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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFO TIPERAPATA 1003

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Kap6amazenun, 200 mr, TabiieTku.

2. KAUECTBEHHBIN U KOJIMYECTBEHHbIN COCTAB
JleiicTBytolee BEMeCcTBO: KapOaMa3enuH.

Kaxxnas tabnerka conepxut 200 Mmr kapbamazenuHa.

[TosHBIH CHIMCOK BCIOMOTaTEIbHBIX BEIIECTB CM. B IIYHKTE 6.1.

3. JEKAPCTBEHHASI ®OPMA
TaOeTku.
Kpyrible MIOCKOUMIMHAPUYECCKHE TAOJETKH OJIOro WM OEJIoro ¢ JKEITOBATHIM OTTEHKOM

1BeTa ¢ (pacKor M PUCKOU.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHUIO

. Onunencus:

CJIO’KHBIE WJIM MPOCThIE MaplUalbHble dMUIENTUYECKHE TPUCTYIBI (C moTepei nim 6e3 nmorepu
CO3HaHUs1) ¢ BTOPUUHON TeHepanu3anueit uium 0e3 Hee;

reHepaIn30BaHHbIE TOHUKO-KJIOHUYECKUE SMUIENTHYECKUE TPUCTYIIBL;

CMeIIaHHbIe (POPMBI AMMIEITUYECKUX TPUCTYIIOB.

[Ipenapar KapGamaszenuH, kak mpaBuio, He 3(dexkTuBeH mnpu abcaHCaXx U MHOKJIIOHYC-
AIWIETICUU.

. OcTpble MaHUAKalbHBIE COCTOSHUS M MOJAJIEPKUBAIOIIAs Tepanus OUIOISIPHBIX
a®PEeKTUBHBIX PACCTPOMCTB C TENbIO MPOPWIAKTUKH OOOCTPEHHUN WU  OCIIa0JIeHUS
KJIMHUYECKHUX MPOSIBIICHUH 000CTpEeHHUSI.

. CuHApPOM aNKOTr0JIbHON aOCTUHEHIIHH.

. WNnuonatuyeckass HEBpaITrus TPOMHUYHOIO HEPBA U HEBPAJITUs TPOWHUYHOTO HEPBA MPH
paccestHHOM CKJiepo3e (TUMMUYHAst U aTUITUYHAS).

. Wnnonarnyeckas HEBpaITys A3bIKOINIOTOYHOIO HEPBA.

4.2. Peskum 103MPOBaHUSA M CIOCO0 MPUMeEHEeHHUs!

PexxuM 103upoBaHus
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[Ipenapar MOXKHO TPUMEHSTH Kak B BUIE MOH mepanﬁﬁl,':ﬁtz] TH-coctane %ﬁﬁpﬁfﬁﬂeﬁ'ﬁmoﬁ

TEpanum.

YuuTeiBasgs JIEKAPCTBEHHBIC B3aUMOJCHCTBUS C JAPYrUMH TperapataMH W OCOOCHHOCTHU
(bapMaKOKMHETHKH TMPOTUBOAIMJICITUYECKUX IMPENaparoB, MOXKWIBIM IallUeHTaM  J103bl
npernapara ciaeayeT noaoupaTh ¢ OCTOPOKHOCTHIO.

Onunencus

[To BO3MOXHOCTH Ipenapar CleAyeT MPUMEHSATh B BUJIE MOHOTEPAIIHH.

[Ipenapar He NPUMEHSIOT MpU MalbIX Npumnagkax (petit mal, abcaHC) ¥ MHOKIOHUYECKHX
MpUCTYyMax.

JleyeHne HAYMHAIOT C HEOOJBIIOW CYTOYHOW JO3bI, KOTOPYIO B MOCJIEIYIOIIEM MEIJICHHO
MOBBIIIAIOT JIO JIOCTIDKEHUS onTUManbHOro 3ddekra. Jlo3za kapbamaszenuHa MOIO0MpPaSTCS
WHAUBUAYAIBHO 7151 JOCTH)KEHUS aJIeKBaTHOTO KOHTPOJIS CYAOPOKHBIX COCTOSIHHIA.

Jns monmbopa OnNTUMaNbHON 03Bl TIperapaTa PEKOMEHIYETCs OIpeaelieHHe KOHIEHTPALUU
AaKTUBHOTO BEIIECTBa B TIuIa3Me KpoBHW. llpu IedeHuu »sowiencuu HeoOXxoxuma 1032
kapOama3zenuHa, COOTBETCTBYIOIIasi OOIIeH KOHIEHTpau KapbaMa3zenuHa B IIa3Me KpOBH Ha
ypoBHe 4—12 mkr/mi (17-50 MKMOITB/T).

[Ipu noGaBneHun kapOamazenuHa K JPYrMM [PUHUMAEMbIM TMPOTUBOSMHICITUYECKUM
mpenapataM  €ro  Jio3y  IOBBIIIAIOT  TOCTeneHHO. [lpy  HEoOXOIMMOCTH  MPOBOAST
COOTBETCTBYIOIIYIO KOPPEKIIUIO /103 IPUHIMAEMBIX TIPETapaToB.

HauanbHas no3a xap6amasenuHa Juig B3pocibix coctasiser 100-200 mr 1 mnm 2 pasza B CyTKH.
3areM /103y MEUIEHHO IMOBBIIIAIOT JI0 JOCTHXKEHUS ONTUMAaIbHOTO jiedyeOHoro 3ddexra; 00bIyHO
OH JIOCTUTaeTCs MpH 103e 1o aBe TabneTku no 200 mr 2-3 pasa B cytku. Hekotopbim nmanuenTam
MOET MOTPEOOBATHCS yBeIMUEHUE CYTOUHOM 10361 10 1600 mr nmu 2000 mr.

Ocmpble  MaHuaxkaibHvle COCMOAHUS U NoOdepicusaouee  aedexue  aghghekmusHbvix
(6bunonapHwix) paccmpoiicms

Cyrounas no3a cocrapmusier 400—-1600 wmr.

Cpennsist cyrounast go3a — 400-600 mr (B 2-3 npuema). [Ipn ocTpoM MaHHAKATEHOM COCTOSTHUA
7103y clelyeT MOBBILATh JIOBOJBHO ObicTpo. [lpu mojaepskuBaromieil Tepanuu OHIIOISAPHBIX
paccTpoiicTB B IensAX oOecneueHus ONTHMAJIbHOM IEPEeHOCHMMOCTH KaXJ0€ CleAyIoliee
MIOBBIIIIEHUE JTO3BI JIOJDKHO OBITH HEOOIBIINM, CYTOYHAS 71033 YBEITUYNBACTCSI TOCTEIIEHHO.
Cunopom ankoeonbHou abCmuHeHyuu

Cpennsist no3a coctasisier mo 200 mr 3 pasza B CyTKU. B TsDKenbIX cilydasix B T€UEHHE HEPBBIX
HECKOJIBKUX JTHEW 71032 MOKET OBITh MOBBIIIEHA (Hanmpumep, 10 10361 o 400 Mr 3 pasa B CyTKH).
[Tpu TsXKeNbIX MPOSBICHUSX AIKOTOJbHOM aOCTMHEHLUHU JIeYeHHE HAYMHAIOT C MPUMEHEHUS

mpernapata B KOMOMHAIMU C MpenaparaMd, OKas3bIBAIOLIIUMHU CEJaTUBHOE U CHOTBOPHOE
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neiicTBusl (HampuMep, ¢ KIOMETHA30JI0M, XII zma3en'ﬂ<';'131:ﬁ8§1%'%Eg%gﬁfé{ﬁgﬁhg:'c;'é!fpoﬁ

¢a3bl IeYeHHE TTPEmapaToOM MOKET OBITh TPOJIOKEHO B BHJIE MOHOTEPAITUH.
Heepaneus mpotinuunoeo nepsa
Hauanbnas no3a nis B3pocisix cocrabisieT 200400 mr B cytku. Ee MeJIeHHO MOBBIMIAIOT 110
MCYE3HOBEHHMsI 00JIEBBIX OIIyIeHUuH (00b19HO 10 10361 110 200 Mr 3—4 pasa B CyTKH). 3aTeM 103y
MOCTENEHHO TIOHMKAKOT o MHHUMAaJIbHOU MOJEPKUBAOLEH. MaxkcumanbHast
PEKOMEHIOBaHHAs J03a JUIsl B3pocibix cocraBiser 1200 mr/cyt. Ilpu paspemieHun 601eBOTO
CHUHApPOMA CIeAyeT TOCTENEHHO IMpeKpallaTh TEepanui IpenaparoM A0 BO3HUKHOBEHUS
CJIeIyIoIIero 60JeBOro MpUCTyIa.
Pexomenyemas HauanbHas J103a JUIS MOXKWIBIX MallMEeHTOB cocTasisgeT 100 mr 2 pas3a B CyTKH,
3aTeM J103y MEIUICHHO TIOBBINIAIOT JI0 pa3pelieHuss OOJEBOTO CHHIPOMA, YTO OOBIYHO
nocturaercs npu go3e o 200 mr 3—4 pasza B cytku. [lanee cieayeT MOCTENEHHO CHUXKATh 03y
JI0 MUHUMAaJIbHOU ToAiepkuBatoteii. [Ipu HeBpairuu TpoitHHYHOTO HEpBa y IaHHOM KaTeropuu
NAIMEeHTOB MaKCMMallbHasi peKOMEHJJ0BaHHas 1o3a coctasisier 1200 mr/cyt. [lpu paspemennn
0oneBOro CHUHIpPOMa CJleAyeT IOCTENEHHO IMpeKpallaTh TEepanuio IpernaparoM 10
BO3HUKHOBEHHS CJIEIYIOIIET0 0OJIEBOTO MPUCTYTIA.

eTH
OcHOBHOE TIOKa3aHWE Il TIPUMEHEHHUs Tpernapara y JeTed — osmuierncus. JlaHHyio
JIEKapCTBEHHYIO (hOpMY Tpernapara ClelyeT TPUMEHSTH JIJIs JICUSHUS TeX K€, YTO U 'y B3POCIIBIX,
dbopM snmnernicuu y neteit crapiie 4 net. JledueHnue MoxkeT ObITh Hayato ¢ 10361 100 Mr/cyT; 103y
MOBBIIIAIOT MOCTENEHHO, He Oonee ueM Ha 100 Mr B Heneno.
IIpexpawenue npuema npenapama
BnesanHoe mnpekpaieHne mpHemMa TIpernapaTta MOXET CIPOBOIMPOBATH AIMUJIECNTHYCCKUAN
MPUCTYI, TO3TOMY KapOama3enuH clieJlyeT OTMEHSTh MOCTETIEHHO B TeueHue 6 MecsieB u Ooee.
Ecniu HeoOXoaMMo OTMEHMTH Tpenapar y MalHueHTa ¢ SIWJIeTNCcHel, Mepexoa Ha Apyroe
MPOTUBOITHIICTITUYECKOE CPEICTBO JIOJDKEH OCYIIECTBIISITHCS MO MPUKPHITHEM MTOKAa3aHHOTO B
TaKUX CIydasx IMmpemnapara.
Tloooeporcusarowue 003vl: 1A AeTe ycTaHABIMBAIOT U3 pacdyera 10—20 Mr/kr maccel Tena B

CYTKH (B HECKOJIBKO MTPUEMOB).

Bospact pebenka Cytounas 103a

4-5 ner 200—400 mr

6-10 ner 400—600 mr

11-15 ger 600-1000 mMr

> 15 et 800—1200 mr (kak aJ1st B3pOCIIBIX)

MaxcumanvHole 003bl: s AeTe B Bo3pacTte < 6 JeT coctamiseT 35 Mr/kr/cyr, 6—15 mer —
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1000 mr/cyr, > 15 niet — 1200 Mr/cyT. (MOCNEROBATENBHOCTL 0003)

Tak kak B OTHOLIEHUM NPUMEHEHUS IIpernapara 1o JpyruM MOKa3aHUsAM y JETeH JOCTaTOYHOro
KOJINYECTBA JOCTOBEPHON HMH(pOpPMAIMM HET, PEKUM JO3MPOBAHUS Ipernapara PeKOMEHO0BAHO
noaoupaTh B COOTBETCTBMM C BO3PACTOM M Maccoil Tejla peOeHKa, He MpPEBbIIAs yKa3aHHbIC B
TaOJIUIIE JO3UPOBKH.

Cnooco0 npuMeHeHus

BHyTpb, BHE 3aBUCUMOCTH OT IIPHEMa MU, BMECTE C HEOOIBIINM KOJTMYECTBOM JKUIAKOCTH.
4.3. IlpoTHUBONOKA3AHHS

[ToBbIIeHHasT YyBCTBUTEJIBHOCTh K KapOaMa3enuHy, WM CXOAHBIM B XMMHUYECKOM OTHOLICHUU
JIEKapCTBEHHBIM IIperaparaM (HarpuMep, TPHIUKINIECKAM aHTHIETIPECCAHTaM ), WIH K JII000MY
JpYroMy KOMIIOHEHTY IIperapara.

ATpUOBEHTPUKYJIsIpHas OJ0Kaja.

Hanuuue B aHaMHe3€ 311M3010B YTHETEHHSI KOCTHOMO3TOBOI'O KPOBETBOPEHHUS.

[leuenounsie mophupun (Hampumep, OoCTpas MEePEeMEKAIOMIAsACS MOP(UPHS, TO3THSS KOXKHAS
nopdupusi, BapueraTas noppupus).

[IpumeHeHnne B KOMOMHALUMM € HMHrUOMTOpaMH MOHOaMuHOKcHiasel (MAO, cTpykTypHOE
CXO/ICTBO C TPULMKJINYECKUMHU aHTUECTIPECCAHTaAMH).

Jerckuii Bozpact 10 4 ner (y NaueHTOB JaHHOM KaTeropuu mpemnapar cieayeT NPUMEHSTh B
JpYroH JIeKapCcTBEHHOU (opme).

4.4. OcoOble ykazaHMsl M1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Y manuMeHTOB C AaHAMHECTUYECKUMH CBEACHHSIMH O 3a0oieBaHMSIX cepAma (BKIOYas
JEKOMIICHCHPOBAaHHYI0 XPOHHUYECKYIO CEepACUYHYI0 HEJOCTaTOYHOCTh), TeuUeHU (BKIIOouas
MEYECHOUHYI0 HEJIOCTATOYHOCTB), MOYEK (BKJIIOYAs TMOYEYHYIO HEIOCTATOYHOCTH), MOOOYHBIX
reMaToJIOrMu4ecKUX pEeakIUsIX Ha Jpyrue JIeKapCTBEHHbIE CpPEACTBAa WJIM 00 OTMEHE paHee
MPOBOAMBIIETOCS JICUEHUS] KapOaMa3elmuHOM TEparuio CIEAYyeT MPOBOJUTH TOJBKO TOCTE
TIIATENTFHOTO aHaN3a COOTHOIICHUS MEXIY OXHAaeMbIM 3(PQPEKTOM JeYeHHUS U BO3MOKHBIM
PUCKOM TEpamnuu C TIIATEIbHBIM PETYISIPHBIM KOHTPOJEM COCTOSIHHS TaI[UeHTA.

Cremyet ¢ OCTOPOKHOCTBIO TPUMEHSTH Mpenapar y NarueHTOB:

- C TUIMOHATpUEMHEN pa3BeAeHUs, TUIIOTUPEO30M;

- TMOXWJIBIX MAIIMEHTOB (YYUTHIBAs BO3MOXHOCTh Pa3BUTHS JIEKAPCTBEHHBIX B3aUMOJEHCTBUM U
pasnTuyHy0 GapMaKOKHHETHKY MPOTHBOAHIICITHYECKUX MPETIapaToB);

- CO CMENIaHHBIMH (pOpMaMHU AMUICTITHYCCKUX MPUCTYIIOB, BKIIOYAIOMIMMH a0CaHC, TUITMYHBIN
WJIM aTUIUYHBIA, 1 MUOKJIOHMYECKUX MPUCTYNOB (YUUTHIBAsI BO3MOKHOE YCUJIEHUE IPUCTYIIOB);

- C TOBBIIIEHHBIM BHYTPUIJIA3HBIM JIaBJIICHHEM, 3aJCPKKOM MOYM U THUIEpIUIasuen
4
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KapOama3enuHa;

- TMOJIYYAIOIIUX MPOTHBOCYAOPOKHBIC TIPETapaThl;

-y Hocutenei atens HLA-A*3101 u HLA-B*1502;

- ipu OEPEMEHHOCTH ¥ B IIEPUOJI TPYAHOI0 BCKapMiIMBaHus (cM. paszen 4.6).
[Ipemapat cnexyeT MpUHUMATH TOJIBKO MO BpadeOHBIM KOHTPOJIEM.

