COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 08.11.2023 N= 22667

OBIIAS XAPAKTEPUCTHKA JEKAPCTBEHHOFOTIPERAPATA 1702

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
KAPBAMASEIIVH BEJI®APM, 200 mr, TabneTku.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JleiicTByrolee BeecTBO: KapOamMas3enuH
Kaxxnas tabnerka conepxut 200 Mr kapbamaszenuHa.

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TalOmeTku.
Kpyrible mIocKOmmIMHAPUYISCKUE Ta0JIETKH O0€I0r0 WiIk OeJIOTo C JKEITOBATHIM OTTCHKOM IIBETa

C PUCKOI U (acKou.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3zanusi K NPUMEHEHUIO
[Ipenapatr KAPBAMAJEIINH BEJI®APM noka3aH k nIpueMy y B3pOCibIX, IOAPOCTKOB U AETEN
B BO3pacTe OT 4-X JIeT.
— Onuiencus:

®  CJOKHBIEC WJIH IPOCThIE MaplUaIbHbIE SMUICITUYECKHE MPUCTYIIHI (C MOTEpEN UiIn

0e3 oTepH CO3HAHMS) C BTOPUYHOM reHepam3aiuei uim 0e3 Hee;

e TreHepaIn30BaHHbIE TOHUKO-KJIOHUYECKUE MUIICNITHYECKIE TPUCTYIIBI;

e cMenlaHHbIE (POPMBI SMUIETITUYECKUX MPUCTYIIOB.
— OcTpble MaHUaAKaJbHBIE COCTOSIHMSI U TOJACpKHUBAIOIIAasl Tepanus OUMOJISPHBIX
a(PEeKTUBHBIX PACCTPOMCTR C ETBI0 MPOPUIAKTUKH 000CTPEHUN MITH OCIa0IeHUS KIMHUYECKUX
IPOSIBICHUI 000CTpEHHUSL.
— CuHApPOM aNKOTOJIbHOM a0CTUHEHIIHH.
- Nnnonatnyeckas HEBpaiarusi TPOMHUYHOTO HEPBA U HEBPAITUsI TPOMHUYHOTO HEPBA MPHU
paccessHHOM CKJIepo3¢ (TUIMUYHAS ¥ aTHUITHIHAS ).
— Wnnonarudeckas HEBpaITUs S3bIKOTIIOTOYHOTO HEPBA.
4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEeHUs!

PexxuM 103upoBaHus

[Ipenapat MOXHO MPUMEHSTh KaK B MOHOTEpAIlNH, TaK U B COCTaBe KOMOMHUPOBAHHOM Tepanuu.

Onunencus
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ITo BO3MOKHOCTH TIPEapaT ceyeT npuMensTh B Monotepamtr - B TENEHUCTE D003

[Ipenapat 00bryHO HEAHEKTUBEH MPU MANIBIX MpUIaaKax (petit mal, abcanc) 1 MUOKITOHUYECKHUX
MPHUCTYyTaX.

JledeHne HauMHAIOT ¢ HEOOJBIION CYTOYHOW J03bI, KOTOPYIO B TIOCIEIYIOIIEM MEIJIECHHO
MOBBIIIAIOT J0 JOCTHXKEHHS ONITUMAIIbHOTO (D deKTa.

Jlo3a kapbamazenuHa MoaOupaeTcs WHAUBHIYATBLHO ISl JOCTHUKCHHS aJeKBAaTHOTO KOHTPOJIS
CYAOPOXHBIX cocTosiHMM. /[lng moxbopa omTWManbHOW 03Bl Tpermapara pPEeKOMEHIYeTCs
onpezeNieHue KOHIEHTPAlMu JEHCTBYIOLIEro BeIIeCTBA B IUIa3Me€ KPOBH, KOTOpas OOBIYHO
coctaBisieT 4—12 mkr/mi (17-50 Mkmob/i).

[Ipu nobGaBrneHWH K JOPYrUM TPUHUMAEMBIM TMPOTHBOSMUICIITUYECKUM TIpernapaTaMm 103y
npenapata KAPBAMASEIIMH BEJI®APM mnoBsimaior nocreneHHo. Ilpu HeoOxoaumoctu
MIPOBOJST COOTBETCTBYIOLIYIO KOPPEKIIUIO 103 IPUHUMAEMbIX IIPENapaToB.

HauanpHas no3a kapbamazenuna Jyist B3pocibix coctaisieT mo 100-200 mr 1 uaum 2 paza B CyTKH.
3arem 103y MEIJICHHO MOBBIIIAIOT O AOCTHXKEHHS ONTUMAIBHOTO JiIeueOHOTO0 3(h(hekTa; 0ObIIHO
oH nocturaercs npu no3e no 400 mr 2-3 pasa B cyrku. HekoTopbIM nanmueHTamM MOXET
nmoTpedoBaThCs yBenudeHrne cyTouHou 10361 70 1600 mr umu 2000 mr.

Heepaneua mpotinuunoeo Hepsa u nedpaneus sA3v61K0210MOYH020 Hepaa

Havanphas noza ans B3pocibix cocrasisieT 200400 mr B cytku. Ee MenneHHO MOBBIIAIOT 10
MCYEe3HOBEHMsI 00JIEBBIX OmIymeHu# (00bI9HO 10 10361 o 200 Mr 3—4 pa3a B cyTkH). 3aTeM 103y
MOCTENEHHO CHUKAIOT 0 MUHUMAJIBHOM MOIJIEPKUBAIOILICH.

MakcumanbHasi PEKOMEHIIOBaHHAs Jo03a i B3pocibix coctaBisger 1200 wmr/cyr. Ilpum
paspenieHnn 00JIEBOTO CHHApOMA CJelyeT MOCTENeHHO MpeKpalarh Teparuio MpernapaTom 10
BO3HUKHOBEHUS CIICAYIOIIET0 OOJIEBOTO MPHUCTYIIA.

Cunopom anko2orvHou abcmuneHyuu

Cpennsisi no3za cocraBisier 200 Mr 3 pa3a B CyTKH. B TspKenbIX ciiydasix B TE€UEHHUE IMEPBBIX
HECKOJIBKUX JTHEH J103a MOXKET ObITh MOBKIIIEHA (HarpuMep, 10 10361 o 400 Mr 3 pasza B CyTKH).
[Tpu TsKENBIX MPOSIBICHUSX ATKOTOJBHON aOCTHMHEHIIMU JICYCHHE HAYMHAIOT C MPUMEHEHUS
npernapaTa B KOMOMHALIUY C IIpenapaTaMy, OKa3bIBaIOIIMMHU CEIaTHBHOE U CHOTBOPHOE NEHCTBUS
(HanmpuMep, ¢ KIIOMETHA30JI0M, XJIOpaAra3enokcuiom). [loce paspemienust octpoit ga3bl JeUeHNe
MpermapaToM MOKET OBITh POJOKEHO B BIIE MOHOTEPAITUH.

Ocmpoble manuakaibHvle COCMOSHUS U noddepaicusaioujee ievenue agh)ghekmusHulx (OunoaapHbIx)
paccmpoticms

Cyrounas no3a cocrapiset 400—1600 mr. Cpenusis cyrounas goza — 400—-600 mr (B 2-3 mpuema).
[Ipy ocTpoM MaHMAKaTLHOM COCTOSIHMH JI03y CIIEyeT IMOBBIMIATh JOBOJBHO ObicTpo. [Ipm

MOJICP)KUBAIOLICH Tepanuy OUMOJSPHBIX PACCTPOMCTB B HENAX OOECIEYeHHsS ONTHMAIbHON

2



COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 08.11.2023 N= 22667

MIEPEHOCUMOCTH KaXKJIO€ CIICYIOIIEe IMOBHIIICHUE nozn&%ﬁ;ﬁgo]gb%‘%T@%Bhg%ﬁ&? %ag

7103a YBEJIMUMBAETCS IIOCTEIIEHHO.

IIpexpawenue npuema npenapama

BHezanHoe mpekpaleHue MpuemMa Ipernapara MOXKET CIPOBOLUPOBATH AIUICNTUYECKUI
MPUCTYI, TO3TOMY KapOaMa3enuH ciaeayeT OTMEHSTh TIOCTETIEHHO B TeYeHHE 6 Mecs1eB U Oolee.
Ecnmu HeoOXoIuMO OTMEHUTHh Ipermapar y MalueHTa ¢ SOHICNCHEH, Mepexoa Ha JApyroe
IIPOTUBOAMMIIENTHYECKOE CPEACTBO JTOJKEH OCYILECTBIIATHCS MO MPUKPHITUEM [TOKA3aHHOTO B
TaKMX CIIydasx Iperapara.

Oco0Oble T'PVYIITBI TAITUEHTOB

Iayuenmsi nodxcunozo 6o3pacma (65 nem u cmapuie)
YuuteiBass ~ JIEKapCTBEHHBIC  B3aUMOJEHCTBUS UM OCOOCHHOCTH  (hapMaKOKUHETHKHU
MPOTUBOAMMUIENTUYECKUX IIPENapaToB, MOXKWIBIM MallMeHTaM J03y Ipernapara cjienyeT
moAOHUPaTh ¢ OCTOPOIKHOCTHIO.

eTH
OcHoBHoe mnokazanue s npuema npenapara KAPBAMASEIIMH BEJI®APM y nereit —
snuencus. JlanHyio JekapcTBeHHYIo (GopMy mpernapara cieayeT IPUHUMATh JJIs JIEUYEHUS TeX
e, 9TO U Y B3POCIBIX, (OPM SIUJIETICUU Y IeTel cTtapiie 4 neT. JIedueHne MoKeT ObITh Ha4aTo C
10361 100 Mr/cyT; 103y MOBBIIAIOT OCTENIEHHO, He Oosee, ueM Ha 100 Mr B Heneno.
Jletsim B Bo3pacte 4 JeT U MIIajiie peKOMEH0BaHO MPUHUMATh KapOaMas3enuH B BUAE APYTUX
JIEKapCTBEHHBIX (hOpM (cHupor).
Tloooepoicusarowue 003vi: ISl eTel ycTaHaBIMBAIOT M3 pacdera 10—20 MI/Kr Macchl Tela B

CYTKH (B HECKOJIBKO ITPUEMOB).

BozpacT peGenka CyTtounas g03a
4-5 ner 200—400 mr
6—10 et 400-600 mr
11-15 ner 600—-1000 mr
>15 ner 800—1200 mr (kax 111 B3POCIIBIX )

MaxcumanvHvle 0o3vl: N JA€TeH B Bo3pacTe <6 jer coctaBisieT 35 Mr/kr/cyr, 615 mer —
1000 mr/cyt, >15 net — 1200 mr/cyT.

Tak kak B OTHOIIEHUM TMpHEMa TMpenapara Mo APYTHMM IOKa3aHHUSIM Y JEeTed JOCTaTOYHOIO
KOJIMYECTBA JIOCTOBEPHOU MH(OPMAIIUU HET, PEKUM JO3UPOBAHMS IpermapaTa PEKOMEHI0OBAaHO
MOJIOMPATh B COOTBETCTBHH C BO3PACTOM M MAacCoW Teja peOeHKa, He MPEBbINIas YKa3aHHbBIC B
TaOJINIIE TO36I.

Cnooco0 nnpuMeHeHus

BnyTps.
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[Tpenapat MOXKHO MPUHUMAThH BO BPEMsI €Ibl, OCIe e,I[I)IiQIIJ_TlI:/I"ﬁ‘];l %M%%k%&gﬁ%aMn

nuiy. TabneTku ciaexyer NpUHUMATh ¢ HEOOIBIINM KOJIHYECTBOM JKUAKOCTH.

4.3. llpoTuBONOKA3aHUS

— ['unepuyBCTBUTENBHOCTh K KapOaMa3elnuHy WM CXOAHBIM B XUMHYECKOM OTHOLICHUH
JIEeKapCTBEHHBIM IIpernapaTaM (Harpumep, TPULUKINYECKUM aHTHACTIPECCAHTaM), WIIH K JII000OMY
U3 BCIIOMOTATeNbHBIX BEUIECTB, IEPEUNCIICHHBIX B pa3zaene 6.1.

- ATpUOBEHTpUKYIsIpHas OJoKaaa.

— Hanuuue B anamHe3e 3MKU30/10B YTHETEHUSI KOCTHOMO3IOBOT'O KPOBETBOPEHHUSI.

— [Teuenounple mopdupuu (HarpuMep, OcTpas TepeMekaromascs MopPUpHs, TO3THSISA
KOXKHasi TOppUpHsi, BapreraTHas Hoppupusi).

— [Tpriem B KOMOWHAIIMU C UHTUOUTOPAMU MOHOAMUHOKCHAA3BI (CTPYKTYPHOE CXOJCTBO C
TPULMKIMYECKUMU aHTHICTTPECCAHTAMHU ).

— Jerckuii Bo3pacT A0 4 jer.

4.4. OcoOble ykazaHMsl M MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

Y TnanueHTOB ¢ AHAMHECTHYECKMMH CBEICHHSIMH O 3a00JeBaHUSX cepana (BKIIOYas
JICKOMITCHCHPOBAHHYIO XPOHHUYECKYIO CEpJIECYHYI0 HEJIOCTaTOYHOCTh), TIEYCHH (BKIIIOYAs
[ICUCHOYHYIO HEJOCTaTOYHOCTB), MOYEK (BKJIIOYAs MOYEYHYI0 HEJOCTAaTOYHOCTH), MOOOYHBIX
reMaTOJIOTHUECKUX PEAKIMAX Ha JApPYrHe JIEKAapCTBEHHbIC CPEACTBa WJIM OO0 OTMEHE paHee
MIPOBOJUBIIIETOCS JICUCHHUS KapOaMa3elmnHOM, TEpaIHio CIEAYeT MPOBOAHMTH TOJBKO TIOCIE
THIATEIILHOTO aHAJIN3a COOTHONICHUS MEXKAY OXHIaeMbIM 3(pdeKTom JieueHuss 1 BO3ZMOXKHBIM
PHUCKOM Tepanuu ¢ TIATEIbHBIM PETYISPHBIM KOHTPOJIEM COCTOSHUS MALMEHTA.

Crenyer ¢ 0OCTOPOKHOCTBIO TPUMEHSTH Mpenapar y NalieHToB:

- C TUTIOHATPUEMHEH pPa3BelICHHs], THIIOTHPEO30M;

- MOKWIBIX  MAalUeHTOB  (YYUTHIBas  BO3MOKHOCTh  Pa3BUTHS  JICKAPCTBEHHBIX
B3aUMOJICHCTBUI U pa3INYHYIO (PapMaKOKWHETHKY MPOTUBOSIUIICITUYECKUX IIPETapaToB);

— CO CMEIIaHHBIMH (OpMaMH SNUJICNTUYECKUX MPUCTYIOB, BKIIOYAIONIMMHU a0CaHC,
TUNMYHBIA WM aTUIUYHBIA, 1 MUOKIIOHMYECKHX MPHUCTYIMaX (YYUTHIBas BO3ZMOXKHOE YCHIICHHUE
MIPUCTYIIOB);

— C TOBBIINICEHHBIM BHYTPUIJIA3HBIM JaBICHHEM, 3aJEpP>KKOM MOYM U Trunepruiazuen
IpEACTAaTeIbHOM  JKeJle3bl, Y4uThiBass caalyi0  M-XOJHMHOOJOKHPYIOIIYI0 — aKTHBHOCTb
KapOaMasenuHa;

- MOJTyYArOIIUX MTPOTHBOCYIOPOIKHBIE TIPEIapaThl;

— y Hocurenet aens HLA-A*3101 u HLA-B*1502;

- npu OEpPEMEHHOCTHU U B MIEPUOJ TPYJHOTO BCKapMIIMBaHuA (cM. paszen 4.6).



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 08.11.2023 N= 22667

(NOCNEOCBATENEHOCTE 0003)

Oco0snle yKa3zaHus

[Ipenapar crneayet mpuHUMATh TOJIBKO M0/ BpaueOHBIM KOHTPOJIEM.

