COOTBETCTEYET 3KCMNEPTHOMY OTYETY
ot 21.01.2 Mz 1125

OBIIASI XAPAKTEPUCTHKA JI EKAPCTBERHOTO IPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Azarnenpod, 25 Mr, TabJIeTKH

Azanenposn, 100 mr, TabneTku

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytolee BEIECTBO: KJIO3aIMH.

Asanenpos, 25 mr, Ta0JIeTKHU

Kaxxnas Tabnerka cogepxut 25,0 Mr kito3anuHa.

Aszanenpos, 100 Mr, TabJIeTKH

Kaxxnas tabnerka conepxut 100,0 Mr kmo3anuHa.
BcmomoratenbHBIE BEIIeCTBa, HATMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBCHHOTO
npenapara: JJakTo3bl MOHOTUIpaT (cM. pazaensl 4.3 u 4.4).

ITonubIi MNEPCUCHb BCIIOMOT'aTCIIbHBIX BCHICCTB ITPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTku.
TaOneTkn CBETIO-KENTOTO WM CBETIO-)KEJITOrO C 3€JCHOBATHIM OTTEHKOM IBETa, KPYTJIbIC,
IUIOCKOLMIIMHApUYECKON (opMmbl. Tabnerku ¢ no3upoBkoid 25 Mr c ¢ackoi, TabJeTku ¢

no3upoBkoit 100 mr ¢ puckoit u packoil. Ha moBepxHocTH TabIETOK 10MYCKAETCS MPAMOPHOCTD.

4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

I_HI/ISO(bDeHI/IH, PE3UCTCHTHAA K TCPAIlH1

Jleyenue manmueHTOB ¢ MU30(pPEHHEH, PE3UCTEHTHONW K Tepamuu, TO €CTh HpPU OTCYTCTBUU
sbpdexTta OT TPUMEHEHUS TUNUYHBIX HEUPOJENTHKOB WWJIM TPH HX HENEPEHOCUMOCTH.
Omcymcmeue 2¢pghexma onpenensercss Kak OTCYTCTBUE YIOBJIETBOPUTEIBLHOTO KIMHUYECKOTO
YIIY4IIEHUs,, HECMOTpsI Ha JICUeHHE, 10 KpailHeil Mepe, IByMsI UMEIOIIUMHUCS HEHPOJIENITUKAMU B
aJICKBaTHBIX JI033aX B TEUEHUE HEOOXOAMMOTO TIEPHO/1a BPEMEHH.

Henepenocumocmu onpenensieTcsi Kak HEBO3MOXXHOCTh JOOUTHCS TOCTATOYHOT'O KIMHUYECKOTO
VIYYIICHUS] TPU TPUMEHEHUU THITMYHBIX HEUPOJICTITUKOB B CBSI3M C PAa3BUTHEM TSKEIBIX U
HEMOAIAI0IINXCSI KOPPEKIIMH HEKENATEIbHbIX HEBPOJIOTMUYECKUX PEAKIUi (3KCTpanupaMHIHbIE

MTOOOYHbBIE SIBJICHUS WJIU Io3aHA III/ICI(I/IHCSI/IH).
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COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 21.01.2025 N2 1129

Puck mOBTOPHOTO BO3HUKHOBEHHMS CYMITMIATLHOTO HOBCHQE%I%W&&E@T{¥M]H%6£E€M%§III/I.]'II/I

mr30adHEKTUBHBIM IICHX030M

C 1enpl0 yMEHBLIEHUS PHUCKA ITOBTOPHOIO BO3HUKHOBEHHUS CYMIMJAJIbHOTO IIOBEJIEHUS Y
NAlMEeHTOB C In3o¢ppeHuel winm mu30ad(HEeKTUBHBIM IICUX030M C XPOHUYECKHM PHUCKOM
IOBTOPHOTO BO3HUKHOBEHUS CYHUIMJAIBHOTO IOBEIEHHUS 110 JaHHBIM HCTOpUU OOJIE3HH U
TEKyIleH KIIMHUYECKOU KapTHUHBI.

1100 cyuyuoanvrvlm nogeoeHuem TOHUMAIOTCS AEHCTBUS AIIMEHTA, B PE3yJIbTaTe KOTOPBIX BHICOK
PHUCK €r0 CMEpTH.

Koppeknus ICHXOTUYECKUX PACCTPOMCTB YV MAIMEHTOB C 00E3HBI0 ITapkuHCOHA

C uenpro KOPPEeKIUU TCUXOTHYECKUX PACCTPOMCTB y MAMEHTOB ¢ OoJie3Hbi0 [lapkuHCOHA MTpH
HEAP(PEKTUBHOCTH CTAHIAPTHOTO JICYCHHUS.
Hesgpgpexmusnocmv cmanoapmuozo nevenuss ONPEISIACTCS KaK HEJOCTATOYHBIM KOHTPOJb
NCUXOTUYECKUX CUMIITOMOB H/WJITU YXY/IIICHUE IBUTATEILHBIX (DYHKIIHIA, HEIPUEMIIEMOE C TOYKH
3peHus (HYHKIIMOHAIBLHOTO CTaTyCa, MOCe MPUMEHEHUS CIEAYIONINX Mep:

® OTMCHBI AHTUXOJMHEPTUYCCKUX IMPEnapaTroB, B TOM YHCIC TPUIUKIMICCKHX

AHTHJICTIPECCAHTOB;
® T[ONBITKM CHU3UTh 03y AHTUIIAPKHHCOHMYECKOTO Ipemapara, 00J1a/IaroIero

n0(haMUHIPTUIECKUM dPPEKTOM.

4.2. Pe:xuM 103UPOBAHMS H CIIOCO0 MPUMeEHEHHUsI

[TpuMeHSTH KIT03aIiH CIIEAYET TOJILKO B TOM CITydae, €CJIH 10 Hadalia JISUSHHsI YHCII0 JIEUKOIIUTOB
1 abCOMIOTHOE YHCIIO HEHTPO(HMIOB HAXOAATCA B TIPEAeNax HOPMBL, TO ecTb > 3500/mm°
(3,5x10%1), a abcomoTHOE umcio HelTpodpuaos > 2000/mm® (2,0x10%m). Kpome Toro, mpu
OPUMEHEHUHU Tpernapara HeoOXOJUMO HaJMYUe BO3MOXKHOCTH PETYJSPHO ONPENEsITh YHUCIO
JEHMKOIMTOB M aOCONIIOTHOE YHUCIO HEHUTPO(UIOB: €XKEHENEIbHO Ha MPOTSHKEHUU TEPBBIX
18 Henenp, B TabHEHIIIEM HE peXkKe OHOTO pasa B 4 He/Ie M Ha MPOTSHKEHUH BCETO Kypca JICUeHUs,
a TaKkKe CIycTs 4 HeIeH MOCe OKOHYAHHS JICUCHHS.

Jlo3y mpemnapara cieayet noaoupaTh HHAMBUAYAIbHO. Y KaX/I0T0 MalleHTa cielyeT IPUMEHSTh
MUHUMaJIbHYIO 3QQeKkTHBHYI0 103y. C Ielbl0 MUHHUMM3ALUU PUCKA PA3BUTHUSA THIOTEH3MH,
CYJIOPOXKHBIX MPHUCTYIIOB U CEAATUBHOTO 3¢ (deKTa 103y cleayeT moAOUpaTh ¢ OCTOPOKHOCTHIO,
paszessisi CyTOUHYIO /103y Ha HECKOJIBKO MPHUEMOB.

VY nanMeHToB, MOJyYaroIIUX JIEKApCTBEHHBIE IpenapaTsl, B3aUMOJICHCTBYIOINE C KI03alIMHOM
(Takue Kak OCH30/IMa3eNUHbl WIN CeIEKTUBHBIE MHTUOUTOPBHI OOPATHOTO 3aXBaTa CEPOTOHHHA),
HEo0X0/IMMa aJieKBaTHAsE KOPPEKIIHS 1036 TIpernapara.

IlepexoJ1 ¢ IPeAIIeCTBYIONMIETO ICUYCHUS HEHPOJCHTUKAMHK HA TEPAITHIO KI03aIIMHOM
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 21.01.2025 N= 1129

[IpuMeHsTh KJI03aluH B KOMOWHALUU C JPYTUMU Heﬁp'&‘éﬁ}ﬂ%ﬁq%@% - '/:-Je:réﬁ 1B rom

ClIydae, KOTrJa JIeYeHHE KJIO3alMHOM HEOOXOIUMO HauyaTh y TAIMEHTa, Y)Ke MPUHUMAIOIIETO
HEUPOJICTITUK BHYTPb, CHUKEHHUE J103bl WJIM OTMEHY MPEIIIECTBYIONIEr0 Mpernapara cieayer
IPOBOAMUTH TMoOcTerneHHo. Ha ocHOBaHMM KIMHUYECKHX JaHHBIX JIeHalllud Bpad JIOJDKEH
OTNpeAeNIuTh HEOOXOAUMOCTh MpEeKpalleHus] MpuemMa JIPYroro HeWpoJenTHKa Mepes HayaloM
Tepanuu KJI03aluHOM.

