COOTBETCTE

OBIIAS XAPAKTEPUCTHUKA JI KAP('H‘B‘FH’EI()]”O‘]‘[H’FIHA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Kap6amazenun petapa, 200 Mr, TabIETKH C TPOJIOHTHPOBAHHBIM BHICBOOOKICHHEM.

Kap6amazenun petapa, 400 mr, TabieTKy ¢ IPOJIOHTUPOBAHHBIM BHICBOOOKICHHEM.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JetlicTBytolee BemecTBo: kapOaMa3enuH.

Kap6amaszenun perapia, 200 Mr, TablaeTKU ¢ IPOJOHTUPOBAHHBIM BbICBOOOKACHUEM

Kaxxnast Tabnerka ¢ mpoJIOHTMPOBAaHHBIM BBHICBOOOXKIeHUEM coaepxuT 200 Mr kapbamazenuHa.

KaD6aM33€HI/IH perapa, 400 mr, Ta0JIETKH C IIPOJIOHTMPOBAHHBIM BLICBO60)KI[€HI/IGM

Kaxxnas Tabnerka ¢ mpoJIOHTMPOBAHHBIM BEICBOOOXKIeHUEM cofepkuT 400 Mr kapOamazenuHa.

[TonHbIN TepevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEJIECH B paseie 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTku ¢ MPOJOHTUPOBAHHBIM BBICBOOOKICHUEM.
Kpyrisle ninockonuinHapuueckue TabneTku 0es1oro min 6eoro ¢ cepoBaTblM OTTEHKOM IIBETA,
¢ puckoii u ¢ackoil. Jformyckaercss He3HaAYUTEIbHAS MPAMOPHOCTb.

Ta6neTKy MOKHO Pa3ACJIUTh Ha paBHBIC TO3bI.

4. KINMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Tpenapar KapOamasenun perap] moka3zaH K MPUMEHEHHIO y B3pOCIbIX M JIE€TE€H B BO3pAcTe OT

4 ner [ NeYeHns:

® DIWIEHCUH:

- CJIO’KHBIX MJTH MTPOCTBIX MapIUabHBIX SMHJICNTUYECKUX MPUCTYIIOB (C MOoTepel uin 6e3 noTepu
CO3HaHUs1) ¢ BTOPUYHON TeHepanu3anueit uiu 0e3 Hee;

- FeHepATM30BaHHBIX TOHUKO-KJIOHUYECKHUX AMUJIENTHYECKUX IPUCTYIIOB;

- CMEIIaHHBIX (POPM SMUIENTUYECKUX MPUCTYIIOB;

® OCTPBIX MaHUAKAJIBHBIX COCTOSHUHN U MOJ/IEPKUBAIOIIECH Tepanuu OUNospHbIX ad(HEeKTUBHBIX
pPacCTpOMCTB C TMENbI0 MNPOQUIAKTUKH OOOCTPEHUM WM OCIA0JICHUS KIMHUYECKUX
HPOSIBICHUI 000CTpEHMS;

® CHUHJpPOMA ANKOTOJIbHON aOCTUHEHIINH;

® UIUONATUYECKOM HEBPAITMHM TPOMHUYHOIO HEPBA U HEBPAITUU TPOMHHUYHOIO HEpBaA IIPU
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paccessHHOM CKJIepo3€e (THIMMYHON U aTUITUIHOMN);

® WIMONATHYECKON HEBPAJITHH S3BIKOTIIOTOYHOTO HEPBA.
[Ipemapar KapOamazenun perapa, Kak mnpaBwio, He dddextuBeH mnpu abcaHcax U

MHOKJIOHYC-3ITUJICIICUH.

4.2. Pe:kuM 103UPOBAHUS M CITOCO0 NMPUMEHEHUs

PexxuM 103upoBaHus

[TpenapaT MOXHO MPUMEHSATH KaKk B MOHOTEpAIHH, TaK U B COCTaBE KOMOMHUPOBAHHOW TEPAIIHH.
[lepeBon mamuenta ¢ mpuema npenapara B (Gopme OOBIYHBIX TaOJETOK Ha IMpHEM Ipenapara
Kapbamazenun pertapn, TaONeTOK MPOJOHTHPOBAHHOTO JEHCTBUS: KIMHUYECKUNA  OTMBIT
MIOKA3bIBAET, YTO Y HEKOTOPbHIX NAI[MEHTOB NpU NPUMEHEHUH TaOJIETOK IMPOJOHTMPOBAHHOIO
JEHCTBUS MOXET BOSHUKHYTh HEOOXOJUMOCTD B ITOBBILIECHUH JI03bI IIpenapara.

Onunencus

[To Bo3moxkHOCTH, npenapat Kapbamaszenun petap] cieayeT NPUMEHSATh B MOHOTEPAInu.
[Tpenapar Kapbamazenuu perapn oObdHO HedpdekTHBEH mpH Manbix npumazakax (petit mal,
abcaHC) M1 MUOKJIOHMYECKUX MPUCTYIaX.

Jleyenne HaYMHAIOT C TMPUMEHEHUS HEOOJBIION CYTOUYHOHN M103bI, KOTOPYIO B IOCJEAYIOIIEM
MEJIJIEHHO MOBBILIAIOT J0 JOCTUKEHUS ONTUMAIIBHOTO YPdeKTa.

Jlo3a xapOama3zenuHa Moa0MpaeTcss WHAMBHAYAIBHO A AOCTH)KEHUS aJeKBAaTHOTO KOHTPOIS
CYJIOPO’KHBIX COCTOSSHUH. [l mojdopa oNTHManbHOM 03Bl IpermapaTa PEeKOMEHAYETCS
onpeze/ieHue KOHIIEHTPALlUKU JAEWCTBYIOIIETO BEIECTBAa B IJIa3M€ KpPOBU, KOTOpas OOBIYHO
cocraBmsieT 4—-12 mxr/mi (17-50 MkMomb/m).

[Ipu poGaBneHHH K JPYTMM TPUHUMAEMBIM MPOTHUBOAMMIECHTHYECKUM TpenaparaMm A03Y
npenapata KapOamasenuH peTapj MOBBIMIAIOT MOcTeneHHo. [Ipu HeoOXO0AMMOCTH MPOBOISAT
COOTBETCTBYIOILYIO KOPPEKIIMIO /103 IPUHUMAEMBIX IIPEraparoB.

Jlnist B3pocTbIX U ieTeit crapiie 16 net HavaneHas 1o3a kapbamasenuHa coctasiser 100-200 mr
|l nom 2 pa3a B CyTku. 3aTeM J03y MEIJIEHHO MOBBIIAKOT A0 AOCTHKEHMSI ONTHMAJIbHOTO
neueOHOTo A dekTa; 00braHO OH gocTturaercs npu go3e 400 mr 2—-3 pasza B cyTku. HekoTopbim
MalUeHTaM MOXET OTPEeOOBAThCS yBENHUECHHE CYTOUHOU 0361 10 1600 Mr mmm 2000 mr.
Heegpaneua mpotinuuno2o Hepea u Hespaneus A3bIK02I0MOYH020 Hepea

Hauanpnas no3a st B3pocnbix cocrasisger 200400 mr B cytku. Ee MeyieHHO MOBBIIAIOT 10
MCYE3HOBEHHsI 00JIEBBIX ONIyIeHU (00bI9HO 110 10361 110 200 Mr 3—4 pasza B cyTkH). 3aTeM 103y
MOCTENEHHO CHUXKAIOT 10 MUHUMAJIBHOM MOJIIEPKUBAIOILICH.

MakcumanbpHas peKOMEHJOBaHHasl J103a Juisl B3pociblx cocrasiseT 1200 mr B cytku. Ilpum

paspelieHuu O0O0JIeBOI0 CHHIpPOMA CIEAYeT IOCTENEHHO MpPeKpallaTh TEepanuio IMpernapaToM
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Pexomenyemas HauanbHast 103a Ul HOKUIIBIX AIIMEHTOB cocTanisieT o 100 mr 2 pas3a B CyTKH,
3aTeM 103y MEIJICHHO MOBBIIIAIOT 10 TOCTHKEHHUS pa3penieHns 00JIeBOro CHHAPOMA, YTO OOBIYHO
nocturaercs npu go3e no 200 mr 3—4 pa3za B cytku. [lanee cienayer mocTeneHHo CHUXATh J03Y 110
MHUHUMAJIbHOW MOJIEPKUBAIOIIECH.

IIpu HeBpanruu TPOMHUYHOIO HEpPBA Yy [JAHHOW KaTEropuu MAalUMEHTOB MaKCUMalbHas
pexkoMeHIoBaHHas jo03a coctapisger 1200 mr B cyrtku. Ilpu paspemenun 00j€BOro CHHIpOMa
clelyeT TIOCTENEHHO TpeKpauarh Tepanuio mpernapatoM Kapbamazenun perapa A0
BO3HUKHOBEHHS CJIEIYIOIIEro 0OJIEBOTO MPUCTYTIA.

Cunopom anko2onbHou abCmuHeHyuu

Cpennsist no3a cocrasiger 200 mr 3 pa3a B CyTKu. B TshkenbIX ciyyasix B TEUEHUE HMEPBBIX
HECKOJIbKUX JTHEH /1032 MOKET ObITh MOBBIIIeHA (Hanmpumep, 10 1036l o 400 mr 3 paza B CyTKH).
[Tpu TsKENbIX TPOSBICHUSX ANIKOTOJBHOM aOCTHHEHIMHU JIEYCHHE HAYMHAIOT C MPUMEHEHUS
npenapata Kapbamazenus perap/; B KOMOMHAILIMY C TIpeTapaTaMy, OKa3bIBAIOIIIMMH CEJTATHBHOE U
CHOTBOPHOE JIeHCcTBUS (HarpuMmep, ¢ KIOMETHa30JI0M, Xjopanaszenokcuom). [locne paspemenus
octpoii (a3pl nedeHue mpenapatoM KapOamaszenuH perapa MOKET OBITh MPOJOIKEHO B
MOHOTEPAIHUH.

Ocmpbvle MaHuaxkaibHvle COCMOoAHUS U noddepacusarouee nederue agh)ghexmueHuvix (OUnoIsApHoIX)
paccmpoticme

Cyrounas n1o3a cocraniser 400—1600 mr. Cpeanssa cyrounas no3za —400-600 mr (B 2-3 mpuema).
[Ipy ocTpoM MaHMaKalbHOM COCTOSHHUHM /03y CIEAYeT MOBBIIIATh JO0BOJLHO ObicTpo. Ilpm
NOJIEPKUBAIOLIEH Tepanuu OUIOJISPHBIX PACCTPOMCTB B LENAX OOECleyeHHs] ONTUMaIbHON
NEPEHOCUMOCTH Ka)/10€ CIEAYIOLIEe MOBBIIIEHUE J103bl JOJIKHO OBITH HEOOJNIBIIUM, CYTOUYHAs
J103a YBEIMYNBAETCS IOCTEIIEHHO.

Ilpexpawenue npuema

BHuesannoe npekpamienue npuema npenapata KapOamazenuH perapi MOKET CHpPOBOLIMPOBATH
SMWIENITUYECKUHN PUCTYT, MTOATOMY KapOaMa3enuH cleAyeT OTMEHSTh ITOCTETIEHHO B TeYeHHe 6
MmecsieB U 0onee. Eciau Heo0X0AMMO OTMEHUTH IIpernapar y MalrueHTa ¢ SMWISHICHEN, Tepexo/l Ha
JpYrol MPOTHUBOSMMWICITUUECKUM TMpenapar JOJDKEH OCYIIECTBISThCS MOJ MNPUKPBITHEM
MOKA3aHHOTO B TAKUX CIIydasx Iperapara.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmur noscunoco 6ospacma (65 nem u cmapuie)
YuuTeiBass ~ JICKQpCTBEHHBIE  B3aUMOJEHCTBUS M OocoOeHHOCTH  (hapMAKOKWHETHKHU
MIPOTUBOAMHIICITHYCCKUX TPENapaToB, MOKHWIBIM MallieHTaM J103y mpemnapara KapOamazenuH

peTap ciaeayeT moadupaTh ¢ OCTOPOKHOCTHIO (CM. pazaen 4.4).
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[Tpenapat Kapbamazenun petap/ Moka3aH K IPUMEHEHUIO y IeTeil B Bo3pacte ot 4 ietT. OCHOBHOE
NOKa3aHue JUIsl IPUMEHEHHs Ipernapara y Aeteit — snuierncus. JletsM B Bo3pacte 4 eT U Myaaiie
PEKOMEHI0BaHO MPUHUMATH KapOamas3enuH B BUE APYTUX JEKapCTBEHHBIX (GopM (CHpoIT).

V nereii crapiie 4 et JedeHne MOXKeT ObITh Ha4aTo ¢ MpuMeHeHus npenapara Kapbamasenun
perapa B 1o3e 100 Mr B CyTKH; 103y MOBBIIIAIOT OCTENEHHO, HEe Oosiee yueM Ha 100 Mr B Henemo.
Tloooepocusarowue 003v1: s NETEH ycTaHABIUBAOT u3 pacdera 10-20 Mr/kr maccel Tena B

CYTKH (B HECKOJIBKO ITPUEMOB).

Bozpact pebenka Cyrounas no3a
4-5 ner 200-400 mr
6-10 ner 400-600 mr
11-15 ner 600-1000 mMr
>15 ner 800-1200 mr (kak 1ist B3pOCIBIX)

MaxcumanvHovle 003b1: T 1eTeil B Bo3pacTe <6 JeT cocTaBisieT 35 MI/KT B CyTkH, 6—15 met —
1000 mr B cyTtku, >15 et — 1200 mr B CyTKH.

Cnoco0 npuMeHeHus

[Tpenapat KapOamazenuH perapa NpUHUMAOT BHYTPb.

[Tpenapatr KapOamasenuH perapi MOKHO NPHUHMMATh BO BpeMsl €lIbl, MOCIE eIbl WU B
OPOMEXYTKAax MeXJIy mpueMoM nuuM. TabneTku cienyer NpUHUMATh C HEOOJIbIIUM
KOJIMYECTBOM >KUIKOCTH.

TabneTku ¢ MPOJOHTUPOBAHHBIM BBICBOOOXKIECHHEM (LENIyI0 TaOJIETKy MM MOJIOBUHY, €CIIU TaK
Ha3HAuYEHO BPayoM) Clie[lyeT NMPUHUMAaTh, HE Pa3KeBbIBas, 3aluBas HEOOJBIIUM KOJIMYECTBOM
KUIKOCTH. Tak Kak JeicTByroliee BEIIeCTBO  BBICBOOOXKIAeTcs M3  TabJeToK ¢

IMMPOJIOHTUPOBAHHBIM BI)ICBO60)KI[€HI/I€M MCIAJICHHO WU ITOCTCIICHHO, UX ITPUHHUMAIOT 2 pa3a B I1CHb.

4.3. IlpoTuBONOKAa3aHUS

® TUNEPYYBCTBUTEIBHOCTh K KapOama3enmuHy WM CXOJHBIM B XHMHYECKOM OTHOIICHUH
JIEKapCTBEHHBIM TIpernaparaM (HampuMmep, TPULMKINYECKUM aHTUJENpEeccaHTaM) WIH K
110060My U3 BCIIOMOTaTEIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3jene 6.1;

® aTPUOBEHTPUKYJsIpHas 0JI0OKaja,;

e HaJgMyYue B aHAMHE3€ SIU30/I0B YTHETEHUsI KOCTHOMO3IOBOT'O KPOBETBOPEHUS,

e [ieyeHOYHbIe ophupun (HarpuMep, ocTpas mnepeMexaronasics nopGupHs, No3HsAsS KOXKHAs
nopdupusi, BapueraTHas noppupus);

® TpHUMEHEHHE B KOMOWHAIIMM C WHTHOMTOpamMu MoHOaMuHOOKcHnazbl (MAO, cTpykTypHOE

Crpanuna 4 u3 30



COOTBETCTBYET 2K

o1 29.05.2025 N= 1:

CXOJICTBO C TPUIMKIMYECKUMHU aHTUICTTPECCAHTAMM ) '(EII\IA_'I ;)a—%;@S')TEH bHOCTE 0001

4.4. OcoOble yka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH PUMEHEHUH

[Tpenapat Kap6amasenuH perap cielyeT NpUHUMATh TOJIBKO MOJ1 BpadeOHBIM KOHTPOJIEM.

