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OBIIASI XAPAKTEPUCTHUKA JEKAPCTREHHOTO TIPERAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITIAPATA
Knozamnun, 25 mMr, TaOJIeTKH.
Knozamnun, 100 mr, TabneTku.

2. KAYECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTBy1OI1I€€ BEMIECTBO: KJI03AMNH
Kiozanun, 25 mr, Ta0IeTKH

Kaxxnas Tabnerka cogep’uT 25 Mr KJI03aruHa.

BcmiomorarennHbIe BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YYHUTHBIBATL B COCTABC JICKAPCTBCHHOI'O
npenapara: Jlakro3a (cm. pasaein 4.4.).

Knozanun, 100 mr, TabneTku

Kaxxnas tabnerka comepxut 100 Mr Kio3anuHa.

BcnomoratenbHble BellecTBa, HATWYHE KOTOPBIX HAJAO0 YUYHUTHIBATH B COCTaBE JIEKAPCTBEHHOIO
npemnapara: 1akrosa (cm. pazzgein 4.4.).

[TonHBIN TepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MIPUBEICH B pasneie 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku.
Knozamnun, 25 Mr, Ta0JIeTKH

Kpyrisie miockommMHapruyecKkue TabIeTKH CBETI0-KENTOro IBeTa ¢ (hackoil U pUCKOH.
Kiozanun, 100 mr, TabiaeTku
Kpyrisie miockonmMHapruyecKkue TabIeTKH CBETI0-KENTOro IBeTa ¢ (hackoil U pUCKOH.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHusl K NPUMEHEHHIO

[Ipenapat Kno3anuH nokasaH K NpUMEHEHHUIO Yy B3pPOCIbIX MMAallMEHTOB B Bo3pacTe crapuie 18 ser
IIPU CIEAYIOUUX 3a00JI€BAHUSX !

IlTu3odpenus, pezucTeHTHas K Tepanuu

JleyeHnue manueHTOB ¢ MU30(PpEeHUEH, pe3UCTEeHTHOM K TEpaNuu, TO €CTh MPU OTCYTCTBUU A dekTa
OT MPUMEHEHUS TUITUYHBIX HEHPOIENTUKOB UITH MPU UX HEMEPEHOCHUMOCTH.

OtcyrctBue sddekra ompenenseTcss Kak OTCYTCTBHE YIOBIETBOPUTEIHHOTO KIMHHUYECKOTO
yIIydIlIeHUsl, HECMOTPS Ha JIeYeHUE MO KpailiHel Mepe ABYMs TUIUYHBIMU HEHPOJNENTUKAMU B
aJICKBaTHBIX J103aX B TCUYCHHE HEOOXOIMMOTO TIEPUOJIa BPEMCHH.

HenepeHocuMoCTh ompeenseTcs Kak HEBO3MOXHOCTh JTIOOUTHCS JIOCTATOYHOTO KIMHHYECKOTO
VIIYYIIEHUS TPH TPUMEHCHWW THUIMYHBIX HEHPOJICITUKOB B CBS3M C PA3BUTHEM TSDKEIBIX H
HETOITAIOINXCS KOPPEKIIUN HEXENIaTeIBbHBIX HEBPOJIOTHYSCKHX Peakiui (dKCTparmupaMuIHbIe
HEeXKeNaTeIbHBIE PEeaKIIUU WM MTO3HSS TUCKHUHE3HS ).

PucK MOBTOPHOI'O BO3HHKHOBEHMS CYMIIMIAILHOIO MOBEAEHHS V MAIMEHTOB C IMH30(MpEHUEA HIU
mr30adHEKTUBHLIM IICUX030M

Puck moBTOPHOTO BO3HUKHOBEHUS CYUITMIATBLHOTO TIOBEJIEHUS OMpeessieTcs 0 JAaHHBIM HUCTOPUU

OOJIE3HU M TEKYIIEeH KIMHUYECKOW KapTHHBI.
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PHCK ero/ee cMepTH.
KoppekIius ncuxoTHueckux paccTPOUCTB y MAIMEHTOB ¢ 0oJie3Hbto [lapkuHCcOHA

C uenpi0 KOpPPEKIUH TCUXOTHUYECKUX PACCTPOICTB y manmueHToB ¢ Oone3npto [lapkuncona mpu
Hed(P(HEKTUBHOCTH CTAHJAPTHOTO JICUCHHUS.

HeaddekTHBHOCTh  CTAaHIAPTHOTO JICYCHHS OINPENCNISIeTCS KaK HEIOCTATOYHBIH KOHTPOJIb
MICUXOTUYECKUX CHUMIITOMOB W/WIM YXYALUICHUE JBUTATCIbHBIX (QYHKIUH IOCIE TPUHATHS
CIICAYIONINX MEp:

— OTMEHBI aHTUXOJIMHEPTHYECKUX TPENapaToB, B TOM YUCIIE TPUIMKINISCKUX aHTUICTIPECCAHTOB;
— TONBITKA  YMEHBIIUTh 103y  AHTUIAPKMHCOHMYECKOTO  Mperapara,  00JaJaroniero
nohaMuHEPTrUIecKUM 3PHEKTOM.

4.2. Pesxum 103MpOBaHus U c1IOCO0 NPHUMEHEeHHUs
Pexum 1o3upoBanus

Jlo3y mpenapata cienyet noadupaTb MHAWBHUIYANbHO. Y KaXIOTO MalUeHTa CIeAyeT MPUMEHSThH
MUHUMAaIbHYIO 3 ()EKTUBHYIO 103Y.

[TpuMeHsTh KII03aMKH CJIEAYeT TOJIBKO B TOM CiIy4ae, €Clu 0 Hauaia JICYESHHUS YUCIIO JEHKOLUTOB
1 a0COJIOTHOE YHCIIO HEWTPO(DUIIOB HAXOIATCA B INPENEIax HOPMBI, TO €CTh YUCIO JICHKOLUTOB
>3500/mMm° (3,5%10%m), a abcomoTHOoe umcio Heltpoduno (AUH) > 2000/mm® (2,0x10%m).
Kpome TtoOro, mpM NpUMEHEHHH TMpernapara HEoOXOIUMO HaTUYhe BO3MOXKHOCTU PETYJISIPHO
OTIPEIENIATH YHCIIO JISHKOIIMTOB M a0COIIOTHOE YHCIIO HEUTPO(UIIOB: eXKEeHEAETHHO Ha MPOTSHKEHUT
nepBbIx 18 Henmenb, B HajbHEIIEM HEe peke OAHOTO pasza B 4 HeNeNnu Ha MPOTSKEHUH BCEro Kypca
JICUYEHUS, a TAK)KE CIYCTA 4 HelleH 1Mociie OKOHUaHus JiedyeHus (cM. pazaen 4.4.).

C uenpl0 MUHUMHU3ALWU PUCKA Pa3BUTHS THIIOTEH3UH, CYJOPOKHBIX MPHUCTYNOB U CEAATUBHOIO
sddekra 103y clreayeT Moa0HpaTh C OCTOPOKHOCTBHIO, pa3felisisi CyTOYHYIO /103y Ha HECKOJBKO
MIPUEMOB.

VY manueHTOB, TMOMYYaONINX JIEKAPCTBEHHBIC MpPENapaThl, B3aUMOJCHCTBYIONIME C KIO3aTHHOM
(Takue kak OEH30/IMa3eMUHBI WU CEJIEKTUBHBIE MHTUOUTOPHI OOpaTHOrO 3axBaTa CEPOTOHUHA),
Heo0Xo/IMMa aJieKBaTHast KOPPEKIUS JT03BI Tipenapara.

Bspocnvie
Lluzoppenus, pesucmenmunasn Kk mepanuu

Hauanvusui yman neuenusn. B nepselii 1eHb npuMeHstor mo 1 tabnerke 25 mr 1 pa3 B neHs. B
cily4ae HeoOXOIMMOCTH Havala JieueHus ¢ 103upoBku 12,5 mr (1/2 tabnerku 25 mr) 1 unu 2 pasza B
JIeHb CJIEyeT AJIsl TOYHOCTH JO3UPOBAHMS MCIOJIb30BaTh TaOIETKH KJI03aluHa 25 Mr ¢ pUCKOIl; BO
BTOpoil eHb — 1 wim 2 tabnerku mpemnapara no 25 mr. B nanpHelinem, npu ycioBUH XOpoIlen
MEPEHOCUMOCTH, 103y Tpenapara MOXKHO MEJICHHO YBennuyuBaTh Ha 25-50 Mr Ttak, 4TtoObBl B
TeueHue 2-3 Heaelb JOCTHYh CYTOYHOM J03bI, cocTaBistomeid He Oomee 300 mr. 3atem mnpu
HEOOXO/IMMOCTH CYTOYHYIO J103y MOXHO yBenuuuBarh Ha 50-100 mr kaxnasie 3-4 1HS WiH,
MPEANIOYTUTEILHEN, KaXKbIe 7 THEMH.

Tepanesemuueckuii ouanazon 003. Y 00JbIINHCTBA NAIIMEHTOB HACTYIUIEHUE aHTUIICUXOTHYECKOTO
JEMCTBUS mpernapara CileIyeT 0KMJIaThb IPU NMPUMEHEHMH CYTOYHOM A03bI mpemnapara Kiozanux
300-450 mr (B HECKOJBKO MPHUEMOB). Y HEKOTOPHIX MAUEHTOB Y(PPEKTHBHEE MOXKET OKa3aThC



COOTEBETCTEYET 3KI(

ot 25.08.

o

MEHBbIIIas /1033, IPYTUM MOXKET MmoTpedoBarbes a03a 1o 600 i\ﬂ"lzlla:cw %?¥gﬂrl§/%':ﬁolv_' 1\71'0)'1'(1;1

JeTTUTh Ha OTAEIbHBIC IPHEMbl HEPABHOMEPHO, IPUHUMAsI €€ OOJIBIIYIO YacTh MEPE CHOM.
Makcumanvnasa o0o3a. Jlns OCTHKEHUS TIOJHOTO TepamneBTUYecKoro 3(d@dekra HEKOTOPHIM
nanueHTaM TpeOyercs NpUMEHeHHe Oosee BBICOKOW 103l npenapata. B sToM ciydae
11eecoo0pa3Ho TMOCTENEHHOE YBEIMYEeHUE M03bl (KaXIblid pa3 He Oonee wem Ha 100 mr) mo
noctuxerust 900 mr B cytku. Crienyer nmpuHUMaTh BO BHUMaHHE BO3MOXHOCTH 0oJjiee 4acTOro
pa3BUTHS HEXENATEeNIbHBIX peakluil (B YaCTHOCTH, MOSBIECHUE CYAOPOr) IMpU MPUMEHEHUU J103bI,
npesbimaroniei 450 Mr B CyTKH.

Iloooepocuearoman o0o3a. llocne HOCTIKEHHsT MaKCUMaJIbHOTO TepameBTHueckoro sddexra
BO3MOYKHO NpHUMEHEeHHEe Ooyiee HM3KMX MOJICPKUBAIOUIMX J/03. YMEHBIIATh /03y Ipernapara
ClIeqyeT MEIJIEHHO U C OCTOpOXHOCThIO. [lognepkuBaroniee JieyeHUE AOHKHO MPOJOJIKATHCS HE
MeHee 6 mecsiueB. Ecnu cyTouHas n1o3a npernaparta He npesbimaer 200 Mr, MOKHO NEperTH Ha
OJIHOKPATHBIN BEYEPHMUI IIpHUEM IIpenapara.

Ilpexkpawenue mepanuu. B cinyyae 3aljiaHUPOBAHHOTO MPEKpPAILICHUS JIEUEHHUS MpenapaToM
PEKOMEHIyEeTCsl MOCTETIEHHOE YMEHbIIIeHHWEe 103bl B TeueHue 1-2 uegens. [Ipu HeobOxoaumocTH
BHE3AIMHOW OTMEHBI IpernapaTa (HampuMmep, B clydae pa3BUTHs JIEHKONEHUH) CIEIyeT YCTaHOBUTh
THIATeNbHOE HAOIIO/IEHHE 3a MAIlMEHTOM B CBSI3U C BO3MOXKHBIM OOOCTPEHHEM ICUXOTUYECKOM
CUMITOMAaTUKA M  Pa3BUTHEM  CHUHAPOMA «OTMEHBD», CBA3aHHOIO C  IPEKpallEeHUEM
AHTUXOJMHEPTUYECKOTO  JICWCTBUSl  Ipemapara, MpOSBISIOMIErOCs B BUAEC  HPOQY3HOTO
MIOTOOT/IEJIEHMUS, TOJIOBHOM OO0JIM, TOIITHOTHI, PBOTHI U TUAPEU.

Bo3zobnoenenue neuenua. Ecnu nocie mnocienHero NpUMEHEHHUs IpenapaTa Mnpouuio oosuee 2-x
JHEH, JiedeHHe CclieyeT BO300HOBIATh, HauMHas C A03bl 25 mr 1 pa3 B jaeHb. B cmyuae
HEOOXOAMMOCTH BO30OHOBIICHHUS JIeUeHUs ¢ 103upoBku 12,5 mr (1/2 tabnerku 25 mr) 1 wnm 2 pasa
B TE€UYEHHE MEPBOTO JHS CIEAyeT AJii TOYHOCTH J03UPOBAHMS MCIIONB30BATh TAOIETKH KJIO3alHUHA
25 wmr ¢ puckoit. [Ipu xoporiei nepeHoCUMOCTH JaHHOW 03bl, B OCIEAYIOLIEM YBEIUYEHUE JO3bI
0 JOCTH)KEHHS TepaneBTUYecKoro 3¢p@dekTa MOXKHO OCYIIECTBIATh OBICTpEE, YeM 3TO
pEKOMEHIyeTC sl i Havyasla JiedeHus npenaparoM. OfHAKO eciu y HalleHTa B IepBOHAYAIbHBIN
MEepUOJ] JICYEHUS] OTMEYAJIOCh OCTAHOBKA JIbIXaHUS WJIM CEpJCYHOM AESITeNbHOCTH, HO 3aTeM 03y
npernapaTta yAajJoch YCHEIIHO JIOBECTH JI0 TE€pareBTHUECKOH, YBEIMUYEHHUE J103bl NMPU MOBTOPHOM
MIPUMEHEHUH IIpernapaTa ciaelyeT OCYLECTBISITh ¢ 0COO0H OCTOPOKHOCTHIO.

Cruorcenue PUCKA noenioprozo CVuuuanleOZO nogeoenust Yy _nayuermoe ¢ WLL?Od)D@Hu@IZ uiu

wu30addexmusHvIM HCUXO30M
[Ipu neueHun nanMeHTOB ¢ mu3oppeHrer M Mmu30apGEKTUBHBIM TMICUX030M, HUMEIOIINX PHUCK

MMOBTOPHOTO BO3HUKHOBEHHUSI CYULHMJAIBHOTO IOBEACHUA, CIEAYET NPUACPKHUBATHCS TEX IKE
PEKOMEHJIAUi 10 Coco0y MPUMEHEHHS U J03UPOBAHUIO, KOTOPBIE MPUBEICHBI IS MMAIIMEHTOB C
mu3o(dpeHnen, pe3uCTEeHTHOHN K Teparu.

Jns CHWXKEHMsI pUCKa CYMIMAAIBHOTIO IMOBEACHUS PEKOMEHAYETCS MPUMEHEHHUE Ipernapara, Mo
KpaiiHeil Mepe, B TedueHue 2-x jeT. [locne AByXjeTHero Kypca JieueHus: peKOMEHIYETCsl TOBTOPHO
OLICHUTh PHUCK CYUIMAATBHOTO TMoBeAcHMs. Jlamee HEOOXOAMMOCTh TPOJOJDKEHHUS Tepanuu
KJIO3AIIMHOM ONPEAEISIETCS HA OCHOBAHUU PETYJISIPHOM TINATEIBHOW OLIEHKM PUCKAa MOBTOPHOIO
BO3HUKHOBEHUS CYHMLIMIAJIBHOTO TTOBEACHHUS.

Hcuxos3 y nayuenmos ¢ 6oaesnwvio llapxuncona (npu nesdexmusHocmu cmanoapmuol mepanuu)
3
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TabNeTKH 25 Mr), ee ciielyeT MpuHUMaTh BeuepoM. [larmee no3y ciemyer yBenumuuBaTh Ha 12,5 mr,
HE yamie, 4eM 2 pasa B Helelto, 10 MakcuMaiabHoU S50 mr. J[Jis TOYHOCTH JO3UPOBAHUS CIEAYET
MCIOJIb30BATh TAOJIETKU KJI03aliHa 25 MTI' ¢ pUCKOH.

Jo3y 50 mr cienyer nmpuMEHSTh HE paHee KOHIIa BTOPOM HEAENM IOcjie Hadaja jedeHus. Bcro
CYTOYHYIO J03Y IPEINOUYTUTEIBHO IPUHUMATh B 1 IpreM BeYepoM.

Tepanesmuueckuit ouanazon 003. Cpenass 3bGeKTUBHAS 1032 COCTABIAET B cpenaHeM 25-37,5 mr
B CyTKH. B cityuae, eciu JieueHre cyTo4HOM 1030 S0 Mr no kpaiHeil Mepe B TeueHue | Henenu He
o0OecrieunBaeT YJOBJIETBOPUTEIHHOIO TepaneBTUUYECKOro d3(deKxra, BO3ZMOXKHO JalbHeIee
OCTOPOKHOE yBEJIMYEHHE J103bl HE OoJiee yeM Ha 12,5 mr B Hepemo. s TOYHOCTU TO3UPOBAHUS
CIIEIYEeT UCIOIB30BATh TAOIETKU KIJI03aluHA 25 MI' C PUCKOM.

Jlo3y 50 Mr B CyTKM MOKHO IPEBBIILIATh B MCKJIIOUUTENbHBIX ciayyasx. He ciaemyer mpesblaTh
no3y 100 mr B cyTKH.

VYBenuueHue 103bl CIEAyeT OrPaHUYUTh WIM OTJIOKHTH B CIIydae Pa3BUTHUsSI OPTOCTATUYECKOM
TUIMOTEH3UH, BBIPAKEHHOTO ceAaTUBHOIO 3(h(ekTa Uil CIyTaHHOCTH CO3HaHUs. B TeyeHue nepBbix
HeZelNb JIeYeHUsI He0OXOAUM KOHTPOJIb apTEPUATIHLHOTO JaBICHHUS.

Ilodoepiwcusarowan 0o3a. YBenUUEHUE N03bl AHTUIIAPKUHCOHUYECKUX TMPENapaTroB, €CIU 3TO
[I0OKa3aHO Ha OCHOBAHMM OIICHKH JBUTaTEIbHOIO CTaTyCca, BO3SMOYKHO HE paHee, YeM uepe3 2 Helenu
10CJI€ TIOJTHOTO KYIIMPOBAaHUS ICUXOTUUYECKUX CUMIITOMOB.

Eciu yBenuyeHue 1036l aHTUNAPKUHCOHMYECKUX IPENAapaTOB BbI3BIBAET IOBTOPHOE IOSIBICHUE
IICUXOTUYECKMX CHUMIITOMOB, /03y KJO3allMHa MOXHO YyBEJIWYUTh Ha 12,5 Mr B Hememwo a0
MakcUMaibHOM 1036l 100 Mr B CyTKH, TpHHUMaeMoil B 1 wiu 2 npuema (CM. BBIIIE).