PexxuM J103upoBaHus

Huzogpenus, pezucmenmuas Kk mepanuu

HauanvHouii sman nevenus: B epBbIid JeHb Ha3HA4atoT 110 12,5 Mmr (72 Tabnerku no 25 mr) 1 unun
2 pa3a B JIeHb; BO BTOpOH JeHb — | wim 2 tabieTku npenapara no 25 mr. B panpHelimem, npu
YCJIIOBHH XOPOUIEH MEPEeHOCUMOCTH, 103y MpernapaTa MOXKHO MEIJIEHHO MOBBIIATh Ha 25-50 mMr
TaK, 4TOObI B TeueHHE 2-3 HeAeNb JOCTHYb CYTOYHOM 103bI, cocTaBisomei 10 300 mr. 3ateM,
py HEOOXOAMMOCTH, CYTOUHYIO 703y MOXHO yBenuuuTh Ha 50-100 mr xaxapie 3-4 qHS Wi,
IIPEANOYTUTENbHEN, 7 THEN.

Tepanesmuueckuti ouanazox 003

Y OoNBIIMHCTBA MAMEHTOB HACTYIUIEHWE aHTUIICUXOTHYECKOTO JCHCTBHS MpernapaTa CleqyeT
OKUJATh MPU MPUMEHEHUH CyTO4HOM 10361 300-450 Mr (B HECKOJIBKO MPUEMOB). Y HEKOTOPBIX
nanueHToB 3(Q(QEKTUBHBIMA MOTYT OKa3aThCS MEHBIIHNE JIO3bI, IPYTHM MOTYT MOTPeOOBATHCS
10361 10 600 Mr B cyTku. CyTOYHYIO 103y MOKHO JICIUTh HAa OTACIIbHBIC TPHEMbI HEPABHOMEPHO,
MPUHUMAS €€ OOJBIIYIO YacTh MEPe] CHOM.

Maxcumanvnas 0o3za. JIns HOCTHXKEHHs] TOJIHOTO TepaneBTUYeckoro 3¢¢dekra HEKOTOPhIM
nanueHTaM TpeOyeTcsi Ha3HaueHue Oojee BBICOKMX J103 Impenapara. B asTom ciydae
11eJIECO00Pa3HO TOCTENIEHHOE yBEJIMYEHHE N103bl (KaXIblid pa3 He Ooyee yeM Ha 100 mr) mo
noctkeHuss 900 mr B cytku. Cienyer npuHUMaTh BO BHUMaHHE BO3MOXKHOCTH 00Jiee 4acToro
pa3BuTHs MOOOYHBIX 3(P(HEKTOB (B YAaCTHOCTH, MOSBICHHS CYJOPOT) MPH MPUMEHEHUU O3BI,
npesbliiatomien 450 Mr B CyTKH.

Iloooeporcusarowas 0osa. Ilocne NOCTHXKEHHS MaKCUMalIbHOIO TepaneBTudeckoro 3¢dexra
BO3MOXXHO TMpHUMEHEeHHe Ooyiee HU3KUX MOJAIEPKUBAIOIIUX J03. YMEHbIIAaTh J03Y Ipernapara
clenyeT MeJJIEHHO U C OCTOPOKHOCTHIO. [loanepxuBaroiiee 1e4eHue JOKHO MPOAOTIKATHCS HE
MeHee 6 mecsieB. Eciau cytounas no3a npenapara He npesbimaetr 200 Mr, MOKHO TIEpEHTH HA
OJIHOKPATHBIN BEYEPHUI MPHUEM IIperapara.

Ilpexpawenue mepanuu. B ciiydae 3alylaHUPOBAHHOTO MPEKPALIEHUS JICYEHUSI KJIO3aIUHOM
PEKOMEHIyeTCs TIOCTENEHHOE YMEHbIIIEHUE J03bl B TeueHue 1-2 Hemenb. [Ipu HeoOxomumocTu
BHE3AITHOM OTMEHBI ITpenapara (Harmpumep, B Caydae pa3BUTHS JICHKOTICHUH) CIIeTYeT YCTAaHOBUTH

TIIATCIBHOC Ha6J'II021€HI/Ie 3a MalMEHTOM B CBSA3HM C BO3MOXHBIM O6OCTpeHI/IeM TICUX OTHYSCKOM
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
N= 1125

CUMOTOMAaTUKU M  Pa3BUTHEM CHUHJpOMA OTMeI-H],I:I:: %%QS%EH'EH':T'@-E@A Eituenm

AQHTUXOJMHEPTUYECKOTO JCWCTBUS Mpemapara, MPOSBISIONIETocss B BHIE MpoQdy3HOro
MOTOOT/IEJICHHUS, TOJIOBHOM OOJIH, TOITHOTHI, PBOTHI U AUAPEH.

Boszobnosenenue neuenus. Ecnu mocie mnocieqHero npuema mnpemnapara rnpouuio 0osee 2-x THEH,
JIeYeHUe ClIeyeT BO30OHOBIATh, HaUMHAas ¢ 10361 12,5 mr (Y2 Tabnetku o 25 mr) 1 unu 2 paza B
TEUEHHUE MepBOro THs. JIs TOUHOCTH AO3MPOBAHMS CIEAYET UCIOIB30BATh TAOJETKH KJIO3aIHHA
25 mr ¢ puckoil. [Ipu xopoiieii nepeHOCUMMOCTH JTaHHOM /103b1, B TOCIEAYIOIIEM YBEIUUEHHUE 103bI
0 JOCTIKEHHUS TepaneBTuYeckoro sd@exra MOXKHO OCYHIECTBIATH OBbICTpEEe, YeM JTO
PEKOMEHyeTCs 11l Hauauia JieueHus rpenapatoM. OJIHaKo, €CJIM y MAllMeHTa B IEpBOHAYAIbHBIN
NepUOJ JICYEHHs OTMEYalach OCTAHOBKA JIBIXAHUS WM CEPACUHON EATENbHOCTH, HO 3aTEM /103y
Ipernapara yJajoch YCIEIIHO JOBECTU /10 TEPANEBTUYECKOM, IOBBIIIEHUE J103bl IIPU IOBTOPHOM
Ha3HA4YeHHH Ipernapara cleAyeT OCYIIECTBISATh C 0CO00H OCTOPOKHOCTHIO.

CHudicenue  pucka  NOBMOPHO20 — CYUYUOAILHO20 — NOBEOeHUs  Npu  wu3opeHuu  u
wusoagppexmuenom ncuxose

[Ipu seyeHnn ManueHToB ¢ mu3oppeHuei u mmu30adHEeKTUBHBIM MCUX030M, HMEIOUIIMM PUCK
MOBTOPHOIO BO3HUKHOBEHHUSl CYMUMIAIBHOTO MOBEACHUS, CIEAYET MPUIACPKHUBATBCA TEX XKE
peKOMeHaluil Mo crnoco0y MPUMEHEHUs U PEXUMY AO3HPOBAHUS, KOTOPbIE MPHUBEACHBI IS
MAIMEHTOB ¢ MN30(pPEHUEH, PE3UCTEHTHOH K TEpaIruH.

Hna  crudcenus pucka cyuyuoanbHo20 noedeHus: PEKOMEHAYETCS NPUHUMATh Mpenapar
A3zanenpon, no KpailHeli Mepe, B TeueHue 2-x Jjer. llocnme aByxileTHEro Kypca JieueHUs
pPEKOMEH/1yeTCsl MOBTOPHO OLIEHUTh PUCK CYWLUAAIBHOrO HoBeleHus. Jlanee HEOOXO0IUMOCTh
MPOJODKEHUSI TE€palnuy KIIO3alIMHOM ONPENENsIeTCs Ha OCHOBAHWU DETYJISPHOM TINATEIbHON
OLICHKH pUCKA TOBTOPHOI'O BOZHUKHOBEHHUS CYUIIUAIBHOTO IOBEICHUS.