THayuenmoi co cmeuwianHvblMu opmamu dSNUIERMUYECKUX NPUCIYNOS, BKII0UAIOWUMU AOCAHC U
MUOKIOHUYECKUe NPUCmynbvl

[Ipenapar o06sraHO HEdPhekTuBeH mpHu abcaHcax (petit mal) ¥ MUOKJIOHMYECKUX MpUCTyHax. Y
NAllMeHTOB CO CMEUIAHHBIMHA (OpMaMH SHWICNTHYECKUX MPHUCTYNOB TMpenapaTr JJ0JDKEeH
OPUMEHATBCS C OCTOPOKHOCTBIO W TOJBKO TMPH YCIOBHH OO0ECIEUEHUS PEryJIsIpHOTO
MEAMIMHCKOTO0 HaOMI0AeHUs (M3-32 BO3MOXKHOTO YCHUJICHHS NpHUCTYNoOB). B cimyudae ycunenus
npuctynoB npenapat KAPBAMAJSEIIMH BEJI®APM cnegyer OTMEHUTb.

CHuoicenue uucia mpomooyumos u 1eukoyumos

Bo BpeMs npuMeHeHusI pernapara ¢ pa3jInyHOM 4aCTOTOM OTMEYAeTCs PEXOASIIEe U CTOUKOE
CHI)KEHHE YHUCJIa TPOMOOLIUTOB WM JIEHKOIMTOB. OHAKO B OONBIIMHCTBE CIIYy4aeB 3TU SIBJICHUS
IPEeXOAdld M OOBIYHO HE SBJSIOTCS MpPEIBECTHUKAMU Hayaja arlaCTUYeCKOW aHeMUU WU
arpanyiouurosa. [lepea Hagamom jgedeHus, a TaKKe NEPUOJUIECKH B ITPOLIECCE JIEUEHUS CIETYET
IPOBOJIUTH KIIMHUYECKUI aHaIM3 KPOBH, BKIJIIOYAs MOACYET YHUCIa TPOMOOIIUTOB U, BOZMOXKHO,
PETUKYJIOLMTOB, a TAK)KE ONPEAEIIATh COAEPIKAHNE JKEIE€3a B CBIBOPOTKE KPOBH.

HeoOxoaumo oBecTH 10 cBeleHU MalueHTa HHPOPMAIMIO O paHHUX MPU3HAKAX TOKCHYHOCTH,
CBOMCTBEHHBIX BEPOSITHBIM T'€MAaTOJIOTMYECKUM HApYIIEHUSAM, a TAK)XKE O CUMIITOMaX CO CTOPOHBI
KO ¥ niedeHu. [larrenta nHpopMUPYIOT 0 HEOOXOAUMOCTH HEMEIJICHHO 00PaTUTHCS K Bpauy B
ClIydae MOSIBJICHMS TaKMX HEKeJaTeNIbHbIX peakIuil, Kak JUXopajka, 00Jb B ropJie, Chillb, S3BbI B
MOJIOCTH pTa, OECIPUYMHHOE BOSHUKHOBEHHE KPOBOM3IMSIHUNA, FeMOppartii B BUe NeTexuil min
ypIypHI.

[Ipu ymeHbIIEHUH KOJIMYECTBA JIEUKOIIUTOB MK TPOMOOLIUTOB (MJTH TeHICHIIMY K YMEHBIIICHUIO),
Ha (OHE Tepanuu IpernaparoM CleAyeT TIIAaTeIbHO HaOoaTh MallieHTa U KOHTPOJIUPOBATH
MOKa3aTeJIM Pa3BEpHYTOrO0 KIMHHUYECKOrO0 aHanu3a KpoBU. EcCiAM BBIABIEHBI MNpPU3HAKU
3HAUUTENBHOIO yTHeTeHus1 KocTHoro mosra, npenapat KAPBAMASJEIINH BEJI®APM nomxen
OBITH OTMEHEH.

Jlepmamonozuueckue peaxyuu

[Ipu npuMeHeHnH npenapara 04eHb PEAKO OTMEYAINCH TSKENbIE 1EPMATOJIOTMUECKUE PEAKIIUH,
BKito4as cuHjapoMm CtuBeHca-/[PKOHCOHA M TOKCHYECKUM 3MUAEPMATbHBIA HEKPOIU3 (CUHIPOM
Jlatienna).

[Ipenmapar KAPGAMASEIIMMH BEJI®APM cnegyer HEMENJIEHHO OTMEHUTh U IMPOU3BECTH
nox0op anbTepHATHUBHOW TEpanuyd B TOM CIIydae, €CIM OTMEYAIOTCS MPU3HAKU M CHUMIITOMBI,
IPEI0JIOKUTEIBHO CBUETENBCTBYIOLINE O PA3BUTHUHU TSKEINBIX I€PMATOIOIMUECKUX PEAKIIUM —

Hanpumep, cuaapoma CtuseHca-/oHcoHa wiu cunapoma Jlaitenna. [Ipu pa3BuTun Tskenbix (B
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pale CIydaeB, YrpOXKaIOMUX JKU3HH) KOHKHBIX ':@éﬁkﬂgig-': El‘l‘éEE@EH '%Eit%':' rITh

TOCHUTATIM3UPOBAH B cTauuoHap. B OGompmmHcTBe citydaeB cuHapoM CrtuBeHca-/[)KOHCOHA H
cuHapoM Jlailemia pa3sBUBAIMCH B IIEPBBIE MECALBI TEpANMM IpenapaToM. JlaHHBIE PEAKLUU
pa3BuBaIuCh NpuOIM3UTENbHO B 1-6 ciydasx Ha 10000 BnepBbie MPUHUMAIOIINUX IMperapaT B
CTpaHax ¢ MPEUMYILECTBEHHO €BPOIIEOUIHBIM HACETIEHUEM.

JlaHHBIE PETPOCIEKTUBHOIO aHAIW3a y IALMEHTOB SAINOHCKOW HALMOHAJIBHOCTH W KUTENIEHU
CeBepHoil EBponbl NpoIeMOHCTPUPOBAIM CBS3b MEXKIY TSDKEIBIMU TOPaKEHUSMU KOXKHU
(cungpom  CruBeHca-/[>xoncona,  cunapom  Jlaitenma,  DRESS-cunmpom, — ocTpsiit
reHepaI30BaHHbIA AK3aHTEMATO3HBIA IMYCTYNE3 M MSATHUCTO-Y3€JIKOBasl ChIllb) y HOCUTENEH
amenss HLA-A*3101 uenoBeueckoro neikorurtapHoro anturena (HLA) u mnpumeHeHuem
KkapOama3zenuHa.

Yacrora amrenss HLA-A*3101 MoOXeT OTAWYAThCSA y Pa3IUYHBIX ATHUYECKHUX TPYII: OKOJIO
2-5 % y nacenenusa EBpomnsl, okono 10 % — y ssmonnes. YacTora BCTpe4aeMOCTH TAHHOTO aJuIesis
y O0onbIIMHCTBA HaceneHus: ABctpanuu, A3uu, Appuku u CeBepHON AMEPUKH COCTaBIISIET MEHee
5 %, ¢ HEKOTOPBIMU MCKJIIOUEHUSIMH B pamkax 5—12 %. Yacrora G6onee 15 % ycraHoBneHa y
HEKOTOPBIX dTHHUECKUX rpymi KOxHoit AMepuku (ApreHTuHa U bpasuinuns), KOPeHHBIX KUTEISIX
Ceeproii Amepuku (mmemena HaBaxo u Cuy, B Mekcuke — Canopa Cepm), IOxHoM UHnun
(Tamun Hany), u 10—-15 % — cpeau 1pyrux KOPEHHBIX JKUTENEH TaHHBIX PETHOHOB.

[Ipu npumenennn kapOamaszenuHa y Bo3MOXHbBIX Hocutenel amutenst HLA-A*3101 (manpumep,
MalMEHTOB SIMOHCKOW HAlMOHAJIBHOCTH, €BPOIEOUJIOB, KOPEHHBIX JKUTEIEH AMEpHUKH,
JaTUHOAMEpUKaHIeB, HapoioB fora WHaum u apaboB) pPEKOMEHIyeTCs MPOBOAUTH
TEHOTUIIMPOBAaHUE 10 JaHHOMY ajuiento. IIpuMeHsATh mpenapar y HOCUTENEH AAHHOIO ayljIelis
CJIEyeT TOJBKO B TOM CIIy4ae, €CJIH M10JIb3a OT TEPANIUH IIPEBBIIIAET BO3MOKHBIN PUCK.
[TanpeHTam, yKe TOJNYYAOIIMM TEpalui0 IPEenaparoM HE PEKOMEHIYETCS MpPOBEJICHUE
TeHOTUITMPOBAHUS 110 JAHHOMY aJIJIEII0, TTOCKOJIBKY TSKEJIble KOYKHBIE peaKlMU B OOJIBIIMHCTBE
CJIy4yaeB OTMEYAIIUCh B MEPBbIE MECSIIBI IPUMEHEHH IpenapaTa (BHE 3aBUCHMOCTH OT HAJIWYHS
HLA-A*3101).

[Io naHHBIM PETPOCHEKTHBHOIO aHajiu3a MPUMEHEHUs Ipernapara y MalUMeHTOB KUTANUCKOW U
TACKOM HAIMOHAJIBHOCTEH MMEETCAd KOPPENSIUa MEXAY 4YacTOTOM pa3BUTHUS CHHIpOMA
CruBenca-Jl>xoncona u cunjapoma Jlaitenna u HamuuueM B reHome nanuenta amnens HLA-
B*1502. YactoTa BcTpeyaeMOCTH JaHHOTO ajUieNisl y MAlMEeHTOB KUTAHCKOW HAIlMOHAIBHOCTH
cocraBisieT 2—12 %, y Taiickoi — okoio 8 %.

[Ipn nmpumeHeHun kKapOamasenuHa y TAIMEHTOB B CTpaHax Asuarckoro pervona (TaiiBaHb,
Manaiizus, OUINNNUHEL), TJe OTMeuYaeTcs BBICOKOe pacmpocTtpaHenue amiens HLA-B*1502,

ObUIO BBISBJICHO IMOBBIIICHWE YAacTOTHI Pa3BUTUS (TPajalliil OT «OYEHb PEIKO» JI0 «PEIKO»)
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cunnpoma CTusenca-Jxoncona. Yactora pacripoctpadeHnir aitemt HL AL 502" codrhbiser:

Ha QumunnuHax W Cpeau HEKOTOpBIX Tpymnn HaceneHuss Manaitzuun — Gonee 15 %. Yacrora
pactipoctpanenus amiens HLA-B*1502 B Kopee m Wuaum cocraBnser 2 % u 6 % —
COOTBETCTBEHHO.

PacnipocTpaHeHHOCTh JAHHOTO aUieNid Yy JIMI[ €BPONEOMJHOW, HErpouJHOW pac, y
JaTHHOAMEPUKAHIIEB, MHJCHIICB U SAMOHIEB He3HaunTenbHa (<1 %).

YacToThl JaHHBIX ajljiesiell MPEACTaBISAIOT IPOLEHT XPOMOCOM B OIPENEICHHBIX MOIMYJALUAX
HAaceJIEeHUs, KOTOPbIE HECYT ajulellb. JTO O3HAYAET, YTO MPOLIEHT NAalMEHTOB, HECYIINX KOIHUIO
ajuiens, Mo KpailHed Mepe B OJHOM M3 MX JBYX XPOMOCOM IOYTH B JBa pa3a BbIIIE€ YACTOTHI
BCTpEYaeMOCTH aiielns. Takum o0pa3oM, MPOLEHT NalMeHTOB, KOTOPBIE MOTYT OKa3aThbCs IOJ
YI'pO30i1, IOYTH B JBA Pa3a BBILIE YACTOTHI AJIJIEIEH.

[Ipy mnpumenenun kapOama3enuHa Yy BO3MOXHBIX Hocurtened amtens HLA-B*1502
PEKOMEHIyeTCsl NMPOBOANTH I'€HOTUIIMPOBAHUE MO JaHHOMY aiento. [IpumensaTs mpemnapat y
HOCHUTEJIEN NaHHOTO aJljIeNisl CIEAYET TOJIBKO B TOM CIy4ae, €CIH I0J1b3a OT TEPAlUy MPEBbIIIACT
BO3MOXHBIN pHUCK. He pexkomennayercs IpoOBEACHUE T€HOTUIIMPOBAHUSA Yy IPEICTaBUTEIEH
HallMOHAIBHOCTEM, B MOIYJISILIMU KOTOPBIX YaCTOTA BCTPEYAEMOCTH YKA3aHHOTO AJIJIEIIsI HU3KA.
[TanpeHTam, yXe NOJYyYarOUIMM TEpanuio MpernapaToM, HE PEKOMEHAYETCS IPOBEIACHUE
TeHOTHIIMPOBAHUS TI0 JAHHOMY aJJIEIIO, TOCKOJIBKY TSXKEINIbIe KOXKHBIE PEAKLIUU B OOJBIINHCTBE
CJIy4yaeB OTMEYAJIUCh B MEPBbIE MECSIIBI TPUMEHEHH IpenapaTa (BHE 3aBUCHMOCTH OT HAJIWYHS
HLA-B*1502).

[ToxazaHo, 4TO BBIsBICHHE ManueHTOB ¢ Hamumumem amiens HLA-B*1502 u orcyrcTBue
npuMeHeHus KapOamasenmuHa Yy TakKMX [IallMeHTOB CHHXKAeT ciy4yan KapOama3enuH-
MHAYLUPOBaHHBIX cuHApoMa CtuBeHca-/[)koHCOHa niM cuHapoMa Jlaiienna.

OnHako pe3ynbTarbl TEHOTUIMPOBAHUS HE JIOJDKHBI BIUSATH HA CTENEHb KOHTPOJISI COCTOSHUSA
NAalMEeHTa M HAaCTOPOKEHHOCTh Bpada B OTHOLIECHUHU TSKEIBIX KOXKHBIX peakuuid. PasBurtne
TSKEJIBIX TOPAKEHUI KOXKH BO3MOKHO Yy ITALIMEHTOB OTPULIATENbHBIX 110 JAHHBIM aJlIesaM. Takxke
BO MHOT'HX CIIydasiX y Mallue€HTOB, NOJOXKHUTENbHBIX 10 aiensim HLA-B*1502 unu HLA-A*3101,
Ipy MPUMEHEHUH KapOama3enHa He OTMEUYAIOCh Pa3BUTHS TSKEJIBIX KOKHBIX CUHAPOMOB.
Bnusnue apyrux (akTopoB, TakUX Kak J03a MPOTHBOCYAOPOXKHBIX JIEKAPCTBEHHBIX CPENICTB,
KOMIUIAEHTHOCTb MAllMEHTOB, OJIHOBPEMEHHAs TEPANNS JPYTUMHU IIpernapaTaMy, COyTCTBYIOIINE
3a00JIeBaHNUs MM YPOBEHb KOHTPOJS JEPMATOJIOTMYECKUX PEaKLUi, Ha 4acTOTy Pa3sBUTHS U
PacpOCTPaHEHHOCTh TSKENBIX KOXKHBIX PEaKLIU HE YCTAaHOBIICHO.

Cnabo BbIpaKEHHbIE KOXKHBIE pEaKklWW, HalpuMep, HU30JIMPOBaHHAs MakKyle3Has WIu
MakKyJonamnyjae3Has 5K3aHTeMa, B OOJBIIMHCTBE CIIy4yacB SBISIOTCS TPAH3UTOPHBIMU H

HCTAXKCIBIMU, 0OBIYHO mpoxoadaT B TCUCHUC HCCKOJIbKUX I[Hefl HJIM HECACb IPpU MPOAOJIKCHUN
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JICYCHUS WJIU TIOCJIe CHIDKCHHS J103bI mperapatd. Tem Hé'ﬂiéée@ﬁr%gébﬂﬁﬂil‘z&%ﬁa&%ﬂ%ﬂHaa

JMAarHOCTUKA MEXKIy pPaHHUMH TPOSIBICHUSMH TSDKENBIX KOXHBIX peakuuid u  crnabo
BBIPKEHHBIMU MTPEXOJISAIINMHU KOXKHBIMH BBICHIITAHUSMHU MOKET OBITh 3aTpyIHEHA, TIPU Pa3BUTHH
JTOOBIX KOXHBIX PEaKLMH MalMEeHT JOJKEH HAaXOAMUThCSA MOJ HAaOMI0JeHHEM Bpaua (C LENbio
CBOCBPEMEHHOTO IIPEKPALCHUS TEpalluy MpenapaToM B ClIydae YXYALIEHUS COCTOSHUSA
MaIMEHTA).

