COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 02.08.2024 N= 15942

OBILAS XAPAKTEPUCTHKA JIEKAPCTBEH OO TIPEITAPATA “02)

1. HANMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

3enton, 200 mr, TabIeTKU C MPOJIOHTHPOBAHHBIM BBICBOOOXKICHHEM, MOKPBITHIE IICHOYHOM
000J10YKOi

3enton, 400 Mr, TabIeTKH C MPOJOHTHPOBAHHBIM BBICBOOOXKICHUEM, TOKPBITHIC IICHOYHOU
000I104KO

2. KAYECTBEHHBINA U KOJITMYECTBEHHBIN COCTAB
JleiicTBytolee BEmecTBO: KapbaMasenuH.
3enrtoa, 200 mr, TabJEeTKH C IIPOJOHTHPOBAHHBLIM BBICBOOOKICHUEM, IMOKDLITHIE I[UICHOYHOM

000JI09KOi

Kaxxnas Tabnerka ¢ mMpoJOHTHPOBAHHBIM BBICBOOOXKACHUEM, MOKPHITAsl TNICHOYHOH 000JI0YKOH,
coaepxut 200,00 mr kapbamazenuHa.

3enton, 400 mr, TabJAETKH C MPOJOHTUPOBAHHBIM BHICBOOOXKIEHUEM, MOKPBITHIE IMICHOYHOU

000J109KOi

Kaxnas TabieTka ¢ MpOJIOHTMPOBAHHBIM BBICBOOOXKICHHEM, MOKPHITAst INICHOYHOH 000JIOUKOH,
conepxut 400,00 mr kapbamasenuHa.

[TonHbIi mepeyeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabyeTKu ¢ MPOJIOHTUPOBAHHBIM BHICBOOOXKICHUEM, IMTOKPHITHIEC INIEHOYHONW 000JI0UKOM.
3enrosn, 200 mr, TabJETKH C IIPOJOHTMPOBAHHBIM BBICBOOOKIEHMEM, IMOKDPLITHIE IUICHOYHOM

000J10YKOH

Kpyribie 1BOSKOBBITYKIIbIE TAOJIETKH KOPUYHEBOTO I[BETA, TOKPHITHIE TJICHOUYHON O0OJIOUKOM,
HMMEIOT PUCKY C OJTHOM CTOPOHBI.

3enron, 400 Mr, TaOJETKH C IPOJOHTHPOBAHHBIM BBLICBOOOKIEHHEM, IMOKDPBITBIE IIIICHOYHON

000JI04YKOM
Kpyriibie 1BOSIKOBBIYKIIbIE TaONETKH KOPUYHEBOTO 1[BETA, MOKPHITHIC TUIEHOYHONH 0OOJIOYKOM,
UMCIOT PUCKY C OJIHOM CTOPOHBI.

4. KIMHUYECKHUE JTAHHBIE
4.1. [loka3zanusi K NPUMEHEHUIO
[Ipenapar 3enTos noka3zaH K HPUMEHEHHIO Y B3POCIIBIX U JIETEH B BO3pacTe OT 4 JIeT 1J1d JICUEHUS:
® DIWIENCHHU:
— CJIO’KHBIX WJIM MPOCTHIX MapIUaJIbHBIX SMWICNTUYECKUX MPUCTYIOB (C MOTEpe uin
0e3 moTepu CO3HaHMA) C BTOPUYHOM reHepanu3amuei wi 6e3 Hee;
— TEHEepaTM30BaHHBIX TOHUKO-KJIOHUYECKUX MUIEITUYECKUX ITPUCTYIIOB;
— CMeILIaHHBIX (OPM AMUIENTHIECKUX TPUCTYIIOB;
® OCTpBbIX MaHUAKAJIbHBIX COCTOSHMI M B KayeCTBE MOJACPKHUBAIOLICH Tepanmuu OUIOISIPHBIX
ah(PEeKTUBHBIX PACCTPOUCTB C TIENbI0 NPOMUIAKTHKHA OOOCTPEHHH WM OciIabieHus
KIIMHUYECKHUX MPOSBIECHUI 000CTpeHNUS;
® CHHJPOMA aJKOTOJbHON aOCTHHEHLIUH;
® YAMONATUYECKON HEBpPAJIrMM TPOMHHUYHOI'O HEPBAa M HEBpPAJITMU TPOWHHUYHOIO HEpBa IIpU
paccestTHHOM CKJIepo3e (THITHYHOW U aTUITHYHOMN );
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SKCNEPTHOMY OTUYETY

[Ipenapar 3enTou, kak mpaBuiIo, He 3P (PEKTUBEH MpU abCaHCaX U MHUOKJIOHYC-IITUJICTICHH.
4.2. Pe:kuM 103MPOBAHUSA U CIOCO0 MPUMEHEHMSI
PexxuMm no3upoBanus

[Ipenapat MOXHO NIPUMEHSTH KaKk B MOHOTEpAIHH, TaK U B COCTaBe KOMOWHUPOBAHHOM Teparnuu.
[lepeBon manuenTa ¢ npuema kapbamasenuHa B (hopMe 0ObIYHBIX TaOJIETOK Ha MPUEM MpenapaTa
3enTos, TabJIETOK C MPOJIOHTUPOBAHHBIM BBICBOOOXKIEHUEM: KIMHUYECKHH OIBIT MOKA3bIBACT,
YTO y HEKOTOPhIX NAalMEeHTOB MpPH MNPUMEHEHHH TabJeTOK C TMPOJOHTHPOBAHHBIM
BBICBOOOKJIECHEM MOKET BOSHUKHYTh HEOOXOIMMOCTh B MOBBILICHUH JI03bI ITpernapara.
Onunencus

[To Bo3MOXXHOCTH, TIpeniapar 3enToJ CJIEeNyeT MPUMEHSITh B MOHOTepanuu. IIpemapatr oObIYHO
Hea((PeKTUBEH MpU MasbIX punaakKax (petit mal, abcaHc) U MHOKIIOHWYECKHUX TTPUCTYIIAX.
JledeHne HAaYMHAIOT C MPUMEHEHHUS HEOOJBIION CYTOYHOH M03bI, KOTOPYIO B IMOCIEIYIOIIEM
MEJIJICHHO MOBBILIAIOT JI0 JOCTHKEHHUS ONTUMAIBHOTO Y QeKTa.

Jloza kapOamaszenuHa moaoMUpaeTcss MHIMBUAYAIBHO IS JOCTHXKEHHS aJeKBATHOTO KOHTPOJIS
CYIOpOXHBIX cocTossHui. [y mogbopa onTUManbHOM O3B Mpenapara 3enTol PeKOMEHIyeTCs
OTIpe/ieIeHNe KOHIIGHTPALUU JICHCTBYIOIIEro BelIeCTBa B IIa3Me KPOBH, KOTOpas OOBIYHO
coctaBisieT 4-12 mMxr/mi (17-50 MEkMoOITB/ ).

[Ipu pobGaBneHMHM K JPYrMM MNPUHUMAEMbIM IPOTHUBOAMMIICITUYECKHM IIpernapaTaMm A03Y
npemnapaTa 3enToJl MOBBIIAIOT MocTeneHHo. [Ipu HeoOX0IMMOCTH MPOBOJSAT COOTBETCTBYIOLIYIO
KOPPEKIIHIO /103 TPUHUMAEMBbIX IIPErapaToB.

Jlnist B3pocIbIX U AeTelt crapiie 16 et HadanbHas 1o3a kapOamazenuHa cocrasiser 100-200 mr
1-2 paza B cyTKu. 3aTeM 703y MEAJICHHO MOBBIMIAIOT 10 JOCTHKEHUSI ONTUMAIBHOTO JIEYEOHOTO
s dexTa; 00bryHO OH nocturaercs npu goze 400 mr 2-3 pasa B cyrku. HekoropsiM nanueHTam
MOJKET MOTPeOOBaTHCS yBENUYCHHE CYyTOYHOM 10361 10 1600 mr mmm 2000 mr.

Heepaneua mpotinuyno2o Hepsa u Hedpaeus A3bIK02I0MOYH020 Hepea

Hauanbnas noza qis B3pocisix coctapiigeT 200-400 mr B cyTku. Ee MeyieHHO MOBBIIIAIOT BILIOTh
JI0 MICUE3HOBEHUSI 0O0JIEBBIX OTymIeHuH (00bIYHO 110 10361 110 200 Mr 3-4 pa3a B CyTKH). 3aTeMm
7103y MOCTENIEHHO CHUKAIOT 0 MUHUMAJIBHOM MOAIeP KUBAIOIIEH.

MakcumManbHas peKOMEHJOBaHHas 103a Uil B3pociblx coctasiseT 1200 mr B cytku. Ilpu
paspeuieHnn OOJIEBOTO CHHJIpOMA CIIEAYyeT MOCTENEHHO IPEeKpallaTh TEparuio IMpernapaTom
3emnTo 10 BO3HUKHOBEHHUS CIIEIYIONIET0 O0JIEBOTr0 MPUCTYIIA.

PexoMeHnyeMas HauanbHast 103a JUIsl HOKUJIBIX MAMEHTOB cocTapiseT 1o 100 mr 2 pa3a B CyTKH,
3aTeM J103y MEAJIEHHO MOBBIIIAIOT A0 TOCTHXKEHUS pa3pelieHus 00JIeBOro CHHIPOMaA, YTO OOBIYHO
nocturaercs npu no3e mo 200 mr 3-4 paza B cytku. Jlanee cneayeT noCTENEHHO CHUXXATh 103y 110
MHUHUMAJIbHOW MOIIEPKUBAIOILICH.

[Ipy HeBpaliruv TPOMHUYHOTO HEpPBA y [JIAHHOM KAaTEropvuu MAaIlMEHTOB MaKCHMallbHast
pexoMmenaoBaHHas fo3a coctaBisieT 1200 mr B cytku. Ilpu paspemiennn 6051eBOro cuHapoMa
ClIelyeT MOCTENEHHO NPEKPAIlaTh TEPAMIO IpenapaToM 3eNTo 40 BOSHUKHOBEHHUS CIIEAYIOLIETO
00JIeBOTO MPHCTYTIA.

Cunopom anko2o1bHOU abCmuHeHyuu

Cpennsis no3za cocrasnser 200 Mr 3 pa3a B CyTKH. B TshkenbIX cioyyasix TEUEHHE IEPBBIX
HECKOJBKHUX JHEH /103a MOXKET OBITh MOBBIIIIEHA (Harpumep, 10 10361 400 mr 3 pasa B cytkn). [Ipu
TSDKEJBIX MPOSIBICHUSX aJTKOT0JIbHON aOCTUHEHIIUY JIeueHNEe HAaUUHAIOT C IPUMEHEHUS IpenapaTa
3enrton B KOMOMHAIMM C MpenapaTtaMu, OKa3bIBAIOIIMMU CEJaTUBHOE M CHOTBOPHOE NIEHCTBUS
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npemnapaToM 3emTo MOXKET OBITh IPOJOHKEHO B BUI€ MOHOTEPATIHH.

Ocmpvle MaHuakanbHble COCMOAHUA U NOOOepAcusarouee ileyerue aghdexmusHuix (OunoapHeix)
paccmpoticms

Cyrounas no3a cocrasisieT 400-1600 mr. Cpeansisi cyrounas no3a — 400-600 mr (B 2-3 npuema).
[lpr ocTpoM MaHMAKaJIbHOM COCTOSIHUHU 03y CJEAyeT TOBBIATh JOBOJLHO ObicTpo. [lpm
NOJJICP)KUBAIONICH Tepaniy OHITOJIIPHBIX PACCTPOMCTB B IENAX OOECHCUCHHS ONTUMAIIbHOM
MIEPEHOCUMOCTH KaXKI0€ CIEIYIONIee MOBBIIICHUE JT03bI JOJDKHO OBITh HEOOJBIINM, CYTOYHAs
71032 YBEITMYNBACTCSI TOCTEIICHHO.

Ipexpawenue npuema npenapama

BreszanHoe mpekpaiieHue npuemMa mnpemnapara 3enTol MOKET CIIPOBOLUPOBATH AMMHICITHICCKHIA
MPUCTYTI, TO3TOMY KapOama3enuH ClieyeT OTMEHSATh MMOCTETIEHHO B TeUeHHe 6 MecsIeB U Ooee.
Eciu HEoOXOAMMO OTMEHHWTH Tpenapar y MNalWeHTa C JMHIENCUEl, Tepexo] Ha Jpyroe
NPOTHBOAHIIENITUYECKOE CPEICTBO OIDKEH OCYIIECTBISTHCS MO/ MPUKPHITHEM TIOKa3aHHOTO B
TaKUX CITydasx Mmperapara.

Oco0ble rpynIbl MalUEeHTOB

Tayuenmwl nodcunozo 6o3pacma

YuuTeiBasg ~ JIGKAPCTBEHHBIE  B3aUMOJCHCTBUS U OCOOEHHOCTH  (hapMaKOKWHETHKH
IPOTUBOAMIIENTHUECKHUX MIPENapaToB, MOXKWIBIM MallMEHTaM 03y Npenapara 3enTol CIeAyeT
noI0UPATh C OCTOPOKHOCTBIO (CM. pazaen 4.4).

€T’
[Ipenapar 3enton nmoka3aH K IPUMEHEHUIO Y JIETE B BO3pacTe OT 4 JIeT.
OcHOBHOE MOKa3aHue sl IPUMEHEHHS Ipenapara y AeTer — snuiiencus. Jletsm B Bo3pacte 4 Jiet
U MIIaJiIe peKOMEHJO0BAaHO MPUHUMATh Kapbama3enuH B BUIE JAPYTUX JIEKapCTBEHHBIX (opM
(cuporm).
VY nereii crapie 4 1T JedeHUE MOXKET ObITh HAYaTO ¢ MPUMEHEHHUs Ipenapara 3ento B 1o3e 100
MT B CYTKH; 703y MOBBIIIAIOT TOCTENIEHHO, HO He Oonee yem Ha 100 mr B Hexento.
Tloooeparcusarowue 003v1: 1S AeTell ycTaHABIMBAIOT U3 pacueTa 10-20 MI/KT Macchl TeIa B CyTKH
(B HECKOJIBKO TIPUEMOB).

Bo3spacr pebenka PexoMennoBaHHasi CyTouHast 103a
4-5 ner 200-400 mr
6-10 et 400-600 mr
11-15 ner 600-1000 mr

> 15 ner 800-1200 Mr (kak 1151 B3pOCIIbIX)

MaxcumanvHvie 003bl: Ul 1€Te B BO3pacTe <6 JIET COCTAaBISIET 35 MI/KT B CyTKH, 6-15 met —
1000 mr B cyTku, >15 et — 1200 Mr B CyTKH.

Crioco0 nprMEHEHUS

[Ipenapar 3entona NnpuHUMAlOT BHYTPb.

[Ipenapat 3enTon MOKHO IPUHMMATH BO BPEMsI €7bl, IIOCIE €1bl WK B MIPOMEKYTKAX MEKAY
npuemMamu nuiy. TabneTKu cienyer 3anuBaTh HEOOIBIINM KOJIUYECTBOM KUIKOCTH.

TabneTku ¢ MPOJIOHTMPOBAHHBIM BBHICBOOOXKIEHUEM (1I€TyI0 TaOJIEeTKY WM MOJIOBHHY, €CIIU TaK
Ha3HAYEHO BPayoOM) CIIEIyeT MPUHHUMATh, HE Pa3KeBbIBas, 3alMBas HEOOJBIIMM KOJIUYECTBOM
xuakoctd. Tak kak  JeiicTByroliee BELIECTBO  BBICBOOOXKZAeTCsl U3  TalJIETOK C
IPOJIOHTUPOBAHHBIM BBICBOOOXKIEHUEM MEIJICHHO M ITOCTENIEHHO, UX IPUHUMAIOT 2 pa3a B JI€Hb.
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4.3. [IpoTuBONOKA3aAHUS

SKCNEPTHOMY OTUYETY

e [ 'UnepuyBCTBUTENBHOCTh K KapOama3elnuHy WM CXOAHBIM B XHMHYECKOM OTHOLICHHUU
JIEKapCTBEHHBIM Ipenaparam (HampuMmep, TPULMKIMYECKHMM aHTHUJCNpEcCaHTaM) WM K
J1000MY U3 BCIIOMOTaTEIbHBIX BELIECTB, IEPEUUCIICHHBIX B pa3jene 6.1;

e ATpUOBEHTPUKYIIsIpHas Ol0Kaja;

e Haymuue B aHaMHe3€ 3MU300B YTHETEHHSI KOCTHOMO3TOBOT'O KPOBETBOPEHHS,

e [ledyenounsie mopdupuu (HampuMep, oCTpasi IEpeMeKaroIascs MophUpus, MO3THSIS KOKHAS
nopdupusi, BapueratHas noppupus);

e JlpumeHeHue B KOMOMHAIIMK C MHTHOMTOpaMH MOHOaMUHOOKcHAa3bl (MAO, cTpykTypHOE
CXO/JICTBO C TPULIMKJIMYECKUMU aHTUACIPECCAaHTaMu) (CM. paszzen 4.5).