Ilcuxos npu 60one3uu Ilapxkuncona (8 ciyuasx HeaghgexmueHocmu cmanoapmuol mepanuu,)
Hauanvnas 0o3a xno3anuHa He JOJDKHA MpeBbImaTh 12,5 mr B cyTku (/2 TabneTku no 25 Mmr), ee
cienyeT NMpuHUMATh BedepoM. Jlanee m03y HEOOXOAMMO MOBHIIATH HA 12,5 Mr, He yalle, 4em
2 pa3a B HeJeIo0, 10 MakcuMabHOi — 50 mr. /o3y 50 Mr ciieqyer mpUMEHSTh He paHee KOHIa
BTOPOI HENENW NOCIe Hadaja JedyeHus. Bclo cyTouHyro 103y HMpEeANnoYTUTENbHO IPUHUMATh B
1 npuem Beuepom.

Tepanesmuueckuui ouanazon 003. Cpenssisi 5ppekTuBHas 103a COCTABISAET B cpenHeM 25-37,5 mr
B CyTKU. B cnydae, ecnu nedeHune CyroyHOUM 0301 50 Mr mo kpaiHeW mMepe B T€YEHUE OJHOMU
Heslenu, He o0ecrevynBaeT YJOBJIETBOPUTENBHOIO TepaneBTH4YecKoro 3¢dexra, BO3MOKHO
JanpHeIee OCTOPOXKHOE YBEIMUEHHE 103bl HE Oosee yeM Ha 12,5 mr B Henemo. /g Tounoctu
JIO3UPOBAHUS CIIEAYET UCIOJIB30BATh TAOJIETKHU KJI03amuHa 25 MI' C pUCKOM.

o3y 50 Mr B CyTKM MOKHO TMPEBBIIIATH B UCKIIOUUTEIBHBIX clydasix. He ciemyer npeBbiaTh

Crpanuia 4 u3 34



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 21.01.2025 N2 1129
103y 100 M B CYTKH. (NOCNEQCBATENEHOCTE 000%)

VYBenuueHue A03bl CIAEAYET OTPAaHUYUTh WIM OTJIOKHUTH B CIy4yae Pa3BUTUS OPTOCTATUYECKOM
TUTIOTEH3UH, BBIPAKEHHOTO ceNaTHBHOTO 3(QeKTa WM CIYTAHHOCTH CO3HaHWs. B TeueHue
MEPBBIX HEJENb JICUeHUs He00X0IUM KOHTPOJIb apTEPHAIbHOTO J1aBIICHUSI.

TIloooeporcusarowjan 0oza. YBenUueHUE N03bl AHTUIIAPKUHCOHMYECKUX MPErnapaToB, €CIU 3TO
MOKa3aHO Ha OCHOBAHHMM OILICHKM JIBUTATEIBHOTO CTaTyca, BO3MOXKHO HE paHee, 4eM 4Yepe3
2 HEeJIeNW TIOCTIE TIOTHOTO KYITUPOBAHUS TICHXOTHYECKUX CUMIITOMOB.

Ecnu yBenuueHue BbI3bIBa€T MOBTOPHOE MOSIBIIEHUE ICUXOTUYECKUX CUMIITOMOB, /103y KJIO3alliHA
MOYKHO YBEJIWYHUTh Ha 12,5 MI B HeZle10 J0 MakcuMaiabHOU 1036l 100 MI B CyTKH, IPUHUMAEMOU
B | unu 2 npuema (cM. BbIILE).

Ilpexpawenue mepanuu. 1lpu 3aBeplIeHUN TEpaAUU PEKOMEHAYETCS MOCTEIEHHO YMEHbIIATh
CYTOYHYIO 103y Ha 12,5 Mr He yaille, YeM OJIMH pa3 B HeJelNto (MPeANOYTHTEIbHEE B 2 HEJENHN).
Jis TOYHOCTH JO3UPOBaHUS ClEAyeT HCIHOJIb30BaTh TAOJETKU KJIO3amMHAa 25 MI' ¢ PHUCKOM.
Jleyenne m0MKHO OBITH Cpa3y K€ NPEKpalleHO B CJIydyae pa3BUTUS HEUTPONCHUHM WIH
arpanysionurosa. B aToi cutyanum HEOOXOIUMO THIATEIBHOE MCUXMATPUUYECKOE HAOII0IEHUE,
TaK KaK CUMIITOMBI MOTYT OBICTPO PELIMIUBUPOBATb.

Doszunopunus

B ciydae pa3BuTHs 203MHODHINN PEKOMEHIOBAHO OTMEHUTH JICUCHHUE MIpermapaToM A3aenpo,
ecm umcio 303uHOGUI0B npesbimaet 3000/MM°, BO30OHOBHTE JIEYEHHE CIETYET TOIBKO MOCIE
CHM’KEHHA 4ncna 303uHobmiIoB MeHee 1000/Mm°.

TDOM6OZ4um07’l€HM}l

B ciydae pa3BuTHS TPOMOOIHMTOTICHHH PEKOMEHIYETCS OTMEHHUTH IMpemapaT A3alenpod, eclivd
YHICII0 TPOMOOIINTOB CHIKaeTcst MeHee 50 000/Mme,

PeZVJZﬂDHbZIZ KOHRmMpOJib 4ucia ﬂeﬁKOMMMOG U abCcoNOmMHO20 YUcia Heﬁmpod)uﬂoe

3a 10 nHell n0 Hayana J€YEHMs KJIO3alIMHOM CIIEAYeT OIpPEAeNUTh YHCIO JIEHKOIMTOB U
nerdKouuTapuyro (Gopmyiy, 4To0bl yOIUTHCS B TOM, YTO Mpemnapar OyayT MojydaTb TOJBKO
TAIMEHTH] ¢ HOPMATbHBIMU MOKa3aTeNsIMHU (JHCIO0 JeikonuToB >3500/MM° 1 aGCOMIOTHOE YHCITO
neitrpodunos  >2000/mm®). Tlocne Hayama Tepamuu KIO3AMMHOM YHCJIO JIEHKOIHTOB U
abCOJIIOTHOE YHUCIIO HEUTPO(DUIOB clenyeT KOHTPOJIMPOBATH €XKEHEAETbHO Ha MPOTSKEHUU
18 Hepmenb, B MOCTEMYIOIIEM — HE peXe OJTHOTO pa3a B YETHIpE HENeNd B TEUEHHE BCEro CpoKa
npuemMa npernaparta, U uepe3 4 HeJlenu Mociie NOJTHOW OTMEHBI KJI03alHHa.

Bo Bpemst kaxoro BU3MTa Jeyalluii Bpau JOJDKEH HAallOMHUHATh MAMEHTY O HEOOXOAMMOCTHU
HEMEJUIEHHOTO oOpallleHus] K Bpady NMpH BO3HHUKHOBEHUH JIFOOBIX CUMIITOMOB MH(EKIIMOHHOTO
3a00JieBaHus, IPU MOBBILLIEHUHN TEMIIEPATYpPhl Tesa, 00K B rOpie WK APYTUX TPUIIONOA00HBIX

cuMmiroMax. B CJIyda€ BO3HHWKHOBCHUA JIFOOBIX CHMIITOMOB I/IH(i)eKIII/IH, CJICAYECT HEMCIAJIICHHO
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COOTBETCTBYET 3K
ot 21.01.2025 N2 1123

(NOCNEQCBATENEHOCTE 000%)

OTIpeAeNUTh JIEUKOLUUTAPHYIO GOPMYITY KPOBH.

CMEPTHOMY OTYETY

Ymenvuwenue yucna ﬂeﬁKOHMmOG u/unu abCcorOmMHO20 YUcia Heﬁmpoabuﬂoe

B ciyuae, ecnu B nepBble 18 Henenb IedeHMs! KJI03alMHOM YUCIIO JEMKOIMTOB YMEHbBILAETCS 10
3500-3000/MM° w/mmi aGCOMIOTHOE YMCIO HEHTpodmiuoB yMmeHbmmaercs 1o 2000-1500/mme,
KOHTPOJIb 3THX TOKa3aTejIed clielyeT MPOBOJUTh, IO KpailHel mepe, 2 pa3za B Heaemto. [locie
18 nepenb Tepanuu KI03aIMHOM T'eMaTOJIOTHYECKH KOHTPOJIb C MUHUMAJIbHOM YacTOTON 2 pa3a
B HEJETI0 HEOOXOIUM B TOM CJIydae, €CIIH YHCIO JEHKOIUTOB CHIKaercs 10 3000-2500/mm3
W/MITH aOGCOTIOTHOE YHCII0 HeHTpoduIoB — 10 1500-1000/mm3.

Kpome Toro, ecinu B mepuoj Tepanuu KJIO3allMHOM OTMEYAaeTcs CYIIECTBEHHOE YMEHbBIICHUE
YyuCiia JICUKOIMTOB IO CPAaBHEHUIO C HCXOJHBIM YpPOBHEM, CIIEIYET IPOBECTH IOBTOPHOE
OTpesicNieHue Yucia JEHKOIMTOB W JICHKOIUTapHOU Qopmynbl. CylIeCTBEHHBIM CUYUTAIOT
OJTHOKPATHOE YMEHbIIEHHE Jicla jeiikoruToB Ha 3000/MM° 1 Gosee, MM B cllydae CyMMapHOTO
YMEHBLIEHUS Ha 3000/MMm° 1 Gosiee B TeUeHHE 3-X HEIEIb.