CymecTByeT B3aMMOCBSI3b MeXy HannureM B reHome amens HLA-A*3101 u pa3Butiem MeHee
TSKEJIBIX KOXKHBIX PEAKIMH (TaKUX KaK CHHAPOM TMIIEPYYBCTBUTEIHOCTH K AHTUKOHBYJIbCAHTaM
WJIM HETsDKeJas MaKyJlomnaiyse3Has sk3antemMa), 11 amiens HLA-B*1502 takast B3auMocCBSI3b He
YCTaHOBJIEHA.

Peaxyuu eunepuyecmeumenvrocmu

[Ipn npumeHeHuun kapOamaszenuHa cOOOLIATIOCh O PEAaKUMAX T'HIepuyBCTBUTENbHOCTH | THna
(HEeMeAJIeHHOTO THIa), BKIIOYas Chbillb, 3YyJ, KpPalUBHUIY, AHTHOHEBPOTHUYECKUH OTEK H
coobuienus o6 aHadumakcuu. Ecnam y mamueHTa pa3BUBAIOTCS ITH PEAKLIMHU IOCIE JCUCHHS
npenapatom KAPBAMAJSEIIMH BEJI®APM, npuem mnpenapata HEOOXOIUMO IMPEKPaTUTh U
HA4aTh aIbTCPHATUBHOE JICUCHUE.

[Ipn pa3BuTHM TUNEPUYBCTBUTEIBHOCTH K KapOama3enMHy MOI'YT HaOJIOAAThCS DPA3INYHbIE
peakuuu, Bkimodas — DRESS-cunzpoM,  OTCpoYeHHBIE  NOJMOPraHHBIE  IPOSBIEHUS
THIIEPUYBCTBUTEIBHOCTHU C PA3BUTHEM JTUXOPAIKHU, KOXKHOM CBIMU, BACKYINTA, JIUM(paICHONATHH,
IICEBIOJUM(OMBI, apTPaITHH, JCHKONEHUH, 303MHOQWINY, TeNaTOCINIEHOMETaIuy, N3MEHEHUH
nokasaresei QyHKINU IEYEHN U CUHAPOMA JECTPYKLIUU JKEITYHBIX IPOTOKOB ¢ YMEHBILIEHHEM MX
Yrcia, KOTOpble MOTYT BO3HHMKHYTHh B JIIOOBIX KOMOMHAaIusaX. Takke BO3MOXKHO HOpa)keHHE
JIpYyruX BHYTPEHHHX OpPraHoB (B T.4. JIETKUX, TOYEK, IOJKETyJOYHOW >Kele3bl, MHUOKap[a,
TOJICTOW KHIIIKH).

B cnyyae pa3BUTHS NPOSBICHUM M CHMITOMOB T'MIIEPYYBCTBHTEIBHOCTH IIpemapaT CIEAyeT
HEMEIJIEHHO OTMEHUTb.

[TaneHTOB ¢ M3BECTHOM TUIIEPUYBCTBUTENBLHOCTBIO K KapOamMa3enuny cieayeT HHpOpMUpoBaTh
0 BO3MOXHOCTH B 25-30 % cnydaeB pa3BUTHs pEaKlMil MOBBIIIEHHON YYBCTBUTEIBHOCTH HA
OKCKapOasenuH.

Bo03M0OXHO pa3BUTHE NEPEKPECTHBIX PEAKIM TMIIEPYyBCTBUTEIIEHOCTH MEXKAY KapOaMa3enuHoOM
U apOMaTHMYECKMMH TMPOTHUBOAIUJICITUYECKUMH CpPEeACTBaMU  (Hampumep, (PEHUTOUHOM,
MUPUMHUIOHOM U (heHoOapOuTamom).

T'unonampuemus

Pa3BuTne runoHaTpueMun acCOIMMPOBAHO C IPUMEHEHUEM KapOaMasenuHa. Y MarieHToB ¢ yxe

CYHICCTBYIOIIUMHU TMOPAKCHUAMU IIOYCK, CBA3AHHBIMHM C HHU3KUM COACPIKAHUCM HATPHUA B
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CBIBOPOTKE KPOBH, WJIH Y TMAIMEHTOB, MOJIYYAMIIUX oﬁ%ﬁ%ﬁﬁ&é%&%&@ g;;ghngBa,

CHIDKAIOIINE COZIep )KaHue HAaTpUs (HallpuMep, AMyPETHKH, JIeKapCTBEHHbIE CPECTBA, BIUSIOLIIE
Ha CEKPEIHI0 aHTUNYPETHYECKOTO TOPMOHA), CIIEIYET ONPEACIATh CBIBOPOTOYHOE COJICPKAHUE
HaTpusl [0 Hayayja Tepanuu kapOamasenuHoM. I[locie 3Toro cojepkaHue HaTpus ClIeayeT
OIpeNeNATh IPUMEPHO YEpE3 JIBE HENIENH, a 3aTE€M €KEMECAYHO B TEUEHHE TMEPBBIX TPEX MECALIEB
TEpanuy, WIKM B COOTBETCTBUHM C KIMHUYECKOH HEOOXOAUMOCThIO. [laHHble (hakTopbl pHcKa
0COOEHHO YacTO BCTPEYAIOTCS Y TMOXKWUIBIX MalUeHToB. [lpy HamMUMu TUNOHATPUEMHH
OrpaHUYEHUE IMOTPEOJCHUs KHUIKOCTH SIBISETCS BaKHBIM JJISL ONPEIEIIEHUS] COCTOSHUS IpU
HAJINYUU KJIMHUYECKUX MTOKa3aHUi.

T'unomupeos

KapbamazenuH MOXKeT CHI)KaTh KOHIIEHTPAILIMIO TOPMOHOB IIMTOBHIHON KeJie3bl B CHIBOPOTKE
KPOBHU ITyTE€M MHAYKLINU (EPMEHTOB, YTO TPEOYET yBEIUUEHUS J03bI IIPENAapaToB, IPUMEHIEMbIX
JUIS 3aMECTUTENIBHOM Tepanuy y NalMeHTOB ¢ TUIOTUPEO30M. Y JaHHOW KaTeropuH MalleHTOB
HEOOXO/JUM KOHTPOJIb (YHKUIMH IIUTOBUAHOM Kene3bl i moadopa 036l MpenapaToB
3aMECTUTENILHOU TEpaIInU.

Hapywenus ¢pynkyuu nevenu

Ilepen nmpumenennem npenapata KAPBAMASEIIMH BEJI®APM u B mporecce JieueHUs
HEOO0XOMMO TMPOBOAUTH HCCIENOBaHUE (PYHKUIUU TE€YEHH, OCOOEHHO Yy MAIMEeHTOB C
AQHAMHECTHYECKUMH JAHHBIMU O 3a00JICBaHMAX MEUYEHH, a TAKKe Yy MOKWIBIX MalueHTOB. B
cilydyae ycyryOleHHs YK€ HMEBIIUXCS HapylleHWH (QYHKIMM NEYEeHU WIM IpU Pa3BUTHU
aktTuBHOTO 3a0oseBanusi mneueHn mnpernapat KAPBAMASEIIMH BEJI®APM cnenyer
HEMEUICHHO OTMEHUTb.

Hapywenusa ¢pynxyuu nouex

Ilepen HavanoMm JiedyeHUs MpenapaToM U MNEPUOJUYECKH B MPOLECCE TEPAaUM PEKOMEHAYeTCs
IPOBE/IEHUE OOLIET0 aHAJIN3a MOYH U ONIPEIeIEHNE KOHLEHTPAllMd MOYEBHHBI B KPOBH.
M-xonunobnoxkupyrowas akmusHocmb

[Ipenapar o6namaer crnaboii M-XOJUHOOJIIOKHPYIONIIEH aKTUBHOCTBIO, IOITOMY CIEAYET
TIIATEJIBHO HAOMIOATh MALMEHTA C MOBBIIIEHHBIM BHYTPHUIVIA3HBIM JaBICHUEM, TUIEpIIIa3uel
IPEJCTAaTEIbHON JKeNe3bl U 3aJepKKOM MOYM NPU OJHOBPEMEHHOM IPUMEHEHUHU YKa3aHHbBIX
IpernapaTosB.

Icuxuueckue napywenus

[Tockonbky Ha (poHE MpUMEHEHUs MpernapaTa BO3MOKHO 00OCTPEHHE JIATEHTHBIX ICUXHUYECKUX
paccTpoMCTB, clenyeT 00eceunTh HaOI0ACHNE OKUIIBIX TAIMEHTOB C 1EJIbIO BBISIBICHUS TaKOU
CHUMIITOMAaTUKU KaK CIIyTaHHOCTb CO3HAHHUS U IICUXOMOTOPHOE BO30YKICHHUE.

CyuyuoanvHoe nogsedeHue uiu HamepeHusl
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V MalMenToB, MOYYaBIIX POTHBOCYIOPOKHpIE MpeTtapats! o Py HokA3atmi, oTMedaiucs

CIy4an  CYUIUJAIBLHOTO  TIOBENEHWUS WO  HaMmepeHuid. Pesynbrarhl  MeTaaHanm3a
PaHIOMU3UPOBAHHBIX  IUIANE00-KOHTPOIMPYEMBIX  UCCIIEJOBAHMN TIOKa3aiu  HEOONbIIoe
MOBBILICHHE PUCKA CYHIIUAATBLHOTO MTOBEACHUS Y MAIMEHTOB, MOJYYaBIIMNX POTUBOCYA0POKHBIE
npenapaTrbl. MexaHu3M yCHJIEHUS! CyWIIHJAIbHOTO MOBEACHUS Yy TaHHOM KaTeropuu MalieHTOB
He ycraHoBiieH. Heo0XxoauMo TiiarenbHOe HAOMIOACHUE MALMEHTa OTHOCUTEILHO CHUMIITOMOB
CYHIIUJATBHOTO TIOBEJICHUSI U HAMEPEHUN M MPUHITHE PEIICHUS O COOTBETCTBYIOIIEM JICUCHUHU.
[TarmenTam (M yXaXKMBaIOIIUM 32 HUMH JIHIIAMH) HEOOXOAMMO HACTOSITEIbHO PEKOMEHIOBATH
o0paTUThbCsl 3a MOMOINBIO K Bpadyy B clydae BO3HUKHOBEHHS CHUMIITOMOB CYHULHJAIBHOTO
MOBE/ICHUS UM HAMEPCHHUIA.

DHookpuHonO2UYEeCKUe HApYUEeHUs.

B cBs3u ¢ unaykiuei GepMeHTOB KapOaMa3enuH MOXKET OCIa0IsITh TeparneBTUICCKUN d(PdeKT
NEepOpabHBIX KOHTPALENTUBOB, COAEpXKAIIMUX 3CTPOreHbl M/Wiau nporectepoH. [lanueHnTkam c
COXPAHEHHBIM PEMPOAYKTUBHBIM TOTEHIIMAJIOM CIEAYyeT pPEKOMEHJIOBaTh HCIOJIb30BaTh
TbTepHATUBHBIC METOJbI KOHTpAIENIMK BO BpeMmsi Tepamuu mpemapatoM. CooOmanoch o
BO3HUKHOBEHUHU KPOBSHUCTBHIX BBIJCJIICHUHN U3 BIIArajiuila B MEpUO MEXAY MEHCTPYaLUsIMU TIPU
OJIHOBPEMEHHOM MPUMEHEHHUH IpernapaTa ¢ TOPMOHAIbHBIMU KOHTpalenTUBaMH (KpOBOTEUEHUE
«IIpOpBIBAY).

bepemennocms u nayuenmxu ¢ coxpaneHHbiM penpoOyKmuHvIM NOMeEHYUATOM

[Ipumenenue mpenapara Bo Bpemsi 06pEMEHHOCTH MOKET OBITh CBS3aHO C PUCKOM JIJIS 171018 (CM.
pasnen 4.6). [Ipumenenne npemnapara npu 0€peMEeHHOCTH BO3MOYKHO TOJIBKO B TOM CiIy4ae, eCiu
OKHJaeMasl 1oJb3a OMPaBIbIBAET OTCHIIUATHHBIC PUCKH.

BepeMeHHBIX MalMEHTOK W TMAIMEHTOK C COXPAHEHHBIM PEMPOAYKTUBHBIM MMOTCHIIMATIOM
HE00X0IUMO B MOJIHOM Mepe HHPOPMUPOBATH O PUCKaX JJIs IJI0/1a, CBA3aHHBIX C OTEHUHATbHBIM
TepaToreHHbIM 3¢ hexTom Kapbamazenuna (cM. pazaen 4.6).

[TarmeHTKaM ¢ COXpaHEHHBIM PETPOTYKTUBHBIM MTOTCHIIUATIOM CIIEAYET UCIIOIb30BATh HA/ICKHBIC
METO/IbI KOHTPALICTIIIUK BO BPEMS TepaIiy U B TeUEHHUE 2 HEeIeTb IMOCIe TpUeMa OCIeHEH J03bI
npenapara (cM. mojpasuen « HAOKPHHOJIOTHUECKUE HApYIICHHS », a TAKXKe pasnensl 4.5, 4.6).
Onpeoenenue KoHyeHmMpayuu Kapobamasenura 6 niasme Kposu

X0Ts B3aUMOCBSA3b MEXKIy 0301 IMpernapara, KOHIIEHTpanuuel kapbaMaszenuHa B 1ia3Me KpOBH,
€ro KIMHUYEeCKOW 3()D(PEeKTUBHOCTHIO WM MEPEHOCHMOCTHIO BeChMa HE3HAUYMTEIbHA, TEM HE
MeHee, peryJsIpHOe OIpeielieHre KOHIIEHTpaluK KapOamMma3enuHa MOXKeT ObITh 11eJ1IeCO00pa3HbIM
B CIIEAYIOIIMUX CUTyalMsX: MPU PE3KOM IOBBIIIEHUH YaCTOTHI MPUCTYIMOB, JUIsI TOTO, YTOOBI
MIPOBEPUTH, IPUHUMAET JIM TAIIMEHT Iperapar JOHKHBIM 00pa3oM; BO BpeMsi OepeMEHHOCTH; TIPH

JICYCHHUHU JIeTeH UM MOAPOCTKOB; MPU MOJ03PEHUH Ha HAPYIICHUs BCAChIBaHUs KapOaMasenuHa;
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NPy TIOJI0O3PEHUHM Ha Pa3BUTHE TOKCHYECKHUX eaKHHﬁrg:lgﬂlg%,: %JIE%E'I/I;E%; :I‘IB;I{:III;‘igdaeT

HECKOJIBKO JIEKAPCTBEHHBIX CPEJICTB.
Ilaoenus

Tepanust mpenmapaToM CONPOBOXKIATACh AaATAKCHEH, TOJOBOKPYXEHHEM, COMHOJEHIMEMH,
TUTIOTEH3UEH, CIIyTAHHOCTBIO CO3HaHUS, cemanuei (cMm. pasnen 4.8), 9To MOXKET NMPHUBOJUTH K
NaJcHUsIM ¥, KakK CIEICTBUE, IIepelioMaM WA JPYyruM TpaBMaMm. Y TAIMEHTOB, C
COMYTCTBYIOIIMMHU  3a00JCBAaHUSMHU, COCTOSHUSIMHU, WM TMOJIYYAIONUX OJIHOBPEMEHHYIO
MEAMKAMEHTO3HYIO TEpamnuio MpernapaTaMHd, KOTOpPble MOTYT YCYI'yOJsTh BbILICyKa3aHHBIC
3¢ dexTsl, craenyer peryaspHO OLIEHHWBATh PUCK NaJeHUH Ha (OHE ATUTENBHON Tepanuu
pernapaToM.

