO.

Cnabo BBIpaXEHHBIE KOXKHBIE pEaKIMH, HalpuMep, W30JUPOBAaHHAS MaKyJe3Has WU
MakyJomnanyjae3Hass JK3aHTeMa, B OOJBIIMHCTBE CIy4yaeB SBISAIOTCS TPAH3UTOPHBIMU U
HETSDKENBIMU, OOBIYHO MPOXOAAT B TEUEHUE HECKOIbKHX JAHEH WM HeAedb NMPH MPOJOJIKEHUU
JICYSHHMSI WITU TIOCJIe CHIDKEHHUS JI03bI Ipernapara. TeM He MeHee, TOCKOJIbKY auddepernnanpaas
MAarHOCTHKA MEXIy paHHUMH TIPOSIBICHHSMH TSDKENIBIX KOXHBIX peaknuii u  cimabo
BBIPQKEHHBIMU TMPEXOJSAIIMMU KOXKHBIMU  BBICBIIIAHUSIMHM MOKET OBITh 3aTpyJHEHa, IpHU
Pa3sBUTHHU JTIOOBIX KOXKHBIX PEAKLMi MalMEeHT JAO0JDKEH HAaXOAUTHCS 1Mo HaOlroeHueM Bpaua (C
IIENTEI0 CBOEBPEMEHHOTO TPEKpAIeHHsI TePAIiy MPErapaToM B cliydae yXYAIICHHsS] COCTOSHUS
MaIlUeHTA).

CymiecTByeT B3aUMOCBS3b MeXay HaiauuueMm B reHome amiens HLA-A*3101 u pa3Butuem
MEHEe TSDKENBIX KOXHBIX peakiui (TakuX Kak CHUHAPOM THUIEPUYBCTBUTEIBHOCTH K
AHTHKOHBYJILCAHTAM WJIM HETSDKeTasi MaKkyJonamnysie3Has sk3anreMa), st asienss HLA-B*1502

TaKasAd B3aMMOCBA3b HC YCTaAHOBJICHA.
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Peaxyuu eunepuyecmeumenvrocmu
[Ipu pa3BUTHM TUNEPUYBCTBUTEIBHOCTH K KapOaMmaszenuHy y MAlMEeHTOB MOTYT HaOIIOAAThCS
pasnuuHble peakmnuu, BKIroYas DRESS-cuHapoMm, oTcpoueHHBIC MONMOPTaHHBIC MPOSBICHUS
TUIEPUYYBCTBUTEIBHOCTH C Pa3BUTHEM JIMXOPAJKU, KOXKHOW CBHIMH, BaCKYJIUTa, TUM(aaeHONaTHH,
NICEBJOMUM(POMBI, apTPaITUH, JICHKONIEHUH, 303WHO(WINY, TEeNaTOCIUIEHOMETAINU, M3MEHEHUN
nokasatesnei (yHKIUH NeUYCHH M CHHIPOM AECTPYKIMHU JKEITYHBIX MPOTOKOB C YMEHBIICHHEM HX
yKcia, KOTOPble MOTYT BO3HUKHYTH B JIIOOBIX KOMOHMHanusiX. Takyke BO3MOXKHO MOPa)KEHHE
JIpYruX BHYTPEHHUX OPraHoB (B T. Y. JIETKUX, MOYEK, MOKEIYJAOYHOM XKeJe3bl, MUOKap[a,
TOJICTOM KHILIKH).

B ciydae pa3BUTHS TPOSBICHWH M CHUMOTOMOB THIIEPUYBCTBUTEIBHOCTH MpENapaTr CleAyeT
HEMEJIEHHO OTMEHHUTb.

[TarueHTOB ¢ M3BECTHOM TMIIEPUYBCTBUTENBLHOCTHIO K KapOaMa3enuHy cieayeT HHPOpMUPOBAThH
0 BO3MOXHOCTU B 25-30 % ciyyaeB pa3BUTHs peakUuil MOBBILIEHHONW YYBCTBUTEIbHOCTH Ha
OKCKapOa3enuH.

B0o3MOXXHO pa3BUTHE MEPEKPECTHBIX PEAKIM MOBBIIICHHOW TUIEPUYYBCTBUTEIBHOCTH MEXKIY
KapOaMa3enuHoM M apoOMaTHUYEeCKUMH MPOTHUBOSIMUJIENTHYECKUMU CpEACTBAMU (HAIpUMED,
(EHUTOMHOM, MUPUMHUIOHOM U (heHoOapOuTaIoM).

T'unonampuemus

Pa3BuTHe rumnoHaTpueMUM acCOLUMHUPOBAHO C MPUMEHEHHEM KapOamasenuHa. Y MalueHTOB C
YK€ CYIIECTBYIOIIMMHU TMOPAXKEHUSIMH MOYEK, CBSI3aHHBIMU C HU3KUM COJIEp)KaHHEM HaTpus B
CBIBOPOTKE KPOBH WJIM Y TAIlMEHTOB, IMOJyYAIOIINX OJHOBPEMEHHO JICKApPCTBEHHBIE CPEICTBA,
CHIDKAIONIME COJIep)KaHWe HaTpus (HampuMmep, JAWYPETHKH, JIEKapCTBEHHBIE CpECTBa,
BIIHMSFOIME HA CEKPELHI0 aHTHINYPETUIECKOTO TOPMOHA), CIENYET ONPEACISITh CHIBOPOTOYHOE
coJiepKaHue HaTpus JI0 Havyajla Tepanuu kapbamaszenuHoM. Ilocie 3Toro conep:kanue HaTpus
clleflyeT ONpeAesaTh IPUMEPHO Yepe3 JIBE HeJleNH, a 3aTeM €KEMECSIUHO B TeUEHUE MEPBBIX TPex
MECSIIeB TEepalHH, I B COOTBETCTBHH C KIMHHYECKOW HEOOXOTMMOCTHIO. JlaHHBIE (aKTOPHI
pHUCKa OCOOCHHO YacTO BCTPEYAIOTCS Y MOXKHIIBIX MaleHToB. [Ipu HaIM4My TUIIOHATPUEMHUH
OTpaHHYEHUE TOTPEOTICHHS >KUIKOCTH SBISETCS BAXKHBIM JJISl ONPEAENECHUS COCTOSIHHS TPU
HAIMYUU KJIMHUYECKUX TTOKa3aHHH.

T'unomupeos

KapbamazenuH MOXET CHIKaTh KOHIIEHTPAIMIO TOPMOHOB IMTOBHIHOM JKEJIE3bl B CHIBOPOTKE
KPOBH IIyTeM HWHAYKIUH (EpMEHTOB, UYTO TpeOyeT yBEJIWYEHHs O3Bl IpenapaTos,
OPUMEHSEMbIX JUIS 3aMECTUTEIbHONH TepanmuH, y MalUeHTOB C THIOTHPEO30M. Y JaHHOH
KaTerOpuH MalueHTOB HEOOXOIMM KOHTPOJIb (PYHKIIUH IIUTOBUIHOM JKeNIe3bl IS ToA00pa 036l

MpENapaToB 3aMECTUTEILHON TEpPAITHH.
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Hapywenusa ¢pynxyuu nevenu
[Tepen mpumenenunem npemnapara KapbamasenuH u B porecce Je4eHus Heo0X0AUMO MPOBOANUTH
UCClIeIoBaHUE (YHKLUU I€YE€HU, OCOOEHHO Yy MAalMeHTOB C aHAMHECTUYECKUMHU JaHHBIMH O
3a00JI€BaHUAX MEUYEHHU, A TAKKE y MOXKUIIBIX MAlMEHTOB. B ciiyyae ycuiieHUs yxe MMEBLIMXCS
HapylmeHnid (PYHKIMK NeUeHH WM MPU MOSBICHUM aKTUBHOTO 3a00JI€BaHUs TEYCHH, IpenapaT
Kap6amazenuH cienyer HeMeUIEHHO OTMEHUTb.

Hapywenus ¢pynkyuu novex

Ilepen HadanoMm JjiedyeHUs MpenaparoM U MEPUOJUYECKH B MPOLECCE TEPalUM PEKOMEHAYeTCs
UCCIIeIOBaHUE OOIIET0 aHaIN3a MOYX U ONpeeTICHHE KOHIIEHTPAIlM MOYEBHUHBI B KPOBH.
M-xonunobnokupyrowas akmueHocmy

[Ipenapar oOnamaer ciaboi M-XOJIMHOOJIIOKUPYIOIEH aKTUBHOCTBIO, IIO3TOMY CIIEAYeT
TIIATEJIbHO HAOI0ATh MALMEHTa C MOBBIIIEHHBIM BHYTPHUIVIA3HBIM JIaBJICHUEM, THIIEpILIa3uei
IPEJICTATENIbHOM Kelle3bl U 3aJEpPKKOM MOUM MpPU OAHOBPEMEHHOM NPUMEHEHUHM YKa3aHHBIX
IIPEnaparosB.

Tcuxuueckue napywenus

[TockonbKky Ha (hOoHE NMPUMEHEHUs IpernapaTa BO3MOXKHO 00OCTpEHHE JIATEHTHBIX MCUXUYECKUX
PacCTpONCTB, ClIeAyeT 00ecTieYnTh HAOII0ICHNE TIOXKMIIBIX TTAIMEHTOB C HEIIBI0 BBISBJICHUS TaKOU
CHMITTOMATHKHU KaK CITyTaHHOCTh CO3HAHUS U TICHXOMOTOPHOE BO30YXK/ICHHE.

Cyuyuoanvroe nosedenue uiu HaMepeHusl

VY nmauMeHToB, MOJIy4aBIIUX IPOTUBOCYAOPOXKHBIE NPENapaThl M0 Psay MOKa3aHUHM, OTMEYaIIUCh
Cllydal  CYUIUJAJIBHOTO  TIOBEJIEHUS  WIM  HaMmepeHuil.  PesynbraTel  MeTaaHanusa
PaHAOMU3HMPOBAHHBIX  IUIALE00-KOHTPOJIUPYEMBIX  HCCIEJOBAaHMM  TOKa3alnu  HeOOoNbIloe
NOBBIIICHHE  pUCKAa  CYMUUJAIBHOTO  TOBEAEHUS Yy  MAlUEHTOB,  IOJYYaBIIHUX
IIPOTUBOCYAOPOKHBIE Mpenaparbl. MexXaHn3M yCHIEHHUs CyMIMAAIbHOTO IOBEIEHUS Yy JaHHOU
KaTeropuu MaIMeHTOB He ycTaHoBleH. HeoOxonumo TmiatenbHOe HAOJIOJEHHUE MalueHTa
OTHOCHUTEJIbHO CHMIITOMOB CYHWIIMJAIBHOIO MOBEIEHUS M HAMEPEHUHN W MPUHATUE PELICHHS O
COOTBeTCTByIOIIEM JieueHHH. [lanmeHTam (M yxaXuBarOIIMM 3a HUMH JIMIIAM) HEOOXOAMMO
HACTOSITEJIbHO PEKOMEHJI0BATh OOpaTHThCS 3a MOMOIIBIO K Bpayy B clydae BO3HHUKHOBEHUS
CUMIITOMOB CYHLIUJAJIBHOTO TIOBEICHUS WA HAMEPEHUH.

OHOOKpUHONIO2UYECKUE HAPYUIEHUS

B cBs3u ¢ uHayknuei ¢epmMeHTOB KapOaMaszenuH MOXKET OCIa0UTh TeparneBTHUeCKUi >PQeKT
NEepOPANBbHBIX KOHTPALENTHBOB, COAEPXKAIMX 3CTPOreHbl W/mim mporectepoH. IlanuenTtkam c
COXPAaHEHHBIM PENPOAYKTUBHBIM IIOTEHLMAIOM CJEIYyeT PEKOMEHJO0BaTh MCIOJIb30BaTh
albTepHAaTUBHBIE METOJbl KOHTpAleNMU BO Bpems Tepanuu mpenaparoMm. Coobmanochk o

BO3HHUKHOBCHHUHN KPOBAHUCTBIX BI)I)IeJ'IeHI/II\/'I M3 BJIarajvina B MEpHUOA MEKAY MCHCTPpYalIUIMU ITPU
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OJIHOBPEMEHHOM IPHUMEHEHHH IIPENAPaTa ¢ FOPMOHAFEHEIMH-KOHTPaHeHEHBAMH(KPOBOTECUCHHE
«IIpOpBIBAY).

bepemennocmo u nayuenmku ¢ cOxpaneHHvIM penpoOYKMUSHbIM NOMEHYUATIOM

[IpumeHneHue mpemnapara Bo BpeMsi OEpEeMEHHOCTH MOKET ObITh CBA3aHO C PUCKOM JJIs ILUI0Ja
(cMm. pazmen 4.6.). IlpumeHeHue mpenapara npu OSpEMEHHOCTH BO3MOXKHO TOJBKO B Cilydae,
€CITM 0XKHJIaeMast M0JIb3a OIPABJIBIBAET MOTCHIIUAIBHBIE PUCKH.

bepeMeHHOCThP MAllMEHTOK M MAlMEHTOK C COXPAaHEHHWEM PEeNpOAYyKTHUBHBIM MOTEHLHAIOM
HEOOXOIUMO B TMOJHOW Mepe HHPOPMHUPOBATH O pHUCKAX s IUIOJA, CBSI3aHHBIX C
MOTEHIMATIBHBIM TepaToreHHbIM 3 (hekTom kapObamasenuHa (cm. pasmaen 4.6.).