4.4. OcoOble yka3aHMsl M Mepbl NPEeI0CTOPOKHOCTH NPH NIPUMEHEHUH

[Ipenapar 3enTon ciaenyeT NpUHUMATh TOJIBKO MOJI KOHTPOJIEM Bpaya.

Y nanMeHTOB € AHAMHECTHYECKUMH CBEICHMSIMH O 3a0osieBaHHMSX cepamna (BKIOYas

JICKOMIICHCUPOBAHHYIO XPOHHUYECKYIO CEpJCYHYI0 HEIOCTaTOYHOCTh), IEYeHU (BKIIOYAs

MEYCHOUYHYI0  HEJAOCTATOYHOCTH), TMOYEeK  (BKJIIOYAs  IMOYEYHYIH  HEJOCTaTOYHOCTH),

HE)KEJIATeNIbHBIX TI'€MaTOJIOIMYECKUX SIBJICHUSAX Ha JIpYrHe JIEKApCTBEHHBbIE CPEJCTBA WM 00

OTMEHE paHee MPOBOMBILErOCs JIEUEHUs KapOaMa3eNnuHOM, TEPAITUIO CIeyeT IPOBOJUTH TOIBKO

[0CJI€ TIIATEJIBHOIO AaHAlIM3a COOTHOIIEHUS MEXIy OXHIaeMbIM 3((EeKToM JIeYeHUus Hu

BO3MOYXHBIM PUCKOM TEPAUH C TIIATEIBHBIM PETryJISPHBIM KOHTPOJIEM COCTOSHUS MMallMEHTA.

Iayuenmel co cmewanHvlMu Qopmamu SNUIENMULecKUx NPUCMYnos, GKII0YAIWUMU AOCAHC U

MUOKTIOHUYeCKuUe npucmynbl

[Ipenapar 3enton oObyHO Hed(dexTHBeH npu abcaHcax (petit mal) ¥ MHOKIOHHYECKHX

npucTtynax. Y MNalUeHTOB CO CMEUIAHHBIMM (pOpMaMM SHWICNTHYECKUX MPUCTYIOB IMpernapar

JIOJDKEH IPUMEHSATHCA C OCTOPOKHOCTBIO U TOJBKO MPH YCIOBUM OOECIEUEHUs PETYISIPHOTO

MEIMIUHCKOr0 HaOMI0[eHUs (M3-3a BO3MOXKHOTO YCWJIEHHUsS NPUCTYNoOB). B ciydae ycunenus

IPUCTYIOB Ipenapar 3enTo clIelyeT OTMEHUTb.

CHudicenue uucaa mpomoboyumos u 1eukoyumos

Bo Bpems nmpumeHneHust npenapara 3enTodl ¢ pa3IMuHON 4acTOTONH OTMEYAETCs IPEXOAAIIEE WIH

CTOMKOE CHMKEHUE YHCIIa TPOMOOIIMTOB WX JIEUKOIUTOB. OTHAKO B OOJBIIMHCTBE CIy4aeB 3TH

SIBIICHHSI TIPEXO/AIIM U OOBIYHO HE SIBJISIIOTCS MPEIBECTHUKAMH Hayaya arjacTUYecKOH aHeMHUH

win arpanyiouutosa. [lepen HadyaaoM JiedeHus, a TakKe MEePHUOJUUYECKH B MPOLECCE JIEUEHUs

cilelyeT NPOBOJIUTh KIMHUYECKUH aHalIM3 KPOBHU, BKIIIOYAs MOJCUYET YHUCIa TPOMOOLUTOB H,

BO3MOYHO, PETUKYJIOLUTOB, a TAKXKe ONPEAEIATh COJEpKaHUE KeJle3a B CBIBOPOTKE KPOBU.

Heo6xonnmo noBecTH 10 CBEJCHU MAlMeHTa HHPOPMALIUIO O paHHUX NPU3HAKaX TOKCUYHOCTH,

CBOWCTBEHHBIX BEPOSTHBIM I€MaTOJIOTHYECKUM HapyIICHUSIM, a TAKXKE O CUMITOMAaX CO CTOPOHBI

KOXXU 1 niedeHu. [larmenta nHOpMUPYIOT 0 HEOOXOAUMOCTH HEMEIJICHHO 00paTUTHCS K Bpady B

cilydae MOSIBJICHUS TaKMX HEXKENATEeNbHBIX pPeakIiil, Kak JHUXopaaka, O0Jb B TOpJe, ChIIb, SI3BbI B

MOJIOCTH pTa, OECIIPUUMHHOE BO3HUKHOBEHUE KPOBOU3IUSHUIMA, TeMOpparuii B BUe NETEXUH WK

IypITYpBI.

ITpy ymeHbIIEHUH KOIMYECTBA JIEHKOIIMTOB UM TPOMOOLUTOB (MJIM TEHACHIIUU K YMEHBILICHHIO)

Ha (pOHE Tepamuu TMpernaparoM 3enToi ciedyeT TIIATeNbHO HAOMI0AATh MalueHTa WU

KOHTPOJIMPOBATh TOKA3aTeNIM Pa3BEpHYTOro KIMHUYECKOIO aHajau3a KpoBH. EciM BbISABIIEHBI

IPU3HAKH 3HAYUTEIBHOTO YTHETEHUsI KOCTHOTO MO3Ta, Mpenapat 3emnTol J0JIKEH ObITh OTMEHEH.

Hepmamonocuueckue peaxyuu
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peakuuu, BKiIodas cuHapoM CtuBeHca-/[PKOHCOHAa M TOKCUYECKHM SMHUAEPMAIbHBIN HEKpPOJIN3
(curgpom Jlaiiena).

[Ipenapar 3enrton cieayeT HEMEAJICHHO OTMEHHTh M IPOU3BECTH MOA00p aJbTepHATUBHOM
TEpalMd B TOM CJIy4ae, €CJIM OTMEYAlOTCS NPU3HAKU M CUMITOMBI, IPEANOJIOKHUTEIBHO
CBH/JIETEIILCTBYIOIIME O PA3BUTUH TSIKEIBIX I€PMATOJIOTMUYECKUX PEAKIINN — HAIIpUMEpP, CUHAPOMA
CruBenca-J[>xoncona wim cunapoma Jlaitenna. Ilpu pa3BuTum TsDKENbIX (B psae clydaes,
YTPOXKAIOIIUX JKU3HH ) KOKHBIX PEAKIUil, MAllUeHT JOHKEH ObITh TOCIUTAIU3UPOBAH B CTAI[HOHAD.
B GonpmuHcTBEe cnydaeB cuHapoMm CtuBeHca-/[xoHcoHa u cuHapoM Jlaiienna pa3BUBAIUCH B
nepBbIe MECAIBI TEparuyu npenapaToM. J[aHHbIE peaklUu Pa3BUBAINCH NPUOJIM3UTENBHO B 1-6
ciaydasx Ha 10000 BnepBble MPUHUMAIOIIMX IIpenapaT 3€NToJl B cTpaHaxX ¢ MPEUMMYIIECTBEHHO
€BPOIIEOMIHBIM HACETICHUEM.

JlaHHBIE PETPOCIEKTUBHOIO aHaau3a y IAlUECHTOB SAINOHCKOM HALMOHAJIBbHOCTH M JKUTEIECH
CeBepHoil EBpomnbl NpPOAEMOHCTPUPOBAIM CBA3b MEXKIY TSIKEIbIMH IMOPAKEHUSIMU KOKHU
(cuampom  CruBeHca-/[xoncona, cunapom  Jlaitenma, = DRESS-cunnpom,  octpslit
reHepaIu30BaHHbIA 3K3aHTEMATO3HBIA MYCTyNe3 U MATHUCTO-Y3€JIKOBas ChIllb) Yy HOCHUTENs
amwtenst HLA-A*3101 denoBeueckoro neiikonurapHoro anturena (HLA) um mpumeneHuem
KapOama3zenuHa.

Yacrora amens HLA-A*3101 MoxeT OTIHYATHCS y Pa3MTUUHBIX STHUUECKUX TPYIIT: OKOJIO0 2-5 %
y HaceneHus EBponsl, okono 10 % — y snoHues. YacToTra BCTpE4aeMOCTH JTAHHOTO aJUIENs y
OoNbIIMHCTBA HaceneHus: ABcTpanuu, A3un, Adpuku u CeBepHOit AMEPUKH COCTABIISIET MEHEE
5% ¢ HEKOTOpPBHIMU HUCKJIIOYEHHMSIMH B pamkax 5-12 %. Yactora Oonee 15 % ycraHoBieHa y
HEKOTOPBIX dTHHUECKUX rpymi KOxxHoit AMepuku (AprenTuHa U bpasunust), KOpEHHBIX KUTEISIX
Ceseproii AMepukn (remeHa HaBaxo m Cuy, B Mekcuke — Canopa Cepm), IOxHoit UHnun
(Tamun Hany), n 10-15 % — cpeau pyrux KOpeHHbIX KUTeJIeH JaHHBIX PETHOHOB.

[Tpn npumeHeHnn kapbamasenuHa y BO3MOXKHBIX Hocutenei amwtens HLA-A*3101 (manpumep,
NAlMEHTOB SAMNOHCKOM HAallMOHAJBHOCTH, €BPOINEOMI0B, KOPEHHBIX JKHUTeIel AMEpUKH,
JaTHHOAMEPUKAHLIEB, HapoaoB tora Muaumm u apaboB) pEKOMEHIYyeTCsl MNPOBOIUTH
TE€HOTUIIMPOBAaHUE 10 AaHHOMY aiento. [IpumeHsaTs npenapar 3eNTosl y HOCUTENEH JaHHOTO
ajuIens cIeayeT TOJNBKO B TOM CIIy4dae, €CJIU M0JIb3a OT TEPANUHU MIPEBBIIIAET BOSMOXHBIN PHUCK.
[TanpeHTaMm, yXe MONy4arollM TEPANUI0 MPEnaparoM 3€NToJl HE PEKOMEHAYETCS MPOBEJICHUE
TeHOTUITUPOBAHUS 110 JAHHOMY aJIJIEII0, TOCKOJIbKY TSKEJble KOYKHBIE peaKlUU B OOJIBIINHCTBE
CIIy4aeB OTMEYAJIMCh B MEPBbIE MECALbl MPUMEHEHUs IpenapaTta 3enToi (BHE 3aBUCHUMOCTH OT
Hammaust HLA-A*3101).

[1o naHHBIM PETPOCIIEKTUBHOIO aHAJIM3a IPUMEHEHM S IIpenapaTa 3enToll y NallMeHTOB KUTalCKOM
U TalUCKOW HALMOHAJIBHOCTEHM HMMEETCS KOppeyslMs MEXAy 4YacTOTOM pa3BUTHSA CHUHIPOMA
CruBenca-J[>xoHcona u cunapoma Jlaitenna u HamuuueM B reHome namuenta amiens HLA-
B*1502. YactoTa BCTpeyaeMOCTH JaHHOTO ajUleNis y MAMEHTOB KUTAHCKOW HAIlMOHAIBLHOCTH
coctasisieT 2-12 %, y Taiickoi — okoJo 8 %.

[Ipn nmpumeHeHUn KapOamasenuHa y TAIMEHTOB B cTpaHax AsumaTckoro pervona (TaiiBaHb,
Manaitzusi, OwMNmuHe), TAe OTMEYaeTcs BbICOKOE pacmpoctpaHeHue amiens HLA-B*1502,
OBLIIO BBISBIICHO MOBBIIIEHHE YaCTOTHI Pa3BUTUA (Ipajalliil OT «OYEHb PEIKO» JI0 «PEIKO»)
curapoma CruBenca-/[xoncona. Yacrora pacnpocrpanenus awiens HLA-B*1502 cocraBmser:
Ha QuiunnuHax U Cpeau HEKOTOpBIX Tpynn HaceieHuss Manaiizuun — Oonee 15 %. Yacrora
pacnpoctpanenuss awienss HLA-B*1502 B Kopee u Wumum cocraBmster 2 % u 6 %
COOTBETCTBEHHO.
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JATUHOAMEPUKAHLIEB, UHJICUIIEB U SMOHLIEB He3HaunTenbHa (<1 %).

YacToThl JaHHBIX ajulelied MPEJCTaBISAIOT MPOLEHT XPOMOCOM B ONPEAENCHHBIX MOMYIISIIUAX
HaceJIeHUs, KOTOPbIE HECYT ajulelib. JTO O3HAYAET, YTO MPOIEHT MAlMEHTOB, HECYIINX KOIHUIO
ajulens, 10 KpalHed Mepe, B OJHOM M3 MX JBYX XPOMOCOM IIOYTH B JBa pa3a BbIIIE YACTOTHI
BCTpeyaeMocTu ajuiens. TakuM oOpa3oM, MPOLEHT MAlMeHTOB, KOTOPbIE MOTYT OKa3aThCs MOJ
YIpO30ii, MOYTH B JBa pa3a BBIIIE YaCTOTHI aJIJICIICH.

[Ipy mnpumenenun kapOama3enuHa Yy BO3MOXHBIX Hocurtened amwtens HLA-B*1502
PEKOMEHIyeTCsl NMPOBOJIUTh TIE€HOTUINHMPOBAHME M0 JAHHOMY aiento. IIpuMmeHATs mnpenapar
3enTos y HOCUTENEH JaHHOTO ajuiessl CIeAyeT TOJbKO B TOM cllydae, €Ciu I0Jib3a OT Teparuu
MPEBBIIIAET BO3MOXHBIA puck. He pekoMmeHayeTcs MNpOBEAEHUE T'€HOTUIHPOBAHUS Y
MpeACTaBUTENCH HAIIMOHAIbHOCTEHN, B TOMYJISILIUKA KOTOPBIX YacCTOTa BCTPEYAEMOCTH YKa3aHHOI'O
ajuiensi Hu3Ka.

[TanpeHTaMm, yXe MOTy4YarlUM TEPAIUI0 MPEnapaToM 3enTol, HE pEKOMEHYETCsl MPOBEICHNE
TeHOTUITUPOBAHUS 110 JAHHOMY aJIJIEII0, TTOCKOJIbKY TSKEJIble KOYKHBIE peaKIMU B OOJIBIINHCTBE
CIIy4aeB OTMEUAJINCh B MEPBbIE MECSIbl IPUMEHEHHS MpenapaTa (BHE 3aBUCUMOCTH OT HaJIH4uUs
HLA-B*1502).

[Tokazano, 4TO BBISIBJICHHE NAaMEHTOB ¢ HanwmuumeM amtens HLA-B*1502 u orcyrcrBue
NpUMEHEeHHUsS KapOama3enuHa Yy TaKuX [alMEeHTOB CHIDKaeT cliydyau KapOaMasemnuH-
MHAYLIUPOBaHHBIX cuHApoMa CtuBeHca-/[xoHCOHa unu cuHapoma Jlaiienna.

OnHako pe3ynbTaTbl TEHOTUIMPOBAHUS HE JIOJDKHBI BIUSTH HA CTENEHb KOHTPOJISI COCTOSHUS
MAalMEeHTa M HAaCTOPOKEHHOCTh Bpadya B OTHOLIEHUM TSKENBbIX KOXKHBIX peakuuid. Passurtne
TSKEJIBIX TOPAXKEHUN KOXXM BO3MOYKHO Y IMALIMEHTOB, OTPULIATENIBHBIX IO JAHHBIM AJUIEINISIM.
Takke BO MHOTHX CITy4asiX y HAIMEHTOB, OJOKHUTEIbHBIX 110 ayensiMm HLA-B*1502 nwnmn HLA-
A*3101 mpu mpuMEHEHHMH TIpemnapara 3emTo] HE OTMEYAJIOCh Pa3BUTHUS TSDKEIBIX KOXKHBIX
CHUHJPOMOB.

Bnusiaue npyrux (akTopoB, TakMX Kak 032 MPOTHBOCYIOPOXKHBIX JIEKAPCTBEHHBIX CPEICTB,
KOMILJIAEHTHOCTh MAIlMEHTOB, OJJHOBPEMEHHAs TEpanus APYyTUMH MpernapaTaMu, COIMYTCTBYIOIINE
3a00JIeBaHUS WM YPOBEHb KOHTPOJIS JEPMATOJIOTMUECKUX PEaKIMii, Ha YacTOTy Pa3BUTUS U
pacrpoCTPaHEHHOCTD TSKEIBIX KOXKHBIX PEaKldid, He YCTAHOBJICHO.