4.5. B3amMmopeiicTBHe ¢ JPYTMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3aNMOJAEHCTBUSA

Kap6amaszenun He peKOMeHIyeTcsl MPUMEHATh OJHOBpeMEHHO ¢ mHruomTopamu MAO. ITlepen
NpUMEHEHHEeM Mpenapara UHruoutopsl MAO nomKHBI OBITH OTMEHEHBI, KAK MUHUMYM 32 2
HEJeNU WA PaHee, €CIIM MO3BOJIICT KIIMHINYECKast CUTYaIlHsl.

[utoxpom P4503A4 (CYP 3A4) smasercs OCHOBHBIM H30(EPMEHTOM, OOECIICUUBAIOIIUM
obpaszoBanmne kapOamazenuHa-10,11-3mokcuga (aktuBHOTO MetabonuTa). OJXHOBpPEMEHHOE
OpUMEHeHHe ¢ mpenapatoM uHHruouropom uzopepmenra CYP3A4 moxer mnpuBectd K
MOBBIIICHUIO KOHIIEHTPAIMK KapOamas3enuHa B IIa3Me KPOBH, YTO, B CBOKO OYEPEb, MOXKET
BBI3BaTh MOOOYHBIE peakinu. OAHOBpEeMEHHOE TpUMeHeHNEe HHAYKTOpoB n3ohepmenta CYP3 A4
MO>KET MPUBECTH K YCKOPEHHUIO METa00M3Ma KapbaMa3ernuHa U, TAKUM 00pa3oM, K BOZMOXXHOMY
CHI)KCHHIO €T0 KOHIIGHTPAIIMH B IJIa3Me KPOBH H, CIIEIOBATEILHO, K BO3SMOKHOMY YMEHBIIICHUIO
BBIPAXECHHOCTH TepamneBTH4eckoro 3ddexra npenapara. OTMeHa OAHOBPEMEHHO MPUHUMAEMBIX
uHaykTopoB  u3opepmenta CYP3A4 wmoxkeT CHWXATh CKOPOCTh OmoOTpaHcdopManuu
KapbamasenuHa, 1, Kak ClIeJICTBUE, IPUBOJUTH K MOBBIIICHUIO KOHIIEHTpAllu Kapbama3enuHa B
nJa3Me KpOBH.

Kapbamazenun siBisercss MOUTHBIM HHAYKTOpOM n3zodpepmenta CYP3A4 u npyrux ¢pepMeHTHBIX
MEYCHOYHBIX CHCTEM IMepBOM W BTOpOH (a3pl MeTaboiu3Ma JIEKApCTBEHHBIX CPENCTB, U MpU
OJIHOBPEMEHHOM TMpPHUMEHEHUU C TMpenaparaMu, MeTaOOoIH3UPYIOUUMUCT HU30(hepMEHTOM
CYP3A4, MoXeT BI3BIBaTh MHIYKIIMIO METa0O0IM3Ma U CHIDKEHUE MX KOHIICHTPAIUU B IJIa3Me
KPOBH.

[Tockonpky mpeBpamenue kapOamaszenuH-10,11-smokcuga B kapOamazenus-10,11-Tpancauon
MPOUCXOIUT MPU MOMOIIN MUKPOCOMAaIbHOW SMOKCHATHAPOIIA3bl, IpUMEHEHHE KapOamasenrHa
OJTHOBPEMEHHO C WHTHOMTOpaMU MHKPOCOMAIBHOW SHMOKCUATHUAPONIA3hl MOXKET MPUBOAUTH K

MOBBIIIICHUIO B IJIa3Me KPOBH KOHIIEHTpanuu kapdamaszenus-10,11-3mokcuaa.
11
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[Ipenapathl, KOTOPbIE MOT'YT TOBBICUTH KOHIICHTPAIHIO @&él&%ﬁg%gﬁfg I;(E&hll;}:l:lgl

— aHAJIbIe3UPYIOUIME W  HECTEPOUAHbIE  IMPOTUBOBOCHAIUTEIbHBIC  JIEKAPCTBEHHBIC
npenaparsl: AeKcTponponokcudeH, nudynpodes;

— MIPOTHBOOITYXOJIEBBIE CPE/ICTBA (aHIPOTEH): JaHA30JT,

— aHTUOUOTHKHU:  MakKpoONuAHbIE  (HAmpuMep,  HSPUTPOMHUILMH,  TPOJECAHJOMMIIMH,
JOKO3aMHUIIMH, KIAPUTPOMUIIUH ), TUTTPODIOKCAIINH;

— AHTHJICTIPECCAHTHI: BO3MOXHO, Je3UNpaMuH, (HIyoKceTHH, (ryBokcamuH, Heda3o00H,
MapOKCETHH, TPA30J0H, BUJIOKCA3HH;

— MPOTUBOAHUIICNITHYECKHE CPEJICTBA: CTUPUIIEHTOJI, BUTA0ATPUH;

— IPOTHBOIPUOKOBBIE ~ CpENCTBA: IMPOU3BOJHBIC a30ja (HampuMmep, HUTPAKOHA30I,
KETOKOHA30J1, (JIyKOHA30JI, BOPUKOHA301). ANbTepHATUBHbIE aHTHUKOHBYJIbCAHTHI MOTYT OBITH
PEKOMEH/I0BaHbI MalleHTaM, NMOTY4arolluM BOPUKOHA30JI HJIK UTPAKOHA30JI;

— 0JI0KaTOpBI TUCTAMUHOBBIX Ho-perientopoB: Tepdenaauy;

- AHTUIICUXOTUUYECKHE CPECTBA (HEHPOJIENTUKH): OJaH3aIINH;

— NPOTUBOTYOEPKYJIE3HbIE CPECTBA: N3OHUAZHI;

— MIPOTHBOBUPYCHBIE CPENICTBA: HHTHOUTOPHI TTpoTeassl BUY (Hanmpumep, puToHABUD);

— MIPOTHBOTIIAYKOMHBIC CPEACTBA (MHTHOUTOPHI KapOOAHTHIPaA3bl): alleTa30IaMHII,

— TUINOTEH3UBHBIE TIpenaparbl  (OJOKaTOphl «MEIJICHHBIX» KalbIMEBBIX KAHAJIOB):
BeparmaMuil, TUITHA3EM;

— MPOTHBOSI3BEHHBIC  CpeACTBA  (MHTHOMTOPHI  MPOTOHHOM  TOMIIBL,  OJOKATOPHI
rUCTaMUHOBBIX Ha-perenTopoB): BO3MOXKHO, IIUMETUIUH, OMENPA30J;

— MHUOPETAKCAHThl: OKCUOYTUHHH, TAaHTPOJICH;

— aHTHArperaHTHBIC CPEICTBA: TUKJIOMUINH;

— Ipyrue JeKapCTBEHHbIE CpPEACTBA M TNPOAYKTHl NHUTAHUS: TPEeUnpyTOBBI COK,
HUKOTHMHAMH/JI (TOJIBKO B BRICOKHX J103aX ).

[TockonbKy MOBBINIEHUE KOHIEHTPAIMK KapOamas3enuHa B IUTa3Me KPOBH MOXET MPUBECTH K
BO3HMKHOBEHUIO HexenaTenbHbIX peakimii (HP) (Hanpumep, K TOIOBOKPYXEHHIO, COHIMBOCTH,
aTaKCUU, TUIUIONUHU), B 3THUX CUTYyallMsIX CJIeJyeT KOPPEKTUPOBaTh 03y Ipemnapara W/Wiu
PEryISIpHO ONpeNesITh KOHIIEHTpAIHio KapO0aMasenrHa B I1a3Me KPOBH.

[Ipenaparel, KOTOpblE MOTYT IOBBICUTH KOHIIEHTpaLuio kapOamaszenuHa-10,11-smokcuna B
IIa3Me KpOBU: JIOKCAIMH, KBETHANWH, NPUMHUIOH, Nporabuj, BalblIpOoeBas KHCIIOTA,
BaJIHOKTaMM/I, BAILIIPOMU]T U OpHBapaleram.

[TockonpKy MOBBINIEHNWE KOHIIEHTpaIlu KapoamasenuHa-10,11-3mokcuaa B mira3me KpoOBU MOKET

NPUBECTH K BOZHUKHOBEHUIO MOOOYHBIX peakIuil (Hanmpumep, K roJI0BOKPYKEHHUIO, COHIIMBOCTH,
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aTaKCHH, JWIUIONWHU), B JTHUX CUTYaIUsAX CJEAyeT IJEBBPHEQ&Q&“E%QJ:%@&Eﬂd%&':'ﬁimn

PETYJISIpHO ONpeAeATh KOHIEHTpaluio kapbamazenuna-10,11-3mokcua B ma3mMe KpoBH.

IIpenaparsl, KOTOPLIE MOT'YT CHIKATh KOHIICHTPAITUIO KaDGaMaBGHI/IHa B IJ1a3M€ KPOBH:

— MPOTHBOSIMIICTITUYECKHE  cpeAcTBa:  (embamar, MeE3YKCHUMHJZ, OKCKapOa3eruH,
dbenobapouTan, d¢encykcumuna, (GeHUTOMH (BO H30€KaHWE WHTOKCHKAIMKW (DEHUTOMHOM U
BO3HUKHOBEHHUS CYOTEepaneBTUYECKUX KOHIICHTpaluii KapOama3enuHa pPEeKOMEHJIOBaHHAs
TUTa3MEHHas KOHIIEHTpanus ()EHUTOMHA JOJDKHA ObITh He Oonee 13 MKr/mut mo moOaBiieHUs K
Tepanuu KapbamazenuHa) W (HOCHEHWTOWH, NPUMHAOH, H, XOTSA JIaHHBIE YaCTUYHO

IMPOTUBOPECUMBEI, BO3MOKHO, TAKXKE KIIOHA3CIIaM,

IIPOTHBOOITYXO0JIEBbIE CPECTBA: IIUCILIATUH WU JTOKCOPYOHIINH;

— MPOTHBOTYOEPKYJIE3HbIE CPEACTBA: pPU(aMIUIINH;

— OpOHXOIUIIATUPYIOIINE CPEACTBA: TeOPUIUTHH, AMHUHO(DHILITHH;

- CPEICTBO JUIS JICYCHUS YTPEBOH CHINH (PETHHOUBI): H30TPETUHOMH;

— Apyrue JIEKapCTBEHHBIE CPEICTBA W MPOAYKTHl IMHUTAHUS: PACTUTEIbHBIC IMPENapaTsl,
coJiepaKalle 38epo0oii MPOABIPSBICHHBIH.

[Ipn omHOBpEeMEHHOM NPUMEHEHHH C BBINICYKa3aHHBIMH IIperapaTaMi MOXET IOTpeOOBaThC
KOPPEKLHS 036l KapbamasenuHa.

Bimsgaue KaD6aM3.3€HI/IHa Ha KOHOCHTpAIIMIO B IINIa3MC KPOBHM NperaparoB, NPHUMCHACMBIX B

KaueCTBE OJHOBPEMEHHOM Tepaluu

ITpn oHOBpEMEHHOM NMPUMEHEHUH C KapOaMa3elMHOM BO3MOYKHO CHIKEHHE KOHLEHTpaluu B
IU1a3Me KPOBHU, YMEHBIICHHE WIN J1aXe MOJHOE MPEKpaLeHHEe AeHCTBUS HEKOTOPBIX IPENapaTos,
B CBA3M C 4YeM CJeIyeT YYUThIBaTh HEOOXOAWMOCTh KOPPEKIHH J103bl HH)KEYKa3aHHBIX
IPEenapaToB B COOTBETCTBUU C KIIMHUYECKUMH PEKOMEHIALIUSIMHU:

- aHAIbIe3UPYIOLUIME U HECTEpOMJHBbIE  IPOTHBOBOCHAIMTEIbHBIE  IMpenaparhl:
OynpeHopuH, METaNoH, IMapaneraMmon (JIIUTEeIbHOE TMPUMEHEHHE KapOamaszenuHa |
napareramona (aneraMMHO(pEHa) MOXKET MPUBECTU K PA3BUTHUIO FeMAaTOTOKCHUECKUX 3()(HeKToB),
(deHa3oH (aHTUMHMPHH), TPAMAI0I;

— AHTUOMOTHKY TPYIIBI TETPAIMKIMHA: TOKCUIIMKINH, pudadbyTuH;

- AHTUKOATyJSHTBlI: AHTUKOAryJISHTBl [UId IEpOPAJIBbHOIO TNPUMEHEHHUs (Hampumep,
Bap(dapuH, PeHITPOKYMOH, AMKYMapOJI ¥ alleHOKYMapoJl, puBapokcabaH, 1aburaTpaH, anukcadaH,
s70KcabaH);

- aHTUJCTIPECCAHThl: OYMPONMOH, LUTAJIONpPAaM, MHAHCEpUH, He(a30lOH, CEpPTPANUH,
TPa30[0H, TPULUKINYECKHE AHTUACTIPECCAHTHl (MMHUIPAMHUH, aMUTPUNTUINH, HOPTPUIITUINH,
KJIOMMIIPAMUH);

- IIPOTUBOPBOTHBIE CPEICTBA: APEIIUTAHT;
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— IPOTUBOINMUIIENTUYECKHE CPEACTBA: KJIpOa3am, ':%ﬁﬂgﬁﬁ?-%;&@kéﬂﬁgljﬁé%hdm,

JaAMOTPHUJDKUH, OCIHKapOa3enuH, OKcKapOa3enuH, MPUMHIOH, THAraOWH, TOMHMAapar,
BaJbIIPOEBAsl KHUCJIOTa, 30HU3aMuJ. Bo wu30exkaHue MHTOKCUKANIUKA (EHUTOMHOM U
BO3HUKHOBEHHUS CYOTepaneBTUYECKUX KOHIEHTpaluui kapOama3enuHa pEeKOMEHJI0BaHHas
MJIa3MEHHAs KOHIICHTpanus (EHUTOWHA OJDKHA OBITH He Oojiee 13 MKr/Mi 1o moOaBieHUs K
Tepanuu KapOamazenuHa. MIMeroTcsi cooOueHns o ToM, 4To Ha (poHe mpuema kapOamazenuHa
KOHIIEHTpaIusi Me()EHUTOMHA B TUIa3Me KPOBU MOJKET MOBBIMIATHCS (B PEIKUX CITydasx);

— MPOTUBOTPUOKOBBIE ~ CPEIACTBA:  HMTPAKOHA30JI,  BOPUKOHA30J,  aJbTEpHATUBHBIC
AQHTUKOHBYJIBCAHTBHI MOTYT OBITh PEKOMEHIOBaHBI MallMEHTaM, MMOIY4alOIIUM BOPUKOHA30J WU
UTPAaKOHA30T,

— AHTUTeJILbMUHTHBIE CPEJICTBA: MPA3UKBAHTEI, AI0SH/Ia307;

— MIPOTHBOOITYXOJIEBBIE Cpe/cTBa: MMaTHHHO, nukiodochammu, JanaTUHUO,
TEMCHUPOJIUMYC;

— AHTHUIICHXOTHYECKUE CpelICTBA (HEHPOICTITUKH): KIIO3aIKH, TaJONePUI0I, OPOMIIEPHION,
OJIaH3AaIWH, KBETUAIINH, PUCTIEPUJIOH, 3UTIPACHIOH, ApUITUIIPA30J1, MATUICPUIOH;

- MIPOTHBOBUPYCHBIE CPEACTBA: WHTHOMTOPHI Tiporeassl BUY (uHIMHABUpP, PUTOHABHD,
CaKBUHABHUD);

— AHKCHOJIUTUYECKUE CPEICTBA: ajIpa3ojaM, MUIA30JIaM;

— OpOHXOUIATHPYIOIINE CPENICTBA: TCODUIUTHH;

— KOHTpPALIETITUBHBIE CPEJICTBA: TOPMOHAIbHBIE KOHTpAIENTUBBl (HEOOXOIUM TOA00D
aIbTEPHATUBHBIX METOJOB KOHTPALICTILINN );

— mpemapaTsl JUIsl JICYSHHs] 3a00JIeBaHUN CEPIIEYHO-COCYIUCTON CHCTEMBI: OJIOKATOPHI
«MEJIJICHHBIX» KaJIbIIMEBbIX KAHAJIOB TPYIIBl JUTUAPOMUPUIANHOB ((PEIOAUNNH), CAMBACTATHH,
aTOpBACTaTHH, JOBACTAaTUH, LIEPUBACTATHH, NBAOpaIH;

— CepJIeUHbIe TIIMKO3UbI: JUTOKCUH;

— TIIFOKOKOPTUKOCTEPOHIBI: PEAHU3O0IIOH, JCKCAaMETA30H,;

— CpeICTBa IS JICYCHHS SPEKTUIHHON AuCc)YHKINU: Taganadu;

— MMMYHOJIETIPECCUBHBIE CPEICTBA: LIUKIIOCTIOPHH, SBEPOIUMYC, TAKPOIUMYC, CHPOJIUMYC;
— CpeacTBa s JiedeHHs 3a00J1eBaHMl IIUTOBHUIHOM JKele3bl: JIeBOTUPOKCHH;

— Ipyrue IJeKapCTBEHHBIC CPEACTBA M MPOAYKTHl MHTAHUS: TPENaparhbl, COJACpKaIIHe
ACTPOTEeHbI U/UJIH MPOT€CTEPOH.