HaL[I/IeHTLI CO_CMCIIaHHbIMHU d)ODMaMI/I OIMMJICIITUYCCKUX TTPHUCTYIIOB, BKIIIOYAONIMMH abcaHC U

MHOKJIOHHUYCCKHUEC NMPUCTYIIbI

[Ipenapar 00buHO HedekTuBeH mpu abcancax (petit mal) 1 MHOKIOHHYECKHUX MPUCTYMaX. Y
MAlMeHTOB CO CMEMIAHHBIMU (OpPMAMH SIWICNTHYECKUX MPHUCTYIIOB MpernapaT J0JDKEH
MPUMEHATHCSI C OCTOPOKHOCTBIO M TOJIBKO TIPH YCIOBUM OOECIEUEHHUs PETYJISIPHOTO
MEAMIIMHCKOTO HAOMIOACHUS (M3-32 BO3MOXKHOTO YCWJICHHs HPUCTYNOB). B ciyuae ycuneHus
npuctynoB npemnapat KapbamasenuH cienyer OTMEHHTb.

CHmxeHne uynciia TDOMOOIIMTOB U JEHKOIIMTOB

Bo Bpems mnpuMeHeHMs npemnapara C pasJIM4HOM YaCTOTOM OTMEdYaeTcs NPEXOAsllee WIH
CTOMKOE CHUKEHUE YHCIIa TPOMOOIMTOB WK JIEUKOIUTOB. OJ1HaKO B OOJIBIIMHCTBE CIy4YaeB 3TU
SIBJICHUS MTPEXO0JIAIINE U OOBIYHO HE SIBJISIOTCS NPEIBECTHUKAMU Havyala alulaCTUYECKOW aHeMHUHU
WM arpanyionnrtosa. Ilepen HavanoM JIe4eHMs], a TAK)KE IEPUOAMYECKU B IIPOLECCE JICUYCHUS
cleyeT MPOBOAWUTH KIMHUYECKUN aHajdu3 KPOBHU, BKIIOYAs MOJCYET 4YMCIa TPOMOOLMUTOB W,
BO3MOYKHO, PETUKYJIOLIUTOB, a TAK)KE ONPEAEIIATh COACPIKAHUE KEIE3a B CBIBOPOTKE KPOBH.
Heo6xonuMo 1oBecTH 10 CBeeHU NMalMeHTa HH)OPMAIUIO O PaHHUX MPU3HAKaX TOKCUYHOCTH,
CBOMCTBEHHBIX BEpPOSTHBIM TI€MaTOJOTMYECKMM HApyIICHHUsSM, a TaKkKe O CHMIOTOMAax Co
CTOPOHBI KOXKU U nedyeHu. [TarmenTa nHPOPMHUPYIOT 0 HEOOXOIMMOCTH HEMEAJIEHHO 00paTUTHCS
K Bpauy B Cllyyae MOSBJICHMS TAaKUX HEXeNaTeNbHBIX peakluil, Kak JUXopajka, 00yb B ropie,
CBIIIb, SI3BBI B MIOJIOCTH pTa, OECIPUUMHHOE BOSHUKHOBEHHE KPOBOM3IUAHUI, reMopparuii B Buie
METEXUI WIH ITyPIYpHI.

[Ipy yMeHbLIEHHMH KOJMYECTBA JIEWKOLUWUTOB WJIM TPOMOOIUTOB (WM TEHICHIMH K
YMEHBIICHNI0) Ha ()OHE Tepamuu MHpernapaToM CIEAYeT TIIATEJbHO HAOMI0JaTh MAalMeHTa U
KOHTPOJIMPOBATh IIOKA3aTeNId Pa3BEPHYTOr0 KIMHUYECKOIO aHaiuu3a KpoBU. Eciy BbIABICHBI
MPU3HAKN 3HAYUTENIPHOTO YTHETEHHsI KOCTHOTO Mo3ra, mpenapat KapbamasenuH aomkeH ObITh
OTMEHEH.

JlepMaToI0ruYeCcKre peaKInuy

[Ipu npuMeHeHuH npenapaTa O4eHb PEAKO OTMEUAIUCH TSHKENbIE 1EPMaTOJIOTMUECKUE PEaKIINH,
BKirO4as cuHapoM CtuBeHca — JIDKOHCOHA M TOKCUYECKHH 3MHUAepMaIbHbBIN HEKPOIU3 (CHHAPOM

Jlatiemna).
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Crnenyer HEMEIJEHHO OTMEHUTh IMpenapdr Kap@ggégﬁ%': Eiﬁi-T%H%gcTrﬁ ( ::i;'(;!z:tiiop

QIbTEPHATUBHOM Tepanmuu B TOM CiIydae, €CIM OTMEYAIOTCS NPU3HAKHM M CHUMITOMBI,
IPEIOI0KUTEIbHO CBUICTEIBCTBYIOIINE O Pa3BUTHH TSIKEIBIX JAEPMATOIOTHYECKUX PEaKIHi,
Hanpumep cunapoma CtuseHca — /)xoHcoHa nnu cunapoma Jlaitenna. Ilpu pa3BuTHM TsDKENbIX
(B psanme ciydaeB, YrpoXKaloOLMX JKU3HU) KOXKHBIX pPEaKUMH MalUeHT JOJDKeH ObITh
TOCHUTAIM3UPOBAH B cranroHap. B GonpmmHcTBe citydaeB cuHapoMm CtuBeHca — J[KOHCOHA U
curapom Jlailenna pa3BUBAIMCH B NEPBBIE MECAIBI Tepanuu mpenaparoM. JlaHHble peakuuu
pa3BUBAIUCH MPpUOIM3UTEIRHO B 1-6 ciydasx Ha 10000 BmepBble MpUHUMAIONIUX IpenapaT B
CTpaHax C MPEUMYILIECTBEHHO €BPOIICOUIHBIM HACEIICHUEM.

JlaHHBIE PETPOCIEKTUBHOIO aHAJIM3a y IALHMEHTOB SIIOHCKOW HAIMOHAIBHOCTH W JKUTENIEH
CeBepHoil EBpombl MpOIEMOHCTPUPOBAIN CBS3b MEXKAY TSDKEIBIMH TOPKEHUSIMA  KOXKH
(cungpom CruBenca — JIxoncona, cunapom Jlaitenma, DRESS-cunnpom, octpsiit
TeHEepaATN30BaHHbIM JK3aHTEMAaTO3HBbIA IYCTYJE3 M IMATHUCTO-Y3€JIKOBas Chlllb) Y HOCUTEJEH
awtenss HLA-A*3101 denoBeueckoro JeiikouutapHoro antureHa (HLA) u mnpumeHeHHeM
kapOamaszenuHa.

Yacrora amtens HLA-A*3101 moxer oTiMyaThCsl y pa3iMdHbIX STHUYECKHUX TPYIII: OKOJIO 2—
5 % — y nacenenus EBpornbl, okoso 10 % — y snonues. YacToTa BCTpe4aeMOCTH JAHHOTO ajliesis
y OousblIMHCTBA HaceneHus: ABctpanuu, Asuu, Adpuku u CeBepHOl AMEpPUKU COCTaBIsET
MeHee S5 %, C HEKOTOPBIMH HCKJIIOUEHUsAMH B pamkax 5-12 %. Yacrora Oomee 15 %
YCTAHOBJIEHA Y HEKOTOpbIX 3THMYeckux rpymnm HOxxHoit Amepuku (ApreHtuHa u bpasunus),
KopeHHbIX xuTeneit CerepHoil AMepuku (ruieMeHa Hasaxo n Cuy, B Mekcuke — Canopa Cepn),
Oxnoit Mnnuu (Tamun Hany), mu 10-15 % — cpenn Apyrux KOpPEHHBIX MXUTENEH JaHHBIX
PETHOHOB.

[Tpu npumeHeHnn kapbamasenuHa y BO3MOKHBIX Hocurenel amnens HLA-A*3101 (mampumep,
NAlMEeHTOB SMOHCKOM HAI[MOHAJIBHOCTH, €BPOICOUIIOB, KOPEHHBIX JKUTelel AMepUKH,
JaTHHOAMEPUKAHIIEB, HapogoB fora MHmuum w apaboB) peKOMEHAYEeTCS TPOBOIMTH
TeHOTUIIMPOBAaHUE MO JaHHOMY ajiento. [IpuMeHsTh mpenapar y HOCHTENEH NaHHOTO ajuiens
CJIeZIyeT TOJILKO B TOM CJIydae, €CJM M0JIb3a OT Teparuy MpeBbIIacT BO3SMOXKHBIN PUCK.
[TanvenTam, yKe TMOJNy4YalOIIMM Tepaluio IpernaparoM, HE PEKOMEHIYeTCsl IPOBEICHHE
TEeHOTHITMPOBAHUS TI0 JTAHHOMY aJIEII0, TOCKOJIBKY TSKEITbIe KOXKHBIE PEaKIMi B OOJIBITHHCTBE
CJIy4aeB OTMEYAITUCH B MEPBBIC MECSIIBI IPUMEHEHHS Tpernapara (BHE 3aBHCHMOCTH OT HAJMYHUS
HLA-A*3101).

[To maHHBIM pPETPOCIEKTUBHOIO aHANM3a MPHUMEHEHHs Ipernapara y MalueHTOB KUTaHCKOW U
TaCKOM HAlMOHAIBHOCTEH, HMMEETCS KOpPPEALMsS MEXIYy 4YacTOTOM pa3BUTHUSA CHHIpOMA

CruBenca — J[>xoHcoHa u cuHApoMma Jlaiiemna W HanmuuueM B TeHoMe marueHTa amiens HLA-
6
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B*1502. YacToTra BCTpeuyaeMOCTH AAHHOTO aJieysl Y ﬁg_'{;léﬂjt‘%g';ﬁ‘r"aﬁgwgdnﬂ_iéi{éngﬁécm

cocrapisieT 2—12 %, y Taiickoit — okomo 8 %.

ITpu nmpumeHeHMH KapOamas3elnMHa y MAUMEHTOB B CTpaHax Asuarckoro peruona (TaiiBaHs,
Manaitzusi, OWIHMNNuHLI), TJI€ 0OTMEYaeTCs BbICOKOE pacmpocTpaneHue amrens HLA-B*1502,
OBLJIO BBIABICHO TOBBIIICHHE YaCTOTHI Pa3BUTHUS (Ipafallil OT «OUYEHb PEAKO» JI0 «PEIKO»)
cuaapoma CtuBenca — J[xoncona. Yacrora pacnpocrpanenus amiens HLA-B*1502 cocrapnsier
Ha DuaunnuHax W Cpeau HEKOTOPBIX Tpymn HaceneHuss Manaitsun 6omee 15 %. Yacrora
pacnpoctpanenus amienss HLA-B* 1502 B Kopee u Wumum cocraBmaser 2 % u 6 %
COOTBETCTBEHHO. PaciipocTpaHeHHOCTh TaHHOTO aJIeNs Y JIMI] €BpPOIEOUTHOM, HErPOUIHOI pac,
y JJaTHHOAMEPUKAHIICB, MHJICHUIICB U SIOHIIEB He3HaunTenbHa (< 1 %).

YacToThl JaHHBIX aJUieNiell MPEACTaBIAIOT MPOIEHT XPOMOCOM B OIPEICIICHHBIX IMOIYIISIUSIX
HACEeJIeHHUs, KOTOPhIE HECYT aJljiesib. DTO 03HAYAET, YTO MPOLIEHT MallMEeHTOB, HECYIIHUX KOIHUIO
ajiens mo KpailHed Mepe B OJHOM M3 HUX JIBYX XpOMOCOM, IOYTH B JIBa pa3a BbIIIE YaCTOTHI
BCTpEYaeMOCTH ayuielns. TakuMm o0pazoM, MPOLEHT MalueHTOB, KOTOPbIE MOTYT OKa3aThCs IMOJ
yIpO30ii, TOYTH B J]Ba pa3a BHIIIC YaCTOTHI aJlJIeICH.

[Ipu npumeHeHun kapOama3enuHa Yy BO3MOXHbBIX Hocutenedt aminens HLA-B*1502
PEKOMEHIyeTCsl MPOBOJIUTh F€HOTUIIUPOBAHUE MO JaHHOMY ajuiento. [IpumensTs mpemapar y
HOCHUTEIEH TaHHOTO aJJIeNisl CIIEAYET TOJBKO B TOM CIIydae, €CIH I0JIb3a OT TEPAINuH MPEBBIIIACT
BO3MOXHBIH pHCK. He pexoMmeHayercs NpoBeIeHHE TEHOTHIUPOBAHUS y MpPEICTaBUTENCH
HAI[MOHAJILHOCTEH, B MOMYJISIIIME KOTOPBIX YacTOTa BCTPEYAEMOCTH YKa3aHHOTO alljielNis HU3Ka.
[TaruenTam, yke TMOJyYaIONUM TEpanui0 TMpenapaToM, HE PEKOMEHIYeTCs MpPOBEICHUE
TEeHOTHITMPOBAHUS TI0 TAHHOMY aJIIEITI0, MMOCKOJIBKY TSKEIbIe KOXKHBIE PEaKIUu B OOJBIINHCTBE
CJIy4aeB OTMEYAIUCh B MIEPBBIC MECSIIBI IPUMEHEHHS Tpernapara (BHE 3aBUCUMOCTH OT HAJMYHUS
HLA-B*1502).

[TokazaHo, 4TO BBIABIEHHWE MalMEHTOB ¢ Hamuuuem amiens HLA-B*1502 u orcyrctBue
npuMeHeHHs KapOama3enmnHa Yy TaKWX [allMeHTOB CHI)KAeT clydyawm KapOama3enuH-
WHIYIMPOBaHHBIX cuHApoma CtuBeHca — [[)xoHcoHa nnu cunapoma Jlaitenna.

OpnHako pe3ynbTaThl TEHOTUITUPOBAHUS HE JIOJDKHBI BIUSATH HA CTENEHb KOHTPOIS COCTOSHUS
MalUeHTa ¥ HAaCTOPOKEHHOCTh Bpaya B OTHOIICHMM TSDKENBIX KOXKHBIX peakiuii. Pa3Butue
TSDKEITBIX TIOPKEHUH KOXKM BO3MOXKHO Y TAIIMEHTOB, OTPUIATENBHBIX 10 JAHHBIM aJUICIISIM.
Takke BO MHOTHX CITydasix y MaIrfi€HTOB, MOJOXKHUTEIbHBIX 10 ayutessiMm HLA-B*1502 wim HLA-
A*3101, npu mpumenenuu mnpemnapata KapOamazenmuH HE OTMEUYaIoOCh Pa3BUTHS TSKENBIX
KOXKHBIX CHHAPOMOB. BnmsiHme apyrux (akTopoB, TaKMX Kak 70332 MPOTHBOCYAOPOKHBIX
JICKapCTBEHHBIX CPEJCTB, KOMIUJIAGHTHOCTh MAIMEHTOB, OJHOBPEMEHHAas Tepanus APYruMu

mpenapaTaMy, COIYTCTBYIOLIUE 3a00JeBaHMsI WIM YpPOBEHb KOHTPOJS JIEPMAaTOJIOTHYECKHX
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peakuuii, Ha YacTOTy pa3BHTHA H pacnpocrpaHeHrf&';':::-1%%&]—%%' - EE&F i He

YCTaHOBJICHO.