Ilpexpawenue mepanuu. Ilpu 3aBepiieHUN Teparuud PEKOMEHIYETCS IMOCTEIIEHHO YMEHbIIATh
CYTOUYHYIO 703y Ha 12,5 mr He yaie, ueM | pa3 B Henenro (MpeanodTutesabHee, B 2 Henenu). Jms
TOYHOCTH JIO3UPOBAHUS CIIEIYET UCIOIB30BaTh TAOIETKU KIO3aMiHa 25 MI C PUCKOM.

Jleuenne noMKHO OBITH cpa3dy e IMPEKpalleHO B Cllydyae pa3BUTHS HEHUTPONEHUH WM
arpa”yjouuros3a. B sToli cutyanuu HeoOX0JUMO TIIATEIbHOE NICUXUATPUUECKOe HAOII0AEHHE, TaK
KaK CUMIITOMBI MOTYT OBICTPO PELIUAUBUPOBATD.

Ilepexoo ¢ npedwecmeyioujeco neuenus Heuporenmukamu na mepanuio npenapamom Knozanun
[TpuMeHATH KJI03aMH B KOMOMHALIMY C JPYTUMH HEHPOJIENITUKAMH HE PEKOMEHTYeTCsl.

B tom ciyuae, korzia jgeueHue KI03alMHOM HE00X0IMMO HayaTh y MallMeHTa, YK€ PUHUMAIOIIETO
HEHPOJIENTUK BHYTPb, CHUXXEHHME J03bl WIH OTMEHY MPEAIIECTBYIOIIET0 Ipenapara Ciaeayer
IIPOU3BOJIUTh MOCTeneHHO. Ha OCHOBaHMM KIMHMYECKHX JAaHHBIX JIeYalllud Bpad JOJDKEH
OTpEeACTUTh HEOOXOAMMOCTh MpEKpallleHHus IpHUeMa JApYyroro HeMposienTUKa Mepe] HayaioM
Tepanuu KJI03aluHOM.

IIpepriBanue Tepanuu

IIpepvisanue mepanuu 8 ceA3u ¢ 2eMaAMOI02UYECKUMU NPUYUHAMU

Dosunounus

B cnydae pa3BuTHs 203MHOMWINHM PEKOMEHIOBAHO OTMEHHUTH JICUCHHE MpPernapaToM, €CIU YHUCIO
s03uHO(HUIOB npesbimaer 3000/mm® (3,0x10%1), u BO306GHOBUTH JleUeHHE CIELYeT TOJBKO MOCIe
YMEHBIIICHUS YrCia 203UHO(PIIOB 10 < 1000/mm® (1,0x 109/J1).

Tpomboyumonenus
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50000/mm® (50%10%11).
Pecynapuviti konmpons yucna aelikoyumos u adconomuo2o yucia Heumpoguios
3a 10 guelt 1o Hauvana nedeHus npernapatom Kio3zanus cieayer onpeneauTh YUCIo JEHKOLUTOB U

neiikonuTapHyro (Gopmyiny, 4TOOBI YOEIMThCS B TOM, YTO MpemaparT OyayT MOJydaTh TOJBKO
MalMeHThl ¢ HOPMAJbHBIMH TIOKa3aTelsMM (4mcio JeiikormroB > 3500/mm° (3,5x10%n) wm
abcomoTHOE urco Heiitpoduiaos > 2000/mmS (2,0x10%/1)).

[locne Hayana Tepanmuu MpemapaToM YHKCIO JIEHKOLIUTOB U aOCOJIOTHOE YHKCIO HEUTpOQHIIOB
ClIelyeT KOHTPOJIUPOBATh €KEHEAEIbHO Ha MPOTSHKeHUU 18 Henenb, B MOCIENYIOIMIEM — HE peke
OJIHOTO pa3a B 4 Hejenu B TEUEHUE BCEro Cpoka npuema npenapara Kioszanus, u uepes 4 Henenu
I10CJI€ TIOJTHOW OTMEHBI Ipenapara.

Bo BpeMms kaxaoro BU3WTa JEHallMid Bpay JOHKEH HANOMHHATh MAIMEHTY O HEO0OXOAMMOCTU
HEMEJICHHOTO OOpallleHus] K Bpady MPU BO3HUKHOBEHHUM JIFOOBIX CHUMITOMOB HH(EKIIMOHHOTO
3a0o0JieBaHus, MIPU MOBBIIICHUH TeMIIEpaTyphl Teja, 00U B TOpiie UIU JPYTUX TPUMIONOI00HBIX
cuMOTOMax. B ciy4yae BO3HHUKHOBEHHS JIOOBIX CHMIITOMOB HH(EKIUU CIEIyeT HEMEJICHHO
OTIPEACTUTH JICHKOIUTAPHYIO (GOPMYITy KPOBH.

Yuenvwenue uucia netikoyumos u/unu a0CoNOmMHO20 YUcia Heumpo@uios

B cnyuae ecnmu B mepBeie 18 Henmens neueHus mnpenaparoM KitozanmuH YHCIO JIEHKOIMTOB
ymenbaercs 10 3500-3000/mm® (3,5x10%m - 3,0x10%0) u/unu abComoTHOE YUCTO HEUTPODHIOB
ymenbmmaercs 10 2000-1500/mm® (2,0x10%n - 1,5x10%/1), KOHTPONb TUX MOKa3aTeleil claemyer
MIPOBOJIUTD, 110 KpaliHel Mepe, 2 pa3a B Henento. [locie 18 nenens Tepanuu npenaparom Kiiozanun
reMaToJIOTHYECKUH KOHTPOJb C MUHHMAIBbHOW 4YacTOTOW 2 pa3a B HENEN0 HEeoOXOIUM B TOM
cllydae, €CJIM YMCIO JICHKOIMTOB YMEHBIIIAETCS 10 3000-2500/Mm3 (3,0><109/J1 - 2,5><109/J1) w/nnu
abcomoTHOE urco Heiitpoduaos — 10 1500-1000/mm® (1,5%10%7 - 1,0x10%1).
Kpome Toro, ecim B mepmoj Ttepanmuu mpenaparoM KiozamuH oTMedaeTcs CyIIeCTBEHHOE
YMEHBIICHUE YHCIIA JICHKOIUTOB IO CPABHEHHIO C MCXOAHBIM YpPOBHEM, CIEIyeT IPOBECTH
MIOBTOPHOE OIpEJEICHUE YHUCia JIEHKOUUTOB M JelkouutapHod ¢opmyssl. CyliecTBEHHbIM
CUMTAIOT OJHOKPATHOE yMEHbIIEHHE YHcha JeikomuTos Ha 3000/mMm® (3,0x10%1) u Gonee, wiu B
cilydae cyMMapHOro ymeHbInenus Ha 3000/mm (3,0x10%/1) unu Gonee B TedeHue 3-X HesleNb.
[Ipenapat Kno3anuH crnenyer HEMEUIEGHHO OTMEHUTD, €CJIM B MEpBbIe 18 Henenb Tepanuu 4ucio
NeHKoMTOB yMeHbmaerca a0 < 3000/mm® (3,0x10%m) mmu abGcomoTHOE YUCIO HEHTPO(hUIOB
ymenbmaercs 10 < 1500/mm® (1,5x10%n) u ecnu B mepros mocne 18 Helenb Tepanuu MpenapaToM
KJ103anuH 4ucio JeHKoUUToB yMeHbmaercss a0 < 2500/mm® (2,5x10%m) unu abcomoTHOE YUCo
HelTpodunos ymensbmaercs 10 < 1000/mm® (1,0x10%m). B 3TuX ciydasx HEOOXOAUMO eXKeTHEBHOE
OTIpeJIeJIeHUe YHUCIia JICHKOIMTOB M JieHKonuTapHOW (HOpMyNBI M TIIATENbHOE HAOIIOACHWE 3a
MalieHTaMH B OTHOIICHWM BO3HWKHOBEHHS y HHX TPHIIIONOJOOHBIX CHMIITOMOB HIIM JAPYTHX
MIPHU3HAKOB, YKa3bIBAIOIINX HA HAJTMYKE HH()EKIIMOHHOTO 3a00ICBaHMS .
[Tocne oTMeHBI mpemapaTra TeMaToJIOTHYECKHi KOHTPOIh MPOBOIUTCS JO IMOJHOW HOPMAaIH3aIuN
reMaTOJOTMUECKUX MoKa3aTesei.
Ecnmu mocne otrmensl mnpenapata Kiiozanun HaOmiogaercss nanbHeiIIee yMEHbIIEHHE 4YHCIa
neiikonuroB Hike 2000/mm? (2,0x10%/1) u/unu abeomoTHOro Yrcia HelTpoduios Huske 1000/mMm>
(1,0x10%mn), neyeHHe 3TOr0 COCTOSHUS CIeAyeT HPOBOAUTH MOJ PYKOBOJACTBOM OMBITHOIO
rematosiora. [10 BO3MOXHOCTH TAalMEHT JOJDKEH OBITh TOCTUTATU3UPOBAH B CIICIIUAIN3UPOBAHHOE
reMaTOJIOTHYECKOe OT/EJICHHEe, T/Ieé BO3MOXKHO TIOMENICHWE B OTICINbHBIH OOKC M BBEICHHE
5
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IpaHyJIOUTAPHOTO0 KoJIoHuecTuMynupytoero gakropa (I-KCD).

Tepanuio KOJOHUECTUMYIHPYIOIIUM (aKTOPOM PEKOMEHIYETCsl MpeKpamaTh Mocie YBETHYCHHS
uycna HelTpoduaos g0 yposHs, mpesbimaromero 1000/mm® (1,0x10%m). B ciydae pasButus
MHQPEKIMOHHOTO 3a00JIeBaHUs CIIEAyeT HEMEIUICHHO HadaTh aHTHOMOTHKOTEpAalHiO B CBS3H C
BO3MOKHOCTBIO PAa3BUTHUS CENITHUECKOTO LIOKA.

VY nmanueHToB, KOTOPBIM KJIO3allMH ObUI OTMEHEH B CBSI3U C pPa3sBUTHEM JIEHKONEHMU W/WIU
HEHTPOIIEHUH, Hellb3sl IPUMEHSTh €r0 IIOBTOPHO.

JUis MONTBEpXK/AE€HUST 3HAYEHUH IeMaTOJIOTMUECKUX IOKa3aresiell peKOMEeHAyeTcs MPOBOAMUTH Ha
CJIENYIOIINN 1I€Hb IOBTOPHBIN aHaIU3 KPOBHU, OAHAKO IpenapaT Kiio3anuH cieayeT OTMEHUTDH yKe
I10CJI€ TIOJyYEHUS pPe3yIbTaTOB IEPBOIO aHAIN3A.

Tabmuna 1. KonTposb mokasaresneil KpoBU B TE€UEHHE NEPBBIX 18 Henenb JiedeHMs MpenapaTrom
Kiozanun

KonnyecTBo KI€TOK KpOBU

Yucno AOGCOIIOTHOE YHCIIO HeobxoauMele 1eliCTBHS
neiikonutos/mMm® (/1) |HelTpodunos/Mm® (/1)

> 3500 > 2000 [Iponomxkenue nedenus npenaparom Kiozamnus.
(> 3,5x10%n) (>2,0x10%n)

3000-3500 1500-2000 [Tponomxkenne nedenus: mpemnaparom Kiozamwuh.
(3,0x10%-3,5x10°) (1,5%10%-2,0x10°) KOHTpo/b aHanu3a KpoBM 2 pasa B HENENIO JI0

cTabunu3alnuy ToKa3aTeleld WM  yBEIMYCHUS
KOJIMYECTBA HEUTPOPHIIOB U JICHKOIIUTOB.

< 3000 (< 3,0x10°) <1500 (< 1,5%x10°) HesamemmurenbHoe — MpeKpalleHne  JICYEHUs
npenaparom  KiozanuH.  KoHTponb — aHaaM30B
KPOBH  K@kKAbIi JCHb O  HOpMAalU3allud
HOKa3aTele. KoHnTpo:b MHQEKIIMOHHBIX
OCJIOKHEHUH.

[Tpuem npenapata Kinozanun He BO30OHOBIISTH.

Tabnuna 2. KonTponb mokaszareneil KpoBHM IOciie MEpBBIX 18 Hemenp JeueHus mpernaparom
Kitozanun

KonnuecTBo K1€TOK KpoBU

Yucio AGCOIIOTHOE YHCIIO HeobxoauMele qelCTBUS
neitkonutos/MMS (/1) |Heitrpodunos/mm? (/1)

> 3000 (>3,0x10%m) |> 1500 (>1,5x10%n) |IIpomomxkeHue neyenus npenaparom Kiosamus.

2500-3000 1000-1500 [Mponmomkenne nedeHuss npenapatoM KirozamuH.
(2,5%10%-3,0x10°) (1,0x10%1,5%x10°) KoHTponb aHamu3a KpOBM 2 pa3a B HEJENO J0
CTAOMIM3AIMM  TIOKA3aTelell MM  yBEIHIEHHS
KOJIMYECTBA HEHTPOPUIOB U NEHKOLUTOB.

<2500 (<2,5%10%  |< 1000 (< 1,0x109) Hes3ameutuTeNnbHOE — TIpeKpallleHHe  JIedeHHs
npenapatoM Knosanus. KoHTpons — aHamu3oB
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KonnuecTBo KI€TOK KPOBU

Yucio AOCOIIOTHOE YUCIIO Heo6xonumele neiicTBus

netikonuros/MMS (/1) |HeitTpodunos/mm? (/1)

KpPOBUM  KaXIbld  JIeHb [0  HOpMaJu3aluu
OKa3aTeliel. KonTtpomns MH(}PEKITMOHHBIX
OCJIOKHEHHUH.

[Tpuem npenapara Kno3anun He BO30OHOBISATD.

IIpepvisanue mepanuu 6 c6:3u ¢ HE2eMaAMON02ULECKUMU NPULUHAMU

[TanmenTam, y KOTOpBIX Tepanus npenaparom Kiozanux, nponomxkasmasics 6onee 18 Henenp, Obuia
IpepBaHa Ha Cpok Oosiee 3 qHeH (HO MeHee 4 Henenb), MOKa3aH €XEHEeAEIbHbIH KOHTPOJIb Yucia
JEUKOLUUTOB M HEUTPOGWIOB B KPOBU B TE€UEHUE [JOIOJHUTENbHBIX 6 Henenb. Ecnu mpu stom
reMaToJOIrMYECKUX M3MEHEHHH He OTMedaercsi, JAajlbHEHIIMHA KOHTPOJb I'€MaTOJIOIMYECKHX
1oKa3aTejel MOMKeT OCYLIECTBISATbCA He pexe, yeM 1 pa3 B 4 Hemenu. Ecimm ke tepanus
npenaparom Kiosanun Obiia mpepBana Ha 4 Hemenu win Oosiee, B mocnenyromme 18 Hemens
JedeHust TpeOyeTcst exKeHEACIbHBIA TeMaTOIOTHUECKUI KOHTPOJIb.

Oco0ble rpynIbl MalueHTOB

Hapywenue ¢ynxyuu nevenu

[TarueHTaMm ¢ MEYEHOYHON HEOCTATOUYHOCTHIO KJIO3AMMH CIEAYeT Ha3HA4aTh C OCTOPOKHOCTBHIO U
0] TOCTOSIHHBIM MOHUTOPUHTOM (YHKIITHOHAIBHOTO COCTOSHUS TIeueHu (cM. pasnen 4.4.).
Hapywenus ¢pynxkyuu nouex

VY manueHToB ¢ HapyUIeHHsIMH (YHKIMHM MOYEK JIETKOM M CpeJHell CTeleHU TSKECTH IMpemnapar
cllelyeT NPUMEHATh B HU3KOW HauyalbHOM J103€ (B mepBbli JeHb — 12,5 Mr B onuH npuem). s
TOYHOCTH JIO3UPOBAHHS CIIETYET MCIIOIb30BaTh TAOJIETKU KIIO3aMuHa 25 MT ¢ pucKoid. 3aboeBaHus
MOYEK TSKEJION CTETIEHH SBISIOTCSA MPOTUBONOKAa3aHUSIMU K IPUMEHEHHIo npenapaTa Kio3anus.
Iayuenmul 6 6o3pacme 60 1em u cmapuie

VY nanueHToB JaHHOW BO3PAaCTHOW IPYMIIBI JEYEHNE PEKOMEHAYETCS HAUMHATh C OYEHb MaJbIX 103
(12,5 mr 1 pa3 B cyTKM B NepBbIH JI€HB) U B aIbHENIIIEM MOBBIIIATH 103y HE Oojee yeM Ha 25 MT B
JeHb. J{71s1 TOUHOCTH T03UPOBaHUS CIIEAYeT UCIIOIb30BaTh TAOJETKH KJI03alKuHa 25 MI' ¢ PUCKOIA.
OneIT NpUMEHEHMSI KJIO3allMHA y MALMEHTOB B Bo3pacTe 60 JeT U craplie HE MO3BOJIAET CAEIATh
BBIBOJI O CYIIECTBOBAaHMM pa3JIMYMil OTBETAa Ha JIEYEHHE KJIO3allMHOM Yy TNAaIlMeHTOB pa3HbIX
BO3PACTHBIX IPYIII.

TIlayuenmul ¢ cyoopocamu 6 anammuese, 3a001eeanuimu cepoeuno-cocyoucmoti cucmemst (CCC)

VY manueHToB ¢ cyJoporaMH B aHaMHe3e WM npu Hanuuuu 3abosneBanuid CCC mo3a mpenapara B
NIEPBBIN JI€Hb JO0JDKHA COCTAaBIATH 12,5 Mr 1 pa3 B CyTKH; AajbHEHIIEE YBEIUYEHHUE J03bI CIEAYET
MIPOBOJIUTH MEJIEHHO M MMOCTENEHHO. /|71 TOUHOCTH JO3UPOBAHUS CIEyeT UCIOIb30BATh TA0IETKU
KJIO3aMKuHa 25 MTI' ¢ pUCKOM.

3aboneBanus CCC TsKeNoi CTEeNeHu SBIAIOTCSA MPOTHBOINOKA3aHUSAMH K MIPUMEHEHHIO Iperapara
Kinozanus.

CTHU
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npenapaT Kino3zanuH He Ha3HA4aroT JETSM U IOAPOCTKAaM B Bo3pacTe 110 18 jer.

Cnoco0 mpuMeHeHus

IIpenapar Kno3anuH npuHUMarOT BHYTpb, 3alIMBasi BOAOW, HE3aBUCUMO OT IIpUEMa IUIIH.

