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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFOTIPERAPATA 1701

1. HAMUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Kap6amazenun, 200 mr, TabieTku.

2.  KAYECTBEHHBIA 1 KOJITMYECTBEHHBIA COCTAB

JleiicTByromee BEelecTBO: KapOamMas3ernuH.

Kax it Tabnerka conepxkut 200 Mr kapbamasenuHa.

[TonHbIi IepedeHb BCIIOMOTraTeNbHBIX BEUIECTB MPUBEICH B pasaene 6.1

3. JIEKAPCTBEHHAS ®OPMA

TabneTku.

TabneTkn Oenoro WM OENoro C KEJITOBAThIM OTTEHKOM I[BETa, IUIOCKOIMIMHIPUYECKUE C
(dackoii, ¢ pUCKOI Ha OJTHON CTOPOHE M MAPKUPOBKOU «R» nim 6€3 Hee — Ha JPYTOM.

4.  KIMHHUYECKHUE JAHHBIE

4.1. IlokazaHus K NPUMEHEHHUIO

Kapbamazenun moka3aH K NPUMEHEHHIO Yy B3pOCIBIX M JeTei crapuie 4 JIeT B KadecTBe
MPOTUBOAUIIENTHYECKOT0, HEHPOTPOIMHOTO U IMCUXOTPOITHOTO CPEACTBA MPU TAKUX COCTOSHUSX,
KaK:

o ONUETNCHs: CII0KHBIE UM MPOCThIE MaplHalbHbIe SIUICNTUYECKUE PUCTYIIHI (C oTepeit
nian 0e3 MOTepH CO3HAHUS) C BTOPUYHOM TEeHepainu3aluell mwin 0e3 Hee;, TeHepan30BaHHBIC
TOHHKO-KIIOHMYECKHE DJMIJICNTHYSCKHE TPUCTYMBl; CMEMIAHHbIE (OPMBI AIIICITUYSCKUX
npuctynoB (He 3ppexTuBeH mpu abcaHcax U MUOKIOHYC-IITHIICTICUH );

o OCTphIC MaHUAKaNbHBIC COCTOSHUS W TOAJEPKUBAIOIIAS Tepamusi OUIOJSIPHBIX
ad®(PEeKTUBHBIX PACCTPOMCTB C TIENbI0 MPOPUIAKTUKH OOOCTPEHHH WM  OCiIabieHus
KJIMHUYECKHUX MPOSBIECHUN 000CTpeHHUs;

o CUHPOM aJIKOTOJIbHON aOCTUHEHIUH,

o UAMONATUIECKasi HEBPAITHSI TPOMHHUYHOTO HEpPBAa M HEBPAITHUS TPOWHUYHOTO HEpBa MPHU
paccessHHOM CKJIepo3e (TUIMUYHAS ¥ aTUITHYHAS);

o UMONATUYECKasi HEBPAITHUS S3BIKOTJIOTOYHOTO HEpBa.

4.2.PesxxuM 103MPOBaHUS U CIIOCOO MPUMEHeHMsI

PexxuM 103upoBaHus

[Ipenapat MOXHO IPUMEHSTH KaK B MOHOTEPAIIMH, TaK U B COCTaBE KOMOMHUPOBAHHOM TepaIuy.
YuuTeiBasg ~ JIGKAPCTBEHHBIE  B3aUMOJCHCTBUS U OCOOEHHOCTH  (hapMaKOKWHETHKH
IIPOTUBOSIMIIENTUYECKUX IPENapaToB, MOXWIBIM NAalUEHTaM 03y Ipernapara CleayeT

moA0UPaTh C OCTOPOKHOCTBIO.
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Inwencus (NOCNELQOBATENBHOCTL 0001)

[To BO3MOKHOCTH, TIpenapar ciaeayeT MPUMEHSITh B MOHOTEpPATIHH.

[Ipenapar o0bHO Hed(hdexkTuBeH mpu Manbix npunaakax (petit mal, abcanc) wu
MHUOKJIOHUYECKUX MPUCTYyMax.

Jleyenne HaYMHAIOT C HEOOJBIIONW CYTOYHOW J03bI, KOTOPYIO B TOCIEIYIOIIEM MEJICHHO
MOBBIIIAIOT 10 JOCTHKEHUS ONMTUMAIBHOTO Y dexTa.

Jlo3za kapbOamazenuHa MoI0MpaeTCss WHANBUAYAIBHO AJI JOCTHUKCHHS aJeKBATHOTO KOHTPOJIS
CYJIOPOXKHBIX cocTOsSHUK. JIjisi mombopa ONTUMaIbHOM O3Bl Tpemapara PEeKOMEHIYETCs
orpeziefieHue KOHIIGHTpAallMM ACMCTBYIOLIETO BEIIeCTBAa B IJIa3M€ KPOBH, KOTOpas OOBIYHO
cocraBmusieT 4 - 12 Mxr/mi (17 - 50 MKMOITB/T).

[Ipn noGaBieHMM K JAPYrUM MPUHUMACMBIM TMPOTHBOAMIICITUYECKUM TMIpermapaTaM 103y
npernapata KapOamaszenuH moBbIIIAIOT mocTeneHHo. [Ipu  HeEoOXOaUMOCTH  MPOBOJISAT
COOTBETCTBYIOIYIO KOPPEKIIHIO 103 IPUHUMAEMBIX IIPENapaToB.

Hauanbnas no3a kap6amasenuHa asst B3pocisix cocrasisgeT mo 100 - 200 mr 1 wnum 2 pasza B
CYTKHU. 3aTeM 703y MEUIEHHO MOBBIIIAIOT 0 JOCTH)KEHUSI ONTHMAaJIbHOTO JieueOHoro 3¢ddekra;
00BIYHO OH JocTuTaeTcs npu o3¢ mo 400 mr 2 - 3 pa3a B CyTku. HeKOTOphIM ManueHTamMm MOKET
noTpeOoBaThCs YBEIUUEHUE CyTOYHOM 10361 10 1600 Mr mmu 2000 mr.

Heepaneua mpotinuunoeo Hepsa

Hauansnas no3a mist B3pocibix cocrasisieT 200 - 400 mr B cytku. Ee MeaJIeHHO TOBBILIAIOT J10
MCYE3HOBEHHs 0O0JIEBBIX OmIyIieHui (00br9HO 10 10361 o 200 mr 3 - 4 pa3a B cyTku). 3aTeM
7103y MOCTENIEHHO CHUYKAIOT 0 MUHUMAJIbHOM MOAIeP )KUBAIOIIEH.

MakcumanbHasi pPEKOMEHIOBaHHAs J03a JUIsi  B3pocibix  coctaBimsier 1200  wr/cyr.
[Ipu pazpemieHun OOIEBOr0 CHHAPOMA CIIEAYET MOCTETICHHO MPEKPAIlaTh TEPAHIO MIPemapaToM
JI0 BOBHUKHOBEHHUS CJIEIYIOIIEro 00JIeBOTO MPUCTYTIA.

PexoMennyemas HadaibHas J103a JJIs TOKUIIBIX MalMEeHTOB cocTapisgeT 100 mr 2 pas3a B CyTKH,
3aTeM 103y MEAJICHHO TMOBBIIIAIOT JO pa3pelieHus OOJNeBOro CHHIPOMA, YTO OOBIYHO
nocturaercs npu jao3e mo 200 mr 3 - 4 paza B cytku. Jlajiee cineayeT NOCTENEeHHO CHUXATh 03y
J10 MUHUMAaJIbHOM MTOAEPKUBAIOIIEH.

[Ipy HeBpairMu TPOMHUYHOIO HEpBAa y JIAHHOMW KaTeropuyd NALUUEHTOB MaKCHUMaJbHAas
pexoMmeHaoBaHHas jgo3a cocraBisier 1200 wmr/cyr. Ilpu paspemeHun 00J1€BOr0 CHHIpOMA
ClIeyeT IOCTENEHHO IpEeKpalaTh TEPalri0 MPEnaparoM A0 BO3HUKHOBEHMsS CIIEAYIOLIETO
00JIEBOTO MPHUCTYTIA.

CuHopom ankoeonbHou aOCmuHeHyuu

Cpennsis no3a cocrasisger 200 Mr 3 pa3za B CyTKU. B TspkenbIX cilydasx B TE€UEHME IEPBBIX

HECKOJIbKUX JTHEH 1032 MOKET OBITh MOBBIIIeHA (Hanmpumep, 10 10361 1o 400 Mr 3 pasza B CyTKH).
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mpermapata B KOMOWHAIMKM C TperaparaMy, OKa3bIBAIOIIMMHU CEJAaTUBHOE M CHOTBOPHOE
NEeHCTBUS (HampuMep, C KJIOMETHA30JIoM, XJopauaszernokcuaom). Ilocie paspemieHus ocTpoii
¢a3bl IeyeHue npenapaToM MOKeT ObITh IPOAOKEHO B MOHOTEPATHH.
Ocmpole  MaHuaxkanivHvle COCMOSHUA U noooepicusarouee  JeyeHue  apgexmusHvix
(bunonapuwvix) paccmpoiicms
Cyrounas mo3a cocraBisor 400 - 1600 wmr. Cpenmusis cyrounas mo3a — 400-600 wmr
(B 2 - 3 mpuema). [Ipu ocTpoM MaHHWAKaIBPHOM COCTOSIHUH JI03Y CIEAYET TMOBBIIIATH TOBOJIHHO
owicTpo. [lpu mopmep uBaroOIIe Tepanmuu OWIOJSIPHBIX PACCTPOMCTB B IEISAX OOECIeUeHUs
ONTUMATBFHOW TEPEHOCUMOCTH KaXJ0€ CIEAYIONIee TIOBBIIICHUE O3Bl JIOJDKHO OBITh
HEOOJIBIINM, CYTOYHAS 032 YBEIMUNBACTCS TOCTEIIEHHO.

eTu
OcHOBHOE TIOKa3aHWE JUIsi TpUMEHEHus mnpernapata KapbamazenmwH y AeTe - SmuIIeTICHS.
JanHyto nekapcTBeHHYIO (hOopMy mpernapara CienyeT MPUMEHSTh IS JISYCHHS TeX K€, UTO U y
B3pOCIbIX, GopM smuienicuu y gerer crapuie 4 net. JleueHMe MOKET OBITh HAYaTO C JO3bI
100 mr/cyTt; m0o3y TMOBBINIAIOT TOCTEeTNeHHO, He Oosiee yemM Ha 100 mMr B Hememro. Jletsim B
Bo3pacte 4 JeT W MIajlle PEKOMEHJOBaHO MPUHUMATh KapOaMaszenmuH B BHUAE JPYIHX
JIeKapCTBEHHBIX (OpM (CHpOM).
Tloooepocusarowue do3vl: 1isl AeTell ycraHaBnuBaroT u3 pacueta 10 - 20 MI/Kr macchel Tena B

CYTKH (B HECKOJIBKO MMPUEMOB).

Bospact pebenka CytouHas 10o3a
4 -5 mer 200 - 400 mr
6 - 10 ner 400 - 600 mr
11 - 15 mer 600 - 1000 mr
> 15 ner 800 - 1200 mr (kax 11t B3pOCIIBIX )

MaxkcumanvHvle 003vl: 115 IeTeld B Bozpacte < 6 jeT cocramiser 35 Mmr/kr/cyr, 6 - 15 ner —
1000 mr/cyt, > 15 net — 1200 mr/cyr.

Tak kak B OTHOLICHWH MPUMEHEHUS Ipenapara 1o APYruM MOKa3aHHUsAM y JeTeil JOCTaTOYHOTO
KOJIMYECTBA JJOCTOBEPHON HMH(OPMAIMK HET, PEKUM JO03UPOBAHUS Ipernapara PEeKOMEHIO0BAHO
noaoupaTh B COOTBETCTBHM C BO3pPACTOM M Maccoi Teya peOeHKa, HE MpEBbIIas yKa3aHHBIC B
TabIHIIe JO3bI.

IIpexpawenue npuema npenapama

BHesamHOe mpekpalieHuMe IpHeMa Iperaparta MOXKET CIPOBOLUPOBATH AMMICHTHYECKUN
IPUCTYI, IO3TOMY KapOaMa3eNnuH CIeAyeT OTMEHATh IOCTEINIEHHO B TeUeHHe 6 MecsIeB U OoJee.

Ecnmu HeoO0XoaMMO OTMEHUTH Mpenapar y MalMeHTa C OSMWJICTCUel, Mepexol Ha Jpyroe
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TaKUX Cllydasx Ipenapara.

Cnooco0 nnpuMeHeHus

BayTps. [IpenapaT MOKHO IPUHUMATh BO BPEMs €JIbl, TTOCIE €bl MM B MPOMEXYTKaX MEXIy
npueMaMu MUIny. TalleTKy cieayeT NpUHIMAaTh ¢ HEOOIBIINM KOJTHYECTBOM JKUAKOCTH.

4.3. IIpoTuBONOKA3aHUSA

J ['mnep4yBCTBUTEIBHOCTh K KapOaMa3enuHy WM CXOJHBIM B XMMHYECKOM OTHOIICHHH
JIEKapCTBEHHBIM IpenapaTtaM (HalpuMep, TPUIHKINIECKUM aHTUACTIPECCaHTaM) WK K JII000MY

N3 BCIIOMOTI'aTCJIbHBIX BCIICCTB, ICPCUUCIICHHBIX B pa3aiciic 6.1 -

o aTPUOBEHTPUKYIISIpHAS OJIOKAa;
o HaIM4YMe B aHAMHE3€ 3IHU30/]0B YTHETEHUSI KOCTHOMO3TOBOT'O KPOBETBOPECHUS,
. MeYeHOYHbIe TOPGUPHN (HApUMEpP, OCTpas MepeMexaromascs nopdupus, Mo3aHSSA

KOXKHast mopupusi, Bapueratnasi mnoppupus), B T.4. B aHAMHE3E,

o OJTHOBPEMEHHBIN IIPUEM ¢ HHTUOUTOpaMU MOHOAMHHOKCHIA3HI,

J IOETCKU Bo3pacT 10 4-x ner (y MAalMeHTOB JAHHOM KaTeTOPHM TperapaT CleayeT
NPUMEHSTH B IPYroi JIEKapCTBEHHOM (hopme).

4.4. Oco0ble yka3aHHSl M MepPbl PEJOCTOPOKHOCTH IPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[Tanpentam, B aHaMHe3€ KOTOPBIX HMMEIOTCA CBeAEHHs O 3a0ojeBaHUSIX cepAala (BKIoYas
JIEKOMIIEHCUPOBAHHYI0O ~ XPOHUYECKYI0  CEpACYHYI0  HEIOCTaTOYHOCTb), I€YEeHU  (BKIJItOYast
MCYCHOUHYIO0 HEOCTATOYHOCTh), TOYEK (BKIIOYAs IMOYEYHYI0 HEJOCTaTOYHOCTh), MOOOYHBIX
TeMaTOJIOTHYECKUX pEaKIMsIX Ha JApyrue JIeKAapCTBEHHbIE CpeACTBA WM 00 OTMEHE paHee
MPOBO/MBIIErOCS JIeUeHHs KapOaMa3enuHOM, Npernapar cjiedyeT Ha3HauyaThb TOJbKO I10CTe
THIATETIPHOTO aHAJIM3a COOTHOIICHUSI MEXKTY OXHIaeMbiM 3(dekToM JieueHHss W BO3MOXKHBIM
PUCKOM Tepamud, W TpU OOECIeYEHUH TINATEIBHOTO M PETYISIPHOTO KOHTPOJS 32 COCTOSHHEM
MalMEeHTOB.