KOM6I/IHaHI/II/I, KOTOPHBIC CIICAYET MPUHUMATh BO BHUMAHHUC

[Tpu ogHOBpEMEHHOM IMPUMEHEHUHU KapOaMa3enuHa C JIEBETUPAIleTaMOM B OTIENIbHBIX CIIydasix

O0TMCHYAJIOCh YCUIICHHUC TOKCUYCCKOTI'O ,Z[GI>'ICTBI/I$I KaPGaMaBGHI/IHa.
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CIIy4asiX, KOTJIa OH IPUMEHSIJICS OJTHOBPEMEHHO ¢ KapOaMa3ermmHOM.

KoMOuHMpoBaHHOE TpHMEHEHHE KapOaMaszenmuHa W JUTUS WM METOKIONpaMHuAa, a TaKke
kapOama3enHa ¥ HeHpOJeITUIECKUX CPEICTB (Talonepuaoia, THOPUIa3HHA) MOKET IPUBECTH K
MOBBIIICHUIO YaCTOTHl HEXENATeIbHBIX HEBPOJIOTHYECKUX peakiuil (B ciydae NOCIeTHeH
KOMOHMHAIIMK — Ja)K€ TIPU TEPANEBTHUECKUX KOHIICHTPAIUSAX IEHCTBYIOIINUX BEIIECTB B IIA3Me
KpPOBH).

OnHOBpEeMEHHOE NMPUMEHEHUE KapOaMasermuHa ¢ HEKOTOPBIMU JUYPETHUYECKUMH CPEICTBAMU
(THIPOXIIOPOTHABHIOM, bypoceMuIom) MOXET  NPHUBOJUTH K  TUIOHATPUEMUH,
COTIPOBOKAAMOIICHUCS KIMHUISCKUMHU MPOSIBIICHUSMHU.

KapbamazenuH MOKET pOSBIATh aHTArOHU3M JICHCTBUIO HEJIEMOJISIPUIYIOIIMX MUOPETAKCAHTOB
(Hanmpumep, MaHKypoHUs: OpoMun). B ciydae mpumMeHeHUs TakoW KOMOWHAIIMH JICKAPCTBEHHBIX
CPEACTB MOXET BOSHHKHYTh HEOOXOJIMUMOCTh B TIOBBIIICHUH JI03bI YKa3aHHBIX MHUOPEIIAKCAHTOB;
ClIeyeT TIATEeNIbHO HAO0IaTh MAIMeHTa, TaK KaK BO3MOXKHO 0oJiee OBICTPOE, YeM 0XKHIaI0Ch,
MpeKpalieHne IeHCTBUS MHOPEIIaKCAHTOB.

Coo0manoch 0 BOSHHKHOBEHHH KpPOBSHHCTBIX BBIACICHHN W3 BJarajidiia B TEPUOI MEXKIY
MEHCTpYallsIMH ~ TIPH  OJHOBPEMEHHOM IPHMEHEHWHM Tpenapara ¢ TOPMOHAIBHBIMA
KOHTpAILICTITUBaMU  (KPOBOTEUEHUE «IIpOpbIBay»). llpemapar MoxxeT CHIKaTh dPPeKT
TOPMOHATILHBIX KOHTPAIIENTHBOB BCIEACTBIE HHIYKIIUH MHUKPOCOMAIILHBIX (DEPMEHTOB.
KapbamasenwuH, Tak ke, Kak ¥ APyriue ICHXOTPOITHBIE CPEICTBA, MOYKET CHI)KATh MIEPEHOCHMOCTD
QJIKOTOJISL. B CBSI3W C 3TUM PEKOMEHAYETCS 0TKa3aThCs OT YIOTPEOICHUS aIKOTOJISL.
OnHOBpeMEHHOE MPUMEHEHHE KapOaMa3elHa U MPSIMBIX aHTUKOATYJISTHTOB JJIs IPUeMa BHYTPh
(HanmpuMmep, puBapokcabaH, 1aduraTpaH, anukcadaH, 37J0KcadaH) MOXKET IPUBECTH K CHUYKEHUIO
KOHIICHTPAllMU TEPOPaTbHOTO aHTHKOATYJISIHTA MPSIMOTO JEHCTBHS B IUIa3Me€ KpPOBH, YTO
MPUBOAUT K PUCKY pa3BUTHs TpoMmOo3a. Takum 0Opa3om, Mpu HEOOXOIUMOCTH OTHOBPEMEHHOTO
NPUMEHEHUS YKa3aHHBIX NPENapaToB CIEIyeT MPOSBIATh HACTOPOKEHHOCTh B OTHOIICHUU
NPU3HAKOB M CHMITOMOB TpoM003a.

BausHue Ha cepoIOTHUESCKUE NCCIICIOBAHNS

KapOamazenuH MOXeT NPUBOAUTh K JIOXKHOMOJOXKHUTEIBHOMY pE3yJbTaTy OINpEieTeHUs
KOHIICHTPALUH NepeHa3nHa METOI0M BBICOKO3(PPEKTHBHOM KUAKOCTHOI Xpomarorpaduu.
Kap6amazenun u 10,11-smokcun kapOamasenuHa MOTYT MPUBECTH K JIOKHOIOJIOKUTEILHOMY
pe3yabTaTy ONpENETCHUs KOHLEHTPAlUM TPULMKIMYECKOIO AaHTUAEHPECCAaHTa METOJI0M
HOJISIPU3ALUOHHOTO (DIyOPECIIEHTHOIO UMMYHOAHAIIN3A.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTAUMS

bepemeHHOCTD
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(NOCNEOCBATENEHOCTE 0003)

Pestome puckos

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

JleT manueHTOoK ¢ SMUIIETICHEN Jale IpYrux MpeapacioiokeHbl K BOSHUKHOBEHUIO HapyIIeHUH
pa3BUTHS, B TOM UYHUCIIE, BPOXKAECHHBIX MOPOKOB. HecMOTpsl Ha HETOCTATOYHOCTh YOEIUTENbHbBIX
JAHHBIX KOHTPOJIMPYEMBIX HCCIEJOBAHUM O HAJIWYMHM MPUUMHHO-CJIEICTBEHHOM CBS3M JAHHBIX
HapyLIeHUH ¢ MOHOTepanuedl kapOama3zenmuHOM y Marepu, Ha (oHEe NMpUMEHEHHs Ipernapara
3apETUCTPUPOBAHBI COOOIIEHUSI O CIay4yasX BPOXKICHHBIX 3a00JIeBaHUNH M MOPOKOB Pa3BUTHUA,
BKJIFOYAs He3apalleHHe TYy)KeK MO3BOHKOB (spina bifida) m apyrux BpOXKICHHBIX aHOMAJIWMA:
NeQeKTOB pPa3BUTHSI YEPENHO-JIHMIEBBIX CTPYKTYp, CEPIEYHO-COCYAMCTOW U JIPYTUX CUCTEM
OpraHoB, TUIIOCIIA/INH.

[To mamabiM CeBepoaMEpHUKAHCKOTO pErucTpa OepeMEeHHOCTEH, 4YacToTa TpPyOBIX ITOPOKOB
pPa3BUTHS, OTHOCAIIUXCA K CTPYKTYPHBIM aHOMalusM, TpeOyIOIIMM XHUPYPTUUYECKOM,
MEAMKAMEHTO3HON MJIM KOCMETUYECKOW KOPPEKLNHU, TUarHOCTUPOBAHHBIX B TeueHUE 12 Henenb
nocine poxaeHusd, cocraBisna 3,0 % y marepell, NPUHMMABILIMX B IEPBOM TPUMECTPE
kapbamaszenuH B KauecTBe MoHoTepanuu, U 1,1 % y marepeil, He MPUHUMABIINX KAKUX-JINOO
MPOTUBOSUIEHTHYECKUX MPENapaToB.

Coo01manoch 0 HapyIICHUSAX PAa3BUTUS HEPBHOW CHUCTEMBI y NETEH, POXKIECHHBIX OT KECHIIHH C
SMMJIETICUEH, TONYyYaBUIMX KapOaMa3zenmuH OTAEIbHO WJIM B KOMOMHAaUMM C JPYTHMMHU
MPOTUBOAUIIENTHUECKUMH MIpernapaTaMu Bo Bpemsi OepeMeHHOCTH. MccaenoBanus, CBS3aHHbIE C
PUCKOM HapyILIEHUH pa3BUTHsI HEPBHOW CUCTEMBI Y AETEH, MOTyyaBIINX KapOaMa3emnuH BO BpeMs
OepeMEeHHOCTH, IPOTUBOPEUNBBI, U PUCK HENb3S UCKITIOUUTD.

Knunuueckoe 3nauenue

Jleuenne npemaparom KAPBAMASEIIMH BEJI®APM y GepeMeHHBIX KEHITUH C AMUICTICHEH
JOJI’KHO OCYIIECTBISTHCS € 0CO00M OCTOPOKHOCTHIO.

[Ipu HEOOXOOMMOCTH NMPUMEHEHUs Mpenapara y OepeMeHHBIX, a TaKKe B TOM Cllydae, €CiH
OepeMEeHHOCTh TUarHOCTUPOBAHA BO BpeMsl PUMEHEHUS IpernapaTa, Ui HalueHTKa TUIaHUPYeT
OepeMeHHOCTD, CleAyeT TUIATeNbHO OLIEHUTh COOTHOUICHHE OKUIAeMOM MOJIb3bl U BO3MOXHOTO
pHcKa, OCOOCHHO B IIEPBOM TPUMECTPE OEPEMEHHOCTH.

I[Ipu  pocrarouHoi  KIMHUYECKOH S((EKTUBHOCTH Yy MAIMEHTOK C COXPAaHEHHBIM
penpoayktuBHbIM noreHiuanom npenapat KAPBAMASEIINH BEJI®APM crienyetr npuMeHsITH
B MOHOTEpaluy, TaKk KaK 4acTOTa Pa3BUTHs BPOKICHHBIX aHOMAJIMN IUIO/A MPU NPUMEHEHUU
KOMOMHHMPOBAaHHOW MPOTHUBOSMUJICITUYECKON Tepanuu BhIIIE, YEM MPU MOHOTEpPANU JaHHBIMU

npenapatamMi. B 3aBUCHMOCTH OT mpenapaToB, BXOAAILIMX B COCTaB KOMOMHUPOBAHHOW TEpaIHH,
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PUCK Pa3BUTHS BPOKICHHBIX IMOPOKOB MOXKe[r HOBLIM;EE;,EQ(}%E‘&I%HHH&:%g@agf;&;ﬂn K

TEpanuy BaJbIpoara.
[Ipenapar KAPBAMASEIINH BEJI®APM cnenyer npuMeHsATh B MUHUMaNIbHOW 3¢ PeKTUBHOIM
no3e. PexkoMenayeTcs peryssipHblii KOHTPOJIb KOHIIEHTPALUU AEHCTBYIOIIETO BEIIECTBA B IJIa3Me
kpoBu. Ilpu »>ddexTuBHOM MNPOTHBOCYJOPOKHOM KOHTpOJIE y OEpeMEeHHOW cleayer
NOJ/ICP)KUBAaTh ~ MUHHMAJbHYIO  KOHIGHTpalMi0O  KapOamasenuHa B IUIa3M€  KpPOBH
(TepameBTHYECKUH Auana3oH 4—12 MKI/MiT), TOCKOJIBbKY CYIIECTBYIOT COOOIIEHHS O BO3MOXKHOCTH
JI0303aBUCUMOCTH pHUCKAa pa3BUTHS BPOXKACHHBIX IOPOKOB (HAmpuMep, 4acToTa pa3BUTHS
IIOPOKOB PAa3BUTHUs NpPH NpUMEHEeHUH 103bl MeHee 400 Mr B CyTKH ObUla HIDKE, Ye€M IpHU
pUMEHEeHHUHU 0oJiee BHICOKHX J103).

[aneHTKH JOMKHBI OBITh MHPOPMHUPOBAHBI O BO3MOXXHOCTH YBETUUEHUS pUCKA BOSHUKHOBEHHS
IIOPOKOB DPAa3BUTHUA U O HEOOXOJUMOCTH IPOBEJECHHSA, B CBSI3U C OTUM, aHTEHATaJIbHOU
JMarHOCTUKU.

Bo Bpems OepemMeHHOCTH He ciefyeT mpepbiBaTh 3()()EeKTHBHOE MPOTUBOANUICTITUIECKOE
JIeYeHHEe, TOCKOJIbKY MpPOTpecCHpoBaHHe 3a00JE€BaHUS MOXKET OKa3bIBaTh OTPHIATEIBHOE
BJIMSIHME Ha MaTh U IUIOA.

Konmponw u npogunaxmuxa

W3BecTHO, 4TO BO BpeMsi OepeMeHHOCTH pa3BuBaeTcs Aepuuut (onmenoii kucnorsl. Coodmanoch
0 TOM, YTO MPOTHBOAMMJIEHTUYECKHE CPEICTBA YCHWJIMBAIOT ATOT AeHUIUT. DTO MOXKET
CHOCOOCTBOBaTh YBEJIMYEHUIO YAaCTOThl BPOXKICHHBIX JE(QEKTOB Yy JETeH, pOKIAroIuxcs Y
KEHIUH, TPUHUMAOLINX MPOTUBOIIMMWIECITHUECKUE CPEACTBA. B CBA3M C BbIIECKa3aHHBIM JI0 U
BO BpeMsI OEpEMEHHOCTH PEKOMEHAYeTCs JONOTHUTENbHBIHN preM (OJTUEBOM KUCIIOTHI.

C nenpio Npo(UIAKTUKA TOBBIIICHHONH KPOBOTOYMBOCTH y HOBOPOXKICHHBIX >KEHIIMHAM B
HOCJIEIHUE HeAean OCpeMEHHOCTH, a TaKXKe y HOBOPOXKJIEHHBIX PEKOMEHJIYETCs NPUMEHSThH
BuTamuH Ki.

Hoeopoacoennvie

OnucaHo HECKOJBKO CIy4yaeB SHHJICHTHYECKUX TMPUCTYIIOB W/MIM YTHETCHUS [bIXaHHUS Y
HOBOPOXKJICHHBIX, MaTepd KOTOPbIX MPUHUMAIN Mpernapar OJHOBPEMEHHO C JApPYrMMHU
IIPOTUBOCYIOPOXKHBIMU CcpeAcTBaMu. KpoMe Toro, coo0Ianocs Takke O HECKOJIbKUX CIydasx
PBOTBI, [Uaped W/WIU TUIOTPO(UU y HOBOPOXKIECHHBIX, MaTEepH KOTOPBIX MOJy4ald Mpenapart.
Bo3MOXHO, O3TH peakuuMu MPEACTABISAIOT COOOW TMPOSBICHHUS CHHAPOMAa OTMEHBI Y
HOBOPOKJICHHBIX.