[TanimeHTKaM C COXpaHEHHWEM PENPONYKTHBHBIM TOTCHIMAJIOM CIEAYyeT HCIOIb30BaTh
HAJIeKHbIE METOJbl KOHTpALENIMU BO BpeMs Tepalnuu U B T€UCHHE 2 HeAesb Iocje mpuema
nocieAHe 103l mpenapara (CM. MYHKT «OHIOKPUHOJOTHYECKHE HapYUICHHs», a Takke
pazzensi 4.5. 1 4.6.).

Onpedenenue KOHYyeHmMpayuu Kapoamazenuna 8 niazme Kposu

XoTs B3aUMOCBSI3b MEX]y 0301 Mpernapara, KOHIIEHTpalueil kapbama3enuHa B 1jia3Me KpoBH,
ero KIMHUYEeCKOW 3(()EeKTUBHOCTHIO MM MEPEHOCHMMOCTHIO BECbMa HE3HAUUTENbHA, TEM HE
MEHee, PEryJIsIPHOE ONpeIeNIieHUe KOHIICHTPAIMK KapOaMa3enuHa MOXKET ObITh 11e71eCO00pa3HbIM
B CIICAYIOIIUX CUTYAIMSX: NMPU PE3KOM MOBBINICHUU YaCTOTHI MPHUCTYIOB, JJIS TOTO, YTOOBI
MPOBEPUTH, MPUHUMAET JIH TMAlMEHT Mpernapar JOHKHBIM 00pa3oM; BO BpeMsl OEpeMEHHOCTH;
Opu JICYEHUW JEeTe WIM TOJAPOCTKOB; MPHU TMOAO3PEHUH HA HAPYIICHHUS BCAChIBAaHUS
KapOama3enuHa; Ipy MOJA03PEHUN Ha Pa3BUTHE TOKCUYECKUX PEAKIMU B CIydae, €CIH MaIleHT
NPUHUMAET HECKOJIBKO JIEKAPCTBEHHBIX CPEJICTB.

C 0CTOPOKHOCTEIO

Y manuMeHToB C AaHAMHECTUYECKUMH CBEACHHSIMH O 3a00JjeBaHHMSIX cepaua (BKIouas
JNEKOMIICHCHPOBAaHHYI0 XPOHHUYECKYIO CEpACUYHYI0 HEJOCTaTOYHOCTh), TeueHU (BKItouas
MEYECHOUHYIO HEJIOCTATOYHOCTB), MOYEK (BKJIIOYAs MOYEYHYI0 HEIOCTAaTOYHOCTB), MOOOYHBIX
reMaToJIOrMu4ecKUX pEeaKIUsIX Ha Jpyrue JIeKapCTBEHHbIE CpPEACTBAa WM 00 OTMEHE paHee
MPOBOAMBIIETOCS JIEUeHHs] KapOaMa3emuHOM, TEpanui0 CIeAyeT MPOBOJUTH TOJIBKO IMOCIe
TIIATENTFHOTO aHaN3a COOTHOIICHUS MEXIY OXHUAaeMbIM 3(PPEeKTOM JeYeHHUS U BO3MOKHBIM
PUCKOM TEpamnuu C TIIATEILHBIM PETYJISIPHBIM KOHTPOJIEM COCTOSTHUS TTAI[UEHTA.

CrnenyeT ¢ OCTOPOXKHOCTHIO Ha3HAUaTh Ipernapar y NalueHToB:

®  C I'UNOHATPUEMHUEN pa3BelIeHUs], THIIOTUPEO30M;

®  TOXWIBIX MAIIMEHTOB (YUYUTHIBAasi BOZMOKHOCTh Pa3BUTHUS JIEKAPCTBEHHBIX B3aUMOICHCTBHIA
1 Pa3IuvHY0 (PapMaKOKUHETHKY MPOTHBOAMIICTITHYECKUX MPENapaToB);

L4 CO CMCIIaHHBIMH (I)OpMaMI/I SMUJICTITUYCCKUX TMPUCTYNOB, BKIIHOYAOIIUMU a6cch,
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TUTIUYHBIA WA aQTHIMAYHBIA, 1 MHOKJIOHUYECK
IIPUCTYIIOB);

® C TOBBIIICHHBIM BHYTPHUIJIA3HBIM JaBJICHHUEM, 3aJ€PXKKOH MOYM U TUIepIUiazuen
NpEACTAaTeIbHOM  JKele3bl, YUuThIBass  ciaa0yl0  M-XOJNHMHOOJOKHPYIOIIYI0  aKTHBHOCTB
KapOamMasenuHa,

®  MOJYYaroIIUX IPOTUBOCYAOPOKHBIE IPENapaThl;

e yHocutenei ammens HLA-A*3101 u HLA-B*1502;

e  1pu OEPEMEHHOCTH U B IIEPUOJ TPYIHOIO BCKapMiuBaHus (cM. pasnen 4.6.).

4.5. B3zauMmopeiicTBHe ¢ JPYrMMH JIeKAapCTBEHHbIMH IMpenaparaMM W [pyrue BHJbI
B3aNMOJAEeHCTBUSA

Kapbamazenun He peKOMeHyeTcss TPUMEHATh oJHOBpeMeHHO ¢ uHruouropamu MAO. Ilepen
npUMeHeHueM mpenapara MHruoOutopsl MAO HOMKHBI OBITH OTMEHEHbI, KAK MUHUMYM 3a 2
HEJICIH WA PaHee, eCIIM T03BOJISIET KIMHAYESCKAst CUTYAIHS.

[Muroxpom P4503A4 (CYP 3A4) sBasercs OCHOBHBIM H30()EPMEHTOM, OOECIICUHMBAIOIIUM
oOpazoBanmne kapbamaszenunna-10,11-smokcuna (aktuBHOTO Merabonuta). OOHOBpEeMEHHOE
npUMEHeHHe ¢ mpernaparoM wuHruoutopom uszodpepmenra CYP3A4 wmoxer mnpuBecTH K
MOBBIIICHUIO KOHIICHTpAIlMK KapOamasernuHa B IUIa3Me KPOBH, YTO, B CBOIO OUYEPEb, MOXKET
BbI3BaTh MO0OOuYHbIEe peakiuu. OJHOBPEMEHHOE TMPUMEHEHHE WHIYKTOPOB H30(epMeHTa
CYP3A4 moxer mpUBECTH K YCKOpEHHUIO MeTabonu3ma kapOamasenuHa U, TaKuM o0pa3oM, K
BO3MOYXHOMY CHM)KEHHUIO €ro KOHIICHTPALMH B TUIa3Me KPOBH U, CIIEZOBATEIIbHO, K BO3MOKHOMY
YMEHBIICHUIO BBIPAYKEHHOCTH TepaneBTHYeCKoro ¢ ¢exra npenapata. OTMEHa OJHOBPEMEHHO
OpUHUMaeMblX  UHAYKTOpoB  n3opepmeHta CYP3A4  MoxeT  CHWXKaTh  CKOpPOCTh
OouoTpaHcpopmanuu KapOamazenuHa, M, KaK CIEIACTBHE, NPHUBOAUTH K MOBBIIICHUIO
KOHIICHTpAllui KapOaMasenuHa B IIa3Me KPOBH.

Kapb6amazenun siBisieTcst MOLHBIM HHAYKTOpOoM u3odepmenta CYP3A4 u npyrux gpepMeHTHBIX
MIEYEHOYHBIX CHCTEM NEepBOM M BTOPOH (a3bl MeTabonu3Ma JIEKapCTBEHHBIX CPEACTB, U IPH
OJTHOBPEMEHHOM TPUMEHEHUHM C TMpernapataMd, MeTaOoNIM3UPYIOUIMMUCA H30(EepMEHTOM
CYP3A4, MoxeT BbI3bIBaTh MHAYKIIUIO META00JIM3Ma U CHIDKCHHE MX KOHIICHTPAILMU B TIJIa3Me
KPOBH.

[Tockonbky mnpeBpamienue kapbamazenuH-10,11-smokcupa B kapOamazenun-10,11-tpancamon
OPOMCXOTUT MPH MOMOIIM MHUKPOCOMAIBHOM 3MOKCUATUAPOIIA3bl, MPUMEHEHNE KapOama3enuHa
OJTHOBPEMEHHO C HMHTHOMUTOPAMH MHKPOCOMAIBLHOW SIOKCHATHIPONIA3bl MOXKET MPHBOIUTH K
MOBBIIIICHHUIO B TUTa3Me KPOBHU KOHIICHTpaIu kapoamazenuH-10,11-3mokcuaa.

Hpenapambl, Komopbsie mo2ym nogslCumb KOHyenmpauuro Kapﬁa.zmwenuna 6 njasme Kposu:
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— aHAb2E3UPYIOWUE U HECMEPOUOHBLE NPOMUBBEOCHARHNEAbHBLE-ACKAPCHIGEHHDIE—HPEHAPEHIbE:
JeKcTporporokcuder, noymnpodeH;

— npomuBoonyxonesvle cpedcmsa (AHIPOTEH): TaHA30T,

— aHMuUOUOMuUKY. MAKPOJHIHBIC (HAPUMEP, SPUTPOMHUIIMH, TPOJICAHIOMHMIINH, HPKO3AMHUIIMH,
KIIAPUTPOMHIIHH ), IIUTIPO(IIOKCAINH;

— aumudenpeccanmsl: BO3MOXXHO, J€3UIPAaMUH, (IIYyOKCETHH, (IIyBOKCaMHUH, He}a30m0H,
MapOKCETHH, TPA30/I0H, BHJIOKCA3HH;

— NPOMUBOINUIENMUYECKUE CPeOCMBA . CTUPUIICHTO, BUTA0ATPUH;

— npomueocpudKosvle cpedcmaa: MPON3BOAHbBIE a30i1a (HampuMep, UTPAKOHA30JI, KETOKOHA301,
¢GykoHa30J,  BOPHKOHA30J7).  AIIbTEPHATUBHBIE  AHTHKOHBYJIBCAHTHI ~ MOTYT  OBIThH
PEKOMEH/IOBaHbI MMALIMEHTaM, ITOTYYalOIIMM BOPUKOHA30JI UM UTPAKOHA30IT;

— bnokamopwl cucmamunosvix H-peyenmopos: nopatanus, repdeHaaus;

— aHmuncuxomudeckue cpeocmaa (Heupoienmuku). ojlaH3amnuH,

— npomueomybepKyie3Hvle cpedcmed . U30HUA3U;

— NPOMUBOBUPYCHbLE CPedCmed: MHTHOUTOPhI ipoTeassl BUY (Hampumep, pUTOHABUD);

— NPOMUBO2NIAYKOMHbLE CPeOCMEad (UHSUOUMOPbL KapOoaH2UuOpa3vl): alleTa30JIaMuL;

— eunomen3ugHvle npenapamvl (OIOKAMOPbl «MEONEHHBIX» KAIbYUEesbIX KAHAN08). BEepalaMul,
TAIITHA3EM;

— NPOMUBOSI36EHHBIE CPEOCMBA (UHSUOUMOPBI NPOMOHHOU NOMNbL, DIOKAMOPbI SUCAMUHOBBIX
H>-peyenmopos): omenpasos, BO3MOXHO, IMMETH/IUH;

— Muopenakcanmol:. OKCHOyTUHUH, JTaHTPOJICH;

— aHmuazpe2anmuule cpedcmed’ TAKIONUINH;

— Opyaue leKapcmeenHvle cpeocmaa U npoo0yKmvl NUMaHUs: TPeUTPpyTOBBIA COK, HUIKOTHHAMU]]
(TOJBKO B BBICOKHX JI03aX).