VY nauuMeHToB ¢ AaHAMHECTUYECKMMM CBEACHUSAMHU O 3a00JeBaHMAX cepaua (BKiIouas
JEKOMIICHCUPOBAaHHYI0 XPOHHMYECKYI0 CEpPACUYHYI0 HEJOCTaTOYHOCTb), IE€UEHU (BKJIIOYas
IIEYCHOYHYI0  HEJOCTAaTOYHOCTb), IOYeK  (BKJIIOYas  IOYEYHYI0  HEJOCTAaTOYHOCTH),
HE)KENIATeJIbHBIX T'eMaTOJIOTMYECKUX SIBICHUSX Ha ApPYrue JEeKapCTBEHHbIE IIpenaparbl Win o0
OTMEHE paHee MPOBOJUBILEIOCs JIEYEHUs KapOaMa3elMHOM, TEPAUIO CIIEAYET IPOBOAUTH TOJIBKO
1ocjae TINATEIBPHOTO aHaIW3a COOTHOIICHHSI MEXIY OXHIAeMbIM J(PQPEKTOM JIeYeHUs U
BO3MO>KHBIM PHUCKOM TE€pAIUU C TIATEIbHBIM PETYJISIPHBIM KOHTPOJIEM COCTOSHUS MallUEHTAa.

ITarmMeHTHl CO CMEIIAHHBIMU d)ODMaMI/I SNUJICHTHYCCKHUX ITPHUCTYIIOB, BKIIIOYAOMINMHU abcaHc u

MHOKJIOHHNYCCKHNEC IMTPHUCTVYIIbI

[Mpenapatr KapbOamasenun perapa oObiuHO HedddexktuBeH mnpu abcancax (petit mal) u
MHOKJIOHMYCCKHUX IPUCTYIIaX. Y IIaIITUCHTOB CO CMCIIAHHBIMU (bOPMaMI/I SMUJICIITHYCCKUX
NPUCTYNOB Mpenapar JO/DKEH HPUMEHAThCS C OCTOPOXKHOCTBIO M TOJBKO MPH YCIOBHH
obecrieueHrsT PEryJIIPHOT0 MEAMIMHCKOTO HaOmrogeHuss (M3-3a BO3MOXKHOTO — YCHJICHHUS
npuctymnoB). B cinydae ycuinenus npuctymnos npernapat Kapbamaszenus petap ciae1yeT OTMEHUTh.

CHmxkeHMe ynciia TDOMOOIIMTOB U JEHKOIIMTOB

Bo Bpems npumenenus npenapara KapOamasenun petapa ¢ pa3IMyHOM 4acTOTOM OTMeYaeTcs
Opexofsliee WM CTOWKOE CHU)KEHHE YHuclia TPOMOOLMTOB WM JeHKonMTOB. OIHAKO B
OOJIBIIMHCTBE CIYyYaeB 3TH SBJICHUS IPEXOASIIMU U OOBIYHO HE ABIIAIOTCS NPEABECTHUKAMH Havaja
aIuIaCTUYEeCKOW aHeMUU WM arpanyionurosa. [lepen Hayanom JiedeHus, a Takke NepUOANYECKU
B IIPOIIECCE JIEYEHUS CIIEYET MPOBOIUTD KIMHUYECKUI aHAIN3 KPOBH, BKIIIOYasl MOJACYET YHUCIIa
TPOMOOIIUTOB M, BO3MOXKHO, PETHUKYJOLUTOB, a TaKXe OIpENeNsATh COJEp)KaHHe dKeje3a B
CBIBOPOTKE KPOBHU.

HeoOxoaumo noBecTH 10 cBelleHUs MaueHTa MHPpOpMaIMio O paHHUX MPU3HAKaX TOKCUYHOCTH,
CBOMCTBEHHBIX BEPOSITHBIM T'€MAaTOJOTMYECKUM HApYIIEHUSIM, a TAK)KE O CUMIITOMaxX CO CTOPOHBI
KOXXH 1 niedeHu. [lanenta nHpoOpMHUPYIOT 0 HEOOXOIUMOCTH HEMEIEHHO 00paTUTHCS K Bpauy B
ClIydae MOSIBJICHMS TAKMX HEKeIaTeNbHbIX PEeaKIUii, Kak JIMXopajaka, 00Jib B TOPJIE, ChIIb, SI3BHI B
MOJIOCTU pTa, OECIPUYUHHOE BOSHUKHOBEHHE KPOBOMU3IUSIHUN, TEeMOPparuii B BUe MeTeXuil uiu
IypIypHI.

[Tpy yMEeHbIICHUH KOJTMYECTBA JIGHKOIIMTOB WM TPOMOOIIUTOB (MJIM TEHJCHIIUU K YMEHBILIECHHIO),
Ha (oHe Tepanuu npemnapaTom Kapbamazenun perapa ciaeayeT TIaTeIbHO Ha0II01aTh MallieHTa

¥ KOHTPOJIMPOBATh MOKA3aTENIH Pa3BEPHYTOr0 KIMHUYECKOTO aHaiu3a KpoBH. Eciu BbISBIEHbI
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OBITH OTMEHEH.

JlepMaToI0ruYeCKre peaKInuy

[Tpu npumeHeHMM KapOamas3elnuHa OY€Hb PEJKO OTMEUYAINCh TSDKEIbIE JepMaToIOrHYecKHue
peakuuy, BKitoyass cuHapoM CrtuBeHca-/[)KOHCOHA M TOKCHMYECKUH SHHUAEepMalbHbII HEKPOIN3
(cunapowm Jlaiternna).

[Ipenapatr KapOamazenun peraps cleAyeT HEMEJIEHHO OTMEHUTh W MPOM3BECTH IMOAOOp
QIbTEPHATUBHOM TEepalnMM B TOM CiIydae, €CIM OTMEYAlOTCS MPU3HAKM M CHMITOMBI,
HPEINON0KUTEIBHO  CBUIETEIbCTBYIOIIME O PA3BUTHU  TSDKEIBIX  J€pMAaTOJIOIMUYECKUX
peakmuit — Hanpumep, cuuapoma CtubeHca-J/>koHcona unu curapoma Jlaemna. [lpu pazsutun
TSOKETBIX (B PANE CIlydaeB YrpoKaroOIIUX JKU3HU) KOXKHBIX PEaKUWi, MAalUeHT JOJDKEH OBbITh
TOCHUTAIM3UPOBaH B cTanuoHap. B OonbmmHcTBe ciyyaeB cuHiIpoM CrtueHca-/[)KOHCOHA U
curpoM Jlaiienna pa3BUBAINCH B NEpPBbIE MECALBl Tepanuu IpenaparoM. JlaHHble peakuuu
pa3BUBaJIUCh NMpuoOIKM3UTENbHO B 1-6 ciayyasx Ha 10000 BmepBble NpUHUMAIOLIUX IIpEnapar B
CTpaHax ¢ MPEUMYIIECTBEHHO €BPOIICOUIHBIM HACEICHUEM.

JlaHHbBIE PETPOCHEKTHBHOIO aHajiu3a y HAlMEHTOB SIMOHCKON HAI[MOHAJIBHOCTU U JKUTENEH
CeBepHoil EBpomnbl NpoJeMOHCTPUPOBAIN CBS3b MEXKIY TKEIBIMU TOPAKEHUSAMHU KOXHU
(curmpom  CtuBeHca-/[koncona,  cuHapom  Jlaitemma,  DRESS-cumapom, — ocTpbrit
reHepaIM30BaHHbIA IK3aHTEMATO3HBIA IMYyCTYyJe3 UM ISTHUCTO-Y3€JIKOBas Chillb) y HOCUTENIEH
amtenss HLA-A*3101 denoBeueckoro eiikonutapHoro antureHa (HLA) u mpumeHeHHEM
KapOama3zenuHa.

Yacrora amrenst HLA-A*3101 moxeT OTAMYAThCS y PA3TUYHBIX 3THHYECKUX TPYIII: OKOJIO
2-5 % y nacenenus EBporbl, okomno 10 % - y smonnes. Yactora BCTpe4aeMOCTH TaHHOTO aJlIess
y 6onbIIMHCTBA HaceneHus: ABctpainuu, Asun, Appuku u CeBepHOI AMEpUKH COCTABIISIET MEHEe
5 %, ¢ HEKOTOPBIMU HCKJIIOUEHUsMH B paMmkax 5—12 %. Yacrora 6onee 15 % ycraHoBieHa y
HEKOTOPBIX 3THUYecKuX rpynn FOxHoi Amepuku (AprentuHa v bpasunus), KOpeHHBIX KUTEISIX
Cesepnoit Amepuku (rmiemena HaBaxo u Cuy, B Mekcuke — Canopa Cepu), FOxnoit Unauun
(Tamun Hany), u 10-15 % - cpenu npyrux KOpEHHBIX KUTENEH JaHHBIX PETHOHOB.

[Tpu npumeHeHnu kapbamasenuHa y BO3MOXKHBIX Hocutenen amiens HLA-A*3101 (mampumep,
MAlEHTOB SAMOHCKOW HAIIMOHAIIBHOCTH, €BPONEOUJIOB, KOPEHHBIX KUTEIe AMEpHKH,
JaTUHOAMEpUKaHIeB, HapofoB fora WHaum wu apaboB) pPEKOMEHIyeTCs MPOBOAUTH
TeHOTUIIMPOBaHUE MO JAaHHoMYy amnemo. llpumensts npenapatr Kapbamaszenun perapn y
HOCHTEJIEHN NaHHOTO aJIJIeIs CIEAYET TOIBKO B TOM CIy4ae, €CIH I0Jb3a OT TEPAlUy MPEBbIIIACT
BO3MOKHBIN PUCK.

[TaruenTam, yxxe Moiay4aronuM Tepanuio npenapatom Kapbamaszenun petapa He peKOMEHAYETCs
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OOJBIIMHCTBE CIy4YaeB OTMEUYAINCh B IIEPBbIE MECSIbl IpUMeHeHUs npenapara Kapbamazenun
perapx (BHe 3aBucuMOcTH OT Hamuuuss HLA-A*3101).

[Io maHHBIM pPETPOCIEKTHUBHOIO aHalIM3a NpUMeHeHus mnpenapara KapOamazenun petapn y
MAlMEHTOB KUTAWCKOM M TalCKOM HAIMOHAJIIBHOCTEH HMEETCS KOPPENsALHs MEXIy 4acTOTOU
pa3Butus cunapoma CtuBeHca-/»xoHcoHa U cuHapoma Jlaiiemuia 1 HaJTM4ueM B FT€HOME NalueHTa
amenss HLA-B*1502. Yacrora BCTpe4aeMOCTH AAHHOTO ajUieNs Yy NalMEeHTOB KHTAHCKOM
HaIIMOHAJIBHOCTHU cocTaBiisieT 2—12 %, y Taiickoil — okoJio 8 %.

[Ipu mpumeHenuu kapbOamaszenuHa y MAalUMEHTOB B cTpaHax AsuaTckoro peruona (TaiiBaus,
Manaiizus, OUANNnuHeI), TAe OTMEYaeTcs BBICOKOEe pacmpoctpanenue amwiens HLA-B*1502,
OBLJIO BBIABIICHO IOBBILIIEHHE YAaCTOTHl Pa3BUTUS (Ipajallid OT «OYEHb PEIAKO» JI0 «PEAKO»)
cugapoma CtuseHca-/[)xoncona. Yacrora pacnpoctpanenus amiens HLA-B*1502 cocrapnser:
Ha OWIMNIUHAX U CPeOu HEKOTOPBIX Tpymm HaceineHus Manaiizuun — Oonee 15 %. Yactora
pactpoctpanenust amwienss HLA-B*1502 B Kopee m HWummm cocraBmsier 2 % u 6 %
COOTBETCTBEHHO.

PacnpocTpaHeHHOCTh JaHHOTO ajuleNsi y JIUI[ EBPONCOMIHOM, HErpOMIHOM pac, Yy
JaTMHOAMEPUKAHIIEB, UHJICHIIEB U AMOHIEB He3HaunuTenbHa (<1 %).

YacToThl JaHHBIX ajljiesied MPEeICTaBISIIOT MPOLEHT XPOMOCOM B OIPENEICHHBIX MOMYJISIUIX
HaceJIeHUs, KOTOpbIE HECYT ajljiesib. DTO 03HAYAET, YTO MPOLIEHT MAl[MEHTOB, HECYIIUX KOIHIO
annens, Mo KpaiiHed mepe, B OJHOW M3 MX JIBYX XPOMOCOM TOYTH B JIBa pa3a BHIIIE YACTOTHI
BCTpEYaeMOCTH aijens. Takum o0pa3oM, MPOLEHT MallMeHTOB, KOTOPbIE MOT'YT OKa3aTbCs IOJ
yrpo30ii, IOYTH B JIBa pa3a BhILLIE YaCTOTHI ajljIeeH.

[lpy npumeHeHnn KapOamaszenmuHa Y BO3MOXHBIX Hocutened amrens HLA-B*1502
PEKOMEHIyeTCsl MPOBOAUTh TE€HOTUIIUPOBAHWE IO JaHHOMY amnento. [IpumeHsTh npemnapar
KapOamaszenuH perap/1 y HOCUTEIEH JaHHOTO ajjieNs clelyeT TOJIbKO B TOM ciydae, €CiH MoJb3a
OT Teparnuu MpeBbIIIaeT BO3MOXKHBIN puck. He pekomeHayeTcs nmpoBeieHre FreHOTUITUPOBAHUS Y
IpeJicTaBuTeNel HAlMOHAJIbHOCTEH, B MOMYJISALUN KOTOPBIX 4aCTOTa BCTPEYAEMOCTH YKa3aHHOTO
aJIeNs HU3Ka.

[TaruenTaMm, yxe IoTy4yarolnuM Tepanuro npenaparoMm Kapbamazenus petapi, He peKOMEHIYeTCs
MPOBEJICHNE T'€HOTUIIUPOBAHUS 110 JAHHOMY aJUIelt0, MOCKOJIbKY TSXKeJIble KOJKHbIE peaklUU B
OOJIBIIMHCTBE CIy4aeB OTMEYAIUCH B TIEPBbIE MECSIIbI IPUMEHEHUS MpenapaTa (BHE 3aBUCUMOCTH
ot Haymuus HLA-B*1502).

[TokazaHo, 4TO BBISBICHWE MAaNMEHTOB ¢ HamuuueMm amiens HLA-B*1502 u orcyrcrBue
NpUMEHEHHs KapOama3enuHa Yy TaKuX [AalUMeHTOB CHWXKAeT ciyyau KapOamasenuH-

WHIYUUPOBAHHBIX cuHApoMa CTuBeHca-/[»oHcoHa u cuHapoma Jlaiiemna.
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MalMeHTa ¥ HACTOPOKEHHOCTh Bpaua B OTHOUICHUHW TSDKEIBIX KOXKHBIX peakiuil. Pa3Butue
TSKENBIX TOPAKEHUHM KOXKM BO3MOXHO Yy IALIMEHTOB, OTPULATENIBHBIX 10 JAHHBIM aJlIEIISIM.
Takxke BO MHOTHX CITydasix y MaIrfdeHTOB, MOJOXKHUTEIbHBIX 110 ayutessiMm HLA-B*1502 wim HLA-
A*3101, npu mpuMEHEHUH TIpernapaTa He OTMEYAIOCh PA3BUTHS TSKEIIBIX KOYKHBIX CHHJIPOMOB.
Bnusiaue npyrux pakTopoB, TakuX Kak J03a IPOTUBOCYAOPOKHBIX JIEKAPCTBEHHBIX IPEnapaTos,
KOMIUIAEHTHOCTb MTAIIMEHTOB, OJTHOBPEMEHHAs Tepallus APYrUMU IpernapaTaMy, COIyTCTBYIOLIUE
3a00JIeBaHUsl UM YPOBEHb KOHTPOJS ACPMATOJOTHYECKUX pPEaKlUid, Ha 4YacTOTy pPa3BUTHS U
pacpoCTPaHEHHOCTD TSHKEIBIX KOXKHBIX PEaKIUil, He yCTaHOBJIECHO.