Hoknunuueckue oanmnvie

[To 0000IIEHHBIM AAHHBIM Pa3IMYHBIX JOKIMHUYECKUX HCCIEIOBAaHMNA Y KMBOTHBIX (MBIIIH,

KpBICHI, KPOJIMKHM) MPU NPUMEHEHUU B J103aX, COOTBETCTBYIOIIMX IPHUMEHSEMBIM Yy 4YEJIOBEKA,
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KapOamMasenuH 001a1aeT HU3KUM TePaTOreHHBI l'IOTeHdMME%'%%E%%%J@QﬂME%BCG.

OnHako, JaHHBIX JOKIMHUYECKHX HCCIEIOBAaHHM OKa3ajJoCh HEAOCTATOYHO JUISI MCKIIIOUCHHS
TepaTOoreHHoro 3¢ ¢ekra kapdbamazenuHa. B uccinenoBaHnu penpoIyKTUBHONH TOKCHYHOCTH IMPH
IPUMEHEHHUHU Tpenapara y KOpMAIIMX KpbIC B 03¢ 192 MI/KT B CyTKHM OTMEYEHO 3aMeJICHHE
nprOaBKU MacChl Tela y IOTOMCTBA.

JlakTanus

KapbamazenuH npoHUKaeT B IpyJHOE MOJIOKO, IJIe €ro KOHIeHTpauus coctaBiseT 25-60 % ot
KOHIIEHTPALlMH B IU1a3Me KpPOBHU. B CBs3M ¢ BbIIIECKa3aHHBIM, IPU HEOOXOAUMOCTU TPUMEHEHHUS
npenapara B MEpUOJ I'PyJHOrO BCKapMJIMBAHMA CIEAYET TINATEIbHO OLEHUTh COOTHOILEHHE
0’KU/1a€MOM TI0JIb3bI €CTECTBEHHOT'O BCKAPMITMBAHMSI K BO3MOYKHOMY PUCKY Pa3BUTHUS TOOOYHBIX
apdexToB mnpenapara. Heobxomumo HaOMIOAATH HOBOPOXKIEHHBIX, MOJTYYAIOUIUX TPYIHOE
MOJIOKO, C IIEJBI0 KaK MOXKHO OoJiee paHHEH JUAarHOCTHKU MOOOYHBIX 3(dekToB (Hampumep,
BBIPQ)KEHHOW COHJIMBOCTH, QIJIEPrHMUECKHX KOXHBIX peakuuil). Y HOBOPOXAEHHBIX, KOTOpbIE
NoJy4yanu KapOamas3enuH aHTEHAaTaJbHO WJIM C TPYAHBIM MOJIOKOM OIHCaHBl CIy4au
XO0JIECTaTHUECKOTO TeNaTUTA, B CBSI3U C YEM CIIeyeT HaOI0JaTh TAKMX HOBOPOXKIECHHBIX C LIEJbIO
KaK MOXXHO 0oJiee paHHEW NMAarHOCTUKH MOOOYHBIX 3()(PEKTOB CO CTOPOHBI IenaTo-OuIuapHOM
CHCTEMBI.

KouTpauenims

[TaneHTKaM ¢ COXpaHEHHBIM PENPOTYKTUBHBIM MOTEHIIHAIOM CIIEIYET HCII0JIb30BaTh Ha/IC)KHbIE
METObI KOHTPAIEIIIMYA BO BPeMs TEPAIMH U B TEUCHUE 2 HEACIb ITOCIIE IPHEMa ITOCIICAHEH 035
npenapara. B cBs3u ¢ uaayKImei pepMeHTOB KapOama3zenuH MOXKET OCIa0JISATh TEPANCBTUICCKUN
3pPEKT TOPMOHAIBHBIX KOHTPALENTUBHBIX MPENapaToB, COJEPXKAIIUX 3CTPOTEHBl H/WIH
nporectepoH. llanmeHTKaM ¢ COXpaHEHHBIM PENpPONYKTHBHBIM IOTCHLHAIOM  CIEIyeT
PEKOMEHIOBAaTh HCIIONIB30BATh AIBTEPHATUBHBIC METOIBl KOHTPAICIIIMUA BO BPEMs TEparuu
IpernapaToM.

DdepTUabHOCTD

3aperucTpupoBaHbl OYEHb PEIKHE COOOIICHHS O CHIDKEHUU MYXKCKOW (PepTUIBHOCTH H/WIIN
HapyIICHUU CIIEPMATOTreHe3a.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMu

CrniocobHocTh nmanuenTa, npuauMatoiero npemnapat KAPBAMAJEIIMH BEJI®APM, k 6bicTpoit
peakiuu, 0ocCOOCHHO B Hayayie Tepamuy WK B MEPUOJ M0a00pa J03bI, MOXKET OBITh HapyIIIeHA
BCJICZICTBME KaK caMoro 3a0osieBaHus (Hampumep, CyJIOpOr), TaK W BCIEICTBHE IMOOOYHBIX

HBHGHHﬁ, TAKHUX KaK TOJIOBOKPYXCHUC, COHJIIMBOCTb, AaTakKCus, AUIUIONHWA, HAPYHICHUC
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aKKOMOJIALMM U HapylleHue 3peHus. IlamuenTi HOHX(ﬂﬂ Iéﬁ%&Eﬂ}g%EEQE@;ICOT%g&g%&{HX

OTIAaCHOCTSIX MPU YIPaBJIECHNUH aBTOTPAHCIIOPTOM M paboTe ¢ MEXaHU3MaMHU.

[Manenty cnemyet coba0aTh OCTOPOKHOCTD P YIIPABICHUH TPAHCIIOPTHBIMU CPEJICTBAMU U
MeXaHU3MaMHU.

4.8. HexkennaTeibHbIe peakuuu

Pesrome npoduiis 0esonacHocT

Omnpenenennslie Buasl HP, Hampumep, co cTopoHbl LieHTpaibHOM HepBHOUM cucreMsl (LITHC)
(rosI0BOKpYX€EHHUE, TOJIOBHAS 0OJb, aTaKCHsl, COHJIMBOCTb, YYBCTBO YCTAJIOCTH, AMILIONHS), CO
CTOPOHBI MHUIIEBAPUTEIBHON CHCTEMBI (TOIIHOTA, PBOTA), a TaKXe aNIEPrUYecCKUe KOXKHbIE
peaKIiy, BCTPEUAIOTCSl OUY€Hb YacTO WJIM YacTO, OCOOCHHO B Hayalle JICUCHHs MpernapaToM, HIH
IIPU IPUEME YPE3MEPHO BBICOKOM NEPBOHAYAIBHOM 03Bl Ipenapara, Uil MpH JEUEHUH MOXKHUIIBIX
MalEHTOB.

Jo303aBucumbie HP 00b14HO paspemaroTcsi B TeUCHHE HECKOJIbKHUX JTHEH, KaK CIOHTAaHHO, TaK 1
1I0CJIe BPEMEHHOTO0 CHMYKEHUS J103bI Ipernapara. Pa3Butue nobouHbIx peakuuii co croponsl [THC
MOXET OBITh CJIECTBUEM OTHOCHUTEIHHON IEpPEeJO3HUPOBKH MPENapaToM MM 3HAYUTEIHHBIX
KOJIeOaHW KOHIIGHTpAIlMKd JEUCTBYIOIIETO BEIIECTBA B IJIa3Me KpOoBU. B Takmx ciydasx
PEKOMEHIYETCSl KOHTPOJIMPOBATh KOHIEHTPALMIO JEHCTBYIOILIErO BEIIECTBA B IUIa3MeE KPOBHU.

PesroMe HexxenaTeabHbIX peaKIIui

HexenatenpHple peakuu MPEICTABICHBI B COOTBETCTBUU C MOPAKEHUEM OPTaHOB M CHCTEM
OpraHOB B TIOCJIEJOBAaTEIIbHOCTH MEIHWIIMHCKOTO CIIOBaps JUIsl HOPMAaTHBHO-TIPABOBOM
nestenbHOCTH (MedDRA). YacTtoTa BO3HUKHOBEHMsI ONpPEAEsIach B COOTBETCTBUHM CO
CIEYIOIIUMHU KaTerOpusMu: o4eHb yacto (>1/10), gacto (>1/100, vHo <1/10), Hewacto (>1/1000,
HO <1/100), penko (>1/10000, vHo <1/1000), ouenp pemko (<1/10000), yacToTa HEM3BECTHA
(He)KenmaTenbHbIC SBIICHUSI, BBISIBJICHHBIC B MOCTPETUCTPAIMOHHOM Ieproje (COOOImeHus ObLUTH
TIOJTYYCHBI M3 TIOMYJISIIIMHA HEOTIPEICIICHHOTO pa3Mepa, BCICJCTBHE YETO YAaCTOTY BCTPEYACMOCTH
ONpPEIETUTH HEBO3MOXKHO)).

Unghexyuu u uneazuu: 9acToTa HEU3BECTHA — PEAKTUBAIIUS BUPYyCa IPOCTOTO reprieca 6 TUma.
Hapywenus co cmoponsl Kposu u aiumghamuyeckoll cucmemsl: 0O4eHb 9aCTO — JICUKONICHHS;, YaCTO
— TPOMOOIIUTONIEHHU S, Y03UHODHUIINS; PEIKO — JISHKOIUTO3, TuMdaaeHonatus, 1eGuuT GoaueBoit
KHUCTIOTHI; OYEHb PEIKO — arpaHyJOIHTO3, arjacTUYecKass aHEeMUs, MAHIUTONCHHS, aHEeMUS,
WCTUHHAS SPUTPOIMTAPHAS allia3us, MeTraao0IacTHas aHEMUS, BapueratHas nmopdupusi, mo3gHss
KOXKHasi mopQupusi, ocTpas NepeMekKaromascs NOPPHUPHUs, PETUKYIOIHMTO3, W, BO3MOXKHO,
TeMOJINTUYECKAsl aHEMUST; YaCTOTa HEN3BECTHA — HEJJOCTATOYHOCTh KOCTHOTO MO3Ta.

Bo Bpemsi mpumema mpemnapara MOKET Pa3BUTHCA arpaHyJOIUTO3 M arlaCTUYeCKas aHEeMHUS.

OI[HaKO, B CBA3UM C TCEM, 4YTO OTH COCTOAHHA BO3HUKAIOT OYCHL PCIAKO, TPYAHO MOaTb
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KOJTMYCCTBEHHYIO OIIEHKY PUCKA MX BOZHUKHOBEHHUSI. Hé&'&%%&%@ M@Eﬂg 51]1-&%;1';'31%1/151

arpaHyJIOlMTO3a B OOIIEH MOMyMSAINK, HE MOJy4yaBIleil JieueHus, cocTaBisieT 4,7 cllydyaeB Ha
1 MJTH. HaceleHus B IO/, a ariacTUYecKor aneMuu — 2,0 cirydast Ha | MITH. HaceJeHHs B TO/I.
Hapywenus co cmoporvl UMMYHHOU cucmeMmbl: PEAKO — IOJUOPraHHAs TUIIEPYyBCTBUTEIBHOCTD
3aMEJICHHOTO THUIA C JINXOPAJKOH, KOXKHBIMHU BBICBITAHUSAMH, BACKYJIUTOM, JUM(paIeHONaTHEN,
NOpU3HAKaMHU, HAOMHHAIOUIMMUA JuMQoMy, apTpairueil, JneiKoneHuen, >03MHOPUINCH,
rernaTocIUICeHOMETallneil ¥ M3MEHEHHBIMHM TOKa3aTelsiMU (YHKIMHM TIEYECHH U JIECTPYKIIHS
BHYTPUIIEYEHOUHBIX >KETYHBIX NPOTOKOB C YMEHBIIEHHEM HX uKcia (yKa3aHHbIE MPOSBICHUS
BCTPEYAIOTCA B PA3IMUYHBIX KOMOMHAIMsX). MOryT Takke BOBJIEKAaTbCS JApPYrHe€ OpraHsbl
(HampuMep, JeTKue, TOYKH, MOKEIyI0UHAas jKee3a, MUOKap/I, TOJICTas KUIIKA); 0Y€Hb PEIKO —
ACeNTUYECKUH  MEHHMHTUT €  MHUOKJIOHYCOM M Tepupepudeckoil  303MHOPHIUEH,
aHa(UIAKTUYECKasl peaklysl, aHrTMOHEBPOTUYECKUI OTEK; 4YacTOTAa HEU3BECTHA — JIEKapCTBEHHAs
CBIIIb C 03MHOGWINEH U CUCTEMHBIMU MPOSIBICHHUSIMH.

[Ipy BO3HHMKHOBEHHHM YKa3aHHBIX BBIIIE pEAKLUN IOBBIILIEHHOW YYyBCTBUTEIBHOCTH IIPHUEM
npemnapara 0JKeH ObITh MPEeKpalleH.

OHOOKpuHHble HaApYWleHUA: 4acTO — OTEKHU, 3aJepiKKa JKUAKOCTH, YBEJIWYEHHE Macchl Tena,
TUIIOHATPUEMHUS U CHUYKEHHE OCMOJISIPHOCTU KPOBH BCIIEACTBHE 3(PPeKTa, CXOIHOTO C AEHCTBHEM
AHTUJAMYPETUYECKOTO TOPMOHA, YTO B PEIKHMX CIIydasX HPUBOAUT K BOJHOM HMHTOKCUKALUU
(TMIOHATPUEMHUH pa3BENICHUs), COMPOBOXKIAIOIICIHCS JEeTaprueil, PBOTON, TOJOBHOW OOIbBIO,
JNE30pUEHTAUEI W HEBPOJIOTMYECKMMH HApPYIIEHUSMH; OYEHb PEAKO — IIOBBILICHHE
KOHIEHTPAllUU NPOJIAKTHHA KPOBH, COIPOBOXKAAIOIIEECS WM HE CONPOBOXKIAIOIIECEC TaKUMU
IPOSIBJIICHUSIMH KaK rajlakTopesi, TMHEKOMAcCTHUsl; M3MEHEHUs MoKa3zaTenell PyHKIIUN ITUTOBUIHOM
Kene3bl — CHU)KEHUE KOHIIeHTpauuu L-TupokcuHa KpoBU (CBOOOTHBINH THUPOKCHH, THPOKCHH,
TPUHOATUPOHHH) U MOBBIIIEHNE KOHLIEHTPAIL[UY TUPEOTPOITHOTO TOPMOHA KPOBH, YTO OOBIYHO HE
COIIPOBOKIAETCS KIMHUYECKUMH MPOSBICHUSAMH; HapylleHHs MeTa0oiau3Ma KOCTHOM TKaHH
(cHM)KEHUE CoJlepXKaHUS KalblUs U 25-THAPOKCUXOJIEKaIbI(epoa B KPOBH), YTO MPUBOIUT K
OCTEOMAIISALIMN/OCTEONIOPO3Y; MOBBIIICHNE KOHIICHTPALUU XOJIECTEpHHA, BKIOYAs XOJECTEPHH
JIMIONPOTENUI0B BBICOKOM IIJIOTHOCTH, U TPUTVINLIEPUIOB B KPOBH.

Hapywenus memaboausma u numanus: peako — aepuuut (oJueBON KHCIOThI, CHUXKEHUE
amnmeTuTa; OYeHb penKko — ocTpas mnopupus (ocTpas WHTEPMUTTHUPYIOIIAs HOPQHUPUS U
cMelaHHas noppupus), Heoctpas noppupus (Mo3AHSA KOKHAsE HOPPHUPHUS).