[Ipenapar ciemyeT HEMEUICHHO OTMEHUTh, €CJIM B TEpBbIC 18 Hemenb Tepanuu KI03alluHOM
YHCI0 JIeHKONUTOB yMeHbmaercs a0 <3000/MM° mmM abCOMIOTHOE YMCIO HEHTPODMIOB
CHU3WIOCEH IO <1500/MM3, U, €ClIM B Mepuoj mociie 18 Heaenb Tepanuu KJIO3aluHOM YHCIIO
JEHKOLUUTOB YMEHBIIUIIOCH J10 <2500/MM3 WiH aGCOMFOTHOE YUCIIO HEHUTPODUIOB YMEHBIIHIOCH
10 <1000/Mm°. B 3Tux cilyuasx HeoOXOMMO eXeIHEBHOE OMpeeNeHHe YiCa JEHKOIUTOB 1
JCHKOIMTApHOW (OPMYIBI W TINATEIBHOE HAONIOJCHUWE 3a TAIlMeHTaMHd B OTHOIICHHU
BO3HUKHOBEHUS Y HUX T'PUIIONOJO00HBIX CUMITOMOB WM IPYTHX MPU3HAKOB, YKA3bIBAIOIINX HA
Hanuuue nHQEeKIHOoHHOTo 3a0oneBanus. [locie oTMeHBI Ipenapara reMaToJIOTHYeCKuii KOHTPOITh
MIPOBOJIUTCS /IO MIOTHOW HOPMATM3AlUKA TEMATOJIOTHUYECKUX IMOKa3aTesei.

Ecnu mocne oTmeHsl Kilo3anuHa HaOM0gaeTcsl JajbHeillee yMEHbIIEHUE YHcia JIEWKOLUTOB
mwke 2000/mMm® n/wmu aGcomoTHOro wmcna Heiitpoduiop Humke 1000/mMm®, nmeuenme 5Toro
COCTOSIHMS CJI€AYEeT MPOBOAMTH MOJA PYKOBOACTBOM ONBITHOrO remarosora. [Ipu Bo3mMokHOCTH
MalUeHT JOJKEH OBbITh TOCHUTAIM3UPOBAH B CIEHHAIM3UPOBAHHOE T€MAaTOJOTUYECKOE
OT/IeNIEHHE, TJI€ BO3MOXXHO IOMEIIEHHWE B OTHEIbHBIH OOKC M BBEICHHE T'PaHYJIOIUTAPHO-
MakpodaraibHOTO KOJIOHUECTUMYJIUPYIOIIETO (bakTopa W TPaHyJIOLHUTAPHOTO
KOJIOHUECTUMYJIHPYIOIIETo GakTopa.

Tepanuio KOJTOHUECTUMYIUPYIOMIHM (aKTOPOM PEKOMEHIYETCS MPEKPaIaTh MOCIe YBETUICHUS
YpIcIa HeHTPOodHIOB 10 ypoBHS, mpesbimatoniero 1000/mme,

VY marnueHToB, KOTOPHIM KJIO3alHMH OBIT OTMEHEH B CBSI3U C PA3BUTHUEM JICUKONEHUU W/HIIN

HCﬁTpOHCHHH, HCJIb34 Ha3HA4YaThb €TI0 ITOBTOPHO.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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Jlns monTBepKAEHUS 3HAUEHUN reMaTOJIOTHYeqKIX noxﬁggén@%'gl@mggw&'-HEBBBIL'%IFTE Ha

CJIe,Z[y}OH_II/Iﬁ JICHb HOBTOpHBIfI AaHaJIN3 KPOBU, OAHAKO KJIO3allMH CICAYCT OTMCHUTH YiKC ITOCIIC
IIOJIyYEHUS Pe3yIbTaTOB IIEPBOIO aHAIN3A.
Taéauna 1. KonTposb mnokasaresedl KpPpoBM B TedeHHe mepBbix 18 Hemenb JedeHust

KJI03aIIMHOM

Koauuecmeo knemox kposu Heobxo0umuie oeiicmeusn

Yucno  neitkoyumoe/mm® | Abconromnoe uucio
(/n) neimpogunoe mm® (/)
>3500 (>3,5%10°) >2000 (>2,0x10°) [TpomoipKeHHE JIeYEHUS KI03aITHHOM

3000-3500 (3-3,5x10°) 1500-2000 (1,5-2x10°%) | [IpomomkeHne TeUeHns KI03aMHOM.
KonTpone ananuza kpoBu 2 paza B
HEZIEII0 bi (0] CcTaOMIM3aIun
MoKazaTelen WIIH YBEIUYCHUS
KOJIMYECTBA HEUTPO(HUIIOB u
JICKOITUTOB

<3000 (<3,0x10°%) <1500 (<1,5%10°) HesamemmurensHoe  IIpeKpallcHue
JICYCHUS KIIO3AITMHOM.

KoHTponb aHanu30B KPOBU Ka)IbIi
JIEHb JI0 HOpMaJIU3aI[iHu TTOKa3aTeIICH.
KonTponb WHPEKIIMOHHBIX
ocnoxHeHui. IlpueM knozanuHa He
BO300OHOBJIATH

Taoauna 2. KoHTpoJb noka3aresieil KpoBH 1ocJie nepBbix 18 Hemesb JiedueHUs KJI03aNMHOM

Koauuecmeo knemok kposu Heooxo0umvie oelicmeusn
Yucno neiikoyumos/mm® | Abconommnoe uucio
(/n) neiimpogunos mm® (/n)
>3000 (>3,0x10°) >1500 (>1,5x10°) [Iponomxenue eyeHus: KJI03aMMHOM

2500-3000 (2,5-3,0x10°) 1000-1500 (1,0-1,5x10°% | IIpomomkeHne TeUeHns KIO3aMTHOM.
KonTpons aHanmsa xpoBu 2 pas3a B
HEJIEII0 1o craduiIn3anuu
nokasaresnei WIA  YBEIUYCHHS
KOJIMYECTBAa HEHUTPO(DUIOB U APYTUX
JIEUKOLIUTOB

<2500 (<2,5x10°) <1000 (<1,0x10°) HesamemmurensHoe  TIpeKparlcHue
JIeYeHUsI KJIO3aITMHOM.

KoHTpons aHaM30B KPOBH Ka)JIbIi
JIeHb J1I0 HOpMaJIM3alluyu MoKa3aTeeH.

KonTpons WH()EKITMOHHBIX
ocnoxxkHeHui. [Ipuem kinoszanuHa He
BO300HOBIIATH

IIpepwisanue mepanuu npenapamom A3anenpos 8CéA3uU ¢ He2eMamoI02UUecKUMU NPUYUHAMU.
[TaruenTam, y KOTOpBIX Tepamusi KJIO3allMHOM, MpojoJpKaBiuascs Ooiee 18 Hemenb, Oblna

pepBaHa Ha CPOK ooiee 3 JHeH (HO MeHee 4 HCI[CJ'IB), IMOKa3aH €KEeHEeICIbHBIN KOHTPOJIb YHCJia
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JEMKOLIUTOB U HEUTPO(UIIOB B KPOBU B TEUCHME nonoS A re b 6 HeAesb. e i:lph':'dTOM

reMaToJIOTHUECKNX H3MEHEHUM He OTMECUACTCA, H&HLHCﬁHIHfI KOHTPOJIb T'EMAaTOJIOTHYCCKUX
IOKa3aTened MOXKET OCYIIECTBIATbCA He pexe, ueM | pa3 B 4 Henenu. Ecim xe Tepanus
KJIO3allMHOM ObLIa NpepBaHa Ha 4 Henenu wiu Oojee, B nocieayromue 18 Henenb JeueHUs
TpeOyeTcsl eXeHeJeNIbHbIA TeMaTOI0IMYECKH KOHTPOJIb.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmor noxcunozo éo3pacma (60 nem u cmapuie)

Pexomenyercss HAaYMHATH JICUCHHUE ¢ OY€Hb MaJTbIX 1103 (12,5 mMr 1 pa3 B CyTKH B IIEPBBIi ICHB) U
B JIaJbHEHIIEM MOBBINIATH 103y HE Oojiee yeM Ha 25 Mr B JAeHb. /|1 TOYHOCTH JT03UPOBaHUS
CJIEZyeT UCIIOIb30BaTh TaOJIETKH KII03aMKuHa 25 MT C PUCKOA.