CnaGo BBIpaKCHHBIE KOXKHBIE pPEaKIWW, HampuMep, H30JUPOBaHHAS MakyJje3Has |
MakyJionamyjae3Has »JK3aHTeMa, B OOJIBIIMHCTBE CJIy4yaeB SIBISIIOTCS TPAH3UTOPHBIMU U
HETSHKENBIMU, OOBIYHO MPOXOJAT B TEUCHHE HECKOJIbKUX AHEW WU HEAETb MPHU MPOJOJKEHUU
JIeYeHUsT WM TOCNe CHWXKEHHs 103kl mpernapara Kapbamazenun perapa. Tem He MeHee,
MOCKOJIBEKY MU (hepeHIHaTbHAS TUATHOCTHKA MY PAaHHIUMHU IPOSBICHUSIMH TSKEIIBIX KOKHBIX
peakiuii ¥ c1ab0 BBIPAKEHHBIMH TPEXOSAIIMMH KOXXHBIMU BBICHIMIAHUSIMUA MOKET OBITh
3aTpyJHEeHa, MPU PA3BUTUU JIOOBIX KOXKHBIX PEaKIUi MAlMeHT JO0JDKEH HaXOAMTHCS IO
HaOmo/leHueM Bpada (C LeJIbl0 CBOEBPEMEHHOIO TMpEKpallleHHs Tepamnuu IMpernapaToM
Kapbamasenus petap/ B ciiyyae yXyIIIEHHUs] COCTOSHUS MAL[UEHTA).

Cy1iecTByeT B3aUMOCBSI3b MEXK Ty HalnuueM B reHome ayuienss HLA-A*3101 u pa3zButueM meHee
TSOKENBIX ~ KOXKHBIX — peaknuil  (Takux  Kak  CHHAPOM  TUIEPUYBCTBUTEIBHOCTH K
MPOTUBOAMUIECNTHUECKUM CpPEJCTBAM WM HETsOKeNas Makylonamyie3Has OJK3aHTeMa), s
aienst HLA-B*1502 Takast B3aMMOCBSI3b HE YCTaHOBIICHA.

PeaKHI/II/I TUINICPUYYBCTBUTCIIbHOCTH

[Ipu mnpumeHenun nmpemapata KapOamaszemuH perapa  cooOIIamoch O — peakluax
TUINEPYYBCTBUTEIbHOCTH | THMa (HEMEUIGHHOTO THIIA), BKJIIOYAsl ChIMb, 3y, KpPalWBHUILY,
AHTHOHEBPOTUUYECKHI OTEK M cOoOOIIeHus1 00 aHaduimakcuu. Ecnu y maruenTa pa3BUBalOTCS 3TH
peakuu mocie jgedeHus npernapatoM KapbamaszenuHn pertapn, MpueM IMpenapara HEOOXOAMMO
MPEKPATUTh U HA4YaTh aJIbTEPHATUBHOE JICUCHHE.

[Ipu pa3BUTHHM TUIEPUYBCTBUTEIBHOCTH K KapOaMaszernuHy MOTYT HAOIIOJAThCs pa3IUyHbIC
peakuu, DRESS-cunpoM, oTcpodeHHBIC TIOJUOPTAHHBIE MPOSIBIICHHUS TUIICPIYBCTBUTEILHOCTH
C pa3BUTHEM JMXOPAIKH, KOXXHOW CBIMH, BaCKylIuTa, JUMQaICHOMATHH, TCEBIOJIUMQPOMBI,
apTparuy, JEeHKONEHUH, S03WHO(HINYU, TeMaTOCIJICHOMETalnd, W3MEHEHUW ToKa3aTenen
GYHKIIMM TIEYEHH W CHUHAPOMA JNECTPYKIHH KETYHBIX MPOTOKOB C YMEHBIIEHUEM HX 4YHCTIA,
KOTOpBIE MOTYT BO3HHKHYTH B JIOOBIX KOMOMHAIMSX. Takke BO3MOXKHO IMOPAKEHUE APYTUX

BHYTPEHHUX OpPraHoB (B T.4. JETKHUX, MOYEK, MOKETYJOYHOM >Kele3bl, MUOKapla, TOJCTOU
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KHIIIKH ).

B ciywae pa3BuTHS [pOSBICHUW U CHUMIOTOMOB TUIIEPYYBCTBUTEIBHOCTH IIpenapar
KapOamazenun perap/ cienyeT HeMeJIEHHO OTMEHUTD.

[TarueHTOB ¢ U3BECTHOM TMIIEPUYBCTBUTEIBHOCTBIO K KapOaMasenuHy ciieyeT UHPOPMUPOBATh
0 BO3MOXHOCTH B 25-30 % cnydyaeB pa3BUTUS PEaKLMil MOBBILIEHHON YyBCTBUTEJIBHOCTU Ha
oKckapOazenuH. Bo3MoXHO pa3BUTHE MEPEKPECTHBIX PEAKIUN TUIEPUYYBCTBUTEILHOCTH MEXY
KapOaMa3enmHOM W apOMaTHYECKHUMH TMPOTHBOSUICIITUYECKUMHU TIpernapaTaMu (Hampumep,
(EeHUTOMHOM, MPUMHIOHOM B (eHOOAPOUTATIOM).

I'unonarpuemus

Pa3BuTHE rUTIOHATPHEMHH ACCOLIMUPOBAHO C MPUMEHEHHEM KapOamas3enuHa. Y MalueHTOB ¢ yKe
CYHIGCTBYIOHII/IMI/I HOpa)KeHI/IflMI/I IIOYCK, CBsIA3aHHBIMH C HU3KUM COIIep)KaHI/IeM HanI/Iil B
CBIBOPOTKE KPOBH, WM y MAIMEHTOB, MOJIYYarOUIUX OJHOBPEMEHHO JIEKapCTBEHHbIE MTPEnapaThl,
CHI)KAIOIIME COJIep)KaHWe HaTpusa (Hampumep, IUYPETHKH, JIEKapCTBEHHBIE IIperaparsl,
BIIUSIONINE HA CEKPEIUI0 aHTHUAMYPETHYECKOTO TOPMOHA), CIEYET ONMPEEisTh CHIBOPOTOUYHOE
coJiepKaHue HaTpusl 10 Hadayia Tepanuu kapOamazenuHoMm. [locie 3TOro comep:kanue HaTpus
clenyeT OnpelessaTh IPUMEPHO Yepe3 JBE HEJENH, a 3aTEM €KEMECIYHO B TEUEHHE MEPBBIX TPEX
MECSAIICB TEepaIliy, WIKM B COOTBETCTBUU C KIMHUYECKON HEOOXOIMMOCTHIO. JlaHHBIE (akTOpbI
pHcKa OCOOCHHO YacTO BCTPEUAIOTCS y MOXWIBIX MAlMeHTOB. [Ipy HAIMYUK THUMOHATPUEMUU
orpaHquHHe HOTp€6J'IeHI/I$[ KUIOAKOCTU ABJISACTCA BaXHBIM JIsA OHpCI[GJ'[GHI/ISI COCTOSAHUA HpI/I
HaJMYUM KJIMHUYECKUX MOKa3aHUM.

I'mnotupeos

Kap6aMazenHH MOXET CHUXXAThb KOHHGHTpaHI/IIO FOpMOHOB HII/ITOBI/II[HOf/i JKCJIC3bI B CbIBOpOTKe
KpPOBH IyTEM MHAYKIIMA MUKPOCOMAJIbHBIX (DEPMEHTOB MEYEHHU, UTO TPEOYeT yBETUUEHUS O3Bl
[IpEeaparoB, TPUMEHIEMBIX Ul 3aMECTUTENBHOM TEpalHvu y MAalMEHTOB C TMIIOTUPEO30M. Y
JAHHOW KaTeropuH MAlMEeHTOB HEOOXOAMM KOHTPOJb (PYHKIMHU IIUTOBUTHOM IKENIe3bl s
nmoadopa 1036l MPenapaToB 3aMECTUTEIILHON TEpariu.

HaDVHIeHI/ISI d)VHKIII/II/I INEYCHHU

[Tepen mpumenenuem npenapata Kapbamasenun perapa U B mpoliecce JIe4eHUS HEOOXOIUMO
IPOBOJUTHh MCCIEOBaHUE (DPYHKIUHU IE€YEHH, OCOOEHHO y MAI[MEHTOB C aHAMHECTUYECKUMHU
JTAaHHBIMU O 3a00JIEBaHMSIX NIEUYEHHU, a TAKXKe Y MOXKUIbIX NMalMeHToB. B cinyuae ycyrybnenus yxe
MMEBIINXCSA HapyLIeHUH (QYHKIUU MEUEeHU WIM IPU Pa3BUTUU aKTUBHOTO 3a00JI€BaHMs MEYEHU
npenapat Kap6amasenuH petapa cieayer HeMeJIeHHO OTMEHHTb.

Hapviienns GyHKIMH 1TOYEK

[lepen Havanom JedeHus: mpernaparoM KapOamaszenuH peTapa W TEPHOAMYECKH B Ipolecce

Tepanuyu PEKOMEHIYEeTCs MPOBEIACHUE OOINEero aHajanu3a MOYM M OINPEIeICHHE KOHIICHTpAIuu
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MOYCBHHBI B KPOBH.

M-X0IMHOOJIOKUPVIOUIAsE aKTHBHOCTH

[Ipenapatr Kapbamazenun perapn obnamaer ciaboil M-XOIMHOOJIOKHPYIOIIEH aKTHBHOCTBIO,
IIO3TOMY ClIelyeT THIAaTeIbHO HAOM0AaTh MAIMEHTa C HOBBIIIEHHBIM BHYTPUIJIa3HbIM JJaBIICHUEM,
TUIepIUIa3ueil MpeacTaTesIbHOM JKese3bl U 3aep>KKON MOYU MPU OJHOBPEMEHHOM IPUMEHEHUU
YKa3aHHBIX [IpenapaToB.

Ilcuxuueckue HapVIIEHUS

[Tockonbky Ha (oHe npuMeHeHHs npenapara KapOamasenmuH perapa BO3MOXKHO 00OCTpeHHE
JIATCHTHBIX ICUXHYECKUX PACCTPOUCTB, CIEAyeT 00eCHeYHTh HAOIFOICHUE TOKMIIBIX MAl[HCHTOB
C ILCJIbXO BBISIBIICHUSA TaKOM CHMIITOMATHKH Kak CIIYTAaHHOCTb CO3HAHUA W IICUXOMOTOPHOC
BO30YXJICHHE.

CynnuianbHoe IOBEJICHHUE WIIM HAMEPEHHUS

VY nanueHToB, NOJIY4aBIIMX MPOTUBOCYIOPOKHBIE MPenaparhl Mo psALy MOKa3aHUN, OTMEYAIUCh
Cllydau  CYUUUJAJIBHOTO  TIOBEJIEHUS  WIM  HaMmepeHuil.  PesynbraTtel  MeTaaHanusa
PaHAOMU3HPOBAHHBIX  IUIALIE00-KOHTPOJIMPYEMBIX  HCCIEJOBAaHMM  MOKa3alnu  HEeOONbIIOoe
HOBBIIIIEHUE PUCKA CYUIIMIAIBHOTO OBECHHS Y ALIUEHTOB, MOJIy4aBIIUX IPOTUBOCYIOPOKHbBIE
npenapaTtbl. MexaHu3M yCUJIEHHs CYWIUAAIbHOIO MOBEACHUS Y JaHHOW KaTeropuu MalueHTOB
He ycraHoBJieH. Heo0XxoanMo TiaresnbHOEe HAOMIOAECHUE MalMeHTa OTHOCUTEIbHO CHUMIITOMOB
CYHULIUJAIIBHOTO TIOBEJICHUSI U HAMEPEHUN U MPUHSATUS PELIEHUS O COOTBETCTBYIOLIEM JICUEHHUU.
[TanrenTam (M yXaXHBAIOIIUM 33 HUMHU JIMIIaM) HEOOXOIMMO HACTOSATENBHO PEKOMEH]I0BATh
0o0paTUThCS 3a MOMOINBIO K Bpauy B Cllydae BO3HMKHOBEHHMS CHUMITOMOB CYHUIUAAIBHOTO
MOBE/ICHUS WM HAMEPEHUH.

3HI[OKDI/IHOJ'IOFI/I‘I€CKI/IC HapVYIICHUA

B cBs3u ¢ MHAYKIMEH MHKPOCOMaJIbHBIX ()EpMEHTOB MEYEHH KapOaMa3emuH MOXKET OCIa0JIsATh
TepaneBTHUECKU APQPEeKT NepopabHbIX KOHTPALENTHBOB, COJEpPXAIIUX SCTPOTeHbl W/WIH
nporectepoH. [lamMeHTkaM C  COXpaHEHHBIM PENPOAYKTUBHBIM IOTEHIHAIOM  CIEAYET
PEKOMEHIOBaTh MCIOJIb30BaTh AJbTEPHATUBHBIE METObl KOHTpALENIMU BO BPEMS TEpaIlUH
npenapatoMm KapOamazenun perapna. CooOmianocs 0 BOSHUKHOBEHHH KPOBSIHUCTBIX BBIIEICHUN
U3 Bjarajguui@a B IEPUOJ MEXKIY MEHCTPyalMsMU IIpM OJHOBPEMEHHOM IIPUMEHEHUU
KapbamaszenuHa ¢ TOPMOHaJIbHBIMU KOHTPALEITUBAMU (KPOBOTEUEHHUE «IIPOPBIBAY).

BeDeMeHHOCTB U INAITMEHTKH C COXPAaHCHHBIM PECIIPOAYKTHBHBIM ITIOTCHITMAJIOM

[Tpumenenue npenapara Kapbamazenun perapi BO BpeMs 0EpeMEHHOCTH MOYKET OBITh CBSA3aHO C
puckoMm s mwona (cm. pazgen 4.6). Ilpumenenue mpemnapara mpu OEpeMEHHOCTH BO3MOXKHO
TOJIKO B TOM CJIy4ae, eCiIM 0)KHJiaeMasi TI0Jb3a ONPaB/bIBAET NOTEHLIUATbHBIE PUCKH.

BepeMeHHI)IX MAaMUEHTOK W MaOUCHTOK C COXpPaHCHHBIM PCOPOAYKTHBHBIM ITOTCHIHAJIOM
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TepaToreHHbIM 3¢ dexrom Kapbamazenuna (cM. paszuen 4.6).

HaLII/IeHTKaM C COXpPaHCHHBIM PCHPOAYKTHBHBIM IIOTCHIUAJIOM CIICAYCT UCII0JIb30BATh HAACKHBIC
METO/IbI KOHTPALICTIIIH BO BPEMsI TEpaIiy U B TCUCHHUE 2 HEAEb IOCIIE TpUeMa OCJIEAHEH 10351
npenapara Kapbamazenun perapn (cM. moapasnen «OHIOKPUHOJIOTHYECKHE HapyLICHUS», a
TaKke paszzuensl 4.5 u 4.6).

OHDGI[CJICHI/IC KOHICHTpauun KaDGaMaSGHI/IHa B 1j1a3M€ KpOBHU

XoTs B3aUMOCBSI3b MEX]y 0301 IperapaTa, KOHIEHTpanue kapbama3enuHa B 1ja3Me KpoBH,
€ro KIMHUYEeCKOW 3((PEeKTUBHOCTHIO MM MEPEHOCHMMOCTHIO BECbMa HE3HAYUTENIbHA, TEM HE
MEHee, PETYJISIPHOE OIpeIe/IeHUE KOHIICHTpAaluK kKapOaMa3ennHa MOXKeET OBITh 11eJ1eCO00pa3HbIM
B CIICAYIOIIUX CUTYAIMSIX: NPHU PE3KOM IOBBIMICHUU YACTOTHI MPHUCTYIOB, JJIS TOTO, YTOOBI
MIPOBEPUTH, IPUHUMAET JIM MAIIMEeHT Ipernapar JOHKHBIM 00pa3oM; BO BpeMsi OepeMEeHHOCTH; TPU
JICYEHUU JIeTeH WK MOAPOCTKOB; IPU MOAO3PEHUHU HA HAPYIICHUS BCAachlBaHUS KapOama3enuHa;
[P TOAO03PEHUU HAa PA3BUTHEC TOKCHYECKUX PEAKIMi B CiIy4ae, €CJIM IMalUCHT NPUHUMAET
HECKOJIBKO JIEKAPCTBEHHBIX CPEJICTB.