CnaOoBBIpaXCHHbIE KOXHBIE PEAaKIMM, HAlpuMep H30JMPOBAHHAS  MAaKyJe3Has WU
MaKyJonamnysae3Has 5K3aHTeMa, B OOJBLIMHCTBE CIy4aeB SBISAIOTCS TPAaH3UTOPHBIMH U
HETSDKEJIBIMH, OOBIYHO MPOXOMAT B TEUEHHE HECKOJBKHMX JHEH WM Helelb MPH MPOIAOIDKCHUH
JICUCHHSI MJTU TIOCJIe CHIDKEHUS JI03bI Mpernapara. TeM He MeHee, OCKOJIbKY Auddepenunanbaas
QUAarHOCTUKA  MEXJAY  PAHHUMHU  TPOSBICHUSMHU  TSDKENBIX  KOXKHBIX — PEaKIUd |
CITa0OBBIPKEHHBIMH MTPEXOAAIIMMHI KOXXHBIMU BBICBITIAHUSAMH MOKET OBITH 3aTpyIHEHA, IPH
Pa3BUTHH JTIOOBIX KOXKHBIX PEaKIMi MAalMEeHT JODKEH HaXOJUTHCS 10J] HAaOIroIeHHeM Bpaya (C
[ENIBI0 CBOCBPEMEHHOTO NPEKPAICHHs Tepauy MPErnapaToM B cliydae yXYAIICHHS COCTOSHUS
MaIlUEHTA).

CymecTByeT B3aUMOCBsA3b Mexay HainuuueMm B reHome amiens HLA-A*3101 u pasButuem
MEHEE TKENBIX KOXHBIX peakiuid (TakuX Kak CHHIPOM THIIEPYYBCTBUTEIBHOCTH K
AHTUKOHBYJILCAHTAM WJIM HETSDKENIasi MaKyJonamnyJie3Has 3k3antema), s amtens HLA-B*1502
TaKasi B3aMMOCBSI3b HE YCTAHOBJICHA.

Peakumy runepuyyBCTBUTEIBHOCTH

[Ipu pa3BUTHM TUNEPUYBCTBUTEIBHOCTH K KapOamas3elnuHy MOTYT HaOJIIOJaThCsl pa3iHyHbIe
peakimu,  Bkmowyas ~ DRESS-cuampom,  oTcpoueHHBIE — MONMOpPraHHBIE — TPOSBICHUS
THIEPYYBCTBUTEIILHOCTH  C  Pa3BUTHEM  JIMXOPAAKW, KOXKHOM  CBHIMA,  BACKYJIWTA,
auMdaaeHonaTuy, NICEBJIOTUM(POMBI, apTpairuu, JeUKOIEeHNH, H03MHOPUIIUH,
rernaTocIUIeHOMETallui, U3MEHeHUH Ioka3aTeneil (yHKIMM NMEeYeHH U CHHAPOMA JIECTPYKIIHMU
KEITYHBIX TPOTOKOB C YMEHBIICHWEM WX YHCJIa, KOTOPbIE MOTYT BO3HHUKHYTH B JIFOOBIX
KoMOuHamsx. Taxke BO3MOXXHO TIOPaKEHHE JPYTUX BHYTPEHHUX OPraHOB (B T. Y. JIETKHX,
MOYEeK, MMOKENTyJOUHOH jKeJe3bl, MUOKap/a, TOJICTON KHUILKH).

B ciyuae pa3BUTHS NPOSIBIEHUH M CHUMITOMOB THUIEPYYBCTBUTEIBHOCTH Iperapar cieayeT
HEMEJICHHO OTMEHUTD.

[TarieHTOB ¢ M3BECTHOM TMIIEPIYBCTBUTEIHHOCTHIO K KapOaMa3enuHy cienyeT HHQOpMUPOBaATH
0 BO3MOXHOCTH B 25-30 % cilydaeB pa3BUTHUSA PEaKLUil MOBBIIICHHON YYBCTBUTEIBHOCTH Ha
OKCKapOa3enuH.

Bo3MOXXHO  pa3BUTHE  TEPEKPECTHBIX  PEaKIWH  THUIEPUYBCTBUTEIBHOCTH  MEXIY
kapOamMa3enmHOM W apOMAaTHYECKHMH IMPOTHBOAIIICHTHYSCKUMH CPEICTBAMH  (HAIpUMep,
(eHUTOMHOM, MUPaMUAOHOM U (peHoOapOuTaIom).

' unonarpuemMus

Pa3BuTHe rumnoHaTpueMHM acCOLMUPOBAHO C MPUMEHEHHEM KapOamasenuHa. Y MalueHTOB C

YKE€ CYIICCTBYIOIIUMHU IMOPAXKCHUAMU IMOYCK, CBA3AHHBIMU C HU3KUM COACPKAHHUEM HATpHUd B
8
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CBIBOPOTKE KPOBH, WJIM y TMAIlMEHTOB, MOJIYyYaIOIINX oﬁﬁggi:cﬁﬁiﬁe%%lﬁl&%rﬁé QI;QZEETBZI,

CHIDKAIOIIME CoJiepKaHue HaTtpus (Hampumep, AUYPETHUKH, JEKapCTBEHHBIE CPEACTBA,
BIIUSIONIME HA CEKPELHUI0 aHTUAMYPETUUECKOTO TOPMOHA), CIIEIYET ONPEeisTh ChIBOPOTOUYHOE
coJlep)KaHuEe HATpHs 0 Hadaja Tepanuu kapOamasenuHoM. [locne sToro conep:kanue HaTpus
cienyeT ONpelessaTh IPUMEPHO Yepe3 JBE HEJENH, a 3aTEM €KEMECAYHO B TEUEHUE NIEPBBIX TPEX
MECSIIEB Tepalmui WM B COOTBETCTBUU C KIMHUYECKOW HEO0OXOAMMOCTHIO. JlaHHBIE (haKTOpHI
pUCKa OCOOCHHO YaCTO BCTPEYAIOTCS Y MOXKWIBIX MalueHTOB. [Ipy HanM4uu THIIOHATPUEMUU
OrpaHHuYEHUE MOTPEOJICHUS >KUIKOCTH SBIISAETCS BaXKHBIM JI ONpEACNICHUS COCTOSHUS MpU
HaJIU4YMH KIMHUYECKUX MOKa3aHUM.

['mnotupeos

Kap6aMaseHHH MOXET CHMXKXAaTb KOHLUCHTpAaIW0 TOPMOHOB IIII/ITOBI/II{HOfI JKCJIC3bI B CBIBOPOTKE
KpOBH TyTeM MHIYKIUU (EepMEHTOB, UTO TpedyeT yBEIMUYEHUS [03bl IMPEnaparos,
MPUMEHSAEMbIX [JI1 3aMECTUTENIbHOM Tepanuu y MAalUeHTOB C TUIOTHPEO30M. Y JIaHHOU
KaTerOpuH MalMeHTOB HEOOXOIMM KOHTPOIb (DYHKIIMH IIUTOBHIHON KeJEe3bl I O100pa 036
MPENapaToB 3aMECTUTEIBLHOM TEPAIIHH.

Hapymenus d)VHKHI/II/I INCYCHHU

[Tepen npumenenuem npemnapara Kap6amasenus u B npouecce jJeueHust He00X0JMMO MPOBOJAUTH
uccienoBaHre (QyHKIUU MEYEHH, OCOOCHHO y MAlMEHTOB C aHAMHECTHYECKMMM JAHHBIMH O
3a00J€BaHMUAX IIEUYEHH, a TaKXKe Yy MOXKWIBIX MalUEeHTOB. B ciyuae ycyryOneHus yxke
UMEBILIUXCSA HapyLIIeHUH (YHKLIMU MEeYeHW WIM IPU Pa3BUTUU aKTMBHOTO 3a00JI€BaHUS MEYSHU
npenapat Kap6amasenuH cienyer HeMeJIeHHO OTMEHUTb.

HaDVHICHI/Iﬂ d)VHKIH/H/I IIOYCK

Hepej:[ HadaJioM JICUCHUMA IMperapaToM H NCPUOAUYCCKHU B IMPOLECCE TCPAIIMU PCKOMCEHIYCTCA
IMPOBEACHUC O6H.[CFO AHaJIN3a MOYU U ONIPCACIICHUC KOHICHTPAIUH MOYCBUHBI B KPDOBH.

M'XOJ’II/IHO6J'IOKI/IDVIOH_[3.$I AKTUBHOCTb

[Ipenapar o6mamaer ci1aboil M-XOJMHOOJIOKUPYIONMIEH aKTUBHOCTHIO, IOITOMY CIEAYeT
TIIATCIIBHO Ha6J'IIO)IaTI) ManucHTa C IMOBBIIICHHBIM BHYTPHUIIIA3HBIM JIABJICHHUEM, rnnepnnamef/i
MpeICTAaTeIbHOM Kele3bl U 3aJePKKOM MOYU MPHU OJHOBPEMEHHOM IMPUMEHEHHH YKa3aHHBIX
MpernapaToB.

Ilcuxuueckue HapVIIEHUS

[Tockonpky Ha (oHE TPUMEHEHHUS TMperapaTa BO3MOXHO OOOCTPEHHE JIATEHTHBIX MCUXUYECKHX
paccTpoicTB, ClenyeT O0ecreuuTh HAOMIOJEHHE MOKHUIBIX MAIlMEeHTOB C IIENIbI0 BBISIBICHUS
TaKOW CUMITOMATHKH, KaK CIyTAHHOCTh CO3HAHUS U TICKXOMOTOPHOE BO30YKIEHHE.

CynnumianbHOE TTOBSJICHHE MJIM HAMCPEHHS

VY nmanueHToB, MOJy4yaBIIUX IPOTUBOCYAOPOKHBIE MPENapaThl Mo psiay MOKa3aHW, OTMEYalUuCh
9
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Clydyad CYMIUIAJABHOTO  TOBEICHUS WM HaM%';ﬁﬁﬁEﬂ'%?:}pé%jﬂf: Chetaadaimsa

PaHIOMHU3UPOBAHHBIX  IUIANC00-KOHTPOJIUPYEMBIX  MCCIEIOBAaHUN  TOKa3aaud  HeOOoJbIIoe
NOBBIIICHUE  PUCKA  CYMIMAAIBHOIO  IIOBEACHUSA Yy  DAUMEHTOB,  IOJYy4YaBIINX
IIPOTUBOCYAOPOXKHBIE Npenaparsl. MexaHns3M yCcHUIeHUs CyHLIHJAIBHOIO IOBEICHMS y NaHHOU
KaTeropuy MAaIMEeHTOB He ycraHoBJeH. HeoOxoaumo TijatenbHOe HaOJIOJEHHME IalueHTa
OTHOCHUTEJIBHO CHMIITOMOB CYHWLIMJAJIBHOI'O IOBEIEHUS M HAMEPEHUM U NPUHATUE PELICHUS O
COOTBETCTBYIOLIEM JiedeHUHU. llanmeHTaM (M yXaXMBaIOMIMM 3a HUMHU JIMLAM) HEOOXOIMMO
HACTOSITEJIbHO PEKOMEHJ0BATh OOpaTUThCA 3a MOMOLIbIO K Bpauy B Cllydyae BO3HUKHOBEHMS
CUMIITOMOB CYHLIUJAJIIBHOTO TIOBEICHUS WIA HAMEPEHUH.

3HI{OKDI/IHOJIOFI/I‘IGCKI/I€ HapYIICHUA

B cBsi3u ¢ uHayknuei GepMeHTOB KapOaMaszernuH MOXKET 0cialiiaTh TepaneBTHUECKUI dddekTt
HepOpaIbHBIX KOHTPAIENTHBOB, COIEPIKAIIUX ICTPOTeHbI W/Wim mporectepoH. [lanmentkam c
COXpPaHEHHBIM PENPOAYKTHBHBIM IOTCHIHAJIOM CJIEIyeT PEKOMEHIOBAaTh HCIOJIb30BaTh
QIbTEPHATHUBHBIE METOJBI KOHTpAICNIMU BO BpeMs Tepanuu mnpernaparoMm. Coolmanoch o
BO3HMKHOBEHUH KPOBSHUCTBIX BBIJCICHUH U3 BIIATAIHIINA B IIEPHO MEXKLy MEHCTPYaLUsIMH TIPU
OJTHOBPEMEHHOM ITPUMEHEHUH TIperapara ¢ TOPMOHAIBHBIMH KOHTpAIEITHBaMH (KPOBOTEUCHHUE
«IIPOPBIBAY).

EGDCMGHHOCTI) U INAIMMECHTKH C COXPAaHCHHBIM PETIPOAYKTHUBHBIM IMTOTCHIITMAJIOM

[IpumeHenne mpemapara BO BpeMsi OEpEMEHHOCTH MOXKET OBITh CBSI3aHO C PHUCKOM JUIS TUTO/A
(cm. pasnen 4.6). [IpumeHeHue npemnapara Ipu OEpeMEHHOCTH BO3MOXKHO TOJBKO B TOM CIIydae,
€CIIM 0XKHJIaeMast M0JIb3a OIPABJIBIBAET MOTEHIINAIBHBIE PUCKH.

bepeMeHHBIX TAalMEeHTOK M TMAIMEHTOK C COXPAaHEHHBIM PENpPOIYKTHBHBIM TOTEHIIMAIOM
HEOOXO0IMMO B TIONHOH Mepe HHGOpPMUPOBAaTH O pUCKaxX Ui IUIO/A, CBSI3aHHBIX C
HOTEHIMAIBHBIM TePaTOreHHbIM (P pekToM KapbamasenuHa (cM. paszaen 4.6).

[TaneHTKaM ¢ COXpPaHEHHBIM PENPOAYKTHBHBIM IOTEHLUAIOM CJIEIyeT HCIOJIb30BaTh
HaJIe)KHBIE METOJBI KOHTPAIICTIIMU BO BpPEMs TEpallid M B TEUEHHE 2 HENENb MOoCcie MpueMa
HocyieiHel 1036l mpemapara (CM. moapasaen «HAOKPHHOJIOTHYECKHE HAPYIICHHS», a TaKkKe
paznensl 4.5 u 4.6).

OnpeaeneHue KOHICHTPAIMT KaD6aMaSCHI/IHa B IJ1a3M€ KpOBHU

XoTs B3aUMOCBSI3b MEX]y 0301 Iperapara, KOHIIEHTpale kapbamasenuHa B 1ia3mMe KpoBH,
€ro KIMHUYEeCKOW 3((PEeKTUBHOCTHIO MU NEPEHOCHMMOCTHIO BeChbMa HE3HAuMTEIbHA, TEM HeE
MEHee peryJisipHoOe OIlpeielieHne KOHIIEHTPaluu KapOamMas3enHa MOKeT ObITh 1eJ1Ieco00pa3HbIM
B CIIEAYIOIIMX CHUTYalUsAX: MPH PE3KOM IOBBIIIEHUH YaCTOThl HMPUCTYIMOB JUIS TOTO, YTOOBI
IPOBEPUTh, IPUHUMAET JIM HALMEHT INpenapar JAOJKHBIM 00pa3oM; BO BpeMsi OEpEMEHHOCTH;

Opu JIEYEHUH JeTe WIM TOAPOCTKOB; MpPHU MOAO3PEHUH Ha HapYUIEHHs BCAaChIBAaHUS
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KapbamaszenuHa; Mpy MoJA03PEHUN Ha Pa3BUTHUE TOKCI/I‘IéElII(‘_I/II;{}%a;I(Eﬁﬁ‘ -E'%H?iﬂgi'::egﬁﬁ:lﬁgl%ﬁem

NPUHUMAET HECKOJIBKO JIEKAPCTBEHHBIX CPEJICTB.