[TockonbKy MOBBIIIEHHE KOHIICHTpAIMM KapOaMas3emnmuHa B IJIa3Me€ KPOBH MOXKET MPHUBECTH K
BO3HUKHOBeHUI0 HP (Hampumep, K TOJI0BOKPYKEHUIO, COHJTMBOCTH, aTAaKCHH, JIUIIJIONNHN ), B 3THX
CUTyaIlUsAX CIeAyeT KOPPHUTHUPOBATh JIO3y TMpemnapara W/WIA PEryaspHO OINpeaeisaTh
KOHIIEHTpaIMIO KapOamMa3enuHa B 1jaa3Me KpOBH.

[IpemapaTsl, KOTOpblE MOTYT TOBBICHTH KOHIEHTpaluioo Kapbamazenuna-10,11-smokcuna B
IIa3Me KpOBH: JIOKCAIlMH, KBETHWAIIMH, TNPUMHUIOH, TIPOTaduja, BajblpoeBas KHCJIOTA,
BaJTHOKTAMH/T I BAJIBIIPOMUT.

[TockonbKy TOBBIIEHHE KOHIEHTparuu Kapbamaszenunna-10,11-smokcuna B 1miia3Me KpoBU
MOJKET MPUBECTH K BO3HMKHOBEHHMIO MOOOYHBIX pEaKIHi (HampuMmep, K TOJOBOKPYKEHHIO,
COHJIMBOCTH, aTaKCHH, TUTUIONUH), B 3THX CUTYAIUsAX CJIEeIyeT KOPPUTHPOBATH 103y IMpernapara

W/WITN PETYISIPHO OTPEIEIATh KOHIIEHTpaIHio kKapoamasenuHa-10,11-smokcuna B mia3me KpoBH.
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Ilpenapamoi, Komopwvie MO2Yym CHUNCAMb KOHYEHM
—  npomusosnunenmuyeckue  cpeocmea.  (penbamar,  Me3yKCHUMHUZ,  OKCKapOa3emuH,
dbenobapbuTan, ¢eHcykcumun, (HeHUTOMH (BO U30eKaHWE WHTOKCHKAIMKW (DEHHUTOMHOM U
BO3HUKHOBEHHUS CYOTepaneBTUYECKHMX KOHIEHTpauuid KapOamasernuHa peKOMEHIOBaHHAas
TTa3MEeHHasl KOHIIEHTpanus (EHUTOWHA JOJDKHA ObITh He Oosee 13 MKr/mit 10 m1oOaBieHUsT K
Tepanuu KapOamasenuHa) W (pocheHUTOMH, TPUMHIOH, U, XOTS JJAHHBIE YaCTUIHO
MIPOTUBOPEUYUBBI, BOZMOXKHO, TAK)KE KIIOHA3EIaM.

— NPOMUBOONYXOJIe8ble Cpedcmaa . MUCIUIATUH WK JOKCOPYOUIIMH;

— npomueomybepKyie3Hvle cpedcmea’ pupamMImLnH;

— bponxoounamupyrouue cpedcmea . TeoOUIUTHH, aMIHO(DHIUIHH;

— cpeocmeo OJisl ieyeHUsl yepesotl colnu (PemuHoudsvl). A30TPETUHOWH;

— Opyeue JeKapcmeeHHvle cpeocmea U HNpoOYKmMul NUMAHUA. PACTUTENbHbIE Tpenaparsl,
coJiep Kale 38epo0oii MPOABIPSBICHHBIH.

[Tpr ogHOBPEMEHHOM NPHUMEHEHWH C BBIIICYKA3aHHBIMU TpernaparaMd MOMKET MOTpPeOOBaTHCS
KOppeKLHUs J03bl KapOaMa3emnuHa.

Bnuanue kapbamazenuna Ha KOHUeHmMpayuio 6 naaime Kpoeu npenapamos, NPUMeEHAEMbIX 8
Kauecmee 00HO8PEMEHHOI MEPAnuu.

[Tpu ogHOBpEMEHHOM MPUMEHEHHH ¢ KapOamMa3emuHOM BO3MOYKHO CHIDKCHHE KOHIICHTPAIMH B
asMe KpOBH, YMEHBIICHHE WM JaKe I[OJIHOe TpeKpalleHue JeHCTBUS HEKOTOPBIX
IpernapaToB, B CBS3M C YeM CIEAyeT YYHUTHIBaTh HEOOXOIUMOCTb KOPPEKIUU 03Bl
HUKCYKA3aHHBIX MMPETapaTOB B COOTBETCTBUU C KIMHHYSCKUMHU PEKOMEHIAITUSMHU:

— aHanbee3UpyIoUjIe U HeCMepoUOHble NPOMUBOBOCHATUMETbHbIE Npenapambpl. OYNpeHOP(UH, METaJIOH,
napareraMoi (JUIMTENIbHOe TIPUMEHEeHHe KapOamasenuHa M Taparieramoria (areraMruHo(eHa) MOXKET
NPUBECTH K PA3BUTHIO FEMaTOTOKCHUECKHX (P(eKToB), peHa3oH, Tpamaior,

— AHMUOUOMUKU 2PYNNbL MEeMPAYUKIUHA: TOKCULIUKIINH, pU(alOyTuH;

— AHMUKOARYISAHMbL. AHTUKOATYJISIHTHI JUTsl TIEPOPaIbHOTO pUMEHEeHHUs (HarpuMep, BapgapuH,
(EHMPOKYMOH, JWUKyMapoJ H aleHOKyMapoJ, puBapokcabaH, mgaburarpaH, amukca0aH,
s0Kcaban);

— aumuoenpeccanmol: OyIPONUOH, ITUTAIONPaM, MHaHCEPUH, HE(a30/I0H, CepTPAIHH, TPA30/I0H,
TPUIMKIMYECKAE  AHTHJACTPECCAHTHl  (MMHIIPAMUH,  AMHTPUNTIIIMH,  HOPTPHIITHIIVH,
KJIOMHUIIPAMUH);

— NPOMUBOPEOMHBLE CPEOCmBa: allpEIUTaHT,

— npomugosnuienmuyeckue cpedcmea: KinobdazaMm, KIOHAa3emaMm, S3TOCYKCHMMHUJ, (endamar,
JTAMOTPUJDKUH, JCIUKapOa3enuH, OKCKapOa3enmuH, TMPUMHUIOH, THarabWH, TOMUpamar,

BaJbIIpOEBasl KHUCIOTa, 30HU3aMuJ. Bo wu30exkaHue MHTOKCUKAUMU (EHUTOMHOM U
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BO3HUKHOBEHHUSI CYOTEpaneBTUYCCKUX KOHIIEHTpaHHi My6wwaermnu peKoMeHIoBaHHask
TUTa3MeHHasl KOHIIEHTpanus (EeHUTOWHA NOJDKHA ObITh He Oosee 13 MKT/mit 1o moOaBieHUS K
Tepanuu KapbamaszenuHa. MmeroTcst cooOlieHus o TOM, 4To Ha (oHe mpuema kKapbOamazenuHa
KOHIEHTpanusi Me()eHUTOMHA B TIa3Me KPOBU MOKET MOBBIIIATHCA (B PEIKHUX CIIydasix).

—  npomusocpubkogvle  cpedcmea:  UTPAKOHA30JI,  BOPUKOHA30J,  AJbTEPHATHUBHBIC
AHTUKOHBYJIBCAHTHI MOTYT OBITh PEKOMEHIOBAHBI MAI[MEHTAM, MOJIYYalOIIUM BOPUKOHA30J HITU
UTPaKOHA30,

— aumueenbMUuHmHble Cpeocmaea: Pa3uKBaHTEN, all0eH1a307;

— NPOMUBOONYX0IE8ble CPeOCmB8a: UMATUHNO, UKI0pochaMu, TanaTHHUO, TEMCUPOIMMYC;

— aHmuncuxomuyecKkue cpeocmeda (Heupoienmuxu): KIIO3aluH, TaJIONepHI0N, OpOMIEepUIO,
OJIaH3aIMH, KBETUAIIUH, PUCTICPUIOH, 3UMIPACHU]IOH, aPUITUIIPA30JI, TAIUIIEPHUIOH;

— npomusosupychvie cpedcmea: WUHTUOUTOpHI mpoTeassl BUY (uHauHABUpP, PUTOHABUD,
CaKBMHABHP);

— aHKCUOIUMuUYecKue cpedcmaa: anmpa3oiam, MUIa30J1aM;

— bponxoounamupyrowue cpeocmea: TeopuIIIvH,

—  KOHmpayenmugHvle cpedcmeda: TOPMOHAIbHBIE KOHTPAICNTUBBI (HEOOXOAMM IOA00D
ATBTEPHATHUBHBIX METOJOB KOHTPAIICTIIIHN );

— npenapamel 01 JeueHus 3a001e8aHUll CepPOeyHO-COCYOUCMOU cucmembl: OIIOKATOPBI
«MEJIJICHHBIX» KaJIbIIMEBbIX KaHAJIOB TPYIIbI JUTHIPONUPUANHOB ((DeTOAUNNH), CUMBACTaTHH,
aTOpPBACTaTHH, JIOBACTATHH, [IEPUBACTATHH, UBAOpaIUH;

— cepoeyHvle 2TUKO3UObL: TUTOKCHH;

— 2NIIOKOKOPMUKOCMEPOUObL: TIPETHNU30IIOH, JTEKCAMETa30H;

— cpedcmea Ol leyeHust IpeKmuibHou ouc@yHxkyuu: Tananadu;

— UMMYHOOenpeccugHvle cpedcmaa: IUKIOCTIOPUH, SBEPOTUMYC, TAKPOIUMYC, CHPOIUMYC;

— cpeocmea 025 euenus 3a001e6anull WUMoGUOHO Jicene3bl: IEBOTUPOKCHUH;

— Opyeue JleKapCmeeHHvle cpedcmed U NpOOYKMbl NUMAHUsA: TIPETapaThbl, COJepIKalie
ACTPOTEHbI U/UITU POTECTEPOH.

Komounayuu, komopwte cnedyem npunumams 60 6HUMAaHUe

[Tpu ogHOBpEMEHHOM IPUMEHEHUHU KapOaMasenuHa C JIEBETUPAIIeTaMOM B OTIENIbHBIX CIydasix
OTMEUAJIOCh YCHUJICHHH TOKCUYECKOTO JCHCTBHS KapOamMa3enHa.

N3BecTHBI cOOOIIEHNsT 00 YCHUJIEHWW TEMaTOTOKCUYHOCTH, BBI3BAHHOW H30HHMA3WUIOM, B TeX
CIIy4asiX, KOTJia OH IPUMEHSJICSI OJHOBPEMEHHO ¢ KapOaMa3emmHOM.

KoMmOuHMpoBaHHOE TpUMEHEHUEe KapOamasenuHa W JUTHS WU METOKJIONpaMHuaa, a Takke
KapbaMmaszenuHa U HeMpoJeNTHUYECKUX CPEACTB (Tajonepuaoia, THOPUAa3NHA) MOKET MPUBECTH

K TIOBBIIICHUIO YaCTOTHI HEXENTATEeIbHBIX HEBPOJIOTHYECKUX DPEaKIui (B Cllydae TOCIeaHen
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KOMOWHAIMK — JTa)Ke TIPU TePaleBTUUECKUX KOHHEHTpaisix—AeHcTByIOHHXBeHiecTBB-Ha3Me
KpPOBH).

OnHOBpeMEHHOE NpPUMEHEHUE KapOaMaszelnuHa ¢ HEKOTOPBIMU JUYPETHUUYECKHMMH CpPEICTBAMHU
(ruppoxyiopoTasuaoM,  (GypoceMHJIOM)  MOKET  IPUBOAUTH K  TUIIOHAaTPUEMHH,
COIPOBOKAAIOIIEHCS KIIMHUYECKUMHU MPOSIBICHUSMHU.