Ilanenus

Tepamus mnpemnapaTtoM COMPOBOXKAAjdach aTakCUeW, TOJIOBOKPYKEHHEM, COMHOJICHIIHEH,
TUTIOTEH3UEH, CITyTAaHHOCThIO CO3HAHMS, cenmanuen (cMm. paszuen 4.8), 4To MOXKET NMPHUBOJUTH K
NaJCHUSIM U, KakK CIEACTBHE, TIepejoMaM WJIH JAPYrdM TpaBMaM. Y TAIUEHTOB C
COMYTCTBYIOIIMMHU  3a00J€BaHUSAMH, COCTOSHUSIMH, WIM TOIyYalolINX OJHOBPEMEHHYIO
MEANKAMEHTO3HYIO TEpamuio mpernaparaMyd, KOTOpPhIE MOTYT YCYTyONATh BBIIICYKa3aHHbBIE
3¢ (deKThI, CleIyeT PeryiaspHO OIEHWBAThL PHUCK MMaJeHUH Ha (QoHE UIMTEIHHOW Tepanmuu
npenaparoM Kapbamaszenun petap/.

[TaneHTHI TOKUIIOr0 BO3pacTa ( 65 netu CTaDH_Ie)

CJ'ICI[YCT C OCTOPOKHOCTBIO IIPUMCHATD IIPLCIiapaT Kap6aMaBeHI/IH peTapa y MOXUJIbIX MMAllTUCHTOB,
YUUTBIBasA  BO3MOKHOCTb  pPa3BHUTUA  JICKAPCTBCHHBIX BSaI/IMOJI[eI\/’ICTBI/II\/’I H  Pa3]IM4YHYIO

(bapMaKOKMHETHKY MPOTHUBOAMHMIIEITHYECKUX IPENapaToB.

4.5. B3aumopeiicTBue ¢ APYrMMH JIeKAPCTBEHHBIMHM IIpeniapaTaMM W JApyrue BHJbI

B3aNMO/1eCTBUA

HNarndouropsr MAO

KapOamaszenuH He peKOMEHyeTcsl IpUMEHATh OJHOBpeMeHHOo ¢ uHruoutopamu MAO. Ilepen
npuMeHeHueM npenapara Kap6amaszenun perapa uHruoutopsl MAO 10KHBI OBITH OTMEHEHBI,

KaK MUHUMYM 3a 2 HeZIeNId WK paHee, €ClId MO3BOJISIET KIMHUYeCcKas cuTyanus (cM. paznen 4.3).
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IIpenapartsl, Biusromnye Ha aktusHocTh CYP3A

[utoxpom P4503A4 (CYP3A4) sBusercs OCHOBHBIM H30()€pPMEHTOM, O00ECIeUnBaIOIINM
obOpa3oBanme kapbamazenmnna-10,11-amokcuna (aktuBHOTO MeTabonuta). OXHOBPEMEHHOE
npuMeHeHue ¢ mpernapatom uHruoOuTOopoM wu3zopepmenta CYP3A4 MokeT NpPUBECTH K
MOBBIIICHUIO KOHIEHTpAlMu KapOamaszemnuHa B IUIa3Me KPOBH, YTO, B CBOIO OYEpPE]b, MOKET
BBI3BaTh HEXeNarenbHbie peakiuu. OITHOBPEMEHHOE MPUMEHEHHE WHAYKTOPOB H30(epMeHTa
CYP3A4 MoxeT mpHUBECTH K YCKOPEHHIO MeTa0oNM3Ma Kapbamas3enmuHa U, TaKUM 00pa3oM, K
BO3MO)XHOMY CHIKEHUIO €0 KOHIIGHTPAIMK B IUIa3Me KPOBU U, CIIEI0BATEIbHO, K BO3SMOXHOMY
YMEHBILIEHUIO BBIPAKEHHOCTU TepaneBTuueckoro 3¢gdekra npenapara Kapbamazenun perap.
OTMeHa OIHOBPEMEHHO NpPUHUMAaeMbIX MHAYKTOpPOoB m3opepmenta CYP3A4 moxeT CHMXKATh
CKOpOCTh OmoTpaHchopmanuu kapOamazenuHa, U, KaK CIEACTBHE, NMPUBOIUTH K MOBBIIICHHUIO
KOHIIEHTpaluu KapOaMasenrHa B Iia3Me KPOBU.

Kapb6amazenun siBisiercst MouHbiM HHIYKTOpOoM u3odepmenta CYP3A4 u npyrux ¢pepMeHTHBIX
MIEYCHOYHBIX CUCTEM IEPBOM M BTOPOHU a3kl MeTaboIm3Ma JICKapCTBCHHBIX MTPEIapaToB, U MpU
OJIHOBPEMEHHOM TPHUMEHCHUH C TMpenaparaMmy, METaOOoIH3UPYIONMMUCT U30()EPMEHTOM
CYP3A4, moxeT BbI3bIBATh MHAYKIIMIO META0OIM3Ma M CHIKEHHE KOHIEHTPALUU UX B IUIa3Me
KPOBH.

[Tockonbky mpeBpamienune kapbamazenuH-10,11-smokcuma B kapbamazenun-10,11-tpancamon
MPOUCXOUT MPHU TTOMOIIA MHUKPOCOMATBHOW STMOKCHITHIPOJIA3kl, MPUMEHEHHE KapOama3enuHa
OJIHOBPEMEHHO C WHTHOMTOpAMU MHKPOCOMAILHOW SMOKCHUATHUAPOINIA3bl MOXKET MPUBOJIUTH K
MOBBIIICHHUIO B TJIa3Me KPOBU KOHIIEHTpaluu kapbamazenun-10,11-smokcuaa.

HDeHaDaTBI, KOTOPBIC MOT'YT MMOBBICUTH KOHIICHTPAIIMIO KaD6aMaSGHI/IHa B IJ1a3M€ KPOBH:

ananvbeesupyiowue u HecmepouoHvle NPOMUBOBOCHAIUMENbHbIE NeKAPCMBEHHble NPenapamol’
JeKCTpoIporokcudeH, noymnpogeH;

npomusoonyxoesvle npenapamsi (aHAPOTEH): TaHA30IT;

anmubuomuky: MaKpOJIHUIHBIC (HAPUMEpP, SPUTPOMUIIMH, TPOJCAHJOMHUIINH, JKO3aMHUIIIH,
KJIAPUTPOMHIIHH ), ITUTIPOQIIOKCAIINH;

anmuodenpeccanmyl: BO3MOXHO, JE3UNpPaMHMH, (IYOKCeTHH, (IyBOKCaMHUH, He(ha30/I0H,
NapOKCETHH, TPa30/10H, BUJIOKCA3HH;

npoOmMuodNUIenmu4ecKue npenapamol: CTAPAIICHTON, BUTa0aTpUH;

nPoOmMuocpUOKOBble npenapamul: TPOU3BOIHBIC a30Jia (HalpUMep, UTPAKOHA30J, KETOKOHA30JT,
(ryKoHa30I1, BOPUKOHA3011). AJIbTepHAaTHUBHbIE IPOTUBOAUIIETITHYECKHE ITPETIapaThl MOT'YT OBITh
PEKOMEHI0BaHbI MAllMEHTaM, TOTY4aloLIM BOPUKOHA30J T UTPAKOHA30I;

Onokamopyl eucmamunoswvix Ha-peyenmopos: TepheHanus;

aHmuncuxomuyeckue npenapamsl (Hetipoienmuxiu): OJlaH3aIuH;
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(NOCNEQCBATENEHOCTE 0001)

npomueomybepKyiesHvle npenapamsl: U30HUA3ZU;

NPOMUBOBUPYCHBIE Npenapamsl: UHTUHOUTOPHI NPOTEa3bl BUpyca MMMYHOAE(DUIIUTA YeTOBEKa
(BUY) (nampumep, puTOHABUD);

APOMUBO2NAYKOMHbBLE NPENnapamsl (UHSUOUMOPLL KapOoaH2uopassl): aleTa3oIaMu/L;
eunomensuguvie npenapamsl (O10KAmMopvl «MEONeHHbIXY KalbyUuesblX KAaHal08): BeparaMui,
TAITHA3EM;

NPOMUBOA36EHHbIE NPEnapamol (UHSUOUMOPLL NPOMOHHOU NOMNbL, OIOKAMOPbL 2UCTHAMUHOBBIX
H>-peyenmopos): omenpaso, BO3SMOXKHO, TUMETH/INH;

Muopenakcanmol. OKCUOYTUHUH, JaHTPOJICH;

anmuazpe2anmmusle npenapamaol: TAKIONNUUH;

opyaue J1eKapcmeeHuvie npenapamol U nPOOYKmMul NUMAHUA: TPEUTIYPYTOBBIN COK, HUKOTHHAMU/T
(TOIBKO B BBICOKHX J103aX).

[IpemapaTsl, KOTOpbIE MOTYT TOBBICHTH KOHILEHTpaluioo Kapbamazenuna-10,11-smokcuna B
ITa3Me KpOBH: JIOKCAIMH, KBETHUAIIMH, TPUMHUIOH, TPOTaduj, BajdblpoeBas KHUCJIOTA,
BaJTHOKTAMH/I, BAIBIIPOMHU/T U OpHBapareram.

[TockonbKy MOBBINIEHNE KOHIIEHTpaIuK kapOamazenuna-10,11-smokcua B rmia3Me KpOBU MOKET
NPUBECTH K BO3HUKHOBEHHIO HEekenatenbHbIXx peakiuii (HP) (mamprumep, K TOJOBOKPYKECHUIO,
COHJIMBOCTH, aTaKCHH, TUTUIONUH), B ATHX CUTYAIUsIX CIEIyeT KOPPUTHPOBATH 103y IMpernapara
W/WJIA PETYJISIPHO ONpENessaTh KOHIEHTpanuto kapbamaszennna-10,11-3mokcuna B mia3me KpoBu
(cM. pazzen 4.2).

[IpenapaThl, KOTOPbIE MOTYT CHHKATh KOHIICHTPAILIUIO KaD6aMa3CHI/IHa B IJ1Ia3M€ KPOBH:

npomusodnuienmuieckue npenapamsi: hendamat, ME3yKCUMUJ, OKCKapOa3enuH, penodapouTa,
dbencykcumu, (eHUuToMH (BO H30€KaHME WHTOKCHKAIMKU (EHHUTOMHOM M BO3HHUKHOBEHUS
CyOTepaneBTUYECKUX  KOHIIEHTpaluid  KapOaMasemuHa  PEKOMEHJOBaHHas  IUIa3MEHHas
KOHIIEHTpalusi (heHUTOMHA NOJDKHA ObITh He Oornee 13 MKr/mim no moOaBieHUs K Tepanuu
kapOamazennHa) ¥ (HOCHEHUTOWH, MPUMHJIOH, W, XOTSA JIAHHBIC YAaCTUYHO MPOTHBOPEYHBHI,
BO3MOJKHO, TAK)Ke KIIOHA3ETIaM.

NpPOMUBOONYX0eble Npenapamol: MACIUIATHH UITH TOKCOPYOUIINH;

npomugomybepKyiesHvle npenapamsi: puGpamIuImH,

OpoHxoOunamupyrouue npenapamol. TOPUIINH, aMUHODUILTHH;

npenapamol 0Jis IeYeHUsl Yepesoll Colnu (pemuHouodsl): N30TPETHHOWH;

opyaue JleKapCmeeHHvle npenapamvl U NPOOYKMbl NUMAHUA: PACTUTEIbHBIC Ipernaparsl,
coiepKalle 38epo0oii MPOABIPSBICHHBIH.

[Ipy ogHOBpEMEHHOM MPUMEHEHHUH C BbIIICYKAa3aHHBIMHU IMpenaparaMd MOKET MOTpeOoBaThCs

KOPPEKIH J03bI KapOama3ernuHa.
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KaueCcTBE OJHOBPEMEHHOU TEPAIIUU

[Tpu ogHOBpEMEHHOM MPUMEHEHHH C KapOamMa3emuHOM BO3MOYKHO CHIDKCHHE KOHIICHTPAIMH B
I1a3Me KPOBU, YMEHBIICHHE UITH JIaXKe MOJTHOE MpeKpalleHrne AeCTBHUSI HEKOTOPBIX IIPErnapaTos,
B CBS3W C YeM CIEIyeT YYHUTHIBaTh HEOOXOIHMMOCTb KOPPEKLUUHU J03bl HUKEYKa3aHHBIX
MPErapaToB B COOTBETCTBUU C KIMHHYECKUMHU PEKOMEHIAIHSIMHU:

aumanveeupyowue U HecmepouoHvle NPOMUBOBOCNANUMENbHble npenapamvl: OynpeHOpUH,
METaJIoH, TMapaneramosl (JUIMTeTbHOE NpUMEHEeHue KapOamasenmuHa W Mapaneramosna
(ameramuHO)EHA) MOXKET MPUBECTH K PA3BUTHIO T'€HNATOTOKCHYECKUX 3(P(PeKToB), (GeHazoH
(aHTUIIUPHH), TPaMa0J;

AHMUOUOMUKYU 2PYNNbl MeMPAayuKIUHAa: TOKCUIUKIAH, pupadyTHH;

AHMUKOA2YNAHMbl: AHTUKOATYISHTHL U1 MEpOpaTbHOr0 MpUMEHEeHUs (Hampumep, BapdapuH,
(bEHITPOKYMOH, IUKYMapoJI, alleHOKYMapoJ1, puBapokcabaH, qaburaTpaH, anmukcadbaH, 310kcadaH);
anmuodenpeccanmyl: OYIMPOIUOH, IIUTAJIONPAaM, MUAHCEPHH, He(a30/10H, CepTPaINH, TPA30JIO0H,
TPUIMKIMYECKAE  AHTHACTPECCAHTHl  (MMHIIPAMUH,  AMHTPUNTHIMH,  HOPTPUIITHIIVH,
KJIOMHUIIPaAMUH );

NpoOmMUBOPEOMHble Npenapamyl: apernuTaHT;

npomugosInuienmuyeckue npenapamvl: Kiioda3am, KJIOHa3ernaM, 3TOCYKCUMHJ, (endamar,
JAMOTPUJDKUH, JCIUKapOa3enuH, OKCKapOa3enuWH, NPUMHAOH, THAraOWH, TOMHpPAMAT,
BaJbIIpPOEBasl KHUCIOTa, 30HU3aMUJ. Bo wu30ekaHue MHTOKCHUKAIUK (PEHUTOMHOM U
BO3HUKHOBEHHUS CYOTEepanmeBTUYECKMX KOHIIGHTpaluii KkapOama3enuHa peKOMEH]IOBaHHas
MJIa3MEeHHAsl KOHIIEHTpauusi (eHUTOMHA JOJDKHA ObITh He Oosee 13 MKr/mi n0 m00aBJICHHS K
Tepanuu KapOamaszenuHa. MiMerotcst cooliieHust o ToM, 4To Ha (poHe mpuema kapOamaszenuHa
KOHIIEHTpalusi Me()eHUTOMHA B TUIa3Me KPOBU MOYKET MOBBIIIATHCS (B PEAKUX CIydasx).
npomueocpudbKoswvle npenapamot: UTPaKOHA301, BOPHUKOHA301, anbTepHATHUBHBIC
MIPOTHUBOAMHIICITHYECKHE TIPerapaTbl MOTYT OBITh PEKOMEHJIOBAHBI MAIUCHTAM, MOJYyJaIONUM
BOPHUKOHA30JI WU UTPAKOHA30JT;

anmueenbMUHmMHble npenapamuyl: TPA3UKBaHTE, aTOSHa307;

NpOMUBOONYXoiesble npenapanmvl: UMaTHHUO, TUKIO(oCchaMuI, TanaTuHUO, TEMCUPOIHMYC;
aHmuncuxomuyeckue npenapamvl (Hetponienmuxu): KJI03aluH, TaJIONEpUoa U OpOMIIEpPHIOIN,
OJIaH3aITWH, KBETUAITNH, PUCTICPUIOH, 3UTTPACH]IOH, aPHUITHITPA30JI, TAITUIICPHJIOH;
npomuBo8UpYCHole npenapamvl: WHTUOUTOPHI TpoTeassl BUY (MHOMHABUpP, pPHUTOHABUD,
CaKBUHABHD);

aHKcuoIumuiecKue npenapamol: aunpa3oiiaM, MU1a30J1aM;

OpoHxoOunamupyrouwue npenapamsl:. TeOPUILIAH;
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ATBTEPHATUBHBIX METOJOB KOHTPAIICTIIINN );

npenapamul 018 JedeHus 3a001e8anuli  cepOedHO-cocyoucmotl — cucmemsl: OJIOKATOPHI
«MEJJICHHBIX» KaIBIIUEBbIX KaHAJIOB TPYIIBI JUTHAPONUPHINHOB ((DEIOIUTINH), CHMBACTATHH,
aTOpBACTaTHH, JIOBACTaTUH, IEPUBACTATHH, UBAOPAIHH;

cepoeyHvle 2IUKO3UObL: TUTOKCUH;

2NIIOKOKOPMUKOCMepouosl: PETHU30JI0H, TEKCaMETa30H;

npenapamol 0Jis1 1eYeHUsl SPEeKMUlbHOU OUchyHKyuu: Taganapu;

UMMYHOOEenpeccusHvle npenapamsl: MAKIOCTIOPHH, 3BEPOIHMYC, TAKPOJIUMYC, CHPOIHMYC;
npenapamol O JleyeHus 3a0071e6aHUli WUMOBUOHOU cele3bl. JIEBOTUPOKCUH HATpUA
(cm. paznen 4.4);

opyeue IeKapCmeeHHble NPenapamol U NPOOYKNbl RUMAHUsL: TIPETIAPAThI, COACPIKAIINE CTPOTCHbBI
W/WJIN TIPOTECTEPOH.