Cnabo BbIpaXX€HHbIE KOXXHBIE peaklWW, HalpuMep, H30JMpPOBaHHAs Makyje3Has WId
MakyJonamnyjae3Has OJK3aHTeMa, B OOJBIIMHCTBE CJIy4yaeB SIBISIOTCS TPAH3UTOPHBIMH U
HETSHKENBIMH, OOBIYHO MPOXOJAT B T€UCHHE HECKOJbKHUX THEW WM HeeNb MpH MpOAOIKEHUU
JEYEHUs WIM TIOCJIe CHMKEHMsI J03bl Ipernapata 3entoi. TemM He MeHee, IOCKOJIbKY
mud depeHnranpHas TMarHoCTUKA MEXTy PAHHIUMH MTPOSIBICHUSMH TSHKEIIBIX KOXKHBIX PEaKIui U
c1a00 BBIPAXEHHBIMU TPEXOSAIIMMH KOXXHBIMU BBICBIMTAHUSAMH MOXET OBITh 3aTpyAHEHA, TpU
Pa3BUTHUU JTIOOBIX KOXKHBIX PEaKIUi MAIMeHT JODKEH HAXOIUTHCS MO HaOJI0IeHHEeM Bpada (¢
LEJIbI0 CBOEBPEMEHHOTO IMpPEKpalIeHUsl TEepaluyd MpernapaToM 3enTosl B Ciydyae YXYIUICHUs
COCTOSIHHSI TIAITUEHTA).

Cy1iecTByeT B3aUMOCBSI3b MEXK Yy HanuueM B reHome ayutenss HLA-A*3101 u pazButueM meHee
TSOKENBIX ~ KOXKHBIX ~ peakiuil  (TakuxX  KaK, CHHIPOM  TUIEPYyBCTBUTEIBHOCTH K
MPOTUBOAMUIICNTHUECKUM CpPEJICTBAM WJIM HETsDKENas Makylonamyjie3Has 3K3aHTeMa), AJis
aiens HLA-B*1502 Takast B3aMUMOCBS3b HE YCTaHOBJICHA.

Peaxyus cunepuyscmeumenvHocmu

[Ipu npumeHeHNH npemnapaTta 3enTod cOOOIIANIOCh O PEeaKIHUIX TUIIEPIYBCTBUTEIHHOCTH | THIa
(HEeMEIUICHHOTO THIIa), BKIOYas ChIlb, 3y[, KpPalWBHUILY, AHTHOHEBPOTHYECKUI OTEK U
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npenapaTtoM 3enToll, MpUeM MpenapaTa HeOOXOIUMO MPEKPATUTh W HavyaTh aJbTEPHATHBHOE
JIEUYEHUE.

[Ipu pa3BUTHM TUIIEPUYBCTBUTEIHLHOCTH K KapOama3elnuHy y MalMeHTOB MOTYT HaOJII0JaThCs
paznuusble  peakuuu:  DRESS-cuHapom,  OTCpOY€HHBIE  MOJMOPTaHHBIE  MPOSIBICHUS
TUIEPYYBCTBUTEILHOCTHU C PA3BUTHUEM JINXOPAJKHU, KOKHOM CHINU, BACKYJINTA, TUM(aIeHONATHH,
nCceBAOAMMGOMBI, apTPaITuy, JEUKONEHNH, Y03MHO(DUINY, TeNaTOCIIICHOMErallui, U3MEHEHUN
nokasarenei (yHKIUYU MeYeHN U CUHAPOMA AECTPYKIIMH KEITYHBIX MPOTOKOB C YMEHbILIEHUEM HX
YHClla, KOTOPbIE MOTYT BO3HUKHYTHh B JIOOBIX KOMOMHanusx. Takxke BO3MOXKHO HOpa)KeHHE
JIpYruX BHYTPEHHHX OpPraHoB (B T.4. JIETKUX, IOYEK, IOJKEIYJOYHOU d>Kelle3bl, MHOKap[a,
TOJICTOM KHIIIKH).

B cnywae pa3BuTus NpOSIBIEHWH M CUMITOMOB TMIEPUYYBCTBUTEIBHOCTH Ipenapar 3emToll
CJIElyeT HEMEAJIEHHO OTMEHUTb.

[TarmeHTOB ¢ M3BECTHOM TMIIEPUYBCTBUTEIBHOCTHIO K KapOaMazenuHy cieayeT HHGOpMUPOBATh
0 BO3MOXHOCTH B 25-30 % cnydaeB pa3BUTHs pEaKUUN IMOBBINIEHHOW YyBCTBUTEJIIBHOCTH HA
okckap0azenuH. Bo3aMOXKHO pa3BUTHE MEPEKPECTHBIX PEAKIU TUIEPUYBCTBUTEILHOCTH MEXIY
KapOaMa3enuHoOM M apoOMaTHYEeCKUMH MPOTHUBOSMUJICNTUYECKUMU CpEACTBAMH (HAmpumep,
(GeHUTOMHOM, TUPUMHUIOHOM U (peHobapOuTamom).

T'unonampuemus

Pa3BuTue runoHaTpueMun acCOIMMPOBAHO C IPUMEHEHUEM KapOaMasenuHa. Y MarieHToB ¢ yxe
CYLIECTBYIOIIMMH TOPAXKEHUSIMH II0YEK, CBA3aHHBIMHU C HU3KUM COJAEpKAaHUEM HaTpus B
CBIBOPOTKE KPOBH, WIHM y NAIMEHTOB, MTOIYYaIOIUX OJHOBPEMEHHO JIEKAPCTBEHHBIE ITPENapaThl,
CHIDKAIOIIME COJEp)KaHWe HaTpusd (Hampumep, IOUYPETHKH, JIEKApCTBEHHBIE IpernapaThl,
BJIMSIIONINE HAa CEKPELHI0 aHTUIUYPETHUECKOTO FOPMOHA), CIEAYET ONPENeNiaTh CHIBOPOTOYHOE
coJlep)kaHue HAaTpHs 10 Havaja Tepanuu kapbamaszenuHoM. [locie 3Toro copepkanue HaTpus
cleayeT ONpeNesaTh IPUMEPHO Yepe3 JBE HEJEH, a 3aTEM €KEMECIYHO B TEUEHHUE MEPBBIX TPEX
MECSIIEB Tepalyy, WM B COOTBETCTBHH C KIMHUYECKON HE00X0AMMOCThIO. JlaHHBIE (haKTOpHI
pHUCKa OCOOCHHO YacTO BCTPEYAIOTCS Y MOXKWJIBIX MAlMeHToB. [Ipy HalIM4uu TUNOHATPUEMHUH
OTPaHUYEHHUE TOTPEONCHUS KHUIKOCTH SIBISETCS BAKHBIM JJISi ONpPEICIICHUS COCTOSHHS IPH
HaJIMYUU KJIMHUYECKUX MTOKa3aHUM.

T'unomupeos

Kapbamazenun MoKeT CHI)KAaTh KOHLIEHTPAIMIO TOPMOHOB IIIUTOBUIHON KeJe3bl B CHIBOPOTKE
KPOBH IyTeM UHAYKIIUH MUKPOCOMANbHBIX (DEPMEHTOB NEUYEHH, YTO TPeOyeT YBETUUECHUS O3B
[penaparoB, NPUMEHIEMBIX IS 3aMECTUTEIbHOW TEPANMM y MALMEHTOB C TMIOTHUPEO30M. Y
JTAHHOM KaTeropuu MalKMeHTOB HEOOXOIUM KOHTPOJIb (YHKLIMH IIUTOBUIAHON >KEJE3bl IS
no00pa 03kl MPENnapaToB 3aMECTUTEIHLHON Tepartu.

Hapywenusa ¢pynkyuu nevenu

[lepen mpumeHneHweMm mpemnapara 3enToll M B MpPOLECCE JICYCHUS HEOOXOIUMO MPOBOIUTH
uccienoBaHre (QYHKIUU TMEYEHH, OCOOCHHO Y MAallMeHTOB C aHAMHECTUYECKUMHU TaHHBIMU O
3a00JIeBaHUSX MTEUEHH, a TAKXKe Y MOXKIIbIX MAIUeHTOB. B ciiydae ycyryOiieHus y:xe UMeBIIUXCS
HapyleHUd (QYHKUMM MMEYEHU WU NpPU Pa3BUTHUH aKTUBHOTO 3a00JIeBaHUA IMEYEHH Mpenapar
3enTo Cle1yeT HEMEIJIEHHO OTMEHUT.

Hapywenue ¢pynxyuu novex

[lepen Hawamom JiedeHHs] mpenaparoM 3€NTo] W NEPUOAMYECKH B IIPOLIECCE TEpanuu
PEKOMEHAYETCs IPOBEJICHNUE OOIIETo aHAIM3a MOYHM M ONpPEeNICHHe KOHIICHTPALlMd MOYECBHUHBI B
KPOBH.
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SKCNEPTHOMY OTUYETY

[Ipenapar 3enrton obmamaer ciaboil M-XOTUHOOIOKUPYIONMIEH aKTUBHOCTBIO, IOITOMY CIIEIyeT
TIIATEIIbHO HAOMIONATh MALMEHTa C MOBBIIICHHBIM BHYTPHUIJIA3HBIM JIaBICHUEM, TUIEpILIa3uei
NPECTATEIbHOM JKee3bl U 3aJePXKKOM MOYM NPHU OJHOBPEMEHHOM NPUMEHEHUHU YKa3aHHBIX
Ipernaparos.

Tcuxuyeckue napywienus

[Tockonbky Ha (oHEe NpUMEHEHMs Mpenapara 3enTos] BO3MOXKHO OOOCTpPEHHE JIaTEHTHBIX
IICUXUYECKUX PACCTPOICTB, cleayeT o0ecneunTh HaOIIOAECHUE MOXKUIBIX MAllMEHTOB C LENbIO
BBISIBJICHHSI TAKOM CUMITOMAaTHKH, KaK CIIyTaHHOCTb CO3HAHUS U ICUXOMOTOPHOE BO30YKIECHHUE.
Cyuyuoanvnoe nogedenue unyu HamepeHus.

VY nmanueHToB, NOJIYYaBIIUX MPOTUBOCYAOPOKHBIEC MPEnapaThl Mo psy MOKa3aHUH, OTMEYAIUChH
cllyual  CYMIHMJQJIBHOTO  TOBEACHUS  WIM  HaMmepeHuil.  Pe3ymbraTel  MeTaaHanusa
PaHIOMM3HPOBAHHBIX  IUIALE00-KOHTPOIMPYEMBIX — HMCCIECJOBAHMN  TOKa3aau  HeOosbIIoe
HOBBIIIEHUE PUCKA CYUIMIATBHOTO [TOBEJICHHSI y NALIMEHTOB, MOIY4aBUIMX IPOTUBOCYIOPOKHBIE
npenapatsl. MexaHu3M yCHJIEHHs CyWLIUAAIBHOIO MOBEIACHUS y JAHHOM KaTeropuu NalueHTOB
He ycraHoBJeH. Heo0XxoauMo TiiarenbHOe HAOMIOACHUE MALMEHTa OTHOCUTENIBHO CHUMIITOMOB
CYUIIM/IaJIbHOTO TIOBEACHUS M HAMEPEHH U IPUHATHE PELIEHUS O COOTBETCTBYIOLIEM JICUEHUH.
[Manentam (M yXaXKMBAIOIIMM 32 HUMH JIUIIAM) HEOOXOAMMO HACTOSITEIHHO PEKOMEH/I0BAThH
0o0paTUThCS 3a MOMOINBIO K Bpauyy B Ciydae BO3HHKHOBEHHUS CHMITOMOB CYHLHIAIBHOTO
MOBEJICHUS WM HAMEPEHHH.

DOHOOKpuHONOZUYECKUE HAPYUIEHUS

B cBs3u ¢ mHAYKIMENH MUKPOCOMaJIBHBIX ()EPMEHTOB IEUeHH KapOama3elnuH MOXKET ociaalisTh
TepaneBTUUECKUN APPEKT NepopalbHBIX KOHTPALENTHBOB, COJEPXKAIUUX 3CTPOTE€HBbl W/MUIH
nporectepoH. llanmeHTkaM ¢ COXpaHEHHBIM PENpPOAYKTHBHBIM IOTEHLUAIOM CIEIyeT
PEKOMEHI0BaTh HMCIOJIb30BaTh aJIbTEPHATUBHBIC METObl KOHTPALENLUU BO BPEMs TEparuu
npenapatoM 3entoi. Cood1anochk 0 BOSHUKHOBEHUH KPOBSHUCTBIX BBIJICIICHUH U3 Biarajauila B
NepuoJl MEXAY MEHCTpyalusMd TpU OJHOBPEMEHHOM INPUMEHEHHMH KapOamasenuHa ¢
TOPMOHAJILHBIMU KOHTpALENTHBAaMU (KPOBOTEUCHUE «IIPOPHIBAY).

bepemennocms u nayuenmxu ¢ coxpaneHHviM penpooyKmuGHbIM NOMEHYUATOM

[Ipumenenue npenapara 3enTod BO BpeMsi O0EPEeMEHHOCTH MOXKET OBITh CBSI3aHO C PUCKOM JUIS
mwiona (cM. pasaen 4.6). Ilpumenenue npenapara npu 6EpeMEHHOCTH BO3MOXHO TOJBKO B TOM
cilydae, ecly OKuaeMas 1oJb3a ONpaBAbIBA€T NOTEHIMAIbHBIE PUCKU.

bepeMeHHBIX NAalMEHTOK M MAalUEHTOK C COXPAaHEHHBIM PENPOAYKTUBHBIM IOTEHIHAIOM
HE00X0IMMO B IIOJIHOM Mepe HH(POPMHUPOBATh O pUCKaxX I 1014, CBSI3aHHBIX C IOTEHLIUATbHBIM
TepaTOreHHbIM 3¢ dexToM Kapbamazennna (cM. pazaen 4.6).

[TaneHTKaM ¢ COXpaHEHHBIM PENPOAYKTHBHBIM MOTEHIHAIOM CIIEIyET HCIIOJIb30BaTh Ha/IC/KHbIE
METO/IbI KOHTPALEIIIMK BO BpeMs Tepalvy U B TeUEHHE 2 HEAeb MOCIe IpHeMa IMOCIeAHEN 1035l
npenapata 3enToll (CM. nojapaszaes « JHAOKPUHOJIOTMYECKUE HAapYLIEHHs», a TakKe pa3ieisl 4.5
n 4.6).

Onpedenenue Konyenmpayuu kapbamasenuna 6 niasme Kposu

XOTsl B3aUMOCBSI3b MEXIY /1030 Ipernapara, KOHIIEHTpalueld kapoamasenuHa B Ijia3Me KpOBH,
€ro KJIMHUYECKON 3((EKTUBHOCTBIO MM INEPEHOCHMOCTBIO BEChbMa HE3HAYUTEIbHA, TEM HE
MEHee, PEryJISIpHOE OIpe/ieIeHne KOHLIEHTpallui KapOaMasenuHa MOXKeT ObITh 11e71ec000pa3HbIM
B CIENYIOIIUX CUTYalMsX: NMPU PE3KOM MOBBIIIEHUH YaCTOThl MPUCTYIOB, JJIS TOTO, YTOOBI
IPOBEPUTH, IPUHUMAET JIM MALMEHT IpenapaT J0HKHBIM 00pa3oM; BO BpeMsi O0epeMEeHHOCTH; ITPH
JICYCHUH JIeTeH WM TOAPOCTKOB; MIPU MOJI03PEHUH Ha HApPYILICHUs BCAChIBAaHUS KapOaMasenuHa;
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HECKOJIBKO JIEKAPCTBEHHBIX CPENICTB.
Iaoenus

Tepamnus mpenaparomM 3eNTON COMPOBOXKAANACH aTaKCHUEH, TOJIOBOKPYKEHHUEM, COMHOJICHITHEH,
TUNIOTEH3UEH, CIIyTAaHHOCThIO CO3HaHMS, cenauuen (cMm. pasaen 4.8), 4To MOXKET MPUBOJUTH K
NaJieHUsIM W, Kak CIEACTBHE, NepeJoMaM WIM JpyrMM TpaBMaM. Y TMalUeHTOB C
COMYTCTBYIOIIMMHU 3a00JI€BaHUSIMHU, COCTOSHUSIMU, WM TMOJIYYalOIIUX OJHOBPEMEHHYIO
MEAMKAMEHTO3HYIO TEpamluio MpernapaTaMHd, KOTOpble MOTYT YCYIyOJsiTh BhILICyKa3aHHbIC
3¢ dexThl, craemayeT peryaspHO OLEHHWBATh PUCK NaJeHUNH Ha (OHE AJTUTENBHON Tepanuu
penapaToM 3enToul.