4.3. [IpoTuBONOKA3aAHUSA

— THUNEPYYBCTBUTEIHHOCTh K KJIO3aMHMHY WM JI0OOMY W3 BCIOMOIaTeJIbHBIX BEIIECTB,
MEepEUYUCIICHHBIX B pazzaene 6.1.;

— HEBO3MOXXHOCTb PEryJSIPHOIO IPOBEACHUS KIMHUYECKOIO aHalIu3a KpPOBU C OIpPEAEIEHHEM
JeKouuTapHOU (POPMYIIHI;

— TOKCHYECKas WIM HIMOCHHKPAaTHYECKash TpaHyJOLUUTOICHHs/arpaHyjJounuTo3 B aHamHe3e (3a
UCKJIIOUYEHUEM Pa3BUTHsI IPaHyJOLUTOIICHUH/arpaHyI0MUTO3a BCICACTBHE paHee MPUMEHSBIIEHCS
XUMHOTEPAIINN);

— HapymieHus QYHKIIMH KOCTHOTO MO3Ta;

— DBHIWIEINCHs, PE3UCTEHTHAs K IPOBOANMON TepaIuy;

— QJIKOTOJIBHBIN WJIM JPYTU€ TOKCUYECKUE MCUXO03bl, JIEKAPCTBEHHbIE HMHTOKCUKAIIMU, KOMATO3HbIE
COCTOSIHHUS;

— KOJUIAIIC W/WJIH yTHeTeHHUe eHTpaibHoi HepBHOM cuctemsl (LIHC) mro6oit sTnonoruu;

— TsDKesble 3a001eBaHMsl TOYEK WK cepaua (HalpuMep, MUOKApINT);

— aKTHUBHbIE 3a00JIEBaHUS MEUEHU, CONPOBOXKIAIOIINECS TOLUIHOTOM, aHOPEKCUEN WIIM JKEITYXOH,
porpeccupyoiue 3a00aeBaHus MeUeHu, IeYeHOYHAs HeI0CTaTOYHOCTh;

— OJHOBPEMEHHOE MPUMEHEHHE C JAPYTMMH JIEKapCTBEHHBIMHM IIpernaparaMd C BBIPAXKEHHOMN
CIOCOOHOCTBIO BBI3BIBATh arpaHyJIOUTO3, BKIIOYAs HEHPOISNTUKH IJTUTETLHOTO BHICBOOOKICHNUS;
— MapaJuTUYeCcKas KUIIeYHas HEPOXOAUMOCTb;

— JeduIUT JaKTa3bl, HEIEPEHOCUMOCTD JIAaKTO3bI, TNIFOKO30-TaJIaKTO3HAasl MaibaOCopOIus;

— nerckuit Bo3pacT 10 18 net (3hPexkTuBHOCTH U 0€30MIaCHOCTh HE YCTAHOBIICHBI).

4.4. OcoOble yKka3aHus U Mepbl NPEJI0CTOPOKHOCTH NPH NPHMMEHECHUH
C 0CTOPOXKHOCTBIO

[Ipenapar cieayer ¢ OCTOPOXKHOCTBKO NMPUMEHATH y NALMEHTOB C BBICOKMM PHCKOM PAa3BUTHSA
HapylLIeHU MO3rOBOr0 KpPOBOOOpAIllEHUs, a TaKKe Yy MOXKWIBIX MAlUEHTOB C JeMeHIued (cM.
noapasnen «llepeOpoBacKyIsipHbIE ABICHUS» HACTOALIETO Pa3/iena).

B cBsA3M ¢ TeM, UYTO KJIO3alMH MOXET BBI3bIBATh PA3BUTHE arpaHyJIOLUTO3a, 00s3aTeNbHBIM
yCIOBUEM  SBISETCA  COOJIOJICHHE OCOOBIX Mep MpPeJOoCTOPOKHOCTH  (CM.  TOjpa3faesbl
«ArpaHoIyuTO3», «OCco0bIe MephI MPEI0CTOPOKHOCTIY HACTOSIIETO pa3/ierna).

Kno3anuu o6nagaer M-X0IMHOOIOKUPYIOLIEH aKTUBHOCTBIO, UTO MOYKET BbI3bIBATh HEXKEJIaTeNIbHbIE
peakuuu €O CTOPOHBI Pa3IWYHBIX OPraHOB W CUCTEM opranusma. TmatenbHoe HaOIIOJEHHE
ITOKA3aHO NAIMEHTaM C THIEpIUIa3ueld MPEICTaTEIbHOM KeJIe3bl U 3aKPBITOYTOJIBHONW TIIayKOMOM.
Bo3M0XHO, HM3-32 CBOMX aHTUXOJMHEPIMYECKUX CBOMCTB KJIO3allMH MOXET BBI3bIBATh HAPYIICHUE
MIEPUCTANBTUKNA KHILIEYHUKA, CTENEHb TSHKECTH KOTOPOM BapbUpyeT OT 3amopa 10 KHIIEYHOU
HENPOXOAUMOCTH, 3aKYIIOPKH KOIPOJHUTAMU U MAPAIUTUYECKOM KHUIIEYHON HENPOXOAUMOCTH.
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OmrcaHbl peKie CIydan JeTaTbHOTO HCX0Aa (CM. moapasaet D<AHTM€J&Q$&H€'JM€KTH&>

HACTOSIIETO pa3fena).

Aepanynoyumos

[loTeHIMAaNBPHO  CEpbE3HBIMU  HEKENATEIbHBIMU  pEAaKUMSIMM  KJIO3alUuHA  SABJSAIOTCS
IPaHyJIOLUTOIIEHUS M  arpaHyJIOUTO3, 4YacToTa BO3HUKHOBEHMS KOTOPBIX  COCTaBIISET
cooTBeTcTBEHHO 3 % 1 0,7 % COOTBETCTBEHHO. ATpaHyJIOLMTO3 MOXKET IPEACTABIATh YIpo3y AJIs
KU3HU, TO STOM MNPUYMHE KIIO3AMUH CJeAyeT MPUMEHSATh TOJBKO Yy CIEAYIOUUX KaTeropui
MAIUEHTOB:

— y NAlUEeHTOB C MM30(peHueil Win y MalueHTOB C MCUX030M, aCCOLMUPOBAHHBIM C 0O0JIE3HBIO
[TapkuHCOHA, Y KOTOpBIX MMOKa3aHO OTCYTCTBHE OTBETAa WMJIM HEJOCTATOUYHBIN OTBET HA JIEYCHHE
IPYTMMH AaHTUIICUXOTUYECKUMH TMpenaparaMy, WIH Y KOTOPbIX Ha (poHE MPUMEHEHHUS JPYruX
AHTUTICUXOTUYECKHX MPENapaToB BOZHUKAIOT TSHKEJIBIE SKCTpanupaMuIHbIe TOOO0YHBIE AP PEKTH (B
0COOEHHOCTH, MTO3/THUE TUCKUHE3UH).

— Yy manueHToB ¢ mm3oppenneit win mu30adGEeKTUBHBIM pacCTPOHCTBOM, Y KOTOPBIX, KaK MOKHO
roJyiaraTb Ha OCHOBAHWHU MX aHAMHE3a U TEKyIIeW KJIMHUYECKON KapTUHBI, B TEYEHUE JJIUTEIBHOIO
BPEMEHM COXPAHSAETCS] PUCK PELIMINBOB CYUIIUIAIBHOTO TOBEICHUS.

VY manuMeHToB, y KOTOPHIX B MpOUUIOM Ha (OHE MNPUMEHEHHs JEKAapCTBEHHBIX IPernapaToB
BO3HUKAIIM T€MaTOJIOTUYECKUE HApYIIEHUS, MPUMEHSTh KJIO3allMH MPOTHBOIIOKA3aHO (CM. pasfeln
4.3)).

Bpauy, mpoBojsiieMy Tepanuio mpernapaToM, CieAyeT B MOJHONW Mepe COONIoAaTh Cleayolne
TpeOoBaHus, Kacarorecs: 0e30MacHOCTH:

— OJHOBpPEMEHHO ¢ npenaparoMm Kio3zanuH He ciieyeT NpUMEHATH JEKapCTBEHHbIE IMpernaparsl,
KOTOpBIE CITIOCOOHBI 3HAYUTENIBHO YTHETaTh KPOBETBOPEHMUE;

— cieayer wu30eraTh OJHOBPEMEHHOTO IpHMEHEHHs mpenapara Kiozanua c neno-gpopmamu
AHTUIICUXOTUYECKUX  IpenapaToB, IIOCKOJbKY IOJOOHBIE Ipemaparsl MOTYT  YIHETaTh
KpOBETBOPEHUE, U B DBKCTPEHHOW CUTyalluu (HampuMmep, NpU TpaHyJOLMUTONEHUH) ObICTpOe
BBIBEICHUE TAaKUX JIEKAPCTBEHHBIX (JOPM U3 OpraHKU3Ma HEBO3ZMOXKHO;

— y MalMEHTOB C NMEPBUYHBIMH 3a00JI€BaHUSIMM KOCTHOTO MO3ra B aHaMHe3e npemnapat Kiozanux
clieyeT NPUMEHATh TOJBKO, €CIM OXHJaeMas I0Jib3a IPEBBIIIAET BO3MOXHBIA puCK. Takue
MAIUEHTHI Iepe]] HA4aIoM JIEYEHHs! IOJKHBI OBITh TIIATEIBHO 00CIIe10BaHbl FEMAaTOIOIOM;

— mepeA NpUMEHeHHeM mpenapata Kiio3anuH y ManUMeHTOB C HU3KUM YHCIOM JICHKOLIUTOB,
00YCJIOBJIEHHBIM J00pOKaueCTBEHHOM ATHUYECKON HEHUTpONeHuel, ciieayeT MOJy4YUThb COTJIacue
reMaToJora;

— B XOJ€ KaXJI0M KOHCYJbTallUW MAIMEHTy, MoilyvyaroleMy npenapar KiosamuH, HE0OX0IUMO
HArlOMUHATh O TOM, YTO MPH MOSIBIIEHUH KaKUX-TNOO MPU3HAKOB HH(PEKIIMOHHOTO 3a00JI€BaHUS EMY
CllelyeT HEMEMJIEHHO CBS3aThCs C JieyarmuM BpadoM. Oco0oro BHMMaHUS TpeOyIOT >kajdo0bl Ha
IPUNINONOJ00HBIE CUMIITOMBI WIIM JPyTUe MpU3HAKU MHQPEKIHMOHHBIX 3a00JIeBaHUM (B YaCTHOCTH,
Ha JINXOPAJIKY WM OOJIb B TOPJIE), UTO MOXKET YKa3bIBaTh HA HEUTPOTNIEHUIO. B TOMOOHBIX Cirydasix
clielyeT HEMEAJIEHHO MTPOBECTH OO aHaIN3 KPOBH.

[Tocne Toro, kak onpeneieHne Yncia JeMKOIMTOB U aOCOMIOTHOTO YKciaa HEUTPO(DUIOB MOTYyUUIIO0
IIMPOKOE PacHpOCTpPaHEHHE, YaCcTOTa BO3HMKHOBEHMS arpaHyJIONUTO3a U YpPOBEHb CMEPTHOCTHU
Cpely MalMEeHTOB, Y KOTOPbIX BO3HUK arpaHyjOLUTO3, 3aMETHO CHU3MIMCH. [lo 3TOl mpuunHe y
MAIMEeHTOB BCEX MEPEYMCICHHBIX KaTeropui KJIO3aluH MPUMEHSIOT TOJBKO IMPH COOJI0ICHUU
CJIIEYIOLUX YCIIOBUN:



ot 25.08.2025 N= 21070

— [0 Havajia JIeYeHHs] HOJDKHBI HAXOOUTHCI B HOPME Kaig-| G%HE%EKOW%% E:57!159‘|/51

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[3500/MM3%]), Tak u uucno Apyrux GOPMEHHBIX IIEMEHTOB KpoBH (cM. mozpasaen «OcoOble Mephl
NPEI0CTOPOKHOCTHY HACTOSIIETO pa3Jiela);

— Yy TAlKEHTOB CJIEAYeT PEryJspHO KOHTPOJIMPOBATH YHCIO JICHKOLMTOB M aOCOMIOTHOE YHCIIO
HeliTpoduoB Ha ¢oHe neueHHs (eKEHeIeNbHO B TEUCHHE NEpBBIX 18 Hemenb, a 3aTeM He pexe
OJTHOTO pa3a B MeCsI]) M B TeueHUe | Mecsia mocjae OKOHYATEIbHOW OTMEHbI ipenapara Kio3amux
(cm. moapasaen «Ocobbie MephI MPEAOCTOPOIKHOCTIY» HACTOSIIETO pa3/ena).

Oco0Oble MEPHI ITPEAOCTOPONKHOCTH

T'emamonozuueckue noxkazamenu

[Tockonbky mpemapatr Kino3amuH MOMXET BBI3BIBATh Pa3BUTHE arpaHyJOIUTO3a, T.€. CHIDKCHHE
abcomoTHOro umucna Heifrpodunos < 500/mm® (0,5%10%1), HeoOX0AUMO COOMIOAATH CIEAYIOIIME
MepBI MPEIOCTOPOKHOCTH:

Monumopune uucna netikoyumos u AYH

3a 10 nHe#t 1o Havana nedeHus npenaparoMm KiozamnuH crneayeT onpeaenuTh YUcio JIEHKOIUTOB U
Ipyrux (OPMEHHBIX IJIEMEHTOB KPOBH, YTOOBI yOEAUTHCS B TOM, YTO Mpemnapar OyIyT MoidydaTh
TOIBKO MAIIMEHTHI C HOPMAIBHBIMH MOKA3aTeIAMH (YHCIIO JTeHKOmUToB > 3,5%10%1 [3500/MM%]) n
AYH > 2,0x10%n [2000/MM3]). B teuenue nepBoix 18 Henenb gedenus yucio JyeikonuTos 1 AYH
CIIEyeT ONpPENENATh KaXaylo HEJENI0, a B X0/1¢ JJalbHEHIIero JeueHus — He pexe | paza B Mecsll;
KOHTPOJIUPOBAThH ATH MapaMeTPhl CIEAYET U B TEYCHUE OJTHOTO MECsIa MOCIe OKOHYaHUSI OTMEHBI
npenapara Kiosanus.

IIpepvisanue mepanuu 8 c6sa3u ¢ He2eMamo02u4eCKUMU NPULUHAMU

Tem nanueHTam, y KOTOpbIX Tepamnus npernapatoM Kioszanun, mpoaosmkasiiascs Oonee 18 nenens,
ObUTa TpepBaHa Ha cpok Oojee 3 aHel (HO MeHee 4 Helenb), OKa3aH eXeHeleIbHbIH KOHTPOIb
qrclia JIEHKOIUTOB B KPOBU B TEUEHUE JOMOJIHUTEIbHBIX 6 Helenb. Ecu HUKakuX HapylIeHU He
BBISIBJICHO, MOXKHO IEPEHTH Ha KOHTPOJIb MOKa3aTesleld KpOBU ¢ MHTepBajioM 4 Henenu (HO He
pexe). Ecau ke tepanus npenapatom KioszanuH Oblia mpepBaHa Ha 4 Henmenu win Oosee, B
nocneayromue 18 Henenb Je4eHNs 0Ka3aTean KPOBHU CIIEyeT KOHTPOIMPOBATh €KEHENETbHO.
Huszxoe wucno netikoyumos u AYH

Ecnu B nepsble 18 Henenb neueHus: npenaparoM KiiozanuH 4uciio JEWKOLMTOB YMEHbBIIAETCS 10
3,0-3,5x10%n (3000-3500/mm®) w/umn AUH ymensmaercs go 1,5-2,0x10%1 (1500-2000/mm3),
oOmmii aHanu3 KpoBH TpeOyeTcs MPOBOAWTH, MO KpailHeH Mepe, 2 pa3a B Hememwo. To ke
TpeOoBaHUE JEWUCTBYET M B TOM Clydae, €ciu mocie 18 Hemenp JeueHus 4Hucio JEHKOIMTOB
yMeHbImaercs g0 2,5-3,0x10%1 (2500-3000/mm%) m/mnu AUH ymensmaercs mo 1,0-1,5x10%n
(1000-1500/mm3).

[Ipu 3HAUUTENTHFHOM YMEHBIIEHUW YHUCIA JICUKOIIMTOB OTHOCUTEIBHO WCXOJHOTO 3HAYCHUS
HEO0OXOAMMO MMOBTOPHO OMPEAETUTh YUCIIO JCHKOIIUTOB U JIGUKOIMUTAPHYIO (hOopMyITy.
«3HaYUTENHHOE» CHIKCHHE OMPENETSIOT, KaK €IUHOBPEMEHHOE YMEHBIIICHUE YUCia JICHKOIIUTOB
Ha 3,0x10%n (3000/mm®) umu Gosee, Mubo kKak cymmapHoe yMeHbineHue Ha 3,0x10%m (3000/Mm1)
win 0oJiee B TeUeHUE 3-HEAeTbHOTO MePHo/Ia.

IIpenapam Knozanun cnedyem nemeonieHno ommeHnumy, €CIv B TIepBbIe 18 Henenb JeYeHus Yuciio
NeHKOMTOB yMeHbIaercs 10 < 3,0x10%m (3000/mm®) umu AHU ymenbmaercs 1o < 1,5x10%n

(1500/mm3), nubo ecinu B mepuo ocie 18 Heenb jedeHus YuciIo NeHKOIUTOB yMEHbIIAETCs 10 <
2,5%10%1 (2500/mm®) umu AHY ymensimaercs 10 < 1,0x10%m (1000/mm3).
10
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OTIPEICTISATh €XKETHEBHO, a MAI[MEHTOB CJIEAyeT MPHUCTAIbHO HAOIIONATh HA TMPEAMET Pa3BUTHUSA
TPUIIIIONOJO0HBIX CHMIITOMOB WM JAPYTUX CHMIITOMOB, YKa3bIBAIOIIUX Ha WHQPEKIUOHHOE
3aboneBanue. [lociae ormensl mpenapara Kiio3anuH KOHTPOJIHMPOBATH MOKa3aTeIH KPOBU CIEIyET
710 TeX MOp, IOKa OHM HE BO3BPATATCS K HOPME.

Ecmu, HecmoTpst Ha oTMeHy mnpemnapara Kiio3amuH, YHCIO JICMKOIMTOB YMEHBIIMJIOCH HIKE
2,0x10%1 (2000/mMm°) w/umn AUYH ymensmmnocs Huke 1,0x10%m (1000/mm®), meueHme 31OTO
COCTOSIHUSI CIIETYET MIPOBOJIUTH MO PYKOBOJCTBOM OIBITHOTO T€MaTOJIOTa.

[To BO3MOXHOCTH TAaIMEHTa CJEAYeT HANpaBUTh B CICHUAIM3MPOBAHHOE TIe€MAaTOJOTHYECKOE
OTJIEJIEHNE, TJI€ BO3MOXKHO pa3MelleHHUEe ero B oTaesbHoM Ookce U npumeHenne ['M-KC® wmnm I'-
KC®. Kononuectumynupyromuii GakTop peKOMEHIyeTcss OTMEHHTH mocie Toro, kak AUH BHOBB
yBeIM4uTCs 10 ypoBHs Bhime 1,0x10%1 (1000/mm3).

B cnywae pasButusi  MHQEKIMOHHOrO  3a00JIeBaHUS  ClEAyeT  HEMEUIGHHO  Hayartb
AHTUOMOTHKOTEPAITHIO B CBSI3U C BO3MOYKHOCTBIO PAa3BUTHS CETITUYECKOTO MIOKA.

Y nmnanueHToB, KOTOpbIM mpemnapaT KiiozamuH OblT OTMEHEH MO MNPUYMHE HHU3KOTO 4YHCIA
JCHKOUUTOB (CM. BBINIC), HE PEKOMEHJOBAHO IOBTOPHOE TpPUMEHEHHE mupenapara. Jlis
MOJITBEPXK/ICHUS] 3HAYCHUH TeMaTOJOTMYECKUX IIOKa3aTesied aHalli3 KPOBH PEKOMEH]IYeTCs
MIPOBOJIUTH JIBA JTHS TOAPS, OJHAKO nperapar Kio3anuH ciemxyer OTMEHUTD YK€ TIOCIe TOTYYeHHUs
pe3yIbTaTOB IMEPBOTO aHATN3A.