KOM6I/IHaIII/II/I KOTOPBIC CICAYET IPUHUMAThL BO BHUMAHHUEC

[Ipu onHOBpEeMEHHOM MPUMEHEHUHU KapOamasenuHa ¢ JEBETUPALETaAMOM B OTIEIBHBIX CIydasx
O0TMEYAJIOCh YCUJICHHE TOKCUYECKOTO JeHCTBHS KapOaMaserHa.

W3BecTHBI cOOOIIEHUS 00 YCHJIEGHUU TIeNaTOTOKCMYHOCTH, BBI3BAHHOW H30HHMA3HIOM, B TEX
CIIy4asix, KOT/la OH MPUMEHSIICS OJJHOBPEMEHHO ¢ KapOaMa3ermuHOM.

KoMmOuHupoBaHHOE TpUMEHEHHE KapOamas3enuHa W JIMTHS WJIA METOKJIONpaMHaa, a TakkKe
kapOamazenuHa W HEWPOJENTHUECKUX TMpenaparoB (Talomepuonia, THOPUIA3UHA) MOKET
MPUBECTH K TMOBBIIMICHUIO YacTOTHl HEXKENaTeNbHBIX HEBPOJOTHYECKHX peakiuil (B ciydae
MOCJIeTHEeW KOMOMHAIINH — 1a)Ke MPU TePaneBTUYECKUX KOHIICHTPALIUSX JEHCTBYIONINX BEUIECTB
B IIJITa3M€ KPOBH).

OnHoBpeMeHHOE TpUMEHEHHEe KapOaMasenuHa ¢ HEKOTOPHIMHU IUYPETHYECKUMH TpernapaTaMu
(THAPOXITIOPOTUAZHIIOM, bypocemuIom) MOXET  MPUBOJUTH K  TUIIOHATPHUEMUH,
COTIPOBOXIAIOIIECHCS KIIMHUYECKUMH MPOSBICHUSAMH (CM. pazaen 4.4).

Kap6amazena MOXKeT MpOSsBIATh AHTATOHU3M JICUCTBHUIO HEJETIOJSIPU3YIOIINX MUOPETIAKCAHTOB
(Harmpumep, maHKypoHHs OpoMun). B ciayyae mpuMeHeHUsT Takoil KOMOMHAIIMK JIEKAPCTBEHHBIX
mpermapaToB  MOXXET BO3HHUKHYTh HEOOXOAMMOCTh B  TIOBBIIIEHHH JO3Bl  yKa3aHHBIX
MHUOPEIAKCAaHTOB; CIIeIyeT TIIaTeIbHO HAa0I01aTh MAlMEHTa, TaK KaK BO3MOXHO OoJjiee OpIcTpoe,
4eM OKHJIaJIOCh, MPEKPaIeHNEe JEHCTBUSI MHOPETaKCAHTOB.

Coo0mranoch 0 BO3ZHUKHOBEHHUU KPOBSHUCTBIX BBIJCICHUN W3 BIArajluila B MEPUOI MEXKIY
MEHCTpyalusIMH TPU  OJHOBPEMEHHOM TIPUMEHEHUW KapOamasenuHa ¢ TOPMOHAJIbHBIMU
KOHTpaIenTuBaMu (KpoBOTeUCHHE «mpopbiBay). IIpemapar KapbOamazenmwH perapn MOXKeET

CHIXaTh 3((EKT rOpMOHATBHBIX KOHTPALENTHBOB BCIEACTBHE WHIYKIIMM MHUKPOCOMAaJIbHBIX
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CHIDKAThb TEPEHOCUMOCTh aJKOTrojs. B CBA3M € O3THUM pPEKOMEHIYETCS OTKa3aTbCsd OT
ymoTpeOIeHUs aKOoTroJIs.

OnHOBpeMeHHOE IPUMEHEHNE KapOamMa3enHa U NPSMbIX aHTHKOATYIISTHTOB JUIsl IIPUEMa BHYTPh
(manpumep, puBapokcadaH, 1aduraTpaH, anMkcadaH, 3J0KcadaH) MOXKET MIPUBECTU K CHIDKCHHIO
KOHIIGHTPALMN MEPOPATbHOTO AHTHKOATYIISIHTA MPSIMOTrO JEHCTBHUA B IIa3Me€ KpPOBH, YTO
NPUBOJUT K PUCKY pa3BUTUs TpoMOo3a. Takum o0pa3om, mpu HEOOXOTUMOCTH OJHOBPEMEHHOTO
NPUMEHEHHS YKa3aHHBIX IPEIapaToB CIEAYEeT NPOSBIATh HACTOPOKEHHOCTh B OTHOIICHUHU
NPU3HAKOB M CHMIITOMOB TPOMO003a.

Bansane Ha cepOIOTHUESCKIE UCCIICAOBAHMS

KapbamazenuH MOXKET TPUBECTH K JIOKHOIOJOXKHUTEIBHOMY pE3yJbTaTy OINpeaeicHUsS
KOHIIEHTpaluu nepdeHasnHa MeTo1I0M BbICOKO3(DPEKTUBHOM KUAKOCTHOM XpoMaTorpaduu.

Kapb6amazenun u 10,11-3mokcua kapOamazenuHa MOTYT MPHUBECTH K JIOKHOIOJIOKHUTEILHOMY
pe3yabpTaTy OMNpPEACIICHUs] KOHIEHTPAIMH TPUIMKINYECKOTO aHTHUICTIPECCAHTa METOJ0M

HOJISIPU3ALUOHHOTO (PIIyOPECIIEHTHOTO MIMMYHOAHAIIN3a.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JJAKTALMS

)KGHHII/IHBI C COXpaHCHHBIM PECIIPOAYKTUBHBIM IMOTCHIIMAJIOM U IMTAITMECHTHI MY>XCKOI'O I10J1a

[TarueHTKaM ¢ COXpaHEHHBIM PEITPOTYKTHBHBIM IIOTEHITUAIIOM CJISIYEeT UCTIOB30BATh HAIC)KHBIE
METO/IbI KOHTPALICTILIUK BO BPEMS TepaliK U B TeUEHUE 2 HEIeTb MOCIe TpreMa MoCIeHeH J03bl
npenapata Kapbamasenun petap. B cBsi3u ¢ mHAyKIMEH MUKPOCOMATbHBIX (DEpPMEHTOB MEUEHU
KapOaMa3ernH MOXET OCJIa0SATh TeparneBTHUSCKU d(h(HEKT rOpMOHATBHBIX KOHTPAIICITHBHBIX
MpenapaToB, COACPKAIIUX ICTPOTCHBI U/UITK TIporecTepoH (cM. paznensl 4.4 u 4.5). [lanuentkam
C COXpaHEHHBIM PEMPOIYKTHUBHBIM TOTEHIMATIOM CIIeyeT PEeKOMEHJOBaTh MCIOIb30BaTh
anbTepHATHUBHBIC METOIbI KOHTPALICIIIIUU BO BpeMsl Tepanuu npenaparom KapbamasenuH perap.
bepemeHHOCTD

Pestome puckos

Kapbamazenun OBICTpO MPOHUKAET Yepe3 reMaTolllalleHTapHbld Oapbhep, U 0OHApyKHUBAeTCs B
BBICOKHMX KOHIICHTPAIUAX B TKAHSX TUIOAA, OCOOCHHO B TICUYCHHU U MOYKaX.

JleTr ManueHTOoK ¢ SIUIICTICHEH Jalre IPYTuX MPeIpacioioKeHbl K BOSHUKHOBESHUIO HApyIICHUH
pa3BHUTHS, B TOM YHCIIC, BPOXKJIECHHBIX MMTOPOKOB. HeCMOTps Ha HETOCTATOYHOCTh YOCIUTEIILHBIX
JMAHHBIX KOHTPOJIHPYEMBIX UCCIIECOBAHUN O HATWYHH MPUYUHHO-CIEICTBEHHOHN CBS3HM JaHHBIX
HapyIICHUN C MOHOTepamnuel kapOaMazenuHoOM y MaTepu, Ha (OHE NMpPUMEHEHHUs Ipernapara
Kap6amazenun peraps 3aperucTprUpOBaHbl COOOIICHHS O CIIyJasX BPOKICHHBIX 3a00JIEBaHUN U

IIOPOKOB Pa3BUTHs, BKIOYas He3apallleHHEe y:KeK I03BOHKOB (Spina bifida) u apyrux
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COCYAMCTOM M IPYTHX CUCTEM OPTraHOB, MUKPOIE(h AU, TUIOCTIAHH.

[Io pganneim  CeBepoamepukaHckoro perucrtpa OepemenHocred u  peructpa EURAP
(EBpomeiickuii ¥ MEXIyHApOIHBIM PErucTp MPOTUBOAMMICHTHUYECKUX [pernapaToB H
OepeMeHHOCTH ), YaCTOTa IPyObIX MOPOKOB PA3BUTHS, OTHOCSIIUXCS K CTPYKTYPHBIM aHOMAIIHUSIM,
TpEOYIOIUM  XUPYPrUYECKOM, MEIMKAMEHTO3HOW  WJIM  KOCMETHYECKOM  KOpPPEKIIHH,
JIMarHOCTUPOBAHHBIX B TeueHUe 12 Hezaenb mocie poxjaenus, coctasisia 3,0 % y marepeit (95 %
I 2,1-4,2), auepe3 1 rox nocie poxaeHus — 5,4 % (95 % A1 4,5-6,4) coorBercTBeHHO. YacToTa
BPOXXJICHHBIX IIOPOKOB DPa3BUTHSl Yy TMALMEHTOB, HE [OJBEPraBIIMXCS BO3JEUCTBUIO
MPOTUBOAMIIICITHYECKHUX TpenaparoB cocraBmia 1,1 % (95 % AU 0,35-2,5). OTHOCHTETBHBIN
puck (OP) BpoxIeHHBIX aHOMAIN y OEpPEeMEHHBIX KEHIIUH, MOJIYJYarouuX KapOamasenuH, 1o
CPaBHEHHMIO C OEpeMEHHBIMHU S>KEHIIMHAMM, HE TNPUHUMAIOMIMMH MPOTHUBOSIUICTITUYCCKUE
npernaparsl, coctaBui 2,7 (95 % I 1,01-7,0).

JlaHHBIE 2MHAEMHOIOTUYECKOT0 HMCCIEIOBAHUS YKAa3bIBAIOT HA TOBBIIICHHBIA PUCK POXKICHUS
JIeTEeH ¢ MaJIbIM BECOM JJI TeCTAllMOHHOTO BO3pacTa (IMOTEHIHUAIBLHO CBA3AaHHBIN C 3a/IPKKOU
pocta miuona) y OepeMEHHBIX >KEHIIMH, MOJYYarolIMX MPOTHUBOSMMICITUYECKUE MpernapaThl
(BKJTFOYAs KapOaMasenuH) BO BpeMsi 0epeMEeHHOCTH, TI0 CPAaBHEHUIO ¢ O€PEMEHHBIMH KEHIIMHAMU
C snumIIercue, He noiyvaroummu jedeHus. CooOmanoch 0 HapyLIEHUSIX Pa3BUTHSI HEPBHOM
CHUCTEMBI (TaKMX Kak 3aJIep>KKa Pa3BUTHUSI, PACCTPONCTBA ayTUCTHYECKOTO CIEKTPa, YMCTBEHHAs
orcraiocts, C/ABI" u np.) y Aereil, poKICHHBIX KEHIIMHAMHU C SMUICTICHEH, MOITy4aBIINMU
KapOamazenuH OTAENbHO WM B KOMOWHAIMU C JPYTUMH MPOTHUBOIMUICITUYECKUMU
npenaparaMu Bo Bpemsi OepeMeHHOCTH. lccrienoBaHusi, CBSI3aHHBIE C PHUCKOM HapyIICHUH
pa3BUTHSI HEPBHOW CHCTEMBI y JETEH, MOJy4aBIIMX KapOama3ernuH BO BpeMs OEpPEeMEHHOCTH,
MIPOTUBOPEUYUBHI, U PUCK HEJIb351 UCKIIFOUUTb.

Krunuuecxoe 3nauenue

Crnenyet ¢ 0co00il OCTOPOKHOCTHIO MPUMEHATH NpenapaT Kapbamaszenun petaps y 6epeMeHHbIX
JKEeHIUH ¢ smienicueit. [Ipu HeoOxomumocTr npuMeHenus npenapara Kapbamazenun perapn y
OepeMeHHBIX, a TaKXe B TOM CIydae, €ClIu OepeMEHHOCTh TUArHOCTHPOBAaHA BO BpeMs
MPUMEHEHHUS Mpenapara, Wid MalueHTKa IJIaHupyeT 0epeMEeHHOCTb, CIIeyeT TIATeTbHO OLIEHUTh
COOTHOIIECHUE OXXUIAEMOUW TMOJB3bl M BO3MOXKHOTO PHCKa, OCOOCHHO B TIEPBOM TPHUMECTPE
OEpEeMEHHOCTH.

[Ipu  pgocrarouHoil  KIMHUYECKOW OS(PPEKTUBHOCTH y TMAlUEHTOK C  COXpPaHEHHBIM
PEIpPOAYKTUBHEIM TIOTEHIIMANIOM TmpemapaT KapbamasenuH pertapn cileayeT NPUMEHSITh B
MOHOTEpAIlUM, TaK KaK 4acTOTa Pa3BUTHS BPOKICHHBIX aHOMAIMM IUIOAA NMPU INPUMEHEHUU

KOMOMHHPOBAaHHOW MPOTHUBOSMUIENITUYECKON Teparnuy BbIIlIe, YeM MPU MOHOTEPANTUU JaHHBIMU
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PHCK DPa3BUTHUSA BPOXKICHHBIX IMMOPOKOB MOXET IOBBIIIATHCSA, OCOOCHHO NpU J00ABICHUHU K
Tepanuy BajbIpoaTta.

[Ipenapar KapGamaszenun perapa cienyeT NPUMEHSITb B MUHUMalIbHOW 3¢ (EeKTUBHON 103e.
PekoMenayercsi peryispHblii KOHTPOJIb KOHIIEHTpAIMHM JCHCTBYIOLIETO BEIECTBA B ILIa3Me
kpoBu. Ilpu »>¢ddekTuBHOM NPOTUBOCYIOPOKHOM KOHTpoJse y OepeMeHHOW cieayer
NONJEPKUBAaTh ~ MHHMMAJIbHYIO  KOHLEHTpalMI0 KapOama3enuHa B IUla3M€  KpOBHU
(TepameBTHUECKUH arana3zoH 4-12 MKr/mir), TOCKOJIBKY CYIIECTBYIOT COOOIICHUS O BO3MOKHOM
JI0303aBUCUMOCTH PHUCKAa Pa3BUTHUSI BPOXKIEHHBIX MOPOKOB (HAlpHMep, 4YacToTa pa3BUTHUS
MOPOKOB Pa3BUTUS TPH TpUMeHEeHUU 103b1 MeHee 400 mMr B CcyTkM OblIa HUXE, YeM IIPU
NpUMEHEHHHU 00Jiee BHICOKHX J103).

[TarueHTKH TOKHBI OBITH UHGOPMUPOBAHBI O BO3MOKHOCTH YBEIIMYCHHS PUCKA BOZHUKHOBEHUS
MOPOKOB PAa3BUTHS M O HEOOXOJUMOCTH TMPOBEIACHHUS, B CBSI3M C OSTHUM, aHTEHATAIbHOUN
JMarHOCTHKHU.