Tayuenmul noscunoeo eospacma (65 rem u cmapuie)

CrnenyeT ¢ OCTOPOKHOCTHIO MPUMEHSATH Tperapar 3enTod Y MOXKWIBIX MAIlMeHTOB, YYHTHIBAsS
BO3MOXXHOCTh PAa3BHUTHS JICKAPCTBEHHBIX B3aMMOJACUCTBUNA W Pa3IUYHYIO0 (apMAKOKHHETHKY
MPOTUBOAUIIENTHYECKUX MPENapaToB.

4.5. B3aumopgeiicTBuMe ¢ [IPYIrMMHM JIEKAPCTBEHHbIMH MNpenaparaMM W JApyrue BHAbI
B3aNMOJAeHCTBUSA

Hneubumopor MAO

Kapbamazenun He peKOMEHIyeTcs MPUMEHSATh OJHOBpeMeHHO ¢ mHruoutopamu MAO. Ilepen
npUMeHEeHneM kapOamazenHa HHruOUTopsl MAO J0KHBI OBITH OTMEHEHBI, KAK MUHUMYM 3a 2
HEJIEJIN WK paHee, €ClI MO3BOJISIeT KIIMHUYECKasi cuTyanus (cM. pazzaen 4.3).

Ilpenapamul, enuaowue na akmuenocmo CYP3A44

[utoxpom P4503A4 (CYP3A4) sBnsercs OCHOBHBIM H30(EPMEHTOM, OOCCICUHBAIONTUM
obpaszoBanmne kapOamazenuHa-10,11-smokcuna (aktuBHOTO MeTabonuTa). OMHOBpEMEHHOE
npuMeHeHue mpemapara 3enton ¢ uHruoutopom m3opepmenta CYP3A4 MoxeT mpuBeCTH K
MOBBIIICHUIO KOHIEHTpalMu KapOamaszenuHa B IUIa3Me KpPOBH, UTO, B CBOIO OY€pElb, MOMKET
BbI3BaTh HeKejaTelabHble peakuuu. OTHOBpEeMEHHOE MPUMEHEHHE WHIYKTOPOB H30(pepMeHTa
CYP3A4 moxer mpuBECTH K YCKOpEHHIO MeTaboim3Ma kapOamasenuHa M, TaKUM 00pazoMm, K
BO3MOXXHOMY CHIDKEHUIO €T0 KOHIICHTPAIMH B TIa3Me KPOBH H, CIIEA0BATEIHHO, K BO3SMOKHOMY
YMEHBIICHUIO  BBIPQKEHHOCTH  TepameBTHueckoro s¢ddekra kapbamazenuna. OtmeHa
OJTHOBPEMEHHO NPUHUMAaeMbIX HUHAYKTOpoB m3odepmenta CYP3A4 MoxeT CHMXATh CKOPOCTb
ouotpancopmanuu KapOamazenuHa, M, KaK CIEJICTBUE, MPUBOJIUTH K TOBBIIIEHUIO €ro
KOHI[EHTpALUH B TJIa3Me KPOBH.

Kap6amazenun siBiisieTcst MOIIHBIM MHAYKTOpOM n3odepmerTa CYP3A4 u apyrux ¢epMeHTHBIX
MEYCHOYHBIX CHUCTEM IMEPBOM U BTOPOU ¢a3bl MeTaboIM3Ma JIEKAPCTBEHHBIX MPENapaToB, U MpU
OIHOBPEMEHHOM TMPHMEHEHUU C TMpernaparaMyd, MeTa0OoIH3UPYIOMMMUCT HU30(hepMEHTOM
CYP3A4, MoXeT BbI3bIBaTh HHIYKIIMIO METa0O0IM3Ma U CHIDKCHUE KOHIICHTPAIMHM UX B IUIA3Me
KPOBH.

[Tockonbky mnpeBpamienue kapbamasenuH-10,11-smokcuna B kapbamazenus-10,11-tpancauon
MPOUCXOJUT MPHU MOMOIIA MUKPOCOMaJIbHOW 3MOKCHATHAPOIIA3bl, IPUMEHEHHE KapOamasenuHa
OJIHOBPEMEHHO C WHTHMOMTOpaMU MHKPOCOMAJIbHOM SMOKCUATUAPOIIA3bl MOXKET MPUBOAUTH K
MOBBIIICHHIO B TJIa3M€ KPOBH KOHIICHTparmu kapbamazenuH-10,11-3mokcuna.

IIpenapamol, Komopbie MO2ym NOBbICUMb KOHYEHMPAayuio Kapoamazenuna 6 niasme Kposu:
Ananveesupyowue u HecmepouoHvle NPOMUBOBOCHAIUMENbHbIE NeKAPCMBEEHHble NPenapamsi.
JeKCTporpornokcuden, noynpoden;

IIpomusoonyxonegvie npenapamsl (aHOpo2eH). TaHA30T,



COOTBETCTBYET ZKCNEPTHOMY OTUETY
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Aumubuomuxu: MakpoIugHble (HaIpUMep, BDHTDOMP{M:%%%:E[B%EM I:J}R_'bggl\lﬂ—ll;llﬂll/IH,

KJIAPUTPOMHUIINH ), IUTIPOQIOKCAINH;

Aumuodenpeccanmol: BO3MOXHO, JIe3UNpaMuH, (IyoKCeTHH, (QIyBOKCaMuH, He(a3ol0H,
NapOKCETHH, TPa30/10H, BHJIOKCA3HH;

IIpomugosnunenmuueckue npenapamul. CTAPUIICHTOJ, BUTa0aTpuH;

IIpomusocpudrossie npenapamul: TPOU3BOAHBIE a30J1a (HalIpUMep, UTPAKOHA30JI, KETOKOHA301,
¢1yKoHa30J1, BOPUKOHA3011). AJIbTepHATUBHBIEC IPOTHUBOSMUIEITUYECKUE TPENapaThl MOTYT ObITh
PEKOMEH/I0BaHbI MallieHTaM, MOIY4arollliM BOPUKOHA30JI HJIK UTPAKOHA30JI;

Bnoxamopul cucmamunosvix Hr>-peyenmopos: Tepdenanun;

Anmuncuxomuueckue npenapamwl (Heupoienmuxi): OJaH3aMNH;

IIpomusomybepkynesHvle npenapamsi: N30HAAZH;

IIpomusosupychnuvle npenapamsi: ”HTUOUTOPSHI MpoTeassl BUY (Hanpumep, puTOHABUD);
IIpomugoznaykomusie npenapamul (uHeUuOUMOPsI Kapooaneuopasvl): alleTa30IaMusI;
T'unomensusnvle npenapamoel (610KaMOPsbl «MEONIeHHLIX» KANbYUEBblX KAHANO08): BEparaMmui,
TWIITHA3EM;

IIpomusossseennvie npenapamol (UH2UOUMOPLL NPOMOHHOU NOMNYL, OIOKAMOPbL 2UCAMUHOBLIX
H>-peyenmopos): omenpaso, BO3SMOXKHO, TUMETH/INH;

Muopenakcanmoi: OKCUOYTUHHUH, JaHTPOJICH;

Anumuazpezanmmvle npenapamsi: TAKIONUINH;

pyaue nexapcmeennule npenapamul u NPOOYKMuvl NUMAHUA: TPEUTPPYTOBBIA COK, HUKOTHHAMU
(TOJIBKO B BBICOKHX JI03aX).

IIpenapamel, komopwvie mMo2ym nosvicums Kouyenmpayuro xapoamasenuna-10,11-anoxkcuoa &
niasme Kpoeu. JIOKCAaluH, KBETHANHWH, TMPUMHUAOH, MpOrabuja, BaJblpoeBas KHUCIIOTA,
BaJIHOKTAMM/I, BAILIIPOMU]T U OpUBapalieTam.

[TockonbKy MOBBINIEHNE KOHIIEHTpauu kapoamasenuHa-10,11-3mokcuaa B ira3me KpoBU MOKET
IPUBECTH K BO3HUKHOBEHHUIO HEXEJATENbHBIX peakuuil (HampuMmep, K TOJOBOKPYKEHHUIO,
COHJIUBOCTH, aTaKCHH, TUTUIONUH), B ITHX CUTYalHUIX CIEIyeT KOPPEKTUPOBAThH 03y Mpernapara
W/WIIN PETYIISIPHO ONpEAEIATh KOHLEHTpaluio kapbamasenuna-10,11-3nmokcuaa B mia3me KpoBH
(cMm. paznmen 4.2).

Ilpenapamul, Komopwvle MO2Ym CHUNCAMb KOHYEHMPAayUulo Kapoamazenuna 8 niasme Kpogu:
Ilpomusoanunenmuueckue  npenapamoi: ¢denbamat,  Me3yKCHUMH[,  OKCKapOa3emuH,
dbenobapOuTan, ¢encykcumun, (HeHUTOMH (BO H30€KaHWE WHTOKCHKAIMKW (DEHUTOMHOM U
BO3HUKHOBEHHUS CYOTepaneBTUYECKHMX KOHIEHTpanuil kapOama3enuHa peKOMEHJI0BaHHas
TJIa3MEHHAs KOHIICHTpanus (eHUTOMHA TOJDKHA OBITh He Oojee 13 MKr/mMi 1o mo0aBieHUs K
Tepanuu  KapOamaszenuHa), (OCPEHUTOMH, NPUMHUAOH, U, XOTS JaHHBIE YACTHYHO
MIPOTUBOPEUNBEI, BOZMOXKHO, TAK)KE KIIOHA3EIMaM.

IIpomusoonyxonegvle npenapamsi: NACIIATUH WX JTOKCOPYOUIINH;

IIpomusomybepkynesnvle npenapamoi: puhaMIUIIIH;

bponxoounamupyrowue npenapamol: Te0pUITMH, aMUHOPUIUIHH;

Ipenapamol 015 neuenus yepesoii colnu (pemunouosl): A30TPETUHOWH;

Jlpyeue nexapcmeennvlie npenapamuvl U NpoOOYKMbl NUMAHUA: PACTUTENbHBIE IIperaparsbl,
cojiepKarire 38epo00i IPOIBIPSIBICHHBIM.

[Ipu ogHOBpEeMEHHOM MPHMEHEHUU C BBINICYKa3aHHBIMH TpermapaTaMu MOXKET MOTpeOOBaTHCA
KOPPEKIHs 1036l KapOamasenuHa.

Bnuanue xapbamaszenuna Ha KOHYEHMpayuro 6 niasme Kpo8u Npenapamos, NPUMEHAeMblX 8
Kayecmee 0OHOBPEMEHHOU mepanuu
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[Ipn omHOBpEeMEHHOM NMPUMEHEHHH C KapOama: ermiHOM" g&ﬁm:&'ﬁ%%y&)‘naéh{ﬁﬁﬁﬁn B

IU1a3Me KPOBHU, YMEHBIICHHE WM J1aXKe MOJTHOE MPEKpaIeHUEe AEUCTBHUS HEKOTOPBIX MPENapaTos,
B CBA3M C YeM CJEAyeT YYUTHIBaTh HEOOXOAWMOCTh KOPPEKIHH J103bl HU)KEYKa3aHHBIX
IpEenapaToB B COOTBETCTBUU C KIMHUYECKUMH PEKOMEH/IallUsIMU:

Ananveesupyowue u Hecmepououvie NPOMUBOBOCHAIUMENbHbIE npenapambl: OynpeHOp(UH,
METaJOH, MapaneTaMmos (JUIMTeNIbHOe TMpPUMEHEHHe KapOama3enmnHa W IapaneTamolia
(ammeramuHOEHA) MOXKET MPUBECTH K PA3BUTHIO TeMAaTOTOKCHYECKUX 3P(DEKTOB), (PeHa30H
(aHTHIIUPHH), TPAMaIOJ;

Anmubuomuxu epynnvl mempayukiuna: TOKCUIUKIAH, pudadyTuH;

Aumukoacynanmul 018 NEpoparbHO20 NpuMeHeHus: Hampumep, BapdapuH, (HEHIPOKYMOH,
JUKYMapoJl, alleHOKyMapoJl, puBapokcabaH, Jadurarpat, anukcaba, 3/10kcabdaH);
Aumuodenpeccanmol: OYyNpONUOH, IUTAJIONPaM, MHAHCEPUH, He(a30J0H, CEPTPAINH, TPA30/IO0H,
TPUIMKIMYECKAE  AHTUACTPECCAHTHl  (MMHIPAMUH,  AMHTPUNTWIHH,  HOPTPHUIITHIUH,
KJIOMHUTIPAMUH );

IIpomueopsommvlie npenapamoi: anperuTaHT;

IIpomueosnunenmuyeckue npenapamsl: KI00a3aM, KIOHA3emaM, 3TOCYKCUMUM, Qendamar,
JAMOTPUJDKUH, JCIMKapOa3enuH, OKCKapOa3enmuH, NPUMHUAOH, THarabWH, TOMHpamar,
BaJBIIpOEBAsl KHUCJIOTa, 30HHMCAMHI. Bo wu30exaHHMe HMHTOKCHKAIMM (PEHUTOMHOM H
BO3HHKHOBEHHUSI CyOTepaneBTHUYECKUX KOHLEHTpaluMii KapOama3enuHa peKOMEHJIOBaHHAS
TUTa3MEeHHas KOHIIEHTpanus (PeHUTOWHA JOJDKHA ObITh He Oonee 13 MKr/mu mo moOaBieHUs K
Tepanuu KapOamazenuHa. MIMeroTcss cooOueHns o ToMm, 4To Ha (oHe mpuema kapOamazenuHa
KOHIICHTpausi ME)eHUTONHA B IJIa3Me KPOBH MOJKET MOBBIIIATHCS (B PEIKHUX CITydasix).
IIpomueocpubrosvie npenapamat: UTPAKOHA30, BOPUKOHA3011, I TepPHATHBHBIE
NPOTHBOAHIIENITUYCCKHE TpenapaThl MOTYT OBITh PEKOMEHAOBaHBI MAMEHTAM, MOJYYAOIINM
BOPUKOHA30J]1 WIH UTPAKOHA30T,

Anmueenbmunmmusie npenapamol: Ipa3uKBaHTE, aT0EHIa307T,

IIpomugoonyxonegvle npenapamsi: UMaTUHUO, 1HKI0GOChHaMuU, TanaTUHUO, TEMCUPOIMMYC;
Aumuncuxomuuecxkue npenapamsi (Heupoaenmuku): KI03aluH, TaJonepuIoa U OpoMIepuIo,
OJIaH3alMH, KBETHAINWH, PUCTIEPHIOH, 3UMIPACHIOH, aPUITUIIPA30JI, TATUIECPHIOH;
Ilpomusosupycnvlie npenapamuvl: WHrHOMTOpHI mnporeazsl BUY (MHAMHABHP, PUTOHABHP,
CaKBUHABHD);

Aunxcuonumuueckue npenapamaol: alpas3oiaM, MHIA30J1aM;

Bponxoounamupyrowue npenapamuol: T€OUILIHH;

Konmpayenmuenvle npenapamvl: TOPMOHAIBHBIE KOHTPALENTHUBB (HEOOXOAMM IMOIOOD
QIBTEPHATUBHBIX METOJIOB KOHTPAIICTIIIUH );

Ilpenapamovr  Onsi  nevenus 3a001e8aHUll  CepPOEUHO-COCYOUCMON  cucmembl.  OJIOKaTOPbI
«MEJIJICHHBIX» KaJIbIMEBbIX KAaHAJIOB TPYMIBl JUTHIPONUPUIANHOB ((ETOAUINH), CUMBACTATHH,
aTOPBACTATHH, JJOBACTATHH, [ICPUBACTATHH, UBAOPAIIH;

Cepoeynvie enuxko3uobl: TUTOKCHH,

Imoxokopmukocmepouosl: IPeTHU30JIOH, IeKCaMETa30H;

Ipenapamvl 015 nevenus spekmunbHoU OuchyHkyuu: Taganapu;

HUmmyHnooenpeccusHvle npenapampl: TAKIOCTIOPHH, 3BEPOIHMYC, TAKPOJIUMYC, CHPOIHUMYC;
Ilpenapamul 013 neuenus 3a0601€8aHUU WUMOBUOHOU Jiceile3bl: JEBOTUPOKCUH HATpHs (CM.
paznen 4.4);

Hpyeue nexapcmeenmvie npenapamvl U NPOOYKMbl HUMAHUA: TIpEHapaThl, COAepIKalue
3CTPOTCHbI U/UJIH MTPOT€CTEPOH.
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JCNEOCBATENEHOCTE 0002)

AL
KomOuHammu, KOTOpeIE CIEAYET IPUHUMATH BO BHI/IM&HI/IQ

[Ipu onHOBpEMEHHOM MpPUMEHEHHH KapOamas3ernuHa C JeBeTHPAleTaMOM B OTAEIbHBIX CIIydasx
OTMEYAJIOCh YCHJIEHHE TOKCHUECKOTO ACHCTBUS KapOamMa3enrHa.