Kapbamaszenus MOXeT NposBIsATh aHTATOHU3M JEHCTBUIO HEIETIONIPU3YIOIINX MUOPEIAKCAHTOB
(HampuMep, naHKypoHus: Opomun). B cinydae npumeHeHus Takod KOMOMHALMU JIEKAPCTBEHHBIX
CPEACTB MOXET BO3HUKHYTh HEOOXOJIMMOCTh B MOBBIIIEHUU J103bl YKa3aHHBIX MHUOPEIAKCAHTOB,;
CJIeZyeT TIIATeNbHO HAOMI0AaTh MAlMeHTa, TaK Kak BO3MOXKHO OoJiee OBICTpOe, YeM 0XKHUIANIOCh,
IIPEKpALECHUE IEHCTBUS MUOPEIAKCAHTOB.

Coo01manoch 0 BO3ZHUKHOBEHUM KPOBSHHMCTBIX BBIACICHMH M3 Biarajiuila B HEPUOJ MEXAY
MEHCTpyallUsIMU TIpM  OJHOBPEMEHHOM IPUMEHEHUHM Ipenapara ¢ TOPMOHAIbHBIMU
KOHTpAlenTuBaMi  (KpOBOTEUYEHHE «IpophiBay). IIpemapar wmoxer cHuxath d3ddekr
TOPMOHAJIBHBIX KOHTPALENITUBOB BCIIEACTBUE HHIYKIINA MUKPOCOMAIBHBIX ()epPMEHTOB.
KapOamazenun, Tak e, Kak U Jpyrue IICUXOTPOIHbIE CPEICTBA, MOXET CHHXKaTb
[EPEHOCUMOCTh aJKOrois. B cBA3M C 3TUM, MaLUEHTy pPEKOMEHAYEeTCS OTKa3aThCs OT
YIOTPEOICHHS ATTKOTOJISL.

OnHOBpeMEHHOE PUMEHEHNE KapOamMa3ennHa U IPSIMbIX aHTHKOATYJISTHTOB IS IPHEMa BHYTPh
(Hanpumep, puBapokcabaH, 1aduraTpaH, anMkcadaH, 3J0KcadaH) MOXKET IIPUBECTH K CHYDKCHHIO
KOHIIGHTPALlUM MEepOpalbHOTO AHTHKOATYJIHTa MpPSIMOro JeHCTBHA B IUIa3ME€ KpPOBH, UTO
IPUBOJUT K PUCKY pa3BUTUs TpoMmOo3a. Takum oOpa3om, pu HEOOXOAUMOCTH OJHOBPEMEHHOIO
NPUMEHEHHS YKa3aHHBIX IPETapaToB CIEAYeT NPOSBIATH HACTOPOKEHHOCTh B OTHOUICHUH
MPU3HAKOB U CUMIITOMOB TpOoMOo03a.

Bnuanue na ceponozuueckue uccneooeanusn

KapOamazenuH MOXeT NPUBECTH K JIOXKHOIMOJIOKUTEIILHOMY —PE3yJIbTaTy OIpeesIeHUs
KOHIEHTpaluu nepdeHasuHa MeTo10M BbICOKO3((PEKTUBHOM KUKOCTHON XpoMaTorpapuu.
Kapb6amazenun u 10,11-3mokcua kapOamasenuHa MOTYT NMPUBECTH K JIOKHOIIOIOKHUTEILHOMY
pe3yibTaTy OIpeNesIeHUs] KOHLEHTpAlMU TPULMKINYECKOr0 aHTHAENpPECCaHTa METOJIOM
HOJISIPU3ALMOHHOTO (DIFOOPECLIEHTHOTO MMMYHOAHAJIHN3a.

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTDH M JIAKTAIUSA

bepeMeHHOCTB

Pestome puckos

KapOamaszenun ObICTpO MPOHMKAET uepe3 reMaToIlIalleHTapHbId O6apbep M OOHApy>KUBaeTcs B

BBICOKHMX KOHICHTPAIMAX B TKaHAX ILIOJA, OCOOEHHO B IEYEHU M MOYKAX.
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JleTH TalMEHTOK C OSIHWJICICUEH 4Yalle ApPyFPHX—HpeApacHoAoKeHb—K —BO3HHKHOBEHHO
HapyIICHU Pa3BHTHUS, B TOM YHUCIE, BPOXKICHHBIX MOPOKOB. HecMOTpsi Ha HEIOCTAaTOYHOCTD
yOeIUTENbHBIX JaHHBIX KOHTPOJIUPYEMBIX HCCICIOBAHUI O HAJTMYMK NPUYMHHO-CIIEICTBEHHON
CBSI3U JJAHHBIX HAPYIICHUI ¢ MOHOTEpaIuei kapbama3enuHoM y MaTepH, Ha (poHe MpUMEHEHUS
npernapara 3aperucTpHUpOBaHbl COOOIIEHHUS O CIydasX BPOXKJICHHBIX 3a00J€BaHUI M MOPOKOB
pa3BuUTHs, BKJIIOYas He3apallleHHe IyXKeK I03BOoHKOB (Spina bifida) m npyrux BpokmeHHBIX
aHOMaJIMi: N1ePEeKTOB PasBUTHS HYEPEITHO-TUIEBBIX CTPYKTYP, CEPICYHO-COCYIHCTOW W APYTHX
CHCTEM M OPT'aHOB, THITOCTIA IHSL.

[To manubpiM CeBepoaMepUKAaHCKOTO perrcTpa OEpeMEeHHBIX, YacTOTa IpyObIX MOPOKOB Pa3BUTHS,
OTHOCSIIIIXCSL K CTPYKTYPHBIM aHOMAJIMSIM, TPEOYIOLIMM XUPYPrUYECKOW, MEIUKAMEHTO3HOW WITH
KOCMETHYECKOH KOPPEKLMH, JUAarHOCTUPOBAHHBIX B TedeHHE 12 Hedens Iocie pPOXKICHHUS,
cocrasisuia 3,0 % cpenu Marepel, MPUHUMABILIHNX B NIEPBOM TPUMECTpE KapOamasenuH B Ka4eCTBE
MoHoTepanuu, U 1,1 % y wmarepeil, HE NPUHUMABIIMX KAKUX-TMOO MPOTUBOSIHICITHYCCKIX
IpEnapaToB.

Knunnyeckoe 3HaueHue

Jleuenne mnpenapatom KapOamaszenuH y OepeMEHHBIX KEHUIMH C OSIHIEHCHEH, TOJDKHO
OCYIIECTBIISATHCS C 0COO0H OCTOPOKHOCTBIO.

[Tpu HEoOXOAMMOCTH MPUMEHEHMs Mpenapara y OEpeMEHHBIX, a TakXKe B TOM Ciydae, €Ciu
OepeMEeHHOCTh TMarHOCTUPOBaHa BO BpeMs IMPUMEHEHUs Mpernapara Wi NalUeHTKa IIaHUpyeT
OepeMEHHOCTb, CIIeyeT TIIATEIbHO OLEHUTh COOTHOLIECHHE 0XHJIAeMOH MOJIb3bl U BO3MOYXKHOIO
pHrcKa, 0COOEHHO B IEPBOM TPUMECTPE OEPEMEHHOCTH.

IIpu nmocrarouHoll  KIAMHMYECKOH dS(PQPEKTUBHOCTM Yy TMAlMEHTOK C  COXPAHEHHBIM
PenpoAYKTUBHBIM MOTEHIIMAIOM Ipenapar KapOamasenuH ciieyer NpuMeHsITh B MOHOTEpaIny,
TaK KaK 4acToTa pa3BUTHs BPOXKJICHHBIX aHOMAJIMH MJ10/1a IPU MPUMEHEHMH KOMOMHUPOBAHHON
IIPOTUBORIMIIENTUYECKON TEpalluy BBIIIE, YEM IPU MOHOTEpAlMM JaHHBIMM Ipenaparamu. B
3aBUCHUMOCTH OT MPENaparoB, BXOASIINUX B COCTaB KOMOMHUPOBAHHOM Tepamnuu, pUCK pa3BUTHSA
BPO’KJEHHBIX IOPOKOB MOKET MOBBIIIATHCSA, 0OCOOEHHO IpU J00ABIEHUH K TEpalUU BaJbIIpoaTa.
IIpenmapar KapOamazenuH cienyeT NpPUMEHSITb B MUHUMaIbHOW 3(PQEKTUBHOM j03€.
PekoMenayeTcss perysspHbIii KOHTPOJIb KOHIIEHTpAalUMM JEHCTBYIOLIETO BELIECTBA B IUIa3Me
kpoBu. Ilpu 5>QdexkTuBHOM MNPOTUBOCYJOPOKHOM KOHTpOJe y OepeMeHHOW cleayer
NONJEPKUBATh ~ MHUHMMAJbHYIO  KOHLEHTpallMi0  KapbamasenmuHa B IUIa3Me€  KPOBU
(TepameBTHUECKUH Juama3oH 4-12  MKI/MII), TIOCKOJNBKY CYIIECTBYIOT COOOIIEHUS O
BO3MOXKHOCTH [JI0303aBHCUMOCTH PHUCKA PA3BUTHUS BPOXKJIEHHBIX MOPOKOB (HANpHMEp, 4acToTa
pa3BUTHA MOPOKOB Pa3BUTHSI NpU NMpuMeHeHHH 10361 MeHee 400 Mr B CyTKH Oblja HUXKE, YyeM

IIpU IPUMEHEHUH 0oJiee BBICOKUX J103).
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[TateHTKH  AODKHBI  OBITH  MH()OPMUPOBAHBE BOSMOMKHOCTH  YBCIIMUCHHS — PHCKa

BO3HUKHOBEHHUS TIOPOKOB PAa3BUTHSI U O HEOOXOAMMOCTH, B CBS3M C OTHUM, IPOBEICHUS
aHTeHATaJILHOM TUAarHOCTHKH.

Bo Bpems OepemMeHHOCTH HE cleayeT MpepbiBaTh 3(PGEKTHBHOE MPOTHBOAMHICIITUYECKOE
JICYCHUE, TIOCKOJIBKY TIPOrpEecCHUpOBaHUE 3a00JeBaHMsI MOXXET OKa3bIBaTh OTPHUIIATEIHHOE
BJIIMSHHE HAa MaTh U Ha IUIOJ,.

KoHTposb 1 npodunaktuka

N3BecTHO, 4YTO BO BpeMs OEpeMEHHOCTH pa3BHBacTCS JeHUIHUT (OJIMEBOM KHUCIOTHI.
Coo0mmanoch 0 TOM, YTO MPOTHBOAIWICITUYCCKUE CPEICTBA YCHIIMBAIOT ATOT ACPUIUT. ITO
MOJKET CIIOCOOCTBOBATH YBEIIMUEHUIO YaCTOTHI BPOKICHHBIX NE(EKTOB Yy JIETEH, POKITAIOIIUXCS
Y JKEHIIMH, TPUHAMAIOITUX MMPOTHBOSMHIICTITUYECKHE CPEACTBA. B CBS3M ¢ BBHINIECKA3aHHBIM JI0
U BO BpeMsi OepeMEHHOCTH PEKOMEHYeTCsl OMOIHUTENbHBIN MprueM (OIUeBO KUCIOTHI.

C uenpio nNpodUIAKTHKU TOBBIIIEHHON KPOBOTOYMBOCTH Y HOBOPOXKIEHHBIX, >KCHIIMHAM B
MOCJIeIHUE HeAeld OEpEeMEHHOCTH, a TaKXKEe HOBOPOXKIACHHBIM PEKOMEHIYETCS IPUMEHSTH
BuTaMuH Kj.

HoBopoxaeHHbIS

OnmcaHo HECKOJBKO CIy4yaeB SHIJICHTHYECKUX TPUCTYIIOB W/MIM YTHETCHUS [bIXaHHUS Y
HOBOPOXJCHHBIX, MAaTepd KOTOPBIX IPUHUMAIM IIpernapar OJHOBPEMEHHO C JpPYrUMU
IPOTUBOCYIOPOXKHBIMU CpeAcTBaMu. Kpome Toro, coo0Imanoch Takke O HECKOJIbKUX CIydasx
PBOTBI, JMApEH W/UIM TUHOTPOGUHN Y HOBOPOXKJICHHBIX, MAaTEpH KOTOPBIX MOIyYaad Ipenapart.
Bo3moxHO, 3TH peakuuu NPEACTABIAIOT CcO00M MpOSBIEHUS CHHAPOMAa OTMEHBI Yy
HOBOPOXJCHHBIX.