OnpIT NpUMEHEHMSI KJI03allMHA Y TAlIMEHTOB B Bo3pacTe 60 JeT U cTaplie He MO3BOJSET CleaTh
BBIBOJI O CYILIECTBOBAHUHU Pa3NIMYMil OTBETa Ha JICUECHHE KJIO3AMMHOM Y TAIlMeHTOB Pa3HBIX
BO3PACTHBIX TPYII.

Tlayuenmui ¢ cyoopoeamu 6 anamuese, 3abonesanusimu cepoeyno-cocyoucmou cucmemwvl (CCC)
UnU 3a001€6aHUAMU NOYEK

VY nmanueHToB ¢ CyJoporaMu B aHaMHe3e, MPU HATUYUU CePJIeUHO-COCYAUCTHIX 3a00JIeBaHUM WIIN
3a0oNieBaHUH TOYEK, J03a Mpernapara, Ha3HauaeMas B IIEePBBIi I€Hb, T0JDKHA COCTaBIATh 12,5 Mr
1 pa3 B cyTku; fajbHeHIIee yBeIMUEHUE J103bI CIe1yEeT IPOBOAUTH MEJIEHHO U MocTeneHHo. J{is
TOYHOCTH JO3WPOBAaHUS CIIEAYeT WCIONb30BaTh TAOJNETKH KJIO3amuHa 25 MI' C PHUCKOM.
(ITpumeuanue: 3ab6oneBanuss CCC Tspkenol creneHdu M 3a00JIeBaHUS MOYEK TSHKENOM CTENeHH
SBIISIOTCS MMPOTHBOMOKA3aHUSIMHU K TPUMEHEHHUIO MIpernapaTa A3anenpodn).

Criocob nnpuMeHeHus

TabneTku npenapara A3anenposi NPUHUMAOT BHYTPb.

4.3. IlpoTuBONOKa3aHUS

e ['unepuyyBCTBUTEIBHOCTh K KJIO3alMHY WJIH JOOOMY M3 BCIIOMOTaTElIbHBIX BEIIECTB,
IIEPEYUCIIEHHBIM B pazfaene 6.1;

e HeBO3MOXHOCTH  PEryJlsipHOTO TPOBENEHUS KIMHUYECKOIO aHalu3a KpOBU C
oTpeielIeHueM JIeHKOoUTapHOU (hOpMYIIbI;

e Tokcuyeckas WM UAMOCHHKpATHUECKas TPaHYJIOLUTONEHHs/arpaHyIoLUUTO3 B aHAMHE3€e
(32 MCKJIIOYEHHMEM pa3BUTHsI TPaHYJIOLUTOIEHUN/arpaHyJIONUTO3a BCIEJICTBHE paHee
MPUMEHSBILIENHCS XUMHOTEPAInN);

e Hapymenue QyHKIIMM KOCTHOTO MO3Ta;

e Dnwierncusi, pe3uCcTeHTHas K IPOBOJAUMOMN Tepanui;

e  AJKOrOJBHBIM WU APYru€e TOKCHUYECCKHUE IICUXO3bI, JICKAPCTBCHHBLIC HWHTOKCHKAIIUH,
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(NOCNEQCBATENEHOCTE 000%)

KOMAaTO3HbIC COCTOAHUSA,

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

o Komnarc u/unu yraereHue nieHTpanbHoi HepBHOU cucteMbl (LIHC) nmro6oit aTronorum;

e Tskenble 3a001€BaHMs IOYEK WIK cepaUa (HallpUMep, MUOKAPINT);

e AkTHUBHBIE 3a00JIeBaHUS IE€YEHH, COMPOBOXKIAIOLIUECS TOUIHOTOM, aHOpEKCHEW WIu
JKENTYXOi1; mporpeccupyromiye 3a001eBaHus MeYeHH, IEYCHOYHAs HEJJOCTaTOYHOCTb;

e OJHOBpPEMEHHOE TMpPUMEHEHHWE C JPYTUMU  JICKapCTBEHHBIMH  IIperapaTramu,
00Ja1al0MMU  BBIPAKEHHBIM MOTEHIIMAJIOM BBI3BIBATH arpaHyJIOLUTO3, BKIOYAs
HEHPONENTUKH JITUTEITLHOTO BBICBOOOKICHUSI.

e [lapanuTuyeckas KulleyHas HEIPOXOJUMOCTb.

e JlepuuuT nakra3bl, HEIEPEHOCUMOCTD JIAKTO3bI, TIIIOKO30-TAJIAKTO3HASI MAIbaOCOPOIHs.

e Jlerckuii Bo3pact 10 18 et (3pPpeKTUBHOCTH U OE30MACHOCTh HE YCTAHOBJICHBI).

4.4. OcoOble ykazaHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

Ecnu y Bac oono u3z nepeuuciennvix 3a001e6anuu, nepeo npuemMom npenapama 00a3amenbHo
NPOKOHCYIbMUPYIUMECH ¢ 6PAUOM.

[Ipenapat cieayer ¢ OCTOPOKHOCTBIO HMPUMEHSTH Y MAllMeHTOB C BHICOKUM PUCKOM Pa3BUTHUS
HApYIICHUI MO3TOBOTO KPOBOOOpAILICHHS, a TAKKE Y IMOXKWIBIX TMAalWEHTOB C JEMEHIIHEH.
Aepanynoyumos

B cBsa3u ¢ TeM, YTO KJIO3allMH MOXET BBI3BIBATh Pa3BUTHE arpaHysIoOMTO3a, 00sS3aTeNbHBIM
YCIIOBHUEM SIBIISIETCS] COOIIIOJICHUE C1edyIouux mep npedoCcmopotCHOCHU.

OZHOBpPEMEHHO C KJIO3allMHOM HE CIEAYeT NPUMEHSTh JeKapcmeeHuvle npenapamol,
obnadarowue 8bIPANCEHHLIM YeHemaowum oelicmeuem Ha Qynkyuro kocmuo2o mosea. Kpome
TOro, cienyer u30erarb OJHOBPEMEHHOIO TNPUMEHEHHUs AHTUICHUXOTHYECKHUX IPErnaparoB
JUINTENILHOTO ~ AeWcTBUS B (GopMe  Jerno, KOTopble  007aJaloT  MOTEHIHATbHBIM
MUEIOCYIIPECCUBHBIM JIEHCTBHEM W HE MOTYT OBITh OBICTPO BBIBEACHBI M3 OpraHU3Ma IIpU
HE00X0UMOCTH (Hampumep, IpyU BOZHUKHOBEHUHU TPaHYJIOLUTONEHHUH).

VY nmanueHToOB, MMEIOUIMX B aHAMHE3€ nepsuuHoe 3aOonesanue KOCMHO20 MO32d, BO3MOXKHO
IpUMEHEHHE KJI03aIIHA TOJIBKO B TOM Cllydae, KOTr/ia Oxu1aeMbli 3¢ (eKT Teparnuu NpeBoCXOoAUT
PHICK pa3BUTHS HEXeNaTeNbHBIX peakmuid. [lepen HavamoMm Jie4eHUsS KIIO3aTUHOM TaKHM
NanUeHTaM cjelyeT MPOUTH TIIaTeabHoe 00cIeI0BaHIE Y TeMaToJIora.

Ocoboe BHMMaHHE CIEAyeT YAeNATh MalMeHTaM, HMEIOIIMM HH3KO0€ YHCIO JIEUKOIMTOB
BCIIE/ICTBHE 000OpOKAYeCmEEHHOU SMHUYECKOl HetimponeHuy. JledeHnue KI03alMHOM B TaKHX
CIIydasix MOKET OBITh HA4aTO TOCIIE TIOTYYCHHUS COTJIACHS TeMaToJIora.

Xonunonumuueckas akmueHoCcmao
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[Ipenapar Aszanernpos o61amaeT M-XOIHMHOOJIO] :prlomglgll_"gli;a/l%g&%gﬁ%%;(gf' Bhisetbas

no6oyHble 3(P(HEKTh CO CTOPOHBI PA3TUYHBIX OPraHOB W CHUCTEM OpraHu3Ma. TIiaTenbHOe
HaONIOJCHNE [OKAa3aHO MaIlMeHTaM C TUIepIUIasHed  IMpeicTaTelIbHOM  JKelae3bl U
3aKpBITOYTOJILHOM TJIayKOMOW. B03MOXXHO, H3-3a CBOMX aHTHXOJIMHEPIMYECKHX CBOWCTB
KJI03aIIMH MOXET BBI3bIBATh HAPYILICHHE NEPUCTAIBTHKH KUIIEYHNKA, CTETIEHb TSXKECTH KOTOPOH
BapbUpyeT OT 3amopa [0 KWIIEYHOH HEMPOXOAWMOCTH, 3aKyHNOPKH KOIPOJIUTAMH U
NapaTUTUYECKON KUIIEYHOW HEMPOoXouMocTH. ONMCaHbI PeJIKUe CITyYaH JeTaJbHOr0 HCXO0/a.