W3BecTHBl cOOOLIEHHST 00 YCHJICHHWU T'eMaTOTOKCUYHOCTH, BBI3BAaHHON H30HMA3ZUIOM, B TeX
cllydasix, KOTJa OH MPUMEHSUICS OJTHOBPEMEHHO ¢ KapOaMa3erHOM.

Kom6unupoBanHoe npuMeHeHue kapOaMaszenuHa M JUTHS WM METOKJIONpaMuaa, a Takke
KapOamMaszenruHa W HEUPOJICNTHYECKUX TMpenapaToB (TaJoONepuaoiia, THOPHUIA3MHA) MOXKET
IPUBECTH K TOBBIIIEHUIO YacTOThl HEXKENATENbHBIX HEBPOJOTUYECKUX peakuui (B ciydae
nocieAHe KOMOMHAIMY — JaXkKe MPU TePareBTUYECKUX KOHLIEHTPAIMSIX JEHCTBYIOIUX BEIIECTB
B IIJITa3M€ KPOBH).

OnHOBpeMEHHOE NMPUMEHEHHE KapbaMa3enuHa ¢ HEKOTOPBIMH JUYPETUYECKUMHU NpenapaTaMu
(TUApOXJIOpOTHAZUAOM,  (GYpPOCEMHIIOM)  MOXXET  HPUBOAUTH K  TUIOHATPUEMHH,
CONPOBOXKAAIOUIEHCS KIIMHUYECKUMU NPOSBICHUSIME (CM. paznen 4.4).

Kapbamazenun MOXeT MpOSBIATH AHTAaroHU3M K  JEHCTBUIO  HEAEMOJIAPU3YIOLINX
MHOpEJIAKCAaHTOB (HampuMep, MaHKypoHUs Opomun). B ciydae mpuMeHeHUsT Takol KOMOWHAIIAN
JIEKapPCTBEHHBIX MPENapaToB MOKET BOZHUKHYTh HEOOXOIUMOCTD B MOBBIIIEHUH J03bl YKa3aHHBIX
MHUOpPEIAKCAaHTOB; CIIEJlyeT TIIATeNIbHO HaO0JI0/1aTh 3a MAlMEHTOM, TaK KaK BO3MOXXHO Oolee
OBICTpOE, UeM 0XKHJIAIIOCH, TPEKpaIleHUe ICHCTBUS MHOPETIaKCaHTOB.

Coo0manoch 0 BOSHMKHOBEHHHM KpPOBSIHUCTBIX BBIACICHUN W3 BJIAarajidiia B MEPUOJ MEXIY
MEHCTpYyallMsIMM TIpU  OJHOBPEMEHHOM MpPHMEHEHHHM KapOamas3elnuHa ¢ TOPMOHAJIbHBIMU
KOHTpalenTuBaMu (KpOBOTE€UEHHE «IIpopbiBay). KapOamazenuH MoxkeT CcHMWXaTh 3¢ddexr
TOPMOHAJILHBIX KOHTPALENITUBOB BCJIEACTBHE UHIYKIIMH MUKPOCOMAIIbHBIX (DEPMEHTOB MEUYEHHU.
Kapbamazenun Tak ke, Kak W Jpyrue IICUXOTPOIHbIE Tpenaparbl, MOXET CHHXaTh
MEPEeHOCUMOCTh aJKoroyis. B CBS3W ¢ STUM NalMEHTy pPEKOMEHIYeTCs OTKa3aTbCsl OT
yIOTpeOICHHS aTKOT OIS,

OpnHoBpeMeHHOE MpUMEHEHHE KapOaMaseluHa U MPsIMbIX aHTUKOATyJISIHTOB AJI pUeMa BHYTPh
(HanpuMmep, puBapokcabaH, 1aduraTpaH, anukcadaH, 3JJ0KcadaH) MOKET MPUBECTH K CHUYKEHUIO
KOHIIGHTPALMH MEPOPaTbHOTO AaHTHKOATYJISHTA MPSIMOTrO JEHCTBHS B IJIa3Me€ KPOBH, UTO
NPUBOJUT K PUCKY pa3BUTUA TpoMbOo3a. Takum oOpa3oM, pu HEOOXOAUMOCTH OJJHOBPEMEHHOTO
NPUMEHEHHS YKa3aHHBIX IPEnapaToB CIEAYET MpPOSBIATh HACTOPOKEHHOCTh B OTHOILICHHH
MPU3HAKOB M CUMIITOMOB TpOMOo03a.

Bausnue na ceponozuyeckue uccneooganus

Kapbamazenun MOXeT TMPUBECTH K JIOXKHOMOJOXKUTEIBHOMY pPe3yJbTaTy OMNpeesieHus
KOHIICHTpaluu nepdeHasnHa METOI0M BEICOKO3((EKTUBHOM XUIKOCTHOU XpoMaTorpadum.
Kapbamazenun u 10,11-snokcun kapOamasenuHa MOTYT MPUBECTH K JIOKHOIIOJIOKUTEILHOMY
pe3yabTaTy OMNpeneieHUs KOHLEHTPAIMU TPUIMKINYECKOTO aHTHACHPECCaHTa METOJIOM
HOJISIPU3ALMOHHOTO (DITYOPECIIEHTHOTO UMMYHOAHAIIN3A.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTAUMS

KeHIMHbBI ¢ COXpaHEHHBIM PENPOIYKTUBHBIM MOTEHIIMAIOM U NAIMEHThl MY>KCKOTO 1oJia
[TarmeHTKaM ¢ COXpaHEHHBIM PENPOIYKTUBHBIM OTEHIIMATIOM ClIeAyeT UCII0JIb30BaTh Ha/IeKHbIE
METO/Ibl KOHTPALICTILIMK BO BPEMSI TepaAllK U B TeUEHUE 2 HEeJeb M10CIe TpUeMa MoCIeAHEN J03bl
kapOamasenuHa. B CBsI3M ¢ MHIYKIIMEH MHKPOCOMAaJbHBIX (DEPMEHTOB MeYeHU KapOamazenuH

MOJKET OCJIAOIATh TepaneBTUYECKUN 3(PPEKT rOpMOHATBHBIX KOHTPAICTITUBHBIX MPENapaToB,
COJIepKalINX ACTPOreHbl W/wim mporectepoH (cMm. pasgensl 4.4 u 4.5). IlamuenTkam ¢
COXpPAHEHHBIM PENPOAYKTUBHBIM MOTEHIMAJIOM CJEIYeT pPEKOMEHJI0BAaTh UCIOJIb30BaTh
aTbTepHATUBHBIC METO/bI KOHTPAIICTIIIUY BO BpEMs TEPANUU KapOamMa3ermimHOM.
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COOTBETCTBYET
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(MOCNEQOBATENEHOCTE 0002)

bepemeHHOCTD

SKCNEPTHOMY OTUYETY

Pestome puckos

Kapbamazenun OBICTPO MPOHHUKAET Yepe3 reMaToIUIalleHTapHbIi Oapbep M OOHapyXHUBaeTcs B
BBICOKHX KOHIICHTPAIUSAX B TKAHSX IO, OCOOCHHO B MEYCHU U TIOYKAX.

JleTy manueHToK ¢ AMWICTICUEN Yalle APYTrux IpeapacioyIoKeHbl K BOSHUKHOBEHUIO HAPYILICHUN
pPa3BUTHUS, B TOM UHKCIE, BPOXKACHHBIX OPOKOB. HecMOTpsi Ha HEIOCTATOYHOCTh YO IUTEIbHBIX
JAHHBIX KOHTPOJIMPYEMbIX HCCIEIOBAHUNA O HAJIWYUHM MPUYMHHO-CIEICTBEHHOUN CBS3M JaHHBIX
HapylIeHUH ¢ MOHOTepamuel kapOaMaszenuHOM y MaTepu, Ha (OHEe NMPUMEHEHHUs Mpernapara
KapOaMasenrHa 3apeTUCTPUPOBAHBI COOOIIEHHUS O CITyJasX BPOXKICHHBIX 3a00JICBaHUH U TIOPOKOB
pa3BUTHS, BKJIIOYAs He3apallleHHe Ty>KeK MO3BOHKOB (spina bifida) u apyrux BpOMXKAEHHBIX
aHOMaNui: e(EKTOB Pa3BUTUS YEPEIHO-JIUIEBBIX CTPYKTYp, CEPACYHO-COCYIUCTON U APYruX
CUCTEM OPraHOB, MIIOCTIAINH.

[Io nanabiM CeBepoaMEpUKAaHCKOTO perucTpa OEpeMEHHOCTEH, 4YacToTa IpyObIX IOPOKOB
pPa3BUTUSI, OTHOCAIIUXCS K CTPYKTYPHBIM aHOMalusM, TpeOyIOUIMM XHUPYpPrHUYEcKOil,
MEIUKaMEHTO3HOW MM KOCMETHYECKOM KOPPEKIMH, JUAarHOCTUPOBAHHBIX B T€UEeHHE 12 Hexenb
nocie poxaeHus, coctaBmsuia 3,0 % y marepeil, NpUHMMABIIMX B IMEPBOM TPUMECTpE
KapbamazenuH B KauecTBe MoHoTepanuu, U 1,1 % y marepeil, He MPUHUMABIIMX KaKUX-JINOO
IPOTUBOAMIIENTUYECKHUX IPENapaToB.

Coo01manocs 0 HapyIICHUSX Pa3BUTUS HEPBHOM CHUCTEMBI y JETEH, POXKAECHHBIX OT MKEHIHH C
SMIJICTICUEH, TONyYaBIIMX KapOaMaszenmuH OTAENbHO WIM B KOMOMHAIIMH C JAPYTUMHU
IPOTUBOAMIIEITUYECKUMU TpenapaTaMu Bo Bpemst OepeMeHHOCTH. VccaenoBanus, CBsI3aHHbBIE C
PUCKOM HapyIIEHUI pa3BUTHsI HEPBHOW CUCTEMBI Y AETEH, MOTy4yaBIIMX KapOaMa3emnuH BO BpeMs
OepeMeHHOCTH, MPOTUBOPEUUBBI, U PUCK HENb351 UCKITIOUUTD.

Knunuuecxoe 3nauenue

Crnenyer ¢ 0co0Oi OCTOPOXKHOCTBIO TPUMEHSTh KapOamaszenuH y OepeMEHHBIX >KCHIIHH C
SIUJIETICUEN.

[Ipu HE0OX0AMMOCTH IPUMEHEHUs KapOamazennHa y OepeMEeHHBIX, a TAKKE B TOM Cllydae, eCiu
OepeMEeHHOCTh TMarHOCTUPOBaHA BO BpeMsl MPUMEHEHHUS TIperapara, Uil NalueHTKa IaHuPyeT
OEepeMEHHOCTD, CIIEAYEeT TIIATEIbHO OLIEHUTh COOTHOIIEHHE OXKHIAEMOM TOJIB3bI U BO3ZMOKHOTO
pHUCKa, 0COOEHHO B IEPBOM TPUMECTPE OEPEMEHHOCTH.

[Ipu gocraToyHOM  KIMHUYECKOM A(P(EKTUBHOCTH y TAIMEHTOK C  COXPaHCHHBIM
PEnpOAYKTUBHBIM MOTEHIIMAIOM KapOaMa3eluH CleyeT MPUMEHSATh B MOHOTEpAIuH, Tak Kak
4acTOTa pa3BUTHUSI BPOXKICHHBIX AaHOMANIMH IUIOAA MPH TNPUMEHEHHUM KOMOWHHPOBAHHOM
MPOTUBOAUIIENTUUECKON TEparuy BbIIIE, YeM MPU MOHOTEpAaNuM JaHHBIMU Ipenapatamu. B
3aBUCHMOCTH OT TPENaparoB, BXOASIIUX B COCTaB KOMOWHUPOBAHHOM Tepamnuu, PUCK Pa3BUTHUS
BPOKJICHHBIX TOPOKOB MOYKET MOBBIIIATHCS, OCOOCHHO MPH J00aBICHUH K TEPANTUH BaJIbIIPOAaTa.
Kapbamazenus cienyer NpuMEeHITh B MUHUMAIbHOM 3¢ (heKTUBHOM 103€.

PexoMmennyercst perynsipHblii KOHTPOJIb KOHUEHTPALMHU JCHCTBYIOLIETO BEIIECTBA B IUIa3MeE
kpoBu. Ilpum »>ddexTHBHOM TPOTHBOCYIOPOKHOM KOHTpOJIE y OEpeMEeHHON crleayer
NOJJICP)KUBATh ~ MHUHMMAJbHYIO  KOHLEHTpalMi0  KapOama3enmuHa B IUla3Me€  KpOBU
(TeparmeBTHUECKHI auamna3zoH 4-12 MKI/MiT), TOCKOJIbKY CYIIECTBYIOT COOOIICHHS O BO3MOKHOMN
JI0303aBUCUMOCTH PHCKa Pa3BUTHUSI BPOXKJIEHHBIX MOPOKOB (HAlpHMep, 4YacToTa pa3BUTHUS
MOPOKOB PAa3BUTHUS MpPH NpuUMeHeHWu 1036l MeHee 400 Mr B CyTkM OblIa HMKE, YeM TIpHU
IpUMEHEHUHU OoJiee BBICOKHX /103).
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.

CMEPTHOMY OTUETY

IIOPOKOB DPAa3BUTHUS U O HEOOXOIUMOCTH IPOBEICHUSA, B CBSI3U C OSTUM, aHTCHATAJIbHOU
JTMarHOCTUKU.

Bo Bpems OepemMeHHOCTH He cieayeT mpepbiBaTh 3()(PEeKTHBHOE NPOTHBOANMUIECITUIECKOE
JeYeHHEe, TOCKOJIbKY MpPOTpecCHpoBaHHe 3a00JEBaHUS MOXKET OKas3bIBaThb OTPHIATEIBHOE
BJIMSTHUE HA MaTh U Ha IJIO.

Koumpons u npogpunaxmuxa

N3BecTHO, 9TO BO BpeMsi OEpeMEHHOCTH pa3BuBaeTcs aeguiut GomaueBoit kuciaotel. CooOmanocs
O TOM, YTO MPOTHUBOAMMIENTUYECKHE TMpenaparbl YCUIUBAIOT 3TOT JAePUUIUT. DTO MONKET
CHOCOOCTBOBATh YBEJIIMYECHUIO YaCTOTHI BPOXKICHHBIX NIE(EKTOB Yy JETeH, pOKIAIoIuXcs Y
KEHIIMH, TPUHUMAIOIINX POTUBOSIMICTITHUECKUE MTPenapatsl. B ¢Bs3M ¢ BbIlIECKa3aHHBIM 110 U
BO BpeMsi OEpEMEHHOCTH PEKOMEHIYeTCs JOMOJHUTEIbHBIN preM (OTUEBON KUCIIOTHI.

C nenpio Npo(UIAKTUKM TOBBIIMICHHOH KPOBOTOYMBOCTH y HOBOPOXKICHHBIX >KEHIIMHAM B
nocieHNe Henelnn OEepeMEHHOCTH, a TaKKe HOBOPOXIACHHBIM PEKOMEHIYETCS MPUMEHSTh
BUTaMMH K.

Jlakranus

Hoesopoorcoennvie

OnucaHo HECKOJBKO CIIy4yaeB SHHJICHTHUYECKUX TNPUCTYIOB W/MIM YTHETCHUS [bIXaHHUS Y
HOBOPOXKJICHHBIX, MaTe€pH KOTOPBIX NPHHUMAIM KapOaMa3zenmuH OIHOBPEMEHHO C JPYTHMMHU
IPOTUBOCYJIOPOKHBIMH IpenaparaMu. Kpome Toro, coodmanock Takke 0 HECKOJIBKUX CIydasix
PBOTBHI, JUaped W/WIM THUINOTPOPUH Yy HOBOPOXKICHHBIX, MaTepH KOTOPBIX MOJIydalu
kap6amazenuH. Bo3aMoXHO, 3TH peakuy IpeICTaBIsSIIOT COO0H MPOSIBICHNUS CHHAPOMA OTMEHBI Y
HOBOPOKJCHHBIX.

Jloxknunuueckue danmnvie

[To 000OUIEHHBIM JAaHHBIM PA3TUYHBIX JOKIMHUYECKHX HCCIEAOBAHUN Y KUBOTHBIX (MBIIIH,
KPBICHI, KPOJIMKH) MPU NPUMEHEHUU B J103aX, COOTBETCTBYIOIIMX MPUMEHSEMBIM Yy 4YeNOBEKa,
KapOamaszenuH o01aaeT HU3KUM TEPAaTOTeHHBIM OTEHIIMAJIOM MJTH HE 00J1a/1aeT TAKOBBIM BOBCE.
OpHako, NaHHBIX JOKIMHUYECKHX HCCIIEAOBAHHMMA OKa3ajJoCh HEAOCTATOYHO JUISI MCKIIIOYCHHS
TepaTOreHHOTo 3 ¢ekra kapdbamaszenuHa. B ncciaenoBaHnu penpoyKTHBHONH TOKCHYHOCTH MPH
NpUMEHEHUU KapOamasenuHa y KOPMSIIUX KPbIC B 103€ 192 MI/KT B CYyTKH OTMEUEHO 3aMeIJICHHUE
npuOaBKH MaccChl TeJa Y HOTOMCTBaA.