CremyeT ¢ OCTOPOKHOCTBIO Ha3HAYATh NPETIapar MarueHTaM:

° C TUTIOHATPUEMHUEN pa3BEICHUS,
° TUIIOTUPEO30M;
[ ] IIOXKUJIBIM ITAIIUCHTaAM (qu/ITI:IBaH BO3MOKHOCTb .HeKapCTBeHHBIX BBaHMO,Z[GI\/'ICTBI/II‘;I nu

pazI4YHYI0 (PapMaKOKUHETHKY TIPOTHBOAHIICITHYECKUX TIPENapaToOB);

° InmanueHraMm CcOo CMCEUIaHHbIMU q)OpMaMI/I SMUWICHTUYCCKUX TIPUCTYIIOB, BKIIIOYAIOIINMU
a0CcaHC, TUTIMYHBIA WA AaTUIUYHBIA, W MHOKJIOHHYECKHE TPHUCTYNBI (YYUTHIBas BO3MOXKHOE
YCUJICHHUE TIPUCTYTIOB);

o MAlMEeHTaM C TIOBBINICHHBIM BHYTPHUIVIA3HBIM JIABJICHHEM, THIIEPIUIa3uell MpeCcTaTeIbHO’

4



COQOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 21.09.202: 2200
KeJe3bl (YIUTHIBAs CIa0yI0 M-XOJIMHOOIOKUPYIOLITYIO AKTHBHOCTR @%gﬁag%lib'; CTb 0001)

° MalMeHTaM ¢ 33ACPKKON MOUH;

° MaIeHTaM, TIOTYJaloIM ITPOTHUBOCYIOPOKHBIC TTPETIapaThl;
° Hocureism auterrs HLA-A*3101 u HLA-B*1502;

° npu OEPEMEHHOCTH U B TIEPUOJ] TPYAHOTO BCKAPMITHBAHUSL.

Oco0snle yKazaHus

[Ipenapar cnenyeT npuHUMATh TOJIBKO MO BpadyeOHBIM KOHTPOJIEM.

Tayuenmsi co cmewianHvblMu opmamu dINUIERMUYECKUX NPUCIYNOS, BKIIOUAIOWUMU AOCAHC U
MUOKTOHUYECKUE NPUCIYNbl

[Mpenapat o0bryHO HedddekTrBeH npu abcancax (petit mal) ¥ MHOKIOHHYECKUX MPHCTYIaX.
VY nanmueHToB €O CMEIIaHHBIMH (QopMamMH SMUIECOTHYECKUX MPUCTYNOB Mpenapar JOJKEeH
NPUMEHSTBCS C OCTOPOXKHOCTBIO M TOJBKO TIPU YCIOBHU OOECIIEUCHHS PETYISIPHOTO
MEAWIIMHCKOTO HAOMIOAeHHs (M3-32 BO3MOXKHOTO YCUJICHHS TPHUCTYNOB). B crmyuae ycuneHus
MPUCTYNOB KapOama3enuH Clie[yeT OTMEHHUTb.

CHudicenue uucia mpomooyumos u 1eukoyumos

Bo Bpems mnpumeHeHusl Tpenapara C pazIMYHOM YacTOTOM OTMEUYaeTcsl MPEeXOoIslee WU
CTOWKOE CHUKEHHE YMCiIa TPOMOOIIMTOB MU JIEUKOUUTOB. OTHAKO B OOJIBITUHCTBE CIIy4aeB 3TH
SIBJICHUSI TIPEXOIAIIN U OOBIYHO HE SIBJISIFOTCS MPEABECTHUKAMH Hadalla arlaCTUYeCKOW aHEeMHH
M arpa”yionuTosa. [lepen Havanom jedeHMs, a TakKe MNEPUOJUYECKH B MPOLECCE JICUEHUS
cleyeT MPOBOAUTH KIMHUYECKUW aHaIu3 KPOBU, BKJIOYAsl MOJCYET 4uciIa TPOMOOLMTOB H,
BO3MOKHO, PETUKYJIOLIMTOB, & TaKXK€ OINPEIEISTh COJIEPKaHUE >Kee3a B ChIBOPOTKE KPOBH.
Heob6xonuMo 10BeCTH 10 CBEACHHUS MAIMEHTa HHPOPMAITUIO O paHHUX MPU3HAKAX TOKCUIHOCTH,
CBOMCTBEHHBIX BEpPOSITHBIM TI€MaTOJOTMYECKHMM HAapyIIEHHUSIM, a TaKke O CHMIOTOMax Co
CTOPOHBI KOXKH U neueHu. [larmenTa ”HPOPMUPYIOT 0 HEOOXOIUMOCTH HEMEUIEHHO 00paTUTHCS
K Bpady B ClIy4ae IMOSBICHUS TAaKUX HEXENATEeNbHBIX peaklui, KaK JUXopaaka, 001b B ropie,
CBIIIb, SI3BBI B MOJIOCTH pTa, OECIPUYNHHOE BOSHUKHOBEHHE KPOBOU3JIUSHUAN, TEMOPPAruii B BUJIC
METEXUI WIH MypPITyphI.

[Ipy yMeHbLIEHMH KOJMYECTBA JIEMKOLMUTOB WM TPOMOOUMTOB (WJIM TEHACHIMH K
YMEHBIIIEHUI0), Ha ()OHE TEepalvy TpernaparoM CIeAyeT TIIATeTbHO HAOMIONATh MAIUEHTa U
KOHTPOJIMPOBATh TOKAa3aTeld Pa3BepHYTOr0 KIMHUYECKOrO aHaiu3a KpoBU. Eciu BBISBICHBI
MpU3HAKY 3HAYUTELHOTO YTHETEHUsI KOCTHOIO MO3ra, KapOamMa3enuH 10JKeH ObITh OTMEHEH.
Jlepmamonozuueckue peaxyuu

[Ipu npuMeHennn npenapara OYEHb PEIKO OTMEYAINCH TSXKENbIEC IEPMATOJIOTMYECKUE PEAKIINH,
BKiIto4as cuHapoMm CrtuBeHca-/[PKOHCOHA M TOKCHYECKUM 3MHUACPMATbHBI HEKPOIU3 (CUHIPOM

Jlatiemna).
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Tepamud B TOM Clly4ae, €CIM OTMEUYalOTCsl NPU3HAKU M CHUMITOMBI, MPEINOIO0KUTEIHHO
CBUJICTEIILCTBYIOIME O PA3BUTUM TSKENBIX JEPMATOJOTUUECKUX PEAKUUid - Harpumep,
cunapoma CtuBeHca-/[)xoHcona wnu cuHapoma Jlaiiemma. [lpu pasButum TsDKENbIX (B psze
CIIy4aeB YIpO’KaIOIIUX >KU3HM) KOKHBIX PEaKIUi, MAlUEHT J0JDKEH ObITh TOCHHUTAIU3UPOBAH B
ctaronap. B OonpmmHcTBe ciiydaeB cuuApoMm CtuBeHca-/[)koHcoHa u cunHiapom Jlaiienna
pa3BUBAIMCh B TEPBBIE MECALbBl Tepanuu mpernaparoM. JlaHHbIE peakIUu pa3BUBAIUCH
npuOm3uTeNnbHO B 1 - 6 ciywasx Ha 10000 BrepBble MPUHUMAIONIUX TMpenapaT B CTpaHaX ¢
IIPEUMYILECTBEHHO €BPONECOUHBIM HACEICHUEM.

JlaHHBIE PETPOCHEKTUBHOIO aHaiu3a y NAalMEHTOB SIMOHCKOM HAlMOHAIBHOCTU M KUTENEH
CeBepHoii EBpomnbl MpoAEeMOHCTPUPOBAIM CBA3b MEXIY TSKEIBIMH TMOPAKEHUSIMU KOXHU
(cungpom  CruBeHca-/[>xoncona,  cunapom  Jlaitenma,  DRESS-cunmpom, — ocTpblid
reHepaIM30BaHHbIA AK3aHTEMATO3HBIM IMYCTYNIE3 U MSATHUCTO-Y3€JKOBasl ChIllb) y HOCUTENEH
amenss HLA-A*3101 denoBedeckoro jeiikouutapHoro antureHa (HLA) u npumeneHuem
KapOama3zenuHa.

Yacrora amtens HLA-A*3101 MOXET OTIUYATBCS Y PA3IMYHBIX S THUYECKUX TPYIIT: OKOJO 2 - 5
% y Hacenenus EBpomnsl, okoso 10 % - y snoHues. YacTora BCTpe4yaeMOCTH TaHHOTO aJuIeNs y
OonbIIMHCTBA HaceneHus: ABcTpanuu, A3un, Adpuku u CeBepHOit AMEPUKH COCTABIISIET MEHEE
5 %, ¢ HEeKOTOPBIMH HCKIIIOYEHUSIMHU B pamkax 5 - 12 %. Yactora Oonee 15 % ycraHoBneHa y
HEKOTOPBIX ATHHUYeCKux rpynmn IOxHoit Amepuku (AprentnHa u bpasunus), KOpeHHBIX
xkutensix CesepHori Amepuku (tiemeHa HaBaxo m Cuy, B Mekcuke - Canopa Cepu), FOxHO#
Wuauu (Tamun Hany), u 10 - 15 % - cpeau qpyrux KOPEHHBIX JKUTENEH TaHHBIX PETHOHOB.

[Ipu nmpumenennn kapOamaszenuHa y Bo3MOXHbBIX Hocutenel amutenst HLA-A*3101 (mampumep,
MalMEHTOB SIMOHCKOW HAllMOHAJIBHOCTH, €BPOIEOUJIOB, KOPEHHBIX JKUTEIEH AMEpHUKH,
JaTUHOAMEpUKaHIIeB, HapoioB fora WHauum u apaboB) pPEKOMEHIyeTCs MPOBOAUTH
TEHOTUIIMPOBAHKE MO JaHHOMY asuiento. [IpuMeHsTh mpemnapar y HOCUTEIEH MaHHOTO aJliesst
CJIEyET TOJBKO B TOM CIIy4ae, €CJIH M10JIb3a OT TEPAIIUU MPEBBIIIAET BO3MOKHBIN PUCK.
[TanpeHTam, yKe TOJNYYAOIIMM TEpamui0 IPEenaparoM HE PEKOMEHIYETCS MpPOBEJCHUE
TeHOTUITMPOBAHUS 110 JAHHOMY aJIJIEII0, MOCKOJIbKY TSKEJIble KOYKHBIE peaKIMU B OOJIBIINHCTBE
CJIy4aeB OTMEYAIIUCh B MEPBBIE MECSIIBI IPUMEHEHH IpenapaTa (BHE 3aBUCHMOCTH OT HAIWYHS
HLA-A*3101).

[Io naHHBIM PETPOCHEKTHBHOIO aHajiu3a MPUMEHEHUs Ipernapara y HalUMeHTOB KUTANUCKOW H
TACKOM HAIMOHAJIBHOCTEH MMEETCAd KOPPENSIUa MEXAY 4YacTOTOM pa3BUTHUS CHHIpOMA

CruBenca-J[>xoncona u cunHapoma Jlailenna u HalWyueM B TEHOME MallMeHTa ajuiens
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HallMOHAIBHOCTH cocTaBisieT 2 - 12 %, y Talickoi - okoiio 8 %.

[Ipu npumeHeHun kapOamasenuHa y MAIMEHTOB B cTpaHax Asuarckoro peruona (TaiiBanb,
Manaitzusi, @uIMNMnuHb), TA€ OTMEYaeTcs BbICOKOE pacmpocTpaHeHue amiens HLA-B*1502,
OBLIIO BBIABICHO MOBBIIIEHHE YaCTOTHI Pa3BUTHA (Ipajalliil OT «OYEHb PEIKO» JI0 «PEIKO»)
curnpoma CtuBenca-/[xoncona. Yacrora pacnpocrpanenus amwiens HLA-B*1502 cocrasnser:
Ha OuUIUNNUHAX M Cpelud HEKOTOPHIX Tpymn HaceneHuss Mamaiizun - 6onee 15 %. Yacrora
pactipoctpanenust  amwrens  HLA-B*1502 B  Kopee wu Haamm  cocraBmser 2 %
u 6% cooTBeTCTBEHHO. PacmpocTpaHEHHOCTh JaHHOTO aJIeNsl Y JIMI[ EBPOIECOWTHOM,
HETrpOUIHOM pac, y JaTHHOAMEPUKAHIIEB, UHJCHIIEB U AMOHIIEB He3HaunuTesbHa (< 1 %).
YacToThl JaHHBIX ajljiesiell MPEACTaBIISAI0T IPOLEHT XPOMOCOM B OIPENEICHHBIX MOIMYJIALUAX
HaCeJIeHUs, KOTOpbIe HECYT aJljiesib. DTO O3HAYaeT, YTO MPOLIEHT MallMeHTOB, HECYIIUX KOIUIO
ajuiens, o KpaHeil Mepe, B OAHOM M3 UX JIByX XpPOMOCOM IOYTH B JIBa pasza BBIIIE YACTOTHI
BCTpEYaeMOCTH aielns. Takum o0pa3oM, MPOLEHT NalMeHTOB, KOTOPBIE MOTYT OKa3aThCs IOJ
YIpO30i1, MOYTH B JBA Pa3a BBILIE YACTOTHI AJIJIEIEH.

[Ipy mnpumenenun kapOama3enuHa Yy BO3MOXHBIX Hocurtened amtens HLA-B*1502
peKOMEHAyeTCsl TPOBOAUTH N€HOTUIIMPOBAHUE MO AaHHOMY aiiento. [IpumeHsTs mpemapaT y
HOCHTEJIEN NaHHOTO aJljIelisl CIEAYET TOJIBKO B TOM CIy4ae, €CIH I0J1b3a OT TEPAly MPEBbIIIAET
BO3MOXHBIN pHUCK. He pexkoMmenayercs IpOBEACHUE T€HOTUIIMPOBAHUSA Yy IPEICTaBUTENEH
HAI[MOHAJILHOCTEH, B MOMYJISALUN KOTOPBIX YaCTOTa BCTPEYAEMOCTH YKA3aHHOTO aJljielis HU3Ka.
[TaruenTtam, yke MOJyYalOIIMM TEPANUI0 TMpenaparoM, HE PEKOMEHAYeTCs IpOBEICHUE
TeHOTHIIMPOBAHUS IO JTAHHOMY aJIEII0, TOCKOJIBKY TSKEINIbIe KOXKHBIE PEaKIUU B OOJBIINHCTBE
CJIy4aeB OTMEYAJIUCh B MEPBBIE MECSIIBI MPUMEHEHH Ipenapara (BHE 3aBUCHMOCTH OT HAJIWYHS
HLA-B*1502).

[Toxa3aHo, 4TO BBIsBICHHE TManueHTOB ¢ HamumumeMm amiens HLA-B*1502 u orcyrcTBue
npuMeHeHHs KapOamasenmuHa Yy TaKMX [allMeHTOB CHWXKAET ciay4yau KapOama3enuH-
MHAYLIMPOBaHHBIX cuHApoMa CtuBeHca-/[)koHCOHa WM cuHapoma Jlalienna.

OpHako pe3ynbTaThl TEHOTUIIUPOBAHUS HE JIOJDKHBI BIUSATH HAa CTENEHb KOHTPOJIS COCTOSHUS
nalueHTa ¥ HAaCTOPOXKEHHOCTh Bpaya B OTHOIIEHMM TSDKENBIX KOXKHBIX peakiuil. Pa3zputue
TSDKENIBIX MOPAXEHUM KOXHM BO3MOXHO Yy MMAIMEHTOB OTPULATENIBHBIX IO JaHHBIM aJIJIEIISIM.
Taxke BO MHOTHX ClIydasiX y MAI[MEHTOB, MOJOXKUTENbHBIX 1o amieniM HLA-B*1502 wnm
HLA-A*3101, npu npuMeHEeHUH KapOama3elnrHa HE OTMEUYajIoCh Pa3BUTHUS TSKEIBIX KOXKHBIX
CUHAPOMOB. BrnusHue npyrux ¢pakTtopoB, TaKuX Kak /1032 MPOTHBOCYIOPOKHBIX JTEKAPCTBEHHBIX

CPEACTB, KOMIUIACHTHOCTH IIALIMEHTOB, OJHOBPEMEHHAs TEpamnus APYTMMH IIpelapaTaMy,



COOTBETCTEYET 3KCNEPTHO
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r1 OTYETY

COMYTCTBYIOIME 3a00JICBaHUS WM YPOBCHb KOHTpd %ﬁ‘l‘dﬂ%@g F" gealén !