Oco0ble yKazaHus

Aepanynoyumo3s

[ToreHIIMaTBHO CePbE3HBIMHU MOOOYHBIMU AP (PeKTaMH KI03aMuHa SBJSIOTCS TPAHYJIOLHUTONCHUS
U arpaHyJoIUTO3, Y4aCTOTa BO3HUKHOBEHUS KOTOPbIX cocTaBisieT 3 % u 0,7 % coOTBETCTBEHHO.
ATpaHyIIOIIUTO3 MOXKET IMPEeACTaBIATh yrpo3y nans sku3Hu. llpemapar Aszamenpon MoOXeT
BBI3bIBAaTh PA3BUTHE arpaHyjIoLMTO3a, T.€. CHIKEHHE aOCONIOTHOIO 4YHCIAa HEUTpoduIoB
< 500/mm> (0,5x10%).

[Tocne Toro, Kak orpeeneHne Yucia JSHKOIUTOB U a0COTIOTHOTO YMCIIa HEUTPO(HIIOB IMOIYIHIIO
HIMPOKOE PacCHpOCTpPaHEHUE, YaCTOTa BO3HUKHOBEHHS arpaHyJolUTO3a U YPOBEHb CMEPTHOCTH
Cpeau MAIMEHTOB, Y KOTOPHIX BO3SHHUKAJ arpaHyJIONUTO3, 3aMETHO CHU3WIIKCH. [10 3TOM mpuunHe
MepbI IPEAOCTOPOKHOCTH, TIPUBEICHHBIC HIKE, SBIAIOTCS 00s3aTenbHbIME. Kito3anuH cienyer
OPUMEHATh TOJBKO Yy TAIMEHTOB ¢ MHM30(pEeHHeH WM y NAaIHeHTOB C ICHUXO30M,
ACCOLIMMPOBAHHBIM ¢ Oosie3Hblo [lapkuHCOHA, y KOTOPBIX MOKa3aHO OTCYTCTBUE OTBETa WIIH
HEJOCTAaTOYHBIN OTBET Ha JICYCHUE IPYTUMH aHTUIICUXOTUYECKUMHU MpenapaTamMu, WA Y KOTOPBIX
Ha (QOHE TPUMEHEHUs JAPYrHuX aAHTHIICUXOTHYECKHX MpPENapaToB BO3HUKAIOT —TSDKEIIbIE
AKCTpanupaMuaHble T000YHbIE AP (HEKTHI (B 0COOEHHOCTH MO3AHUE JUCKUHE3NN).

Krnozanun Taxke MOXHO MPUMEHSTHh Y MAIMEHTOB ¢ MH30ppeHuer uin mu3oadHeKTUBHBIM
paccTpoiicTBOM, Y KOTOPBIX, KaK MOXXHO TOjaraTh Ha OCHOBAaHWM HMX aHAMHE3a U TEeKyIleh
KJIMHAYECKOH KAapTHHBI, B TEYCHHE [UINTEIHHOTO BPEMEHH COXPAHSETCS PHCK PEIUINBOB
CYUITUIATTHBHOTO TIOBE/ICHUSI.

Y nanueHToB BceX TMEPEUMCIICHHBIX KaTeropuil mpemapar Asalenpoi MNPUMEHSIOT Tpu
COOJIIOJICHUH CIEYIONINX YCIOBUIL:

e 10 Hayaya JEYCHUS JOHKHBI HaXOJUTHCS B HOPME KaK YHCIIO JICHKOITUTOB (> 3,5%x10%n
[3500/mMMm®]), abcomoTHOe uncno HelTpodmmos > 2000/mm® (2,0x10%m), Tak u ymcno
Ipyrux (POPMEHHBIX JJIEMEHTOB KPOBH;

® y MAaIMEHTOB CIIEAYET PETYISIPHO KOHTPOIHMPOBATH YHCIIO JICHKOIIMTOB M a0CONIOTHOE
gucino HerTpopuioB (AUH) wa Qone neueHus (eKEHENETHHO B TEUYCHHE NEPBBIX

18 Henenb, @ 3aTeM HE pEXE OJHOTO pa3a B MeCsI) W B TeUeHHUEe | Mmecsma mocie
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OKOHYATEJILHON OTMEHBI ITpenapara Aszafienpot. (NOCNEOOBATENBHOCTL 0005

VY manueHToB, Y KOTOPBIX B MPONUIOM Ha ()OHE TPHUMEHEHHUs JIEKapCTBEHHBIX IIPErapaTroB
BO3HHUKAJIM TEeMATOJIOTUYCCKUE HAPYIIICHUSI IPUMEHEHHUE KII03alMiHA TPOTUBOIIOKA3aHO.

Bpauu, npuMenstomnye npenapar, J0/OKHBI B TOJIHON Mepe co0IroAaTh TpeOOBaHMS, KACAIOIIUECs
0€30I1aCHOCTH.

B xo1e ka0l KOHCYNIbTAIllMU MalMEeHTy HEOOXOAUMO HAIOMHHATH O TOM, YTO MPH MOSIBICHUN
KaKuX-Tu00 MPU3HAKOB WH(EKIIMOHHOTO 3a00JIEBaHUS €My CJIEIYyeT HEMEIUICHHO CBSI3aThCS C
aedaniuM BpadyoM. Oco0oe BHUMaHHUE ClieAyeT oOpamaTh Ha TPUIIITIONOJ00HBIC CHMIITOMBI WIIH
JPYTHE CHMIITOMBI MH(PEKIIMOHHBIX 3a00JICBaHUI (HAIPUMED, MOBBIIICHUE TEMIICPATyphl Tela,
C1ab0CTh, 3aTOPMOKEHHOCTh WM OOJb B TOPJIE), YTO MOXKET YKa3blBaTh Ha HEWUTporeHuio. B
MOTOOHBIX CITyYasiX CIeIyeT HEMEJICHHO C/IeNaTh OOl aHaTu3 KPOBH.

Oco0nIe IPpEAO0CTOPOKHOCTHU

I'emamonozuueckue noxkazamenu

[Tockonbky mpenapaT A3aienposl MOXKET BbI3BIBATh arpaHyJONUTO3, HEOOXOAUMO COOII0IATh
CJICAYIOIINE MEPHI TPEJOCTOPOKHOCTH.

OnHOBPEMEHHO C IpenaparoM A3ajenpos He cieayeT MPUMEHSTh JEKapCTBEHHbIE MPenaparsl,
KOTOpbIE CIOCOOHBI 3HAYMTEIbHO YrHETaTh KpoBeTBOpeHHe. Takxke cienyeT wu30erarb
OJTHOBPEMEHHOTO NpPUMEHEHHUs Tpernapara A3ajenposi ¢ Aeno-GpopMaMu aHTHIICHXOTHYECKUX
IpenapaToB, MOCKOJIBKY MOAOOHBIE MTPEnapaThl MOTYT YTHETATh KPOBETBOPEHHE, M B SKCTPEHHON
CUTyalluH (HampuMep, NpU TPaHyJOLUTONEHUH) ObICTPOE BBIBEJIECHUE TaKUX JICKAPCTBEHHBIX
¢dbopM U3 opraHu3Ma HEBO3MOXKHO.

VY nanueHToB ¢ NepBUYHBIME 3200JIeBaHUSIMA KOCTHOTO MO3Ta B aHaMHe3€ TpenapaT A3aenpot
ClIeZlyeT TPUMEHSTh, TOJIBKO €CIH OXHJIaeMmas II0JIb3a TPEBBIIIAeT BO3MOXKHBIA pHCK. Takue
HalMEeHTH! TIepe/l HauauoM JICUEeHHs TOJKHBI ObITh TIATENFHO 00C/IE€I0BaHbl TEMATOIO0IOM.
[lepen mpuMeHeHueM mpenapaTa A3zajenpoi, y MAIUEeHTOB ¢ HU3KUM YHUCIOM JIEHKOIUTOB,
00yCIIOBJIIEHHBIM TOOPOKaue€CTBEHHOM ATHHUUECKON HEUTPOIEHHUEH, ClelyeT MOJyYUuTh COTlache
reMaToJiora.