B cnmyuae pasButus 303MHOGMIMK OTMEHATH mpenapar Kiio3anmuH peKOMEHIyeTcsl, €CIU YHCIIO
s03uHO(uUIOB npesbimaeT 3,0x10%1 (3000/mMM%), a BO30OHOBIATEL JIeUEHHE MOKHO TOJBKO MOCIIE
YMEHbIIEHHUs YKciIa 203MHO(HIOB 10 ypoBHs Huske 1,0x10%1 (1000/mm3).

B cnyuae pasButus TpomOoIlMTOneHuu mnpenapar Kiio3anmuH peKOMEH0BaHO OTMEHHTB, €CIIU
YHCII0 TPOMOOIUTOB YMEHbIIHIOCH 10 < 50x10%1 (50 000/mm3).

Jpyrue Mepbl Ipea0CTOPOKHOCTH

Kapouomoxcuunocmo

VY nanueHToB ¢ 3a005IeBaHUEM cepjlla Ipemnapar cleyeT NPUMEHATh B HU3KOM HayaJlbHOU 703€ (B
nepBbli JeHb — 12,5 Mr B oauH npuem). J{o3y cieayeTr yBelInYuBaTh MEAJIEHHO U MocTeneHHo. J1is
TOYHOCTH JIO3UPOBAHUS CJIEIyeT UCII0JIb30BaTh Ta0JIETKH Kilo3anuHa 25 mr ¢ puckoi. [TanuenTam ¢
3aboneBaHussMu CCC Tshkenol cTeneHu npenapar NpoTuBonokaszad. [lanueHTos ¢ 3a001eBaHUsAMU
cepAlla B aHaMHe3€ WIN Yy KOTOPBIX NMpH (U3UKATBHOM OOCIIE0BAaHUM BBISBICHBI HAPYLIEHUS CO
CTOPOHBI CE€pAla, CJIEAYeT HalpaBJIATh K CIEHMATUCTY M IPOXOKIACHUS JAJIbHEHUIIETrO
o0ciieoBaHusl, KOTOPOE JOJDKHO BKIOYATh dnekTpokapauorpammy (OKI). ¥V Takux maiueHTOB
npernapar KiozanuH crnenyer OpUMEHSATh TOJBKO B TOM Ciyyae, €CIM O)KHMjaemas I0Jb3a
MpPEBBILIAET BO3MOXKHBIN puck. Jledanuii Bpau JOKEH paccMOTpeTh Bompoc o nposeneHuu DK
nepeJl Ha4yajaoM JIeUEHUs.

Ha ¢one nmpumenenust npenapara Kio3anuH MoeT BO3ZHUKHYTh OPTOCTATUYECKasi TUIIOTEH3US C
obMopokom miu 6e3 Hero. B penkux ciaydasx (mpumepHo y oaHoro mamueHTa u3 3000) kommarc
MOXET OBITh TSDKEIBIM M CONPOBOXKIATHCS OCTAHOBKOW KPOBOOOPAIIEHUS W/MIM JbIXaHUS C
BO3MOJKHBIM JIETAJIbHBIM MCXOZ0M. BepoATHOCTh MOJOOHBIX SIBIEHUH yBETMUMBACTCA Ha dTare
HayaJIbHOTO 1MoA0O0pa /1036l (B OCOOEHHOCTH B Cilyyae OBICTPOTO YBEIMYEHHS J03bl); OUE€Hb PEAKO
OHM BO3HUKAIM Ja)ke I0Cje MepBOoro MnpuMeHeHus mnpenaparta. [logoOGHbIe OCIOXXHEHUs, MO-
BUIUMOMY, 4Yallle BO3HHUKAIOT Ha (OHE TMpPUMEHEHHUs TMpenapara OJHOBPEMEHHO C
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npenaparoM KiozanuH Heo0XoauMo o0ecreunBaTh TIIATEIBHOE MEAMIMHCKOE HaOII0eHUe
MalUeHTa.

Muokapoum u xapouomuonamus

B nepBble gBa MecAla JIeYEHHMs] B PEAKUX CIIydasX MOXET BO3HUKATh TAaXUKApAMs IIOKOS,
COIIPOBOKAAIOIIASICS aPUTMHUEH, OJBIIIKOW MM CUMIOTOMaMM CEpAEYHOW HEJOCTATOYHOCTH; B
OYEHb DPEJKUX CilydasX Ha3BaHHbIC SBJICHHMS MOI'YT BO3HUKAaTh M Ha Oosiee MO3JHMX 3Tarax
neuenus. Ecium mogo0HbIE CHMITOMBI BO3HUKAKOT (B OCOOCHHOCTH B IEPHUOA MOAOOpa JO3bI),
ClIelyeT KaK MOXKHO paHblIe MIPOBECTH JUATHOCTHUECKUE MEPOIPUATHUS C TE€M, YTOObI HUCKIOUYHUTh
MuokapauT. CHUMITOMBI MHOKapAWMTa, BBI3BAHHOTO KJIO3AaIIMHOM, TaK JK€ MOIYT HAallOMHMHATh
CHUMIITOMBI MH(apKTa MHOKapAa WU TpHUMmna. Takke OTMEYaIUCh Cilydaun WH(pApKTa MHUOKapaa C
JeTanbHbIM HcxonoM. OIHAaKO M3-3a TSDKENIOoro 3a00JIeBaHUs CEpJlla, UMEBLIETOCS Y IAllUEHTOB
€lle 0 Hayaja JICYCHMs, OLEHUTh MPUUYMHHO-CIEACTBEHHYIO CBSI3b C NPUMEHEHMEM KJIO3allMHA
IPEJCTABISIIOCH 3aTPYAHUTEIIbHBIM.

ITpu nomo3peHnu Ha MHOKapAUT WM KapAUOMHONaTHIO npenapar Kio3anux cienyer HeMeaIeHHO
OTMEHHTb, a NalMeHTa 0e3 MpOMeAJICHUs HalpaBUTh K Kapauoijory. B mocTtperucrpanmoHHOM
NepUO/Ie MOITY4YEHbI COOOLIEHNS O CIIy4asX MUOKApJUTa, B T.4. C JICTAJIIbHBIMU UCXOJaMHU.

Takue »e mpU3HAKU U CUMITOMBI MOTYT BO3HUKaTh U Ha OOJiee MO3JHUX CTaJUAX JICUEHHUS, U B
OYEHb PEJIKHX CITydasiX MOTYT OBITh CBSI3aHBI C KapAWOMHONaTHEH. B MOJ00HBIX CiTydasx MOKa3aHo
nanpHeliee o6OcnenaoBanue. llpu mnoaTBepXKIEHMM JAMarHo3a KapJIUOMMONATHM Ipenapar
Kno3anuu gomkeH ObITh OTMEHEH.

VY nauueHToB, y KOTOPBIX BO3HUKIM MHOKapIUT WU KapJUOMHOIATH, BbI3BAaHHBIC KJIO3aIIMHOM,
IIOBTOPHOE IPUMEHEHHE €0 HE PEKOMEHIYEeTCSL.

B pape ciuyudaeB (mpumepHo B 14 % ciydaeB) OJHOBPEMEHHO C MHOKApPAUTOM U
MEePUKAPAUTOM/TIEPUKAPAUATIBHBIM BBIIIOTOM OTMEYajach 303MHOQWINSA; OJHAKO, SBISETCA JIU
503MHO(PMIINS HAJCKHBIM IPEAUKTOPOM KapAHuTa, HEU3BECTHO.

[TosrydeHbl cOOOIIEHUS O CIydasx pa3BUTHS HEJTOCTATOYHOCTH MUTPAJIBHOIO KJlallaHa y MallMeHTOB
C KapAMOMHOIATHEN, CBA3aHHOM C TEpaNMel KI03alnHOM. B yKa3aHHBIX CllydasX IpPH JIBYXMEPHOU
sXOoKapauorpaduu oTMeueHa perypruTanus ciadoil Ui CpeTHe CTEeTIeHH.

VY namnueHtoB ¢ 6osie3Hbplo [lapkuHCOHA B IMEpBbIE HEIENU JIEUEHUS CIEIyeT KOHTPOJIUPOBATh
apTepHalIbHOE JJaBJICHHE B MTOJIOXKEHUH CTOSI U JIEXKA.

Yonunenue unmepsana QT

Kak m npyrue aHTUIICMXOTHYECKHE Npenaparbl, KJIO3allUH PEKOMEHAYETCS C OCTOPOKHOCTHIO
IPUMEHATh Yy NAalMEHTOB, Y KOTOPbIX JuarHoctupoBaHo 3aboneBanue CCC wunm yaIuHEHHE
untepana QT B ceMeliHoM aHamHe3e. Kak M Jpyrue aHTHUICHUXOTHYECKUE IpernapaThl, KJI03alHuH
PEKOMEHIYETCSI C OCTOPOKHOCTBIO NMPUMEHATh OJIHOBPEMEHHO C JIEKAPCTBEHHBIMU IperapaTaMu,
CHOCOOHBIMU YJUIMHSTH nHTEpBan QTc.

Llepebposackynapnuie s6nreHus

Ha ¢one npumMeHeHHsT HEKOTOPBIX aTUIIMYHBIX AHTUIICUXOTUKOB y MAIMEHTOB C JIEMEHLIUEH pUCK
HEXXEJaTeNbHbIX 11epeOpOBACKYJISPHBIX SBJICHUHM YBEIMYUBAICA MNPUOIM3UTEILHO B 3 pasa.
[TpuunHa, MO KOTOPOIl pUCK MOAOOHBIX SBJICHUN YBEIMYUBAETCS, HE ycTaHOBIeHA. [ToBbIIIEHHBIN
PUCK DPa3BUTHS IMOJOOHBIX SBICHUH HENb3sl HMCKIIOYUTh M JUIS JAPYTMX AHTHIICUXOTHYECKHX
IpenaparoB Wiy Ui APYTHX KaTeropuil manueHToB. B aToi cBs3u npenapar Kno3anuH cnenyer ¢
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UHCYJIbTA.
Onunencus
[Tpenapar KiozamuH MOXeT CHIKaTh CyAOpOKHBIA mopor. [lockoibky Ha (oHE HpUMEHEHHUs
npenapaTta Kio3zanus oTMeyannuch 3MWICNTUYECKUE CYIOPOTH, YaCTOTa U BBIPAKEHHOCTh KOTOPBIX
3aBHCENU OT /103 Mpernapara, NalueHTOB C SMUICHICHEe B aHaMHe3€ BO BpeMsl JICUCHUS MpernapaTom
Knozanun crnenyer mpucraibHO HaOmoaath. B momgoOHBIX ciydasx clielyeT yMEHbBIIUTh 03y
npernapara v pu HeoOX0IMMOCTH HayaTh MPOTUBOCYIOPOKHYIO TEPAIHUIO.
VY manueHToB ¢ CyJOpOKHBIMHU MPUCTYNIaMU B aHaMHe3€ J103a Mpernapara B MEpBbId JeHb JT0JDKHA
cocTaBiATh 12,5 Mr 1 pa3 B CyTKM; JalIbHENIIEE YBEIUUEHHUE J103bI CIEYET IPOBOJNUTH MEJJIEHHO
¥ TOCTEeTeHHO. JJI1 TOYHOCTHU JO3MPOBAHUS CIIAYET MCIOJIb30BaTh TAOJIETKU KJIO3almuHa 25 MT ¢
PHUCKOM.
Jluxopaoka
Ha ¢one mpuema mnpenapara Kiozamnuun Ttemmeparypa Tena y HaIlMeHTOB MOXET BPEMEHHO
noBbImathes 10 38 °C u Bhimie (¢ HaMOOJBIIEH BEPOSTHOCTBIO B TIEpBBIE 3 Heenu jedenus ). Kak
MpaBWJIo, MOA00HAs JHMXOpajKa sBISETCS NO0OpOKauecTBEHHOW. B psme ciydaeB oHa MOXET
COIIPOBOXAATHCS YBEIMYEHUEM WJIM YMEHBIIEHUEM YUCIIA JIEUKOLIUTOB.
[TanieHTOB € JMXOPAAKON CJlenyeT THIaTeIbHBIM 00pa3oM 00cCieNoBaTh C IENbI0 HCKIIIOYCHHUS
MH(PEKIIMOHHOTO 3a00JIeBaHUS WJIM arpaHysonuTo3a. B cilydae BBICOKOH JMXOpPAJKU CIEIyeT
IPUHATH BO BHHUMAaHHE BO3MOXHOCTh 3J0KaYeCTBEHHOro Heiposentuueckoro cuuapoma (3HC).
Ecnu aumarnoctupoBan 3HC, crienyer HemenneHHO OTMEHHTH mpemapaT Kio3zamuH u HauaTh
HEO0OXOUMBIE TEPANIEBTUYECKUE MEPOTIPUSATHS.
[Ipemapar Kno3anuH MOXXeT OKa3bIBaTh CENAaTUBHOE ACHCTBHE M BBHI3bIBATH YBEIWYCHHE MAacChl
Tela, TeM CaMbIM YyBEJIMYMBas PUCK TPOoMOOIMOONIWHU; MO STOW MPUYMHE CcIeayeT u30erarb
MMMOOHITN3AIUH.
Ilaoenus
[IpenapaT MOXeT BbI3bIBATH BOBHUKHOBEHUE CYJIOPOT, COMHOJIEHIIMH, TOCTYPATbHON T'MIIOTEH3HH,
CEHCOPHOM U JIBUTaTEJbHONM HECTAOMWJIBHOCTH, YTO MOKET MPUBOAMTHL K MaJeHUSIM M, Kak
CIIEICTBUE, NIEPEIOMaM WIM APYTMM TpaBMaM. [lepen HadanoMm Tepanuy aHTHUIICHUXOTUYECKUMH
npernapaTtamy y MaieHToB C COMYTCTBYIOIMMH 3a00JI€BaHUSMH, COCTOSTHUSMHM, UM TOTYyYarOLIHX
OJTHOBPEMEHHYIO MEIMKAMEHTO3HYIO TEpaIuio, KOTOpbIE MOTYT YCYryOJATh BBIIIEyKa3aHHBIE
3¢ deKThl, ciaenyeT OLEHUTh pHUCK mnageHui. CreayeT MOBTOPHO OLICHMBATh JA@HHBIA PHUCK Y
MALUEHTOB, NOJYYaOIUX JUINTEIbHYIO TEPAMIO AaHTUIICUXOTHYECKUMH IIpeTapaTaMH.
Anmuxonunepauueckue 3¢ghghexmuol
[Ipenapar Kno3zanun oGmanaer aHTUXOJUHEPTUUECKONW aKTUBHOCTHIO, UTO MOXKET OOYCIIaBIIMBAThH
10OOYHBIE AEUCTBUS CO CTOPOHBI PA3IMYHBIX OPIaHOB U CUCTEM OpraHH3Ma, [I03TOMY y MallMeHTOB
C TUIEpIUIa3Hel NpeCcTaTeIbHONW >Kele3bl M 3aKpPBITOYTOJbHOM TJIayKOMOM KJIO3amHuH CleAyeT
OPUMEHATH 0/ IPUCTATBFHBIM HaOmoeHneM. B0o3MOXKHO, M3-32 CBOEr0 aHTUXOJIMHEPrHYECKOTO
JNEMCTBUS KJIO3allMH MOXET BBI3BIBATH HAPYILIEHUS NEPUCTAIBTUKM KHIIEYHUKA, CTENEHb
BBIPAXEHHOCTU KOTOPBIX BapbUPYET OT 3a10pa /10 KAaJIOBOI'0 3aBajia, KUIIEYHOW HEITPOXOIUMOCTU U
napesa KUIIeYHHKa, MErakoJIoHa U MH(apKTa/MIIeMUn KUIIeYHUKa. B peakux ciydasx momoOHbIe
SIBJIGHUSI TPUBOIMIIN K JIETAIbHOMY HUCXOJY.
C 0c000i1 OCTOPOKHOCTBIO TIpenapar ciaeayeT MPUMEHSTh Y MalueHTOB ¢ 3a00JIEBaHUsIMU TOJICTOU
KMILIKHA WM ONepaTUBHBIMU BMEIIATEIbCTBAMHU Ha OpraHax HMKHEro 3Ta)ka OpIOLIHOM MOJIOCTH B
13
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0COOEHHOCTH TIpernaparbl ¢ AaHTUXOJWHEPTHUECKOW AaKTHUBHOCTBIO, HAlpUMep, pa3InyHbIe
AHTUIICUXOTUYECKUE TIpenapaThl, AaHTUJIEHPECCAHThl U aHTUIAPKUHCOHUYECKUE IpernapaTsl),
MIOCKOJIbKY TIOCJIETHIE MOTYT YCyTyOUTh CUTYaLHIO.

3anop KpaiiHe BaKHO paclo3HaBaTh U aKTHBHO JieunTh. llepen HazHaueHnem npenapara Knosanux
MEIULMHCKUE paOOTHUKHU JOJKHBI OLIEHUTh (DYHKIUIO KUIIEYHHUKA MAI[MEHTa U KOHTPOJIUPOBATh €€
Ha INPOTSDKEHUMM BCcero JieueHWs npenapaToM. Jlewamemy Bpady HeoOXoaumo wu30erarb
COBMECTHOIO Ha3HaueHus mpenapara Kio3anMH ¢ aHTUXOJIMHEPIMYECKUMH IIpernaparaMu U
JAPYTUMH  JIEKAPCTBEHHBIMU CPEJICTBAMM, CHUXKAIOLUMH MOTOPHYIO (DYHKLHUIO JKEJIyl10YHO-
KHIIICYHOTO TPAKTa, BKJIOYask ONHOUIbBI (CM. pa3aen 4.5.).

[Ipy Ha3HaueHUMHU KJIO3alMHA IAllMEHTaM C 3alopaMd WIM HENPOXOAUMOCTBIO KHILIEYHHKA B
aHaMHe3€ C LEeNbl0 NPO(UIAKTHKH CJIEAyeT JMOMOJHUTENBHO Ha3HA4YaTh MNPOQUIAKTHYECKUN
cnaburtenbHbI mpenapar. Tarxke JsedameMy Bpady HE0OXOAMMO HH(OPMHUPOBATH MAIMEHTOB,
IPUHUMAOIIUX KJIO3allMH, O HEOOXOIUMOCTH MOTPEOIEHUS 1O0CTATOYHOIO KOJINYECTBA KUAKOCTH,
4TOOBI NPEAOTBPATUTh KOHCTUNANMIO. Ha MpOTSHKEHUH BCEro JiedeHUs: He0O0XOAMMO OIpalIUBaTh
MAIMEHTOB O YacTOTEe M KadyecTBE MX HMCIPaKHEHWH, HAOMI0AaTh 3a MallMEHTaMU Ul BBIABICHUS
CHUMIITOMOB IOTEHIHUAIBHBIX OCJIOXXHEHHUH, CBS3aHHBIX CO CHIKEHHEM MOTOPHOH (GyHKUMU
KEIyJOYHO-KUIIEYHOTO TpakTa. Jlewamemy Bpauy ciemyer MHQOPMHPOBATH BCEX NAIMEHTOB,
MPUHUMAIOIINX KJIO03alUH, O CUMITOMaxX CHM)KCHUS MOTOPHOH ()YHKIMH KEITyTOYHO-KUIICYHOTO
TpakTa, TaKMX KakK TOILIHOTa, pBOTAa, OOJib M B3AyTHE XHUBOTAa. B ciydyae mosBIEHUS STUX
CUMIITOMOB, a TaK)X€ B ClIydae, €CJId ONOPOKHEHUE KUILEYHHKA IPOUCXOAUT PEXe, YeEM OOBIYHO,
NAIMEHTy cielyeT oOpaTUThCs K jeualieMy Bpady. IlanimeHTsl HE JOIKHBI CaMOCTOATENbHO, 0e3
KOHCYJIbTAllMM C JeyallldM BpadyoM, INpekpauare npueM npenapata Kiozanuhn, Bo u3bexaHue
BO3BPALLCHUS WIH YXYJIIEHUS CHMITOMOB IIN30(PEHUH.