YacTOTY Pa3BUTHUS U PACIIPOCTPAHECHHOCTD TSKEJIBIX KOXKHBIX PEaKLUi HE yCTaHOBJICHO.

CnaGo BbIpaXEHHBIE KOXXHBIE pEaKIUH, HalpUMep, HW30JIMPOBAaHHAS MakyJe3Has WIH
MakyJonamnyjae3Has OJK3aHTeMa, B OOJBUIMHCTBE CIIy4aeB SIBISIOTCS TPAH3UTOPHBIMH U
HETSHKENBIMU, OOBIYHO MPOXOJAT B T€UCHHE HECKOJbKUX IHEW WM HeeNb MPH MpPOAOIKEHUU
JICYCHMSI MJTU TIOCJIe CHIDKEHUS 10361 npernapara. TeM He MeHee, TOCKONIbKY AudQepeHraibHas
TUATHOCTHKA MEXKIY pPaHHUMU TIPOSBICHUSIMH TSDKENBIX KOXHBIX pEaKkIuii u  ciabo
BBIPQKCHHBIMU MPEXOAAIIMMU KOXKHBIMU BBICBITAHUSIMH MOXET OBbITh 3aTpylHEHa, Mpu
Pa3BUTUU JIOOBIX KOXHBIX PEAaKIMH MAalMEeHT JOJHKEH HAXOAUTHCS MMOJ HaOIIOJCHHEM Bpada
(C 1IeNTBI0 CBOEBPEMEHHOTO MTPEKPAIIEHUS TepaNuy MpenapaToM B ciydyae yXyIIIeHUs COCTOSHUS
MaIMeHTA).

Cy1miecTByeT B3aUMOCBs3b MEXIy Hamumuuem B reHome amienss HLA-A*3101 u pasButuem
MEHEEe TSKENbIX KOXHBIX peakiuil (TakuX KaK CHHAPOM THIEPYYBCTBUTEIBHOCTH K
AHTUKOHBYJIbCAHTAM WJIM HETsDKeNasi MaKyJonamnysie3Has sk3antema), ais amens HLA-B*1502
TaKasi B3aUMOCBSI3b HE YCTAaHOBJICHA.

Peaxyuu eunepuyecmsumenvrocmu

[Tpu pa3BUTHM TUIEPUYBCTBUTEIBHOCTH K KapOamaselnuHy MOTyT HaONIOAaThCsl pa3linyHbIe
peakiuu, Bkmouas ~ DRESS-cunapom,  oTcpodeHHBIE — MONMOPTaHHHBIE — HPOSIBICHUS
THIIEPUYBCTBUTEIBHOCTH  C  Pa3BUTHEM  JIMXOPAAKW, KOXKHOM  CBIIM,  BACKYJIHWTA,
nuMdaeHonaThH, MCeBIOTMM(POMBI, apTpalTHH, JICHKOTICHUH, 303UHOUITUH,
renaTrocIieHOMETaani, U3MEHEHUN Moka3aTenell (pyHKIHUU TMeYeHU U CHHJPOMA JECTPYKIIHUU
KEITYHbIX TPOTOKOB C YMEHBUICHHEM HX 4YHCIa, KOTOpble MOTYT BO3HHUKHYTH B JIOOBIX
KoMOuHamsx. Taxke BO3MOKHO TMOPAXKEHHE IPYTMX BHYTPEHHUX OPraHOB (B T. Y. JIETKHUX,
MOYEK, MOJKEITYT0YHOM JKeJe3bl, MUOKap/1a, TOJICTON KUIIKH).

B cnywyae pa3BuTHS NpOSBICHHM U CHMIITOMOB T'HMIEPYYBCTBUTEIBHOCTU IMpemapaT CledyeT
HEMEJJICHHO OTMEHUTD.

[TaneHTOB ¢ M3BECTHOM TUIIEPUYBCTBUTENBLHOCTHIO K KapOamMa3enuny cieayeT HHpOpMUpOBaTh
0 BO3MOXHOCTH B 25 - 30 % ciy4yaeB pa3BUTHS peakLUil MOBBIINIEHHON 4yBCTBUTEIHHOCTH Ha
OKCKapOasenuH.

Bo3MoXHO ~ pa3BUTHE  TEPEKPECTHBIX  PEAKUMH  TUNEPYYBCTBUTEIBHOCTH  MEXKIY
KapOamMa3enMHOM M apOMAaTUYECKUMHU IPOTHUBOIMMICHTHYECKUMH CpEACTBAMH  (HAIpuUMep,
(hEeHUTOMHOM, MUPUMHIOHOM U (eHOOapOUTaATIOM).

T'unonampuemus

Pa3BuTue runoHaTpueMuu accOIMMPOBAHO C NMPUMEHEHHEM KapOamazenuHa. Y MAIMEeHTOB C

YKC CYHICCTBYIOIIUMU TOPAKCHUSAMU TIOUYCK, CBA3AHHBIMU C HU3ZKHUM COACPIKAHUCM HATPUA B
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CBIBOPOTKE KPOBH, WJIM y MAI[MEHTOB, MOIYYaKIINX oﬁﬁ@ﬁe@'m i%&é%@&'ﬁ&é‘ gﬁéﬂé’ma,

CHIDKAIOIIME COoJep)KaHHe HaTpus (Hampumep, AUYPETHKH, JIEKAPCTBEHHBIE CpPEICTBa,
BIIMSIONIME HA CEKPELHI0 aHTHANYPETUYECKOTO TOPMOHA), CIEAYEeT ONpPEAesTh CHIBOPOTOYHOE
CoJiepKaHNE HATpus 10 Hayasla Tepanuu kapOoamaszenuHoM. Ilocie 3Toro conepxanue HaTpus
ClleflyeT ONpPEeAeNsaTh IPUMEPHO Yepe3 IBE HEMIENH, a 3aTEM €XKEMECSIYHO B TE€UEHUE IIEPBBIX TpeX
MeCSIIEeB Teparnuy, WId B COOTBETCTBHH C KIMHUYECKOM HE0O0X0oauMocThio. /laHHble (haKkTOphI
pHUCKa OCOOCHHO YacTO BCTPEYAIOTCS Y MOXKUJIBIX MAlMeHTOB. [Ipy HalIM4Mu TUIOHATPUEMHH
OrpaHUYEHHUE IMOTPEOJICHUs KHUIKOCTH SIBISETCA BaKHBIM JJISL ONPEJCIIEHUS COCTOSHUS IPU
HAJIMYUY KJIMHUYECKHUX MTOKa3aHUil.

T'unomupeos

KapbamazenuH MOXKET CHI)KaTh KOHIIEHTPAILIMIO TOPMOHOB HIMTOBHIHOW KeJie3bl B CHIBOPOTKE
KPOBH IIyT€M HUHAYKUUMU (EPMEHTOB, 4YTO TpeOyeT YyBeIMYEHHs [J103bl IIPENaparos,
IOPUMEHSEMbIX JJIS 3aMECTUTENbHON Tepanuu y IMAalKUEHTOB C TUIOTUPEO30M. Y JaHHOU
KaTeropuu MalrueHTOB HEOOX0IUM KOHTPOJIb (DYHKIIMH IIUTOBUAHOM JKese3bl s moa0opa 1036l
IpenapaToB 3aMECTHTEIBHOMN Teparnuu.

Hapywenus ¢pynkyuu nevenu

Ilepen npuMeHeHneM KkapOama3enMHa M B Ipolecce JIeYeHUs HEOOXOIUMO MPOBOIUTH
UCclieloBaHue (YHKUIUHU TEYEeHH, 0OCOOEHHO Y MAIMEHTOB C aHAMHECTUYECKUMHU TaHHBIMH O
3a007I€BaHUAX TICUEHH, a TaKKe y TMOXWIBIX MalueHToB. B ciywae ycyryOneHus yxe
UMEBILIUXCA HapyIIEeHUH (YHKIMH NEYEHU WM MPU Pa3sBUTHM aKTUBHOTO 3a00JI€BaHUS MEUCHU
KapOama3enuH cieayeT HEMEAJIEHHO OTMEHUTb.

Hapywenusa ¢pynxyuu nouex

[lepen HawanoM JiedeHHs MpenapaToM M MEPUOAWYECKH B MPOILECCE TEPANUU PEKOMEHIYEeTCs
IPOBE/IEHUE OOLIET0 aHAIN3a MOYH U ONIPEIeIEHNEe KOHLEHTPAllMd MOYEBHHBI B KPOBH.
M-xonunobnoxkupyrowas akmueHocmy

[Ipenapar o6namaer crnaboii M-XOJUHOOJIIOKUPYIOMIEH aKTUBHOCTHIO, IIOITOMY CIEAYET
TIIATEIILHO HAOMIONATh MALMEHTa C MOBBIIICHHBIM BHYTPHUIJIA3HBIM JIaBJICHUEM, TUIIEpILIa3uei
IPEJCTAaTEIbHON JKeNe3bl U 3aJepKKOW MOYM NPH OJHOBPEMEHHOM INPUMEHEHUHM yKa3aHHBIX
Ipenaparos.

IHcuxuueckue nHapywenus

[Tockonbky Ha (OHE MPUMEHEHUs MpenapaTa BO3MOKHO 00OCTPEHME JIATEHTHBIX MCHUXUYECKUX
paccTpoKCTB, cieayeT oOecrneduTh HaOIIOACHUE IMOXKUIBIX MAI[MEHTOB C LENBIO BbISIBICHUS

TaKOH CUMIITOMAaTHKH KaK CIIYTAHHOCTH CO3HAHHUA U IICUXOMOTOPHOC B036Y)KI[CHI/IC.



Mmoo o ; )
ot 21.U5 . i)

TENEHOCTE 0001)

CyuyuoanvHoe nogedeHue ui HamepeHus (NOCNEOCQBA

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

VY nmanueHToB, NOJIY4YaBIIUX MPOTUBOCYAOPOKHBIE MPEnapaTsl Mo psy MOKa3aHUH, OTMEYAIINCh
cllyual  CYMIMJQIBHOTO  TOBENEHUS WA  HamepeHuil. Pe3ymbraThl  MeTaaHanm3za
PaHIOMHM3HPOBAHHBIX  IUIANE00-KOHTPOJIMPYEMBIX — HCCICIOBAHWN  TOKa3alu  HeOOoJbIIoe
NOBBIIEHUE  pUCKAa  CYMIMJAIGHOTO  TOBENEHUS Y  TAIHMEHTOB,  MOJYYaBIIUX
IPOTHBOCYJOPOXKHbBIE TpenapaThl. MeXaHu3M YCUJICHHUS CYHIMIAIBHOTO TOBEACHUS Y JaHHOU
KaTeropuu MaIMeHTOB He ycraHoBieH. HeoOxomumo TmiatenbHOe HAOMIOJCHHUE IalMeHTa
OTHOCHUTEJIEHO CUMIITOMOB CYHUIIMIATBHOTO MOBEICHUS W HAMEPCHUU W NPUHATHE PEUICHUS O
COOTBETCTBYIOIIEM JiedeHHU. [lammeHTam (M yXaXHMBaIOUIMM 32 HUMH JIMIIAM) HEOO0XOIUMO
HACTOSITEIbHO PEKOMEHJ0BATh OOpaTUThCA 3a MOMOLIbI0 K Bpady B CIIydyae BO3HHUKHOBEHHS
CHUMIITOMOB CYHUIIMIQJIBHOTO ITOBEICHUS U HaMEPEHU.

DHOOKpUHONI02UYECKUE HAPYUWEHUS.

B cBs3u ¢ unaykimei GepMeHTOB KapOaMa3enuH MOXKET OCIa0JIITh TeparneBTUICCKUN dPdekT
NEepOPANBHBIX KOHTPALIENTHBOB, COACPIKAIIMX 3CTPOTEHBbI W/WiM mporectepoH. [lanueHTtkam c
COXPaHEHHBIM PENpPOAYKTHBHBIM TOTEHIIMAJIOM CIIEAYeT pPEKOMEHJIOBAaTh HCIOJIb30BATh
QIbTEPHATUBHBIE METOJBI KOHTpAICNIIMM BO BpeMs Tepanuu mpernaparoM. CooOIianocs o
BO3HUKHOBEHUH KPOBSHUCTHIX BBIJICJICHUI U3 BIIArajuila B IEPUOJ MEKAY MEHCTPYAIHSIMHA MTPH
OJTHOBPEMEHHOM TNPUMEHEHHUH Iperapara ¢ TOPMOHAIBHBIMUA KOHTPALENTUBaMHU (KPOBOTEUCHHE
«IIpOpBIBAY).

Bepemennocms u nayuenmxu ¢ COXpaHeHHbIM PenpoOyKMUSHbIM NOMEHYUALOM

[lpumeHeHne mpemapara BO BpeMsi OEpEMEHHOCTH MOXKET OBITh CBSI3aHO C PHUCKOM JIJISl TUIO/A
(cMotpu pazgen «PepTHIIBHOCTh, OEpPEeMEHHOCTh M JakTauus»). [IpuMeHeHue npemnapara npu
OEpeMEHHOCTH BO3MOXKHO TOJIBKO B TOM CIllyyae, €ClIM OXHJaeMmas IOojb3a OIpaBIbIBACT
TIOTEHIMATHHBIC PUCKH.

bepeMeHHBIX TAIMEHTOK M MAIMEHTOK C COXPAaHEHHBIM DPEMPOAYKTUBHBIM IOTECHIIHAIOM
HEOO0X0MMO B TONHOW Mepe HH(POPMHUPOBATH O pUCKAX JUISL IUIOAA, CBSI3aHHBIX C
NOTEHIMAJIBHBIM TEpaTOreHHbIM >PdekToM KapOamazenuHa (cMOTpu pasnen «DepTUiIbHOCTb,
OepEeMEHHOCTD U JIAKTALIHsI»).

[TanimeHTKaM ¢ COXpPaHEHHBIM PEMPOAYKTUBHBIM IOTCHIMAIOM CJIEIyeT HCIOJIb30BaTh
Ha/Ie)KHbIE METOJbl KOHTpAICTIIMU BO BpeMs TEpallid M B TEUYEHUE 2 HeNeNb IMOocie MpHeMa
nocjaeaHe 703bl mpemnapara. (CMOTpU ToApasfesl «DHIOKPUHOJOTHUECKUE HapYyIIECHHUsS», a
TaKXe pa3zensl «B3aumoneiicTBre ¢ APYrUMH JICKApCTBEHHBIMH TIpenapaTaMyd U JPYTUe BHUJIbI

B3aUMOJICHCTBUA» U «DEePTUIILHOCTD, OEPEMEHHOCTh U JIAKTAIIUAY).
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Onpeoenenue KoHyeHmpayuu Kapbamazenuna e|niasme @g'é;r-l EONOBATENEHOCTE 0001)

X0Ts B3aUMOCBS3b MEXIy 0301 IMpernapara, KOHIIEHTpaluuel kapbaMaszenuHa B Iia3Me KpOBH,
€ro KJIMHUYECKOH 3(PPEeKTUBHOCTHIO WIIM IMEPEHOCHMOCTHIO BeChbMa HE3HAYUTEIbHA, TEM HE
MeHee, peryJIsIpHOe OIpeielieHre KOHIIEHTpaluK KapOamMma3enuHa MOXKeT ObITh 11eJ1IeCO00pa3HbIM
B CIIEAYIOIIMUX CUTyalMsIX: MPU PE3KOM IOBBIIIEHUH YaCTOTHI MPUCTYIMOB, ISl TOTO, YTOOBI
POBEPUTH, MPUHUMACT JIM MAIMEHT MpenapaTr JODKHBIM 00pa3oM; BO BpeMs OEpeMEHHOCTH;
Opyd JICYEHUHM JeTell WIM MOAPOCTKOB, TNPU IMOJO3PEHUH Ha HapyUICHHUS BCACHIBAHUSA
KapbamasenuHa; Mpu MOAO3PEHUU Ha Pa3BUTHE TOKCUYECKUX peakUui B ciydae, €y MalueHT
MPUHUMAET HECKOJIBKO JIEKApPCTBEHHBIX CPEJICTB.