[Tanenus

Tepanust npenapaToM CONPOBOXJAAdAach aTakcueil, TOJOBOKPYKEHHEM, COMHOJIEHIUEH,
THIIOTCH3UEH, CITyTaHHOCTBIO CO3HAHMs, cepanueil (cM. pasnen 4.8), 4TO MOXKET MPHBOIUTH K
najieHusiIM W, Kak CIEACTBUE, TIepelioMaM WM JPYrdM TpaBMaMm. Y TMAIMEeHTOB C
COITYTCTBYIOIIUMH  3a00JICBaHUSIMH, COCTOSHUSIMHM, WM TOJYYAIOIMX OJHOBPEMEHHYIO
MEIMKaMEHTO3HYI0 TEpaluio IpernaparamMH, KOTOpbIe MOIYT YCYI'YOJIATh BBbILICYKa3aHHbIE
3¢ ¢exThl, cieIyeT peryiaspHO OLIEHUBaThb PUCK MaJeHUd Ha (OHe JUIMTENbHOM Tepanuu
IpernapaToM.

4.5. B3zauMmopeiicTBHe ¢ JAPYrMMH Je€KAPCTBEHHbIMU NpenapaTaMM W [pyrue BHAbI
B3aNMOJAeHCTBUSA

KapOamaszenuH He peKOMEHIyeTcs IpUMEHATh OJHOBpeMeHHO ¢ uHruouropamu MAO. Ilepen
npuMeHeHueM mnpernapara MHruOuTopel MAO 10/KHBI ObITH OTMEHEHBI KaK MUHHUMYM 3a 2
HEJIEJIH I PaHee, eCIIU T03BOJISIET KIIMHUYECKast CUTYaIHs.

[Muroxpom P4503A4 (CYP3A4) sBisercs OCHOBHBIM HM30()EPMEHTOM, O00ECIECUHBAIOIINM
oOpa3oBanmne kapOamazenuH-10,11-snokcuna (akTuBHOro Mmetabonurta). OZHOBpEMEHHOE
npuMeHeHne ¢ mpernaparoM wuHruoutopom wu3zodepmenta CYP3A4 moxer mpuBecTH K
MIOBBIIIIEHUIO KOHIICHTPAIMM KapOamasennHa B IUIa3Me KPOBH, YTO, B CBOIO OUY€pelb, MOXKET
BbI3BaTh MOOOYHBbIE peakiuu. OJHOBpEeMEHHOE IPUMEHEHHE WHAYKTOPOB H30(pepMeHTa
CYP3A4 mMoxeT mpuBeCTH K YCKOPEHHIO MeTaboju3Ma KapOamaszenmuHa, TakuM o0pa3oM, K
BO3MOYXHOMY CHM)KEHHUIO €r0 KOHIICHTPAIIMH B TUIa3Me KPOBH H, CJIEJOBATEIEHO, K BO3SMOKHOMY
YMEHBIICHUIO BBIPAKEHHOCTH TepaneBTHYecKoro ¢ ¢dekra npenapata. OTMeHa OJHOBPEMEHHO
OpUHUMaeMbIX  UHAYKTOpoB  u3opepmenta CYP3A4  moxer  CHUXKATh  CKOPOCTb
OouoTpaHcpopmanuu KapOamaszernuHa M, Kak CIeJCTBME, TNPUBOJIUTH K IOBBILICHUIO
KOHIICHTpAIllui KapOaMasenuHa B I1a3Me KPOBH.

KapbamazenuH siBiisieTcst MOIIHBIM HHIyKTOpoM u3odepmerta CYP3A4 u npyrux ¢hepMeHTHBIX
MICUYEHOYHBIX CHCTEM IEpBOM M BTOpOH (a3l MeTabosiM3Ma JIEKapCTBEHHBIX CPEACTB U IPH
OJTHOBPEMEHHOM TPUMEHEHUH C IpernaparaMi, MeTaOoIM3UPYIOUIMMUCA H30(EepMEHTOM
CYP3A4, MoxeT BBI3BIBATh WHAYKIIMIO META0OINU3Ma M CHIDKECHHE WX KOHIICHTPAIMH B TUTa3Me
KPOBH.

[Tockonbky mnpeBpamienue kapbamazenuH-10,11-smokcuna B kapOamazenun-10,11-tpancamon
IPOMCXOIUT MPH MOMOIIM MHUKPOCOMAIBHOM 3MOKCUATUAPOIIA3bl, MPUMEHEHNE KapOama3enuHa
OJTHOBPEMEHHO € MHIMOUTOpPAMU MHMKPOCOMAJIBHOW 3MOKCHAIMIPONA3bl MOXKET MPHUBOIAUTH K

MOBBINICHHIO B TIJIa3M€ KPOBH KOHIICHTparmu kapbamazenun-10,11-smokcuna.
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[Ipenapatpl, KOTOPBIE MOT'YT OBBICUTH KOHIICHTPALIHIO Méﬁ%ﬁg%l&%ﬂ/fg II;J(';'BQ: 03 )

. amanveesupyiowue U  Hecmepouomvie  NPOMUBOBOCNAIUMENbHbIE — JEKAPCMBEHHbIE
npenapamul. IEKCTPOIponokcudeH, noymnpodeH;

. npomusoonyxoiegvle cpedcmea (AHAPOTEH): TaHA30JT;

. aHmubuomuKky:  MAakpoiuowvle  (HampuUMep,  OPUTPOMUIIMH,  TPOJCAHIOMUIIUH,
JOKO3aMHUIIMH, KJIQPUTPOMUIIUH ), TUTIPO(DIOKCAIINH;

. anmuodenpeccanmsl.; BO3MOXKHO, JI€3UNPaMUH, (IIyOKCETHH, (IyBOKCaMUH, He(a3oJl0H,
MapOKCETHH, TPA30/I0H, BHJIOKCA3HH;

. npomugosnUIenmudecKue cpedcmed . CTUPUIICHTON, BUTa0aTpyH;

. npomugocpubKosvie  cpedcmea: TIPOW3BOAHBIE a30j7a (HampuMmep, HUTPAKOHA30IM,
KETOKOHA30JI, (IYKOHA30JI, BOPUKOHA30J). AJBTCpPHATUBHBIC aHTUKOHBYJIHCAHTBI MOTYT OBITH

PCKOMCHAOBAHBI MMALIUCHTAM, IMOJIYYAOIIIUM BOPUKOHA30JI UJIN UTPAKOHA30JI;

. oroxamopwl eucmamunoswvix H2-peyenmopos: noparaaus, TepheHaIuH,

. aHmuncuxomuiecxkue cpeocmea (Heupoienmuxu); oJlaH3armH;

. npomugomybepKyie3nvle cCpeoCmaa’ N30HNA3ZN,

. npomueo8uUpycHole cpedcmsed: MHruOUTOpsI nporeazsl BUY (Hanpumep, puToHaBUp);

. NpOMUBO2IAYKOMHbIE CPeOCm8a (UH2UOUMOopbl KapOoan2uopassl). aueTa3onaMuI;

. 2UnomeH3ugHvie  npenapamsl  (OIOKAMOPbL  MEONEHHbIX — KATbYUEBbIX  KAHAN08):

BEparnamMuJl, THITHA3EM;
. NPOMUBOA36EHHbIE  CPEOCMBA  (UHSUOUMOPbLL ~ NPOMOHHOU — NOMNbL,  OIOKAMOpbl

eucmamunosvix H2-peyenmopog): omenpazoi, BO3MOKHO, [IMMETUINH,

. Muopenaxkcanmol. OKCUOYTUHUH, JaHTPOJICH;
. anmuazpezanmuule cpeocmea . TAKIONUANH;
. opyaue JeKapcmeeHHvle Ccpeocmea U NpoOyKmvl HumaHus. TPeHnpyTOBBIA COK,

HUKOTHHAMH/JI (TOJIBKO B BBICOKHMX J1032X ).

[TockonpKy TOBBINICHHE KOHIIEHTpAIMU KapOaMa3enmuHa B TUIa3Me€ KPOBH MOXKET NMPUBECTU K
BO3HUKHOBEeHMIO HP (Hampumep, K TOJOBOKPYKEHHIO, COHJIMBOCTH, aTAKCHH, TATIIIOTINH), B 3THX
CUTyallUsX CIIeyeT KOPPEeKTUPOBAaTh JI03y TMpenapara W/WIH PEryJsipHO OIpPEAemsaTh
KOHIIEHTpAIMIO KapOama3enuHa B Mjaa3Me KPOBH.

[TpemapaTsl, KOTOpBIE MOTYT TIOBBICHTH KOHIIEHTpanuioo kapOamazenuna-10,11-3mokcuma B
mjga3Me KpOBW: JIOKCANMH, KBETHANWH, NPUMHJIOH, TMporaduj, BaJdblIpoeBas KHUCIIOTA,
BAJTHOKTAMM/I U BAJILIIPOMMUI.

[TockonbKy MOBBINIEHUE KOHIIEHTpaluu kapOamasenuH-10,11-smokcraa B mia3mMe KpOBH MOKET
MIPUBECTH K BOSHUKHOBEHUIO TOOOYHBIX PEaKIMi (Hampumep, K TOJOBOKPYKEHHUIO, COHJIMBOCTH,

aTaKkCuM, AMIUIONHH), B ATHUX CUTYalUsSIX CJeIyeT KOPPUTHPOBAaTh 03y Ipenapara HW/WUiu
12
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PEryJIIpHO OMPENENIATh KOHLEHTPALUIO Kapoam 3enHH-15IEIiZM%-£%H§§T\|E IK]IO_'BH 03)

HDCHaDaTBI, KOTOPBIC MOTYT CHMXXAaTh KOHICHTPAIIUuIO KaD6aMa3€HI/IHa B 1J1a3M€ KPpOBH:

. npomugosnuienmudeckue  cpeocmea:  (enbamar, ME3yKCHMHJ, OKCKapOasenuH,
dbenobapbutan, ¢eHcykcuMul, (HEeHUTOMH (BO H30€kKaHWE HWHTOKCHUKAIMK (EHUTOMHOM |
BO3HUKHOBEHHUSI CyOTEpaneBTHUECKUX KOHIEHTpalMid KapOamas3ernuHa pPEeKOMEHIOBaHHAs
TTa3MEeHHasl KOHIIEHTpanus (EHUTOWHA JOJDKHA ObITh He Oosee 13 MKr/mit 10 moOaBieHUsT K
Tepanuu KapbamazenwHa) W (HOCHEHUTOWMH, TMPUMUAOH U, XOTSA JIAaHHBIE YACTUIHO

IIPOTHUBOPCYUBLI, BOBMOXXKHO, TAK)KE KJIOHA3ECIHaM,

. npoOMuUBOONyxoegvle cpedcmed: MACTUIATHH WIN JTOKCOPYOUIIHH;

. npomugomybepkyiesHvle cpeocmaa.; pupamMIuInH;

. bponxoounamupyowue cpedcmea: TeoOUILTNH, aMAHO(DUIUINH;

. cpedcmaeo 0l ledeHust yepesoll Colnu (PemuHoudwvl): N30TPETUHOUH;

. opyeue NeKapCcmeeHHble CPeOCmea U NpooyKmvl NUMAHUsL: PACTUTEIIBHBIC MPEIaparhl,

coiep KaIe 38epo0oii MPOABIPSBICHHBIH.
[Ipy oAHOBPEMEHHOM NPHUMEHEHUH C BbIIICYKAa3aHHBIMU IpenaparaMd MOKET MOTpeOOBaThCs
KOPPEKIHs 03I KapOamMa3enuHa.

Bausnue KaD6aMaSCHI/IHa Ha KOHICHTPAIMWIO B IIJ1a3MC KPOBH IIPCIiaparoB, NPHUMCHACMBIX B

Ka4€CTBEC OJIHOBDGMGHHOI\/'I TCpanumn

[Ipr omHOBpEMEHHOM NMPUMEHEHUH ¢ KapOaMa3emuHOM BO3MOXKHO CHIDKEHHE KOHIICHTPAIUU B
IUIa3Me€ KpOBM, YMEHBIIEHHWE WM JaXe I[IOJHOE NpeKpallleHHe JeHCTBUS HEKOTOPBIX
IpenapaToB, B CBA3M C 4YeM CJIEeAyeT YYMUThIBaTh HEOOXOAMMOCTh KOPPEKIHH 03Bl
HIDKEYKa3aHHBIX IIPENapaToB B COOTBETCTBUH C KIIMHUYECKIMHU PEKOMEH IAIMSIMH:

. ananveesupyiowue U Hecmepououvle  NPOMUEOSBOCHAIUMENbHbIE — NPENnapamol.
OynpeHopduH, MeTajoH, MapaneTaMos (AIUTEIbHOE NpPUMEHEHHWe KapOamaszenuHa U
napareramosa (aneTaMMHO(pEHa) MOXKET MPUBECTU K PA3BUTHUIO IENaTOTOKCHUECKUX 3(h(HEKTOB),
¢dbeHa3oH, TpamMaao;

. AHMUOUOMUKYU 2PYNNbl MempayuKkIuHa: TOKCUIKINH, pudadyTuH;

. AHMUKOA2YNAHMYL. AHTUKOATYJASHTBl Ul TEepOpaibHOTO TPUMEHEHHUs (Hampumep,
BapdapuH, (QEHIpPOKyMOH, JAWKyMapoid U alleHOKyMapoJs, pHBapokcabaH, gaburarpas,
anukcabaH, 37JokcabaH);

. anmuoenpeccanmol: OYIPOIHOH, IUTAIONpaM, MHAHCEpUH, He(a30J0H, CEPTPAJIHH,

TPa3odO0H, TPUHHUKIINYCCKHUC aHTUACHIPCCCAHTHI (I/IMI/IHpaMI/IH, AMUTPUIITUWINH, HOPTPUIITHUIIUH,

KJIOMUIIPAMUH);
. NPOMUBOPEOMHbIE CPEOCMBA. ATIPETINTAHT;
. npomusodINUIenmuiecKue cpedcmaea. KiobaszaM, KiIoHa3enaMm, 3TOCyKCuMus, demdamar,

13
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JAMOTPUJDKUH, JCIIUKapOa3enuH, OKCKapOaBemuH, 'ﬂfﬂém—lﬁn%ﬁimi%@&dﬁﬁ,'i T%OQI:I./I%%}\/IaT,

BaJbIIPOEBAsl KHUCJIOTa, 30HU3aMUJ. Bo wu30ekaHWe MHTOKCUKAIWK (PECHUTOMHOM U
BO3HUKHOBEHHUS CYOTEpanmeBTUYECKMX KOHIICHTpAIMii KapOama3enuHa peKOMEHIOBaHHAas
MJIa3MEHHAs. KOHIICHTpauusl (peHUTOMHA JTOJDKHA ObITh He Oosee 13 MKr/mi no m00aBiIeHHS K
Tepanuu KapOamaszenuHa. MIMEIOTCs COOOIIEHHs O TOM, 4TO Ha (OHE mpuema KapOamasenuHa
KOHIIEHTpaIusi Me()EHUTOMHA B TUIa3ME KPOBU MOJKET MOBBIMIATHCS (B PEIKHUX CITydasx);

. npomugocpubKogvle  cpedcmed:  UTPAKOHA30J], BOPHKOHA30J,  albTePHATHBHBIC

AHTUKOHBYJIbCAHTBI MOI'YT OBITh PEKOMCHAOBAHEI MMallMCHTaM, I10JIyJarollluM BOPHKOHA30J WA

UTPaKOHA30J;

. anmueenbMuHmHole cpedcmaea . IPa3uKBaHTEN, AIOCH 13011,

. npomueoonyxonesvie  Cpeocmeda. uMaTuHuoO,  mukinopochamua,  TanaTHHUO,
TEMCHUPOJIUMYC;

. aHnmuncuxomuyeckue  cpedcmea  (Heupoienmuixu):  KIO3alUH,  TaJONEpPUAON,

6pOMHepI/IIlOJI, OJIaH3aIlluH, KBETUAIIMH, PUCIICPUAOH, 3UIIPACHUIOH, APUITUITIPA30JI, TAJTUIICPUIOH,

. NPOMuUBOBUPYCHble cpedcmea: WHTUOUTOpHI mpoTea3sl BUY (MHIWHABHp, PUTOHABHP,
CaKBUHABHD);

. AHKCUOIUMUYEeCKUe cpedcmaa. alrpa3oiiaM, MUIa30J1aM;

. OpoHxoOuLamupyrouue cpeocmea. TeoPUITIH;

. KOHmMpayenmugHvie cpedcmsed: TOPMOHAJIBHBIE KOHTPAIENTHUBHI (HEOOXOIUM 1Moa00p

JIbTEPHATUBHBIX METOOB KOHTPALICTIIIUH);
. npenapamul 0/ JledeHus 3a001e8aHull CepoeuHO-coCyOUcmol cucmemvl. OIOKATOPHI
MEJICHHBIX KaJbIIMEBBIX KaHAJIOB TPYIIBl JUTHIPONHPUANHOB ((HETOAUIINH), CHMBACTATHH,

aTOpBACTATHH, JIOBACTATHH, [IEPUBACTATHH, UBAOPaINH;

. cepoeunbie 2IUKO3UObL. TATOKCHH;

. 2NIIOKOKOPMUKOCMepouosbl . TIPETHU30JI0H, JEKCAMETa30H;

. cpeocmea Ol leyeHust dpeKmunbHou ouc@yHrkyuu. Taganapu;

. UMMYHOOenpeccusHvle cpedcmea. TUKIOCIIOPHH, IBEPOITUMYC, TAKPOIMMYC, CHPOIIUMYC;
. cpedcmaa 0l iederust 3a001e6aHUL WUMOBUOHOU Jcele3bl. TIEBOTUPOKCHH;

. opyaue JnekapcmeeHHvle cpeocmea U NpooyKmuvl NumaHusA. TpenapaTsl, COAepKallue

ACTPOTEHbI H/UIIN IPOr€CTEPOH.