I[OKJ'II/IHI/IT-IGCKI/IG JaHHBIC

[To 000OIIEHHBIM JaHHBIM PA3IUYHBIX JOKIMHUYECKUX HCCIEAOBAHUN Y YKUBOTHBIX (MBIIIH,
KPBICHI, KPOJUKH) TPHU MPUMEHEHHH B J03aX, COOTBETCTBYIOIIUX MPHUMEHSEMBIX Yy YelOBEKa,
KapOamMaszenuH o00J1alaeT HU3KUM TEPATOTCHHBIM MOTEHIIMAJIOM WJIM HE 00J1alaeT TaKOBBIM
BoBce. OpHako, JaHHBIX JOKIMHHMYECKHUX HCCIENOBAHHUM OKa3aJloCh HEOOCTATOYHO JIJIs
UCKITIOYEHHsS] TepaToreHHoro s¢ddexra kapbamazenuHa. B wuccnenoBaHuU penpoayKTHUBHON
TOKCHYHOCTH TpU MPUMEHEHHH Tpernapara y KOpPMSIIUX Kpbeic B A03e 192 MI/KT B CyTKH
OTMEYEHO 3aMeIJIeHrne TPUOaBKH MacChl Tela y TOTOMCTRBA.

JlakTarms

Kapbamazenua mpoHHKAaeT B TPYJHOE MOJOKO, T/Ie €ro KOHIeHTpamus coctaBiseT 25-60 % ot
KOHIICHTPAIlMU B TJIa3Me KPOBU. B CBsI3U C BBIIIECKAa3aHHBIM, TIPU HEOOXOJIUMOCTH MPUMEHEHUS
mperapara B TEPHOJ] TPYIHOTO BCKapMJIMBAHUS, CIIEAYET TIHIATEILHO OIICHUTHh COOTHOIICHUE

O’KUAEMOM T0JIb3bl €CTECTBEHHOTO BCKAapMJIMBAHMSI K BO3MOXXHOMY PHCKY Pa3BUTHs MOOOYHBIX
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apdekroB mpenapata. HeoOxoaumo HaOMOAaFs—HOBOPOKASHHBE, —HOAYIHOHHX —FPyAHOe——

MOJIOKO, C IIeTIbI0 KaK MOKHO OoJiee paHHEH MUArHOCTUKUA TMOOOYHBIX 3PQEKTOB (Hampumep,
BBIPQKEHHOW COHJIMBOCTH, AJUICPTUUECKUX KOXKHBIX PpEakiuii). Y HOBOPOXKIECHHBIX, KOTOpBIC
noiy4yaau KapOaMasenuH aHTEHATAIbHO WM C TPYAHBIM MOJIOKOM, OIMCAHBI —CIydau
XOJIECTaTHUECKOr0 TEeNaTuTa, B CBSI3U C UYeM CJIelyeT HaOJII0aTh TAKMX HOBOPOXKICHHBIX C IIEJbIO
KaKk MOKHO Oosiee paHHEeH NUarHOCTHKU MOOOYHBIX 3((HEKTOB CO CTOPOHBI I'eNaTOOMIHAPHON
CHCTEMBI.

KonTpaueniumsa

[TarmeHTKaM ¢ COXPAaHEHHBIM PENPOAYKTUBHBIM ITIOTEHIIMAIOM CJIENYET UCIIOJIb30BaTh HAJIC)KHBIC
METO/bI KOHTPALIETILIMK BO BPEMsI TEPAIIUU U B TEUEHHUE 2 HEJEIb MI0CIIE IprUeMa IOCIeTHEN 103bl
npemnapara. B cBs3u ¢ unaykuuei pepMeHToB KapOaMaszernuH MOXKeET 0ClabsTh TeparneBTUIeCKUi
3¢ dexT mepopadbHBIX KOHTPAICNITUBOB, COIEPIKALIMX OSCTPOT€HBI W/WIM  MPOTECTEPOH.
[TJaueHTKaM C COXpPAHEHHBIM PENPOAYKTUBHBIM IIOTEHIMAIOM CIEAYeT PpPEKOMEHA0BATh
WCII0JIb30BaTh AJIbTEPHATUBHBIE METO/Ibl KOHTPALICTIIIMKA BO BPEMsI TEPAIMH IIPENAPATOM.
PepTIILHOCTD

3aperucTpupoBaHbl OYEHb PEKUE COOOIICHHS O CHMKEHUU MYXKCKOW (DepTUIBHOCTH W/WIU
HapyLICHHUE CIIEpMaTOreHesa.

4.7. Baiusinue HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CpPeACTBAMH M padorarh ¢
MeXaHNU3MaMH

CnocoOHoCTh TalueHTa, npuHumaromiero mnpemapar KapOamazenuH, kK OBICTpoil peakiuw,
0COOEHHO B Hayajie Tepanuy WK B MEpUoJl MoA00pa 103bl, MOKET ObITh HapyIlIeHa BCJIEICTBHE
Kak camoro 3aboseBaHus (HampuMmep, Cy0por), Tak U BCJIEICTBHUE MOOOYHBIX SBICHHUM, TaKUX
KAaK, TOJIOBOKPYKE€HHE, COHJIMBOCTb, aTaKCHs, JIWIUIONMUSA, HapyIIEHHWE AaKKOMOJAIuu |
HapymieHue 3peHus. IlamueHTty cneayer coOntogaTh OCTOPOXHOCTb HpPU  YIPABICHUU
TPAHCIIOPTHBIMU CPEACTBAMH U MEXaHU3MaMH.

4.8. Hexkes1aTelbHbIEe peaKkIUH

Onpenenennble BuAbl HexenatenbHbIx peakuui (HP), nanpumep, co croponsr IIHC
(roJIOBOKpYKEHHUE, ToJ0BHas 0O0Jb, aTaKCHsl, COHJIMBOCTb, YyBCTBO YCTaJOCTH, AUIUIONUSI), CO
CTOPOHBI THUIIEBAPUTEIBHON CHCTEMBI (TOLIHOTA, PBOTA), a TAaKXKE AIJIEPIrHUECKUE KOKHBIE
peaxIuu, BCTPEYalTCs OUYEHb YacTO WJIM 4acTO, OCOOEHHO B HayaJle JICYEHUsl MpenapaToM, Win
IIpU NPUMEHEHUH YPE3MEPHO BBICOKOI MepBOHAYaIbHOW 03Bl IpernapaTa, Wid MpU JEUYEeHUU
MIOKUJIBIX MTALIUEHTOB.

Jlo3o3aBucumbie HP 00bI4HO pasperiaiorcss B TeUEHHUE HECKOJIbKUX JHEH KaK CIIOHTaHHO, TakK U
MOCJIE BPEMEHHOT'O CHIDKCHHS 10361 npenaparta. Pazputre moOouHbIX peakiuii co croponsl [[THC

MOJKET OBITh CJIICACTBUEM OTHOCHTCIIEHOU NEPCAOZUPOBKU MIpCIapaToM HIW 3HAYUTCIIBHBIX
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KOJICOAHUN KOHLIEHTPAIMH JICHCTBYIOIIETO BEHIeeTBa—B—Ha3Me—KpPOBH—B—Fakux—eayaax
PEKOMEHIYEeTCsl KOHTPOJIUPOBATh KOHILEHTPALUIO JEHCTBYIOLIErO BEIECTBA B IUIa3Me KPOBHU.
HexenarenbHble peaklUuu CrpyNIMpOBaHbl B COOTBETCTBUHU C KiacCHU(pUKALMEHd OpraHoB U
cucteM MedDRA, B mpezenax KaI0i TPyl NEPSYUCIICHBI B TIOPSIKE YMEHBIICHUS YaCTOThI
BCTpE4YaeMOCTH. B npenenax kaxxaou rpynmsl 4acToTsl Bcrpedaemoctd HP ykasanel B mopsiake
YMEHBLIEHUS UX 3HAYUMOCTH.

Pe3roMe HexxenaTeabHbIX PEAKIINN

[Ipu ouLeHke 4YacTOThI BCTpeyaeMOCTH pa3nuuHbix HP ucmnosip3oBaHbl ciepyromniye rpaialuu:
oueHb yacto (=1/10), gacto (=1/100, <1/10), newacro (=1/1000, <1/100), peaxo (=1/10 000,
<1/1000), ouensb peako (<1/10000), B TOM 9uCIie U OTACIBHBIC COOOIICHHS.

Hapywenus co cmoponwvl Kposu u numgpamuyeckol cucmemyl: 04€Hb 4acTO — JICHKOIEHUS; YacTo
— TPOMOOIUTONCHHS, 03UHOPUINS; PEKO — JEHKOUUTO3, JUM(pageHonaTus; O4YeHb PEIKO —
arpaHyJIONNTO3, AIUIACTHYSCKAs aHEMHsS, MAHIUTONCHHS, aHEMUs, WCTUHHAs JIPUTPOIUTApHAS
aruiasus, Merajio0IacTHas aHEMHUSI, PETUKYJIOIIUTO3, TEMOJIMTUICCKAST aHCMUSL.

Bo Bpems mpuema mpenapata MOXKET Pa3BUTHCA arpaHylOIUTO3 M arjlaCTHYecKas aHEeMHS.
OnHako B CBSI3UW C TEM, 4YTO OTHU COCTOSHUS BO3HUKAIOT OYEHb PEAKO, TPYIHO JIaTh
KOJIMYECTBEHHYIO OLIEHKY PHCKA WX BO3HUKHOBEHUS. M3BeCTHO, UTO CyMMapHBIN PUCK Pa3BUTHS
arpaHyjoLMTO3a B OOIIEH MOIMYJISIIUY, HE TOJTydaBIlel JIeYeHus, cocTaBiser 4,7 caydaeB Ha 1
MJTH HaCeJIeHHUs B IO, a arjlacTuueckoil anemuu — 2,0 caydast Ha 1 MITH HaceneHus B TOJ.
Hapywenus co cmoponsbt ummyHHOU cucmemsl: PEAKO — MOJIUOPTraHHAas TUIIEPUYBCTBUTEIBHOCTh
3aMEJIJICHHOTO THITA C JIMXOPAJIKOW, KOKHBIMY BBICHITIAHUSAMHE, BACKYJIUTOM, JIUM(aIeHOaTHEH,
nceBoMMGOMON, apTpairuen, JEeUKONMEeHHEeH, >03MHO(PMINEH, TenaToCIuICHOMETaluen u
W3MEHEHHBIMH ITOKa3aTelsIMi (DYHKIIUU TICYCHU W JCCTPYKIUS BHYTPUIICYCHOYHBIX JKEITIHBIX
MPOTOKOB C YMEHbBIIEHHEM WX 4YHcla (yKa3aHHbIE TPOSBICHHS BCTPEUYAIOTCS B PA3IUYHBIX
KOMOHMHAIMIX). MOTYT Take BOBJIEKAThCS JAPYTrUe OpraHbl (Hampumep, JIerkue, MOYKH,
NOJ/DKETYIOYHAsT JKeJle3a, MHOKap[A, TOJCTash KHUINKA); OYeHb PEIKO — aHapWIaKTHYecKas
peakus, aHTHOHEBPOTUICCKHIA OTEK, THIIOTaMMariio0yIMHEMHUSI.

[Tpy BO3HUKHOBEHUU YKA3aHHBIX BBIIIE PEAKIMi MOBBIIIEHHONW YyBCTBUTEILHOCTH PUMEHEHUE
npemnapara JoJKHO OBITh TPEKPAIIEHO.

DHOOKpUHHblE HAPYWEeHUs. 9acTO — OTEKH, 3a/IepKKa KHUIKOCTH, YBEIMYEHHE MAacChl Tena,
TUTIOHATPHEMHSI W CHIDKCHHE OCMOJIIPHOCTH KpOBHU BeiencTBUe d¢¢deKTa, CXOTHOTO ¢
JNEHUCTBHEM aHTUIUYPETHUYECKOTO TOPMOHA, YTO B PEAKUX CIy4asX HIPUBOJUT K BOJHOU
WHTOKCHKAIMN (TUMIOHATPHUEMHH Pa3BEICHHUs), COIMPOBOXKIAIOIICHCS JIeTaprueil, pBOTOMH,
TOJIOBHOW OOJIbIO, JIE30pPHCHTAMEeH W HEBPOJIOTHYSCKUMHU HAPYIICHHSIMH, OYEHb PEIKO —

TaJlaKTOpEd, THHEKOMACTH .