Ilaoenus

Tepanust npenmapaToM CONPOBOXKIANACh ATAKCHEH, TOJIOBOKPYKEHHEM, COMHOJEHLHEMN,
TUTIOTEH3UEH, CIYTaHHOCTHIO CO3HaHWs, cemamuedt (cmoTpu pazgen «HexkenaTenbHbIC
peakuuu»), YTO MOXKET MPHUBOJIUTH K MAJCHUSIM M, KaK CIEJICTBUE, NEpeIoMaM WU JPYTHUM
TpaBMaM. Y TMalUEHTOB, C COMYTCTBYIOIINMH 3a00JI€BAaHUSAMHU, COCTOSHUSMH, HIIU MOTYYarOIInX
OJTHOBPEMEHHYIO MEIMKAaMEHTO3HYIO Tepaluio IpernaparaMi, KOTOpbIEé MOTYT YCYryOJsiTh
BbIILIEyKa3aHHbIE 3P PEKThI, CIEAYeT PEryIsIpHO OLICHUBATh PUCK MaJleHui Ha (poHe JIUTEeTbHON
Tepanuu MpernapaToM.

4.5. B3aumojeiicTBHe ¢ JPYrHMH JIeKAPCTBEHHbIMH TMpenapataMd W JApyrue BHJbI
B3aMMOJEHCTBHUSA

KapGamaszenun He peKOMeHIyeTCsl MPUMEHATh OJHOBpeMEHHO ¢ mHruomTopamu MAO. ITlepen
npUMEeHEeHHeM mpemnapara HHTUOMTOpl MAQO JO0KHBI OBITh OTMEHEHBl, KaK MHUHHUMYM
3a 2 HeZleIM WU paHee, €U M03BOJIAET KIMHUYECKask CUTYyalusl.

IMutoxpom P4503A4 (CYP3A4) sBisercs OCHOBHBIM U30(epMEHTOM, O00OECIIeUHBAIOIIUM
obpazoBanne kapOamazenuHa-10,11-smokcuna (aktuBHOTO MetabonuTa). OMXHOBpEMEHHOE
npuMeHeHue ¢ mpemapatoM uHruoutopom uzodepmenra CYP3A4 MoxeT TpUBECTH K
MOBBIIICHUIO KOHIIEHTPAllMU KapOamas3enuHa B IUIa3Me KPOBH, YTO, B CBOIO OYEpelb, MOXKET
BbI3BaTh MOOOYHBIE peakiuu. OJHOBpEMEHHOE MpPHUMEHEHHE HWHAYKTOPOB H30(epMeHTa
CYP3A4 MOXeT MpUBECTH K YCKOPEHHIO MeTabonm3Ma kKapOaMas3emnmuHa M, TaKUM 00pa3oM, K
BO3MO)KHOMY CHIIKEHUIO €0 KOHIIGHTPAIMH B IJIa3Me KPOBH U, CII€A0BATEIbHO, K BO3SMOKHOMY
YMEHBIICHUIO BBIPAXKEHHOCTH TepamneBTHUecKoro 3¢ dekra mpenapara. OTMeHa 0JHOBPEMEHHO
npuHUMaeMblx — uHAYKTopoB  m3odepmenta CYP3A4  moxer  cHUXKATh  CKOPOCTb
ouotrpancopmanun kKapOamasemuHa, €, KaK CJEACTBHE, TMPUBOJUTH K IIOBBIIICHUIO
KOHIIEHTpaluu KapOaMasenuHa B Iia3Me KPOBH.

Kapbamazenun siBisercss MOUIHBIM HHAYKTOpoM u3odpepmenta CYP3A4 u npyrux ¢pepMeHTHBIX

NICUCHOYHBIX CHCTEM NEepBOM M BTOPOHM (ha3bl MeTaboiIM3Ma JIEKapCTBEHHBIX CPEACTB, U MpPH

11



COOTEBETCTEBYET JKCNEPTHOMY OTYETY
ot 21.09.202. 2200

OJIHOBPEMEHHOM MPUMEHEHUH C TpernapardmMu, Mé@é&ﬁl@%ﬁb‘ﬁﬂ?ﬁ&b#':ﬁzgﬁﬁébﬁ'ehTOM

CYP3A4, MoxeT BbI3BIBATh MHIYKIIMIO META0OIM3Ma U CHIKEHHE WX KOHIICHTPAIUU B IJIa3Me
KPOBH.

[Tockonpky mpeBpamenue kapOamazenuH-10,11-smokcuna B kapOamazenus-10,11-tpancauon
MPOUCXOIUT MPHU MOMOIIN MUKPOCOMAaIbHOW SMOKCHATHAPOIIA3bl, IpUMEHEHHE KapOamMasenrHa
OJTHOBPEMEHHO C WHTHOMTOpAMU MHKPOCOMAILHOW SMOKCUATUAPOIIA3bl MOXKET MPUBOJIUTH K
MOBBIIIICHUIO B IJIa3Me KPOBH KOHIIEHTpanuu kapdamazenun-10,11-smokcuaa.

IIpenapamol, Komopbvle Mo2ym nO8bICUMb KOHYEHMPAayuio Kapoamazenuna 6 niasme Kposi:

o amanveeupyiowue U  Hecmepououvie  NPOMUBOBOCHANUMENbHbIE — NeKAPCMEEHHble
npenapamol: AeKcTponponokcruden, nudynpodesn;

. npPOMuUBOONYXoesvle cpedcmea (AaHOpo2et): TaHa3ol,

o anmubuomuky:  MaKpOIUIHBIE  (HAMpUMEp, OJPUTPOMHUIIUH,  TPOJICAHIOMHUIINH,
JKO3aMUIIMH, KIIAPUTPOMUIIMH ), ITUTIPOQIIOKCAIIHH;

o anmuoenpeccanmol. BO3MOXKHO, JAC3UNIPAMUH, (IIyOKCeTHH, (hIyBOKCaMUH, He(a3z0a0H,
MapOKCETUH, TPA30J0H, BUJIOKCA3HH;

o npoOmMuUBoINUIENMuUYecKue cpeocmsea: CTAPUIICHTON, BUTA0ATPHH;

o npomueozcpubKogvle  cpedcmea: TPOU3BOAHBIC a3oiia (HampuMep, HUTPAKOHA30M,
KETOKOHAa30J1, (IyKOHA30JI, BOPUKOHA30J1). AJIbTEpPHATUBHbIE AHTUKOHBYJIHCAHTHI MOTYT OBITH

PEKOMCHAOBAHbI MAUCHTAM, IIOJTYYarOUM BOPHKOHA30JI NI UTPAKOHA30JI;

o onoxamopwl eucmamunoswvix Hy-peyenmopos: noparanut, repeHaanH;

o anmuncuxomuyeckue cpeocmaa (Heupoarenmuxu). oJllaH3anuH,

o npomugomybepKyie3nvle cpeocmaa: N30HUA3UL;

o npoOmMuUB0BUPYCHble Cpedcmsd: UHTHOUTOPHI poTeassl BUY (Hanpumep, puTOHABHD);

. NPOMUBOSIAYKOMHBIE CPEOCMEa (UH2UOUMOPLI KapOoaH2udpa3vl): alieTa30JIaMHIT,

o 2UnomeH3ugHvie npenapamsi  (OI0KAMOPbL  «MEOJIeHHBIXY — KAIbYUEBblX KAHALOB):

BepanamuJl, IUJITHA3EM;
o NpOMuUBOsI36eHHble  Cpeocmea  (UHSUOUMOpPbl ~ NPOMOHHOU — NOMNbL,  OJIOKAMOpbl

CUCmMamuHO6blX Hg-peuenmopoe): OMCIIpa30Jji, BOBMOXHO, HTUMCTUANH,

o MUOpeNaKcanmol: OKCUOYTUHIH, JTaHTPOJICH;
o anmuazpezanmmubvle CpeoCmaa: TAKIOTHINH;
. opyeue JnieKapcmeennvie cpedcmea U npoOyKmsl Numauus: TPEUnPPyTOBBIM COK,

HUKOTHMHAMH/]I (TOJIBKO B BBICOKHX J1033X ).
[TockonbKy MOBBINIEHUE KOHIEHTPAIMU KapOamas3enuHa B IUIa3Me KPOBH MOXET MPUBECTH K

BO3HUKHOBeHHI0 HP (Hampumep, K TOJIOBOKPYKEHUIO, COHIIMBOCTH, aTAaKCUU, JUILIONHH), B dTHX
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KOHIIEHTPAIMIO KapOamMa3enuHa B Ija3Me KPOBH.

[IpenapaTel, KOTOpBIE MOTYT TOBBICUTH KOHIIGHTpamuio kapOamasenuHa-10,11-smokcuma B
Iia3Me KpOBU: JIOKCANMH, KBETHANIMH, NPUMUIOH, Mporabuj, BaJIblIpoeBas KHCIIOTa,
BaJHOKTAMHU/I ¥ BAJILIIPOMU/I.

[TockonbKy MOBBIIIEHHWE KOHILIEHTpauu kapOamaszenuHa-10,11-smokcuna B 1uiasMe KpOBH
MOJKET MPUBECTH K BO3HHUKHOBCHHIO IMOOOYHBIX pEaKIUil (HAampumep, K TOJOBOKPYKEHHIO,
COHJIUBOCTH, aTaKCUH, TUIUIONUH), B 3TUX CUTYyalUsX CJelyeT KOPPUTHPOBaTh 03y Mpenapara
W/WAJTY PETYIISIPHO OMPEIEsATh KOHIIEHTpaIuio kapbamazenuna-10,11-3mokcnia mia3mMe KpoBH.
Ilpenapamul, Komopwvle MO2YM CHUNCAMb KOHYEHMPAYUlo Kapoamazenuna  niasme Kpoeu.:

. npomusodnuienmuieckue  cpeocmea:  ¢demdamar, ME3yKCUMHUI, OKCKapOa3emnuH,
denobapburan, dencykcumua, (GeHUTomH (BO HM30EKaHWE HWHTOKCUKANMH (DEHUTOMHOM U
BO3HUKHOBEHHS CYOTepaneBTUYECKUX KOHIEHTpaluui kapOamasenuHa pEeKOMEHJI0BaHHas
MJIa3MEHHAs KOHIICHTpanus (EHUTOMHA OJDKHA OBITh He Oojiee 13 MKr/Mia 1o moOaBieHUs K
Tepanuu KapOamazenuHa) W (HOCHEHWTOWH, NPUMHAOH, M, XOTSA JIaHHBIE YaCTUYHO

MMPOTUBOPCUUBELI, BO3MOKHO, TAKIKC KJIIOHA3CIIAM,

o npOMuUBOONYxoegvle cpedcmaa: ACIUIATHH WITH TIOKCOPYOUTINH;

. npomusomybepkyniesHvle cpedcmea: pudhaMITUIIH;

. bpoHxoounamupyrowue cpedcmasa: TeOPUIINH, aMUHODUILTHH;

. cpedcmaeo 05l ledeHusl yepesoll Colnu (PemuHoudbl): N30TPETUHOWH;

o opyaue JleKapCmeeHHvle cpeocmea U NpoOYKMbl NUMAHUA: PACTUTENBHBIC MPENapaThl,

coJiepKarire 38epo00i IPOIBIPSIBICHHBIMN.

[Ipy ogHOBpEMEHHOM NPUMEHEHUHU C BBIIIEYKAa3aHHBIMU IperapaTaMu MOXKET MOTpedOoBaThCs
KOppEeKIHs 03Bl KapOama3enuHa.

Bruanue xapbamaszenuna Ha KOHYEHMpayuro 6 niasme KpoGu Npenapamos, NPUMEHIeMbIX 8
Kayecmee 00HO8PEeMEHHOU mepanuu

[Ipu ogHOBpEeMEHHOM NMPUMEHEHHH ¢ KapOaMa3elnuHOM BO3MOKHO CHI)KEHUE KOHIEHTpPAlluu B
miasMe¢ KpOBH, YMCHBIICHHC MM [JaK€C TIOJHOC IIPCKPAIICHUC HeﬁCTBHH HCKOTOPBIX
npemnaparos, B CB4A3UM, C 4YCM CJICAYCT YUYUTHIBATH H€O6XO,Z[I/IMOCTI: KOPpPCKOUHN 03Bl
HUKEYKa3aHHBIX NPENapaToB B COOTBETCTBUU C KIIMHUYECKUMH PEKOMEHIALIUSAMU:

o amanveesupyiowue U - HecmepouoHvle  NPOMUBOBOCNANUMENbHbIE — NPEenapamaol.
OynpeHopuH, METaIoH, IMapaneraMmon (JIIUTEeIbHOE TMPUMEHEHHE KapOamaszenuHa |
napareramosia (ameraMuHOpeHa) MOKET MPUBECTH K PA3BUTHIO TE€NATOTOKCHYECKUX 2 (HEKTOB),
¢denaszoH, Tpamaao;

o AHMUOUOMUKY 2PYNNbL MEeMPAYUKIUHA: TOKCULTUKINH, pudadyTHH;
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BaphapuH, (QEHNPOKYMOH, MAWKYMapoid W aleHOKyMapoJ, puBapokcabaH, ma0uraTpas,
anukca0aH, 3J0Kcaban);
. anmuodenpeccanmol. OYIPOIMOH, ITUTAJONpaM, MHAHCEPHH, HE(Pa30J0H, CEPTPAIIUH,

TPa304d0H, TPUHHUKINYCCKHUC AHTUACIIPCCCAHTHI (I/IMI/IHpaMI/IH, AMUTPUIITUWINH, HOPTPUIITHIINH,

KJIOMMIIPAMUH);
o npOMuUBOpE8OmMHbIE CPEOCMEA: ANPEIUTAHT;
. npomusodnuUIenmuiecKue cpedcmaa: kiodasam, KiIoHa3emaM, 3TOCyKCUMuU/, (endamar,

JAMOTPHUJDKUH, OCIHKapOa3enuH, OKckapOa3enuH, MPUMHIOH, THAraOWH, TomHpamar,
BaJIbIIPOCBAsl KHUCJIOTA, 30HU3aMHJ. Bo wu30ekaHWe HMHTOKCUKANMKA (EHUTOWHOM U
BO3HUKHOBEHHUS CYOTEpaneBTHYCCKUX KOHIICHTpAIMi KapOamasenuHa pEeKOMEHJIOBaHHAs
TUTa3MEHHas KOHIIEHTpanus (EHUTOWHA JOJDKHA ObITh He Oomee 13 MKr/mit 10 mobaBieHUs K
Tepanuu kKapOamazenuHa. MIMeroTcsi cooOumeHns o ToM, 4To Ha (poHe mpuema kapOamazenuHa
KOHIIEHTpaIusl Me()EHUTONHA B TUTa3Me KPOBU MOJKET TOBBIIIATHCS (B PEIKHUX CITyYasX);

. npomueozcpubKogvle  cpedcmeq:  WTPAKOHA30J, BOPUKOHA30J,  aJbTCPHATUBHBIC

AHTUKOHBYJbCAaHTbI MOT'YT OBITE PEKOMCHAOBAHbI MAallMCHTaM, IOJYyYarOIIUM BOPHUKOHA30JI UJIN

UTPAKOHA30T,

o anmueenb MUHmHole cpedcmea: Ipa3uKBaHTeN, ajJ0eH1a301T,;

. npomueoonyxoiesvie  CpeoCcmaa. UMaTUHUO, mukinopochamun, — manatuHUo,
TEMCHPOJIMMYC;

o anmuncuxomuyeckue  cpeocmea  (Heuponenmuxu):  KJIO3alUH,  TaJONEPUIOIN,

OpomnepuI0, OJaH3anlH, KBETHAINH, PUCIIEPUI0H, 3UMPACUIOH, ApUITHAIIPA30J1, TATTUIIEPUIOH;

o NPOMuUBOBUPYCHbIE CpedCcmea: MHTuOUTOphl mpoTea3sl BUY (mHanHaBUp, pUTOHABUD,
CaKBUHABHUD);
. npenapamol 015 JedeHusi 3a001e8aHull CcepOeyHO-coCYOUCmol cucmemul: OIIOKATOPHI

«MEJITICHHBIX» KaJIbIIUEBbIX KaHAJIOB IPYMIbl JUTUAPONUPUINHOB ((PEIOAUNNH), CUMBACTaTHH,

aTOpPBACTATHH, JJOBACTATUH, [ICPUBACTATHH, UBAOPAIIH;

. cepoeyHvle 2IUKO3UObL. TUTOKCHH;

o 2NIIOKOKOPMUKOCMEpOouosl: TIPS THU30IIOH, IEKCaMETa30H;

. cpeocmaea 015 ieuerust IPeKmuibHOoU ouc@yHKyuu: Tananadu;

o UMMYHOOenpeccughvie cpeocmaa: MUKIOCTIOPUH, SBEPOIUMYC, TAKPOIUMYC, CHPOIIUMYC;
o cpedcmea Ol iedeHus 3a601e8aHUll WUMOBUOHOU Jcelle3bl: TEBOTHPOKCHH;

o opyaue JleKkapCmeeHHvle CpeoCmea U NpoOyKmbvl NUmauus: TIpernaparbl, COAepiKallue

ACTPOTECHbI U/UJIH MTPOT€CTEPOH.
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[Ipu onHOBpEMEHHOM MpPUMEHEHHH KapOama3enuHa ¢ JICBETUPAIlETaMOM B OTAEIBHBIX CIIydasx
OTMEYaJIOCh YCHJIEHUE TOKCHUECKOTO ACHCTBUS KapOamMa3enuHa.