Ocobast  OCTOpPOXKHOCTb TpedyeTcs MpH PAacCMOTPEHUMH BONpoca O NPUMEHEHHH I[pernapara
Kno3zanun ogHOBpeMeHHO ¢ OeH3oiua3enuHamu (WIM € APYTUMM IIpernapataMi LEHTPaJbHOIo
NEHCTBUS).

Memabonuueckue napyuienus

Ha ¢one npuMeHeHus aTUNHYHBIX AHTUICUXOTHYECKHMX IpErnapaToB, B TOM 4MCIE Ipernapara
Krno3zanuh, oTMedanich MeTaboIuvecKe HapyeHus, KOTOpbIE MOTYT YBEJIMYMBATh PUCK Pa3BUTHUS
ocioxHeHuit co cropoHsl CCC u HapymieHuil Mo3roBoro kpoBooOpameHus. K gmcmy Takux
METa0OJMYECKUX HapyIIEHUH MOTYT OTHOCUTHCS THUMIEPIIMKEMHs, IUCIUIONPOTEHHEMHS U
yBEJIMUYEHUE Macchl Tena. XOTS HEKOTOpble MeTa0OJMYecKHe HapyIIeHUs MOTYT BO3HUKATh Ha
(doHe nMprUMeHeHHs JTI0ObIX aTUITUYHBIX AHTUIICUXOTHYECKUX MpenapaToB, KaX/bli mpenapaT 3TOro
KJIacca XapaKTepu3yeTcsi CBOUM COOCTBEHHBIM CIIEKTPOM MOOOUYHBIX 3P (HEKTOB.

Lunepenuxemus

CooOmanoch 0 ciay4asx caxapHOro auadera M TSDKEJIOW THIEeprVIMKeMHMM (MHOTJa BeAylled K
KETOANUI03y WM THUIEPOCMOJISIPHOM KOME), KOTOpas BO3HHKIA Jaxe Ha (OHE TPUMEHEHHUS
KJIO3alMHa y MallMeHTOB 0e3 TUIIePIIIMKeMUH B aHaMHe3e. [[pudrMHHO-CIIeICTBEHHON CBA3H MEXIY
STUMHU SIBJICHUSMH W TIPUMEHEHHEM KIIO3allMHA YCTAHOBJIEHO HEe OBLIO, XOTA IOCJIE OTMEHBI
npemnapara y O0JbIIMHCTBA MAllMEHTOB KOHIIEHTPALUs TII0KO3bl B KPOBU BO3Bpalaiach kK HopMe. B
HEOOJIPIIIOM YHCIIEe CIIydaeB OTMedanach MOJOXKHUTEIbHAs CBA3b C IMOBTOPHBIM IPHUMEHEHHEM
npemnapara. BriusiHMe Kio3anmMHa HAa METa0OIHM3M TIIOKO3bl y TAIMEHTOB C YK€ WMEBIIUMCS
CaxapHbIM )II/Ia6eTOM HC H3y4daid. vy ManreHTOB C CaxapHbIM )II/Ia6eTOM, KOTOPBIC HAYWHAKOT
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KOHIICHTPALIMIO TJIIOKO3bI B CBIBOPOTKE KPOBU. Y TAlMEHTOB € (DakTopaMu pHUCKAa CaXapHOTO
nuabera (B 4aCTHOCTH ¢ M30BITOYHOM MAacCOM Tela M CaXapHbIM JUA0ETOM B CEMEHHOM aHAMHE3e),
KOTOpbI€ HAUMHAIOT IPUMEHATh aTUIIMYHbIE aHTUIICUXOTUYECKHE NIpenapaThl, 10 Hayalla JIEUeHUs U
MEPUOANYECKH B XOJI€ JICUEHUS CIIEAYET ONPEIENATh KOHLEHTPALMIO TIFOKO3bl KPOBHU HATOLIAK.
Ecnu y manueHToB, mpuMeHsOmUX mnpenapar Kio3anuH, BO3HUKAET TMIIEPTIUKEMHUS C TaKUMHU
CUMITOMaMH, Kak MOJMIUICHS, MONUypus, noiaudarus Uil cilabocTh, CIEAyeT pPacCMOTPETh
BO3MO>XHOCTh Pa3BUTHUS HAPYIICHUS TOJIEPAHTHOCTH K IIIOKO3€. Y MAIlMeHTOB, y KOTOPHIX Ha oHE
NPUMEHEHUST ~ ATUNHWYHBIX  AHTUICUXOTHMYECKHUX  MpPErnapaToB  BO3HUKAIOT  CHUMIITOMBI
TUIEPIIIMKEMUH, CIIEIYET ONPENEIUTh KOHLIEHTPALNIO TII0KO3bl HaTOIaK. B HEKOTOpBIX cilydasx
II0CJIE OTMEHBI ATUIIWYHBIX AHTUIICUXOTUYECKUX MPENAapaTOB KOHLEHTpALMsl IIFOKO3bl MPUXOHIIa
B HOpPMY; B JPYTUX CIIy4asX THIEPIIMKeMHs TpeOoBana AajJbHEWUIIEro JICYCHHs, HECMOTpPS Ha
OTMEHY TpenapaToB. Y MAalMEHTOB C BBIPAKEHHOW THIEPTIMKEMHEH, pa3BUBIICHCS Ha (oHE
npremMa Ifpernapara, cjieayeT pacCMOTpeTh Borpoc 00 otmene Kiozanuna.

Hucnunonpomeunemus

VY nanueHToB, NIPUMEHSAIOINX ATUIINYHBIE AHTUIICUXOTHMYECKHE IperapaThl, BKIIOUYas KJIO3allMH,
OTMEYAIICh HapyIIEHHUs MoKaszareie JunuaHoro obOmena. [lokazarenu nunuaHoro obMeHa y

TaKUX MAIlMEHTOB PEKOMEH IyETCsl KOHTPOJIUPOBATh (B HaUajie U PETYJIIPHO B XOJI€ JICUCHUS).
Yeenuuenue maccor mena

VY manueHToB, MPUHUMAIOIIUX ATUINUYHBIC AHTUIICUXOTHYECKUE Tpernaparhl, BKIOUYas KIIO3AIMHH,
OTMEYaJIOCh yBeJIMUeHHe Macchl Tena. CienyeT peryjsipHO KOHTPOJIUPOBAaTh Maccy Tejla y TaKux
MAIMEHTOB.

Pukxowemnvle cumnmomvl/cumnmomsvl CUHOPOMA «OMMEHbLY

[Tpu HEeoOxoaMMOCTH pe3koi OTMeHbI npenaparta Kio3anuu (Hanpumep, o NpUYHHE JICHKOTIEHUH )
ManueHTa cleayeT TIaTelbHO 00cIen0BaTh Ha MPEAMET BO3BpaTa MCUXOTUYECKUX CHMITOMOB U
PUKOIIETHBIX XOJIMHEPIMYECKUX CHMIITOMOB, B YAaCTHOCTH TIOBBIIIEHHOTO IOTOOTENICHUS,
TOJIOBHOM OOJIH, TOITHOTHI, PBOTHI M IUAPEU.

Oco0ObIe KAaTErOpux MaueHTOB

Hapywenus ¢pynkyuu nevenu

[IpuMeHeHne AaTUMUYHBIX AHTUIICUXOTUYECKUX TpenaparoB, B T.4. mpemnapara Kiozanun y
MAIMEHTOB C 3a00JeBaHUSAMH TE€YEHW BO3MOXKHO MPH PETYISIPHOM KOHTpoJe (YHKIUU TEUYCHU.
Ecnu Bo Bpemsi nedenuss mpemapatoM Kio3anmuH pa3BUBAIOTCS CHMOTOMBI, KOTOpPHIE MOTYT
yKa3bIBaTh Ha HapylleHHe (YHKIUU MEYeHH (Takhe Kak TOIIHOTA, PBOTA WU TMOTEps alleTUuTa),
clelyeT HEMENJIEHHO OIpeAeiuTh ToKazaTenu (QyHKIMH TedeHH. B cioydae KIMHUYECKH
3HAYUMOTO YBEIIMYCHHS JTHX II0Ka3aTelieil WM TOSBJICHUS CHMIITOMOB JKCITYyXW JICUCHHE
npemapaToM Kito3anuH clieyeT mpeKkpaTuTh. Bo30OHOBHUTH JieUeHHE MOXKHO TOJIBKO TIPH YCIIOBUU
HOpMaJIM3aIliy TIOKa3aTeyied (PYHKIMH TeueHH. B MOAOOHBIX CiIyYasx ITallHeHTOB CJICTyeT
MpPHUCTATBHO HaOMoAaTh (cM. pazaen 4.2.).

Hapywenus ¢pynxyuu nouex

VY MmanueHToB ¢ HApPYMIEHUSMHU (PYHKIMH TOYEK JIETKOM W CpeAHEH CTENEeHU TSHKECTH JICUSHHE
ClIelyeT HaUMHATh ¢ HU3KO# 10361 (cM. pasnen 4.2.).

Ilayuenmul 6 6o3pacme cmapuie 60 nem
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VY nanueHToB JAHHOW BO3PACTHOM TPYIIIbI JICUCHHE peKOMeﬂhverlg%aénﬂggglé%Ohee 000 Tﬁ

n03b1 (cM. pazaen 4.2.).

Ha ¢one npumenenus mpenapata Kio3amuH MOXET BO3HUKATh OPTOCTATHYECKAs TMIIOTECH3HA.
Taxke oOTMeEUanuch pEIKUE CIaydau TaXUKapIuh, KOTOpas MOXKET HEe Hcye3aTb B TEUCHHE
JUTMTENIFHOTO BpeMeHH. JlaHHas KaTeropus MaileHTOB, B OCOOCHHOCTH MAIMEHTHI ¢ HapyIICHHEM
¢yukaun CCC, MoryT OBITh MOABEPKEHBI ATUM 3 deKkTam B OOJIBbIICH CTENEeHU, YeM IMallMCHTHI
60s1€€ MOJIOAOTO BO3pacTa.

Kpome Toro, HekoTopsie MaiueHTsl B Bo3pacte crapiie 60 j1eT MOryT ObITh OCOOEHHO MOABEPKEHBI
aHTHXoJIMHepruyeckuM s¢dekram npenapara Kiozanun (Hanpumep, 3aepKKe MOUCHUCITYCKaHUS U
3amnopy).

Ilcuxo3z/nosedenueckue paccmpoiicmsa y nayuenmos 8 gospacme cmapuie 60 1em ¢ demenyueri
Kio3anuH He moka3aH s JICUYSHHS TICHX03a/TICUXOTHIECKUX PACCTPOUCTB y MAIIMEHTOB cTapiie 60
JeT ¢ JeMEHIHUEH, Tak Kak 3((EeKTUBHOCTh M OE30MAaCHOCTh MPUMEHEHHUS KJIO3alHA Y TalueHTOB
JAHHOW KaTeropuH He JOKa3aHbl.

Ha ¢one mpumeHeHHS aTUNMMYHBIX AHTUIICUXOTUYECKUX IPENapaToB Yy MAalMEHTOB B BO3pacTe
ctapuie 60 JeT ¢ MCUX030M/UTU TTOBEIEHYECKUMH PACCTPONCTBAMU, O0YCIIOBICHHBIMH JIEMEHIINEH,
YBEJIMYUBAJICS PUCK CMEPTU. AHAIIM3 JAHHBIX MOKAa3all, YTO Yy MAIlMEHTOB 3TON KaTErOpPUH PHUCK
cMepTH Ha (oOHE MPUMEHEHHs yKa3aHHbIX cpencTB Obul B 1,6-1,7 pa3 Beime, yem Ha ¢oHe
npuMeHeHns 1iane6o. K ¢akropam, yBeNIWYMBAIONIMM PHUCK HACTYIUICHHS CMEpPTH Ha (oHE
IPUMEHEHUST AHTUIICUXOTUYECKUX I[IpenapaToB, OTHOcCATCS: cenanusi, 3abosneBanue CCC
(Hampumep, apuTMUs, BHE3allHas CepieyHas CMEpTh) WM 3a0ojeBaHUE JIETKUX (Hampumep,
MTHEBMOHMUS C acriupanuen uin 0e3 Hee).

BcnomMorarenbHbIe BENIECTBA
HpenapaT COACPIKUT  JIAKTO3Y. ITaruentam ¢ pE€aKo BCTpG‘I&IOH.ICfICH HaCHeHCTBeHHOﬁ
HCIICPCHOCUMOCTBIO I'aJIaKTO3bI, ,I[C(I)I/II_[I/ITOM JIaKTa3bl UM TIHOK030-TaJaKTO3HOM Manba6c0p6unel71

HC CJICAYCT IIPUHHUMATh 3TOT IIpCriapar.

4.5. B3aumojeiicTBHe ¢ JAPYrHMH JIEKAPDCTBEHHBIMHM TMpenapataMu W Jpyrue BHbI
B3aUMO/IEeHCTBUA
dapmakoaguHaMHUECKOE B3aUMOIECHCTBUE

OAHOBPEMEHHO C KIIO3allMHOM HENb3sl MPUMEHATh MpenapaTrhl, 00JaJarollhe CYIIeCTBEHHBIM
yTHETAIONIMM JeicTBHEM Ha (YHKIHIO KOCTHOrO Mosra. He crienyeT NpUMEHSATh KJIO3aluH
OJTHOBPEMEHHO C AaHTUIICMXOTHYECKMMHM TpernaparaMyd IIUTENBHOTO IeHCTBHS B (opme Jero,
KOTOpPBIE 00JIaIat0T MOTEHIIMATBHBIM MHUEJIOCYIIPECCUBHBIM JIEUCTBUEM U HE MOTYT OBITh OBICTPO
BBIBEJICHBI U3 OpraHu3Ma Mpu HEOOXOUMOCTH, HAIIPUMEpP, TPH BOZHUKHOBEHUU HEHUTPOIICHUH.
Kio3zanua MokeT ycuimBaTh IIEHTpaIbHOE JACHCTBUE ATaHOJIa, HHTHOUTOPOB MOHOAMUHOKCH/Ia3bl U
npemapatoB, yraetaromux [{HC (Takue kak cpeactsa Anis Hapko3a, 6mokaTopsl Hi-rucTaMHHOBBIX
perienTopoB U OeH3zoAMazenmuHbl). OTMEUEHBI CclIy4yaW JETalbHOTO HCXOJa MpH MPUMEHEHHUU
KOMOMHAIIMIA TaHHBIX MPENapaTOB C KIO3AMTUHOM.

Oco0yr0 OCTOPOKHOCTh PEKOMEHIyeTCs COONM0JIaTh MpH JIEYCHWH KIIO3allMHOM TAIlMeHTOB,
MOTyYaromuX (MM HETaBHO TOJIyYaBIINX) OCH30AMA3eIUHbI WX JIFOOBIC JAPYTHE MCUXOTPOITHBIC
npenaparbl, MOCKOJIBKY TPH 3TOM IOBBIIIACTCS PHUCK Pa3BUTHS KOJUIANCA, KOTOPBIA B PEIKHX
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inoe OBA OCTh O
CITy4asiX MOKET OBITh TSKEJIBIM U MPUBOUTH K OCTAHOBKE cepgh'a HABI'H ILEXJ]—E/H.I:ﬁeHCIIO', MOKET

JIM KOPPEKLUS 103bI IPEIOTBPATUTH PAa3BUTHE OCTAHOBKH CEp/Iia U/WIH JbIXaHusI.
OnHOBpEMEHHBII MPUEM MpenapaToB JIUTUS WIM APYTHX MPENaparoB, BIUSAIOMINAX HA (DYHKIHIO
IMHC, moxet yBenuuuth puck pazsutus 3HC.

N3-3a  BO3MOXHOCTM aJJUTHBHOIO JAEHCTBUS CIEIyeT cOOMoJaTb OCTOPOXKHOCTh —IIPU
OJTHOBPEMEHHOM IIPUMEHEHHH IPEnaparoB, 00Jaal0UX aHTUXOJIUHEPTrHUECKUM, TUIIOTEH3UBHBIM
s dexTam, a TaKXKe NPernapaToB, yTHETAOMUX JAbIXaHUE.

bnaronaps cBoeMy  @a-agpeHOOJIOKMpPYIOIIEMY JEHCTBUIO  KJIO3alMH  MOXET  OocialisiTh
TMIIEPTEH3UBHOE JIEHCTBUE HOpAMMHE(PUHA WIM JPYI'HX IpenapaToB ¢ MPEUMYILIECTBEHHBIM O.-
aJIpCHOMHMHTEUYECKAM JICHCTBHEM M NapaJOKCAIbHO H3MEHSATh COCYAOCYXHBAOMUN 3¢ ekt
snuHeYpHUHA.

IlockonbKy KJIO3aIMH MOXET CHM)KaThb CYJOPOXXHBIA IOPOr BO3MOXXHO BO3HUKHOBEHHE
HEO0XOIMMOCTH B KOPPEKLIUH 1036l IPOTUBOAUIICTITUYECKUX MPETIapaToB.

HnmeroTcst oTAenbHbIE COOOLIEHNUS O BO3HMKHOBEHUH TSDKENBIX CYJOPOXKHBIX IPUCTYIIOB, B TOM
yuciae y NAalMEeHTOB Oe3 SNWIENCHM, a TakkKe O ClydyasX [Jelupus IMpH OJHOBPEMEHHOM
IPUMEHEHUH KJIO3allhHa C BaJbIPOEBOM KHUCIOTOH. OTHU Cilydad, BO3MOXHO, SIBIISIOTCS
pe3yabTaToM (papMaKoJMHAMUYECKOTO B3aMMOAEHCTBHS, MEXaHU3M KOTOPOI0 OCTAETCs HESICHBIM.
[Ipu oTHOBpEMEHHOM IPUMEHEHHUH C MpenaparaMu, 00J1a1alolMMU BEIPAKEHHONW CIIOCOOHOCTHIO K
CBSI3BIBAHUIO C OEIKaMHM IIa3Mbl KPOBH (HanmpuMmep, BaphapuH U TUTOKCHH) BO3MOYKHO yBEITHYEHHUE
KOHLEHTPALUU TaKUX MPEenaparoB B IUIa3ME KPOBU B CBA3H C KOHKYPUPYIOLIUM B3aUMOJEHCTBUEM
Ha ypOBHE OCIIKOB IIa3Mbl KpOBH. [Ipy HEOOXOTUMOCTH CIIEAYyeT KOPPEKTHPOBATh A03y TAaKHX
IIPEeraparos..