I'pyonoe eckapmnusanue

Kapbamazenun npoHHKaeT B IpyJHOE MOJIOKO, TJi€ €ero KOHIeHTpalus coctaiseT 25-60 % ot
KOHIIEHTpALlMU B IJIa3Me KPOBU. B CBs3U C BhIlIECKa3aHHBIM, IPU HEOOXOAUMOCTH IPUMEHEHUS
KapOama3zenuHa B MepHOJ IPYIHOT0 BCKAPMIIMBAHUS CII€IyeT TIIATEIbHO OLCHUTh COOTHOILICHHE
OKU/IaeMOW  TI0JIb3Bl E€CTECTBEHHOTO BCKAPMIIMBAHUS K BO3MOXKHOMY pHCKY DPa3BUTHSA
He)KenaTeNnbHbIX peakuuii. HeoOxoaumo HaGogaTh HOBOPOXKAECHHBIX, MOTYYAIONUX I'PYIHOE
MOJIOKO, C LIEJIbI0 KaK MOXHO 0oJjiee paHHEH TMarHOCTUKU HEXXEIaTeNbHbBIX Peakuuil (Harpumep,
BBIPQKCHHOW COHJIMBOCTH, aJUIEPTUYECKUX KOXKHBIX peakiuii). Y HOBOPOXKICHHBIX, KOTOPHIE
nojlydyainu KapOama3enmuH aHTEHaTalbHO WM C TPYIAHBIM MOJIOKOM, ONKCAHbI Cclydyau
XOJIECTATUYECKOTO reNaThTa, B CBS3H C YeM ClielyeT HaOII0AaTh TAKUX HOBOPOKICHHBIX C LIETBIO
KaKk MOXHO Oojiee paHHEW IUAarHOCTHKM HEKeJIaTeIbHBbIX pEeaklMid CO CTOPOHBI TIemaTo-
OWIIMapHOW CUCTEMBI.

DepTUIILHOCTD

3aperucTpupoBaHbl OYEHb PEAKHE COOOIICHUS O CHIDKEHUU MYXKCKOW (PepTHUIBHOCTH W/WIIN
HApYIICHUU CIIEPMATOTEHEe3a.
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MeXaHNU3MaMH

CriocoOHOCTh MalMeHTa, MPUHUMAIOIETro Ipenapat 3enToil, K ObICTPOi peakiuu, 0COOCHHO B
Hayajie Teparnuy WM B IEepHOJ] M0I00pa A03bl, MOKET OBITh HApYIIEHA BCIEACTBUE KaK CaMOTo
3a0oneBaHus (HampuMep, CyIOpor), TaKk W BCIEACTBHE BO3HMKHOBeHHs HP, Takux Kak,
TOJIOBOKPY)KEHHE, COHJIMBOCTh, aTaKCHs, AWIUIONUS, HapYyIICHHE aKKOMOJAIMU M HapyIICHHE
3penus. llamupeHTy ciemyer coOmoaTh OCTOPOXKHOCTh MPU  YIPABICHUH TPAHCHOPTHBIMU
CpEeACTBAMHU M MEXaHU3MaMHU.

4.8. HexkennaTesibHbIE peakunu

Pestome npoduiig 6e3onacHOCTH

Onpenenennble BuAbl HexenatenbHbIX peakuuid (HP), nampumep, co croponsr IIHC
(rOJIOBOKpY)KEHHUE, TOJOBHAs 0O0Jb, aTaKCHsI, COHJIMBOCTb, YyBCTBO YCTaJOCTH, AMUIUIONUSI), CO
CTOPOHBI KEIYJOYHO-KHMILIEYHOI'O0 TPaKTa (TOLIHOTA, PBOTA), a TAK)KE AJJIEPTUUYECKHE KOXKHBIE
peaKIy, BCTPEYar0TCs 0YE€Hb YacTO MIIM 4aCTO, 0COOEHHO B HauaJle JeueHHs IpenapaTom 3enTodl,
WIM NIPY IPAMEHEHUHN YPE3MEPHO BBICOKOW IEPBOHAYAIBHOMN JO3BI IIPeNapaTa Win IPH JICYCHUN
IIOKUJIBIX TTALIAEHTOB.

Jo303aBucumbie HP 00b14HO pa3pemaroTcsi B TeUCHHE HECKOJIBKHUX JTHEH, KaK CIOHTAHHO, TaK U
1ocjie BPEMEHHOTO CHMKEHUS J03bl Ipenapara 3entoi. Pa3BuThe HexenaTenbHbIX peakluil co
croponsl [THC MoxxeT OBITH ClIeZICTBUEM OTHOCHUTENBHOM Meperlo3upOBKU MperapaToM 3emnTol
WIN 3HAYUTENBHBIX KOJEeOAHUI KOHIEHTpalMy ACWCTBYIOLIETO0 BELIECTBAa B IUIa3Me KpoBU. B
TaKUX CIIy4asX PEKOMEHAYETCS KOHTPOJIMPOBATh KOHLIEHTPALMIO JEHCTBYIOLIETO BELIECTBA B
IU1a3Me KPOBH.

Pe3rome HekenaTeabHbIX PEaKIAN

Hexenarenbupie sekapcTBeHHble peakiuu  (HJIP) crpynmupoBanbl B COOTBETCTBHHM €
kinaccuukanueir opraHoB u cucteM opraHoB MedDRA, B mnpemenax KakIod TpyMIbI
MIEPEYHCIICHbl B TIOPSAJIKE YMEHBUIEHUS YaCTOThI BCTpeYaeMOCTH. B mpeznenax ka)aod Trpymibl
yacToThl Becrpeyaemoctd HJIP yka3aHbl B OpsAIKE YMEHBIICHHS UX 3HAYUMOCTH.

IIpu oneHke yacToThl BeTpeyaeMocT pasinudHbix HJIP ucnosb3oBaHbl ciieqyronme rpajianuu:
«o4eHb gacto» - >1/10, «gacto» - >1/100 - <1/10, «negactox» - >1/1000 - <1/100 «peako» - >1/10
000 - <1/1000, «ouens penkox» - <1/10 000, B TOM YuCIIe U OTJACIBHBIE COOOIIICHHS.

Hapywenus ncuxuku: penko - TaJUTIOUUHAIMK (3pUTENIbHbIE WM CIIYXOBBIE), JElpeccHs,
arpeccusi, 0eClIOKOHUCTBO, aXKHUTAlMs, CIyTAaHHOCTb CO3HAHUS; OYeHb PEJIKO - aKTUBALIUSA NICUX03a.
Hapywenus co cmoponvl HepsHou cucmemvl: O4YE€Hb YacCTO - aTaKCHUs, TOJIOBOKPYKEHHE,
COMHOJICHIIMSI; YacTO - JUIUIONUS, TOJIOBHAsl O0Jib, HEYAaCTO - aHOMAJIbHbIE HENMPOU3BOJIbHBIC
JIBUKEHUST (HAapUMeEp, TPEMODP, «IIOPXAIOUIUi» TpeMop (aCTEPUKCHUC), MBILIEUHAsl IHUCTOHMS,
TUK), HHUCTarM; peAKo - JAWCKUHE3UsS, IJ1a30[BUraTelIbHbIE HApYLICHMs, HapyILIEHHUs pedn
(HampuMep, AM3apTpus, HEBHATHAs peyb), XOpeoareTo3, mepudepuyeckas HeWponaTus,
napecTe3us, Iape3; OYeHb PEAKO - 3JI0KAYECTBEHHBIM HEHWPOJIEITUYECKUH CHHIPOM,
ACENTUYECKUA MEHHHTUT C MUOKIIOHYCOM U TIepUEePUICSCKOI 203MHOPUITHECH, THCTEB3HSI.
Hapywenus co cmopoHbl Kodcu u nOOKOJCHbIX MKAHel: OYeHb YacTo - KpaluBHHIIA, KOTOpas
MOJKET OBIThH TSXKEIJIOH, aJUIepruuecKuii IepMaTUT; HEYacTo - SKC(HOTUATUBHBIN IEPMATUT; PEAKO
- CUCTEMHasi KpacHasi BOJTYaHKa, KOXKHBINA 3y/; 04eHb peaKko - cuaapoM CtuBeHca-/[>xoHCOHA (B
HEKOTOPBIX CTpaHaxX A3uM KIACCU(PUIMPOBAH KaK «PEIKO»), TOKCHUECKUH SMUIepMalIbHBINA
Hekponu3 (cuHapom Jlaiteruia), peakuuu (OTOCEHCHMOWIHM3AIMK, MHOTO(QOPMHAS 3pUTEMA,
y3J10BaTas ApUTEMa, HAPYILIECHUSI IUIMEHTALUN KOXHU, IIypIypa, akHE, THIEPruapo3, aloneiys,
TUPCYTHU3M.
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SKCNEPTHOMY OTUYETY

- TpOMOOLUTONEHUS, FO3UHOPHUIUS; PEIKO - JEUKOIUTO3, JTUM(aIeHONATHI; OYCHb PEIKO -
arpaHyJIOIMTO3, ArIACTUYECKasi aHeMUs, TTAHIIUTONICHUS, UCTUHHAS SPUTPOIUTApHAS arTlia3us,
aHEMUS, METAI00IaCTHAS AHEMHUS, PETUKYJIOLUTO3, TEMOJIUTUICCKAST AHEMHS.

Bo Bpems mpmema mpenapara MOXKET Pa3BUTHCS arpaHyJOIUTO3 M arlaCTUYeCKas aHEeMHS.
Opnako, B CBA3M C TE€M, 4YTO OTH COCTOSHUS BO3HUKAIOT OYEHb PEAKO, TPYIHO JAaTh
KOJIMYECTBEHHYIO OLIEHKY PHCKa UX BO3HUKHOBEHUS. V3BeCTHO, UTO CyMMapHbIN PUCK Pa3BUTHUS
arpaHyJIoNMTO3a B OOIIEH MOIMYIISIMU, HE TIOJIyJaBIIeH JIedeHUs, cocTaBisieT 4,7 ciydaeB Ha 1
MJTH. HAaceJICHUS B TOJI, a alIaCTUYECKOM aHeMuu - 2,0 ciiydyasi Ha 1 MJTH. HaceJIeHus B TOJ.
Hapywenus co cmoponbl sceny0ouHo-KuueuHo2o mpakma: O4eHb 4acTo - TOUTHOTA, pBOTA; 4aCTO
- CYXOCTb BO PTYy; HEUacToO - Auapes, 3arop; PeaKo - 00Jb B KHMBOTE; OYEHb PEIKO - TJIOCCHT,
CTOMATHT, ITAHKPEATHT.

Hapywenusa co cmoponbl neuenu u JHcenueul@OOAWUx nymeti: PeAKO — TEHmaTHUT
XOJIECTATUYECKOTO, MMapeHXMMATO3HOrO (TENaTole/UTIONISIPHOTO) WM CMEIIAHHOTO —THIIA,
JNECTPYKIUSI BHYTPUIIEUEHOUHBIX JKETUHBIX POTOKOB C YMEHBIICHHEM UX YHCIa, )KENTyXa; OUEeHb
peAKo - IeYeHOYHask HeA0CTaTOYHOCTh, TPaHyJIeMaTO3HOE OpaKeHHE NIEYEHH.

Hapywenus co cmoponsl ummyHHOU cucmemul: PeAKO - MOJUOPraHHas TUIIEPYYBCTBUTEILHOCTD
3aMEeIJICHHOTO THIIA C JIMXOPAIKOW, KOXKHBIMU BBICHIIIAHUSMU, BACKYIUTOM, JTUMGaICHONATHEH,
nceBAOTMMGPOMON, apTpaliruell, JeHKONmeHNer, 503uHO(IIINEH, TenaToCIUICHOMETaIe |
W3MEHEHHBIMH TOKa3aTeNsIMU (PYHKIUU TEYEHU U ACCTPYKIMEH BHYTPUIICUCHOYHBIX JKETUHBIX
MPOTOKOB C YMEHBIIEHWEM WX 4YHucia (yKa3aHHBIE TPOSBICHUS BCTPEUAIOTCS B Pa3TMYHBIX
KOMOHMHAIMAX). MOryT Tak)Ke BOBJIEKATbCSl JApyrue oOpraHbl (HampuMmep, JIeTKue, MOYKH,
MOJDKEITYI0UHAS Kele3a, MUOKap/I, TOJICTas KUIIKa); OYeHb PEAKO - aHauIakTuyeckas: peakius,
AQHTMOHEBPOTUYECKHI1 OTEK, THIIOTaMMarJio0yTMHEMHUS.

[Tpy BO3HUKHOBEHUU YKa3aHHBIX BBIIIE PEAKIUi MOBBIILIEHHON 4yBCTBUTEIBHOCTH MPUMEHEHNE
npernapaTa I0JKHO OBbITh TPEKPAIIEHO.

Hapywenus co cmopomnsi cepoya: peako - HapylIeHHe BHYTPUCEPACYHON POBOJUMOCTH; OYEHb
PEIKO - apuUTMHUA, aTPHOBEHTPUKYJSIpHAsE OJ0Kaga ¢ 0OMOPOKOM, Opanukapaus, XpOHHYECKast
cepJieYHast HeJJOCTaTOYHOCTh, 00OCTPEHNE UIIEMUYECKON 00JIe3HH cepla.

Hapywenus co cmoponvl cocyoos: peKo - apTepuanbHasi TUIIEPTEH3Us WM TMIIOTEH3Hs; OUYEHb
PEIKO - MUPKYIATOPHBINA KOJUIarc, TpoMooduieouT, TpoMO60IMO0Hst (Harpumep, TpOMO0IMOOTHS
JIETOYHOU apTepun).

Hapywenus co cmopousbl 3HOOKpUHHOU cucmembl: 4YacTO - OTEKH, 3aJEpikKKa KUIKOCTH,
YBEJIMYEHUE MacChl Teljla, TUIIOHATPUEMHUSI U CHIDKEHHE OCMOJISIPHOCTH KpOBU BCJE/ICTBHE
apdexTa, CXOAHOTO C JEHCTBHEM aHTUIMYPETUYECKOTO TOPMOHA, YTO B PEIKHX CIIydasx
OPUBOIUT K BOJHOW WHTOKCHKAIMU (TUMOHATPUEMHH PAa3BEICHHsI), COIMPOBOXKIAIOIICHCS
JeTaprueii, pBoToi, rOJOBHOW OOJIBIO, 1€30pUEHTALNEH U HEBPOJOTHUECKUMHU HAPYILICHUSIMHU;
OYCHb PEJIKO - TAJTAKTOPEs, THHEKOMACTHSI.

Hapywenus co cmoponvl obmena eeujecms u numanus: peako - AePUIUT QOIMEeBOH KUCIOTHI,
CHIDKEHHUE ammeTUuTa; 0YeHb PEAKO - ocTpas mophupus (ocTpas HHTEPMUTTUPYIOIIAs TOPGUpHUs
¥ cMemaHHas nopupwsi), HeocTpas mophupus (Mo3HsI KOKHAS TOphUpus).

Hapywenuss co cmopoHnel nouek U  MO4eBblGOOAWUX  Nymel. O4YeHb PEAKo -
TyOyJIOMHTEPCTUIIHAIBHBIN He(QPUT, TOUEHYHASS HEIOCTATOYHOCTh, HAPYIICHHE (YHKIIUH MOYEK
(Hampumep, anbOyMUHYpHUS, TeMaTypus, OJIUTYpHsi, MOBBINICHUE KOHIEHTPAIIMA MOYEBUHBI B
KPOBH/a30TeMHs ), 3aJIePKKA MOUH, YIAIICHHOE MOYEUCITYCKaHHE.
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NOJIOBOM  (DYHKIMU/IPEKTUIIbHAS TUCHYHKLHUS, HapyLlIeHHE crepMmaroreHe3a (yMEHbBIICHHE
KOJIMYECTBA CIIEPMATO30UI0B U UX MOJBUKHOCTH).

Hapywenus co cmoponsl opeana 3penus: 4acTo - HapylUIeHHe aKKOMOJAIMHU (B T.4. HEUETKOCTh
3peHus1); OYEHb PEKO - TOMYTHEHHE XPYCTAINKA, KOHBIOHKTHUBHT.

Hapywenus co cmoponvl opeana ciyxa u nabupunmuvle Hapyuilenus: OYEHb PENKo —
paccTpoiicTBa ciyxa, B T.4. IIyM B ylIaX, TUIEPAKy3Hsl, TUIIOAKY3Us, U3MEHEHUSI BOCTIPUATHS
BBICOTHI 3BYKa.