Bo Bpems OepemeHHOCTH He cCieAyeT HpepbiBaTh 3((HEKTUBHOE MPOTUBOAUICTITUICCKOE
JIeYeHUe, TOCKOJIIbKY IIPOrpecCUpoBaHUE 3a00JeBaHMsI MOXKET OKa3bIBaTh OTpPUIIATEIbHOE
BJIMSTHUE HA MaTh U Ha IJIO/.

Koumpons u npogpunaxmuxa

N3BecTHO, 4TO BO BpeMst OepeMeHHOCTH pa3BUBaeTCs AePUIUT (osineBoit kuciaoTsl. Cood1anock
0 TOM, YTO MNPOTHBOIMMJIEHTUYECKHE Ipenaparbl YCHJIMBAIOT ATOT JAUIUT. DTO MOXKET
CHOCOOCTBOBATh YBEJIIMYEHHIO YAaCTOThl BPOXKICHHBIX JE(EKTOB y JeTei, poKIaromuxcs y
YKEHIIWH, TPUHUMAIOIINX MPOTUBOAMWIEITUYECKHUE ITpenapaThl. B cBsI3u ¢ BbIllIeCKa3aHHBIM J10 U
BO BpeMsi 0€pEMEHHOCTH PEKOMEHAYETCS TOTOTHUTENbHBIN preM (oneBoit KUcioThl. C 1ebIo
NpOoGMIAKTUKN TOBBIIIEHHONH KPOBOTOYMBOCTH y HOBOPOXKJIEHHBIX KEHIIMHAM B IIOCIIEAHUE
Heslenu OepeMEeHHOCTH, a TaK)Ke HOBOPOXKJICHHBIM PEKOMEHAYETCs TPUMEHATh BUTaMuH Ki.
JlakTanus

Hoeopoowcoennvie

OnucaHo HECKONBKO CIydyaeB OJMHJICNTHYECKUX TMPUCTYIIOB W/WIIM YTHETCHHS IBbIXaHUS Yy
HOBOPOXKJCHHBIX, MAaTepU KOTOPBIX MpUHUMAIHU Npenapat Kapbamazenus petap/ oAHOBPEMEHHO
C IpYTMMH IPOTHUBOCYAOPOKHBIMU IipernaparamMu. Kpome Toro, coob1anoch Takke 0 HECKOJIbKUX
CIIy4asiX pPBOTHI, AWapeH W/WIM TMHOTPO(UH y HOBOPOXACHHBIX, MAaTE€PU KOTOPBIX IMOIydaau
npenapat KapOamazenun perapa. Bo3MokHO, 3T peakldu MPeCTaBISAIOT COOON MPOsSBICHUS
CHUHApOMa OTMEHBI Y HOBOPOKIEHHBIX.

Hoknunuyeckue dannvie

[To 0000IIEHHBIM JaHHBIM PA3TUYHBIX JTOKIWHUYECKUX HMCCICIOBAHUNA Yy JKMBOTHBIX (MBIIIIH,
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KapOamazenuH 00J1a/1aeT HU3KUM TePaTOTEHHBIM TTOTEHIIMATIOM HIIM HEe 00J1a/1aeT TAKOBBIM BOBCE.
OnHako, aHHBIX JOKIMHUYECKUX HCCIEIOBAHMM OKa3aJloCh HEIOCTATOYHO I MCKIIOUYEHUS
TepaToreHHoro 3dexra kapbamazenuHa. B nccienoBaHuu penpoAyKTUBHON TOKCUYHOCTU MpU
npuMeHeHuu npenapara KapGamazenun pertap y KOpMAIIUX KpbIc B Jo03e 192 MI/Kr B CyTKH
OTMEYEHO 3aMeJICHHE TPUOaBKU MAcChl Tella y TOTOMCTBA.

I'pyonoe sckapmausanue

Kapbamazenus npoHUKaeT B IpyIHOE MOJIOKO, TJIe €ro KOHLEeHTpauus coctapisier 25-60 % ot
KOHIIEHTPAIlMH B IJIa3Me KPOBU. B CBSI3U ¢ BhIlIECKA3aHHBIM, IIPU HEOOXOIMMOCTH MPUMEHEHUS
npenapata KapbamaszenuH perapa B HepHOJ TPYAHOTO BCKAPMIIMBAHHS CIEAyeT THIATEIHHO
OIICHUTh COOTHOIIECHUE OXKUJAEMOM TMOJIb3bl €CTECTBEHHOTO BCKapMJIMBAaHUS K BO3MOXHOMY
PHUCKY pa3BUTHs HEXeJaTelbHBIX peakuuil mpernapata Kapbamaszenun perapa. HeoOxomumo
Ha0II0/1aTh HOBOPOJKJIEHHBIX, MOJIYYAIOIIUX IPYTHOE MOJIOKO, C LIEThI0 KaK MOXHO Ooiee paHHel
JTMAarHOCTHKU HEXENAaTeNIbHBIX PEeaKiui (HarpuMep, BHIPAKEHHON COHJIMBOCTH, aJUIEPTHUECKUX
KOXKHBIX peakiiuii). Y HOBOPOXKJICHHBIX, KOTOpBIE TOJy4aliu KapOaMa3enuH aHTeHATAIbHO WJIH C
TPYAHBIM MOJIOKOM, OIHKCAHBI CIy4aW XOJECTAaTUYECKOTO TremaTHTa, B CBSI3U C 4YeM CIeAyeT
HAOMIOIaTh TAaKMX HOBOPOXACHHBIX C 1EJIbI0 KaKk MOXXHO Ooyiee paHHEH JHarHOCTUKU
HEXEJIAaTeNbHBIX SIBJICHUN CO CTOPOHBI Te€MaTO-OMIMAPHON CUCTEMBI.

DdepTUabHOCTD

BapeFI/ICTpI/IpOBaHBI OYCHb pPCAKHC COO6H_IGHI/I$I O CHHMXKXCHHUHU MY)KCKOI>'I (bepTI/IJ'ILHOCTI/I/I/IJ'II/I

HapyIIEeHUH CIIEPMATOTECHE3A.

4.7. BiusiHue Ha CIOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMH CPeACTBAMHM M PadoTarh ¢
MeXaHMu3MaMH

CriocobHOCTh nanueHTa, npuHUMarolero npenapar Kapbamasenun petapa, K ObICTpoi peakiuu,
O0COOEHHO B Hauajle Teparuy WIK B IepUoj moadopa 103kl MOKET ObITh HAapyllIeHa BCIEACTBHE
KaK camoro 3aboseBaHus (HampuMmep, CyA0por), Tak U BeiecTBUe BO3HUKHOBeHUs HP, Takux kak,
TOJIOBOKPY)KEHHE, COHJIMBOCTb, aTaKCHs, JUIUIONUSA, HApYIIEHHE aKKOMOJAIMM W HapyllEeHUE
3penus. IlanmeHty cregyer coOiogaTh OCTOPOXHOCTH HpPU  YIPABIEHUH TPAaHCHOPTHBIMU

Cp€acTBaMu U MCXaHU3MaMU.

4.8. Hexkesnare/ibHbIE peaKIMU

Pesrome npoduiist 6e3onacHocT

Onpenencunubie Buasl HP, Hampumep, co CTOpOHBI IeHTpainbHON HepBHOU cuctembl (ITHC)

(rosIOBOKpYXEHHE, TOJIOBHAasA 00Jb, aTaKCUs, COHJIMBOCTh, YYBCTBO YCTaJOCTH, TUIUIONUS), CO
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CTOPOHBI KEIYAOYHO-KUIIEYHOTO TpakTa (TOIIHOTA, DQSIT%II:‘J;'LE‘;&T& ;é'TQHgdilhﬁezﬁbf'lklc;)lchble

peaKIMy, BCTPEYAIOTCS OYEHb YacTO WJIM 4acTo, OCOOEHHO B Hayasle JICYCHHUs MpernapaToM
Kapbamazenun perapn, wiv Npyd NPUMEHEHHH YPE3MEPHO BBICOKON MMEPBOHAYAILHON O3B
npenapara Ui IpH JICUEHUN MOKHUIIbIX ITAlIUEHTOB.

Jo3o03aBucumbie HP 00pIuHO pa3pemniaroTcsi B TeUEHUE HECKOJIBKUX JIHEH, KaK CIIOHTaHHO, TaK U
mociie BPEMEHHOTO CHIDKEHHs 1703kl mpenapara KapOamazenun perapna. PasBurtue
HEXeNaTeNIbHbIX peakiuii co cropoHsl [[HC Moxer OBITH CIHEACTBHEM OTHOCHUTEIBHOMN
nepeno3upoBku  mpemapatoM  KapOamaszenuH perapll WM 3HAUYUTENbHBIX — KojeOaHUM
KOHIIEHTpAlluK JEHCTBYIOLIErO BEIIECTBA B IUIa3M€ KpOBU. B Takux cilydasx peKOMEHIyeTcCs
KOHTPOJMPOBATh KOHUECHTPALIMIO JIEHCTBYIOIIETO BEIIECTBA B IJIa3ME KPOBH.

PesroMe HexxenaTeabHbIX PEAKIIUT

HexenatenbHble JekapctBenHble peakuuu (HJIP) crpynmupoBaHbl B COOTBETCTBHM C
kiaccudukaieir opraHoB u cucremM opraHoB MedDRA, B mnpemenax Kak[AOd TIPYIIIbI
NEPEYNCIICHBI B TIOPS/IKE YMEHBIICHHSI YaCTOTHl BCTPEYAEMOCTH. B mpenenax Kaxmoil rpymimbl
yacToThl Berpeyaemocth HJIP yka3aHbl B HOpsAJIKE YMEHBIICHHS MX 3HAYUMOCTH.

YacroTa HEKeNaTeIbHBIX PEaKIMil MpHUBEIEHA B BHJE CICAYIOUICH rpajaluu: oueHb yacmo (=
1/10); wacmo (> 1/100, uo < 1/10); neuacmo (> 1/1000, o < 1/100); peoko (> 1/10000, o <
1/1000); ouens peoxo (< 1/10000); vacmoma neuszsecmna (Ha OCHOBaHUH UMEIOIIUXCS TAHHBIX
OLICHUTh HEBO3MOXKHO).

Tcuxuyeckue napywenus

Peoxko — ranmonyHaLUU (3pUTENIbHBIE WM CIYXOBBIE), JENpPEccHsi, arpeccHs, 0ecloKoicTBO,
QKUTAIHS, CITyTAHHOCTD CO3HAHUS;

Ouenwb pedko — akTUBAlLMS [ICUXO034.

Hapywenus co cmoponul HepgHoli cucmemvl

Ouyenb wacmo — aTakcusi, TOIOBOKPYKEHHE, COMHOJICHIIUS;

Yacmo — quAIionusi, ToJIOBHAs 00JIb;

Heuacmo — aHOManbHBIE HEMPOW3BOJIGHBIC JBIDKCHHS (HAIPUMEp, TPEMOp, «IIOPXArOIINii»
TpeMop (aCTEPUKCHC), MBIIIIEUHAsI JUCTOHUS, THK), HUCTarM;

Peoxo — nuckuHes3us, riaa3o/iBUraTeNbHbIe HApYIICHUS, HAPYIIEHUS peun (HarmpuMmep, Au3apTpus,
HEBHSATHAs PeYb), XOPE0aTeTo3, nepudepuueckas HelponaTus, napecTesus, napes;

Ouenb pedko — 3II0KAYECTBEHHBIH HEHUPOJENTHYECCKUN CHUHIAPOM, ACENTHYECKUNA MEHUHTHUT C
MHOKJIOHYCOM U niepupepuyeckoit 303MHOPUINEH, TUCTEeB3HS.

Hapywenus co cmopoHul Kodcu u noOOKOMCHBIX MKAHel

Ouenv wacmo — KpanuBHUIIA, KOTOPAsk MOXKET ObITh TSXKEJIOH, aJUIeprUuecKUil JepMaTuT;

Heuacmo — 3xconmaTUBHBIN AEpPMAaTHT;
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Peoko — cucremHas kpacHast BOJTYaHKA, KOXKHBIH 3Y/I;

Ouens pedko — cungpom CtuBeHca-/[PKOHCOHA (B HEKOTOPBIX CTpaHax A3WHU KJIaCCH(PHUIUPOBAH
KaK «pEeAKO»), TOKCHYECKUN HHuJepMalIbHBIA Hekposin3 (cuniapom Jlaiemna), peakiuu
doroceHcubunm3anuu, MHOropopMHast 3puTemMa, y3jia0Baras SpureMa, HapyIlIeHUs MUTMEHTAIH
KOXH, IypIypa, aKHe, THIEPTUAPO3, AIONEIHs, TUPCYTU3M.

Hapywenus co cmoponul Kpo6u u tumgpamuueckou cucmembl:

Ouenb uacmo — NENUKONEHUS;

Yacmo — TpoMOOIIUTOIIEHUS, 203UHODUITHS,

Peoko — nelikonuTos, mumdaaeHonaTHs;

QOuenb pedko — arpaHylIONUTO3, AarjlaCTUYecKass aHEeMHUs, [aHIUTOINCHUS, WCTUHHAS
SPUTPOLIUTAPHAS arlIa3usi, aHeMUs, METajI00IaCTHAS aHEMHSI, PETHKYJIOIUTO3, TEMOJIUTHICCKAsS
aHeMHusl.

Bo Bpems mpuema mpemapaTa MOXKET Pa3BUTHCS arpaHyJOIMTO3 M aljacTUYecKas aHeMUsl.
Onnako, B CBSI3W C TEM, YTO OTH COCTOSIHUSI BO3HHUKAIOT OYEHb PEIKO, TPYIHO [aTh
KOJIMYECTBEHHYIO OIIEHKY PUCKAa UX BO3ZHUKHOBEHUs. M3BECTHO, YTO CyMMAapHBIN PUCK Pa3BUTHUS
arpaHyJouuTo3a B OOIIeH MOMYJSIMK, HE MOJy4aBIllIel JiedyeHus, cocTaBiuser 4,7 ciydaeB Ha
| MJTH. HaceneHus B TOJl, a allacTUYecKor aneMuu — 2,0 ciyyast Ha | MITH. HaceJeHus B TO.
Kenyoouno-kuuieunvie napyuieHus:

Quenb uacmo — TOIIHOTA, PBOTA;

Yacmo — cyxocCThb BO PTY;

Heuacmo — nuapes, 3anop;

Peoxo — 601b B )KUBOTE;

Ouenb pedko — TIO0CCUT, CTOMATUT, TAaHKPEATHT.

Hapywenus co cmoponvl neuenu u sHcenuedbleo0auux nymeti:

Peoko — rematuT XONECTATHUECKOTO MApEHXMMATO3HOTO (TEMaTOleUIIOISIPHOTO) WM
CMEIIAaHHOTO THTA, NECTPYKIUS BHYTPUIECYCHOUHBIX JKETYHBIX MPOTOKOB C YMEHBIICHHEM WX
4quCa, XKeNTyXa;

OyeHdb pedxo — Me4eHOYHAsI HEJOCTATOYHOCTb, TPaHyIEMaTO3HOE MOPAXKEHHE TEYCHH.
Hapywenus co cmopoHvl UMMYHHOU cucmembl:

Peoko — monuopranHasi THIEPUYYBCTBUTEIBHOCTh 3aMEIJIEHHOTO THIIA C JIMXOPAJAKOH, KOKHBIMH
BBICBHIIAHUSIMU, BACKYJIUTOM, JTUMbaZeHonaTHe, ncesroanuM@omoii, aprpairueil, JeiKoneHue,
703MHO(UINEH, TemaToCIIEHOMETaIe U W3MEHEHHBIMHU TOKa3zaTeasIMi (QYHKIUU TEYEHU WU
JNECTPYKIIMEH BHYTPUIICYCHOUHBIX JKEIYHBIX MPOTOKOB C YMEHBIICHHEM UX uucia (yKa3aHHbIE
MPOSIBIICHUS] BCTPEYAIOTCS B PA3NUYHBIX KOMOMHAIMAX). MOryT Takke BOBJIEKAThCS ApPYTUe

oprasbl (Harpumep, JIeTKue, MOYKH, MOJHKeNTyI0uHas Kelle3a, MUOKap/l, TOJICTAasl KHUILKA);
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THIIOTaMMarjio0yInHEMHUSL.

[Ipy BO3HHMKHOBEHMM YKa3aHHBIX BBIIIE PEAKIHMHA TUIEPUYBCTBUTEIHLHOCTH IPUMEHEHHE
npernapara JI0JKHO OBbITh TPEKPALIEHO.