W3BecTHBI cOOOIIEHHS 00 YCHJIEHMH TeNaTOTOKCUYHOCTH, BBI3BAHHOM H30HMA3UIOM, B TeX
CIIy4asiX, KOTJia OH IPUMEHSJICS OJJHOBPEMEHHO ¢ KapOaMa3ermmHOM.

KomOunupoBaHHoe mnpuMeHeHHe KapOamasenuHa M JIMTUS WM METOKJIONpaMHIa, a TaKxkKe
KapOama3ennHa U HEHpOIENTUYECKUX CPEICTB (rajonepuaoia, THOPUIa3uHa) MOXKET MPUBECTH
K TIOBBIIICHUIO YacCTOThl HE)KeJaTeNbHbIX HEBPOJOTMYECKUX peakuuil (B ciay4yae mocienHen
KOMOMHAIUU - JJa)Ke MPU TEparneBTHUECKUX KOHIEHTPALUAX JACUCTBYIOIIMX BEIIECTB B IJIa3Me
KpPOBH).

OnHOBpeMEHHOE NpPUMEHEHHEe KapOamasernuHa ¢ HEKOTOPBIMU JUYPETHUECKUMH CPEICTBAMU
(THIPOXIIOPOTHABHIOM, bypoceMuIom) MOXET  MPHUBOJUTH K  TUIIOHATPUEMUH,
COTIPOBOXKAAIOIIEHCS KIMHUYECKUMHU MPOSIBICHUSMHU.

Kapbamazenun MoOXeT IpOosIBIATh AaHTATOHU3M JCHCTBUIO HENENOIAPU3YIOIINX MHUOPEIAKCAHTOB
(HampuMep, TaHKypoHHUs: Opomun). B ciydyae nmpuMeHeHHsS Takoi KOMOWHAIIMM JIEKapCTBEHHBIX
CPEICTB MOXET BO3HUKHYTh HEOOXOIMMOCTh B TIOBBIIIEHUHU J103bl YKA3aHHBIX MHUOPEIAKCAHTOB;
CleyeT TIATeNIbHO HAO01aTh MalMeHTa, TaKk KaKk BO3MOXKHO 0oJjiee ObICTpOe, 4YeM 0XKHIaI0Ch,
npeKpaleHne JecTBUs MHOPEIaKCaHTOB.

Coo0manoch 0 BOSHMKHOBEHHHM KpPOBSIHHCTBIX BBIACTICHUN W3 BJarajviia B HEPUOJ MEXIY
MEHCTpyallMsIMH TpU  OJHOBPEMEHHOM [MPUMEHEHMHM IIpernapara ¢ TOPMOHaJIbHBIMU
KOHTpalenTuBaMu (KpOBOTEUCHHE «IIpopbiBay). [lpemapar Moker CcHmwkath dpdekr
TOPMOHAJIBHBIX KOHTPALENITUBOB BCIIEACTBUE MHAYKIIMA MUKPOCOMAIBHBIX ()epMEHTOB.
Kapbamazenu, Tak ke Kak U Apyrue MCUXOTPOIHBIE CPEACTBA, MOXKET CHIKATh IIEPEHOCUMOCTD
ankoroisi. B cBs3M ¢ 3TUM pEeKOMEHAYETCs OTKA3aThCsl OT YIOTPEOIEHUS aIKOTOJIS.
OpnHoBpeMeHHOE MPUMEHEHHE KapOaMaselrHa U MPsIMbIX aHTUKOATyJISHTOB JJIs pUeMa BHYTPh
(HampuMmep, puBapokcalaH, 1aduraTpaH, anukcadaH, 37J0KcadaH) MOKET IPUBECTH K CHUKEHUIO
KOHIICHTPALMH MEPOPATbHOTO aHTHKOATYJISHTA MPSMOTrO JEHCTBHS B IJIa3Me€ KpPOBH, UTO
MPUBOANT K PUCKY pa3BUTHs TpoMOo3a. Takum 0Opa3om, mpu HEOOXOUMOCTH OTHOBPEMEHHOTO
NPUMEHEHUS YKa3aHHBIX NPErnapaTtoB CIEIyeT MPOSBIATh HACTOPOKEHHOCTh B OTHOIIECHUU
NPU3HAKOB M CHMIITOMOB TpoM003a.

Bnusanue na ceponocuueckue uccie008aHus

Kapbamazenun MOXKeT MPUBECTH K JIO)KHOMOJOXKUTEIBHOMY PE3yJbTaTy OINpeesieHus
KOHIIGHTpanuu TmnepdeHasnHa MeTOAOM BBICOKOA(D(PEKTUBHOM >KUIKOCTHOH Xpomarorpadum.
Kap6amazenun u 10,11-smokcun kapOamasenuHa MOTYT MPUBECTH K JIOKHOIOJIOKUTEILHOMY

PE3yiibTaTy ONPCACICHHUA KOHLICHTpAIUU TPULHUKIUYCCKOTO AaHTHIACIIPECCAHTa MCTOAOM
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4.6. DepTHUIBHOCTH, 0€PEMEHHOCTD U JAKTALUA

Kourpauenims

[TarueHTKaM € COXpaHEHHBIM PENPOAYKTHUBHBIM IOTEHIMAJIOM CJEIYyeT HCIO0JIb30BaTh
HAJI)KHBIE METO/bl KOHTpALEHIMU BO BpeMs Tepanuu U B T€UEHHE 2 HeAeNb IMociie MpuemMa
nocjeqHe 110o3pl mpemapara. B cBa3M ¢ uMHAyKOMEH ¢GepMEeHTOB KapOaMaszenmuH MOXKET
ocnaliiATh TepaneBTHUECKUI 3(h()eKT mepopabHBIX KOHTPALENTHBOB, COACPIKAIINX 3CTPOTCHBI
W/WIT TIPOTECTEPOH.

[TarueHTKaM € COXPAaHEHHBIM PENPOAYKTUBHBIM MOTEHIMAJIOM CIIEyeT pPEKOMEHA0BaTh
HCIIOJIb30BaTh AIbTEPHATUBHBIC METO bl KOHTPALICTIIIUU BO BpEMs TEPAIUU MPEMapaToM.
bepemeHHOCTD

Kap6amazenna OBICTpO MPOHUKAET Yepe3 reMaTOIUIAllCHTapHbBIH Oaphep, U OOHApYKUBAETCS B
BBICOKMX KOHIIEHTpAIUAX B TKaHSX II0Ja, OCOOEHHO B MEYEHU U MOYKAX.

JleTn mMalMeHTOK ¢ OJOWICNCHeH dalle IpyruX MpelpacloiokeHbl K BO3HUKHOBEHUIO
HApYIICHUN Pa3BUTHS, B TOM YHCIE, BPOXKICHHBIX MOPOKOB. HecMoTpsi Ha HEZOCTATOYHOCTH
yOeIUTENbHBIX NaHHBIX KOHTPOJIUPYEMbIX MCCIEAOBAHUN O HAIMYUM TPUYUHHO-CIEICTBEHHOM
CBSI3M JAHHBIX HapYIIEHWH ¢ MOHOTepamnueil kapbama3enuHoM y MaTepu, Ha (poHE MPUMEHEHUs
npernapara 3aperuCTpUpPOBAaHbl COOOIIEHUS O CIydasx BPOXKICHHBIX 3a00JI€BaHMN U MOPOKOB
pa3BUTHS, BKIJIIOYAs He3apallleHHe TyKeK MO3BOHKOB (Spina bifida) u apyrux BpoKAEHHBIX
aHOMaJuil: e()eKTOB Pa3BUTHS YEPEIHO-THUIEBBIX CTPYKTYP, CEPACUHO-COCYIUCTON M JPYTHX
CUCTEM OPraHOB, FMIIOCIIAIHH.

[Io nanabiM CeBepoaMEpUKAaHCKOTO pErucTpa OCpeMEHHOCTEH, 4YacToTa IpyObIX ITOPOKOB
pPa3BHUTHS, OTHOCAIIUXCSA K CTPYKTYPHBIM aHOMANUsAM, TPEOYIOMIMM XHUPYPTUUYECKOM,
MEJIMKaMEHTO3HOW MJIM KOCMETHYECKOM KOPPEKIMU, TUAarHOCTUPOBAHHBIX B T€UECHHE 12 Heaenb
nocie poxaeHus, coctasiasia 3,0 % y Marepeld, IPUHUMABIIMX B IIEPBOM TpPUMECTpE
KapOama3enuH B KauecTBe MoHoTepanuu, U 1,1 % y marepeil, He MPUHUMABIINX KaKUX-THOO
MPOTUBOSMUIEITHUECKUX TPENapaToB.

Knunuueckoe 3nauenue

Jleuenue kapbama3zenuHOM y OEpEeMEHHBIX KEHILIWH C SMUIETICUEN JOHKHO OCYIIECTBIATHCA C
0c000i1 OCTOPOKHOCTEIO.

[Ipn HeoOXomuMOCTH TPUMEHEHHS MpermapaTa y OepeMEeHHBIX, a TaKKe B TOM clydae, €Clid
OepeMeHHOCTh IMarHOCTUPOBaHAa BO BpeMs MPUMEHEHHUsI Ipernapara, Uil NalueHTKa IaHupyeT
OepeMeHHOCTD, CleAyeT TUIATeNbHO OLIEHUTh COOTHOUICHHE OKUIAeMOM MOJIb3bl U BO3MOMXHOTO
pHucKa, 0COOEHHO B IEPBOM TPHUMECTPE OEPEMEHHOCTH.

I[Ipu  pmocrarouHol  KIMHUYECKOH S((EKTUBHOCTH Yy TMAIMEHTOK C COXPAaHEHHBIM
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YacTOTa pa3BUTUS BPOXKACHHBIX AaHOMAJIMM IUIOA TNpPH MPUMEHEHHH KOMOMHHPOBAHHOM
IPOTHBOAMIICIITUYECKON Tepanuy BBIIIE, YeM IMPU MOHOTEPANUM JaHHBIMH IperapaTaMi.
B 3aBucumocTu 0T mpemnapaToB, BXOAAIIMX B COCTaB KOMOMHUPOBAHHOM Tepanuy pucK pa3BUTHUS
BPOKICHHBIX IOPOKOB MO>KET MOBBIIIATHCS, 0COOCHHO IPU JOOABICHUH K T€paIy BaJbIIPOaTa.
Kapbamazenun cregyer NpuUMEHSATh B MHHHUMAIbHON >(QQekTuBHON m03e. Pexomenmyercs
pEeryJsipHBI  KOHTPOJIb  KOHIIGHTpAalMW JCWCTBYIOLIEr0 BelIeCTBa B IUIa3Me  KPOBH.
[Ipu > dexTHBHOM TPOTHBOCYAOPOKHOM KOHTpPOJIE y OCpEeMEHHOW CIIeIyeT MOIePKUBAThH
MUHUMAJbHYIO KOHIEHTpAluIo KapOamas3enuHa B IJIa3Me KPOBH (TeparieBTUYECKUM AMana3oH
4 - 12 MKr/mi), TOCKOJIbKY CYIIECTBYIOT COOOILICHHSI O BO3MOXXKHOCTU J0303aBUCHMOCTH PHCKa
pa3BUTHS BPOXKICHHBIX IOPOKOB (HANpUMEp, YacTOTa pPa3BUTHS IOPOKOB pa3BUTHS TPH
npuMeHeHun 036l MeHee 400 Mr B CyTKH ObUIa HMKE, YEM NPU MPUMEHEHUU 0oJiee BBICOKHX
no3). IlanueHTkn AOMKHBI ObITH HMHPOPMHUPOBAHBI O BO3MOXKHOCTH YBEJIMYEHHUS pHUCKA
BO3HUKHOBEHUSI TOPOKOB pPAa3BUTHS W O HEOOXOJUMOCTH MPOBEACHUS, B CBSI3U C ITHM,
AQHTEHATAJIbHOW JMAarHOCTHKH.

Bo Bpemsi OepemMeHHOCTH HE cleAyeT MpepbiBaTh 3(PGEKTUBHOE MPOTHBOIMMICTITUUECKOE
JieYeHue, TIOCKOJIbKY MpPOrpeccCUpoBaHue 3a00JeBaHUS MOXET OKa3blBaTh OTPHUIATEIHHOE
BJIIMSIHAE HA MaTh U Ha IIJIOJ.

Konmpons u npogunaxmuxa

N3BecTHO, 4YTO BO Bpems OepeMEHHOCTH pa3BHBaeTCs JaeDUIUT (HOTMEBON KHUCIIOTHI.
CooOmianoch 0 TOM, YTO MPOTHUBOSMUJICNITUYECKUE CPEICTBA YCUIUBAIOT 3TOT AeUIUT. DTO
MOYET CIIOCOOCTBOBATh YBEJIIMUECHUIO YACTOTHI BPOXKICHHBIX JIE(EKTOB y ETeH, pOXKAAIOIIUXCS
y KCHIINH, TPUHUMAIOLINX POTUBOSIMICIITHUYECKUE CPEACTBA. B CBSA3M C BBIIIECKAa3aHHBIM 10
U BO BpeMsi OEpeMEHHOCTH PEKOMEHIYeTCs AOIMOJIHUTEIbHBIA mpueM (OJIMEeBON KHUCIOTHI.
C uenbto NMpoQUIAKTUKH MOBBIIIEHHOW KPOBOTOYMBOCTH Y HOBOPOXKIEHHBIX JKEHIIMHAM B
HoCJIeIHUE Helean OCpEeMEHHOCTH, a TaKKe y HOBOPOXKIEHHBIX PEKOMEHIYETCS MPUMEHSTbH
ButamuH Kj.