COOTBETCTBYET 3KCNEPTHOMY OTY ETr
ot 18.03.2022 N= 5940

(NOCNEOCBATENEHOCTE 0002)

Hapywenua memabonusma u numaus: peag 5

amnmeTuTa; OuYeHb penKko — ocTpas mnopupus (ocTpas WHTEPMUTTHUPYIOLIAs HOpGHUpPUS H
cMeranHas mopgupus), Heoctpas nopdupust (Mo3Hss KO>KHAsI TOphUpus).

THcuxuyeckue napyuwienus. peAKo — TaJUTIOIUHAIMK (3pUTENIbHBIE WU CIIyXOBBIE), JEMPECCHs,
OECIIOKOMCTBO, arpeccusi, aXuTalus, CIYyTAHHOCTb CO3HAHUS; OYEHb PEIKO — aKTUBaLuUs
IICUX03a.

Hapywenus co cmoponsvl HepeHOU cucmemsl: OYEHb YacTO — TOJOBOKPY>KEHHUE, aTaKcHs,
COMHOJICHIIMSI; YaCTO — TOJIOBHAsi 0O0Jb, JAMILIONHUSA; HEYACTO — aHOMAJIbHBIE HEIPOU3BOJIbHBIC
JBUKEHUS (HaIpUMeEp, TPEMOD, «IIOPXaroLIMil» TpeMop (aCTEPUKCHUC), MbILIEUHAsl JUCTOHMS,
TUK), HHUCTarM; peIKO — JWCKUHE3Ms, IJIa30[[BUTATEIbHbIE HApPYyLIECHUS, HapyUIEHHUs peuu
(Hampumep, [u3apTpus, HEBHATHAs pedb), XOpeoarero3, nepudepuyeckas HEBpOIATHS,
mapecre3usi, Iape3; OYeHb PEAKO — 3JI0KAYeCTBEHHBI HEMPONENTUYECKHI CHHIPOM,
ACEeNTUYECKUH MEHUHTHT C MUOKJIOHYCOM U MepH(EepUIeCKOi 303MHODUINEH, TUCTEB3NS.
Hapywenus co cmoponwvl opeana spenus: 4acTo — HapyleHue aKKOMOJALUHU (B T. 4. HEUYETKOCTb
3peHus); OYeHb PEAKO — IOMYTHEHHUE XPYCTaInuKa, KOHbIOHKTUBUT.

Hapywenus co cmoponwvl opeana ciyxa u 1abupunma: 04€Hb PEIKO — PaCCTPOMCTBA CllyXa, B T.
Y. IIyM B yIlIax, TUIEPAKy3Hsl, TUTI0AKY3Hsl, U3MEHEHUS BOCIIPUATHUS BbICOTHI 3BYyKa.

Hapywenus co cmoponul cepoya: peiko — HapyLUIeHUs] BHYTPUCEPAEUHON POBOINMOCTH; OYEHb
penko — OpaguKapausi, apUTMHUsl, aTPUOBEHTPUKYJISIpHAsA OJiokaga ¢ 0OMOPOKaMU, XPOHUYECKAs
ceplieuHas HeJJOCTaTOYHOCTh, 000CTpEeHNE UIIEMUYECKOM 00JIe3HU cepa.

Hapywenus co cmoponst cocy0os: peaxo — apTepuaibHasi TUIEPTEH3Us WU TMIIOTEH3Us; OUYeHb
peoKo — IUPKYJIATOPHBIM  KoJamc, TpoMOodiedur, TpombOOIMOonus  (Hampumep,
TPOMOOIMOOIIHS JIETOYHOM apTepun).

Hapywenus co cmopoHnsl OvixamenvHol cucmemsl, 0peaHo8 2pyoHOU KIemKu U Cpe0oCmeHUs.
OYEHb PEIKO — PpEeaKklUM TUIEPUYyBCTBUTEIBHOCTH, XapaKTEPU3YIOIIMECS JIMXOPaIKOH,
OJBIIIKOM, THEBMOHUTOM WJIM THEBMOHUEH.

Kenyoouno-kuuieunvie Hapyuienus. O4€Hb 4YaCTO — TOIIHOTA, PBOTA; YacTO — CyXOCTb BO PTY;
HEYacTo — Juapesi, 3amop; peiako — O0oiib B JKMBOTE; OYEHb PEIKO — TJOCCHT, CTOMATHT,
HNaHKpeaTHT.

Hapywenuss co cmoponvl neuenu u dwceniegol@oOswux nymeu: PpeaKo — TemaTUT
XOJIECTATUYECKOT0, MMapeHXMMATO3HOro (TENaToLEUTIONISIPHOTO) WM CMEIIAaHHOTO THIIA,
JECTPYKLUSl BHYTPUIIEYCHOUHBIX >KETYHBIX MPOTOKOB C YMEHBIICHHEM HX 4YHCIa, KENTyXa;
OUYEHb PEJIKO — IPaHyJIEMAaTO3HOE OPAKEHNE NTEYEHH, IE€YEHOYHASI HEJOCTaTOUYHOCTb.
Hapywenus co cmoponvl Kodcu U NOOKONCHbIX MKAHeU: OYeHb YacTO — aJJIEPrUYeCKHil

JIEpMaTHUT, KPATUBHUIIA, KOTOPAsi MOXKET OBITh TSDKEJIOM; HEYacTO — IKC()OTUATUBHBIN JEPMATHT;
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PEIKO — CHCTEMHasi KpacHas BOJYAHKA, KOXKHbHI—3YH;—O4eHb—Pefiko——CHIAPOM—CTHBEHER
JxoHCOHa (B HEKOTOPBIX CTpaHax A3uHM KIacCU(UIMPOBAH KaK «PEIKO»), TOKCHUYECKUN
IMMACpMaTbHbIH  Hekponu3  (cunapom  Jlaiterma),  peakuuu  (OTOCEHCHOMIM3AINY,
MHOTO(OPMHAsI 3pUTEMa, y3JI0BaTasi IpUTeMa, HaPYIICHH ITUTMEHTAllUU KOXKH, IypIypa, aKkHe,
TUIIEPTUAPO3, ATONEIHS, TUPCYTH3M.

Hapywenusa co cmoponbl MbluleuHOU, CKeNemHol U COeOUHUMENbHOU MKAHU. PEAKO —
MBbIIIEYHast CIa00CTh, OYEHb pEIKO — HapylIeHHEe KOCTHOro MeTaboim3Ma (CHHI)KCHHE
COIEPKaHMS Kb M 25-TUApPOKCHXOJeKanblHdeposa B IUla3Me KpPOBH, IPUBOJSINEE K
OCTEOMAIISLIMN/ OCTEOIIOPO3Y), APTPAITUN, MUAJITHUS M MBIILICYHBIH CIIa3M.

Hapywenusa co cmoponbl nouek U  MOYeGblGOOSAWUX — Nymeli: O4YEHb PEOKO  —
TyOYJIOMHTEPCTULNATIBHBIA HE(PPUT, IMOUEUHAs] HEJOCTATOYHOCTh, HapylIeHue (YHKIIMU MOYEK
(HanpuMep, anbOyMUHYpUS, TEMaTypHsi, OJIUTYpUs, TOBBIIICEHUE KOHIICHTPAIMM MOYECBHHBI B
KPOBH/a30TeMHs), YIAIIEHHOE MOYCHCITYCKaHHE, 3a/IeP’KKa MOYH.

Hapywenue co cmoponvl penpoOyKmueHoU cucmemsvl U MOJOYHBIX dcejle3. OYEeHb PEAKOo —
pPAacCTPOMCTBO TIOJIOBOM (DYHKIMH/IPEKTHIbHAS AUCOYHKIMS, HApyLUICHUS CIIepMaToreHes3a
(YMeHbIIICHHE KOJIMYECTBA CIEPMATO30M/I0B U MX ITOJIBUKHOCTH).

Obwue napyuienus u peakyuu 8 mecme 68e0eHus. 0OUEHb YaCTO — MOBBIIICHHAS YTOMJISEMOCTb.
Jlabopamopnule u uncmpymeHmanbHule OaHHble: OUYeHb 4acTO — ITOBBIIICHUE aKTHBHOCTH 'aMMa-
rIyTaMuwiITpaHcdepassl (BCICACTBUE WHAYKIHWU TIEYCHOUYHBIX (PEPMEHTOB), YTO OOBIYHO HE
UMEeT KIMHMYECKOTO 3HAUEHHS; YacTO — IIOBBINIEHHWE AKTHUBHOCTH IIENOYHOH (ocdaTasbl
KPOBH; HEYACTO — TIOBBIIICHWE AKTUBHOCTH TpPAaHCAMHHA3; OYEHb PEIKO — TIOBBHIIICHHE
BHYTPHIJIA3HOTO JIaBJICHUS, TOBBINICHHE KOHIICHTPAIMU XOJIECTEPHHA, BKIIOYAs XOJECTEPUH
JIMIIONPOTEUIOB BBICOKOW IUIOTHOCTH, W TPHUIIIMIEPUIOB, M3MEHEHUS IOKa3aTene (yHKIHuu
IIUTOBUJIHOW >Kele3bl — CHUKEHHWE KOHIEHTpauuu L-TupokcuHa (cBOOOAHOM M CBS3aHHOM
¢bpakuun) ¥ TPUHOATUPOHMHA W MOBBIINIEHHE KOHIEHTPAlMd THUPEOTPOIHOIO IOPMOHA, YTO
OOBIYHO HE COINPOBOKIAETCS KIMHHYECKUMH TPOSBICHHUSIMHU, TOBBIIICHHE KOHIEHTPAINU
NPOJIAKTHHA KPOBH.

Heoicenamenvhvie s61eHUsL NO OAHHBIM 68 NOCMPESUCPAYUOHHOM Nepuode (coobweHus Ovliu
NONYYeHbl U3  NONYIAYUU  HEeONpeoeleHHO20  pasmepd,  8Cledcmeue  4ee0  YACHOMY
6cmpeuaemMocmu Onpeoenumsb HeO3MONCHO, HACIMOMA HeU38eCMHA»)

Hngpexyuu u uneasuu’ peakTHBAINS BUPYCa IPOCTOTO reprieca 6 THma.

Hapywenus co cmoponvl kposu u tumgamuueckoi cucmemsl: HEAOCTATOUHOCTb KOCTHOT'O MO3Tra.
Hapywenus co cmopombl uUMMYHHOU cucmembl: JEKApCTBEHHAs ChIb C J03MHO(GUIMEN U
cucteMHbIMU niposiBieHusiMU (DRESS-cunmpom).

Hapywenus co cmoponvl nepénoti cucmemsl: celalius, HapyleHue maMsTH.
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Kenyoouno-kuuieunvie HapyuieHus: KOJIUT.
Hapywenua co cmoponvl Kodcu U NOOKOMCHbIX MKAHell: OCTPBIA TeHEepaTu30BaHHBIN
9K3EHTEMAaTO3HbIH MyCcTyJe3, JIUXCHOUJHBIA KepaTo3, OHUXOMa/Ie3HC.

Hapywenus co cmoponvl mblueunotl, CKeiemHotl U COeOUHUMeNbHOU MKAHU . TIEPEIIOM KOCTEH.
Jlabopamopnvie u uncmpymenmanvHvle OanHvle: CHUKEHUE IUIOTHOCTH KOCTHON TKaHHU.

Tpasmbl, unmoxcukayuu u OCIONCHEHUs npoyedyp. TaJeHue (CBA3aHHOE C aTaKCuew,
TOJIOBOKPY)KEHHUEM, COMHOJICHIIMEH, apTepualbHON THIIOTEH3UEH, CIYTaHHOCTHIO CO3HAHMS,
ce/anyei, BRI3BAaHHBIMU [TPUEMOM IIperapara).

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmarb 0 10J03PEBAEMBIX HEXKENATENbHBIX pEaKUUsAX IOCIE€ PErucTpanuu
JIEKapCTBEHHOTO Ipernapara ¢ Lelibl0 00ecreyeHns HePepbIBHOIO MOHUTOPUHIA COOTHOLLICHUS
«I10JIb3a — PHUCK» JIEKaPCTBEHHOI'O Ipenapara. MenuIuHCKUM paOOTHUKAM pPEKOMEH]yeTCs
coo0miate 0 JIOOBIX MOJ03PEBACMBIX HEKENIATEIBHBIX PEAKIHIX JICKAPCTBEHHOTO Iperapara
yepe3 HallMOHAJIbHBIE CUCTEMBbl COOOIIEHUSI O HEXKEIATENbHBIX PEAKIHUAX IOCY1apCTB — YICHOB
EBpa3suiickoro 3KOHOMHYECKOI'0 COI03a.