KOM6I/IH3HI/II/I, KOTOPHBIC CIACAYET IPUHNUMATh BO BHUMAHHUEC

HpI/I OIHOBPCMCHHOM IMPUMCHCHHUU Kap6aMaSCHI/IHa C JICBCTHPALCTAMOM B OTACJIBHBIX CIIydasaX
OTMCHAJIOCH YCUIICHHUE TOKCUYCCKOTI'O JeHCTBUS Kap6aMaSCHI/IHa.
N3BecTHBI COO6H.[CHI/I$I 00 YCUJIICHUH TCIIAaTOTOKCUYHOCTH, BBI3BAHHOM HU30HHA3UJI0M, B TEX

CIIy4asiX, KOTJja OH IPUMEHSJICS OJJHOBPEMEHHO ¢ KapOaMa3emuHOM.
14
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KoMOuHMpOBaHHOE TpHMEHEHHE KapOaMasenyHa u d@ﬁ%&lﬁ%‘—nﬁeﬁ%ﬁéﬁnﬂa 03 Urdionce

KapOaMazenuHa U HEUPOJIENTHIECKUX CPEACTB (Talonepuaoia, THOPUAa3NHA) MOKET MPUBECTH
K TOBBIIICHUIO YaCTOTHl HEXENATEeJIbHBIX HEBPOJOIMUYECKHX pEeaKkuuid (B cilydae MOCIEIHEN
KOMOMHAIMK — JJa)Ke IPU TepaneBTUYECKHX KOHLIEHTPaLUAX JEHCTBYIOIMX BELIECTB B IUIa3Me
KpPOBH).

OnHOBpeMEHHOE NpHUMEHEHHEe KapOaMa3zenuHa ¢ HEKOTOPBIMH JUYPETUYECKHMHU CpPEACTBAMHU
(ruppoxyiopoTuazuaoM,  (GypoceMHIOM)  MOXKET  NPUBOAWUTH K  THUIOHATPHUEMHH,
COIIPOBOKIAIOIIEICS] KIMHUYECKUMHU ITPOSIBICHUAMHU.

KapOama3zenuH MoxeT NposIBIIATh aHTAarOHU3M JEHCTBHIO HEACTIOISPU3YIOIIUX MUOPEIAKCAHTOB
(HampuMep, maHKypoHHs: Opomun). B ciydyae npuMeHeHns Takod KOMOWHAIIMY JIGKAPCTBEHHBIX
CPEACTB MOXET BOSHUKHYTH HEOOXOJIMMOCTh B TIOBBIIICHUN 103l YKa3aHHBIX MHOPEIIAKCAHTOB;
clleflyeT TIATeIbHO HaOM0aTh MalMeHTa, TaK Kak BO3MOXKHO Oosiee OBICTpOE, YeM 0KHJAJIOCh,
npeKpalleHne JeicTBUs MUOPEIaKCAHTOB.

Coo0manoch 0 BOSHMKHOBEHHH KpPOBSIHHCTBIX BBIACICHHN W3 BJarajiMiia B TEPUOJ MEXKIY
MEHCTpYallsIMA [P OJHOBPEMEHHOM MpPHMEHEHHH TIIpermapara ¢ T'OpPMOHAJIbHBIMHU
KOHTpallenTUBaMu  (KpoBOTE€UeHUE «ImpopbiBay). [Ipemapar wmoxer cHuxath 3ddexr
TFOPMOHAJIBHBIX KOHTPALENTUBOB BCIIEACTBUE MHIYKIIMA MUKPOCOMAJIbHBIX ()EPMEHTOB.
Kapbamazenun, Tak e, Kak ¥ Jpyrde IICUXOTPOIHBIE CpEACTBA, MOXET CHWXXATh
NEPEHOCUMOCTh aJIKOTOJIsl. B CBSI3W € ITHM pPEKOMEHIYeTCsl OTKa3aThCsl OT YIMOTpeOJIeHHUs
QJIKOT OJIA.

OnHOBpeMeHHOE IpUMEHEeHne KapOamMa3enHa U NPSIMbIX aHTUKOATYJISIHTOB JUIsl IpUEMa BHYTPb
(Hanpumep, puBapokcabaH, gaburarpaH, anukcadaH, 3/J0KcabaH) MOXKET MPUBECTU K CHUKEHUIO
KOHIICHTPAllMH TEPOPATBHOTO AHTHKOATYIISIHTA MPSIMOTO JEHCTBHS B IUIa3Me€ KpPOBH, YTO
IOPUBOJUT K PUCKY pa3BUTUs TpoMOo3a. TakuM oOpa3om, pu HEOOXOUMOCTH OJHOBPEMEHHOTO
OPUMEHEHHs YKa3aHHBIX IpernapaTroB CIeAyeT NpOsBIATH HACTOPOKEHHOCTb B OTHOLIEHHUHU
MPU3HAKOB M CUMIITOMOB TpOMOO03a.

BausHue Ha cepoIOTHUSCKHUE NCCICIOBAHNS

KapOamazenuH MOXeT NPUBECTH K JIOXKHOIMOJIOKUTEIILHOMY —PE3yJIbTaTy OIpe/esIeHUs
KOHIIEHTPALUH NeppeHa3nHa MET0I0M BHICOKO3(PPEKTUBHOI KUAKOCTHOIN Xpomarorpaduu.
Kapb6amazenun u 10,11-3nokcua kap6amazenuHa MOTYT MPHUBECTH K JIOKHOIOJIOKHUTEILHOMY
pe3ynbTaTy OINpeieNieHUuss KOHIEHTPAlUuu TPUIUKINYECKOr0 aHTHIENpPEecCaHTa METOA0M
HOJISIPU3ALMOHHOTO (DIYyOPECIIEHTHOIO UMMYHOAHATU3A.

4.6. ®epTHIBHOCTD, 0€PEeMEHHOCTD M JIAKTALMSA

bepemeHHOCTD

Pestome puckos
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Kap6amazenuH OBICTPO MPOHHMKAET Yepe3 T'eM: Tonnauégl'%i;ﬁl%i]g%%éﬂzg I:d?k'l:répyitﬂlm{é‘fbﬂ B

BBICOKMX KOHIICHTPALMSAX B TKAHSIX IUI0/Ia, OCOOCHHO B IEYEHU U MTOYKAX.

JleTn manMEHTOK C DSOWIENCHEH dYalle JIpYrux MpeIpacloioKeHbl K BO3HUKHOBEHHUIO
HapyIICHUN pa3BUTHs, B TOM 4YHCIE BpPOXKIEHHBIX MOPOKOB. HecMOTps Ha HEZOCTAaTOYHOCTh
yOeIUTENbHBIX TaHHBIX KOHTPOJIMPYEMBIX MCCIEAOBAHUN O HAIMYMKM MPUYHMHHO-CIIEICTBEHHOM
CBSI3U JIaHHBIX HApyUICHWH C MOHOTEpanueil kapbdama3zenuHoM y MaTtepH, Ha (JOHEe PUMEHEHUS
npernapara 3aperucTpUpOBaHBl COOOIIEHHS O CIIydasX BpPOXKICHHBIX 3a00JE€BaHUN U IOPOKOB
pa3BUTHs, BKIIIOYas He3apallcHHe IyKeK MO03BOHKOB (Spina bifida) u apyrue BpokacHHBIC
aHOMAJMU: Je(PEeKThl Pa3BUTUS YEPEIHO-JHUIEBBIX CTPYKTYpP, CEPACUHO-COCYIUCTON U IPYrUX
CHCTEM OPraHOB, TUIIOCTIAIHH.

[To manneiM CeBepoaMEepHKAHCKOTO pErucTpa OepeMEeHHOCTEH, YacToTa TpyObIX IOPOKOB
pa3BUTHSA, OTHOCALIMXCA K CTPYKTYPHBIM aHOMaJHsM, TpeOYIOIIUM XUPYPTUUYECKOM,
MEAMKAMEHTO3HON MIIM KOCMETHYECKONH KOPPEKIUH, JUAarHOCTUPOBAHHBIX B TeueHHe 12 Henenb
nocie poxaeHus, coctaBmsuia 3,0 % y wmarepeil, NpUHUMABIUIUX B TEPBOM TPUMECTpE
kapOama3enuH B KauecTBe MoHoTeparnuu, u 1,1 % y marepeil, He MPUHUMABIINX KaKHe-THOO
MPOTUBOSUIIEITHUECKHUE TTPETapaThl.

Knunuyecroe 3nauenue

Jleuenne mnpenapatom KapbGamazenuH y O€peMEHHBIX JKEHIIMH C JIUJIENCHEH TOJIKHO
OCYIIECTBIISITHCS C 0CO00I OCTOPOKHOCTHIO.

[Tpu HeoOXoAMMOCTH NpPHMEHEHHs MpenapaTa y OepeMEeHHbIX, a TaKKe B TOM cilydae, ecilu
OepeMEHHOCTh TMarHOCTUPOBaHa BO BpeMsl IPUMEHEHUs NpenapaTa WK MalueHTKa IUIaHupyeT
OEepEeMEHHOCTb, CIIeyeT TIIATEIbHO OLEHUTHh COOTHOIICHHE OXHIAeMOH MOJIB3bI M BO3MOXKHOTO
pHrcKa, 0COOEHHO B IIEPBOM TPUMECTPE OEPEMEHHOCTH.

[Ipu  nmoctaToyHOM  KIMHUYECKOM A(PGEKTUBHOCTH y MAIMEHTOK C  COXPaHEHHBIM
PenpoayKTUBHBIM MOTEHLIMANOM npenapaT Kapbamazenus ciieayeT NpuMEeHSTh B MOHOTEpAIInH,
TaK KaK 9acTOTa Pa3BUTHS BPOXKJICHHBIX aHOMAJIHHA TUI0/Ia IPY MMPHUMEHEHHH KOMOMHHPOBAHHOW
POTHBOATHIICTITUYECKON Teparuy BHIIIE, YeM TPU MOHOTEpANuu JaHHBIMU Tpenapatamu. B
3aBHCUMOCTH OT IPENaparoB, BXOAIIUX B COCTaB KOMOWHUPOBAHHOM Tepanmuu, pUCK pa3BUTHS
BPOXKJICHHBIX TIOPOKOB MOXET MOBBIIIATHCS, 0COOEHHO MpH T00ABIECHUH K TEPAalU BAJIbIIPOATa.
[Ipenmapar KapOamazenun cieayeT NOpPUMEHATh B MHUHUMaIbHOM >(QexkTuBHON m03e.
PekomennyeTcss peryssipHbI KOHTPOJIb KOHIIEHTPALMM JEHCTBYIOLIETO BEHIECTBA B ILIa3Me
kpoBu. Ilpu »>¢ddekTuBHOM NPOTUBOCYIOPOKHOM KOHTpoJie y OepeMeHHOW ciexyer
NOJ/ICP)KUBAaTh ~ MUHHMAJbHYIO  KOHIIGHTpallMI0  KapOamasenuHa B IJJa3Me  KPOBH
(TepameBTHUecKui auama3oH 4—12 MKI/Mil), TOCKOJBKY CYIIECTBYIOT COOOIIEHUS O

BO3MOXXHOCTH J10303aBUCHMOCTH PHUCKa Pa3BUTHUSI BPOXKIACHHBIX MOPOKOB (HampuMep, 4acToTa
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pa3BUTHS MOPOKOB PA3BUTUSI MPU MPUMEHEHHH 103bI MEH%&Z@@&#EE@W&H&M&' laem

Opu TpUMEHEHHH Oosee BBICOKMX [03). llanmmeHTKH [0IKHBI ObITh WH(GOPMHUPOBAHBI O
BO3MOXXHOCTH YBEJMUYEHHsS] PHCKAa BO3HMKHOBEHHSI MOPOKOB pa3BUTUS U O HEOOXOAMMOCTHU
IPOBE/ICHUS, B CBSA3H C 3TUM aHTEHATAJIbHOM IMarHOCTUKH.

Bo Bpems OepemeHHOCTH He cleayeT NpepbiBaTh APPEKTUBHOE MPOTHBOIIMICHTUYECKOE
JIeYCHHE, TOCKOJIBKY MPOTPECCHpOBAaHME 3a00JE€BaHUSI MOXKET OKa3bIBaTh OTPHIATEIBHOE
BJIMSIHAE Ha MaTh U Ha IJIO.

Konmponv u npogunaxmuxa

M3BecTHO, 4YTO BO BpeMs OEPEeMEHHOCTH pa3BUBaeTcs AePUUUT (PONUEBOM KHCIOTHI
Coo00manoch 0 TOM, YTO MPOTHBOSMMICHTHYECKHE CPEJCTBA YCHIIMBAIOT ATOT NEPUIHT. ITO
MOYET CIIOCOOCTBOBATh YBEIMYECHHUIO YAaCTOTHI BPOXKACHHBIX JE(PEKTOB Y NETEH, POMKIAIOIINXCS
y KEHUIMH, IPUHUMAIOLIMX MTPOTUBOSNMIENTUYECKHE CpeAcTBa. B CBA3M C BbILIECKa3aHHBIM 10
U BO BpeMsi OEpEMEHHOCTH PEKOMEHIyeTCsl TOTIOJIHUTENbHBIN NpueM (HoJIMeBON KUCIOTHI.

C nenpio Mpo(MIAKTUKKA TOBBIIICHHOH KPOBOTOYMBOCTH y HOBOPOXKACHHBIX JKCHIIMHAM B
NOoCJIeTHUE Helenn OepeMEHHOCTH, a TaKkKe y HOBOPOXKICHHBIX PEKOMEHIYETCSl NMPHUMEHSTh
BUTaMMH Ki.

Hoeopooicoennvie

OnucaHo HECKOJBKO CIy4aeB OHMIJIENTHYECKHX TPHUCTYIIOB W/WIM YTHETEHUS JbIXaHUS Yy
HOBOPOXKJICHHBIX, MaTepH KOTOPHIX NPUHUMAIU TpenapaT OJHOBPEMEHHO C JIPYTUMHU
IPOTUBOCYIOPOXKHBIMU cpeAcTBaMu. KpoMme Toro, coo0Ianoch Takke O HECKONbKHX CIydasx
PBOTBI, JMAper W/UIM TUHOTPOGHUH Y HOBOPOXKJIEHHBIX, MAaT€pPH KOTOPBIX MOITydYalH IMpernapar.
Bo3MOXHO, OSTH peakuuu MPEICTABISAIOT COOOW TMPOSBICHHUS CHHAPOMAa OTMEHBI Y
HOBOPOXK/ICHHBIX.