Hapywenus co cmopoHbl ckenemno-mbluledHol U COeOUHUMENbHOL MKAHU: PEIKO — MBIILICYHAS
cJ1a00CTh; OUYEHb PEJIKO - HApYIIEHUE KOCTHOTO MeTabon3Ma (CHI)KEHUE COJCPKAHNS KalbLus 1
25-rupokcu-xonekanabirdeposa B masMe KpoBH, IPUBOASAIIEE K OCTEOMAIISIIHI/OCTEONOPO3Y),
apTpaNTus, MHAJITHS U MBIIICYHBIN CTIa3M.

Hapywenusa co cmoponsl OvixamenbHol cucmemyl, 0peaHo8 2pyOHOU KIemKu U CpeOOCmeHUs.:
OUYEHb PEJIKO - PEAKIMH TUIIEPUYBCTBUTEILHOCTH, XapaKTEPU3YIOLIUECS JIUXOPATIKOM, OBIIIKOM,
MTHEBMOHHUTOM WJIM THEBMOHHEH.

Obwue paccmpoticmeéa u HapyuieHuss 8 Mecme 68e0eHUs: OYeHb YacTO — IMOBBIIICHHAS
YTOMJISIEMOCTb.

Jlabopamopnvle u uncmpymenmanvHvle OaHHble. OUY€Hb YacTO - MOBBIIIEHNE AKTUBHOCTH raMMa-
rryTamuinTpancdepasbl (BCIEICTBUE WHIYKIIMH «II€UYEHOUYHBIX» (DEPMEHTOB), YTO OOBIYHO HE
UMEET KIMHUYECKOTO 3HAYCHHUSI; YaCTO - MOBBIIICHNE aKTUBHOCTH IIEIIOYHOM ocdarassl KpOBH;
HEYACTO - MOBBINICHUE aKTUBHOCTH TPaHCAMHHA3; OYEHb PEJKO - MOBBIMICHUE BHYTPUTIA3HOTO
NaBJICHUS, TOBBIIICHUE KOHILIEHTpAIlMM XOJECTepHHA, BKJIOYAs XOJECTEPUH JIUIOINPOTEUIIOB
BBICOKOM IMJIOTHOCTH U TPUTJIULIEPUIOB, U3MEHEHUS MTOKa3zaTene (QyHKIIUU IIUTOBUIHOM Keye3bl
— CHIDKCHHE KOHIICHTpAIlUU TUPOKCHHA (CBOOOJHOW M CBSA3aHHOM (Dpakivu) U TPUHOATUPOHUHA
U TIOBBIIIEHHE KOHIEHTPALUU THPEOTPOMHOIO0 TOPMOHA, YTO OOBIYHO HE COIPOBOXKAAETCS
KJIMHUYECKUMHU MPOSIBICHUSMH, OBBIIICHUE KOHIEHTPALMU POJIAKTHHA KPOBH.
HeowcenamenvHule sanenus, eviasienHvle 8 NOCMpPecUCmpayuoHHoM nepuooe (coobujenus Oviau
HOYYEeHbl U3 HONYIAYUU HEONPeOeeHHO20 pasmepd, 6Ce0CMEUe 4e20 Yacmomy 6Cmpedaemocmu
onpeoenums HeBO3MONCHO, KUACMOMA HEU3BECIHAY)

Hugpexyuonnvie u napasumaprwle 3a601e6anus; peakTUBALIUS BUPYyca IPOCTOTO repreca 6 Turma.
Hapywenus co cmoponvl kposu u numgpamuyeckoii cucmemvl.: HEAOCTaATOYHOCTh KOCTHOT'O MO3Ta.
Tpasmsl, unmoxcukayuu U OCIONHCHEeHUs MAHUNYIAYull: TaaeHue (CBS3aHHOE C aTaKcuew,
TOJIOBOKPYKEHUEM, COMHOJICHIIUEH, apTEepUaibHOM THUIOTEH3WEH, CIIYTAaHHOCTBIO CO3HAHUS,
ceanyei, BRI3BAaHHBIMU [TPUEMOM IIpernapaTta).

Hapywenus co cmoponuvl HepeHoii cucmemvl. ceJalys, HApyLIECHUE TaMATH.

Hapywenus co cmoponul dceny0ouno-KuumeyHo20 mpakma: KOIUT.

Hapywenua co cmoponvl umMMynHOU cucmemvl. JEKApCTBEHHAs ChIIb C 303UHO(PUINEH U
cucreMHbIMu niposiBiieHusiMA (DRESS-cunapom).

Hapywenus co cmoponvl Kodxcu u NOOKOJNCHVIX MKaHel. OCTPBIA TeHepaTM30BaHHBIN
9K3aHTEMAaTO3HbIH MyCTyJe3, INXCHOUJHBIA KepaTo3, OHUXOMa/Ie3HC.

Hapywenus co cmopoHbl ckeemuo-mulidledHoll U COeOUHUMeNbHOU MKAHU. TIEPEIIOM KOCTEH.
Jlabopamopnvie u uHcmpymeHmanbHvle OaHHble: CHUKEHUE TNIOTHOCTH KOCTHOM TKaHH.
Coo01ieHne 0 moa03peBaeMbIX HexKeIaTeIbHBIX PeaKIuaX

BaxxHo cooOmare 0 TOM03PEBAEMBIX HEXKENATEIbHBIX PEAKIUAX TOCIEe PETUCTPAIUH
JIEKApCTBEHHOTO Iperapara ¢ Lesibl0 00eCIeYeHnsl HePEPhIBHOIO MOHUTOPUHTAa COOTHOILICHHS
«T0NTB3a-PUCK» JIEKAPCTBEHHOTO Tpernapata. MEIUIIMHCKUM pa0OTHUKAM pPEKOMEHIYeTCs
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yepe3 HalMOHAIbHBIE CUCTEMBI COOOIICHHSI O HEXENaTeNbHBIX PEaKIUsiX TOCYIapCTB-UJICHOB
EBpa3uiickoro 53KOHOMHUYECKOI'0 COK03a.

Poccuiickas ®@edepayus.

®denepanbHas c1yx0a 1Mo Ha30py B chepe 31paBOOXPAHCHUSI.

Anpec: 109012, r. MockBa, CnaBstHcKast miiomanis, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiur B HH(pOPMAITMOHHO-TEIECKOMMYHHUKAITMOHHOM cetn «HTEepHETY:!
http://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMITOMBI

[lepeno3upoBka nposiBisieTcst 00bIYHO cuMnToMaMu co croponbl LIHC, cepaedno-cocyaucToii u
JIXaTEJIbHON CUCTEM, a TAKXKE SIBJICHUSIMU, YKa3aHHBIMU B paszeine 4.8.

[Tpu nepeno3upoBKe BO3MOKHBI HIYKE€yKa3aHHBIE CUMIITOMBI M 5KaJI00BI.

Llenmpanvnas mnepsnas cucmema: yraetenue ¢yakuuii [IHC; nHapymenne co3HaHUS,
J€30pUEHTAIUS, COHJIMBOCTh, QXWTAIUS, TaUTIOLMHALMK, KOMa; 3aTyMaHHUBaHUE 3PEHUS,
HEBHSATHAs pedYb, NU3APTPUS, HUCTArM, aTakCHs, NUCKWHE3UWs, rureppedrexcus (B Hauaie),
runopedekcus (mo3xke); CyJopord, ICHXOMOTOPHBIE PacCTPOHCTBA, MUOKIIOHYC, THITOTEPMHSI,
MUJpHa3.

Hvixamenvnas cucmema: yTHETEHUE JIbIXaHUS, OTEK JIETKHX.

Cepoeuno-cocyoucmasn cucmema. TaXUKapaus, apTepUabHAs TUIIOTEH3US WINW B OTAEIbHBIX
ClIydasix apTepHalibHas TMIIEPTEH3Us, HAPYLIECHUS] MPOBOJUMOCTH C PACHIMPEHUEM KOMILIEKCa
QRS; ocTanoBka cepama u 0OMOPOK, BRI3BAaHHBIN OCTAHOBKOM cepiia.

Tuwesapumenvuas cucmema: pBoTa, 3aJIepKKa raccaxa MuIIx U3 XKellyaKa, CHUKEHIE MOTOPUKHI
TOJICTON KHILIKH.

Mouesvloenumenvuas cucmema: 3aep>KKa MOUHU, OJIUTYPUS WM aHYPHS; 3aJIepKKa KUIKOCTH;
BOJIHAasE  WHTOKCHKAnus  (TWIIOHATpUEMHUs  pas3BeleHus), O0OycioBieHHas 3¢ deKToM
KapOamazenunHa, CXOHBIM C IHCTBUEM aHTHAUYPETUIECKOTO TOPMOHA.

Ckenemno-mviuieunas cucmema: CYIIECTBYIOT COOOIIEHUS O pabJOMUONU3E, CBS3aHHOM C
MpUMEeHEeHnEeM KapOaMa3enuHa.

Hzmenenus co cmopousl 1a60pamopHulX  nokazamesnel: TUMOHATPUEMUS, BO3MOXKEH
MeTabONMMYeCKUi anua03, BO3MOXHA THUIEPIIIMKEMHUs], IMOBBIIMIEHUE AKTUBHOCTH MBIIICYHON
bpakuun kpeaTHHPOCHOKNHA3HI.

Jleuenue

Crneuuduyeckuii aHTUIOT OTCYTCTBYeT. [lepBOHAYaIbHO JieYEHHE JOJDKHO OCHOBBIBATHCS HA
KJIMHUYECKOM COCTOSIHMM TAal[MeHTa; MoKazaHa rocnuTanuzanus. [IpoBoautcs ompeneneHue
KOHIIEHTpAllMu KapOama3enuHa B TUIa3Me€ KPOBH JUISl TIOATBEPKICHHS OTPABJICHUS OSTUM
CPEJICTBOM U OLICHKH CTETIEHU MEPET03UPOBKH.

OcymecTBisieTcss 3Bakyalllsl COIEPKUMOTO J>KENyIKa, MPOMBIBAHUE KENyaKa, INPUMEHEHHeE
aKTUBHpOBaHHOTrO yruis. [To3aHss sBakyalus >KemyJOYHOTO COAEPKUMOTO MOKET MPUBECTU K
OTCPOUYEHHOMY BCACHIBAHUIO M MOBTOPHOMY IMOSIBJICHHIO CHUMIITOMOB MHTOKCHUKAIIMM B TEPUOJ
BBI3JIOpOBJIeHUS. [IprMeHsieTcss cuMOTOMAaTH4YeCKoe MOAJIEPKUBAIOIIEE JICUEHUE B OTHAEICHUU
WHTCHCUBHOW Tepamuyd, MOHHTOPHpOBaHWE QYHKIMHA CcepAma, TIaTeJIbHas KOpPEKIus
HAPYIICHUN BOAHO-3IIEKTPOJIUTHOTO OaaHca.
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SKCNEPTHOMY OTUYETY

3 PEKTUBHBIM METOIOM JICUCHHUS NIPH TEepeI03UPOBKE KapOaMazenHOM. Bo3MOXKHO MOBTOpHOE
YCUJICHHE CUMITOMOB IE€pe03UPOBKU Ha 2-i U 3-i JAeHb Mocie ee Hayalla, 9TO O0YCIIOBJIEHO
3aMeJICHHBIM BCAChIBAHHEM KapOamasenuHa.

5. ®APMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoauHaMHuYeCKHe CBOMCTBA

dapmakoTepaneBTHUeCKass TIpylna: IPOTUBOIMIIENTUYECKHE  CPEACTBA;  IIPOU3BOJAHBIC
KapOoOKcaMu/Ia.

Kox ATX: NO3AFO1.

MexaHu3m AeNUCTBUS

Kapbamazenun, neifcTByromee BEIIECTBO IMperapara 3enToj, SBISETCS IMPOU3BOAHBIM
nuOen3azenuHa. Hapsay ¢ OpOTHBOAIMIIENTHYECKUM, KapOamasenmuH oO0JaJaeT Takxke

HEUPOTPONHBIM U MICUXOTPOMHBIM JECHCTBUEM.

Mexanusm JnedicTBusi KapOaMasenuHa K HAcCTOAILIEMY BpPEMEHH OOBSICHEH JHIIb YacCTUYHO.
Kap6amazenun ctabunuzupyeT MeMOpaHbl IEPEBO30YKIECHHBIX HEUPOHOB, MOJABIISET CEPUMHBIC
paspsabl HEHPOHOB M CHU)KAET CHHANTHYECKYIO IMepelnady BO30YKIAlOMMX HMITYJIbCOB.
BeposiTHO, OCHOBHBIM MEXaHHU3MOM JIeMCTBUS KapOamasenuHa SBISETCS IpeloTBpalleHue
MMOBTOPHOI'O BO3HUKHOBCHHA B ACTOJIAPHU30BAHHBIX HGﬁpOHaX HanI/II\/JI-BaBI/ICI/IMBIX IIOTECHIIAJIOB
I[CﬁCTBHil 3a CUCT 6HOKa[[bl OTKPBITHIX MOTCHIMNAI3aBUCUMBIX HATPUCBBIX KAHAJIOB.
DapmakoanHamuaeckue G GHeKThl

[Ipy mpuMeHEHMH B MOHOTEpanWu y TAIMEHTOB C SIUJIENICHel (B OCOOEHHOCTH Yy JETeH W
MOJPOCTKOB), OBIJIO OTMEYEHO TICUXOTPOMHOE JeHCTBHE KapOaMas3emnuHa, BKIIOUYaBIIEe

MOJIO)KUTEIPHOE BIUSHHE HAa CHMIITOMBI TpPEBOTM U JENPECCHUH, a TaKKe CHIDKEHHE
Pa3apaKUTENbHOCTH U arpECCUBHOCTU. B OTHOIIEHNH BIMSIHUS KapOamMa3enuHa Ha KOTHUTHBHbIE
U [ICUXOMOTOPHBIE (PYHKIIMH HET OJTHO3HAYHBIX JAHHBIX: B OJHHUX MCCIEI0BAHUSAX OBLI MOKa3aH
NBOSKHIA WJIM HEratuBHBIA 3(dexr, KOoTopwlii 3aBHced OT 03Bl Ipenapara, B APYrux
UCCIICIOBAaHUAX OBLJIO BBISBICHO IMOJOKUTENbHOE BIUSHHE KapOamasenuHa B OTHOIICHUU
BHUMAaHUS U TTAMSTH.

Kak wuetipomponnoe cpeocmeo xapbamazenud 5>(QQGEKTUBEH TpPHU pPse HEBPOJIOTHYECKUX
3aboneBanuii. Tak, Hampumep, MPU UAUONATHYECKOW W BTOPUYHON HEBpPAJITHH TPOMHHYHOTO
HEpBa OH MPEAYNPEKIAET MOABICHUE MTAPOKCU3MATBHBIX O0JIEBBIX MPUCTYIIOB.

[Ipu cuHApOME AaKOTOJIPHOW aOCTHMHEHIIMHM KapOama3elHWH TMOBBIMIAECT IOPOT CYAOPOKHOU
TOTOBHOCTH, KOTOPBINA MPH JaHHOM COCTOSIHUM OOBIYHO CHUKEH, U YMEHBIIAET BBIPAXKEHHOCTH
KJIMHUYECKUX TPOSIBICHUM CHHIPOMA, TaKMX Kak IOBBIIMIEHHAas BO30YAMMOCTb, TPEMOD,
HapyLICHHUS MTOXOJIKH.

VY manueHToB ¢ HecaXxapHbIM uadeToM KapOamMa3enuH yMEHbIIAET TUype3 U YyBCTBO KaXK/bl.
Kak ncuxotpomnHoe cpenctBo kapbamaszenu 3¢dexruBer npu adpeKTUBHBIX PACCTPONCTBAX, a
UMEHHO, TPHU JICUEHUU OCTPhIX MaHHAKAIbHBIX COCTOSIHUM, MpHU MOAJNEP)KUBAIOIIEM JICUEHUU
ounoysipHbIX ap(HEeKTUBHBIX (MaHHAKaIbHO-ICTIPECCUBHBIX) PACCTPOMCTB (KaKk B MOHOTEpPAIHH,
TaK U B COYETAHUH C HEHPOJIEITUYECKUMU MpenapaTaMu, aHTUIEIIPECCAaHTaMU WK TIpernapaTaMu
JUTHS), TIPU MPUCTYMAX MHU30a(pPEeKTUBHOTO MCUX03a, MPU MaHUAKAJIbHBIX MPUCTYIAX, TJe OH
OpUMEHSeTCs B KOMOMHALMU C HEMpOJEeNTHKaMH, a TaKKe NPU MaHHAKaJIbHO-AETPECCUBHOM
IICHX03€ C OBICTPBIMU IIUKJIAMH.