Hapywenus co cmoponvl cepoya:

Peoxo — napyiienre BHyTPUCEPACYHOM TPOBOAUMOCTH;

Ouyenvb pedko — apuTMUs, aTPUOBEHTPUKYIsIpHAs Ojokama ¢ oOMOpokoMm, Opaaukapus,
XpOHHUYECKasl cep/ieyHasi HeIOCTaTOYHOCTh, 000CTPEHHE UIIEMUYECKOM 00JIe3HH cepLa.
Hapywenus co cmoponwl cocyoos:

Peoxo — aprepuanbHas TUTIEPTEH3US WIN TUTIOTEH3US;

Ouenv peoko — THPKYIATOPHBIN KoJutarc, TpoMOoQueOuT, TpoMOOIMOOIUs (Hampumep,
TPpOMOOIMOOJIHS JIETOYHOMN apTepun ).

DHOOKpUHHbLE HAPYULEHUSL

Yacmo — oTeKH, 3allepKKa KHUIKOCTH, YBEIMUYEHUE MAcChl TeJa, TUIIOHATPUEMHS W CHIIKCHHE
OCMOJISIDHOCTH KpPOBH BcCIeACTBUE J(PQeKTa, CXOAHOTO C JCHCTBHEM AHTHIUYPETUYECKOTO
TOPMOHA, YTO B PEAKUX CIydasX MPUBOAUT K BOJHOM HMHTOKCHUKAIMH (THUIIOHATPUEMHUU
pa3BelicHHs ), CONPOBOXKIAIOIIEHCS JeTaprueld, pBOTOM, TOJIOBHOM 0O0/bI0, JE€30pHUEHTAalUeld U
HEBPOJIOTUIECKUMHU HAPYIICHUSIMHU;

Ouenwb peoko — rajakTopes, TMHEKOMAaCTHsl.

Hapywenus memabonuzma u numanus:

Peoxo — nepunut ¢honreBoit KUCIOTHI, CHIKEHUE alleTuTa;

QOuenv peoxko — octpas nopdupust (OCTpass HHTEPMUTTHPYIOIAs TOpPUPHS U CMEIIaHHAas
nopdupus), HeocTpas noppupust (Mo3aAHsS KOKHAS TOPPUPHUS).

Hapywenus co cmoponvl nouex u mMouesvbi800auux nymeiti

Ouenb pedxo — TyOyJIOWHTEPCTHLHANBHBIN He(pUT, MOUYeyHass HEAOCTATOUYHOCTh, HApYIIEHUE
GyHKIMY TIoYeK (HarmpuMep, anbOyMUHYpHS, TeMaTypusi, OJUTYpHs, TIOBBIIICHHE KOHIICHTPAIINT
MOYEBHHBI B KPOBH/a30TEMHS), 3a/IEP’KKa MOYH, yJallleHHOE MOYEHUCITyCKaHHE.

Hapywenus co cmopoHvl penpoO0yKmusHoU cucmembvl U MOJIOYHBIX JHcelle3

Ouenb peoko — pacCTPOMCTBO MOJOBOW (YHKIMU/IPEKTUIIbHAS JTUCHYHKLUS, HapylleHUEe
criepmMaroreHes3a (YMEeHbBIIICHHE KOJIMYECTBA CIIEPMATO30HUI0B U MX TIOJABMKHOCTH).

Hapywenus co cmoponvl opeana 3penus:

Yacmo — HapylieHre akKOMOJIAIMH (B T.4. HEUETKOCTb 3pEHHUS);

Ouenb pedko — TOMyTHEHHUE XPyCTaINKa, KOHbIOHKTUBUT.

Hapywenus co cmoponvl opeana ciyxa u nabupunma:

Ouenb pedxo — pacCTpoMCTBa cillyXxa, B T.4. IIIyM B YIIIaxX, THIIEpaKy3usi, TUII0AKY3Us, U3MEHEHUS
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BOCITpHUATHUA BBICOTHI 3BYKaA.

Hapywenus co cmopoHuvl MbluteuHoll, CKelemHOoU U COeOUHUMENbHOU MKAHU

Peoxo — mpliieunas ci1aboCTh;

Ouenv pedko — HapylIeHHE KOCTHOTO MeTabonm3Ma (CHW)KEHUE COICPKAHUS KabIHs |
25-rupokcu-xonekanbuudepoa B Iia3Me KPOBH, TIPUBOIAIICE K OCTEOMAJISIIIMNA/OCTEOIIOPO3Y),
apTpaJITus, MHAJITHS U MBIIIICYHBIN CTIa3M.

Hapywenus co cmopoHul OvixamenvHotl cucmemsvl, Opeano8 2pyOHOU KIemKU U CPe0OCMeHUs.:
Ouenb peoko — peaKkiMy TUIEPIYBCTBUTEIBHOCTH, XapaKTEPU3YIOLIHECs JINXOPAIKOH, OJBIIIKOH,
ITHEBMOHUTOM HJIH ITHEBMOHUEH.

Obwue napyweHus u peakyuu 8 mecme 68e0eHUs.

Ouenb yacmo — MOBBIICHHAS! YTOMIISIEMOCTb.

Jlabopamophvle u uncmpymenmanbHvle OaHHblE

Ouenb uacmo — MOBBINICHUE AKTUBHOCTH TaMMa-IiryTaMuiITpaHcdepassl (BCICICTBHE WHAYKIIUU
«IEYEHOYHBIX» (DEPMEHTOB), YTO OOBIYHO HE MMEET KIIMHUICCKOTO 3HAUCHHUS;

Yacmo — NOBBIIIICHUE aKTUBHOCTH IIETI0YHON (hocdaTasbl KPOBH;

Heuacmo — noBblllieHUEe aKTUBHOCTH TPAaHCAMUHA3;

Ouenb pedxko — TIOBBIIICHHE BHYTPUIJIA3HOTO JABJICHHS, TOBBIINICHHUE KOHIICHTPALUU
XOJIECTepUHA, BKITFOYAs XOJECTCPHUH JIMIOMPOTEUIOB BBICOKOW TUIOTHOCTH W TPHUIIIHIICPUIOB,
W3MEHEHUS TToKa3aTeyeld (PyHKITUH MU TOBHIHOM JKeJe3bl — CHIDKEHUE KOHIICHTPAIIMHA THPOKCHHA
(cBOOOMHOM W CBSI3aHHOM (pakuuu) M TPUHOATHPOHMHA W TIOBBIINIEHHWE KOHIIEHTPAIHH
TUPEOTPOMTHOTO TOPMOHA, YTO OOBIYHO HE COMPOBOXKIACTCS KIMHUYECKUMH TMPOSBICHHUIMH,
MOBBINIICHUE KOHIICHTPAIIMH TTPOJIAKTHHA KPOBH.

Heocenamenvhvle s61eHus, GblsAGIEeHHble 8 NOCMPESUCMPAYUOHHOM nepuoode (coodujenus Oviau
NOYYEHbl U3 NONYIAYUU HEONPEOeIeHHO20 Pa3mMepd, 6CLe0CMEUe 4e2o Yacmomy 6CmpeuaemMocmu
onpeoenums HeBO3MONCHO, «HACMOMA HEU3BECIHAY)

HUngpexyuu u uneasuu: peakTHBANUS BUpyca MPOCTOTO reprieca 6 Tuma.

Hapywenus co cmopoHbl Kposu u aumgpamudeckoi cucmemvl. HEIOCTATOYHOCTh KOCTHOTO MO3Ta.
Tpaémel, unmokcukayuu u OCNONCHEHUs npoyedyp. TajieHue (CBA3aHHOE C aTaKCHeH,
TOJIOBOKPY)KEHHUEM, COMHOJICHIIMEH, apTepUalbHON THIIOTEH3WEH, CIYTaHHOCTHIO CO3HAHUA,
ce/lanuell, BRI3BAHHBIMH ITPUEMOM TIperapara).

Hapywenus co cmopoHbl HepsHOU cucmembl. CeIalus, HApyIIeHUE TTaMsTH.
Kenyoouno-xkuweynuvle napyuienus’ KOIUT.

Hapywenua co cmoponbl uUMMYHHOU cucmemvl. JEKApCTBEHHAs CHIb C 303WHO(UINEH U
cucteMHbIMU TiposiBiieHus MU (DRESS-cunapom).

Hapywenus co cmoponvl Kodxcu u NOOKOJMCHLIX mKaHeu: OCTPBIA T'€HEepaIU30BaHHbII
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o o 10 OB A HOCTS 00011
9K3aHTEMAaTO3HLIU MYCTYIIE3, IUXECHONIHBIN KEPATO3, OH}/&GMaHgS;I'C BATENBHOCTE 0001)

Hapywenus co cmopoHvl MbluieyHoll, CKenemHoul U coOeOUHUMeNbHot MKaHu' . IEPEIOM KOCTEH.
Jlabopamopnwiti u uncmpymenmanvusie OaHHble. CHUKEHUE INIOTHOCTH KOCTHOM TKaHH.

COO6H_IGHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmate O TOIO3pEBAaEMbBIX HEXKENATEIbHBIX pEaKIMsIX IO0CIe pPEerucTpaluu
JICKapCTBEHHOTO TIperapara ¢ meibio 00eCreueHrss HeMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«oNb3a — PHUCK» JICKAPCTBEHHOTO mpernapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHIYETCS
coo0IaTh O JIOOBIX I0JI03PEBAEMBIX HEKEJIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Iperapara
yepe3 HallMOHAJIbHBIE CHCTEMBI COOOIIEHUS O HEXKENIATEeIbHBIX PEaKIUAX TOCyIapCTB — WICHOB
EBpazuiickoro 5KOHOMHUYECKOr0 COK03a.

Poccniickas @enepanys

®OenepanibHas ci1yx0a 1Mo Ha3opy B chepe 31paBOOXPaHEHUS

Anpec: 109012, r. MockBa, CnaBsitHcKasi 1iomiais, a. 4, ctp. 1

Temedon: +7 800 550 99 03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. llepeno3npoBka

CumMnromsl

[Tepeno3upoBka npossisercs 00b1dHO cuMnToMamu co croponsl LIHC, cepreuno-cocyauctoi u
JIBIXaTEeITbHON CUCTEM, a TaKKe SIBJICHUSIMU, YKa3aHHBIMH B pazjene 4.8.

[Tpu nepeno3npoBKe BO3MOXKHBI HIDKEYKa3aHHBIE CHMITTOMBI H KaJIOOBI.

Llenmpanvnas muepsnas cucmema: yrHerenue ¢yukuuii IIHC; HapymeHue co3HaHus,
JIe30pUEHTAIMs], COHJIMBOCTb, @KUTAlMs, TaUTIONUHALIMM, KOMa; 3aTyMaHUBaHUE 3pEHMS,
HEBHATHAsI pedb, JAM3APTPHUS, HHUCTArM, aTaKCHs, MUCKWUHE3Ws, rumeppeduiekcus (B Hadaie),
runopeduiekcus (1o3ke); CyI0pord, ICHXOMOTOPHBIE PACCTPOMCTBA, MHOKJIOHYC, THTIOTEPMHUSI,
MUJIpHa3.

Hvixamenvhas cucmema: yTHETEHUE JIBIXaHUS, OTEK JIETKHUX.

Cepoeuno-cocyoucmas cucmema: TaxvKapaus, apTepUalbHAs THUIMOTEH3MS WA B OTIEIBHBIX
Cllydasix apTepuaibHas TUIEPTEH3HUs, HApYIIECHHUs MTPOBOJIUMOCTH C PaCIIMPEHHEM KOMIUIEKCa
QRS; ocranoBka cep/ia 1 0OMOPOK, BBI3BaHHBIM OCTAaHOBKOM cepAlia.

Tuwesapumenvuas cucmema: pBoTa, 33A€pPKKa IMaccaka MUIIN U3 JKeTyIKa, CHUKEHUE MOTOPUKHU

TOJICTON KHIIIKH.
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Mouesvloenumenvuas cucmema: 3aep>kKa MOYH, onnrm::ﬁa}%‘jag 'ﬁEE%@ﬁ;&E%&ﬁ%m

1y OTUETY

BOJHAS  MHTOKCHKanus  (THIOHAaTpUeMHs  pa3BeieHusi), oOycioBieHHas  3(dexTom
kapOama3enuHa, CXOIHBIM C JIeMCTBUEM aHTUANYPETHUYECKOTO TOPMOHA.

Ckenemmno-mvluieunas cucmema: CYHUECTBYIOT COOOIIEHUS O pabJOMHUOU3E, CBSI3aHHOM C
IpUMEHEHHEM KapOamasenuHa.

Hszmenenus co cmoponvl 1a60OpamopHulX — nokazameseti: THIOHATPHEMHsS, BO3MOXKEH
METa0OJMUECKUI anua03, BO3MOXKHA TUIEPIIIMKEMUS, IMOBBIIICHUE AKTHMBHOCTH MBIIICYHON
dbpakunn kpeaTuHPOCHOKUHA3HI.

Jleuenue

Crieruduueckuii aHTHIOT OTCYTCTBYeT. [lepBOHAYanbHO JieUeHHE JOJDKHO OCHOBBIBATHCS HA
KJIMHAYECKOM COCTOSHMM TalMeHTa: IMOKa3aHa rocnuraim3anus. [IpoBoauTcs ompexneneHue
KOHIIGHTpaluy KapOamas3enuHa B IUIa3Me€ KPOBU JJIsl MOATBEPXKICHHUS OTPABJICHUS 3TUM
CPEICTBOM U OLIEHKU CTETIEHU MePe103UPOBKH.

OcymiecTBisieTcs dBaKkyanus COAEPKUMOIO JKENy/Ka, MPOMBIBAHUE >KEITyAKa, NMPUMEHEHUE
AKTUBUPOBAHHOTO yriist. [1o31mHss 9BaKkyanus >KeIyZOYHOTO COJEPKUMOTIO MOXKET MPHUBECTU K
OTCPOYEHHOMY BCAChIBAaHUIO U IOBTOPHOMY IOSIBJIEHUIO CUMITOMOB MHTOKCHKAIlUU B IEPUOJ
BbI3/10pOBJIeHUS. [IpuMeHsercs cCUMMITOMAaTHYECKOE MOJEpKUBAlOIIee JEUEHUE B OT/AEICHUU
WHTCHCUBHOW Tepamnuy, MOHUTOPHUpPOBaHWE (YHKIMI ceplma, TIHIATeNbHAsS KOPPEKIUs
HapYIIEHU BOJHO-JIEKTPOIUTHOTO OaslaHca.

PexomeHayeTcst mpoBeJieHHE TeMOCOpOIMH Ha YrojibHBIX copOeHTax. 'emoauanu3 sBisercs
3 PEKTUBHBIM METO/IOM JIEUECHHUS MIPH Mepelo3UpoBKe KapOamazenuHoM. Bo3MOXKHO MOBTOpHOE
YCUJIEHUE CUMITOMOB IEPEI03UPOBKU Ha 2-i1 u 3-i JIeHb Ioclie ee Hayalsla, YTO 0OYCIIOBJIEHO

3aMCAJICHHBIM BCaCbhIBAHNECM Kap6aMa3enI/IHa.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTHUECKass Tpynmna: POTUBOAIMIIENTUYECKHE  CPEICTBA;  MPOU3BOJHBIC
KapOokcamua.

Kox ATX: NO3AF01

MexaHu3M IeiCcTBUS

Kapbamazenun, aeiicTByrolee BEUIECTBO Mpernapara, sIBIsieTCs MPOU3BOJHBIM TUOEH3a3eM1Ha.
Hapsny ¢ npoTuBosmuienTuyecKuM, KapOama3enuH o0JNagaeT TakKe HEHPOTPOIHBIM U
MICUXOTPOIHBIM JCHCTBHEM.

Mexanu3m neicTBusi KapOaMasenuHa K HAcTOAILIEMY BpPEMEHM OOBSICHEH JHIIb YaCTUYHO.

KapOamazenun crabminsupyer MeMOpaHbl 1epeBo30yXIeHHBIX HEHPOHOB, MO/IaBIISIET CEpUITHBIE
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paspsiibl HCMPOHOB W CHIDKACT CHHANTHYCEKYIO negenatRE’jso%m}ﬁn' mvanwI COB.