Hoxnunuueckue oanmvie

[To 0600IIEHHBIM JTaHHBIM PA3JIMYHBIX JOKIMHUYECKUX HCCIIEAOBAHUM Ha JKUBOTHBIX (MBIIIH,
KPBICBI, KPOJIHMKH) TP MPUMEHEHWH B J103aX, COOTBETCTBYIONINX MPUMEHIEMBIM Y UYEIOBEKa,
kapOamazenuH o0JiafjaeT HU3KHM TEPATOTEHHBIM IOTEHIIMAIIOM WM He 00JaJaeT TaKOBBIM
BoBce. OnHAKO JaHHBIX JOKIMHUYECKUX HCCIICOBAaHUN OKa3aloCch HEAOCTATOYHO s
UCKJIIOUEHHs] TepaToreHHoro sddexra kapbamaszenuHa. B wuccnenoBaHuM pernpoayKTUBHOU
TOKCHYHOCTH TP TPUMEHEHWHW TIperapara y KOPMSIIMX KpeIC B 103€¢ 192 Mr/Kr B CyTKH
OTMEYEHO 3aMeJIeHHE TPUOaBKH MACChI Tella Y TTOTOMCTBA.

Jlakranus

KapOamaszenuH npoHHKaeT B TPYAHOE MOJIOKO, TJI€ €ro KOHIEHTpauus coctasiser 25-60 % ot
KOHIIEHTPALlMH B IJIa3Me KPOBH. B CBsA3M C BbIlIECKa3aHHBIM NIPH HEOOXOIUMOCTH ITPUMEHEHHUS

mpenapata B HEPUOJ TPYIHOTO BCKAapMIIMBAaHUS CIIEyeT TIIATEIbHO OLEHUTh COOTHOIIECHHE
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0’KHUJJaeMOM TOJIb3bl €CTECTBEHHOI'O BCKaPMIIMBAHUS U sodnfontroto %ﬁg%%%ﬁ%hm

addekroB mpenapata. HeoOxomumo HaOMIONaTh HOBOPOXKICHHBIX, TMOTYYAOIIMX TPYIHOE
MOJIOKO, C IENbI0 KaK MOXHO Oojiee paHHEH NMarHOCTUKH MOOOYHBIX 3(dexToB (Hampumep,
BBIPQKEHHOW COHJIMBOCTH, JUICPIHMYECKHX KOXHBIX pPEaKiuii). Y HOBOPOXKICHHBIX, KOTOpBIC
NoJydanu KapOaMa3enmuH aHTCHATAIbHO WJIM C TPYIJHBIM MOJIOKOM, OITMCAHbl CIy4au
XOJIECTATHUECKOTO TEMaTHTa, B CBA3M C YeM CleAyeT HaONMoJaTh TaKMX HOBOPOXKACHHBIX C
HEeNbI0 Kak MOXKHO Oojiee paHHEW JUMAarHOCTUKKA MOOOYHBIX A(PQPEKTOB €O CTOPOHBI
rernaToOMINapHO CUCTEMBI.

DepTUILHOCTE

[TatmeHTKaM ¢ COXpPaHEHHBIM PENPOAYKTHBHBIM IOTEHIIMAJIIOM CIIEAYeT HCIOIb30BaTh
HAJIC)KHBIE METOJbl KOHTpAICTIIMK BO BpPEeMs TEPallMd M B TEUYEHUE 2 HENENb MOocje MpHeMa
NOCJICTHEH J103bI mperapara. B cBsA3M ¢ WHAYKIUEH QEepMEHTOB KapOama3enuH MOXKET
0ca0MsITh TepaneBTHUECKUH A((HEKT mepopabHBIX KOHTPAICTITUBOB, COJIEPIKAIIUX ICTPOTCHBI
u/wim nporectepoH. I[lanMeHTkaM ¢ COXpaHEHHBIM PENPOAYKTUBHBIM IOTEHIIMAJIOM CIIEIyeT
PEKOMEHIOBAaTh HMCIOJIB30BATh ANBTEPHATUBHBIC METOABI KOHTPAICTIUH BO BpPEMsS TEparuu
IperapaToM.

3aperucTpupoBaHbl OYEHb PEJIKHE COOOIICHHUS O CHIKEHUM MYKCKOW (DepTHUIBHOCTH W/MIU
HapyIIECHUH CIIepMaToTeHe3a.

4.7. BausiHMe HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpPeACTBAMU U PadoTaTh C
MeXaHUu3MaMH

CriocobHOCTh manueHTa, NpuHHMaromero mnpemnapar KapGamaszenuH, K ObICTpOH peakiuu,
0CcOOEHHO B Hayvaje Teparuy Wik B MEPHO 000pa 03bl, MOKET OBITh HapyIIeHa BCIIEACTBUE
KaKk caMoro 3a0ojeBaHusi (HampuMmep, CyJIOpor), TaKk M IOOOYHBIX SIBICHUH, TaKUX Kak
TOJIOBOKPY)KEHHUE, COHJIMBOCTb, aTaKCHUs, AMIIONUS, HAPYIIEHHE aKKOMOJALMU U HapylleHHe
3penus. [lanumeHty cregyer coOnogaTh OCTOPOXHOCTh HpPU  YIPABIEHUH TPaHCHOPTHBIMU
CpeICTBaMHU M MEXaHU3MaMH.

4.8. HexkesaTeibHbIe peaKkiuu

OmnpeneneHnple BUAbI HexkenarenbHeix peakuuit (HP), wanpumep, co croponsr L[HC
(roJIOBOKpYKEHHUE, TOJ0BHAs 0O0Jb, aTaKCHsl, COHJIMBOCTb, YyBCTBO YCTaJOCTH, AUIUIONUSI), CO
CTOPOHBI THUIIEBAPUTEIHHON CHCTEMBI (TOIIHOTA, PBOTA), a TAK)KE ajUIEPTUYECKHe KOXKHBIC
PEaKIMK BCTPEYAIOTCSI OYCHb YaCTO WJIM YacTO, OCOOCHHO B Hayalle JICUCHUS TperapaToM, MpH
OPUMEHEHUH Ype3MEpHO BBICOKOH IepBOHAYaJIbHOM /03Bl Mpernapara WM TMpU JIEYEHUH
MOXKWJIBIX MallEeHTOB.

Jo303aBucumbie HP 00bI9HO paspematoTcs B TEUCHUE HECKOIBKUX JTHEH, KaK CIIOHTAHHO, TaK U

MOCJIE BPEMEHHOTO CHIDKCHHS J03bI npenaparta. Pazputre moOouHbIX peakiuii co ctoporsl [THC
18



COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 28.02.2022 N° 4245

MOKET OBITh CJIEJACTBUEM OTHOCUTEIIbHOM pezxosn@gl:(;r-l %ﬂ&%ﬁaﬁgﬂﬁﬂ/f: SHaR b HEIX

KOJICOAHWH KOHILIEHTPAIMK JICHCTBYIOIIErO BEIIeCTBA B IUIa3Me€ KpPOBH. B Takux ciydasx
PEKOMEH/IyeTCsl KOHTPOJIMPOBATh KOHIIEHTPALMIO ACHWCTBYIOMIETO BEIIECTBA B IUIa3ME KpPOBH.
HexenarenbHple JnekapctBeHHble peakuuu (HJIP) crpynnupoBaHel B COOTBETCTBUHM  C
kiaaccupukanueir opranoB u cucreM opranoB MedDRA, B mpenmenax Kaxmoil TIpyIIIbI
NEPEYHCIICHBI B TIOPSIKE YMEHBIICHHUSI YaCTOTHl BCTPEYaeMOCTH. B mpepenax Kaxmoil Tpymnsl
gacToThl BcTpeyaemocty HJIP yka3aHsl B mOpsaKe yMEHbIICHUS UX 3HAYUMOCTH.

[Tpu onenke yacToThl BeTpeyaeMocTu pasnuuHbix HJIP ncnonb3oBaHbl crnenyroniye rpajanuu:
o4eHb yacTo — > 1/10, wacro — > 1/100 — < 1/10, mewacto — > 1/1000 — < 1/100, penko — > 1/10
000 — < 1/1000, ouenp penko — < 1/10 000, B TOM YuCIIEC U OTJCIBHBIE COOOIICHHUS.

Hapywenus ncuxuku: peAKO — TaJUTIONMHAIMK (3pUTENbHBIC WM CIYXOBBIC), JEIMpPeccus,
arpeccusi, OECIIOKOMCTBO, @XKWUTalMsl, CIIyTaHHOCTb CO3HAaHHUS; OYEHb PEAKO — aKTUBALMs
IICUX03a.

Hapywenus co cmopomnvi Hepenoti cucmemvl. OY€Hb YacTO — aTaKCHs, TOJIOBOKPYXEHHE,
COMHOJICHIIUS; YacTO — JUIUIONUS, TOJIOBHAsE OO0JIb; HEUAaCTO — aHOMAJIbHBIE HETPOU3BOJIBHBIC
JBYDKEHUS (HampuMep, TPEeMop, «IOpXAIOLUi» TpeMop (ACTEpUKCHUC), MbIIIEUHAs TUCTOHUS,
TUK), HHMCTarMm; peAKo — JUCKUHE3Ms, IJ1a30[BUraTelIbHble HapyIIEHUs, HapyUIeHUs pedu
(Hampumep, OU3apTpus, HEBHATHAs peuyb), XOpPEoaTeTo3, Iepudepuyeckas HeHponaTus,
rapecre3us, Imape3; OYEHb PEAKO — 3J0KAYECTBEHHBIA HEWPOJENTUUECKUH CUHIPOM,
aCeNnTUYEeCKUH MEHUHIUT C MUOKJIOHYCOM U Nepudepruieckoil 203uHOpUIneH, TUCTeB3HUs.
Hapywenus co cmoponsl Kodcu u nOOKOJCHbIX MKaHel: 04eHb 4acTO — KpaluBHUIA, KOTOpas
MOYKET OBITh TSIKEIIOH, AIJIEPrHYECKUI JepMaTHT; HEYacTO — IKCPOIHMATUBHBINA AIEPMATUT; PEIKO
— CHCTEMHasi KpacHasi BOJTYaHKa, KOXKHBIN 3y1I; O4eHb peako — cuHapoM CtuBeHca — J[oHCOHA
(B HEKOTOPBIX CTpaHax A3uH KIacCU(UIMPOBAH KaK «PEKO»), TOKCUUECKHHA SMUAepMaTIbHBIN
Hekponu3 (cuHapom Jlaitemnna), peakumu ¢doroceHCMOMNIM3aluy, MHOrO(GpOpMHas 3pUTEMA,
y3JI0BaTas dpUTEMa, HapyIICHUS MUTMEHTAINN KOXKH, IypIypa, akHe, TUIEPTHIPO3, aJloTeIus,
THPCYTH3M.

Hapywenusa co cmoponvl kpogu u aum@amuueckou cucmemvl. OYeHb YacCTO — JICHKONEHUS;
4acTO — TPOMOOIIMTONEHHUS, O3MHOPHUIUSA; PEIKO — JIEHKOUMTO3, JUMQaaeHONaTHs; OYeHb
pPEIKO — arpaHyJIOIMTO3, arjlacTU4ecKas aHeMHs, MAHIMTOIICHUS, UCTUHHAS dPUTPOIUTAPHAS
aruia3vs, aHeMUsl, MErajo0JIaCTHAsE aHEMHUSI, PETHUKYJIOLUTO3, TEMOJIIMTHYECKAs aHEMUSI.

Bo Bpems mpuema mpenapaTa MOXKET Pa3BUTBCS arpaHyJIOIMTO3 U amjacTU4ecKas aHEeMMs.
OpHako, B CBSI3U C TeM, YTO ATH COCTOSHHMS BO3HHMKAIOT OYEHb PEIKO, TPYAHO [1aTh
KOJINYECTBEHHYIO OLIEHKY PHUCKA UX BOSHUKHOBEHHM. VI3BECTHO, 4TO CyMMapHBIN PUCK pa3BUTHUS

arpaHyJIoOlMTO3a B OOIIECH MOIMyJSIIIUU, HE TOJydaBIIel JeUeHus, cocTaBisieT 4,7 ciydaeB Ha 1
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MJIH HaceJIeHUs B IoJl, a alulacTudeckoi anemuy — 2,0 cﬁ%f}ﬂg‘ﬂﬁgﬁgﬁh b s Fofe U2

Hapywenus co cmoponvl nuweeapumenbHou cucmemysl: O4€Hb 4acTO — TOIIHOTA, pBOTA; YaCTO —
CYXOCTh BO PTy; HEYacCTO — JAMapes, 3arop; penKko — O0Jb B )KUBOTE; OYEHb PEIKO — TJIOCCHUT,
CTOMAaTHUT, [TAHKPEATUT.

Hapywenuss co cmopousbt neveHu u Jicenyesvl8oOAwux nymeui. PeaKO — TenaTUT
XOJIECTATUUECKOT0, IapEeHXMMATO3HOro (TENaToLE/UIIOJISIPHOT0) WM CMEIIAHHOIO THIIA,
JECTPYKLUSI BHYTPUIIEYEHOUYHBIX JKEIYHBIX IPOTOKOB C YMEHBIIEHHUEM HUX YHCIA, KEJITYXa;
OYEHb PEJKO — IEUEHOYHAs! HEA0CTaTOYHOCTh, IPAHYJIEMATO3HOE MOPAKEHUE TICUCHH.
Hapywenus co cmoponvl ummynHou cucmemsol. peIKO — MOJIMOPraHHAs TUIIEPYYBCTBUTEIBHOCTh
3aMEJICHHOTO TUTIA C JIMXOPAIKOH, KOKHBIMHU BBICHIITAHUSMH, BACKYJIUTOM, JTUMQaIeHOMaTHEH,
NCEBAOTUMGPOMON, apTpalTHel, JeHKONeHUeH, 303MHO(MINEH, TrenaToCIUICHOMEralued u
M3MEHEHHBIMH TOKa3aTelsIMu (DYHKUIUU MEeYeHU U ACCTPYKIMEH BHYTPUIICUEHOUYHBIX KEITYHBIX
MPOTOKOB C YMEHbBIIEHHEM WX 4YHclia (yKa3aHHbIE MPOSBICHHUS BCTPEUYAIOTCS B PA3IUYHBIX
KOMOMHAIMAX). MoOryr Takke BOBJIEKAaTbCA JAPYrMe OpraHbl (HalpuMep, JIETKHE, ITOYKH,
NOJ/DKETYAOYHAsT JKeJe3a, MHOKAapA, TOJICTas KHUIKa); OYeHb pPEIKO — aHaWIaKTHYecKas
peaxius, aHrHOHEBPOTHUECKUN OTEK, TUIIOraMMario0yInHeMusl.

[Ipy BO3HUKHOBEHHMH YKa3aHHBIX BBILIE PEAKIUI MMOBBIIEHHON YyBCTBUTEIBHOCTH IPUMEHEHUE
npernapara J0JIKHO OBbITh TPEKPALIEHO.

Hapywenus co cmoponvl cepoya: peako — HapyllleHue BHyTPUCEPACYHON IPOBOAUMOCTH; OYEHb
pelKO — apuUTMMsI, aTPUOBEHTPUKYJISpHas 0JIoKaga ¢ 0OMOPOKOM, OpaauKkapausi, XpoOHUYecKas
cepieyHast HeZIOCTaTOYHOCTh, 00OCTPEHHE UIIIEeMUYECKOl 00JIe3HU cepaLa.

Hapywenus co cmopomnsi cocyoos.: peko — aprepualibHas THIEPTEH3Us WM TUIOTEH3Us; OYEHb
peaKo — IUPKYJIATOPHBIM  KoJamc, TpomOoduiedut, TpomOosmMOOus  (Hampumep,
TPOMO03MOOIIHS JIETOUHON apTepUn).