Kak wu gpyrue HeHpoJenTHKH, KIO3alMH HEOO0XOAUMO C OCTOPOXKHOCTBIO IPUMEHATH
OJTHOBPEMEHHO C JPYTMMH JIEKAPCTBEHHBIMU CPEJICTBAMH, BBI3BIBAIOLIMMH YAJMHEHUE UHTEpBaa
QT nnu 351eKTPOIUTHBIC HAPYLICHHUS.

PapMaKOKHMHETHYECKOE B3aUMOJICHCTBUE
Krnozanun sBnsercs cyOcTpaTOM MHOTMX M30(epMEHTOB Ipynmsl mutoxpoma P450, B yacTHOCTH
CYP1A2, CYP3A4 u CYP2D6, 4ro cHuXaeT pUCK BO3HHUKHOBEHUS METaOOINYECKUX

B3aMMOJICHCTBHII Ha YPOBHE KaXJIOTO OTIENBHOTO M30depMeHTa. Tem He MeHee, KOHIICHTPAIIUIO
KJIO3alliHA B IUIa3Me€ KPOBU CIIEAyeT KOHTPOJUPOBATh y IALMEHTOB, IMOJYYAIOUIMX JIEYEHUE
HECKOJIbKUMH TIpernapataMi, HMEIOIIMMHU CpPOJACTBO K OJHOMY WM Oojee U3 yKa3aHHbBIX
N30(EpPMEHTOB.
OnHOBpeMEHHOE TNPUMEHEHHE MpPernaparoB, CIOCOOHBIX B3aMMOJAEHCTBOBATh C JAHHBIMU
n30(pepMEHTaMH MOKET MPUBOJUTH K YBEIMYCHUIO WJIM YMEHBIICHHIO KOHIIEHTPAIMK KIIO3aIiHA
WJIA OJTHOBPEMEHHO MPUMEHSIEMBIX MTPENapaToB B IIa3Me KPOBH.
Teoperndeckn KJI03allMH MOXKET NPHUBOIUTH K YBEIUYCHUIO KOHIIEHTPAI[MM B IUIa3Me KPOBHU
TPHUIUKIMYECKUX aHTHJICTIPECCAHTOB, MPOU3BOJHBIX (EHOTHA3MHA WM TPOTHBOAPUTMHUYECKUX
npenapatoB 1C kimacca, KOTOpble, KaK H3BECTHO, CBs3bIBatoTCs ¢ uzodpepmentom CYP2D6.
B03M0kHO BO3HMKHOBEHHE HEOOXOAMMOCTH B YMEHBIIIEHUH JJO3bl YKa3aHHBIX MPENapaToB.
Ha naHHBII MOMEHT, OJTHAKO, HE OTMEUYEHO KIMHUYECKH 3HAUMMBIX B3aMMOICHCTBHIMA.
OnHOBpeMEHHOE TNPUMEHEHUE C MpernapaTaM, BIMAIONMMH Ha aKTUBHOCTh H30()epMEHTOB
cucteMbl IuToxpoMa P450, MOkeT MPUBOIUTHh K M3MEHEHHUIO KOHIIGHTPAIIMH KIJIO3alMHA B IIJIa3Me
KPOBH.
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Hneubumopuol usogpepmenmos cucmemvi yumoxpoma P450 (MOCNEACBATENEHOCTE 0002)

OnHOBpeMEHHOE MpPHUMEHEHHE C MpernapaTtamMy, MOIABISIOUIMMHA aKTHUBHOCTh H30(EPMEHTOB
cucreMbl 1uToxpoMa P450, takumu kak mumeruauH (uHruOuTop wu3opepmentoB CYP1A2,
CYP3A4 u CYP2D6) unu sputpomunut (uarudurop nzopepmenta CYP3A4), xinapuTpoMuIuH,
azutpomuninl, ayBokcamul (CYP1A2), nepasun (CYP1A2) nmu munpodnokcanun (CYP1A2) u
rOpMOHAIBHBIMM KOHTpanentuBamu s npuema BHYTph (CYP1A2, CYP3A4, CYP2C19) c
KJIO3alIMHOM B BBICOKMX J/103aX NPHUBOAMJIO K IMOBBILICHHWIO KOHIEHTPALMU KJIO3allMHa B ILIa3Me
KPOBH U BO3HMKHOBEHMIO HEXeEJaTeIbHbIX PEaKIIUM.
VY nmauueHToB, MOMYy4aBUIMX KJIO3allMH OJHOBPEMEHHO C (PIyBOKCAMHHOM, HMHIHOUTOPOM
nzopepmentoB CYP3A4 u CYP1A2, ormeuanoch yBelWYeHHE KOHIICHTPALUMU NEPBOTO B IUIa3Me
KkpoBH (710 10 pa3) uau ¢ APYruMH CETCeKTUBHBIMH HMHTHOUTOpaMH OOpAaTHOTO 3aXBaTa CEPOTOHUHA,
TaKUMU Kak napokcetus (naruourop msopepmenta CYP1A2 u CYP2D6), ceprpanun (MHTHOUTOD
uzopepmenta CYP2C8/9 u CYP2D6), dnyokcerun (unruburop wusodepmenta CYP2D6,
yBeJIMYCHHUE 710 2 pa3) Wiu IuTajgonpaMm (BO3MOXKHO, ciadbiii nHruouTop mzodepmenta CYPI1A2,
o0Jsafaromuii, ckopee BCero, caMoi cinaboi cocoOHOCTBIO Cpelld BCeX MHIHMOMTOPOB OOpaTHOTO
3axBaTa CEpPOTOHMHA, OOYCIIABIMBAIOLIUI pa3BUTHE KIMHUYECKM 3HAUYUMOIO B3aMMOJEHCTBHUS).
HecmoTpss Ha BbIlIECKa3aHHOE, CYLIECTBYIOT COOOLICHHS O Pa3BUTUU KIMHUYECKH 3HAUYUMOTO
B3aMMOJICHCTBHS TP OJHOBPEMEHHOM NPUMEHEHWH KIO3alWHAa W nuTajornpama. OTMedanoch
TaKKe yBEITMYEHUE KOHIICHTPALUHU KJIO3alMHA B TUIa3Me KPOBU MPH OJHOBPEMEHHOM NMPUMEHEHHU
¢ BeHJ1a(haKCHHOM.
Morabie ”HTHOUTOPBI/ MHIYKTOPBI H30depmenTta CYP3A4, Takue kak a3010BbIe aHTUMUKOTHKHU U
MHTUOUTOPBI NIPOTEa3, MOTEHUUAIBHO MOTYT U3MEHATh KOHIEHTPALMIO KJIO3allMHA B IJIa3Me KPOBH,
OJTHAKO JI0 HACTOSIILIEr0 BPEMEHU TaKHe B3aUMO/ICHCTBHSI HE OITUCAHBI.
Cybcmpamul uzoghepmenmos
Kodeun (cybctpar wuszodpepmenta CYP1A2) MoxeT BbI3BIBATH YBEIWYCHHE KOHLIEHTPALUU
KJI03aNyHa B 1a3Me KpoBU. KoHIeHTpauus Kiio3anuHa yMeHbluaeTcs: npuoiausuTenbHo Ha 50 % B
TedeHue 5 AHeW mocie oTMeHbl KodenHa. Cienyer NpUHUMATh JAHHOE SIBJICHHE BO BHUMAaHUE B
clly4ae U3MEHEHUs pekuMa oTpedaeHus Kkode/das.
[Ipn oHOBpEMEHHOM MPUMEHEHMH KJO3alMHa ¢ HUNpodiokcalnHoM B no3e 250 mr 1Ba pasa B
CYTKM OTMEYaJOCh YBEIMUYEHHE KOHIICHTPAUWHU Kio3anuHa W N-IecCMeTHIIKIO3aniHa B IUIa3Me
KpoBH. Taxke OTMEUEHBI clyyal B3aUMOAECUCTBUS MPU OJHOBPEMEHHOM IPUMEHEHHUH KJIO3alH1HA C
HOP(GIIOKCAIIMHOM HUJIM SHOKCAIITHOM.
Hnoyxmopwt uzopepmenmos cucmemol yumoxpoma P450
[Tpenapatsl, sBistonecs uHaykTopamu usodepmenta CYP3A4 cucremsl mutoxpoma P450
(Hampumep, KkapOamazenuH WIM  pUPAMIOMIMH) MOTYT  CIOCOOCTBOBaTh  YMEHBILICHHUIO
KOHIICHTPAallMU KJIO3allMHA B Iula3Me KpoBU. [lpum oOTMeHe OJHOBPEMEHHOTO JICYCHUS
KapOaMa3enmHOM OTMEUYAIOCh YBEJMYCHUE KIIO3aIHA B TUIa3Me KPOBH.
[Ipy ogHOBpEeMEHHOM TPUMEHEHUH C (HEHUTOMHOM OTMEYEHO YMEHBIICHWE KOHIICHTPAIUU
KJIO3aliHA B TJIa3Me KPOBH C MOCIEAYIOIUM yMEHbIIEHHEM 3P (PEKTUBHOCTH paHee dPPEKTUBHOM
JI03bI MIperapara.
KomnoneHTsl TabauyHOro JbIMa SBIISAIOTCS HHAYKTOpaMu uzodpepmenta CYP1A2. B ciydae pe3koro
NpEeKpaIleHUus] KYpeHUs Y 3asIblX KypUJIBIIMKOB BO3MOXKHO YBEJIHYEHHE KOHIICHTPALUU
KJIO3aMHa B TUTa3Me KPOBH M, KaK CJEICTBHE, BBIPAKCHHOCTH HEKEIATEIbHBIX PEeaKIHi
npernapara.
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Owmernpazon sBisieTcss uHAYKTOpoM m3odepmerTa CYP1A2 ':19 I%%‘B%QEEE)“]EW%EGHOBGM

uzopepmenta CYP2C19. TlonyyeHsl oTenbHBIE COOOMIEHUS O B3aUMOJICHCTBIUN ¢ MHTHOUTOpaMU
MIPOTOHHOW MOMIBI (yBEIMUYEHUE KOHIICHTPAIIMU KIIO3aIMHA TPU OJHOBPEMEHHOM MPUMEHEHUH C
OMEMPA30JIOM U MAHTONPA30JIOM WJIM C KOMOMHAILIMEH JTaH301Ppa30I1a U MapOKCEeTHHA).

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepemeHnHOCTHh

B oskcnepuMeHTanbHBIX MCCIEAOBAHUSX Y JKMBOTHBIX OTMEYAJIOCh TOKCHYECKOE JECHUCTBUE
npenapara. /J[laHHbie 0 MpUMEHEHUH TTpenapara npu 0EpeMeHHOCTH OTCYTCTBYIOT.

[Ipemapar ciemyeT NpUMEHSTh y OEpEMEHHBIX TOJIBKO B TOM CIIy4ae, €CIIA OXKUAaeMas MoJb3a Js
MaTrepu MPEeBBIIIAET PUCK IS TUIOJA.

HoBopoxxaeHnuble, moaBEpriumecs: BO3JCUCTBUIO AHTUIICUXOTHYECKUX CPEICTB B TPEThEM
TpUMecTpe OEPEeMEHHOCTH, HAXOATCS B TPYIIE PUCKA Pa3BUTHUS IKCTPATUPAMUIHBIX PACCTPOKCTB
W/WIM CHHJPOMA «OTMEHBI» IOCJEe POXKACHHUSA. Y TaKUX HOBOPOXKIACHHBIX OTMEYAJIOCh PA3BUTHE
QXKUTALMM, MBIIMIEYHOW THUINEPTOHUU, TUIOTOHWH, TPEMOpa, COHJIMBOCTH, PECHUPATOPHOTO
JUCTPECC-CUHAPOMAa U paccTporcTB muTaHus. CTENEeHb TIKECTHU CUMITOMOB BapbUpOBajia OT
JIETKOH /10 TSDKENOU, TpeOOBaBIlIel HHTCHCUBHOM Tepanuy U JJIUTEILHON TOCITUTATN3aIlUH.

[Ipu HEeoOXoAMMOCTH MpeKpalleHus MPUMEHEHHsS Ipernapara BO BpeMsi OCpEMEHHOCTH OTMEHY
JIEYCHUS KIIO3aIMMHOM CJIeAyeT MPOU3BOAUTH MOCTEIIEHHO.

JlakTarms

UccnenoBanusi, mpoBeICHHBIC Y AKUBOTHBIX, TTO3BOJISIOT MPE/IOIAraTh, YTO KJIO3aIUH BEIBOJAUTCS C
IPYJHBIM MOJIOKOM M BIIMSIET Ha HOBOPOXKIEHHOI'O, B CBSI3M C YEM IPH NMPUMEHEHHUH Ipenapara
IPYJHOE BCKapMIIMBAHUE CIEAYET IPEKPATUTD.

DepTUIbHOCTh

[Ipyn npuMeHeHUU APYTUX HEHUPOJIENTHUKOB y HEKOTOPBIX MAIlMEHTOK PENpPOAYKTUBHOI'O BO3pacTa

MOKCET BO3HHUKHYTH aMCHOPCH. HpI/I NEePeBOJAC TAaKHX IIAUCHTOK Ha JCUYCHUC KIIO3alIMHOM
BO3MOXXHO BOCCTAHOBJICHMC HOPMaJIbHOTIO MCHCTPYaJbHOTO MHKJIA. B »10it cBA3M nalueCHTKaM
PEIPOAYKTUBHOI'O BO3paCTa BO BpPEMA JICUCHUA KIIO3AIIMHOM CJICAYCT NPHUMCHATH HAIACKHBIC
MCTOAbI KOHTpALCIIITHN.

4.7. BuusiHMe Ha CHOCOOHOCTH YNPABJAATHL TPAHCIOPTHBIMHM CpeacTBAaMH M padorarh ¢
MeXaHU3MaMH

IIpenmapar Kno3zanuH MoKeT OKa3blBaThb CEJAaTHMBHOE ACHCTBHE M CHUXKATH IMOPOT CYIOPOKHON
TFOTOBHOCTH, TOITOMY IIaIUEHTaM CIEAYeT BO3AEPXKATbCS OT YIPABICHUS TPAHCIOPTHBIMU
Cpe€aAcTBAaMM U MCXaHU3MaMHU.

4.8. HexennaTesibHbIE peaKUMu
Pesrome mpoduirst 0e300acHOCTH

HexenatenbHble peakiuu KJIOo3alMHA B OCHOBHOM IPEACKa3yeMbl Ha OCHOBaHMM €ro
(bapMaKOJIOTHIECKUX CBOMCTB (32 UCKIIIOYEHUEM arpaHyJsIoIHITo3a).
Haunbonee ceppe3HbIMU HEXeNaTEeIbHBIMH DPEAKLUSMHU MpPHU NPUMEHEHUH KJIO3alluHa SBISIOTCS
arpaHyJIOIIMTO3, CYyA0pOru, ocioxkHeHus co cropoHsl CCC u nuxopaaka. Hambonee uvacTeiMu
HEeKeNaTeJIbHBIMU  peaklUMsIMHU KJIO3allMHA SIBJISIIOTCS COHJIMBOCTB/CENAlMsi, TOJIOBOKPYKEHHE,
TaXUKap/Ks, 3a10p, HOBBIIIEHHOE CIFOHOOT/IEJIEHUE.
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HEXKENATeIbHBIX PEaKIuii, CBSI3aHHBIX C KII03amuHOM, cocTaBisuia ot 7,1 % mo 15,6 %. Haubonee
YaCTBIMU NIPUYUHAMH TPEKpaICHHs MprueMa ObUTH JICHKONIEHUS, COHJIMBOCTh, TOJOBOKPYKEHUE U
MICUXOTUYECKHUE HAPYIIICHUSI.

Pe3roMe HexeaaTeabHbIX PEAKIINNI

YacToTa BOSHUKHOBEHHS MOOOUYHBIX 3(h(HEKTOB ONpeessiach B COOTBETCTBHH C KJIaCCH(pHUKAIHEH
Bceemupnoit Opranusaiu 3apaBooxpaHeHus: o4eHb dacto (> 1/10), gacto (> 1/100, no < 1/10),
Hewyacto (> 1/1000, vHo < 1/100), peaxo (= 1/10000, o < 1/1000), ouenp penko (< 1/10000),
9acTOTa HEU3BECTHA (HA OCHOBAHUH MMEIOIIUXCS TAHHBIX OIICHUTh HEBO3MOXKHO).