Monumopune uucna neiikoyumos u A4YH

3a 10 gHei 10 Havyana JIeueHus mpenapaTom A3ajenpod ciaelyeT ONpeleNuTh YUCIIO JEHKOIUTOB
U IpYTuX (OPMEHHBIX AJIEMEHTOB KPOBH, YTOOBI YOEIUTHCS B TOM, UTO IIpernapaT OyayT MoiayyaThb
TOJBKO TIAIMEHTHI ¢ HOPMATEHBIMHE TIOKa3aTenaMu (ducio neiikornuTos > 3,5x10° [3500/Mm’]) u
AYH > 2,0x10° [2OOO/MM3]). B teuenue nepBrix 18 Henenp aedenus yucio jeiikouutoB u AHH
CJIeZlyeT OTIpeNIeNATh KaXK/IyI0 HEJIeIIO, a B X0/1€ TaIbHEHIIIEro JeueHus — He pexe 1 pa3a B Mecsll;
KOHTPOJIMPOBATH 3TH IMapaMEeTPhI CIIEAYET U B TEUCHUE OJHOTO MECSIIA TIOCIIe OKOHYAHUSI OTMEHBI

npenapara Asanenpoy. B xome Kaxaoil KOHCYJIbTAallMM MAlMEHTY, MOJIy4YaronleMy Ipenapar
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A3zanenpoa HeoOXOAMMO HallOMHHATh O TOM, YTO MpHU '@ﬁ'&ﬂﬁ%@mﬁgﬂ lﬁﬁ'}'{%'pngkﬂ, Boiu B

ropyie, JAPYTrUX TPUIIONOJOOHBIX CHUMIOTOMaXx W, B OCOOEHHOCTH, JAPYTrUX CHMIITOMAX
UHQEKIIMOHHOTO 3a00JIeBaHUs, KOTOpPhIE MOTYT YKa3aTh Ha HEHTpPONEHUIO, OH JOJDKEH
HEMEIJIEHHO O0paTUThCA K JedaleMy Bpaudy. B MomoOHBIX ciiydasx cleAyeT HEMEIJIEHHO
OTIpeAeNUTh JICUKOLUTAPHYIO GOPMYITY.

Ilpepvisanue mepanuu 6 césa3u ¢ He2emMamo02uiecKUMU NPULUHAMU

Tem mnammeHTaMm, y KOTOPBIX Tepamusl IpernaparoM A3zajenpoi, MpoAoJDKaBiuascs Ooinee
18 nenenp, OblIa IpepBaHa Ha CPOK Oosee 3 nHel (HO MeHee 4 Hellelb), MOKa3aH eKeHEeeTbHBIN
KOHTPOJIb YHCJIa JIEHKOIMTOB B KPOBH B TEUEHHUE JOMOJIHUTENBHBIX 6 Henenb. Eciu HUKaKuX
HapyIlIEHUH HE BBIABICHO, MOKHO IIEPEHTH HA KOHTPOJb IIOKA3aTElIe KPOBU C MHTEPBAIOM
4 nenenu (HO He pexe). Eciu ke Tepanus npenaparoM Asanenpoi Obuia npepBaHa Ha 4 HeAelu
wi Oonee, B mocienyronye 18 Hexens IedeHUs MOKa3aTelu KPOBU ClEAyeT KOHTPOJIUPOBAThH
€KEeHEIENbHO.

Huskoe uucno neiikoyumos u AYH

Ecnu B nepBble 18 Henenp neueHus npenapaToM A3aienpoil YUCo JIEHKOLUTOB YMEHBIIAETCS 10
3,0-3,5x10%n (3000-3500/MM3) u/umn AYH ymenbmaetcst 1o 1,5-2,0x10%n (1500-2OOO/MM3),
o0t aHanu3 KpoBH TpeOyeTcs MPOBOJIUTH, MO KpaiiHed Mmepe, 2 pa3za B Hememto. To ke
TpeOOBaHUE JIEHCTBYET U B TOM Ciyd4ae, €ciM mnocie 18 Hexenp JeyeHUs YMCiIO JEHKOLMTOB
ymeHpmaercs 1o 2,5-3,0x10%n (2500- 3000/mm®) w/umn AUH ymensmraetcs o 1,0-1,5x10%n
(1000-1500/mm°).

[Ipy 3HAUUTENHHOM YMEHBIICHHH YHCIA JIEHKOIMTOB OTHOCHUTENBHO HMCXOJHOTO 3HAYCHUS,
HEOOXOJMMO TOBTOPHO OTNPEACTUTh YHCIO JIEHKOIMTOB W JICUKOIUTAPHYIO (OpPMYITY.
«3HAYUTETHHOE)» CHIDKEHHE OMPEIEIISIOT, KaK €IMHOBPEMEHHOE YMEHBIIICHUE YHCIIa JICHKOIIMTOB
Ha 3,0x10%m (3000/Mm3) umu Gonee, 60 Kak cymMmapHoe ymensmenne Ha 3,0x10%m1 (3000/mm®)
i 6onee B TeUeHHE 3-HeleNbHOTO NepHoa.

Ilpenapam Azanenpon ciredyem HemeOleHHO OMMeHUmb, €CIU B TepBbie 18 Hemenb JedeHHs
9pCIo0 JeHKOMTOB yMeHbmaercs 1o < 3,0x10%m (3000/mm®) wmm AHY ymenbImaercs 10
< 1,5%10%x1 (1500/mm®), nmubo ecmu B TIepHox Moce 18 Hemenb JTedeHHs YMCIO JIEHKOHUTOB
yMeHbIaetcs 10 < 2,5x10%m (2500/mm°®) mmn AHY ymenbimaercst 10 < 1,0x10%m (1000/mm®).
BriocnencTBuM 4HCIO JEHKONUTOB M YHCIO JPYTUX (HOPMEHHBIX 3JIEMEHTOB KPOBU CIEIyeT
OTIPENeNATh €XKEIHEBHO, a MAIMeHTOB CIEAYET NMPUCTAILHO HAOMIONATh HA TPEAMET Pa3BUTHS
TPUMIIONOJO00HBIX CUMOTOMOB WJIH JPYTMX CHUMITOMOB, YKa3bIBAIOIIMX Ha WHOEKIIHMOHHOE
3aboneBanue. [Tocae oTMeHbl npenapaTta A3aenpoii KOHTPOJIUPOBATh MOKA3aTENN KPOBH CIIEAYeT

A0 TE€X MOpP, IMIOKa OHHU HE BO3BPATATCA K HOPMCE.
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Ecnu, HecMoTpsi Ha OTMEHY mnpenapara A3aigrpod, ' %bjﬂglﬂ'gﬁhﬁgg%f;ﬂﬂ_ﬂolc Doxe

2,0x10%x1 (2000/mm®) w/umm AUH ymensimmnocs Hike 1,0x10%1 (1000/mMm3), nedenue 3Toro
COCTOSIHUS CJIEyET IPOBOAUTD 10JI PYKOBOJCTBOM OIIBITHOI'O FE€MaToJIora.

[To BO3MOXKHOCTH, TMallM€HTa CIEAYeT HANpaBUTh B CIECIMAIU3UPOBAHHOE I'e€MaTOJIOTHYECKOe
OT/IeJICHHE, TJIE BO3MOXXHO pa3MEIIeHHE €ro B OTACIbHOM Ookce u mpumenenne ['M-KCD
(rpanynouuTapHO-MaKpodaraibHblii  KOJMOHHECTHMYyIupytomuid  ¢akrop) wm [-KCD
(rpaHyIOLUMTApHBIA KOJOHHECTUMYIUpYylommii  (akrop). Kononumectumynupyromuii  ¢pakrop
PEKOMEH/IyeTcsl OTMEHHTB T1ocie Toro, kak AUH BHOBB yBemmunTes 10 ypoBHs Bbimre 1,0x10%/m
(1000/mm3).

B cmywae pa3BuTHs < HMH(PEKIMOHHOTO 3a00JE€BaHUS  CJEeIyeT HEMEMICHHO HavaTh
AHTUOMOTHKOTEPAINHIO B CBA3U C BO3MOKHOCTHIO PA3BUTHSI CENITUUECKOTO II0KA.

VY mnanMeHToB, KOTOpPHIM MpemapaTr Aszaienpoi OblI OTMEHEH O NpPUYMHE HHU3KOro YHcia
JEHUKOIMTOB (CM. BBINIE), HE PEKOMEHIOBAHO IOBTOPHOE IMpUMEHEeHHe mpenapata. s
MOATBEPK/ICHNUS 3HAYEHUW TEeMAaTOJOTMYECKUX IIOKa3aTeleil aHaau3 KPOBU PEKOMEH]IYETCS
IPOBOAMTH JiBa JAHSI HOApPSI, OAHAKO Ipenapar Asaienpoil cieayeT OTMEHHUTb YXe Iocie
MOJTyYEHUs Pe3yIbTaTOB MIEPBOTO aHAIM3A.