Icuxuyeckue Hapywienus: PeIKo — TAUTIOUUHALMN (3pUTENIbHBIE WIN CIIyXOBbIE), AENpeccus,
aHOpEKCHs, OECIIOKOMCTBO, arpeccusi, aKUTalus, AE30PHEHTALUs; OYEHb PEAKO — aKTHBAlMs

IICHUX03a.
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Hapywenus co cmoponvl HepsHOU cucmemby: Oqu]!;n%éﬂ)E‘lCl%%lg%%;&{ﬁa 'jgiz'a?lézcm,

COHJIMBOCTbH, YyBCTBO YCTAJIOCTH; YaCTO — TOJIOBHAs O0JIb, AUIJIONUS, HAPYIICHUS AKKOMOIAIHH
3peHust (Hampumep, 3aTyMaHWBAaHHE 3pEHHs); HEYacTo — AaHOMAaJbHbIe HENPOU3BOJIbHbIC
JBIDKECHUSI (HATIpUMED, TPEMOP, «IIOPXAIOIIUI TPEeMOp /asterixis/, MbIllIedHasi TUCTOHUS, TUKH),
HUCTarM; peako — opodanuanbHasi IUCKUHE3MS, TNIa30[BUTaTeIbHbIe HApYILIEHUS, HAPYIICHUS
peun (Hampumep, IU3apTpHsi), XOpeoaTeTos, nepudepudeckas HelponaTs, NapecTe3nu, napes;
OYEHb PEIIKO — BKYCOBBIC HAPYLICHUS, 3JI0KAYE€CTBECHHBIM HEUPOJIENTUYECKUN CUHAPOM; YaCTOTA
HEU3BECTHA — CeAallMsl, HapyIIeHHE MaMsTH.

Hapywenuss co cmoponvl opeana 3penus: OYEHb PEIKO — TMOMYTHEHHE XpYCTallMKa,
KOHBIOHKTHUBHUT, TOBBIIICHNE BHYTPUTTIA3HOTO JABICHHS.

Hapywenus co cmoponul opeana ciyxa u 1abupunma: o4eHb peIKo — pPacCTpoicTBa cliyxa, B T.U.
IIyM B yIlIaX, TUIEPaKy3Us, TUII0aKy31s, U3MEHEHUS BOCIIPUSATHUS BBICOTHI 3BYKa.

Hapywenus co cmoponul cepoya: peiko — HapylUIeHUs] BHYTPUCEPACUHON MPOBOIUMOCTH; OYCHb
penko — Opagukapausi, apuTMUHM, aTPHUOBEHTPHUKYJsApHas (AV) Omokama ¢ 0OMOpoKamu,
XpOHMYECKast cepleuHasi HeJoCTaTOYHOCTh, 000CTPEHNE HIIEMHYECKON OOJIE3HH.

Hapywenuss co cmoponsl cocy0os: peAko — TOBBIIIEHHE WU CHUXXEHHE apTepUaIbHOTO
JABJICHUS, OYEeHb pEAKO — Koyuianc, TpomOoduedur, TpoMOoIMOomuu (Harpumep,
TPOMOOIMOOJIHS JIETOYHOM apTepun ).

Hapywenusa co cmopomnsl ovixamenvHotl cucmemyl, 0OpeaHo8 2pyOHOU KIemKu U Cpe0OCmeHUs.:
OUYEHb PEJKO — PEeaKINK FMIepYyBCTBUTEILHOCTHU, XapaKTEPU3YIOLIUECS JINXOPATAKOM, OJIBIIIKOMH,
ITHEBMOHUTOM HJIU THEBMOHHUEH.

Kenyoouno-kuuieunvie Hapyuienus: O4€Hb YaCTO — TOIIHOTA, PBOTA; YacTO — CYXOCTh BO PTY;
HEYacTo — Juapesi, 3amop; peaxko — Oolr B JKUBOTE, OYCHb PEIKO — TJIOCCHT, CTOMATHT,
NaHKPEaTHT; YacTOTa HEU3BECTHA — KOJIUT.

Hapywenus co cmopouvl neuenu u dwcenuegol@o0Aujux nymeti: OUY€Hb 4YacTO — MOBBILICHHE
AKTUBHOCTH TaMMa-TJyTaMUHTpaHc(epasbl B KPOBH (BCIEACTBUE MHIAYKIUHU 3TOr0 (epMeHTa B
[ICUYEHH), YTO OOBIYHO HE MMEET KIMHHYECKOTO 3HAYCHMS; YacTO — MOBBIIMICHUE AaKTHBHOCTH
IeJI0YHOH (ocaTa3bl KPOBH; HEYACTO — MOBBIIIEHHE aAKTUBHOCTH TPAHCAMHMHA3 B KPOBH; PEAKO
— TEMaTUT XOJECTAaTUYECKOT0, MAPEHXMMATO3HOro (renaToLesUIIoNIPHOr0) WM CMEIIaHHOTO
THUIA, IECTPYKIUS BHYTPUIICUEHOUYHBIX KEITYHBIX TPOTOKOB C YMEHBIIIEHUEM HX YHCIIA, KEITYXa;
OYCHb PEJIKO — ITPaHyJIEMaTO3HbIH IenaTuT, e4eHOYHast HEAOCTATOUYHOCTb.

Hapywenus co cmoponsl kodtcu u NOOKOHCHBIX mMKaHel: OUEHb 4acTO — AJJIEPTUUECKUI JEpMaTHT,

KpalnuBHUIA, KOTOpasi MOXKET ObITh 3HAYUTEIHHO BBIPAXKEHHOW; HEYACTO — 3KC(HOIMATHBHBIN

JEpPMaTUT, SPUTPOAECPMUSL; PEIKO — CUCTEMHasl KpacHasi BOJIYaHKa, 3y/; OYeHb PEIKO — CUHAPOM
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CrtuseHca-JI5)KOHCOHA, TOKCHYECKHH 1K AepMallpHbIH ek ol ekttt hotocetcnbimIatm,

MyJIbTHU(OpPMHAst M Yy3j0BaTas SpUTE€Ma, HapyIIEHUs NUTMEHTALUU KOXH, IMypIypa, akHe,
[OTJIMBOCTb, BBINAJACHUE BOJOC, 4YacTOTa HEU3BECTHA — OCTPBIM TI'€HEPAIU30BAHHBIN
HK3E€HTEMATO3HBIN IIyCTYJIE3, IMXCHOUIHBIN KEPATO3, OHUXOMAIE3UC.

Coobmanoch 0 peaKkux ciaydasx TMpCYyTH3Ma, OJHAKO IPUYMHHAs B3aMMOCBS3b HTOTO
OCJIO’KHEHUS C IIPUEMOM IIpenapara OCTaeTCsl HESICHOM.

Hapywenus co cmoponbt MbluledHol, CKe1emHot U COeOUHUMENbHOU MKAHU: PEIKO — MBIILICYHAs
cJ1a00CTh; OYEHb PEIKO — APTPAITHH, MbIIIEUHble OOJIM WM CYJOPOIH; 4YacTOTa HEU3BECTHA —
NIEPEIOMBI.

Hapywenusa co cmoponbl nouex u Mo4eblg00suux nymeti: O4e€Hb PEJKO — UHTEPCTULUAIBHbIH
HeQPUT, MOYEYHasi HEJOCTATOYHOCTb, HApYIICHNE (PYHKUIUHU MOYEK (HarpuMep, albOyMUHYpHS,
reMaTypusi, OJUTYpHUs, IOBBIIIEHHE MOUYEBUHBI/a30TEMHUA), YYAIlEHHOE MOYEUCIyCKaHUe,
3a7iepKKa MOYHM, PacCTpOicTBa MOJOBOM (YHKIMU/MMIIOTEHLUS, HAPYLIEHUs CIepMaToreHesa
(YMeHbIIIeHHE KOJIMYEeCTBA CIIEPMAaTO30UI0B U X TOJBHKHOCTH).

Jlabopamophvle u uncmpymeHmanbHvle OAHHblE: OYEHb PEIKO — TIHIIOraMMarioOyJInHEeMus;
4acTOTa HEM3BECTHA — CHI)KEHUE IUIOTHOCTU KOCTHOM TKaHHU.

Tpaemvl, unmoxkcukayuu u OCILON*CHEHUs npoyedyp. YaCTOTa HEU3BECTHA — MaJIeHHUE (CBSI3aHHOE C
aTaKCHEH, TOJOBOKPYKEHHEM, COMHOJICHLUEH, ApTEPUalIbHOM T'MIIOTEH3UEH, CIIyTaHHOCTBIO
CO3HAHMS, CEAINE, BBI3BAHHBIMU IIPUEMOM IIpenapara).

COO6H.I€HI/IG 0 ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo co001m1aTh 0 Mog03peBaeMbIX HEKENIATeNIbHBIX PEaKIUAX MOCNIe PETUCTPALlUN

npernapara ¢ IesIblo 00ecreueHus] HeMPEePbIBHOIO MOHUTOPUHTA COOTHOIICHUS «I10JIb3a — PHCK)
JIEKapCTBEHHOTO Mpernapara. MeIuuHCKIM pabOTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIIOOBIX
M0JI03PEBAEMbBIX HEKENAaTEIbHBIX PEaKIMSIX JIEKApCTBEHHOTO IMpenapara 4yepe3 HalMOHAJbHbIE
CUCTEMBbl COOOILEHUS O HEXeJIaTeNbHbIX peakIusiX TrocydapcTB — uieHOB EBpasuiickoro
HKOHOMHYECKOTO COI03a.

Poccniickas @enepanys

denepanbHas cayx0a mo Haa3opy B chepe 3apaBooxpanenus (PocznpaBaanzop)

109012, r. Mocksa, CiaBsiHCKas iomansp, 1. 4, crpoeHue 1

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

WNuTtepuer-caiiT: www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CHUMOTOMBI
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T B "l AT
ITepeno3upoBKa MHPOSBIAETCS OOBIYHO civrfromamu ' Be —chopdift e fsaninbi “HEpBHOI

CUCTEMBI, CEPJICYHO-COCYIUCTON U JBIXaTeILHOW CHCTEM, a TAKXKE SBJICHUSMHU, YKA3aHHBIMHU B
paznene 4.8.

[Tpu nepeno3upoBKe BO3MOKHBI CIEAYIOUINE CUMIITOMBI U Kajl00bI:

Llenmpanvnas nepenas cucmema (IL{HC): yraerenne (ynkmuii [IHC; mapymenue co3HaHus,
NE30pUCHTAIUS, COHJIMBOCTh, QXKUTAIMs, TaUTIONMHALMK, KOMa; 3aTyMaHWBaHUE 3PCHUS,
HEBHSTHAs pedYb, OU3APTPHUs, HUCTArM, aTakCus, OUCKWHE3Us, rumneppediiekcusi (BHaUaie),
runopeduiekcus (1mo3Ke); CyI0pord, ICHXOMOTOPHBIE PACCTPOMCTBA, MUOKJIOHYC, THIIOTEPMHUSI,
MUpHUa3.

Hvixamenvuas cucmema: yTHeTEHUE JIBIXaHUS, OTEK JIETKHUX.

Cepoeuno-cocyoucmas cucmema: TaXWKapAWs, TOBBIILICHHE WIM CHIDKEHHE apTepHaIbHOTO
JIaBJICHUS, HAPYLICHHUS MPOBOJUMOCTH ¢ pacimupeHueM komiuiekca QRS; ocranoBka cepaua u
00MOpOKH, BbI3BaHHBIE OCTAHOBKOM cep/la.

ITuwesapumenvuas cucmema: PBOTA, 3a/epXKKa HBAKyallUd IMHIMM W3 KEIyJIKa, CHUKCHHE
MOTOPHUKH TOJICTOM KUIIKH.

MouegvloenumenvHas cucmema: 3aJiepKKa MOYH, OJUTYpUS WM aHYPHS; 3aJep)KKa KUIKOCTH;
BOJHAsT  WHTOKCUKAIMs  (TUIIOHATPUEMHUs  pa3BeleHus), oOycioBieHHass  3ddexkTom
KapOamazenuHa, CXOJHBIM C ICUCTBUEM aHTHANYPETUYECKOTO TOPMOHA.

Ckenemno-mviuieunas cucmema: CYHIECTBYIOT COOOIIEHUS O pabJoOMUONU3E, CBSI3aHHOM C
IpUEMOM KapOama3ernuHa.

Hzmenenus co cmopousl 1ab60pamopHulX  nokazamesnel: TUMOHATPUEMUS, BO3MOXKEH
MeTabONMUECKUN aIlUa03, BO3MOXKHA THUIEPIIIMKEMHs], TMOBBINICHUE AKTUBHOCTH MBIIICYHON
¢dpakuun KpeaTHHPOCHOKHHA3HI.

Jleuenue

Crneuunduyeckuif aHTUIOT OTCYTCTBYeT. IlepBoHAuYanbHO JieYEHHE JOIKHO OCHOBBIBATHCS Ha
KIIMHUYECKOM COCTOSHMM TMallMeHTa; MOoKa3aHa rocrnurtanm3anus. [IpoBoauTcs ompeneneHue
KOHIIEHTpAlluu KapOama3enuHa B IIa3Me IS MOATBEPKIACHUS OTPABJICHHS 3THUM CPEACTBOM U
OLICHKH CTEMeHU Mepeno3upoBKu. OcCylIecTBISETCS 3BaKyallds COJAEPKUMOTO >KelylKa,
IIPOMBIBaHME JKETyJKa, IPUMEHEHNE aKTUBUPOBAHHOTO yriasl. [103/1HA 3BaKyalus Kelya0qHOro
COJICP’)KUMOTO MOKET MPHUBECTH OTCPOYCHHOMY BCACBIBAHMIO W TIOBTOPHOMY TIOSIBICHUIO
CUMITOMOB HMHTOKCUKAllUM B TEPHUOA BBI3ZAOpOBIEHUs. [IpuMeHseTcs CHUMITOMAaTHYEeCKOe
MOJJICPKUBAIOLIEE JICYEHUE B OTJIEJICHUM MHTEHCUBHOI Tepanmuu, MOHUTOpUpPOBaHUE (DYHKIUH
cepaua, TaTelbHas KOpPeKLMs HapylIeHU BOJHO-3JIEKTPOIIUTHOTO OanaHca.

PekoMenayercss mpoBeneHHE TeMOCOPOIMHM Ha YroJNbHBIX copOeHTax. ['emommanus sBisieTcs

3 PEKTUBHBIM METOOM JICUCHHUS TIPH MepeIo3UpOBKEe kKapOamazenuHoM. Bo3MOXKHO MOBTOpHOE
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3aMCAJICHHBIM BCaChIBAHHECM KaPGaMaBGHI/IHa.

5. PAPMAKOJIOTHMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

®apMakoTepaneBTUYECKass Ipynna: MPOTUBOAMMWIECNTHYECKHE  CpPEACTBA;  IPOU3BOJHbBIE
KapOoKcamua.

Koxg ATX: NO3AFO01

MexaHu3M IeHCTBUS

Kapbamazenun ABIISICTCA IOeH30a3eMMHOBBIM MIPOM3BOIHBIM. Hapsny c
IPOTHBOAMIIENITUYECKUM, TIpenapaT o0yiafaeT TakXKe HEHPOTPONHBIM M ICUXOTPOIHBIM
JNICEUCTBUEM.