Heorcenamenvnule peakyuu, 3apecucmpuposanivie 80 8pems KIUHUYECKUX UCCLe008aAHUIL KI103ANUHA
HexenaTtenbHbIe peakiuy CTPYNIUPOBAHBI B COOTBETCTBUU C KiIacCH(UKAIMEN OPTraHOB M CHCTEM

opranoB MedDRA, B mpenenax Kaxaod TpYNIbl MEPEUUCICHBI B TOPSAIAKE YMEHBIICHUS
BCTPEUYAEMOCTH.
Hapywenus co cmoponvl kposu u numgamuieckou cucmemul
4acTo — JielikoneHus (yMEHbIICHHE KOJIUYeCTBa JEMKOIIMTOB), HEUTPOINEHUs, 303WHOPUINSA,
JIEHKOLIMTO3;
HEYacTo — arpaHyJoLNTO3;
pEeNKO — aHeMUsL, TUMQOTICHUST;
OYEHb PEIIKO — TPOMOOLIUTOIIEHHS, TPOMOOIIUTO3.
B GonpmuncTBe cinydaeB (mpumepHo B 70 %) arpaHysionuMTO3 BO3HUKAeT B IepBbie 18 Hemenb
nedeHus. YToObl HE JOMYCTUTHh Pa3BUTUSA ITOW yTrPONKAIOUIETO KU3HH HEXKENaTeIbHOW peakiui,
npenapaT Kio3anus B 3ol cuTyanuuu Tpedyercs HeMeAJIeHHO OTMEHHTb.
HeoOxoaumo perynsipHO OIpeaensTh 4YUClo JelkouutoB. HecMoTpss Ha TO, 4TO, Kak MpaBUIIO,
MPOSIBIICHUSI arpaHyJIONUTO3a OOpaTUMBI IOCIIE OTMEHBl JICYCHHs MpenaparoM, OHHU MOTYT
MIPUBOJIUTH K CETICHCY U JIETAIbHOMY HUCXOJY.
Take MOryT BO3HUKATh JIEHKOIIUTO3 U/UIU 303UHOGUINS HESICHOW 3THOJIOTHH, B OCOOEHHOCTH B
NepBbIE HECKOJIBKO HE/IEIb JICUCHHUSI.
Hapywenus memabonuzma u numanus
4acTo — yBeNln4YeHne maccel Tena (4-31 %);
pelKo — yXyJAUIEHHe TEYEHHUs caxapHOoro aualera, HapylIeHHE TOJIEPAHTHOCTH K TJIIOKO3€,
pa3BUTHE caxapHOTro Juabera;
OYeHb PEIKO — TUIEPOCMOJIIpHAs KOMa, KEeTOalua03, BBIPAKEHHAs TMIEPIIIMKEMUs,
TUIIEPXOJIECTEPUHEMUS, TUIIEPTPUTITHLIEPHIEMHSL.
Icuxuueckue napywenus
4acTo — AU3apTpus;
HevacTo — Aucemus (3auKaHue);
peaKo — akuTanus, 0ecroKoucTBO.
Hapywenus co cmoponul HepéHoll cucmemul
OYCHb YaCTO — COHIIMBOCTh/cenanus (39-46 %), ronoBokpyxkenue (19-27 %);
4acTo — NPUIAAKH/CYAOPOTH/MUOKIOHUYECKHE TMPHUCTYMbI, 3KCTPANUPAMUIHBIE CHMIITOMBI,
aKaTH3Msl, TPEMOP, PUTUAHOCTD MBIIIIL, TOJIOBHAs 0OJIb;
HEYacTo — 3JI0KauecTBEHHbIN HeliponenTuueckuit cunapom (3HC);
PEAKO — CIIyTaHHOCTb CO3HAHMSI, JEIUPUil;
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OYCHb PEAKO — MO30HSA JUCKUHE3US, 00CeCCUBHO-KON nvnbcm'agme'blgf;lrbgﬂc E'I”: HOCTE 0002)

[Mpenapar Kio3anuH MoxeT BBI3bIBaTh U3MEHEHHS dJieKTpodHIehanorpammsl (O317), B TOM yucie
KOMIUICKCHI MTUK-BOJIHA, @ TaK)XX€ CHUXKATh CYJOPOXHBIH MOPOr (CTENEHb CHWKEHHS 3aBHCUT OT
7I03b1) ¥ BBI3BIBATh MUOKIIOHMYECKHE WM TeHEPaTH30BaHHBIC CYA0POKHbIC TPUCTYIIBL.
BeposiTHOCTB MepeunciieHHBIX HAPYIICHNH YBEITMUUBACTCS B CIIy4ae OBICTPOTO YBEIMYEHUS JO3bI Y
NAIMEHTOB C Yy)X€ HMEBIUEHCs snuiencueil. B momoOHBIX cilydasx cielyeT yMEHBUIMTh 03y
mpernapara M IOpU  HEOOXOIMMOCTHM HadyaTh IPOTHBOCYJOPOXHYI Tepanuioo. Ilpumenenue
kapOamazenuHa cienyer u30eraTbh, MOCKOJbKY OH MOJKET YrHETaThb KPOBETBOPEHHE; B Cilydae
IPUMEHEHHs] JpPYTUX MPOTHUBOCYJIOPOXKHBIX CPEIACTB CJEIyeT IIOMHUTb O BO3MOXXHOCTHU
(bapMakOKHHETHYECKOro B3auMoieiicTBusL. Coo0IIanoch 0 CyJOporax ¢ JeTalbHbIM HCXOI0M.
DKcTpanupaMuHble HApYIIeHHs, BO3HUKAONIME Ha (pOoHE MPUMEHEHHs KJIO3alHHA, MPOTEKAIOT B
Oomee Jerkoil ¢GopmMe M BO3HHKAIOT peXe, 4YeM B CiIydae MPUMEHEHHsS TPaJULIUOHHBIX
AHTUTICUXOTUYECKHX CpeACTB. [lo cuxX mop He MOATBEPKICHO, YTO B KauecTBE M0OOYHOro 3¢ dexra
BO BpeMsl JICUEHUS KJIO3aIIMHOM MOXKET BO3HMKATh OCTpasi AUCTOHUS.
B oueHp penkux ciayyasx Npu Tepanuu KJIO3allMHOM OTMedanach IO3[HAS JUCKUHE3Us Yy
NAIMEHTOB, KOTOpble paHee IOJIy4aad Jpyrde aHTUIICUXOTHYECKHE IpenapaThl, I[103TOMY
IPUYMHHO-CJIEICTBEHHYIO CBSI3b MEK/Y ATUMU SIBICHUSMH U IPUMEHEHHUEM KJI03allMHa YCTaHOBUTh
HE yJIanoch. Y TAIMEHTOB, Y KOTOPBIX MO3JHSS TUCKUHE3Ms pa3BHBaJach Ha ()OHE MPUMEHEHUS
APYTUX aHTHIICUXOTHKOB, Ha (DOHE JICYCHHUS KIIO3AIMMHOM COCTOSIHUE YIIyqIIaioCh.
Heuwacto y manueHTOB, NOTy4YaBIIMX KJIO3alIMH B OTJEIbHOCTH WIM B KOMOMHAIMU C MpenapaTaMu
auTHs 00 ¢ IpYrMMH IpernapaTamMM LEHTpalbHOro AeWcTBUsA, oTMmedanoch passutue 3HC. B
OJOOHBIX CIy4asX CleAyeT HeMEMJICHHO OTMEHMTh npemnapar Kio3anuH U HayaTh MHTEHCHBHYIO
tepanuto. OcHoBHbIMH cuMnToMamMu 3HC sBISAIOTCS MbILIEYHAss PUTHIHOCTH, TMIIEPTEPMMI,
KOTHUTHBHbBIC U3MEHEHUs U BereTaTUBHAs JTa0MIbHOCTb.
Hapywenus co cmoponul opeana spenus
4aCTO — HEYETKOCTb 3PEHMS.
Hapywenus co cmoponul cepoya
OYeHb 4acTo — Taxukapaus (25 %, ocoOeHHO B MIepBbIE HEJIENIH TEPANHN);
yacTo — usmenenns Ha OKI;
PENKO — IUPKYJIATOPHBIN KOJUIATIC, APUTMUS, MUOKAPANT, TIEPUKAP/IUT;
OYEHb PEJIKO — KapJUOMHUOIIATHsI, OCTAHOBKA Cep/Iia.
YacTto MoryTt Bo3HuKaTh u3MeHeHus DKI' (menpeccus cermenrta ST, yriomieHne U HHBepcHs 3y0na
T, HapymieHre TPOBOJUMOCTH); TaK)K€ OTMEUAINCh OT/ENbHbIE CIydal apUTMHUH, IepuKapauTa (c
NEepUKapIUAIbHBIM BBIIOTOM WM 0€3 Hero), KapJUOMHOINATHM U MUOKapAuTa (C 303UHOpMINEH
nin 0e3 Hee), HEKOTOPBIE U3 KOTOPBIX 3aKOHYMIIUCH JIETATbHBIM UCXOOM.
Knuanueckue nposiBIieHUs] MOTYT HAallOMHWHATh CHMIITOMBI MH(papKTa MUOKapAa wiu rpunma. Ilo
ATOM NMPHUYMHE y TAIMEHTOB, Y KOTOPHIX Ha (hoHEe MpuMeHeHus mpenapara KiozanuH pa3BHIIach
TaXUKApAWS TOKOS, COMPOBOMKIAIOMIASICS aPUTMUEH, OMIBIIIKON WM TIPOSBICHUSIMH CEpICUHON
HE/I0CTaTOYHOCTH, CJIeIyeT 3ar0103PUTh MUOKAP/IUT, a B ClTyyae MOATBEP)KACHHUS TaKOTo AUarHo3a
JIeueHHe MPerapaToM ClieyeT OTMEHHUTb.
Omnucanbl OYEHb pEAKHE CIy4yau >KETyJAOYKOBOM TaXWKapIWH, OCTAHOBKH KPOBOOOpAIllEeHUS U
yuMHeHus: uHTepBaga QT, KOTOpoe MOXKET CONPOBOXKIAThCA MUPYITHOM TaxWKapAHeH; OJTHAKO
JTaHHBIX, YOEIUTENBHO YKa3bIBAIOIIMX HA TPUYNHHO-CIEJACTBEHHYIO CBSI3b JTHX SIBICHHH C
MIPUMEHEHHUEM KJI03allHa, HE UMEETCH.
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Hapywenus co cmoponwl cocyoos

9acTo — 00OMOPOK, OpTOCTaTHYECKas TUIIOTCH3US, apTepruaTbHasi TUTIEPTEH3US,

penako — TpomMOOAIMOONHSI, BKIOYAs JETANbHBIC CIydad M Cllydad COYeTaHUS TPOMOOIMOONHH C
HEKpPO30M OpraHoB (HalmpuMep, KHUIICYHWKA), IIOK KaK pe3yJbTaT TSKEIOH apTepuaibHON
TUINOTEH3UH, B OCOOCHHOCTH Ha (DOHE arpecCHBHOTO YBEIHMUYEHUS J03bI Mpemnapara (C TaKuMu
MOTEHIHAIILHO TSDKEJIBIMHE MTOCIIEICTBUSIME, KaK OCTaHOBKA KPOBOOOPAIIICHHSI WITH JBIXaHU ).
Hapywenus co cmopoHbl ObixamenbHotl cucmemsvl, Opeanos 2pyOHOU KIEemKU U CPe0OCHeHUs

pelKO — achupalysi UMM, THEBMOHMS W WHPEKIIUH HUKHUX JIbIXaTEIbHBIX MyTeH (B OTAEIBHBIX
CITydasiX ¢ JICTATbHBIM UCXOJIOM);

OUYEHb PEJIKO — YTHETECHUE JILIXaHUS/OCTAHOBKA JIbIXaHUSI.

Hapywenus co cmopoHbl ceny0ouHo-KuueyHo2o mpakma

oueHb yacto — 3anop (14-25 %), runepcanupanus (31-48 %);

9acTO — TOITHOTA, PBOTA, CYXOCTh BO PTY;

penko — nucdarus;

OYCHb PEJIKO — KHUIIIEYHAs HEMPOXOJUMOCTh/3aKyIOpPKa KOMPOJIUTAMU/TIAPATUTHICCKAs KUIICUHAsI
HETPOXOIUMOCTh, YBEIIMYCHUE OKOJIOYIITHON CIIFOHHOM JKEJe3bl.

Hapywenus co cmopoHbl neuenu u siceniesbleo0sauux nymet

9acTO — YBEIIMYCHUE aKTHBHOCTH «IICYCHOYHBIX ()EPMEHTOBY;

PEKO — MAHKPEATUT, TeNaTHT, X0JIeCTaTHIeCKas JKeITyXa,

OYEeHB PeIKO — ()YJIBMHHAHTHBIA HEKPO3 MICUCHHU.

Hapywenus co cmopoHul Kodcu u NOOKOMCHbIX MKAHeU

OYCHb PEIIKO — KOKHBIC PEaKIUH.

Hapywenus co cmopoHsl nouex u Mouesbleo0suux nymetl

YacTo — 3aJIepyKKa MOYH, HEJICPIKAaHHE MOYH;

OYCHb PEIIKO — MHTEPCTUIIHAIILHBIA HEPPUT.

Hapywenus co cmopoHsl penpodyKkmusHotl cucmemvl U MOJIOYHBIX JCene3

OUYEHB PEIKO — IPHAIH3M.

Obwue Hapywenus u peakyuu 8 mecme 68e0eHUs.

9acTo — JIOOPOKAYECTBEHHAS TUTIEPTEPMHUS, HAPYIICHUE TTOTOOTISIICHUS/ TEPMOPETYIISIIAN, TYBCTBO
yCTaJOCTH;

OUYEeHb PEJKO — BHE3AIMHAasl CMEPTh (MPUYUHBI HEU3BECTHBI).

Jlabopamopmvie u uncmpymenmanibHvle OaHHbLE

PEAKO — MOBHIIIEHNE aKTUBHOCTH KpeaTHH(HOCPOKUHA3HL

OUYEHb PEIKO — TUIOHATPUEMHUS.

Jlemanvuvle ucxoowvi na ¢hone nevenus

N3BecTHO, 4TO y MICHXUATPUICCKUX TMAIIMECHTOB, TIOTYYAIOIINX TPAIAIIMOHHBIC aHTHIICHXOTHY €CKHE
CpeICTBa, CIIydaeTcs BHE3AIHAs CMEPTh HESICHOW 3THOJIOTHUU; TOJOOHBIC CIIy9aW OINUCAHBI U Y
MAIUEHTOB, HE TMOJTYYaBIINX KaKUX JHOO0 MpenapaTos.

[Tono6HbIe cilydan UMEIH MeCTO U Ha (OHE JICUEHHUs KIIO3aUHOM, Jake y MAIMeHTOB MOJIOJIOTO
Bo3pacTa. Bo3MOXXHO, OHU CBsi3aHbI ¢ MOOOYHBIMH 3¢ dekTamu k no3amuHa co ctopoHsl CCC
(m3menenus DKI', apurmun, KapAMOMUOTIATAN, MUOKAPTUT).

Heorcenamenvhole peakyuu, noay4eHHble U3 CHOHMAHHbIX 6‘0061/1467-11412 u nv6ﬂukauu11
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HEOIPEAEIEHHOT0 pa3Mepa, BCIEACTBUE YEr0 YacTOTY BCTPEUAEMOCTH OIPEAEIUTH HEBO3MOXKHO
(4acToTa HEM3BECTHA).

Hngpexyuu u unsasuu: cemncuc.

Hapywenuss co cmopouvl  umMMyHHOU  cucmembl:  JIEKapCTBEHHas  KOXKHAs — peakuus,
COMPOBOXKAAOMIAACA d03uHOGUIMEH W cucTeMHbIMH  mposiBieHusiMH  (DRESS-cunapom),
AHTMOHEBPOTUYECKHI OTEK, JIEHKOIUTOKIACTUYECKUI BACKYJIUT.

DOHOOKpuHHbLE HapyuleHus: TICeBI0(PEOXpOMOLIUTOMA.

Hapywenus memabonuzma u numaHnus: 0XupeHue.

Hapywenus co cmoponst HepsHOU cucmembl: XOIUHEPTUUECKUN CUHAPOM, M3MeHeHus Ha DI,
cunapom «Iluzanckoil GamHu» (OOKOBOW HAKJIOH TYJIOBHINA M TOJIOBBI, MHOTJA C HEKOTOPOH
poTtanuei ¥ ¢ OTKJIOHEHUEM TYJIOBHUIIA K331 ), CHHAPOM OECIOKOWHBIX HOT.

Hapywenus co cmoponst cepoya: wHbapKT MHOKapaa*, Muokapaut®, 0071b B TPyIHOMI
KJIETKE/CTEHOKapIus, OLIYIIEHUsI «CcepaleOneHus», Guopuiuiaus npeacepanid, HeA0CTaTOYHOCTh
MUTPAJIBLHOTO KJIallaHa Mpy KapAHMOMHUOINATHH, CBI3aHHOM C KII03aTUHOM

Hapywenus co cmoponwl cocyoos: apTepuaibHasi THIIOTEH3US.

Hapywenus co cmopoHvl OvixamenvbHol cucmemvl, 0peaHo8 2pyOHOU KIemKU U CPeOOCmeHUs:
BBINOT B IUIEBPAIBHYIO MOJIOCTh, CHHIPOM aIfHO? BO CHE, OPOHXOCIa3M, 3aJI0)KEHHOCTh HOCA.
Hapywenus co cmoponvl diceny0ouno-Kuuieyno2o mpaxma:. METaKoJOH™, HIeMus/uHpapKT
KHIICYHUKA™*, s3Ba KUIICYHHWKA*, mepdopanus KumedHuka*, nuapes, JUCKOMGOpPT B OprOIIHON
I0JIOCTH, U3KOTa, AUCIIETICUS, KOJIUT.

Hapywenus co cmopoHvl neuenu u dicenyesvl8o0awux nymeti. CTearo3 MEYeHH, HEKPO3 MEeUeHH,
remaTroTOKCHYHOCTh, (UOpPO3 TMeyeHw, HUppOo3 TIEUYEHHU, TMOpaKEeHHWE TIeueHU (IeUYEHOYHOE,
XOJIECTAaTUYECKOE, CMEIIAaHHOE), BKJIIOYas JKU3HEYIPOXKAIOIIME COCTOSHUS, IIeUYeHOYHAas
HEJO0CTAaTOYHOCTh, IPUBOAIIASA K CMEPTENILHOMY UCXOAY WM Mepeca ke MeUYeHH.

Hapywenus co cmoponwl kodtcu 1 noOK0J’CHbIX mMKaHell: HapylUIeHHe MUTMEHTAIIHUH.

Hapywenus co cmopouvi mvluieunou, ckeiemHou U COEOUHUMENbHOU MKaHu: PpadIoMHOIN3,
MBIIIEUHAs C1a00CTh, MBIIIIEYHBIE CIIa3Mbl, OOJIb B MBIIIIAX, CACTEMHAsi KpacHasi BOJTYaHKa.
Hapywenus co cmoponvl nouex u mouegol800sauux nymeii: TOYEUHas HEJAOCTATOYHOCTh, HOYHOE
HeZepKaHUe MOYH.

Hapywenus co cmopoHvl penpooyKmueHoU cucmemsl U MOJOYHLIX Jicesle3. PeTporpagHas
ISAKYJISALHUS.

Obwue HapywieHus U peakyuu 8 mecme 66e0eHUs’ TIOTUCEPO3UT.

Tpasmsl, ummoxcukayuu u OCIOJNCHEHUs npoyedyp. TajaeHue (CBsI3aHHOE C CyAOporamu,
COMHOJICHIIUEH, TOCTYpaJIbHOW THUIIOTEH3WEH, CEHCOPHOW U JBUTATEIbHOW HECTaOUIIbHOCTHIO,
WHYITUPOBAHHBIMU KJIO3AITMHOM).

* JlaHHBIE HEXKETIATEIHHBIC PEAKIIMKU B HEKOTOPBIX CTyyas 3aKaHYMBAIIMCH JIETAITBHBIM UCXOJIOM.

IIpoune 0coObIe MOMYJISLIUHU

IIpumenenue y nayuenmoe cmapuie 60 1em

IIpn neyeHHH KIJI03aIMHOM y MalMEHTOB cTapuie 60 JeT BO3MOYXHO pa3BUTHUE OPTOCTATUYECKON

runoteH3ud. Kpome Toro, coo0manoch O penkux ciaydasx TaxuKapAuH, KOTOpask MOXKET

COXpPAHATbCA JIUTENbHO. [lalMeHTs! 3Toi BO3pacTHOM IpymIbl, 0COOEHHO MMEIOIUE HapYLICHHS

¢yuknun CCC, moryT ObITh 0Oo0jiee YyBCTBUTENBHBIMH K YyKa3aHHbIM 3(dekxtaMm. [lanueHTs
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KJIO3allrHa, IMPUBOASAIINM K TaAKUM HPOABIICHUAM, KaK 3aJCPKKAa MOUCHUCITYCKAaHHA U 3aI10p.

COO6IJ_[€HI/IG 0 TOA03PEBACMBIX HCXKECIATCIIbHBIX PCAKITHMAX

BaxxHo coo0marh 0 MOA03pPEBAEMbIX HEXEIATEIbHBIX PEAKLUAX MOCJIE PEerucTpaluy Ipenapara ¢
LEJIbI0  O0ECleYeHUs HENpPEepbhIBHOTO  MOHHUTOPHUHIA  COOTHOLICHHS  «IOJb3a —  PHCK»
JIEKapCTBEHHOI0 Ipenapara. MeIuIUMHCKUM pabOTHUKAM PEKOMEHIYyeTcsl cooOlaTh O JHObIX
[I0JI03PEBAEMBbIX HEXKEAaTeIbHbIX PEAKIMAX JIEKAPCTBEHHOI'O IIperapara uepe3 HalMOHAJIbHbIE
CHCTEMBl COOOIIEHUS O HEXENATeNbHbIX peakUusIX TrocylapcTB — uieHoB EBpasuiickoro
KOHOMHUYECKOTO CO03a.