BepOSITHO, OCHOBHBIM MCXaHU3MOM I[CﬁCTBHSI Kap6aMa3€nnHa ABJBICTCA  MMPEAOTBPALICHUC
IMOBTOPHOI'O BO3HUKHOBCHUA B ACTIOJIAPU30BAHHBIX HeﬁpOHaX HanHfI-SaBHCHMBIX IIOTCHIIMAJIOB
HeﬁCTBHH 3a CUCT 6J'IOK3I[BI OTKPBITHIX IOTCHINAI3aBUCUMBIX HATPHUCBLIX KaHAJIOB.

dapmakogngamuyeckue 3P HeKTel

[Ipy mpuMeHEHMH B MOHOTEPANUU Y MAIMEHTOB C JMHIencuerd (B 0COOEHHOCTH y JAeTel u
HOJIPOCTKOB), OBUIO OTMEYEHO IICMXOTPOMHOE JeicTBUe KapOaMasenuHa, BKJIIOYABIIEe
IOJIOKUTEIbHOE BIUSHME HA CUMIOTOMBI TPEBOTM U JENPECCHH, a TaKKe CHUKEHUE
pa3IpaKUTEIbHOCTU U arpecCUBHOCTHU. B oTHOIIEHUM BiUsAHUA KapOamMa3enuHa Ha KOTHUTUBHBIE
U TICUXOMOTOpPHBIE ()YHKIIMM HET OJTHO3HAYHBIX JAaHHBIX: B OJIHUX HCCIECIOBAHUAX OBUI MOKa3aH
JBOSIKMIA WJIM HEratuBHBIA d5((eKT, KOTOpBI 3aBHCEN OT 03Bl Ipemapara, B JAPYTHX
UCCIICIOBAaHUSIX OBLJIO BBISBICHO IOJOXKUTEIbHOE BIUSHHE KapOama3enuHa B OTHOILEHHH
BHUMAaHHUS U NTaMATH.

Kak wuetipomponnoe cpeocmseo kapOamazenuH d3(QQPEKTUBEH TpHU psiie HEBPOJIOTHYICCKHIX
3a0osneBanuid. Tak, Hampumep, NpU HUIUONATUYECKOW M BTOPUYHON HEBPAITMU TPOMHUYHOIO
HEepBa OH NPEAYNPEXKIACT MOSBICHUE TAPOKCU3MAIBHBIX O0JIEBBIX MPUCTYIIOB.

[Ipu cuHzpoMe anKorojpHOW aOCTMHEHLMH KapOaMmas3enuH IOBBIIIAET MOPOI CYIOPOKHOU
TOTOBHOCTH, KOTOPBIH MPH JTAHHOM COCTOSIHUHM OOBIYHO CHIIKEH, U YMEHBINIAET BBIPAKCHHOCTD
KJIMHAYECKUX TIPOSIBIICHUH CHHIPOMA, TAaKMX KaK TIOBBIIMIEHHAs BO30YyIUMOCTh, TPEMOp,
HapyLIEHUs TOXOJIKH.

VY manueHToB ¢ HecaXxapHbIM Jua0eToM KapOama3enuH YMEHBIIAeT TUype3 U YyBCTBO KaXKIbl.
Kak ncuxomponnoe cpedcmeo xapbamazenus 3¢ ¢pextruBeH npu apHeKTUBHBIX pacCTpoiicTBax, a
UMEHHO, TIPH JICYCHUH OCTPHIX MaHMAKaJIbHBIX COCTOSIHHW, NIPU IMOAJCPKUBAIONIEM JICYCHUU
ounossspHbIX ap(HeKTUBHBIX (MaHHAKAIBHO-ACTIPECCUBHBIX) PACCTPOICTB (Kak B MOHOTEpAIHH,
TaK ¥ B COUYETAHUU C HEHpOJIEeNTUYECKMMHU IpenapaTaMy, aHTUIETIPECCAaHTaMH WM IIpenapaTamMu
JMTHSA), TIPH TPHUCTYyNax mu30aGPeKTHBHOTO IICHX03a, TIPU MaHHUAKAJIBHBIX MPUCTYNaxX, TJe OH
NpUMEHSETCS B KOMOMHAIMU C HEWPOJIENTUKAMH, a TakKe NP MaHHAKaJIbHO-ICTIPECCHBHOM
MICHX03€ C OBICTPHIMU IIMKJIAMH.

XOoTa yMEHbIICHHE BBIJCNCHHUS TiyTamara W cTaduiau3anus MeMOpaHbl HEWPOHOB MOXKET
OOBSCHATH TMPOTHBOIMWICTITUUECKHH A(P(DEKT, CcrmocoOHOCTh KapOamas3enuHa T0/IaBIIAThH
MaHHAaKaJbHBIE TIPOSIBICHHUSI MOXXET OBITh OOyCIIOBIIEHa YTHETEHHEM OOMeHa aodaMHHA U
HOpaJipeHaINHa.

5.2. ®apmakoknHeTHYECKHE CBOWCTBA

AOGcopOnus
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[Tocne mnpuemMa BHYTPh KapOaMa3enmuH BCE chiBactds ! '%l%ﬁ%%ﬁﬁﬁﬂ%%z' 7 :-:T';bueMe

Ta0JIETUPOBAHHOMN (POPMBI BCACBIBAHKUE MTPOUCXOTUT OTHOCUTEIHHO MEJICHHO.

[Tocne mpuema BHYTPH (OJHOKPATHOTO WIIM IOBTOPHOTO) TaOJETOK MPOJIOHTUPOBAHHOTO
JecTBUsS MakcuManbHas KoHIEeHTpaust (Cmax) AOCTUTaeTCs B mpejenax 24 4, ee BelIWYHMHA
npubIM3uTENbHO Ha 25 % MeHblle, 4eM B ciiydae mpuema oObluHOM Tabnerku. [Ipu mpueme
Ta0JIETOK MPOJIOHTMPOBAHHOTO JEHCTBHUS KOJeOaHUs KOHIICHTpalu KapOaMas3enuHa B IJIa3Me
KPOBH JIOCTOBEPHO MEHBIIIE, ITPH 3TOM JIOCTOBEPHOT'O CHUKCHHSI MHHIUMATLHOW KOHIIEHTPAILIUU B
PaBHOBECHOM COCTOSIHUM He oTMmeuaercs. [Ipu mpueme kapOamaszenuHa B Buie TaOJIETOK
MPOJOHTHUPOBAHHOTO JAEWCTBUS 2 pa3a B JE€Hb KojeOaHUS KOHILIEHTPALMU JACHCTBYIOIIETO
BEIIICCTBA B IUIA3ME KPOBU BEChMa HE3HAUYHUTEIbHBIC. BHOIOCTYITHOCTD EHCTBYIOIIETO BEIIECTBA
u3 TaOJETOK MPOJIOHTMPOBAHHOTO JEHCTBUS NpuUMepHO Ha 15 % Huxke, 4yeM y Jpyrux
JIEKapCTBEHHBIX (popM KapOamazenuHa Ajs IpueMa BHYTPb.

[IpriemM NUIIM CYIIECTBEHHO HE BIMSET Ha CKOPOCTh U CTENEHb BcachIBaHUS KapOaMasenuHa.
PaBHOBecHast KOHIIEHTpANKs KapOaMas3enuHa B TUIa3Me KPOBH JIOCTHTASTCs B TCUCHHE 1—2 Heleb.
Bpemsi ee mocTmkeHUS WHIUBUAYATHHO M 3aBUCUT OT CTEICHU AYTOMHIYKIHH (EPMEHTHBIX
CUCTEM Ie€YeHU KapOamMa3ernuHOM, TeTePOMHAYKIUU APYTUMH, OJHOBPEMEHHO MPUMEHSIEMbIMHU
JICKapCTBEHHBIMHU TIperapaTaMy, a TakkKe OT COCTOSHUS MallMeHTa 10 Hayala Teparuu, J03bl
KapOamas3enuHa U JUTUTEIbHOCTH JieueHHs. HaOmroar0Tcs CyIecTBEeHHBIC MEKUHIUBU Y TbHBIE
paznuYMs PAaBHOBECHOW KOHIICHTPAIMM B TEPANeBTUYCCKOM JIMANa3oHe: y OOJBIIMHCTBA
MAIMEHTOB ATH 3HaYeHUs KoJeOmroTcs ot 4 10 12 Mxr/mi (17-50 MKMOJIB/ ).

Pacnpenenenue

Ces3piBanne KkapOamazenuHa ¢ Oenkamu kKpoBu cocrtaBisger 70-80 %. Konuenrtpanus
HEM3MEHEHHOTO Kapbama3ernuHa B CTHHHOMO3TOBOM KUKOCTHU M CIFOHE MTPOTOPIIMOHAIIBHA JI0JIE
JEHCTBYIOIIETO BEIIECTBA, HE CBA3AHHOTO ¢ Oenkamu mia3mel kKpoBu (20-30 %). Konuentpanus
KapbamasenuHa B TpyJHOM MOJIOKe cocTaBlisieT 25—60 % OT KOHIIEHTpAIlUHU €ro B TIa3Me KPOBHU.
Kap0OamazenuH npoHUKaeT Yepe3 reMaToIUIalleHTapHbINA Oapbep. YUUThIBasl TIOJTHOE BCACHIBAaHHE
KapOaMasenuHa, Kaxymuiics 00beM pacnpeaeneHus cocrasisier 0,8—1,9 n/kr.

Buorpancdopmarnus

KapOamazenun metabonusupyercs B nedeHu. OCHOBHBIM IyTeM OHOTpaHChOpMaluu SBISETCS
SMOKCHIMONIGHBIA  TyTh, B pe3yJabTaTe dYero oOpa3ylTcs OCHOBHBIE METaOOJUTHI:
10,11-TpaHCIMOIOBOE IPOU3BOIHOE M €r0 KOHBIOTAT ¢ TIIFOKYPOHOBOH KrciaoToi. [IpeBpamenue
kapOamaszenun-10,11-snokcuna B kapGamazenus-10,11-tpancavon B opraHu3Me 4elOBeKa
MPOUCXOTUT MPHU MOMOIIM MUKPOCOMAILHOTO (hepMEHTa STOKCUATUAPOIIA3L.

Copnepxanne kapbamazenud-10,11-snokcuaa (akTuBHOrO Metabonuta) coctanisier okosio 30 %

OT KOHIEHTpauuu KapOamazenuHa B I1a3Me KpoBU. OCHOBHBIM  H30(EPMEHTOM,
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sBisiercs nutoxpoM P450 3A4. B pesynbrare 3TUX METaOOIMYECKUX PEaKInid 00pazyercs TaKxKe

HE3HAYUTEIbHOE KOJIMYECTBO JPyroro MeTaboIHnTa — 9-runpoxcu-merui-10-
KapOaMoMIaKpuaaHa.
Jlpyrue BakHbIE HyTH MeTabonn3Ma KapOamasennHa — 0Opa3oBaHHE O] BO3ICHCTBHEM

mzopepmernra UGT2B7 pa3nnyHbIX MOHOTHIPOKCHIMPOBAHHBIX IPOM3BOAHBIX, a TaKXKe
N-TJIFOKYpOHHIOB.

DIuMUHANMA

[lepuon mosyBBIBEIEHUS HEUM3MEHEHHOro KapOamasenuHa II0Cie OAHOKPATHOro IpHeMa
kapOamas3enuHa BHYTPbh COCTaBJsIET B CpeAHEM OKOJo 36 4, a 1mocie MOBTOPHBIX NPHEMOB
npenapara — B cpegHeM 16-24 4y B 3aBUCUMOCTU OT JUJIMTENBHOCTH JIEYEHUS (BCIIEICTBUE
ayTOMHIYKLIIMM MOHOOKCUI€Ha3HOM cucrteMbl nmedeHu). IlokaszaHo, 4TO y NAalMEHTOB,
OPUHUMAIOIUX OJHOBPEMEHHO JpYyrue Ipenaparbl, HHIyLUpYyromue (epMeHTbl Ie4eHU
(Hanmpumep, peHuTorNH, GeHoOapOuTaI), Meproa MOTYBBIBEIEHUS COCTABISET B cpeaHeM 9—10 .
[Ipu mpueme BHYTpH KapOamazenuH-10,11-3mokcupa cpenHuil MEpUON €ro IMOJTYBBIBEACHHUS
COCTaBJIIET IPUMEPHO 6 YaCOB.

[Tocne onHokpaTHOTO Mpuema BHYTph 400 Mr kapbamazenuHa 72 % MpPUHATON 103bI BEIBOJIUTCS
noukamu U 28 % dvepe3 kumedyHuk. Okoso 2 % npuHATON 103bl BHIBOAATCA MOYKaMU B BUJE
HEU3MEHEHHOro KapOamaszenuHa, okono 1 % - B Buie (papMakoIOrMuyecku aKTHUBHOIO
10,11-3nokcuanoro merabonuta. [locne onHokpaTHOro mpuema BHYTph 30 % kapOamazenuHa
BBIBOJMTCS IOYKAMH B BUJIE KOHEUHBIX MPOYKTOB SMOKCHIMONBHOTO ITyTH METa00IM3Ma.

Oco0ble TPVIIILI TAIMEHTOB

Jluya noowcunoco 6o3pacma (8 eozpacme 65 nem u cmapuie)

Her naHHBIX CBHUIETENHCTBYIONIMX, YTO (apMaKOKHMHETHKAa KapOaMaszemnmuHa H3MEHSeTCS Yy
MAIMEHTOB MOKUIIOTO BO3pacTa (10 CPAaBHEHHIO CO B3POCIBIMH JTUI[AMH MOJIOJOTO BO3PacTa).
Ilayuenmul ¢ Hapywenuem yHKyuu novex uiu neveHu

JanHbIX 0 (hapMaKOKMHETHKE KapOamMasenuHa y MalueHTOB C HapyIIeHUIMH (DYHKITUHU MOYEK WA
MEYEHU /10 HACTOSIIEr0 BPEMEHU HE UMEETCHI.

Jetu (mnaanie 18 ner)

VY nereil BcienctBue Oosiee OBICTPOro BhIBEIEHHSA KapOama3emuHa MOXKET MOTpebdoBaThCs
npUMeHeHHe 0oJiee BBICOKMX 03 MpernapaTra M3 pacdyera Ha KI' Macchl Tejla [0 CPAaBHEHHIO CO

B3POCJIBIMHU.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
(MOCNEQOBATENEHOCTE 0001)

I'unpomennosa

[emomno3a mukpokprctaumdeckas (MKII-102)

Kpockapmennosza HaTpust

[MoBugon-K25

Marnus creapar

Kpemuus 1uokcu KOJTOUAHBINA

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTh 1pu Temneparype He Boiie 25 °C.

6.5. Xapakrep u conep:xaHue NePBUYHON YIIAKOBKHU

[To 10, 25 TabneTok B KOHTYPHYIO SIYECHKOBYIO YHAKOBKY W3 TUICHKH NOJMBHHWIXJIOPUIHON U
(GoJIbru aMIFOMUHNEBOM NEYaTHON JTAKUPOBAHHOM.

1, 2, 3,4,5, 6,7, 8, 9, 10 KOHTypHbIX SYEHUKOBBIX YINAKOBOK BMECTE€ C HHCTPYKIUEH IO
MEAUIIMHCKOMY MPUMEHEHUIO (JINCTOK-BKJIA/IBIII) TOMEIIAIOT B KAPTOHHYIO YIAKOBKY (TaUYKy).
6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUM  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHBIX IOcjle NpPHMEHEeHUus:
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUIyJIAIHMHU € PenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccusa
000 «ATomn»

445351, Camapckas o0:., r. XKurynesck, yin. ['mapoctpourenei, . 6.

7.1. IlpeacraBuTe/ib AepaKaTelisi perHCTPALIMOHHOT0 YI10CTOBePeHus

[Iperensnu moTpeOUTENIEH HAIIPABIISITH 10 AAPECY:

Poccus

000 «O308»

445351, Camapckas 06011., 1.0. JKurynesck, r. XKurynesck, yi. ['uapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru
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8. HOMEP PETMCTPAIIMOHHOTOLY TOCTOBEPERMST =705 Ui01)

9. JATA TMEPBUYHONW PETMCTPALIIMMA (IIOATBEPKIEHMS
PETACTPAIIAU, TEPEPETVCTPALIAN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmas xapakTepucTUKa JI€KapCcTBEHHOro mpemnapara KapOamaszenuH perapa JIOCTyNmHa Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiickoro SKOHOMHYECKOTO COI03a B HH(DOPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepueT» https://eec.eaeunion.org/.
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