XO0Ta yMEHbLICHHE BBIJCICHHUS TiyTamara M CTaOMiau3anus MeMOpaHbl HEWPOHOB MOXKET
OOBSICHATh MPOTHBOAMMIIENTUYECKUN 3(PPEKT, CIMOCOOHOCTh KapOaMa3zenmuHa IOJABIATH
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HOpaJpeHaINHA.
5.2. apmakoknHeTHYECKHE CBOHCTBA

AGcopbuus

[Tocne mpuema BHYTPh KapOaMa3emWH BCACHIBAETCS TMOYTH TMOJHOCTBIO, TPU MPHEME
TabJIeTUPOBAHHOM (POPMBI BCaChIBAaHHE MPOUCXOIUT OTHOCUTEIHLHO MEJIEHHO.

[Tocne mpuema BHYTPH (OIHOKPATHOTO WM TOBTOPHOTO) TAOJIETOK C MPOJIOHTUPOBAHHBIM
BBICBOOOXKJICHHEM MakcuManbHass KOHIEHTpamus (Cmax) JOCTHUTAETCS B mpeaenax 24 4, ee
BeJIMYMHA MPUOIU3UTENBHO Ha 25 % MeHbllle, UeM B ciydyae npuema oObluHOM Tabnetku. [lpu
npueMe TaOJeTOK C MPOJIOHTUPOBAHHBIM BBICBOOOXKICHHEM KOJI€OaHHS KOHLIEHTPAIH
KapOamaszenrHa B TUIa3ME€ KPOBU JOCTOBEPHO MEHBINIE, MPH 3TOM JOCTOBEPHOTO CHIKEHUS
MUHUMAIBHON KOHIIEHTPAllMd B pPAaBHOBECHOM COCTOSHHM He oTMmeuaercs. [lpu mpueme
kapOamazenrHa B BHJE TaOJETOK C MPOJOHTHPOBAHHBIM BBICBOOOXKIEHHEM 2 pas3a B JCHb
KoJie0aHusl KOHLIEHTPAIMK ACHCTBYIOIIETO BEIIECTBA B IUIa3Me KPOBU BeCbMa HE3HAUHUTEIbHBIE.
buopoctynHocTh  NeHCTByIOIIEro  BemiecTBa M3 TaOJIETOK € IPOJIOHTMPOBAHHBIM
BBICBOOOKICHHEM IIpUMEPHO Ha 15 % HuxKe, ueM y Apyrux JeKapcTBEHHBIX (popm kapOaMazenrHa
JUISL IPUEMa BHYTPb.

[Ipuem nuiu CyniecTBEHHO HE BIUSET HA CKOPOCTh U CTETICHb BCAChIBaHUS KapOaMasenuHa.
PaBHOBecHast KOHIIEHTpanus KapOamas3enrHa B I1a3Me KPOBHU IOCTUTAETCS B TeueHUe 1-2 Heelb.
Bpemsi ee mocTikeHUss MHIUBUAYATbHO M 3aBUCUT OT CTEIICHH AYTOMHIYKIIMU (HDEPMEHTHBIX
CUCTEM TI€UYCeHU KapOaMa3emnuHOM, TeTePOUHAYKIMH APYTUMHU, OJHOBPEMEHHO MPUMEHSIEMBIMU
JICKapCTBEHHBIMU TIperapaTaMy, a TakXKe OT COCTOSHHUS MalMeHTa 10 Hayajla Tepanuu, J03bl
KapbamaszenuHa U JUIMTeIbHOCTH JieueHus. HaOnrogaroTest cylecTBeHHbIE MEKUH IUBUyaIbHbIE
paznuuMs PaBHOBECHOM KOHIIEHTpALMM B TEpPANeBTUUYECKOM JHarna3oHe: y OOJbIIMHCTBA
MAIMEeHTOB TH 3HaYeHUs KoJeOmoTcs oT 4 10 12 Mxr/mut (17-50 MxmoItb/ ).

Pacnipenenenue

Ces3piBaHme kapOamazenuHa ¢ Oenkamu Tu1a3mbl KpoBu coctaBisier 70-80 %. Konnentparus

HEM3MEHEHHOTr0 KapOamMa3ernrHa B CHHTHHOMO3TOBOH JKUAKOCTH U CIIIOHE MTPONOPIMOHANIbHA JI0J1e
NEHCTBYIOIIETO BEIIECTBA, HE CBA3aHHOTO ¢ Oenkamu rmaa3Mbl kKpoBH (20-30 %). KonnenTpanus
KapOama3enuHa B TPYJHOM MOJIOKE cocTaBisieT 25-60 % OT KOHIIEHTPAIMHU €ro B IIa3Me KPOBH.
Kapbamazenun npoHHKaeT yepe3 reMaToIIalleHTapHblid 0apbep. YUHUThIBas MOJIHOE BCAaChIBAHUE
KapOaMasenuHa, KaXymuiics o0beM pacnpeneneHus coctasiset 0,8-1,9 m/kr.
buotpanchopmanus

Kap6amazenma merabonuzupyercs B neueHrn. OCHOBHBIM MyTeM OHMOTpaHCHOpPMAIMH SBIISICTCS

AMOKCUAMONBHBIA MyTh, B pE3yJlbTaTe 4Yero oopa3yiorcs OCHOBHbIE MeTabomutsl: 10,11-
TPAHCIHMOJIOBOE NPOU3BOJHOE MU €ro KOHBIOraT ¢ TJIIOKYpOHOBOM Kuciotou. [IpeBpaienue
kapOamaszenun-10,11-snokcuna B kapOamaszenuH-10,11-Tpancanon B opraHu3Me 4eJIOBEKa
OPOMCXOIUT MPHU MOMOIIM MUKPOCOMAJILHOTO (hepMEeHTa SIOKCUATUIPOIIA3HL.

Copnepxanne kapbamazenus-10,11-smokcuaa (akTuBHOro MerabosuTa) cocrasisieT okosio 30 %
OT KOHIEHTpauuu KapOamaszenuHa B 1a3Me KpoBH. OCHOBHBIM — HM30(E€PMEHTOM,
obecrieunBaronuM  OuoTpanchopmanuio KapbamasenuHa B KapOamazernuH-10,11-3mokcun,
sBisieTcst uToxpoM P450 3A4. B pe3ynbrare 3TUX METa0OTUYECKUX PEaKIIuid 00pa3yeTcs Takxke
HE3HAYUTEIILHOE KOJINYECTBO JIpyroro MeTaboInTa — 9-runpoxcu-mernin-10-
KapOamMonIaKpuIaHa.
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uzopepmenta UGT2B7 pa3nuyHbIX MOHOTMAPOKCHIIMPOBAHHBIX MPOMU3BOIHBIX, a Takxke N-
[JIIOKYPOHUIOB.

DJIMMUHAIUS

[lepuon moMyBBIBEACHUST HEU3MEHEHHOTo KapOamasemnuHa Iociie OJHOKPAaTHOTO Ipuema
KapbamaszenuHa BHYTPb COCTaBJISIET B CpelHEM OKoJio 36 4, a mocjie MOBTOPHBIX HPHUEMOB
mpenapara — B cpemHeM 16-24 94 B 3aBUCUMOCTH OT JJIMTEIBLHOCTH JICYCHHS (BCIIEICTBUE
ayTOMHAYKLIMA MOHOOKCUTE€HAa3HOW cucteMbl 1edeHH). [lokazaHo, 4YTO y NAalMEeHTOB,
NPUHUMAIOIIMX OJIHOBPEMEHHO Jpyrue TMpenaparbl, HHAYHHUPYIOMIHE (EPMEHTH IEYEeHU
(Hanpumep, GpeHuTonH, GpenodapOuTa), Iepruo MOTYBBIBEACHUS KapOaMa3enuHa COCTaBISIET B
cpeanem 9-10 u.

[Ipu mpueme BHYTpb KapOamaszenuH-10,11-3mokcuaa cpenHuil MEpPUOA €ro IONTYBBIBEICHHS
COCTaBJISIET PUMEPHO 6 YaCOB.

[Tocne onHokpaTHOrO npuema BHYTph 400 Mr kapbamazenuHa 72 % MPUHATOMN A03bI BHIBOAUTCS
noykamu U 28 % uepe3 kumeyHuk. Okoso 2 % OpuHATOW A03bI BBIBOASTCA MOYKaMH B BUIE
HEU3MEHEHHOTo KapOamaszemnuHa, okoio 1 % — B Buzae dapmakonorudecku aktuHoro 10,11-
snokcuaHoro Merabonura. [locne omHokpatHoro mnpuema BHYTph 30 % kapbamaszenuHa
BBIBOAMTCS TIOYKAMH B BUJIE KOHEUHBIX MPOIYKTOB SMOKCHIMOIBHOTO ITyTH METa00IM3Ma.
Oco0ble rpynIbl NAIUEHTOB

Jluya noowcunozo eéospacma
Her paHHBIX CBUAETENBCTBYIOIIUX, YTO (papMakOKMHETHKA KapOama3enuHa H3MEHSETCS Yy
MAIMEHTOB MOKUIIOTO BO3pacTa (10 CPaBHEHHUIO CO B3POCIBIMH JIMIIAMU MOJIOJIOTO BO3PACTa).
Ileuenounas unu noueunas HeOOCMAMOYHOCHb
JanHbIx 0 hapMakoKUHETHKE KapOamMa3enuHa y NalMeHTOB C HapyIICHUAMH (YHKIIUH [TOYEK WIH
MEYEHHU JI0 HACTOSIIEr0 BPEMEHU HE UMEETCS.

eTu
VY nereii BcieactBue Oosee OBICTPOro BbIBEIEHHUS KapOamasenmuHa MOXET IOTpeOOBaThCA
npuMeHeHue OoJiee BBICOKHMX 103 IpenapaTa M3 pacyeTa Ha KI' MaccChl Tejla 10 CPaBHEHUIO CO
B3pOCIBIMH.
5.3. lanHbIe TOKJIUHUYECKOH 0€30MACHOCTH
JlokMHUYecKue aHHBIE CBUAETEIBCTBYIOT 00 OTCYTCTBUU 0CO00Il OMacHOCTH JJisl YeloBeKa,
OCHOBAHHOW Ha pe3ysbTaTaxX CTaHAAPTHBIX UCCIECIOBAHUN OCTPOM U XPOHHUYECKON TOKCUYHOCTH,
T€HOTOKCMYHOCTH M KAaHILIEPOTeHHOro MoTeHuuaita. OJHAKO HCCIeNOBAaHUN Ha MKUBOTHBIX
HEJI0CTaTOYHO, YTOOBI HCKITIOUNTh TepaTOreHHbIHN 3 deKT kapbamaszenuHa.
Kanyepozennocmo
VY KpbIc, moNy4YaBMMX KapOama3enuH B TeueHHe 2 JieT, HaOJto/anach MOBBIIICHHAS YacTOTa
reraToLEIUTIONSPHBIX OMYyXOJed y CaMOK M JOOpPOKAUeCTBEHHBIX OITYXOJIEH SIMUEK y CaMIIOB.
OpHaKo HET HUKAKHUX JI0Ka3aTeNbCTB TOTO, YTO 3TH HAOJIOJCHUS UMEIOT KaKoe-TH0o 3HaueHHe
JUISL TEPaeBTUUECKOT0 MPUMEHEHHUs KapbaMa3enuHa y 4yeloBeKa.
T'enomoxcuunocms
B pa3nuuHBIX CTaHIAPTHBIX HCCIEIOBAaHHUSIX MYTareHHOCTH y OakTepuil M MIIEKOMUTAIOLINX
T€HOTOKCUYHOCTH KapOaMaszernrHa He 0OHapyKEHO.
Penpooykxmuenas mokcuunocmo
CBeneHus 0 penpoAyKTUBHOM TOKCUYHOCTH CM. B pazjene 4.6.
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6. ©®APMAIIEBTUYECKHUE CBOiicTBA  [DCIEOUBATENEHOLTS 0002)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

3enron, 200 mr, TabJEeTKH C IIPOJOHTHPOBAHHBLIM BBICBOOOKICHUEM, IMOKDLITHIE I[LUICHOYHOM

000JI09KOif

Bcnomozamenvuvie gewjecmsa:

o Otuinesmtoinosa (50 CPS)

e  MukpokpucTtainueckas mesoso3a (tun 101)
e Kpaxman kykypy3HbIii

e Tanbk OUHUIICHHBIN

e KpemHus nroKcuI KOJITOUAHBIN

e Kpockapmemnno3a HaTpust

e Marnus creapar

Cocmas obonouxu:

e CononuMep MeTakpuiaT OyTHIMPOBaHHBIN ocHOBHOM (Dyaparut E 100)
e TanbK OUMIIICHHELIN

e  Maxkporon-6000 (momudTuneHraIukoas 6000)

e TuTaHa TUOKCHI

e Marnus creapar

e Kpacurenp xene3a OKCUI KpACHBIN

e KpacuTensb xene3a OKCHUJI KEAThIN

3enrosa, 400 mr, TabJETKH C IIPOJOHTHPOBAHHBIM BBICBOOOKIEHMEM, IMOKDPLITHIE IUICHOYHOM

000J104KO#

Bcnomozamenvhvle gewjecmesa:

o Otuinesmnoiosa (50 CPS)

e  Mukpokpuctrammueckas nemnonaosa (tun 101)
e [mnmpomemnosa K-4M

e Kpaxman kykypy3HbIii

e TanbKk OUHUIIEHHBIN

e KpeMHUS THOKCHU]T KOJUIOUTHBIN

e Kpockapmemnno3a HaTpust

e Maruus creapar

Cocmas obonouku:

e CononumMep MeTakpuiaT OyTHIMPOBaHHBIN ocHOBHOM (Dyaparut E 100)
e TanbK OUMIIICHHELIN

e  Maxkporon-6000 (momudTuneHraukoas 6000)

e TuTaHa TUOKCHI

e Marnus creapar

e Kpacurenp xene3a OKCUI KpACHBIN

e Kpacurenp xene3a OKCU KEAThIN

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHUs )

3 roga.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NMPH XPAHEHUH



IIpu Temnepatype He Bbie 25 °C.

6.5. Xapakrep u cofep:kaHue NEPBUYHONH YIIAKOBKH

ITo 10 Tabnerok B cTpuIle U3 aTIOMUHUEBOH (POIBIH.

Ilo 3 cTpuna ¢ ITMCTKOM-BKJIaAbIIIEM B KAPTOHHOM MauKe.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TNPH  YHUYTOXKEHHH  HCIOJb30BAHHOIO
JEKAPCTBEHHOr0 Tpenapara WJIH OTX0J0B, IOJYYEHHBIX [OCJde TPHUMEHEHHs
JIEKAPCTBEHHOI0 Npenapara, ¥ ipyrue MAaHUIYJISIHH C IpenapaTomM

Het oco0bIx TpeOOBaHMI K yTHIU3AIUH.

7. JAEPKATEJIb PETUCTPAIIMOHHOTI' O YAOCTOBEPEHUS

Nunus

Can ®apmacerotukan Uunactpus Jlta.,

Can Xays, [Tnot Ne 201 B/1, Becrepn Okcnpece Xaiiai, ['opearon (Mct), Mymban — 400063,
Maxapaiutpa.

India

Sun Pharmaceutical Industries Ltd.,

Sun House, Plot No. 201 B/1, Western Express Highway, Goregaon (East), Mumbai — 400063,
Maharashtra.

7.1. [IpeAcTaBUTEb JAePKATESI PErHCTPAIMOHHOIO YA0CTOBepeHus Ha Tepputopuu Coro3a
[Iperen3uu noTpeOuTeNel HAIPABIATE MO ATPECY:

Poccniickas @enepanys

IIpencraButenscTBo KoMmanuu Can @apmacbrotrkain Munacrpus JiTa.

Anpec: 107023, r. MockBa, yi1. DnekTpo3aBojckas, 1. 27, ctp. 8, oducser 29, 30.
Tenedon: +7 (495) 771-74-27.

DJeKTpOoHHAas MoYTa: pv.eacu@sunpharma.com

8. HOMEP PETUCTPAIMOHHOI'O YIOCTOBEPEHMUSA

9. JTATA EPBUYHOM PETMICTPAIIMA (INIOJATBEPKJIEHUSA PETUCTPAIINU,
HEPEPEI'MCTPALINN)
JlaTa nepBoii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA
OOmrast XxapakTepHCTUKa JIGKAPCTBEHHOT'O Ipernapara 3enTojl JOCTYHa Ha MH(POPMALMOHHOM

noptane EBpasuiickoro 9xonomudeckoro Coro3a B HH(OpMAIMOHHO-KOMMYHHUKAIIMOHHOM CeTH
«HuTepuer» http://eec.eacunion.org/.
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