MexaHu3Mm [neiicTBUs KapOaMasenuHa K HAcTOANIEMY BPEMEHHM OOBSCHEH JHIIb YaCTHYHO.
Kapbamazenun crabuinmsupyer MeMOpaHbl IepeBO30YKICHHBIX HEMPOHOB, MOJIABIISET CEPHITHbIC
paspsiipl HEHMpPOHOB M CHIDKACT CHHANTHUYECKYIO Iepenady BO30Y>KAAIONUX HMITYJIbCOB.
BeposTHO, OCHOBHBIM MEXaHM3MOM JEHCTBHS KapOamasenmuHa SBISETCS NPENOTBpAILICHUE
HIOBTOPHOTO BO3HMKHOBEHUS B JICTIOJIIPU30BAHHBIX HEHPOHAX HATPHH3aBUCHMBIX MTOTEHIINAJIOB
JeMCTBUS 3a CUET OJIOKAIBI OTKPBITHIX MOTEHIIMAT3aBUCUMBIX HATPUEBBIX KaHAJIOB.

dapmakoauHamuyeckue d3PPeKTol

[Ipu mpueme B KauecTBE MOHOTEPANMH y MAIMEHTOB C dMUJIENcruell (B 0COOCHHOCTH y JIeTed 1
MOJPOCTKOB), OBLJIO OTMEYEHO IICUXOTPOMHOE JeCTBHE TMpenapara, BKJIIOYaBILEe
MOJIOKUTEIBHOE BJIMSHUE HA CHUMIITOMBI TpPEBOTM U JEMPECCUU, a TakKe CHUKEHUE
pa3apaxXUTEIBLHOCTH U arpeCCUBHOCTH. B OTHOIIEHUU BIMSIHUS Ipenapara Ha KOTHUTUBHBIE U
MICUXOMOTOpPHBbIE (DYHKLIMU HET OJHO3HAYHBIX JAaHHBIX: B OAHMX HCCIENOBAHUSAX ObLI MOKa3zaH
NBOSIKUN WJIM HETaTUBHBIH 3 (EKT, KOTOPBIA 3aBUCEN OT 03Bl Ipenapara, B JIPYrux
HCCJICIOBAHMSIX OBLIO BBISIBIICHO MOJIOKHUTEIFHOE BIUSHUE MPEnapaTa B OTHOIICHUN BHUMAHUS U
NaMATH.

Kak neipoTpornHoe cpenactso npemnapat 3GPEeKTUBEH MPH PsiZie HEBPOJIOTHIECKUX 3a00JICBaAHHM.
Tak, Hampumep, NpH HUIUONATUYECKOW W BTOPUYHOM HEBpPAITMU TPOWHUYHOTO HEpPBA OH
MpeIynpexaaeT NOSBICHNE TAPOKCU3MAIIBHBIX OOJIEBBIX MPUCTYIIOB.

[Ipu cuHgpOoME anIKOroJbHONW AOCTMHEHLMH Npenapar MOBBIMIAET TOPOTr  CYAOPOXKHOM
TOTOBHOCTH, KOTOPBINA MPH JaHHOM COCTOSIHUM OOBIYHO CHUXEH, U YMEHBIIAET BBIPAKEHHOCTH
KJIMHUYECKUX MPOSBIEHUN CHHApPOMA, TaKMX KaK IIOBbIIIEHHAs BO30YIMMOCTh, TpPEMOp,
HapYIIEHUS MOXO0IKH.

Y GoJIbHBIX HeCaXapHBIM TuabeTOM IpenapaT yMEHbBIIACT JUYPE3 U UYBCTBO KAXK/IbI.
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Kak ncuxorporHoe cpenctBo mnpemnapaTr 3hd KTHBeH'l;lf];'I/I:l%giéﬁggL&b'ﬂgc%;p%gg%k, a

UMEHHO, TP JICYCHUU OCTPBIX MaHHMAKAJIbHBIX COCTOSHHM, NMPH MOJEPKUBAIOIIEM JICUCHHH
ounosspHbIX ad(HEeKTUBHBIX (MaHHAKAIBHO-ACTIPECCUBHBIX) PACCTPOMCTB (Kak B KayecTBe
MOHOTEpAIINHU, TaK ¥ B COYCTAHUU C HEHPOJIEITUICCKUMHU CPEICTBAMH, AaHTUICTIPECCAHTAMH HJIH
npenapaTaMM JIMTHS), TpU TpUCTyNax mu30a(eKTHBHOTO TICHX03a, NPU MaHHUAKaIbHBIX
MPHUCTYNaX, IJe OH MPUHUMAETCS B KOMOMHAIIMY C HEUPOJIENTUKAMH, a TAKXKe MPU MaHUAKAIbHO-
JIETIPECCUBHOM TICHX03€ C OBICTPBIMU IUKJIAMHU. XOTS yMEHbIIEHUE BBIACICHHS TIIyTaMaTra |
crabwnmu3anys MeMOpaHbl HEHPOHOB MOXKET OOBSICHUTH MPOTHBOAMUICHTHYCCKUN IPGDEKT,
CIOCOOHOCTh TIpernapaTta TOIaBIsATh MaHHWAKAJIbHBIC TPOSIBICHUS MOXET OBITh 00YyCIOBJICHA
yrHETeHHneM oOMeHa 1opaMHHa U HOpaJpeHallnHa.

5.2. apmakoknHeTHYECKHE CBOHCTBA

AbGcopbuus

[locnie mnpuemMa BHYTpPh KapOaMaszelmuH BCACHIBACTCS TIOYTH IMOJHOCTBIO, TPU TpPHEME
TabneTupoBaHHOW (OPMBI BCAaChIBAHME TPOMCXOJUT OTHOCHTENBbHO MeieHHo. Ilocie
OJTHOKPATHOTO IpHeMa TabNeTKH KapOamaszenmuHa CpeAHss MaKCHUMajbHas KOHLIEHTpPAIUS B
mna3Me (Cmax) JocTHTaeTcs yepes 12 d.

[Tpuem numM CymecTBEeHHO HE BIUSET Ha CKOPOCTh M CTETICHb BCAChIBAaHMsI KapOaMasenuHa.
PaBHOBecHast KOHIEHTpalnus KapOamaselnuHa B IUIa3Me JOCTUTaeTCsl B TeYeHHE 1—2 Henuenb.
Bpemst ee noctmkeHUsT WHAMBHUIYAIbHO M 3aBUCUT OT CTENEHU AayTOMHIYKUUHU (HEPMEHTHBIX
CHCTEM IeYeHU KapOaMa3emuHOM, TeTEPOMHIYKIIMUA JIPYTUMHU, OJJHOBPEMEHHO MPUMEHSIEMbIMU
JICKApCTBCHHBIMH CpPEACTBAMH, a TaK)K€ OT COCTOSIHHS TAlMEHTa JO0 Havaja TepanuH, J03bI
npernapara u JUIMTeIbHOCTH JieueHus. HalmonatoTest cylecTBeHHbIe HHNBH Ty aIbHBIE PA3INIHS
3HaYeHUH pPABHOBECHBIX KOHIICHTPALMH B TEparneBTUYECKOM Juamna3oHe: y OOJbIIMHCTBA
OOJIBHBIX 3TU 3HAYCHUS KOJIeOMOTCs OT 4 110 12 Mkr/™Mi (17-50 MKMOIB/7).

Pacnopenenenue

Ces3piBanue kapOamaszenuHa ¢ Oeiakamu Iuia3Mel KpoBu coctaisier 70-80 %. Konunenrpamus
HEM3MEHEHHOTr0 KapOama3ennHa B CHUHHOMO3TOBOH JKUAKOCTH U CIIIOHE MTPONOPIMOHANIbHA JI0JIe
aKTUBHOTO BelIecTBa, He cBA3aHHoro c¢ Oenkamu miasmbl (20-30 %). Konnenrpanus
KapbamaszenuHa B IpyJHOM MOJIOKe cocTaBisieT 25-60 % oT ero 3HayeHUs B IUIa3Me€ KPOBH.
KapbamazenuH npoHHMKaeT uepe3 IUIALCHTApHbIM Oapbep. YUuThIBas MOJHYIO abcopOIHIo
kKapOama3zenuHa, KaxXymuics oobem pacnpeaenenus cocrasiset 0,8—1,9 n/kr.

Buorpancdhopmarims

Kap6amazenun merabonuzupyercs B neueHr. OCHOBHBIM MyTeM OHOTpaHCHOpPMAINH SBIISICTCS
SMOKCUATUONBHBIA TyTh, B pe3yidbTaTe dYero oOpa3yroTCs OCHOBHBIE METa0OJIUTHI:

10,11-TpancanonoBOE MPOU3BOAHOE U €0 KOHBIOTAT C MIIOKYPOHOBOM KUCIOTOH. [IpeBpaiienue
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kapbamasenun-10,11-5m0kcuaa B KapOamase HH-IO,I'ﬂ"E'B%Qé&gJ%‘;J %Eﬁﬁﬂgﬁé’ Yeidbexa

MPOUCXOIUT MPU MTOMOIIK MUKPOCOMAIBHOTO (hepPMEHTa AMOKCHATHAPOIIA3HI.

Conepxanne kapbamazenuH-10,11-3mokcuaa (akTuBHOTO MeTaboauTa) cocraisier okoso 30 %
OT KOHIICHTpalnuu KapOamaszenuHa B 1uiazMe. OCHOBHBIM HM30(EPMEHTOM, 00ECTICUMBAIOIIAM
ouotpanchopmaruio kapbamazenuHa B kapbamazenun-10,1 1-smokeun, siiasiercs mutoxpom P450
3A4. B pe3ymbraTe STHX META0OJIMUYECKUX pEaKUUil oOpaszyercss Takke HEe3HAuUuTeIbHOE
KOJINYECTBO JPyroro Merabonuta — 9-ruipokcu-metui- 1 0-kapbamonnakpuaasa.

Hpyroii BaxHBIM MyTh MeTaboiM3Ma KapOaMa3enuHa — oOpa30BaHHME II07] BO3JEHCTBHEM
n3opepmenra UGT2B7 pa3nuuHbIX MOHOTHUIPOKCHIIMPOBAHHBIX IPOM3BOJIHBIX, a TaKXKe
N-I1I0KypOHUIOB.

DJIMMUHAIMS

[lepuon monyBbIBEEHUSI HEU3MEHEHHOIO KapOamazenuHa IIoclie OJHOKPAaTHOro IpuemMa
mpernapara BHyTpb COCTaBIISIET B CPEAHEM OKOJIO 36 4, a 1ociie MOBTOPHBIX MPUEMOB IpernapaTa —
B cpeaHeM 16-24 4 B 3aBHCHUMOCTH OT JUIMTEIBHOCTH JICUeHHUs (BCIEACTBHE ayTOMHIYKIIUU
MOHOOKCUTEHA3HOW CHCTeMbl TMeuyeHH). [lokazaHo, 4YTO Yy TAIMEHTOB, MPUHUMAIOIINX
OJIHOBPEMEHHO Jpyrue Impenaparbl, WHAYHUPYIOIIME MHUKPOCOMajbHble (EPMEHTHl IEUYEHU
(manmpumep, dhenutonH, peHodapOuTa), IEPHO.I TOJYBBIBEACHUS KapOaMaszemnHa COCTaBIIseT B
cpennem 9—10 u.

[Ipu npueme BHYTpb KapOamazenuH-10,11-3mokcuaa cpeiHuil MEpPUOA €ro IONTYBBIBEICHHS
COCTaBJIIET MPUMEPHO 6 YACOB.

[Tocne onHokpaTHOrO nMpuema BHYTph 400 Mr kapbamazenuHa 72 % MPUHATON A03bl BHIBOAUTCS
¢ Mouoit u 28 % ¢ kanmom. OkoJio 2 % MPUHATOMN 1036l BBIBOJSATCS C MOYOU B BUJIE HEU3MEHEHHOT'O
kapbamazennHa, okomo | % — B Buae  (apMakoOJIOTHYECKH  aKTUBHOTO
10,11-3nokcugHoro metabonura. Ilocne onHokparHoro npuema BHyTpb 30 % kapOamasenuna
BBIBOJIUTCS] C MOYOM B BUJI€ KOHEYHBIX MPOAYKTOB AMOKCHIUOIBLHOTO ITyTH METa00IU3Ma.

JInia mosKmjioro Bo3pacra

Het naHHBIX, KOTOpbIE CBHJIETENHCTBOBAIM ObI O TOM, UYTO (papMaKOKHMHETHKA KapOaMazenuHa
U3MEHSCTCS y MAllEeHTOB MOKIIIOTO BO3pacTa (110 CPAaBHEHUIO CO B3POCIBIMH JIMIIAMH MOJIOZOTO
BO3pacra).

ITarmeHThI ¢ HapyIIcHUuECM d)VHKHI/II/I [MOYEK H/UIIN II€YEHU

JlaHHBIX 0 (hapMaKOKHHETHKe KapOama3enuHa y HallMeHTOB C HapyIIeHUAMU (QYHKIIUU MOYEK UITH
IIEYCHH 10 HACTOSAIIETO BPEMEHU HE UMEETCH.

CTH
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VYV nereit, BcrmenacTBue Oosiee OBICTPOM SIUMHHALUH M&ﬂ%ﬁf%{%@zﬁgﬂ%‘mcg

nmpuem 0o0J1ee BEICOKHX A03 Mperapara U3 pacucTa Ha KUJIOrpaMM MAcCChI TCJia, MO0 CPaBHCHUIO CO

B3POCJIBIMH.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

[ToBuAOH (MOJMBUHUINMUPPOINAOH HU3KOMOJIEKYIApHBIA MeaunuHckuil 12600+2700, miacqox
K-17)

KpeMunst nTMOKCHI KOJIJIOUTHBIHN (a3pOCHIT)

Kapbokcumernnkpaxman HaTpus (HATPUS KpaxMal TIIHKOJISIT, IPUMOTEIb )

Marnus creapat

Tanbk

Kpaxman kapTodenbHbii

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHus )

3 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

B 3amumnienHoM OT cBeTa MecTe Ipu Temneparype He Boiie 25 °C.

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

10 TaGneToK B KOHTYPHYIO SYEHKOBYIO YITAKOBKY W3 TUIEHKH TOJUBUHWIXJIOPUIAHOW U (OJIBTH
AJIIOMUHHMEBOU I1€4aTHOM JIJAKUPOBAHHOM.

20, 30, 40, 50, 60 TabnmeTok B OaHKy MOJMMEPHYIO W3 TOJHIIPONHICHA WU TOJIHITUIICHA,
YKYNOPEHHYIO HATSATUBAEMOMN WJIM HABUHUYMBAEMOW KPBIIIKOW MOJIMMEPHOH JIs JIEKApPCTBEHHBIX
CPEICTB M3 TMOJUIPONMIECHA WJIM TOJUATHIEHA C KOHTPOJEM MEpPBOrO0 BCKPBHITUS WM 0e3
KOHTPOJISI, C YIJIOTHSIOIIUM 3JIEMEHTOM WU 6€3 Hero.

JIOMOMHUTENBHO JIONMYCKAETCsS HCIONb30BATh BAaTy MEIUIMHCKYIO) TUTPOCKONMHYECKYIO WIH
aMOpTHU3aTOpP.

Ha GaHKM HaKJIENBAIOT STUKETKY CAMOKJIESIIYIOCS.

Kaxnyro 6anky nmm 1, 2, 3,4, 5,6, 7, 8,9, 10 KOHTYpHBIX SYEHKOBBIX yIIAKOBOK C HHCTPYKIIHEH
M0 MPUMEHEHUIO MTOMENIAIOT B MAYKy U3 KapTOHA.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHMHM HMCIHOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUs:
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MAaHUIYJISIIHHU ¢ NPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.
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7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

OO011ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)
115184, r. Mocksa, niep. O3epkoBckuid, 1. 12, atax 1, nomemnt. I, kom. 9

Ten.: +7 (3522) 48-60-00

e-mail: fsk@velpharm.ru

7.1. lIpencraBuTeib AepKaTeNsl PErHCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccniickas @enepanus

OO11ecTBO ¢ OTPaHUYECHHON OTBETCTBEHHOCTHIO «Bendapm» (000 «Bendapm»)
640008, Kypranckas o61., r. Kypran, npocniekt Koacturynun, 1. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

e-mail: fsk@velpharm.ru

8. HOMEP PETUCTPAHIMOHHOI'O YAOCTOBEPEHMUA

9. TATA TIEPBUYHOI PETUCTPAIIMM

JlaTa nepBo perucTpanuu:
10. JATA IEPECMOTPA TEKCTA
O6mas xapakrepuctuka ekapcrsenHoro npenapata KAPBAMAJEIIMH BEJI®APM nocrynna

Ha WHQPOPMAMOHHOM TopTaje EBpa3MiicKOro 3KOHOMHYECKOTO COI03a B HH(OPMAIMOHHO-

KOMMYHUKaIMoHHOM cetu «uTepHeT» http://eec.eaeunion.org/
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