Hoesopooicoennvie

OnucaHo HECKOJIBKO CIIy4aeB OJMIJICNTUYECKUX MPHUCTYINOB W/WIM YTHETEHUs [bIXaHUd Yy
HOBOPOXKJICHHBIX, MaTepd KOTOPbIX MPUHUMAIM Mpernapar OJHOBPEMEHHO C JAPYIHMMHU
IPOTHBOCYIOPOXKHBIMH CpeAcTBaMu. KpoMe Toro, coo0Iiasoch Takke O HECKOJBKUX CIydasix
PBOTHI, AMApeu W/WIM TUMIOTPOGUU y HOBOPOXKIEHHBIX, MATEPU KOTOPBIX MOIYyYaId Mpenapar.
Bo3MoXHO, 3TH peakuuMu MPeACTaBIAIOT CcOOOM MPOSBIEHUS CHHAPOMA OTMEHBI Y

HOBOPOXKACHHBIX.
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[To 0600IIEHHBIM AAHHBIM Pa3IMYHBIX JOKIMHUYECKUX HCCIEIOBAHMNA Yy KMBOTHBIX (MBIIIH,
KPBICBI, KPOJIMKH) NMPU NPUMEHEHUU B J03aX, COOTBETCTBYIOIIUX IMPHMEHSEMBIM Yy YeJIOBEKa,
KapOamasenuH oOsiafjaeT HU3KMM TEpPaTOreHHBbIM IOTEHLUAIOM MM HEe 001aJaeT TaKOBbIM
BoBce. OnHAKO JaHHBIX JOKIMHUYECKMX MCCIEJOBAHUN OKa3aJoCh HEJOCTAaTOYHO JUIs
UCKJIIOUEHHs] TepaToreHHoro sddexra kabpamaszenuHa. B wuccienoBaHum penpoayKTUBHOM
TOKCHYHOCTH TPU NPUMEHEHHUHU Npenapara y KOPMAIIMX KpbeIC B J03e¢ 192 MI/Kr B CyTKH
OTMEYEHO 3aMeJIeHre MPUOaBKU MacChl Tella y TOTOMCTBA.

Jlakranus

Kapbamazenun mpoHHKaeT B IpyAHOE MOJIOKO, IIe €ro KOHIeHTpauus coctasiser 25 - 60 %
OT KOHIIGHTpallUM B IUIa3M€ KpPOBH. B CBA3M C BBIIMIECKAa3aHHBIM IPH HEOOXOJUMOCTH
IPUMEHEHHs Ipernapara B IMEpPHOJA TPYAHOTO BCKapMJIMBAHUA CJIEIyeT TIIATEJBbHO OLEHHUTH
COOTHOILIEHUE OXKUJAeMOW TMOJIb3bl €CTECTBEHHOI'O BCKAPMIIMBAHHUS K BO3MOXKHOMY PHCKY
pazButus 10O0YHBIX A dekToB mpemapata. Heobxomumo HAOIIOAATH HOBOPOXKICHHBIX,
MOJYYalOIUX T'PYyJHOE MOJOKO, C IIeNIbI0 KaK MOXHO OoJyiee paHHEW AMAarHOCTHKH MOOOYHBIX
3¢ dexToB (Hampumep, BBIPAKEHHOW COHJIMBOCTH, QUIEPTHUYECKUX KOXXHBIX PEaKIUi).
Y HOBOPOXXJIEHHBIX, KOTOPbIE MOJIydald KapOaMa3enuH aHTEeHATaIbHO WU C TPYAHBIM MOJIOKOM
ONHKCAHBl CIy4Yad XOJIECTATUYECKOTO TelaTuTa, B CBA3M C YeM cleayeT HalloJaTh TaKuX
HOBOPOXKJICHHBIX C LIENbI0 KaK MOKHO OoJiee paHHEeW TUarHoCTUKU MOOOYHBIX 3(PPeKToB co
CTOPOHBI T'€NaTOOMINAPHON CUCTEMBI.

DepTUILHOCTE

3aperucTpupoBaHbl OYEHb PEIKHE COOOMICHHS O CHIDKEHUU MYXKCKOW (PepTHUIBHOCTH H/WIN
HapyILICHUH CIiepMaToreHesa.

4.7. BausiHMe HA CHOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMHU CPeACTBAMH M PadoTaTh C
MeXaHHu3MaMH

CriocobHOCTh TanueHTa, MpuHHUMaloero npernapar KapOamaszenuH, K ObICTpOH peakiuu,
0CcOOEHHO B Hayaje Tepanuy WM B MEepHoJ Moa00pa 103bl, MOKET OBITh HapyIIEHa BCIEICTBUE
KaK caMoro 3a0oJieBaHus (HarpuMep, CyJI0por), TaK W BCJICACTBUE MOOOYHBIX SBJICHUM, TaKHX
KaK, TOJIOBOKPY)KCHHE, COHJIMBOCTb, AaTaKCHs, IUIUIONUS, HapylleHue AakKKOMOJALUU U
HapymieHne 3peHus. [lammeHnTty crneayer coOmoJaTh OCTOPOXKHOCTh MpPH  YIPaBICHUU
TPAHCIIOPTHBIMU CPEACTBAMH U MEXaHU3MaMHU.

4.8. HexenaTeabHble peaknu

Pesrome mpoduiist 6e3onacHOCTH

Omnpenenennble BUAbl HexenarenbHblXx peakuuit (HP), nampumep, co crtoponst IHC

(rOJIOBOKpY)KEHHUE, TOJOBHAs 0OJb, aTaKCHsl, COHJIMBOCTb, YyBCTBO YCTaJOCTH, AMUIUIONUSI), CO
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CTOPOHBI MHUIIEBAPUTEIBHON CHCTEMBI (TOIIHPTA, deJr-y)-' 2l Falore

peaKkuuu, BCTPEYAOTCSI OY€Hb YacTO WUJIM 4acTO, OCOOEHHO B Hadaje JICUCHUs MpernapaTom, Uiu
IpU MPUMEHEHUHU YPE3MEPHO BBICOKOW MEPBOHAYAIBHOM J03bI Ipemnapara WIM MpHU JICUCHUU
MO>KWIIBIX MAIllUEHTOB.

Jo3o3aBucumbie HP 00b14HO pa3pemiaroTcsi B TeUCHHE HECKOJIbKHUX JTHEH, KaK CIOHTAaHHO, TaK U
10CJIe BPEMEHHOTO CHMYKEHUS /10361 Ipernapara. Pa3Butue nodouHbIx peakuuii co croponsl [THC
MOKET OBITh CJEICTBUEM OTHOCHTEIBHOW MEPEeJO3UPOBKH IMPEmapaTOM WM 3HAYUTEIbHBIX
KOJIeOaHW KOHIIGHTpAllMd JECUCTBYIOIIETO BEIIECTBA B IJIa3Me KpoBU. B Takmx ciydasx
PEKOMEHIYEeTCSl KOHTPOJIMPOBATh KOHLIEHTPALMIO JEHCTBYIOLIErO BEIIECTBA B IUIa3MeE KPOBHU.

PesroMe HexxenaTeabHbIX peaKIui

Jns onleHKM 4acTOThl HexenarenbHbIX peakuuid (HP) ucnonb3oBanbl cienyromye KpUTEpUH:
«oueHb gacto» (> 1/10), «gacto» (ot > 1/100 mo < 1/10), «xeuacto» (ot > 1/1000 mo < 1/100),
«penko» (ot > 1/10000 no < 1 /1000), «ouens penxo» (< 1/10000), B TOM 4YuCIe U OTACIbHBIC
coobmenus. HP crpynnupoBanbl B COOTBETCTBHH C CHCTEMHO-OPTaHHBIMH —KJIaccaMu
MEIUIIMHCKOTO CIIOBapsi Ui HOPMaTHBHO-TIpaBoBoi nesrensHocTH MedDRA, B mpenemax
onHoro kinacca HP mepeuncnensl B mopsiike yObIBaHUS 4acTOTHI BCTPEYAEMOCTH, B Ipeaenax
KaXJ0M Tpymmbl, BBIACJICHHONW IO 4YacToTe BcTpewaeMoctw, HP pacrnpeneneHbl B mopsiake
YMEHBIIEHUS UX BaKHOCTH.

Hapywenus co cmoponul kposu u tumgamuyeckou cucmemsl: 04EHb 4aCTO - JICHKOTEHUS; 4aCTO
- TpOMOOITUTONIEHUS, D03UHOPWIMS; PEIKO - JEHUKOIUTO3, JUMQaaeHONaThus; OYeHb PEIKO -
arpaHyJoLMTO3, arlacTUYecKas aHeMusl, MaHIUTONEHUS, UCTUHHAS 3PUTPOLUTApHAs aria3us,
aHEMUsI, METaJ00IacTHAS AaHEMHUS, PETUKYIOIMTO3, TEMOJIUTHYECKast aHemusi. Bo Bpemst mpuema
npenapara MOKET pa3BUTHCS arpaHyJIOLUTO3 U arjiacTuyeckas aHemus. OIHAKO, B CBSI3U C TEM,
YTO 3TH COCTOSIHUS BO3HUKAIOT OYEHb PEAKO, TPYAHO JaTh KOJUYECTBEHHYIO OLICHKY PHCKa MX
BO3HUKHOBEHHMsI. M3BECTHO, YTO CyMMapHBIM pPHUCK pa3BUTHS arpaHysonuTo3a B oOmen
NONYJISILUK, HE TOJIy4aBIIeH JieueHus, coctapiser 4,7 ciaydaeB Ha | MIIH. HaceleHUs B roj, a
arutacTudyeckoi anemuu - 2,0 ciydast Ha | MJIH. HaceJIeHus B FOJ.

Hapywenus co cmoponsl ummyHHoU cucmemul: peAKO - OIUOPTaHHAs TUIIEPYYBCTBUTEILHOCTD
3aMEJUICHHOTO THUIIA C JINXOPAAKOW, KOKHBIMH BBICBITIAHUSMH, BAaCKYJIUTOM, TUMQareHONnaTHen,
nceBAOMMMGPOMON, apTpaliruell, JeHKonmeHne, S03WHO(IINEH, TemnaToCIUIECHOMETaIed |
W3MEHEHHBIMH TIOKa3aTesIMUA (PYHKIIMU TEYEHU U ACCTPYKIMEH BHYTPUIICUEHOUHBIX JKEITUHBIX
IIPOTOKOB C YMEHbIIEHHEM MX 4Yucia (yKa3aHHbIE MPOSBIEHUS BCTPEUAIOTCS B Pa3IMYHbIX
KOMOHMHaIMsIX). MOryT Tak)Ke BOBJIEKATbCSl JApPyrue OpraHbl (Hampumep, JIeTKue, MOYKH,
MOJDKENTYI0OYHAsT JKeJie3a, MHOKapJ, TOJCTas KHUIIKAa); OYeHb PEOKOo - aHaduiIakThudeckas

pcaknu, aHI‘I/IOHeBpOTI/I‘IeCKI/Iﬁ OTCK, I‘I/IHOFaMMaFHO6yHI/IHeMH}I . HpI/I BO3HHUKHOBCHHHU
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OBITH MPEKPAIICHO.

DOHOOKpuHHbIE HapywieHus: 4YacTo - OTEKH, 3aJiepKKa S>KUIKOCTH, yBEIMYEHHE MacChl Tena,
TUIIOHATPUEMHUS U CHWKEHHE OCMOJIIPHOCTH KpOBM BCIEICTBHE 3((eKTa, CXOJHOIO C
NEMCTBUEM aHTUANYPETHUECKOrO0 TOPMOHA, YTO B PEAKUX CIy4yasX IPUBOAUT K BOJHOU
MHTOKCUKAUU (TUIIOHATPUEMHUM PA3BEACHUS), COINPOBOXKAAIOIIECHCA JIeTaprueil, pBOTOM,
TOJIOBHOW ©0JIbI0, JI€30pHUEHTAIME M HEBPOJIOTMYECKUMHU HApYIICHUSIMH, OYEHb DEIKO -
rajjakTopesi, THHEKOMAacTHsl.

Hapywenus memabonusma u numanus: peako - AeGUUUT (POoNMeBOM KHUCIOTHI, CHUKEHUE
amnmeTuTa; OYeHb peAKo - ocTpas mnopdupus (ocTpas HHTEPMUTTHpYOIIAs MOppupus u
cMelaHHas nopupus), Heoctpas noppupus (MO3AHSA KOKHAS TOPPHUPHUS).

Icuxuyeckue Hapywienus: PeIKO - TAJUTIOLMHAIMK (3pUTEIbHBIC WM CIyXOBBIE), AeNpeccus,
arpeccusi, O€CIOKONCTBO, a)KUTaLUs, CIYTAHHOCTb CO3HaHUS; OYEHb DPEIKO - aKTHBALMs
IICHX03a.

Hapywenus co cmopoHvl HepeHol cucmemvl. OYEHb YacCTO - aTaKCHs, TOJOBOKPYXEHHE,
COMHOJICHIIMS; 4acTO - JUIUIONMS, IOJOBHAs OOJb; HEYACTO - aHOMAaJbHBIC HENPOU3BOJIbHBIE
JBYDKEHUS (HAlpuMep, TPEMOop, «IIOpXAIoLUi» TpeMop (aCTEpUKCUC), MbIIIEYHAs TUCTOHUS,
TUK), HUCTarM; pEIKO - TUCKUHE3Us, TJIA30/IBUTATEIbHbIC HApYIICHHs, HApyLUICHUS pPEUH
(HampuMep, AW3apTpus, HEBHATHAs peyb), XOpeoareTo3, mepudepuyeckas HeWponaTus,
napecre3us, Iape3; O4YEeHb PEAKO - 3JI0KAYECTBEHHBIM HEHWPOJICNTUYECKUH CHHIPOM,
ACENTUYECKUA MEHUHTUT C MUOKIIOHYCOM U TIepUEePUIECKON 203MHOPUITHEH, TUCTEB3US.
Hapywenusa co cmoponsl opeana 3penus: 4acTo - HapylIeHHe aKKOMOAALUH (B T.4. HEUETKOCTh
3peHHs); OUYCHb PENIKO - TOMYTHEHHUE XPYCTaINKa, KOHbIOHKTUBHT.

Hapywenus co cmoponel opeana cayxa u JaaOupunmuvle HApYWieHus: OYEeHb PEIKO -
paccTpoiCTBa cilyxa, B T.4. IIyM B YIIax, TMIIEPaKy3us, FMII0aKy3Hsl, U3MEHEHUsI BOCHPUATHUS
BBICOTHI 3BYyKa.

Hapywenus co cmoponsl cepoya: penko - HapylIeHue BHYTPUCEPICYHOI MPOBOAMMOCTH; OYE€Hb
pPeIKO - apuTMUs, aTPUOBEHTPUKYJIApHAs OJIokama ¢ 0OMOpPOKOM, OpaavKapaus, XpOHHUYECKas
cepieuHasi HeZJ0CTaTOYHOCTh, 00OCTPEHUE NIIIEMUYECKOM 00JIe3HHU cepaLa.

Hapywenusa co cmoponwsl cocy0os: penKo - apTepuaibHasi TUIIEPTEH3Us WM TUIIOTEH3HUsI; OYE€Hb
penKo —  LUPKYJIATOPHBIA  Koyutamc, Tpomboduedbur, TpoMOosMOonusi  (Hampumep,
TPOMOOIMOOJIHS JIETOYHOUN apTepun ).

Hapywenus co cmopoHnbl 0biXxamenbHol CUucmemyl, Op2aHo8 2pyOHOU KIemKu U cpedoCmeHUs..
OYCHb PEJIKO - PEaKIUH TUIEPUYBCTBUTEIHLHOCTH, XapaKTEPU3YIOIIUECS JINXOPAIKOM, OJIBIIIKOM,

ITHEBMOHUTOM HJIM ITHCBMOHUEH.
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HEYacTo - Juapesi, 3amop; peako - 00Jb B JXKHUBOTE; OYEHb PEIKO - TJIOCCUT, CTOMATHT,
MaHKPEaTHT.