Hapywenus co cmopoHvl 2HOOKPUHHOU CcUCmeMbl: YacTO — OTEKH, 3aJep>KKa >KHUIKOCTH,
YBEJIMYEHUE MacChl Tejla, TUIIOHATPUEMHUS U CHIKEHHE OCMOJISIPHOCTH KpPOBHU BCIIEJICTBUE
a¢pdexTa, cXOIHOrO C AEUCTBUEM AHTHUAMYPETUYECKOTO TOPMOHA, YTO B PEIKHUX CIIydasx
OPUBOAUT K BOJHOM HMHTOKCHKAIMM (TUIIOHATPUEMHMH pa3BEICHMS), CONPOBOXKIAIOIIEHCS
JeTaprueif, pBoToi, roJI0BHOW 00JIbIO, 1e30pUeHTaleil 1 HEBPOJIOTHUECKUMHU HapYIICHUSIMH;
OUYEHb PEJIKO — raJlakTopesi, TMHEKOMACTHS.

Hapywenus co cmoponsi obmena eewjecmeé u numanus: peako — nepuuuTt GoanueBoil KUCIOTHI,
CHIDKEHHE alleTHTa; OYeHb PEeJKO — ocTpas nopupus (0cTpasi MHTEPMUTTUPYIOIIAs Mophupus
U cMelIanHas nopgupus), Heoctpas nopdupust (MO31HASA KOKHAast nophupus).

Hapywenuss co cmopoubi novek u  MO4e8bl@OOSAWUX  nymeli. O4Y€Hb  PEIKo —

TyOyJIOMHTEPCTUIIHANIBHBIN HePUT, MOYeuHass HEJOCTaTOYHOCTh, HapylleHue (PyHKUIHUU MOYeK
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(Hampumep, anbOyMUHYpHUS, TeMaTypusi, OJUTYpus, nd&%ﬁeﬁ%@%@ﬁ‘&%%ﬂﬁﬂr Mowktiriter B

KpPOBH/ a30TeMHs ), 3aJACPKKA MOYH, YIAIIEHHOEC MOYCHCITYCKAHHE.

Hapywenus co cmopoHvl noio6vlx opearnos u MOJI0YHOU dHcele3bl: OU€Hb PEJIKO — PACCTPOICTBO
nmoyioBoM (PyHKITMK/ SpeKTWIIbHAS JUCPYHKIMSA, HAPYIICHHE CliepMaTroreHe3a (yMEHBIIECHUE
KOJIMYECTBA CIIEPMATO30HIOB U UX TOJIBH)KHOCTH ).

Hapywenus co cmoponst opeana 3peHus; 4acTo — HapyIIeHUE aKKOMOJAIUH (B T. Y. HEYETKOCTh
3pEHHUs1); OYEHBb PEIKO — TOMYTHEHHE XPYCTaIuKa, KOHbIOHKTHUBHUT.

Hapywenus co cmopomnwst opeana ciayxa u aabupunmuvie HAapyuieHus. OYEHb PEIKO —
paccTpoicTBa CiiyXa, B T. 4. IyM B yIIaX, TUIIEPAKy3Usl, TUIIOAKY3HUs, U3MEHEHHUS BOCTIPUSITHI
BBICOTHI 3BYKa.

Hapywenus co cmoponul ckenemno-mululeyHol u coeOUHUmMenbHOU MKAHU. PEAKO — MBITIICUHAS
c1a00CTh; OYEHBb PENIKO — HapyIIeHHEe KOCTHOIO MEeTa0oIu3Ma (CHUKEHHUE COIEepKaHUS KallbIus
u 25-ruaApoKCH-XoJIeKaTbIK(eposia B [1asMe KpOBH, MIPUBOJISIIICE K
OCTEOMAJISAIIHH/OCTEONIOPO3Y), APTPAIITHS, MHAIITHS U MBIIICYHBIN CTIa3M.

Hapywenus co cmoponvl ovixamenvhol cucmemvl, opeanos epyoHOU KIemKU U CPeOOCmeHUsL:
OUEHb PEIKO — peakIHH TUNEPUYyBCTBUTEIBHOCTH, XapaKTEPU3YIOIIMECS JUXOPAJIKOH,
OJBIIIKOM, THEBMOHUTOM HMJIM ITHEBMOHUEMH.

Obwue paccmpoiicmeéa U HapyuwleHus 6 mecme 66edeHus; OYEeHb YacTO — TMOBBIIMICHHAS
YTOMIIIEMOCTb.

Jlabopamopuvie u uncmpymenmanvuvie OaHHble. OYEHb YacTO — TIOBBIINICHHWE aKTHUBHOCTH
ramMma-riryrammiITpaicdepasbl (BCIeACTBUE UHAYKIWN MEUYEHOUYHBIX (PEPMEHTOB), YTO OOBIYHO
HE MMEET KJIMHUYECKOTO 3HAUYEHHUsSI; 4acTO — TOBBINICHHE AKTUBHOCTU MIENOYHOM (ocdarassl
KpOBU;, HEYACTO — TIOBBIINICHHE AKTHBHOCTH TpaHCAaMWHA3, OYEHb pPEIKO — TIOBBIIICHUE
BHYTPUTJIA3HOTO JaBJICHUS, TMOBBINICHUE KOHIICHTPAI[MM XOJIECTEPUHA, BKIIIOYAsh XOJECTEPUH
JUTIONPOTEUIOB BBICOKOM TIIOTHOCTH M TPUTIIMIEPHUIOB, U3MEHEHUs Toka3aTenel (QyHKIuu
INIUTOBUIHONW JKEJIe3bl — CHWIKEHHWE KOHIEHTpaluu L-TupokcuHa (CBOOOTHON W CBSI3AHHOU
Gpakuu) ¥ TPUAOATHPOHHWHA, IIOBBIIICHWE KOHIIEHTPAIIMA THPEOTPOITHOTO TOPMOHA, YTO
OOBIYHO HE COMPOBOXKIACTCS KIMHHUYECKUMHU TPOSIBJICHHUSIMH, TOBBIIICEHHE KOHIIEHTPAIUU
MPOJAKTHHA B KPOBHU.

Heoicenamenvhvie sisnenus, vlasnieHHvle 8 NOCMPEUCMPAYUOHHOM nepuoode (coobujeHus ovliu
NONYYEHbl U3 NONYIAYUU  HEeONpeOdeleHH020  pasmepa, 6CledCmeue 4Yeeo  4acmomy
ecmpedaemMocmu onpeoenums HeB03MONCHO, KYACTNOMA HeU38eCHA)

Unghexyuonnvie u napasumapnvie 3a601e6anus: peaKTUBAIUS BUpPYca MPOCTOTO repreca 6 THma.
Hapywenus co cmoponvl xposu u aumpamuueckou cucmemvi: HEAOCTATOYHOCTh KOCTHOTO

Mo3ra.
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Tpaemvl, uHmoKcuxayuu U OCLONCHEHU Mda mnyﬂ;zuii)?t?'%élfe;l%i-‘@é%ﬂi@@ = gll:ﬁ;'c%heﬁ,

TOJIOBOKPYKEHUEM, COMHOJIEHLMEH, apTEPUAIbHOM TUIIOTEH3UEH, CIYTAaHHOCTBK) CO3HAHMS,
ce/aluei, BbI3BaHHBIMU [TPUEMOM IIperapara).

Hapywenus co cmoponwl nHepsHoti cucmemsl: cefalns, HapylLeHNUe MaMATH.

Hapywenus co cmopoHnbl siceny00uHo-KuuieuHo2o mpaxkma.: KOIurT.

Hapywenua co cmoponvl uMMyHHOU cucmemvl. JEKApPCTBEHHAs CHIb C 203WHO(UIMEH U
cucteMHbIMU niposiBiieHusiMU (DRESS-cunpom).

Hapywenus co cmoponbl Kodcu U NOOKOJCHLIX MmMKaHel: OCTPBbId T'eHEepalIU30BaHHbII
9K3aHTEMATO3HbIN MyCTYJIE3, TUXCHOUIHBIN KepaTo3, OHUXOMAE3NUC.

Hapywenus co cmoponvl ckenemno-mulidedol U cOeOUHUmMeNbHOU MKAHU. TIEPEIIOM KOCTEH.

Jlabopamopnvie u uncmpymenmanvHvle OanHvle: CHUKEHUE TNIOTHOCTH KOCTHOM TKaHH.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxHo coo0mare O MOAO3PEBAEMBIX HEXKEIATEIbHBIX PEAKLUUAX IOCIE PETUCTPaLUU
JIEKApCTBEHHOTO Tperapara ¢ HelIbl0 00eCTIeYeHNsT HeTPEPHIBHOIO MOHUTOPUHTA COOTHOIICHHS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOI'O Ipenapara. MenuIuHCKUM paOOTHUKAM pPEKOMEH]yeTCs
cooluaTe O JIIOOBIX MOJO3PEBACMbIX HEKENATENbHBIX PEaKIMIX JICKapCTBEHHOI'O Ipernapara
YCpe3 HALIMOHAJIBHBIC CUCTEMBI COO6HIGHI/I$I 0 HCXKCJIATCIBHBIX PCAKIUAX IOCyAapCTB — YJICHOB
EBpazuiickoro 3KOHOMHYECKOTr0 COI03a.

Poccuiickas Penepannsa

®denepanbHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (PocsnpaBuaazop)
Anpec: 109012, r. MockBa, CraBsiHCKasl TIIOIIA1b, 10M 4, cTp. 1
Tenedon: +7 800 550-99-03

DnexkTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caitt B MH(OPMaLIMOHHO-TEIEKOMMYHUKAMOHHON ceTn «HTEpHET»:!

https://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMITOMBI

[Tepeno3upoBka nposiBisieTcsi 00braHO cumnToMamu co ctoporsl LIHC, cepaeuno-cocynuctoi u
JBIXATENbHOM CHCTEM, a TaKKe SIBICHUSIMH, YKa3aHHBIMU B pazjene 4.8.

[Tpu nmepeno3upoBKe BO3MOKHBI HUKEYKa3aHHbIE CUMITOMBI H JKaTOO0bI.

Llenmpanvnasa nepenas cucmema: yraerenue Gynaknuii [IHC; Hapymenue co3HaHus,
N€30pUEHTAIUS, COHJIMBOCTh, QXHWTAIUs, TaJUTIOLMHAIMU, KOMa; 3aTyMaHHBaHHE 3pPEHUS,

HEBHSTHAs pedYb, MU3APTPUS, HUCTArM, aTaKCHs, NUCKUHE3Ms, Trureppediexcus (B Hauaie),
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runopeduiekcus (1o3ke); CyI0pOord, MICUXOMOTOPHBIC ﬁ&'&@%&'ﬁ%%%, Fﬁ‘ri%‘r'ép'ﬂm;{,

MUJIpHa3.
Hvixamenvuas cucmema: yrHETCHHE JbIXaHUS, OTEK JIETKHX.

Cepoeuno-cocyoucmas cucmema: TaXUKapaus, apTepUaibHas TUNOTEH3US WIH B OTIEIBHBIX
Cllydasix apTepuaibHas TUIIEPTEH3Us, HAPYIICHUS MMPOBOJAUMOCTH C PACHIMPEHHEM KOMILIEKCA
QRS; ocTanoBka cepaia 1 00MOpPOK, BEI3BAHHBIM OCTAHOBKOM CepIIia.

Tuwesapumenvuas cucmema: pBOTA, 33JCPKKa Iaccaka NHIMM M3 JKEIyAKa, CHUKEHUE
MOTOPHUKH TOJICTOW KUIIKH.

Mouesvioenumenvhas cucmema: 3aepKKa MOUYH, OJIUTYPUS WIA aHYPHS;, 3aJICPHKKa JKUIKOCTH;
BOJHAS  WHTOKCHKAmus  (THIOHAaTpUeMHsS  pa3BeleHusi), oOycioBieHHas  d(dexTom
kKapOama3enuHa, CXOIHBIM C JIEMCTBUEM aHTHANYPETHUECKOTO TOPMOHA.

Ckenemno-mvluleunas cucmema: CYIECTBYIOT COOOUICHHS O pabIOMHOJIM3E, CBSI3aHHOM C
NpUMEHEHHEM KapOama3ernuHa.

Uszmenenus co cmoponvl 1aOOpamopHuIX noxazamenell: TUIOHATPUEMHS, BO3MOXKEH
METa0OJIMYECKUI anua03, BO3MOXKHA THUIEPIIIMKEMUS, IMOBBIIICHHE AKTHMBHOCTH MBIIICYHON
bpakuuu KpeaTHHPOCHOKUHA3HI.

Jleuenue

Criermuduueckuii aHTHIOT OTCYTCTBYeT. [lepBOHAYaIbHO JIeUEHHE JIOJDKHO OCHOBBIBATHCS Ha
KJIMHAYECKOM COCTOSHMM TAalMeHTa; IMoKa3aHa rocrnurtanu3anus. [IpoBomuTcst ompeneneHne
KOHILIEHTpAaMK KapOamas3enuHa B IUIa3Me€ KPOBU JUIS TOATBEPXKACHHS OTPABICHUS OSTHM
CPEICTBOM U OLIEHKU CTETIEHU Nepe103UPOBKH.

OcymiecTBisieTcs dBaKyalnus COAEPKUMOTO JKENy/AKa, MPOMBIBAHUE KENMyJKa, MPUMEHEHHE
AKTUBUPOBAHHOTO yriisd. [1o3MHSS 9BaKyanus JKEITyJOYHOTO COJEPKHUMOTO MOXKET MPHBECTH K
OTCPOYEHHOMY BCACBHIBAaHUIO U MOBTOPHOMY IOSIBJIEHUIO CUMITOMOB MHTOKCHKAIlUU B TEPUOJ
BbI3/1I0pOBiIeHUS. [IpuMeHsieTcss cMMNTOMaTHYecKoe MOJIEPKUBAIOIIEe JICUeHUE B OTIENICHUH
WHTCHCUBHOW Tepamuy, MOHUTOPHpOBaHWE (YHKIMA cepama, TIIaTedbHas KOPPEKIUs
HapYIIECHU BOJHO-JIEKTPOIMTHOTO OaslaHca.

Pexkomennyercss mpoBeeHHEe reMOCOpPOLMU Ha YroibHBIX copOeHTax. ['eMonumanus sBiseTcs
3 PEKTUBHBIM METO/0M JIEUeHHUs MPH Nepeo3upoBKe KapOaMasenuHa. Bo3MoXHO TOBTOpHOE
yCUJIEHUE CUMIITOMOB IEPEI03UPOBKU Ha 2-i1 u 3-i JIeHb Ioclie ee Hayalla, 4YTo 0OYCIIOBJIEHO

3aMCJICHHBIM BCaChIBAHHEM Kap6aMasenI/1Ha.

5. DPAPMAKOJIOTMYECKUE CBOVMCTBA
5.1. @apmakoanHaMUuYecKHe CBOICTBA

dapmakoTeparneBTHUECKas TPyIIa: MPOTUBOIMMICHTHYECKOE CPEACTBO.
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Kox ATX: NO3AFOL. (MOCNEOCBATENEHOCTL 0003)

JleiicTByromee BeUIecTBO KapOamasenuH sBIISIETCS MPOU3BOAHBIM auben3asenuHa. Hapsmy c
NPOTHBOAMIICITUYECKUM, TIpenapaT o0JagaeT TakkKe HEHPOTPONHBIM W ICHXOTPOIHBIM
JIICEUCTBUEM.