Poccuiickas ®@enepanus

109012, r. Mocksa, CnaBsiHCKas IIOMAAb, 1. 4, cTp. 1

®denepanbHas cinyx0a o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

Tenedon: +7 800 550 99 03

OnekrpoHHas modra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOpMaIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTu «HTepHeT»!
http://www.roszdravnadzor.gov.ru

4.9. llepeno3npoBka

[Tepeno3upoBka npossisiercs 00brdHO cuMntToMamu co croponsl LIHC, cepreuno-cocyaucroi u
JIBIXaTeIbHOM CUCTEM, a TaKXkKe SBJICHUSIMHU, YKa3aHHBIMU B pazzene 4.8.

CumMnToMbI

[Tpu nepeno3upoBKe BO3MOKHBI HUYKE€yKa3aHHbBIE CUMIITOMBI M JKaJI00Bbl.

Llenmpanvnas mnepsnas cucmema: yruerenue ¢ynxkuuit IIHC; HapymeHue co3HaHus,
J€30pUEHTALUs, COHJIMBOCTh, QKWUTALUs, TaJUIIOLMHALMU, KOMa; 3aTyMaHUBaHHUE 3pPEHUS,
HEBHSATHAsl pedb, IU3apTpUs, HUCTArM, aTakcHs, NUCKUHE3Ms, Tumneppediexcus (B Hauaie),
runopeduexkcus (mo3xe); CyJopord, ICUXOMOTOPHbBIE PACCTPONCTBA, MUOKJIOHYC, THIIOTEPMHUSI,
MUJpHUa3.

ﬂblxame]lbl—laﬂ cucmema: YTHETCHUC IbIXaHUs, OTCK JICTKHUX.
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Cepoeuno-cocyoucmas cucmema. TaxuKapausi—aprepHaibHas—FHHOTCH3HI WA —B—OTASHBHbX
CIIy4asiX apTepualibHas THIEPTCH3Us, HAPYIICHUS MPOBOJUMOCTH C PACHIMPEHUEM KOMILIEKCa
QRS; ocTanoBka cepamna u 0OMOPOKH, BBI3BAaHHBIE OCTAHOBKOM cep/lia.

Tuwesapumenvnas cucmema: pBOTa, 3aJepikKKa Iaccaka MNHUIIA M3 JKENyJKa, CHIKEHUE
MOTOPHUKH TOJICTOM KUIIKH.

MouesviOenumenvhas cucmema: 3aepKKa MOYH, OJUTYPUS WIN aHYPUS; 3aJepiKKa KUIKOCTH;
BOJHAsT  WHTOKCUKAIMsA  (TUIIOHATPUEMUs  pa3BeleHus), oOycioBieHHas  dddexTom
KapbamazenuHa, CXOJHbIM C IeUCTBUEM aHTHANYPETUYECKOTO TOPMOHA.

Ckenemno-muluieynass cucmema: CYIECTBYIOT COOOLICHHS O pPa0JOMHONN3E, CBSA3aHHOM C
npUMEHEeHHEM KapOamasenuHa.

Hzmenenus co cmopouvl 1a6OpamopHulX  nokazamesneli: TUIOHATPUEMUS, BO3MOXKEH
MeTabONMMYECKUN anua03, BO3MOXXHA THIEPIIIMKEMHUs], IMOBBIIICHUE AKTUBHOCTHU MBIIICYHON
¢dpakunu KpeaTHHPOCHOKHHA3HI.

Jleuenue

Cneunduueckuif aHTUIOT OTCYTCTBYeT. IlepBOoHAauYanbHO JieUeHHE IOJDKHO OCHOBBIBATHCS Ha
KIIMHUYECKOM COCTOSIHMM TMallMeHTa, IMOKa3aHa rocnuTanuiaunus. IlpoBoautcs ompeneneHue
KOHIICHTpAllM KapOaMmas3enuHa B IUIa3ME€ KPOBH JUIS TIOJATBEPXKICHHUS OTPABJICHUS STUM
CPEIICTBOM M OIICHKH CTEIICHU NIEPEI03UPOBKH.

OcyiecTBisieTcss 3BaKyalus COJIEPKUMOTO JKENIyAKa, MPOMBIBaHHE >KeNylKa, MpPUMEHEHHE
aKTUBHPOBaHHOTO yruid. [lo3aHss sBakyalus >KeIyJOYHOTO COAEPKHUMOIO MOKET NMPUBECTH K
OTCPOUYCHHOMY BCACHIBAHUIO M TTOBTOPHOMY IOSIBJICHHIO CHMIITOMOB HMHTOKCHKAIIMUA B TEPHO.T
BEI3JIOpOBIICHUs. [IpUMEHSIETCSI CHMIITOMATHYECKOE IMOICPKUBAOIICe JICYCHUE B OTICIICHUN
WHTCHCUBHOW TEpaluyd, MOHHTOPHpPOBaHWE (YHKIHMNA Ccepana, TIIaTelbHAs KOPPEKIUS
HapYIICHUH BOAHO-3IIEKTPOIUTHOTO OanaHca.

Pexomenayercss mpoBezeHHEe reMocopOlMM Ha YrolbHBIX copOeHTax. I'eMoamnanu3 sBIseTCS
3¢ (EeKTUBHBIM METOJIOM JICUEHUS IPU MIEPEeI03UPOBKE KapOaMa3eluHOM.

B03MOXHO TIOBTOpHOE YCHJICHHE CHUMIITOMOB TEPEIO3UPOBKH Ha 2-i W 3-U JeHb Tocie ee

Ha4dalia, 4To O6YCJ'IOBJ'IGHO 3aMCIJICHHBIM BCaCbIBAHHEM Kap6aMa3enHHa.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCcKHe CBOiicTBa

PapMakoTepaneBTUYECKas IPyMIa: IPOTUBOAMMIEITUYECKOE CPEJICTBO.
Kon ATX: NO3AFO1.

MexauusM JaencTBus U hapMakoaruHaMudeckue YOO EKThI




COOTBETCTBYET 3KCNEPTHOMY OTY ETr
ot 18.03.2022 N= 5940

l'ﬂl:l':.-IE,:I.'_'EuuTEJ_ll:H': CTb 0002)

Kapbamazenus, nelCTBYIOIIEE BEIIECTBO Mperapata—Kapbavaserr—BAseTes HPOH3BOAHBIM
nuban3azenuHa. Hapsay ¢ NpoTHBOSIIMIIENTHYECKUM, Ipernapar oliagaeT HeHpOTPONHBIM H
ICUXOTPOIHBIM JIEHCTBHEM.

Mexanusm JeiicTBus KapOamasenuHa K HACTOALIEMY BpPEMEHHM OOBSICHEH JIMILIb YaCTHYHO.
KapOamazenun crabunm3upyer MeMOpaHbl MEepeBO30YKICHHBIX HEHPOHOB, MOJABISET
cepuiiHble pa3psiibl HEHPOHOB M CHUXKAET CHHANTHYECKYIO Tepefady BO30YKIAIOMIUX
UMIYJIbCOB. BeposATHO, OCHOBHBIM MEXaHHM3MOM JeicTBUsA KapOamas3enuHa SBISIETCS
IPEJOTBPALIEHHE IIOBTOPHOI'O BO3HMKHOBEHHMS B JIENOJIAPU30BaHHBIX HEWpOHAX HaTpuii-
3aBHCUMBIX TOTCHIMAJIOB JCWUCTBUS 3a CYET OJOKaZbl OTKPBITHIX MOTEHIMAI3aBUCUMBIX
HATPUEBBIX KAHAJIOB.

IIpy npuMeHeHMH B MOHOTEpANUU Yy MALMEHTOB C SMWIEHCHEH (B OCOOEHHOCTH y AeTed u
HOJPOCTKOB), OBUIO OTMEUYEHO IMCUXOTPOIIHOE JeiicTBUe  IpenapaTta, BKJIIOYaBIIEE
MOJIOKUTEIIPHOE BIMSHHE HA CHMIOTOMBI TPEBOTHM M JCTPECCHH, a TaKKE CHIKCHHE
pa3apaXUTEIBHOCTH U arpeCCUBHOCTU. B OTHOIIEHWH BIMSHUS Mperapara Ha KOTHUTHBHBIE H
IICUXOMOTOpPHbIE ()YHKLIUU HET OJHO3HAYHBIX JIAHHBIX: B OJHUX HMCCJIEIOBAHUAX ObUI MOKa3aH
NBOSKMM WM HeratuBHbI 3¢ dekr, KoTopblii 3aBHcen OT J03bl IMpenapara, B APYrux
UCCIICIOBAaHHUSX OBLIO BBISABICHO TOJIOKHUTEIBHOE BIMSHUE Tpernapara B OTHOIICHUH BHUMAHUS
U TTAMSITH.

Kak HeifporponHoe cpenctBo mpenapar 3pQeKTUBEH MpH psijie HEBPOJOrMYECKUX 3a00JIeBaHUi.
Tak, Hampumep, HpUd HMIUONATUYECKOW M BTOPUYHOW HEBPAJITMU TPOMHUYHOIO HEpBAa OH
NPEAYNPEeXKAaeT TOSBICHHE TAPOKCH3MAIBHBIX  OOJIEBBIX TpHUCTYNOB. llpum  cuHIpome
QJIKOTOJIbHOM aOCTHHEHIMH Ipenapar MOBBIIAET MOPOr CyJOPOKHONW TOTOBHOCTH, KOTOPBIA NpU
JTAHHOM COCTOSIHUM OOBIYHO CHIDKCH, M YMEHBIIAET BBIPAKEHHOCTh KIMHUYECKHUX TPOSBICHHUH
CHHJPOMA, TaKMX KaK MOBBIIIEHHAs! BO30OYAMMOCTb, TPEMOD, HAPYIIEHHS TOXOAKH.

Y OoJIbHBIX HecaXxapHbIM 1ua0eToM MpenapaT yMEHbIIAET JUYPEe3 U UyBCTBO JKaXk/Ibl.

Kak ncuxorponHoe cpeactBo mpemnapar 3@dextuBeH npu ad@ekTUBHBIX paccTpoilcTBax, a
UMEHHO: TIPU JICUYCHHH OCTPBIX MaHUAKaJIbHBIX COCTOSIHHW, MIPU TMOJICPKUBAONIEM JICUCHUH
ounosisspHbIX ap(EeKTUBHBIX (MaHMAKAIbHO-AETIPECCUBHBIX) PACCTPOMCTB (Kak B KayecTBe
MOHOTEpAINH, TaK U B COUETAHUU C HEUPOJIETITUUECKUMHU CPEICTBAMH, aHTH/ICTIPECCAaHTaMH WU
npenapaTaM JIMTHS), TP TPHUCTYNax Mmu30ad(HEeKTUBHOTO TICHX03a, TP MaHUAKAIBHBIX
NpUCTyNaxX, T/€ OH NPUMEHsEeTCs B KOMOMHAIMM C HEHpOJNENTHKaMH, a TakXke Tpu
MaHHMaKaJIbHO-IEMPECCUBHOM TICHX03€ C OBICTPHIMHU LIUKIIAMH.

XO0Ta yMEHbILIEHHE BBIICICHUS TJIyTaMaHa M CTa0MiIu3anuss MeMOpaHbl HEHMpPOHOB MOXKET

OOBSACHATH  MPOTHBOSMWICNTUYECKUH  3PPeKkT, crmocoOHOCTh  MpemapaTa  IMOAABIATH
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MaHHaKaJIbHBIC TPOSBICHUS MOXET OBbITh O0yeroBACHA—yFHETSHHEM—O0OMEH gf‘@wu.ma u
HOpaJpeHalInHa.