Hapywenuss co cmopoHbl neyeHu U — JHCenuesvlgooawux nymeti: PEAKO - TeImaTuT
XOJIECTATHYECKOTO, IMAPEHXUMATO3HOTO (TemaToNesUTIONSIPHOT0) WM CMEIIAaHHOTO —THIIA,
JNECTPYKIUSL BHYTPUIICYCHOYHBIX JKEITYHBIX IMPOTOKOB C YMEHBIIEHHWEM WX YHUCIA, KEITyXa;
OYCHb PEJIKO - MEUEHOYHAs HEIOCTATOUYHOCTh, IPAHyJIEMAaTO3HOE TIOPaKEHHUE MTEUYEHH.
Hapywenus co cmopoHbl KOJiCU U NOOKONCHBIX MKAHel: OYeHb 9acTO - KPalMBHUIIA, KOTOpas
MOYET OBITh TSDKEJIOH, aJUIEPTUYECKUN JCPMATUT; HEUACTO - SKC(HOIMATUBHBIN AEPMATUT; PEIKO
- CUCTEMHas KpacHasl BOJTYAHKA, KOKHBIN 3y/; O4eHb penKko - cunapom CtuBeHca-/[)koHCOHA (B
HEKOTOPBIX CTpaHax A3WU KIACCU(PUIMPOBAH KAK «PEIAKO»), TOKCHUECKHH SIUIepMaTbHBINA
Hekponu3 (cuHapom Jlaiiemma), peakumu ¢GOTOCEHCHOMIM3AMKA, MHOTO(QOpPMHAS 3pUTEMA,
y3JI0BaTas dpUTEMa, HApyIIEHHs MMTMEHTAIIMHA KOXH, ITypITypa, akHe, TUIIEPTHIIPO3, aJIONeIus,
THPCYTHU3M.

Hapywenus co cmoponul mbiuieunotl, ckeiemuo u coeOUuHUmMenbHol MKAHY: PEIKO - MbIIICUHAs
c1ab0CTh; OYEHb PEIKO - HAPYIICHHE KOCTHOTO MeTabonM3Ma (CHUKEHUE COJIePKaHUS KabIUs
u 25-rupokcu-xonekaibimdepoaa B TIa3me KPOBH, MIPUBOJISIIIEE K
OCTEOMAIIALINN/OCTEOTIOPO3Y), APTPAITHSI, MUAIITHS U MBIIICYHBIH CIIa3M.

Hapywenua co cmoponvl novex u  MOYe8bIBOOAWUX  nymeli: OYEHb  PEAKO -
TyOyJOWHTEPCTHIIMATBHBIN HEQPUT, TTOYEUHAST HEJOCTATOYHOCTh, HapylIeHue (QYHKIIMH TOYCK
(HampuMep, aTbOYMHUHYpPHS, T€MaTypusi, OJUTYpPHs, MOBBIINICHUE KOHIICHTPAIMM MOYCBHHBI B
KPOBH/a30TeMHs), 3a/IePKKa MOUH, YJAIIEHHOE MOYEHCITyCKaHHE.

Hapywenusa co cmopoHvl penpoOoyKmueHol cucmemvl U MOJOYHBIX Jicene3. OYEHb PEAKO -
pacCcTpOMCTBO TIOJIOBOM (DYHKIIMU/IPEKTHIIbHAS TUCHYHKIMS, HapyIICHHE CIiepMaToreHesa
(YMeHbIIIEHHE KOJIMYECTBA CIIEPMATO30HU/I0B U X TIOJIBH)KHOCTH).

Obwue paccmpoiicmeéa u HapywieHus 6 Mmecme 66edeHus: OYeHb YacTO - IOBBIIICHHAS
YTOMIISIEMOCTb.

JlabopamopHvle u uHcmpymeHmanvhvlie OaHHble: OY4CHD 4acTo - OBBIIICHUE aKTHBHOCTH raMMa-
rryraMunaTpadcdepasbl (BCISACTBUE HWHAYKIIMU TEUYEHOYHBIX (EPMEHTOB), YTO OOBIYHO HE
UMeeT KIMHHUYECKOTO 3HAYCHMSI; 9aCTO - MOBBIIICHUE aKTUBHOCTH IIEIOYHOH (hocdaTa3bl KPOBU:
HEYACTO - MOBHIIICHNE aKTHBHOCTH TPAHCAMUHA3; OYEHb PEJIKO — IOBBIIIEHNE BHYTPUTIIA3HOTO
JIABJICHUS, TIOBBIIICHHE KOHIEHTPAIIMHM XOJECTEPHHA, BKIIOYAs XOJECTEPHH JIMTIONIPOTEHIOB
BBICOKOW TUIOTHOCTH W TPUTJHUIIEPHIOB, W3MEHEHHs IOKa3aTelell (QYHKIMH IIMTOBUIHOM
JKene3bl - CHIDKEHHE KOHIeHTpauuu L-TupokcuHa (CBOOOJHOW W CBsI3aHHOM (pakuuu) H

TPUMOATUPOHHMHA, TOBBIIICHHE KOHIIEHTPALMH THUPEOTPOIHOTO TOPMOHA, YTO OOBIYHO HE
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CONPOBOKIAETCA KJIMHUYECKUMHU ITPOSBICHUIMH, ndﬁ%ﬂge]'%%ﬁgé%ﬁﬁﬁ Tl‘_rp%;lgll”h/IHa

KpPOBHU.

Hescenamenvhule s6nenus, eviasienHvle 8 NOCMPecUCMPAYUOHHOM nepuode (coobujenust Ovliu
NONYYeHbl U3  NONYIAYUU  HEONpeoeNeHHO020  pasmepd,  6Cle0Cmsue  4e2o0  Ydcmomy
gcmpedaemMocmu onpeoenums HeB03MONCHO, KYACTNOMA HeU38eCmHa)

Hugpexyuonnvie u napasumapmwle 3a601e6anus: peaKTUBALMS BUpyca POCTOro repreca 6 THUra.
Hapywenua co cmoponvl Kposu u aumgpamuueckoli cucmemvl: HEAOCTATOUHOCTH KOCTHOTO
MO3ra.

Tpasmbl, unmoxcukayuu U OCIONHCHEHUs MAHUnYIAyull: TaJaeHue (CBSI3aHHOE C aTaKcuel,
TOJIOBOKPYKEHUEM, COMHOJIEHLHEH, apTEpUaIbHOM TUIOTEH3WEHN, CIIyTAaHHOCTBIO CO3HAHUS,
cefaluen, BbBI3BaHHBIMU IPUEMOM TIpenapara).

Hapywenus co cmoponvl HepsHoti cucmembyl: celalivisl, HAPYIICHHUE ITaMSITH.

Hapywenus co cmoponvl d#ceny00yHo-KumeuHo20 mpakma: KOJUT.

Hapywenua co cmoponbi ummyHHOU cucmemsl: JEKApCTBEHHAs ChIIb C 303WHO(UINENH U
cucreMHbIMU niposiBieHusIMA (DRESS-cunapom).

Hapywenus co cmoponvl Kodcu u NOOKOMCHbIX mMKAHelU: OCTPBhIA TeHepaTIU30BaHHBIN
9K3aHTEMATO3HBIN MTyCTYJIE3, TUXCHOUIHBIN KepaTO3, OHMXOMAJE3HC.

Hapywenus co cmopoHul ckenemHo-mMulieyHoU U COeOUHUMENbHOU MKAHU: TIEPEIIOM KOCTEH.
JlabopamopHvle u uncmpymenmanbHvle OaHHble: CHUKEHHUE TUIOTHOCTH KOCTHOM TKaHH.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare 0 MOJ03peBaeMbIX HEXKENATEeNbHBIX pEeaKUusX I0Clie PETUCTpaluu
JICKapCTBEHHOTO TpernapaTa ¢ LeNbi0 00ecredeHus: HEeNpepbIBHOIO MOHUTOPUHIA OTHOIICHHS
«I0JIb3a - PUCK» JIEKApPCTBEHHOIO TpemnapaTta. MEIUIMHCKUM paOOTHHKAM PEKOMEHIYeTCs
co00IaTh 0 JIOOBIX MOJ03PEBACMBIX HEXKENATEIbHBIX PEaKIMIX JEKapCTBEHHOTO Mpernapara
yepe3 HallMOHAIbHbIE CUCTEMBbI COOOIEHHUS O HEeXeNaTeNIbHBIX PeaklUiX ToCyIapCTB - YJICHOB
EBpa3uiickoro 3K0HOMHUYECKOr0 COI03a.

Poccniickas @enepanvs

109012, MockBa, CnaBsHcKas miiomanb, a.4, ctp.l

denepanpHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (PocsnpaBaanzop)

Tenedon: +7 (800) 550-99-03

Caiit: https://roszdravnadzor.gov.ru/

E-mail: pharm@roszdravnadzor.gov.ru
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4.9. Tlepexo3mpoBka (NMOCNEOOBATENEHOCTRE 0001)

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

CuMOTOMBI

[lepeno3upoBka nposiBisieTcss 00bIYHO cumnTomaMu co croponsl LIHC, cepaedno-cocyaucToii u
JBIXaTENIbHOM CUCTEM, a TaK)Ke SIBJICHUSMH, YKa3aHHBIMU B paznere 4.8.

[Tpu nepeno3upoBKe BO3MOKHbBI HIXKE€YKa3aHHbBIE CUMIITOMBI 1 3KaI00bI.

Llenmpanvnas Hepsnas cucmema: yraerenue ¢ynknuii [[HC: Hapymenwe co3HaHus,
JE30pUCHTAIUS, COHJIMBOCTh, QXKWUTAIMs, TaUTIONMHALMK, KOMa; 3aTyMaHWBaHUE 3PCHUS,
HEBHSATHAsl pedb, NU3ApTpUs, HUCTArM, aTakcHs, NHUCKUHE3Us, runeppediuexcus (B Hauaie),
runopeduiekcus (1o3ke); CyI0pord, ICHXOMOTOPHBIE PACCTPOMCTBA, MUOKIIOHYC, THIIOTEPMHS,
MUpHUA3.

Hvixamenvnas cucmema: yTHETEHUE IbIXaHUS, OTEK JIETKHX.

Cepoeuno-cocyoucmasn cucmema: TaxuKapAus, apTepualbHas TUIIOTEH3US WU B OTAEIbHBIX
ClIydasix apTepHualibHas TMIIEPTEH3Us, HapYyLIECHUS MPOBOJMMOCTH C PACHIMPEHUEM KOMILIEKCca
QRS; ocranoBka cepia 1 0OMOPOK, BBI3BaHHBIM OCTAHOBKOW CepAla.

Tuwesapumenvnas cucmema: pBOTa, 3aJEpXKKa Iaccaka NUINM M3 JKEIyJIKa, CHUKEHUE
MOTOPHKH TOJCTON KUIIKH.

MouesgvloenumenvHasn cucmema: 3aep>KKa MOYH, OJIUTYPUSI WM aHYpUS; 3a/1€pPKKa JKUIKOCTH;
BOJIHAasE  WHTOKCHKAIus  (TUIIOHATpUEMHUs  pas3BeleHus), oOycioBieHHass  dddheKTom
KapOama3enuHa, CXOIHBIM C JEHCTBUEM aHTUAMYPETHUYECKOTO TOPMOHA.

CkenemHo-mbluieyHas cucmema: CYHIECTBYIOT COOOLIEHHS O pa0AOMHUOIIN3E, CBSI3aHHOM C
puMeHeHneM KapOaMas3enuHa.

Hszmenenuss co cmopoHvl 1aOOpamopHeiX — noxazameneu: TUTNOHATPUEMHs, BO3MOXKEH
METabONMUYECKUN alUA03, BO3MOXKHA THUNEPIIIMKEMHs], TMOBBINICHUE AKTUBHOCTH MBIIICYHON
dbpakunn kpeaTuHPOCHOKUHA3HI.

Jleuenue

Crieruduueckuii aHTHIOT OTCYTCTBYeT. [lepBOHaYaIbHO JieU€HHE JOJDKHO OCHOBBIBATHCS HA
KJIMHUYECKOM COCTOSHHM MAalMeHTa; IOKa3zaHa rocnuranu3auus. [IpoBoauTcs ompezneneHue
KOHIEHTpalluu KapOamas3enuHa B IUIa3ME€ KPOBHU [UIsl TOATBEPKICHHUS OTPaBJICHUS OSTUM
CPEICTBOM U OLICHKHU CTETIEHU NEPETO3UPOBKH.

OcymiecTBisieTcs dBaKyalus COACPKUMOTO JKENy/Ka, MPOMBIBAHUE KeNyJaKa, NpUMEHEHHE
aKTUBUPOBAHHOTO yriist. Ilo31HsAs 9Bakyanus >KeIyJOYHOTO COAEPKUMOTO MOXKET MPUBECTH K
OTCPOUYEHHOMY BCACHIBAHUIO M MOBTOPHOMY IMOSIBJICHHIO CUMIITOMOB MHTOKCHUKAIIMU B TEPUOJ
BbI3ZI0poBIieHUs. [IpuMeHsieTcss cuMNTOMaTHYECKOe IMOAJIEPKUBAIOIIEE JICUEHUE B OTICJICHUU
WHTCHCUBHOW TEpanuyd, MOHHUTOPUpPOBaHWE (YHKIMHA CcepAla, TIIaTelnbHas KOPPEKIUs

HapYyLICHUIA BOJHO-3JIEKTPOIUTHOTO OaslaHca.
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3 PEKTUBHBIM METOJIOM JICUCHHS IIPH MEPEI03UPOBKe KapbamazenuHoM. Bo3MokHO, TOBTOpHOE
YCUJICHHE CUMIITOMOB IE€pPEe03UPOBKU Ha 2-i U 3-i AeHb Mocie ee Hayalla, 9TO O0YCIIOBIECHO
3aMeJUICHHBIM BCachIBaHHEM KapOamasenuHa.

5.  ®APMAKOJOTMYECKHUE CBOMCTBA

5.1. ®dapmakoaMHAMH4YeCKHe CBOICTBA

dapmakoTepaneBTHUECKas TPyIa: MPOTUBOSMMICHTHUECKOE CPEACTBO.

Kon ATX: NO3AFO01

MexaHu3M IeHCTBUS

Kapbamazenun, neiictByromiee BemectBo mnpenapata KapOamasenuH, siBIsieTcss MPOU3BOIHBIM
nuben3azenuHa. Hapsay ¢ OpOTHBOSIMJIECNTHYECKHM, TperapaT  o0jajaeT  Takxke
HEUPOTPOIHBIM U IICUXOTPOMHBIM JEHCTBUEM.