Mexanusm JeiicTBus KapOamasenuHa K HACTOALIEMY BpPEMEHHM OOBSICHEH JIMILIb YaCTHYHO.
KapOamazenun crabunmsupyer MeMOpaHbl NEepeBO30YKICHHBIX HEHPOHOB, MOJABIAET
cepuiiHble pa3psiibl HEHPOHOB M CHUXKAET CHHANTHYECKYI0 TNiepefady BO30YKIAIOMIUX
UMIYJIbCOB. BepoATHO, OCHOBHBIM MEXaHM3MOM JieficTBUA KapOamazenuHa sBISETCA
IPEJOTBPALIEHUE IIOBTOPHOI'O BO3HMKHOBEHHMS B JICNOJIAPU30BAHHBIX HEHWpOHAX HaTpHii-
3aBHCUMBIX TIOTCHIMAIOB MACWCTBUS 3a CYET OJIOKaAbl OTKPBITHIX IOTEHIHAT-3aBUCHUMBIX
HATPUEBBIX KaHAJIOB.

[Ipy npumMeHeHUM B MOHOTEpANMU y NAIMEHTOB C SMMIIENCHEN (B OCOOEHHOCTH y AeTedl u
HOJPOCTKOB)  OBIJIO  OTMEUEHO  IICUXOTPONHOE  JeicTBUE  Ipemapara,  BKIIIOYaBILee
MOJIOKUTEIIPHOE BIMSHUE HAa CHMIOTOMBI TPEBOTHM M JCTPECCHH, a TaKKE CHIKCHHE
pa3apaXUTENBHOCTH U arpeCCUBHOCTU. B OTHOIIEHWM BIMSHUS Mpenapara Ha KOTHUTHBHBIE U
IICUXOMOTOpPHbIE ()YHKLIUU HET OJHO3HAYHBIX JIAHHBIX: B OJHUX HMCCJIEIOBAHUAX ObUI MOKa3aH
JBOSKMM MJIM HeratuBHbIH 3((dekT, KOTOpbI 3aBHCeN OT J03bl Ipernapara, B JAPYrHX
UCCIIEIOBAaHHSIX OBLIO BBISBICHO TOJOKHUTEIBHOE BIHMSIHAE TIperapaTa B OTHOIICHUHA BHUMAHUS
U TTAMSITH.

Kak netipomponnoe cpedcmeo npenapat 3¢p(heKTUBEH NPH psifie HEBPOJIOTUYECKUX 3a00JIeBaHUI.
Hanpumep, npu wuauonaTMyeckod M BTOPUYHON HEBpAITMM TPOMHUYHOIO HEpBa OH
IpeIyNpexIaeT MOSBICHUE MTAPOKCU3MAIBHBIX OOJIEBBIX PUCTYIIOB.

[Ipu curApoMe anKOroJbHOW AaOCTUHEHIIMM TIpenapar TMOBBIIIAET TOPOT  CYAOPOKHOU
TOTOBHOCTH, KOTOPBIM MPH JaHHOM COCTOSHUM OOBIYHO CHUXKEH, M YMEHbIIAET BbIPAXKEHHOCTh
KJIMHUYECKHX TPOSIBICHUM CHHJIpPOMa, TaKUX KakK IIOBBIIIEHHAas BO30yIUMOCTh, TPEMOp,
HapYIICHHS TOXOJIKH.

VY manueHToB ¢ HecaxapHbBIM JHa0eTOM MpernapaT yMEHbIIAeT IUYPe3 U UyBCTBO JKaXKIBL.

Kak ncuxomponnoe cpeocmeo mpenapar >pdextuBeH npu ap@eKTUBHBIX paccTpoiicTBax, a
UMEHHO MpPH JIEYEHUH OCTPBIX MAaHUAKAJIbHBIX COCTOSHUH, MPH MOJIECPKUBAIOIIEM JICUEHUHU
OunonspHbIX ahPeKTUBHBIX (MaHMAKAIBHO-IETIPECCUBHBIX) PACCTPOMCTB (KaKk B MOHOTEpAIuH,
TaK M B COUYETAHUU C HEUPOJIECTITUIECKUMHU CPEJICTBAMHU, aHTHICTIPECCAHTaMH WIIH TpenapaTamMu
JUTHUA), TIPH MPUCTYTAX IMU30aPPEKTUBHOIO MCUX03a, IPU MaHUAKAJIBHBIX MPUCTYIAX, TJI€ OH
OpUMEHSeTC B KOMOMHAIMU C HEWpOJEeNTUKAMH, a TakKe MPU MaHHAKaJIbHO-IECTPECCUBHOM

IICHUXO03€ C 6I)ICTpBIMI/I OUKJIaMMU.
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XOTsl yMeHbILIEHUE BBIJCICHUS TiyTramaTa K CTa6HﬁH§%ﬁy;L1E%§6iJa%gbH%gﬁ'd%: {rder

OOBSICHATh ~ MPOTUBOSMIICHTHUECKUN  APQEKT, CIOCOOHOCTh  mpemnapaTa  MOIABISATh
MaHHMAKaJbHBIC TPOSBICHUS MOXXET OBbITh OOyCIOBIIEHa YrHETEHHEM oOMeHa aodamMHHA U
HOpaJipeHaJINHa.

5.2. ®apMakoKHHeTHYeCKHe CBOiicTBA

AbcopOrus

[Tocne mnpuema BHYTpb KapOaMa3emuH BCACBIBACTCS TIOYTH IOJHOCTBIO, MpH IpHUEME
TabJeTUPOBaHHOW (OpMBI  BCAaChIBAHUE IPOUCXOAUT OTHOCHUTENIBHO MezuieHHo. Ilocie
OJlTHOKpaTHOro npuema Tabnerku KapOGamaszenuHa cpeiHss MakCUMallbHash KOHIIGHTpaLus B
wia3Me (Cmax) JocTuraercs uepes 12 u.

[lpu nmpumeHneHun 000K JeKapCcTBEHHON (opmbl mpemapara KapbamasenuH npueM NULIHA
CYIIECTBEHHO HE BIUSET HAa CKOPOCTb U CTENIEHb BCAChIBAHUS KapOaMa3enHHa.

PaBHOBecHast KOHLIEHTpalus KapOama3enuHa B IUIa3Me€ KPOBU JOCTUTaercs B TeueHue 1-2
Henenb. Bpems ee JOCTMKEHHMS WHAWBHIYAIBHO M 3aBUCHUT OT CTENCHHW ayTOMHIYKIIUU
(epMEHTHBIX CHCTEM TMeueHH KapOaMa3enmmHOM, T€TePOMHIYKIMH JAPYTHMMH, OJHOBPEMEHHO
IPUMEHSEMbIMH JIEKAPCTBEHHBIMU CPEACTBAMH, a TAK)KE OT COCTOSHHUS MNAlMEHTa J0 Hayaia
Tepanmuy, J03bl IIpernapara M AJIUTEIbHOCTH JiedeHusd. HalGuronaroTcest cyliecTBEHHbIE
MEKUHANBHTyaTbHbIC PA3IMUUsl PABHOBECHOW KOHIIEHTPAIMY B TEPANICBTHUECKOM JHaIla30He: Y
OOJIBIIMHCTBA NAIMEHTOB ATH 3Ha4Y€HUs KoieOmtoTes oT 4 1o 12 mxr/mi (17-50 Mxkmouns/i).

BI/IOTDaHC(bODMaHI/IH

KapOamazenun metabonusupyercs B nedeHu. OCHOBHBIM IyTeM OHOTpaHC(hOpMaluu sBISETCS
AMOKCUJIMONBHBIN IyTh, B PE3yJIbTaTe 4Yero oO0pa3yroTcs OCHOBHbIE Metabomuthl: 10,11-
TPAHCAUOJIOBOE IPOU3BOJHOE M €ro KOHBIOraT C INIIOKYPOHOBOM KHCIOTOW. IIpeBpamienue
kapOamaszenun-10,11-snokcuga B kapGamaszenus-10,11-tpancavon B opraHu3me 4eloOBeKa
HIPOMCXOIUT MPHU MOMOIIM MUKPOCOMAIIBHOTO (hepMEHTa SMOKCUATUAPOIIA3HI.

Conepxanne kapbamazennn-10,11-snmokcnna (akTuBHOTO MeTabonuTa) coctapisier okoio 30 %
OT KOHIEHTpalMM KapOamazermnHa B 11asMe KpoBU. OCHOBHBIM  H30(epMEHTOM,
obecneunBaromuM OuoTpanchopmanuo KapbamazennHa B KapOamazenuH-10,11-smokcun,

spisiercs nuToxpom P4503A4. B pesynbraTe 3TUX MEeTab0OJIMYECKUX Peakluil 00pazyeTcs TaKkxe

HE3HAYUTEIbHOE KOJIMYECTBO JIpyroro MeTaboauTa — 9-runpoxcu-metii-10-
KapOaMoWIaKpHuaaHa.
Hpyrue BaxkHble MmyTH MeTaOonu3Ma KapOamaszenuHa — oOpa3oBaHUE IO BO3ACHCTBHEM

uzopepmenta UGT2B7 pasnuyHbIX MOHOTMJIPOKCHIIMPOBAHHBIX IMPOU3BOAHBIX, a Takxke N-
TIIIOKYPOHU/IOB.

Pacnopenenenue
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Ces3piBanre KapbaMasenuHa ¢ OeJKaMu IUIa3NIbl KpOBbﬂ&é&%%’Fﬁa—E{é‘:%ckgﬁtféﬂlf!p:dul/m

HEM3MEHEHHOr0 KapOaMa3enuHa B CHUHHOMO3TOBOM JKHUJKOCTH M CIIOHE IMPOIOPIHOHAIBHA
JI0Jie  JICHCTBYIOLIETO BEIIECTBA, HE CBS3aHHOTO ¢ Oenmkamu Twiazmbl kpou (20-30 %).
Konnenrpanus kapbamasenuHa B rpyAHOM MOJOKe coctaBisieT 25-60 % oT KOHIIEHTpaIuu ero
B IUIa3Me€ KPOBHU.

KapOama3zenuH npoHUKaeT yepe3 reMaTorIalleHTapHbIi O0apbep. YUUThIBas MOJIHOE BCAChIBAHUE
KapOamazenuHa, KaKymuics o0bem pacnpenenenus cocrasiser 0,8—1,9 n/kr.

OJIMMHUHALNS

[lepuon mosyBBIBEEHUS HEUM3MEHEHHOro KapOamasenuHa Iocjie OJHOKPATHOIoO IpueMa
IpernapaTta BHYTPb COCTABIISIET B CPEHEM OKOJIO 36 4, a Mocje NOBTOPHBIX IPUEMOB Ipernapara
— B cperHeM 16—24 4 B 3aBUCUMOCTU OT JUIMTEIBHOCTHU JIEUEHHUs (BCIIECIACTBUE ayTOMHAYKLIHU
MOHOOKCHUT'€Ha3HOM cucrteMbl mnedyeHH). [lokazaHo, YTO y MAlMEHTOB, MPUHUMAIOIIUX
OJIHOBPEMEHHO JpyrHe MnpenapaTsl, HHAyLHUpYoLe GepMeHThI IeueHu (Hanpumep, GeHUTOHH,
(denobapOuTa), IEpro/I MOTYBBIBEICHUS KapOaMa3ernmrHa COCTaBIseT B cpeaHeM 9—10 .

[Ipu mpueme BHYTpH KapOamasenuH-10,11-smokcupa cpenHuil MEpUOa €ro IOTYBBIBEICHHS
COCTaBJIIET IPUMEPHO 6 YaCOB.

[Tocne onHokpaTHOTO Mpuema BHYTph 400 Mr kapbamazenuHa 72 % MpPUHATON 103bI BEIBOJIUTCS
noukamu u 28 % — uepe3 kumeyHUK. Okoso 2 % NpUHATON J03bl BBIBOJUTCS MOYKaMH B BHJIE
HEM3MEHEHHOro kapOamaszenuHa, okosio 1 % — B Buae apmakonorunyecku akruHoro 10,11-
smokcuaHoro merabonura. Ilocne ogHokpatHOro mnpuema BHYTph 30 % kapOamaszenuHa
BBIBOJIUTCS] IOYKaMHU B BUJIE KOHEUHBIX MPOAYKTOB MOKCUIAMOIBHOIO ITyTH METaboI13Ma.

Oco0ble TPVIIILI TAIMEHTOB

Hemu u noopocmxu

VY nereit, BcienctBue Ooiiee OBICTPOro BBIBEACHUS KapOamaszenuHa, MOXET MOTpeOOBaThC
npuMeHeHHne 0osiee BBICOKHMX J03 Ipernapara W3 pacdyera Ha KI' MacChl Tejla MO CPABHEHHIO CO
B3POCIIBIMH.

Tooicunvie nayuenmel (6 6o3pacme 65 n1em u cmapuie)

Her naHHBIX, CBUAETENBCTBYIOUIMX, 4TO (PapMakOKMHETHKA KapOamas3elnuHa H3MEHSeTCS Yy
HaNMEHTOB MOXKIIIOTO BO3pacTa (TI0 CPAaBHEHHIO CO B3POCIBIMH JIMIIAMH MOJIOIOTO BO3PAcTa).
Ilayuenmvi ¢ napyuweHuem GyHKyuy nouex uiu neyeHu

JlanHbIX 0 (papMakOKMHETHKEe KapOaMa3zenuHa y MalMeHTOB C HapyUIeHUAMHU (QYHKIUHU MOYEK

HJIU TICYCHHU N0 HACTOAIICTO BpECMCHU HEC UMCCTCH.

6. PAPMAIIEBTUUECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIECTB
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[enmron03a MUKPOKpUCTAITHYECKAS

Harpus kpockapmesiosa

IToBunon

Kpaxman kaprodenbHbiit

[Tommacop6at 80 (TBuH 80)

Kpemuust nuokcua KoJIOUIHbBIN (a3pOCuit)

Maruus creapat

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs)

3 rona.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPH XPAHEHU U

XpaHuTth 1pu Temneparype He Boie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

I[To 10, 15, 20 wmm 30 T1abneTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 IUIEHKU
MOJIMBUHUJIXJIOPUTHOM M (POJIBIY ATFOMUHHUEBOM ITEYaTHOM JIAKUPOBAHHOM.

ITo 1, 2, 3, 4, 5 KOHTYPHBIX SYEMKOBBIX YIAKOBOK BMECTE€ C MHCTPYKLHUEW MO NPUMEHEHUIO B
MavyKy U3 KapTOHA.

6.6 OcoOble Mepbl NPEeIOCTOPOKHOCTH NPH  YHUYTOKEHUHM  HCIOJIb30BAHHOIO
JICKAPCTBEHHOI0  MNpenapara WJIM OTX0A0B, IOJYYEHHBIX I0CJe TNpPUMEHEHHus
JIEKAPCTBEHHOI'0 Mpenapara u JApyrue MaHUMyJISIUM C PenapaToM

Her oco0bix TpeOoBaHUM K yTHIM3ALUH.

7. AEPXKATEJIb PETUCTPAIIMUOHHOI'O YAOCTOBEPEHUSA
Poccus
AO «AJINYM»
MocxkoBckas 001., r. Cepryxos, . O6onenck, Tep. Kapran A, 1. 2.
Tenedon: +7 (495) 646-28-68.
E-mail: info@binnopharmgroup.ru
7.1. IlpeacraBuTe/Ib AepKATENS PETUCTPALMOHHOIO YA0CTOBEPECHUS
[IpeTen3un moTpedbuTenel HarpaBisATh MO aJAPeCy:
Poccus
AO «AJINYM»
MockoBckas 001., r. Cepriyxos, . O6oneHck, Tep. Kapran A, 1. 2.
Tenedon: +7 (495) 646-28-68.
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8. HOMEP PETUCTPALIUOHHOI'O YAOCTOBEPEHUSA

JIIT-Ne(000606)-(PI'-RU)

9. IATA NMEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJEHUS PETHCTPAIIMU,
IHNEPEPETUCTPALINN)

Hara nepsoii peructpanuu: 02.03.2022

10. JATA IEPECMOTPA TEKCTA

OO0miass  xapakTepucTHKa JIeKapCTBEHHOTro mpemapara KapOamazenuH JocTynmHa  Ha
uH(pOpMallMOHHOM TmopTane EBpa3uiickoro SKOHOMHYECKOTO cO03a B HMH(OPMAIOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/.
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