5.2. ®apMakoKHHeTHYeCKHe CBOiicTBA

AOGcopbuus

[Tocne npuema BHYTpb KapOaMa3elnMH BCACHIBAETCS IMOYTH IOJHOCTBIO, IPU IpuUeMe
TabneTupoBaHHOW (OPMBI BCACBIBAHHUE TPOUCXOAMT OTHOCHUTENBHO MezieHHo. [locie
OJIHOKpaTHOro mpuema Tabnetku KapOamazenuH cpenHss MaKcHUMallbHasi KOHIEHTpalus B
mwiazme (Cmax) Aocturaerca yepe3 12 4. Ilocnme ogHOKpaTHOro mnpuema BHYTPh TaOJETKU
Kapb6amazenua 400 mr, cpemHee 3HaueHHE Cmax HEM3MEHEHHOTO JICHCTBYIOIIETO BEIISCTBA
cocraBisieT okoio 4,5 Mkr/mi. He oTMedaeTcst KITMHIUYECKH 3HAYMMBIX Pa3iIMuuil B OTHOLICHUU
KOJIMYECTBA BCAChIBAEMOIO JICWCTBYIOIIETO BEIIECTBA IOCJIE MPUMEHEHUs pa3IHYHbIX
JeKapcTBeHHBIX (popm mpenapara Kapbamaszenun yist mpuemMa BHYTPb.

[Ipu mpumenenun 000 NekapcTBeHHOW (opmbl mpenapata KapOamasenwH mnpueM HIIA
CYILIECTBEHHO HE BIMSIET HA CKOPOCTb U CTENIEHb BCAChIBaHUS KapOaMas3enuHa.

PaBHOBecHas koHIEeHTpalus kapOamasenuHa B IUIa3Me€ JOCTUTaeTcs B Te4yeHue 1-2 Hememb.
Bpems ee mocTukeHHS MHANBUAYAIbHO W 3aBHUCUT OT CTENEHU ayTOMHAYKUUU (PepMEHTHBIX
CUCTEM II€YEHU KapOaMa3eluHOM, TeTePOMHAYKIIUU JAPYTUMH, OJTHOBPEMEHHO IMPUMEHSIEMbIMU
JIEKapCTBEHHBIMHU CpEACTBAMM, a TAK)K€ OT COCTOSIHMS IalMEHTa 10 Hayaja TepamnuH, J03bl
mpernapata W JJIUTENBHOCTH JiedeHus. HabOmiogaroTcs CyliecTBEeHHbIE MEXKHHIMBUyaIbHbIC
pa3inuvs pPaBHOBECHOM KOHIIGHTpAI[MM B TEPaneBTHYECKOM JMana3oHe: y OOJbIIMHCTBA
MAalMEeHTOB ATH 3HaYeHUs KoaeomoTcs ot 4 10 12 mxr/mi (17-50 Mxkmotb/i).

Pacnopenenenne 1 cBA3bIBaHKE ¢ OEIKaAMH IJIA3MBI KDOBH

Cesa3piBaHMe KapOamasenuHa ¢ Oeinkamu Tuta3mbel KpoBu coctaBisier 70-80 %. KonnenTparus
HEM3MEHEHHOro KapOaMa3zenuHa B CIMHHOMO3TOBOM >KMJKOCTH M CIIIOHE IMPOINOPLUOHAIbHA
JoJie ACMCTBYIOLIETO BELIeCTBa, HE cBsi3aHHOrO ¢ Oemkamu miaa3Mmel (20-30 %). KonuenTpanus
KapOaMmaszenuHa B TPYIHOM MOJIOKe coctaBiisieT 25-60 % oT ero 3HaueHUs B IUIa3Me KPOBH.
KapbOamazennH npoHHMKaeT uepe3 IUTAlleHTApHBIA Oapbep. YUYUTHIBAs IIOJIHOE BCACHIBAHHE
KapOama3zenuHa, Kaxyuics oobem pacnpenaenenus coctasiset 0,8-1,9 n/kr.

BI/IOTDaHC(bODMaHI/IH

Kapb6amazenun merabonusupyercs B nedyeH. OCHOBHBIM IyTeM OuoTpaHchOpMaluy SBISETCS
SMOKCHJITUOJIBHBIA TYyTh, B pe3yibTaTe Yero oOpaszyroTcss OCHOBHBIE Meradonutel: 10,11-
TPAHCIMOJIOBOE NIPOM3BOAHOE M €ro KOHBIOraT ¢ IIIIOKYpOHOBOW KucioTol. IlpeBpaiuenue
kapOamaszenun-10,11-snokcuna B kapGamazenus-10,11-tpancanon B opraHu3Me 4elOBeKa

MMPOUCXOOUT ITPU IMMOMOIIHU MUKPOCOMAJIBHOT' O (bepMeHTa SIIOKCUATUAPOJIA3HEI.
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Copnepxanne kapOamazenuH-10,11-smokcuna (2rHBHOFO MeTaW“HM) cocraBaser okoi0-30-%
OT KOHIICHTpanuu KapOamazenuHa B 1azMe KpoBu. OCHOBHBIM  H30()EPMEHTOM,
obecrieunBaronuM  OuoTpaHchopManuio KapbamazenuHa B KapOamazenun-10,11-3mokcun,

spisieTcs: utoxpom P450 3A4. B pesynbprate ATHX META0OJWYECKHUX peakiuii oOpasyercs

TakKe HE3HAYUTENHbHOE KOJMYECTBO Jpyroro Meradomuta — 9-ruapokcu-merun-10-
KapOamMouIaKpuIaHa.
Jlpyroit BakHbII MyTh MeTaboJaM3Ma KapOamasenmuHa — OOpa3oOBaHHME O] BO3ACHCTBHEM

nzopepmenra UGT2B7 pa3nuuHbIX MOHOTHIPOKCHIIMPOBAHHBIX IPOM3BOIHBIX, a TaKKe
N-TJIFOKYpOHHIOB.

DJIMMHUHALMS

[lepuon monyBBIBEIEHUS HEHW3MEHEHHOTO KapOamaszenuHa Iocie OJHOKPATHOro Ipuema
mpernapaTta BHYTPh COCTABIISIET B CPEITHEM OKOJIO 36 4, a mociie MOBTOPHBIX IPUEMOB Mpemnapara
— B cpeaHeM 16-24 4 B 3aBUCUMOCTU OT JJIUTEIIBHOCTH JIEUEHUs (BCIEIACTBUE ayTOMHAYKIIUU
MOHOOKCUT€Ha3HOW cHucTeMbl redyeHH). llokazaHo, 4YTO y MalMEHTOB, NPUHUMAIOIINX
OJIHOBPEMEHHO JpyTHe Mpemnaparbl, UHAYIUpYyrome GepMeHTsl neueHu (Hanpumep, GeHUTouH,
dbenobapOuTan), nepruo MoyyBbIBeIeHUs KapOaMa3enuHa cocTaBiseT B cpeaHem 9-10 u.

[Ipu mpueme BHYTph KapOamazenuH-10,11-smokcupa cpenHuil MepuoN €ro IMOJTyBBIBEACHUS
COCTaBJIsi€T IPUMEPHO 6 4.

[Tocne ognokpatHoro mpueMa BHYTpb 400 Mr kapbamaszenuna 72 % NPUHATON 1036l BHIBOJUTCS
nouykamMu U 28 % uyepe3 kumedHuK. Okono 2 % NpUHATONW J03bI BBHIBOASATCS IMOYKAMH B BHJIC
HEU3MEHEHHOro kapOamaszenuHa, okono 1 % — B Buzae ¢dapmakonornyecku aktuHoro 10,11-
snokcuaHoro Mertabonura. Ilocne onHokpatHoro mpuema BHYTph 30 % kapOamazenuHa
BBIBOJIUTCS] IOYKaMHU B BUJIE KOHEUHBIX MPOAYKTOB MOKCUIANOIBHOIO ITyTH METaboI13Ma.

Oco0eHHOCTH d)aDMaKOKI/IHeTI/IKI/I Y OTACIABHBIX T'PYIIT MAIIMCHTOB

JleTH ¥ MOAPOCTKHU

VYV nereit, BcrenacTBue Oosiee OBICTPOM SIMMHUHAIIMM KapOamaszenuHa, MOXKET MOTpeOoBaThCs
npuMeHeHne 0oJiee BBICOKHX JI03 MperapaTta M3 pacdera Ha KI' MacChl Tela, 0 CPaBHEHUIO CO
B3POCIIBIMH.

JIniia moKMI0r0 BO3pacTa (B BO3pacTte 65 JIeT u CTa]f)H_Ie)

Her naHHBIX CBHUIETENBCTBYIOMIMX, 4YTO (apMaKOKMHETHKa KapOamas3enuHa HW3MEHSeTCs Y
HaIMEHTOB MOKUIIOTO Bo3pacTa (110 CPaBHEHUIO CO B3POCIBIMU JIUIIAMU MOJIOZ0I0 BO3PacTa).

[ToyeyHas HEAOCTATOYHOCTh 1 NEUYEHOYHAS HEAOCTATOYHOCTh

I[aHHBIX 0 (I)apMaKOKI/IHCTI/IKC Kap6aM3.3€HI/IHa Yy NAalUCHTOB C HApYHICHUAMUA (bYHKI_[I/II/I IIOYECK

HJIW MIEYCHHU 10 HACTOAMICTO BPpEMEHU HE UMCCTCHA.
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6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. [lepeyeHb BCIOMOTraTeJbLHBIX BElECTB
[ToBHI0H (MTOTUBUHUITIUPPOIHIOH HU3KOMOJIEKYsIpHBIA 12600+£2700, moBumon K17)

KpemHust 1Mokcu KOJIJIOUTHBIN (a3pOochin)

KapOokcumerniakpaxman HaTpusl (HaTpHsi KpaxMall TIIUKOJIST)

Marnus creapaT (MarHuii CTeapuHOBOKHUCIIBIN)

Tanbk

Kpaxman kapTodenbHbiit

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHsl)

5 ger.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NMPH XPAHEHUH

XpaHUTh B 3aIUIIEHHOM OT CBETa MECTE, IPpHU TeMIiiepaType He Boiie 25 °C.

6.5. Xapakrep u cojep:kaHue NePBUYHONH YIAKOBKH

[To 10 TabneTok B KOHTYPHYIO SIYEHKOBYIO YIAKOBKY M3 IUJICHKH MOJWBUHWIXJIOPUAHON U
(GoJIbru aMIFOMUHNEBOM MEYaTHON JTAKUPOBAHHOM.

5, 10 KOHTYPHBIX STYEMKOBBIX YIAKOBOK C HHCTPYKIIMEH 110 TPUMEHEHHUIO TTOMEIIAIOT B MAYKy U3
KapTOHa.

6.6. Oco0Oble Mepbl MNPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0  Npenapara WM OTX0A0B, TMOJYYEHHBIX IOcjie NpPHMEHEeHUus:
JIEKApPCTBEHHOI'0 MpenaparTa ujim padoThbl ¢ HUM.

OcoOble TpeOOBaHUSI OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanns

[Tybnuunoe akumoHepHOe OO0IIecTBO «AKIMoHepHOoe Kypranckoe OOIIECTBO MEIMITMHCKHUX
npenapatoB u uzgenuii «Cunte3» (I[TAO «Cuntes»)

640008, Kypranckas o6i., r. Kypran, npocnext Koncturyuuu, 1. 7

Tenedon: +7 (495) 646-28-68

E-mail: info@binnopharmgroup.ru

7.1. IIpeacTaBuTe/Nb AEPKATE/S] PETHCTPALMOHHOIO YI0CTOBEPEHHUS:

[Iperen3un HOTD66I/ITCJICI71 HalnpasJIATH 110 aApECyY.

Poccuiickas @enepanns
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[TyGnuyHOe akIroHepHOe 00IIECTBO «AKIMOHEpHOe KypraHekoe-00HecTBO-MEOAHHHHEKHX

npenapatoB u usgenuit «Cunres» (ITAO «Cunresy)
640008, Kypranckas o6:1., r. Kypran, npocniekt Koncturyuuu, 1. 7
Tenedon: +7 (495) 646-28-68

E-mail: info@binnopharmgroup.ru

8. HOMEP PETUCTPAIIMIOHHOTI'O YIOCTOBEPEHHUS
JITI-Ne(000679)-(PT-RU)

9. IATA TEPBUYHOM PETUCTPAIIMM (ITOATBEPKJIEHUSI PETUCTPAIIUA,
MNEPEPETUCTPALIUN)
Jara nepoii peructpanuu. 11.04.2022

10. JATA IEPECMOTPA TEKCTA
OO0mass  xapakTepucTHKa JIeKapCcTBEHHOro mpemapara KapOamazenuH  JocTynmHa  Ha

MHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALHMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHe™ https://eec.eaeunion.org/


mailto:info@binnopharmgroup.ru