MexaHu3M [neiicTBUs KapOaMa3enuHa K HACTOAIIEMY BPEMEHHM OOBSCHEH JHIIb YaCTHYHO.
Kapbamazenun crabunusupyer MeMOpaHbl —IEpeBO30YXKIEHHBIX HEWPOHOB, IOAABISET
CepuiiHble pa3psiibl HEHPOHOB UM CHMXKAET CHHAINTHYECKYIO Iepeaady BO30YKIAIOLINX
UMITyJbCOB. BeposiTHO, OCHOBHBIM MEXaHM3MOM JEHCTBHS KapOamasemnnHa  SBISIETCS
IpEefOTBpAllleHne  MOBTOPHOTO  BO3HMKHOBEHHUS B JICTIOJIIPU30BAHHBIX  HEWpOHax
HATPUIl-3aBUCUMBIX MMOTEHIIMAJIOB ACUCTBUS 3a CUET OJIOKAIbl OTKPBITHIX MMOTEHIIMATI3aBUCHUMBIX
HATPUEBBIX KaHAJIOB.

dapmakognaamuyeckue P PeKTnl

[Ipy mpuMeHEHMHM B MOHOTEpaNuu y TAIMEHTOB C SIUJIENCHel (B OCOOEHHOCTH Yy NETeH W
HOJPOCTKOB), OBUIO  OTMEUEHO IMCHUXOTPONHOE JeHCTBHE TMperapara, BKIIOYABIIEE
IIOJIO)KUTEIBHOE BJIMSHUE HAa CHUMITOMBI TPEBOTM U JENPECCUH, a TaKXKE CHIKEHUE
Pa3IpaXUTENbHOCTH M arpeCCUBHOCTH. B OTHONIEHMM BIIMSIHUS Ipenapara Ha KOTHUTHBHBIE U
MICUXOMOTOpPHbIE (DYHKLIMM HET OJHO3HAYHBIX JAaHHBIX: B OJAHMX HCCJIEIOBAaHUSAX ObLI MOKa3aH
NBOSKHIA WM HeratuBHBIA 3(dekr, KOoTopwlii 3aBHcen OT 03Bl INpenapara, B APYrux
UCCIIEIOBAaHUSIX OBLTO BBISIBIICHO TOJOXKHUTEIBHOE BIUSHHUE IpenapaTa B OTHOIIEHUH BHUMAaHHS
Y NIaMATH.

Kak neipoTporHoe cpeactso npemnapat 3GPEeKTUBEH TPH PsiZie HEBPOJIOTHYECKUX 3a00JICBAHHIA.
Tak, Hanpumep, IpU HUAUONATUYECKOM M BTOPUYHOM HEBPAITMM TPOMHUYHOIO HEpBa OH
OpeIynpexaaeT IMOsIBICHHE MNapOKCHU3MAIbHBIX 00JeBbIX npucTynoB. llpu cunapome
AJIKOTOJIbHOM aOCTUHEHIIMH Mpenapar MOBBIIAECT MOPOT CYAOPOKHOM TOTOBHOCTH, KOTOPBIH Mpu
JAHHOM COCTOSIHUM OOBIYHO CHUKEH, U YMEHbBIIAET BBHIPAKEHHOCTh KIMHUYECKUX MPOSBICHUIA
CHHJIpOMa, TAKUX KaK MOBBIIIEHHAs BO30YIUMOCTh, TPEMOP, HAPYIICHUS TTOXOKH.

VY manueHToB ¢ HecaxapHbIM Jua0eToM MpenapaT yMEHbIIAET AUYPEe3 U UyBCTBO JKAXK/IBL.
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UMEHHO, TP JICYCHUH OCTPBHIX MaHMAKAJIbHBIX COCTOSHHM, MPH MOAEPKUBAIOIIEM JICUCHHH
oumnossipHbIX ap(HEeKTUBHBIX (MaHHAKATBLHO-ACTIPECCUBHBIX) PACCTPOIMCTB (Kak B MOHOTEpPAIHH,
TaK M B COUYETAHUU C HEUPOJENITUICCKUMHU CPEIICTBAMH, aHTHACTIPECCAHTAMHU WJIM TIperapaTamMu
JMTHSA), TIPH TMPUCTYIIAX IMU30aPPEKTHBHOTO TICHX03a, TPU MaHHAKAIBHBIX MPHUCTYIAX, IJIe OH
OpUMEHSeTCs B KOMOMHALMU C HEMpOJENTUKAaMH, a TAaKKe IMPU MaHHaKaJbHO-ACTPECCUBHOM
IICHX03€ C OBICTPHIMU IIMKJIAMH.

XOoTs yMCHbBIICHHE BBIJCICHHS TiyTamara W CTaOMIu3anus MeMOpaHbl HEWPOHOB MOMXKET
OOBSCHATH  TPOTHUBOAMUJIENTHYCCKUNA  A(PdekT, CcmocoOHOCTh,  Tpemapara  IMOJABJIATh
MaHHMAKaJbHBIC TPOSIBICHUS MOXET OBITh OOYCIIOBJIIEHAa YrHETeHHEeM oOMeHa nodaMuHa H
HOpaJIpeHaINHA.

5.2. MdapmakoknHeTHYeCKHE CBOHCTBA

AbGcopbuus

[locne mnpuema BHYTpPh KapOama3enuH BCACHIBACTCS IMOYTH IIOJHOCTBIO, NpU TpUeMe
TabneTupoBaHHOW (OpPMBI BCAaChIBAHME TPOMCXOJUT OTHOCHTENBbHO MeieHHo. Ilocie
OJTHOKpaTHOTO Tpuema TabneTkn KapOamaszenmuH cpemHss MaKCUMallbHas KOHIIGHTpAIMsS B
mna3Me (Cmax) mocTuraercs uepes 12 4.

[Ipuem nuIM CyIeCTBEHHO HE BIMSIET Ha CKOPOCTh U CTENEHb BCAChIBaHUS KapOaMma3enuHa.
PaBHOBecHass KOHIIEHTpauusi KapOamasenuHa B IUIa3Me€ KpPOBH JIOCTUTAeTCs B TEUCHHE
1 - 2 wenmenb. Bpemsi ee MOCTH)KEHUS MHIMBHIYaTbHO M 3aBHCUT OT CTETICHU ayTOWHIYKIIUU
(EepMEHTHBIX CHCTEM TeueHH KapOaMa3enmruHOM, TeTePOMHIYKIIMH APYTHMH, OIHOBPEMEHHO
PUMEHSEMBIMH JIEKAPCTBEHHBIMU CPEJCTBAMH, a TAaKKe€ OT COCTOSHHUS MAalMeHTa J0 Haydaia
Tepanmuy, J03bl Ipernapara M JJIUTeNbHOCTH JeueHus. HaOmromaiorcsi CyliecTBEHHbIE
MEKUHANBHTyaTbHbBIC PA3IHUUsl PABHOBECHOHM KOHIICHTPAIIMH B TEPANIEBTHUECKOM JUAITa30HE: Y
OOJIBIITMHCTBA MAIIMEHTOB 3TU 3Ha4YCHMsI KOy1eOmoTes oT 4 1o 12 mxr/mi (17 - 50 MkMoutb/i).

Pacnpenenenue

Ces3piBaHue KapOamazenuHa ¢ 6emkamu miaa3mbl KpoBu coctasisieT 70 - 80 %. Konnenrpanus
HEU3MEHEHHOro KapOaMasenuHa B CIIMHHOMO3TOBOM JKHUJIKOCTH M CIIOHE MPOIOpLHOHAIbHA
J0JIe JICHCTBYIOIIErO BEIIECTBA, HE CBsA3aHHOrO ¢ Oenkamu 1wia3mel kKpoBu (20 - 30 %).
KonnenTpanus kapbamazenuHa B TPyJHOM MOJIOKe cocTaBisieT 25 - 60 % OT KOHIIEHTpAIlUU ero
B Iu1a3Me kpoBH. KapbamasenuH NpoHMKaeT depe3 reMaToIlUIalleHTapHbI Oaphep. YUuThIBas
MOJIHOE BcCachlBaHME KapOaMasenuHa, KaXyluiics oO0BbeM paclpeieNieHUus COCTaBIIsSET
0,8-1,9 a/kr.

Buorpancdopmarus
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SMOKCUATUONBHBIA TyTh, B pe3yiabTaTe dYero oOpa3yroTCs OCHOBHBIE METa0OJIUTHI:
10,11- TpaHCOMONOBOE MPOU3BOJHOE U €ro KOHBIOTAT C TJIIOKYPOHOBOW KHCIOTOM.
[IpeBpamenune kap6amazenun-10,11-smokcuna B kapb6amaszenud-10,11-Tpancinon B opranusme
YyeJlioBeKa MPOUCXOTUT MPHU MOMOIIY MUKPOCOMAIBHOTO (hepMEHTA STOKCUATUAPOIIA3HI.
Conepxanne kapbamazenuH-10,11-smokcuaa (akTHBHOTO MeTaboauTa) cocraisier okoyo 30 %
OT KOHIIEHTpaluu KapOamazenuHa B 1a3Me KpoBH. OCHOBHBIM — H30()EepPMEHTOM,
obecrieunBaronuM  OuoTpanchopmanuio KapbamaszennHa B KapOamazenuH-10,11-3mokcun,
spisieTcst utoxpom P450 3A4. B pesynpraTe 3TUX METa0OJWYECKHX peakIuil oOpaszyercs
TaKXKe HE3HAUMUTEJIbHOE KOJMYECTBO JApyroro Merabomura —  9-ruapokcu-merun-10-
KapOamounakpuaana. Jlpyrue BakHble myTH MeTabonu3Ma kapOamasenuHa - 00pa3oBaHHUE MO/
BoznerictBueM n3odepmernta UGT2B7 paznuyHbIX MOHOTHAPOKCUINPOBAHHBIX MMPOU3BOIHBIX, &
Takke N-TJIFOKYpOHHIOB.

DJIMMUHAIMS

[lepron moNyBBIBEACHUST HEU3MEHEHHOTO KapOamasenuHa Iocie OJHOKPAaTHOTO Ipuema
mpernapaTa BHYTPb COCTABIISIET B CPEeIHEM OKOJIO 36 4, a Tocjie MOBTOPHBIX MIPUEMOB Ipernapara
- B cpeaHeM 16 - 24 4 B 3aBUCUMOCTH OT JUIMTEIILHOCTH JIeUCHUS (BCIEICTBUE ayTOMHIYKIIUN
MOHOOKCUTE€HA3HOW CHCTeMbl TMeuyeHH). [lokazaHo, 4YTO y TAIMEHTOB, MPUHUMAIOIINX
OJTHOBPEMEHHO JPYTHE Mpenaparhl, HHAYIUpyonme GepMeHTs! neueHu (Hanpumep, GeHUTOHH,
dbenobapOuTan), mepruo 1 MoJIyBbIBEIeHUs KapOaMaszenHa cocTapiisieT B cpeaneM 9 - 10 u. [Ipu
npueMe BHYTPh KapOamazenus-10,11-smokcuma cpeaHuid TMEepuoa  €ro  TOJyBBIBEACHUS
cocTaBiisieT npuMepHo 6 yacoB. Ilocie omHokpatHoro mpuema BHYTph 30 % kapOamaszenuHa
BBIBOJIUTCS] IOYKAMHU B BUJIE KOHEUHBIX POAYKTOB AMOKCHITUOIBHOTO ITyTH METa00IU3Ma.

(DaDMaKOKI/IHeTI/I‘IeCKaﬂ'd)aDMaKOHI/IHaMI/ILIeCKaH 3aBHCUCMOCTbH

IToueunast He1OCTATOYHOCTD

JlaHHBIX 0 (papMaKOKMHETHKE KapOama3enuHa y MalleHToB C HapyIIeHUsIMH (QYHKIUHU TTOYEK J10
HACTOSILET0 BPEMEHH HE HMEETCS.

IIeueHOYHAS HEAOCTATOYHOCTD

Janubix o hapmMakoKMHETHKE KapbaMas3enuHa y MalleHTOB ¢ HapylIeHUsAMU (QyHKUHUU MEeYeHU
JI0 HAaCTOSIILIEr0 BPEMEHHU HE UMEETCS.

JInna mo’Kmjioro Bo3pacra

Her naHHBIX CBUIETENHCTBYIOIIMX, 4YTO (apMaKOKMHETHKa KapOama3enuHa HU3MEHSETCs Y

MAIMEHTOB MOKUJIOTO BO3pacTa (10 CPaBHEHUIO C B3POCIBIMU JIMIIAMH MOJIOZIOTO BO3pacTa).
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VY nereii, BcieacTtBue Oosiee OBICTPOTO BBIBEIEHUS KapOamasernnHa MOXKET IMOTpeOOBaTHCA
npuMeHeHHue OoJiee BBICOKHMX 103 TpenapaTa M3 pacdeTra Ha KI' Macchl Tela 10 CPaBHEHHUIO CO
B3POCIIBIMH.
6. ®APMAIEBTUYECKHWE CBOWCTBA
6.1. IlepeyeHb BCIOMOraTe/bHbIX BelIeCTB
— KpEeMHHH JUOKCH KOJIJIOUIHBIN (a3pOCHiI);
— KpaxMaj KapToQenbHBIH,
— noBugoH-K30;
— nonucop6ar-80 (tBuH 80);
—  TallbK;
— MarsHus creapar.
6.2. HecoBmecTHMOCTH
He npumenumo.
6.3. Cpok roaHocTs (CpOK XpaHeHHs)
3 roga.
6.4. OcoOble Mepbl NPeI0CTOPOKHOCTH NPH XPAHEHUHU
XpaHUTb B CYyXOM, 3aIIUIIEHHOM OT CBETa MECTe, IpH Temreparype Hrke 25 °C.
6.5. Xapakrep u coJep:KaHue NEPBUYHOI YNIAKOBKH
[To 10 TabmeTok B KOHTYPHYIO SYEHKOBYIO YNAKOBKY W3 IUICHKH MOJMBUHWIXJIOPUIHON H
(bonbpru aNMOMUHUEBOMH.
ITo 5, 10 KOHTYpPHBIX SYEHKOBBIX YIAKOBOK C TaOJETKaMH ¢ MapKUPOBKOU «R» ¢ MHCTpyKInen
0 MPUMEHEHHIO TIOMEIIAIOT B NMaYKy U3 KapTOHA JIJIsl HOTPEOUTEIbCKOM Taphl.
ITo 5, 10 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK € TabjeTkamu 0e3 MapKUpOBKU «R» ¢ MHCTpyKIHeH
110 TPUMEHEHUIO TOMEIIAIOT B TAUKY U3 KapTOHA JUIs TOTPEOUTEIILCKOM Taphl.
KonTypHble siuelikoBbIe yIaKOBKH C TabyieTkaMu 06e3 MapKUpPOBKHU «R» ¢ paBHBIM KOJINYECTBOM
MHCTPYKUUH IO TPUMEHEHHUIO TOMEIIAIOT B TPYMIOBYIO YIIAKOBKY.
6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH  YHUUYTOKEHHM  HMCHOJIH30BAHHOIO
JIEKAPCTBEHHOr0 Tpenapara WJIH OTX0A0B, MOJYYEeHHBIX TMOcje TpPUMeHEeHHs
JIEKApPCTBEHHOI'0 MpenaparTa ujiv padoTbl ¢ HUM
Het oco0bIx TpeOOBaHMI K yTHIM3AIUH.
7.  JEPXATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA
Poccwuiickas denepanus
AxkuuonepHoe obmiectBo «IIpousBoncTBenHas dapmaneBTuueckas komnanuss OOHOBIEHHE

Opunnuecknit anpec: 633621, Hoocubupckas o001., Cy3yHckuii paiioH, pm. Cy3yH,
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yi. Komuccapa 3sTpkoBa, 1. 18.

Temn./akc: 8 (800) 200-09-95.

Wurepuer: www.pfk-obnovlenie.ru

7.1. IlpeacTraBuTe/]b JAep:KaTelisi perHCTPALMOHHOIO YI0CTOBEPEeHHs

IIpemen3suu nompebumenei HanpasiIAMv NO aopecy:

Poccwuiickas denepanus

Axuunonepnoe o6mectBo «IIponsBoacTBeHHas apmareBTHueckas komrnanus OOHOBICHHE»
630096, r. HoBocubupck, yin. Cranmuonsas, a. 80.

e-mail: pretenzii@pfk-obnovlenie.ru

8.  HOMEP PETUCTPAIIUOHHOI'O YAOCTOBEPEHUS

9. JIATA IEPBUYHOM PETUCTPAIIMU (IIOATBEPKJIEHUS PETUCTPAIIAMH,
HNEPEPETUCTPALIUN)
JlaTa nepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmast  xapakTepuCTHKa JIeKapcTBEHHOro mpemnapara KapOamaszenuH  JocTynmHa — Ha
UHPOPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHUYECKOTO co3a B HH(POPMALMOHHO-

KOMMYHHKaIMOHHOM cetn «MuTepHeT» http://eec.eaeunion.org.
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