Poccuiickas @enepanus

DdenepanbHas Ciryk0a 1o Haa30py B chepe 31paBoOXpaHEHUs

Anpec: 109012, r. MockBa, CinaBsiHCKas IUI01a1b, 1. 4, cTpoeHue |

Tenedon: 8 (800) 550-99-03

DnextponHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B MH(OPMaLMOHHO-TEIEKOMMYHUKAITMOHHON ceTH «HTepHeT:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
B ciydasx octpoil mpeqHaMepeHHON WiIu CIIy4ailHOM NepeNOo3UPOBKHU KIIO3AaIMHOM, HCXOJ KOTOPBIX
ObLT 3aperucTPUPOBaAH, CMEPTHOCTh COCTaBIIsieT OkoJio 12 %. BONBIIMHCTBO JETaNbHBIX HCXOJI0B
ObUTH 00YCIIOBIIEHBI CEPJICYHON HEAOCTATOYHOCTHIO MM aCUPALIMOHHON MTHEBMOHUEH U BO3HUKIU
nocie mpuema 103 npemnapara, npesbimaBimmx 2000 mMr. OnucaHbl cllydad BBI3JOPOBIICHHUS MOCIIE
npuema a03bl cBbiie 10000 Mr. OHAKO y HECKOJIBKHUX B3POCIBIX MALUEHTOB, B OCHOBHOM Yy TeEX,
KTO paHee He TMoJjlydad KIJIO3alliH, mpueM mnpemnapara B no3e 400 mMr mpuBen K pa3sBUTHIO
YIpOXKaBIIUX KU3HU KOMATO3HBIX COCTOSIHUM U B OJTHOM CITy4ae — K JIETaTbHOMY MCXOJY.
VY nereit mmammiero Bo3pacta mpuem 50-200 Mr kio3zamuHa OKa3biBajdl CHUJIBHOE CEIaTHUBHOE
JIENCTBUE WU TIPUBOIWII K PA3BUTHIO KOMBI, TIPU 3TOM JIETAJIbHBIX UCXOJIOB HE 3apETUCTPUPOBAHO.
CuMIITOMBI
CoHNMBOCTB, JIETAprus, COYTaHHOCTh CO3HAHMS, KOMa, apediekcus, TalTIOUUHAINN, aKUTaIus,
JeNUpHUi, SKCTpanmupaMUAHbIE CHUMIITOMBI, OKUBJICHHE PEQIIEKCOB, CYJOpPOTH; THIEpPCAIHUBAIINS,
paciidpeHre 3padkoB, «3aTyMaHHMBAHHE» 3pEHUs, KoleOaHUEe TemrepaTyphl Tela; apTepUualbHas
TUIIOTEH3Us, KOJUJIAIC, TaXUKapAus, apUTMUsS; aCHUpPALMOHHAsI NMHEBMOHUS, OJIbIIIKA, YTHETCHHE
JBIXaHUS WK JbIXaTeIbHas HEO0CTaTOYHOCTb.
JleueHne
Cnenunduyeckoro aHTHAO0Ta sl KJIO3allMHA HE CyllecTByeT. B mepBbie 6 4acoB mociie mpuema
rpenapara moKa3aHo MPOMBIBaHUE JKeTyIKa W/ WK MPUMEHEHHE aKTUBHpPOBaHHOTO yriisl. [Tokasana
CUMITOMaTU4ecKas Tepanus Ipu HerpepbiBHOM KoHTpose GyHkuii CCC, moanep:xanuu GyHKIIUU
JBIXaHUsI, KOHTPOJIE JEKTPOJIUTOB U KUCIOTHO-IEIOYHOTO PABHOBECHSI.
[lepuToHeanbHbId JUANM3 W TEMOAUAIN3 B CIydyae OJIUTO- WM aHypuH (OJHAKO, MPUMEHEHHE
JAHHBIX METOJOB BpSJ JIH CIIOCOOCTBYET 3HAUUTEIHLHOMY YBEIWYCHHIO BBIBEICHUS B CBSI3U C
BBICOKOH CITIOCOOHOCTBIO KJIO3AIMMHA CBSI3BIBATHCS C O€JIKaMHU IJ1a3Mbl KPOBH).
J71st KOppeKIMM HEKOTOPBIX CHMIITOMOB BO3MOYKHO TIPUMEHEHUE HIUKEYKa3aHHBIX METOIOB.

24


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/

COOTBETCTEBYET K
ot 25.08.2025 N2 21070

L L E

(NOCNELOBATENBHOCTE 0002)

Anmuxonunepeuueckue 3¢ghghexmuot

[IpuMeHeHHEe WHTUOMTOPOB XOJIWHACTEpPA3bl, B TOM 4Hcle (PU30CTUTMHHA (IIPOHHUKAET uepe3
reMaToIUIalleHTapHBIN O6apbep), MUPUIOCTUTMHHA U HEOCTUTMHHA.

Apummus

[IpumeneHne mnpenapaTroB Kaiusi, HaTpus, OWKapOOHATa WJIM TMPENapaToB HANEPCTSIHKH B
3aBHUCHUMOCTH OT CUMIITOMOB; IPOTHUBOMOKA3aHO MPUMEHEHNE XUHUIMHA U TPOKAaUHAMU/IA.
Apmepuanvras cunomensus

BuyTpuBeHHOe BBeA€HHME pPACTBOpa albOyMHHA WM JIPYrHX IUIa3MO3aMELIAONINX PAacTBOPOB.
Haub6onee 3¢ hekTUBHBIMU CTUMYJIITOPAMU KPOBOOOPAIICHHSI SIBIISIOTCS TOMIAMUH U IIPOU3BOJIHBIC
aHruoTeH3uHa. [IpoTHUBOMOKa3aHO MpUMEHEHHe MuHePpUHA U IPYruX OeTa-aApeHOMHMETHKOB,
MOCKOJIbKY TIPH UX PUMEHEHHH MOYKET Pa3BUBATHCS JAOMOJHUTEIbHAS Ba30IUIaTAIINA.

Cyoopoeu

BHyTpuBeHHOE BBEJCHHE /Ma3enaMa WIM MEJIeHHAs BHYTpUBEHHass WHQy3us (EeHUTOUHA.
[IpoTuBonOKa3zaHO MPUMEHEHHE OApOUTYPATOB UIUTEIHHOTO JCHCTBHUS.

[Io mnpuynHEe BO3MOXKHOCTH pPa3BUTHUS OTCPOUYCHHBIX pEAKIUi TIIATEIbHOE MEAMIIMHCKOE
HaOII0/IEHUE CIIeyeT OCYIIECTBIATh B TEUCHUE MUHUMYM 5 THEH.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoanHaMHuYecKHne CBOCTBA

dapmakoTepaneBTHUYECKass TPyMa:; MCUXOJICITUKU; AHTUIICUXOTUYECKHUE CPEACTBA; JIMA3CIUHBI,
OKCa3eMM1HbBI, THA3CTIMHBI U OKCEITUHBI.

Kon ATX: NOSAHO02

MexaHu3M JAEHCTBUS

Kiio3anun — atunuyHbll HEMPONENTHK, OKa3bIBAET AHTUIICUXOTUYECKOE M CEaTUBHOE JEHCTBUE,
HE BbI3bIBas MPU 3TOM BBIPAKEHHBIX HKCTPAIMPAMUIHBIX PEAKUUNA W NPAKTUYECKU HE BIUSAA Ha
KOHLICHTPALUIO TPOJIAKTUHA B KPOBU. B 3KCIIEpUMEHTAJIbHBIX HCCIEAOBAHMUSAX IOKA3aHO, YTO

KJIO3aIMH HE BBI3BIBAET KATAJCNICUM W HE TIOAABISIET CTEPEOTHUITHOE ITOBEIEHHE, BBI3BAHHOE
BBeJIeHUEM arnoMop(duHa nin amperamuHa.

Kno3anun okasbiBaer ciaboe Giokupyloliee AeHCTBHE B OTHOLIEHUH 1opaMuHOBBIX Di-, D2-, Ds-
u Ds- penientopoB U BbIpakeHHOE OJIOKMpYIOIlee AelicTBUe B oTHOIIEeHnU Da-penentopos. Kpome
TOro, OH  00Jajzaer  BbIP@KEHHBIM  (-aJJpEHOOJIOKUPYIOIIMM,  AHTUXOJIMHEPTHUECKUM,
aHTUTMCTaMUHHBIM 3¢ dexkTamu, a Takxke nojaasiseT peakuuio aktuBauuu Ha OOI. ITlokazano
TaKXe, 4YTO KJIO3aIiH 001a1aeT aHTHCEPOTOHUHEPTHYECKIMH CBOMCTBAMH.
dapmakoarHamMuyeckre 3pGeKTh

Kinuanueckn Kio3amuH OKa3bIBa€T OBICTPBIA W 3aMETHBIA CeJaTUBHBIN 3(P(dEeKT, a Takke
AHTUIICUXOTUYECKOE JeHCTBUE, OCOOCHHO Yy MAllMEHTOB ¢ MHU30(peHNEH, pE3UCTEHTHON K JICUCHHIO
JPYTUMU aHTUIICUXOTHYECKUMU IIpernapaTaMi.

Jlokazana > ¢EKTUBHOCTh KJIO3alIMHA B OTHOIIEHWH HPOJYKTHBHBIX M HETATUBHBIX CHMIITOMOB
mMHU30()peHUH Kak MpH KPaTKOCPOYHOM, TaK WU MpH UIUTEIBHOM IPUMEHEHHH, KpOME TOro,
HaOI01a1ach MOJIOKHUTEbHAS TUHAMUKA HEKOTOPBIX KOTHUTUBHBIX HAPYIICHUN.

[Tpu HaGmronennu 3a 980 manueHTaMu B T€UEHHUE 2 JIET MOKa3aHo, YTO Y MAIMEHTOB, TOMyJatonuX
KJIO3aIliH, PUCK CYHULUJAIBHOTO TOBEIEHUS (OLEHUBAIOCH KaK YHCIO MOMBITOK CYHWLUJA, TaK U
roCIUTANM3alMi A MpeAoTBpalleHuss cyunuaa) Obl Ha 24 % Huke, 4yeM y NAaIMeHTOB,

IMoJIydaBIINX  OJIaH3aIlHH. OTIMYUTETBHEIM Ka4eCcTBOM KJIO3allMHA  SIBJISIETCS TO, YTO OH
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JUCTOHUS W MO3JHAS AUCKUHE3us. HexenarenbHble peakiMy B BHUJIE€ MAPKUHCOHU3MA U aKaTU3UHU
OTMEUalOTCs peaKo. B oTinuue oT Apyrux HEMpONENTHKOB, KJIO3alUH HE BBI3bIBAET YBEIUUYCHUS
WU BBI3BIBAET OYEHb HE3HAYMTEIILHOE YBEJIMYEHUE KOHIICHTPALUU MPOJIAKTHHA, YTO MO3BOJISIET
n30exarh TaKUX HEKEIATeNbHBIX pPEaKIUi, KaKk THHEKOMACTHs, aMEHOpes, TajakTopes H
WMIIOTCHITHS.

[ToTeHIMaabHO CEPHE3HBIMH HEXKENIATEIBbHBIMU PEAKIUSIMUA TEPAUH KJIO3aIUHOM  SIBJISIOTCS
TPAaHYJIOIMTONICHUsI M  arpaHyJIOUTO3, YacTOTa BO3HHUKHOBEHHUS KOTOPBIX  COCTaBIISCT
cooTBeTcTBEeHHO 3 % 1 0,7 %.

5.2. apmakoknHeTHYECKHE CBOIICTBA

AOGcopOrms

[Tocne npuema BHYTpb Ki103anuH BcackiBaeTca Ha 90-95 %. Ilpuem numu He BAUSET HA CKOPOCTh U
CTENEeHb BCACBhIBaHUs. 3a CUET yMEPEHHOro MeTabon3Ma Ipy NepBOM MPOX0KJIEHUHU Yepe3 MeUeHb
abcomoTHast OMOIOCTYITHOCTD Kito3anuHa coctaniset 50-60 %.

Pacnpenenenue

B paBHOBecHOM cocTosHMM Ha (oHE mpueMa mpemnapara 2 pa3a B CyTKM MaKCHMaibHas

KOHIIGHTpallUs B KPOBU JOCTUTaeTcs B cpennem uepe3 2,1 udaca (ot 0,4 mo 4,2 vaca), oObem
pacnpenenenuss cocraBisieT 1,6 J/kr. Cps3piBaHWe KIO03amuHAa ¢ O€TKaMd IUIa3Mbl KPOBH
cocCTaBJIsIeT 0K0JI0 95 %.

buorpanchopmanus

Krnozanun npakTuuecku nmoimHocThio Metabonusupyetcs uzobepmentamu CYP1A2 u CYP3A4, u B
Hekotopoir crenenn uzopepmentrom CYP2C19 u CYP2D6. M3 OCHOBHBIX MeETaOOIHMTOB
AKTUBHOCTBIO 00JIa/IaeT JIMIIb OJMH — JECMETHIIIPOU3BoIHOE. Ero dapmakosiornieckoe neiicTBue
10I00HO JICHCTBUIO KJIO3aIIMHA, HO BBIPAKEHO 3HAYUTEIILHO Cl1adee U MEHEE MPOJIOJHKUTEIBHO.

ONIMMUHALIMSA
BriBenenne kio3anuHa HOCUT JBYX(a3HBIM XapakTep, MEpHO/] TOJYBBIBEICHUS KOHEUHOH (ha3bl B

cpenHeM cocrapiseT 12 gacoB (0T 6 10 26 yacoB). [locie ogHOKpaTHOTO TpUeMa KJI03aliHa B J103€
75 Mr nepuoj MOJXyBBIBEACHUSI KOHEUHOM (ha3bl COCTaBIsIET B cperHeM 7,9 yacoB. DTO 3HaueHUeE
BO3pacrtaer 10 14,2 4acoB Mpu JOCTHKEHUU PAaBHOBECHOTO COCTOSIHUS B pe3yJibTaTe MPUMEHEHUS
rpernapara B 703€¢ 75 MI B CyTKM B TE€YEHHUE HE MeHee 7 nHel. B HeHn3MEeHHOM BHJE KIIO3allvH
OoOHapyXMBAeTCsl B MOU€ M Kalie JIUIIb B CIEeNOBBIX komudecTBax. Okono 50 % MpUHATOU J03bI
KJI03aITHa BBIBOAMUTCS B BHUJIE METa00IUTOB moukaMu U 30 % — yepe3 KUILEUHHUK.

JIMHEHHOCTDL (HETUHENHOCTD)

OTMmeueHo, YTO B paBHOBECHOM COCTOSIHMM TP YBEJIMYEHUU CYTOYHOM 103bI mpemnapara ¢ 37,5 mr
no 75 mr m 150 mr (pasmeneHHod Ha 2 mpuema), HaOMIOMAaeTCs JIMHEMHOE 0303aBHCHMOE
YBEIMYCHUE IUIOMIATN TOJ KpUBOH «koHIeHTpanus-Bpems» (AUC), a Taxke yBelnnueHHe
MaKCHMaJIbHOW U MUHUMAaJIbHOM KOHILIEHTPALIUU B TUIa3Me KPOBHU.

6. PAPMAIIEBTUUECKHUE CBOVMCTBA
6.1. Ilepeyenb BcnoMoOraTe/ibHbIX BelIECTB
JlakT03b1 MOHOTHAPAT
Kpaxman kaptodenbHblii
IToBunon K 25
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Maruus creapat

Kpemuus nuokcua KoJImouaHbINA

6.2. HecoBMeCcTHMOCTH
He npumenumo.

6.3. Cpok rogHocT# (CpOK XpaHeHUs)
5 ner.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
ITpu Temneparype He Bbiie 25 °C.
B cooTBeTcTBUY ¢ IpaBUIaMU XPaHEHUS CHIIbHOJICHCTBYIOIINX BEIIECTB.

6.5. XapaxkTep u coaepxkaHue NePBUYHON YIIAKOBKH

ITo 10 TabneTok B KOHTYpHYIO SYEHKOBYIO YIIAKOBKY M3 IUIEHKH MOJIMBUHUWIXJIOPUIHON U (OIBIU
AJIFOMUHUEBON MEYaTHON JAKMPOBAHHOM WJIM IUIEHKU MOJUBUHWIXJIOPHIHOW U TMOKOM yIaKOBKU
Ha OCHOBE aJIFOMUHUEBOMN (OJIBIU.

[Io 5 KOHTYpHBIX SYEHMKOBBIX YIIAKOBOK BMECTE C MHCTPYKLMEH II0 IIPUMEHEHHIO ITOMELIAIOT B
[TaYKy U3 KapTOHA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH  YHUUYTOXKEHHMH  HCHOJIb30BAHHOIO
JIEKAPCTBEHHOT0 MPenapaTa Wil 0TX010B, MOJYy4YeHHBIX M0CJe MPUMEeHEeHHUsI JIEKAPCTBEHHOT0
npenapara, u Ipyrue MaHUuMyJISIUH ¢ PenapaTomM

Bechb ocTaBmmiicsi JIeKapCTBEHHBIH MpenapaT U OTXOJbl CICAYyeT YHUYTOXUTh B YCTaHOBICHHOM
MOPSIJIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanns

PenepanpHOE TOCYAAPCTBEHHOE YHHUTApHOE Npeanpusatne «MOCKOBCKHMN SHIOKPUHHBIN 3aBOI»
(OIVIT «OHAODAPM»)

109052, r. MockBa, BH.Tep.I. MyHUIIMIIAIBHBIN OKpyr Huskeroponckuii, yin. HoBoxoxiosckas, 1.
25, c1p. 1

Ten.: +7 (495) 678-00-50

dakc: +7 (495) 911-42-10

Anpec 3nekTpoHHO# mouTkl: mez@endopharm.ru

7.1. IlpencraBureib AepsKaTess peruCTPALMOHHOIO YAOCTOBEPEHUS
[IpereH3un norpeduTesiel HaNPaBIATh MO JAPECY:

Poccuiickas ®@enepanus
@denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Npeanpusathe «MOCKOBCKUM SHIOKPUHHBIA 3aBOI
(PryI « 3 HAODPAPM»)
109052, r. MockBa, BH.Tep.I. MyHUIIUNAIbHBIM OKpyr Hukeropoackuii, yi. HoBoxoxmoBckas, A.
25, ctp. 1
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Tex.: +7 (495) 678-00-50 (MOCNERQBATENLHOCTE 0002)

daxc: +7 (495) 911-42-10
Anpec anekTpoHHOM mouThl: pv@endopharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JIATA TEPBUYHOH PETMCTPAIIMM (IIOATBEPXJIEHWS PEIMCTPAILIUU,
INIEPEPEI'MUCTPALIUN)
JlaTa nepBOH perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

O61ua;[ XapaKTCPHUCTHUKA JICKAPCTBCHHOI'O IIpCIiapara Kiozammu AOCTYIIHA Ha I/IH(bopMaI_lI/IOHHOM
rnopTajie EBpaBHﬁCKOFO 3KOHOMHYECCKOIo COm3a B PIH(i)OpMaHI/IOHHO-KOMMYHHKaHHOHHOﬁ CECTHN
«Hurepuer» https://eec.eaeunion.org/.
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