B cnydae pazButus 503uHOPUINN OTMEHSTH IpenapaTr A3anenpos peKOMEHyeTCs, €CIH YUCIIO
y03uHOGHIOB TIpeBbmaet 3,0x10%1 (3000/MM), a BO30GHOBIATH JTeUeH e MOKHO TOIBKO MOCIE
YMEHBIIEHHS YKCIa 203UMHO(GHUIOB 10 ypoBHs Huske 1,0x10%1 (1000/mm3).

B cnyuyae pa3BuTus TpOMOOLMTONEHUH Mpenapar A3alielpoi PeKOMEHJO0BAaHO OTMEHHTb, €CIIU
YHCII0 TPOMOOIUTOB YMEHBIIHIOCH 10 < 50x10%1 (50000/Mm°).

pyaue mepol npedocmoposircrocmu

Kapouomoxcuunocmo

VY manueHToB ¢ 3a00JIeBaHUEM cep/lla Mpemnapar cleAyeT MPUMEHITh B HU3KOW HadaabHOU J103€
(B mepBbIit el — 12,5 Mr B ouH nipueM). J{o3y cieayeT yBeIn4nBaTh MEJICHHO U MOCTETIEHHO.
Jnst TOYHOCTH JO3MPOBAHMS CIIEAYET MCIOJIB30BaTh TAOJNETKH Kio3amuHa 25 MI C PHUCKOM.
[TaruenTam ¢ 3a6oneBanussMu CCC TsKenoi cTenenu npenapaT NpoTUBONoOKa3aH. [lanneHToB ¢
3a00JIeBaHUSMH Cep/Ila, B aHAMHE3€ WM, y KOTOPBIX MpH (U3HKAILHOM 00CIeI0BaHUN
BBISIBJICHB HAPYIIIEHUS CO CTOPOHBI CepAlla, CleAyeT HampaBisTh K CICHUATHCTY IS
MPOXOXKJICHHS JallbHEeWIero oO0cienoBanus, KoTopoe AokHO Bkmouarh OKI. VYV Takmx
MAIMEHTOB Mpenapar Asalenpoi cieqyeT NPUMEHSITh TOJbKO B TOM Ciyd4ae, €Clu OKuaaemasi
MOJIb3a TPEBBINAET BO3MOXKHBIM pucK. Jlewamuid Bpad [ODKEH pPAacCMOTPETh BOMPOC O
nposeneHnu DKI' nepen Hagamom nedeHus.

Ha ¢one npumenenus npemnapara A3aienpoia MOKET BOSHUKHYTh OPTOCTATUYECKAsI THTIOTCH3US

¢ ooMopokom uu 6e3 Hero. B peakux cimydasx (mpumepHo y ognoro nanuenta u3 3000) komtarnc
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MOKET OBITh TSKEIBIM M COINPOBOKAATHECH O TaHOBKOH '%bo%ﬁg%'ﬁ/ﬂhg HBIXAHMI ¢

BO3MOXKHBIM JIETATbHBIM UCXOJ0M. BepOsITHOCTh TIOJIOOHBIX SBIICHUN yBETUYHBACTCS HA dTaIe
HAYaIbHOTO 1MOI00pa 103kl (B OCOOCHHOCTH B CIydae OBICTPOrO YBEIHUEHHS JI036]); OUEHb PEIKO
OHM BO3HUKaJIM Ja)Ke IOCJe MEepBOro MpuUMeHeHus mnpernapara. [1ogo0HbIe OCIOXKHEHUS, TO-
BUIUMOMY, 4Yalle BO3HHKalOT Ha (OHE TMpPUMEHEHHs Mpenapara OJHOBPEMEHHO C
OeH30/IMa3eNMHaMU WK JPYTUMHU TICUXOTPOMHBIMU CpEACTBaMU. B CBSI3W ¢ 3THUM B Hauaje
JeUeHHUsT TpenapaToM A3ajenpoil HeoO0XOAMMO OOECIeUYHBATh TINATEIBHOE MEAULUHCKOE
Ha0JII0/IeHNE TAllUeHTA.

Muoxapoum u kapouomuonamusi

B nepBeie aBa Mecsia Je4eHHS B PEIKHX CIIydasX MOXKET BO3HUKATh TaxXUKapJus IMOKOS,
COINIPOBOXKAAIOIIASACS aPUTMHUEHN, OJBIIIKOW WJIM CUMIITOMAMHU CEPACYHON HEAOCTATOYHOCTH; B
OUEHb PEIKUX CIIy4asX Ha3BaHHBIC SBJICHHMS MOTYT BO3HUKATh M Ha OoJiee MO3JHUX 3Tarax
nedenus. Ecnu mogo0HbIe CUMOTOMBI BO3HHMKAIOT (B OCOOCHHOCTH B MEpPUOJ MOAOOpa J03bI),
clenyeT, KaKk MOYKHO PaHbIIIe TPOBECTH AUATHOCTUYECKUE MEPOIIPUSATHUS C TEM, YTOOBI HCKITIOUYUTh
MUOKapauT. CUMIITOMBI MHUOKAapJWTa, BBI3BAHHOI'O KJIO3alIMHOM, TaK K€ MOTYT HAalOMHHATh
CUMIOTOMBI HHpapKTa MHOKapAa uiu rpunmna. Taxke oTMeuannch ciiydau nHpapKkTa MuoKap/a ¢
JeTanbHbIM ucxofoM. OIHAKO U3-3a TSHKEIOro 3a00JeBaHUs Ceplla, UMEBIIETocs y MAllMeHTOB
elie /10 HavaJia JICYCHHs], OLICHUTh MPUYMHHO-CIICICTBEHHYIO CBSI3b C MPUMEHEHHEM IperapaTa
MPEACTABIUIOCH 3aTPYAHUTEIBHBIM.

[Ipy nopo3peHuM Ha MHMOKapJWT WIM KapJAUOMHUONATUIO Ipenapar Asalienposl cileayer
HEMEIJIEHHO OTMEHUTh, a TalMeHTa O0e3 MpPOMEeUIeHHs HampaBUTh K Kapauoiory. B
MOCTPETUCTPALIMOHHOM TIE€pUOJI€ MMOJIyYE€Hbl COOOILIEHUS O cllyyasx MHOKapauTa, B T.4. C
JIETATBHBIMHA UCXOaMH.

Takue ke MpU3HAKU U CUMITOMBI MOTYT BO3HUKATh M Ha 0oJiee MO3HUX CTATUSIX JICUCHUS, U B
OUEHb PEAKUX CIIydasx MOTYT OBITh CBsI3aHBI C KapAuoMuomnatueid. B momoOHBIX ciyuasx
MOKa3aHO JanbHeliee obOcineaoBanue. llpu TNOATBEp)KIECHUM [UArHo3a KapAHOMHOIATUU
npenapar A3ajenpo 10JKeH ObITh OTMEHEH.

VY nauueHToB, y KOTOPbIX BO3HUKIIM MUOKAPAUT UM KApAUOMHOIIATHS, BBI3BAHHBIE KIO3aIIMHOM,
MOBTOPHOE MPUMEHEHHUE €r0 HE PEKOMEHAYETCH.

B psanme cmydaeB omHOBpeMEHHO ¢ MwuokapautoM (mpumepHo B 14 % ciydaeB) u
MePUKAPIUTOM/TIEPUKAPAUATIBHBIM BBIIIOTOM OTMEYaJIach J03WHOMWIINS; OJHAKO SIBJISETCS TN
DO3MHO(UIUS HAACKHBIM TPETUKTOPOM  KapAWTa, HEU3BECTHO. BO3MOXHO pa3BUTHE
HEJOCTATOYHOCTH MUTPAJIBHOTO KJallaHa Yy MalMeHTOB, Yy KOTOPBIX JIMarHOCTHPOBAHA
KapauomuonaTus Ha ¢GoHe JedeHus npenapatoM. [lomydeHbl coOOmEeHust 0 Ciaydasx pa3BUTHS

HEAOCTAaTOYHOCTH MUTPAJIBHOI'O KiallaHa Yy ITalUuCHTOB C KapJIHOMHOHaTI/IefI, CBSI3aHHOM C
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Tepanuei Kiao3anuHoM. B yka3zaHHBIX ciydasx| npu zm&ﬂ'ﬁé})ﬁgﬁlg T{ligﬂllblfjﬁ;'(b&ﬁ' grMedena

perypruTanus ci1adoi WK CpeHen CTereHH .

VY manuentoB ¢ 6ose3Hpio [lapkuHCOHA B MEpBBIE HENENM JICYCHHUS CIEAyeT KOHTPOIMPOBATH
apTepHaJIbHOE JIaBICHUE B IOJIOKCHUM CTOSI U JIEKA.

Yonunenue unmepsana QT

Kak u ppyrue aHTUIICHXOTHYECKHE IIpenaparbl, mpenapar As3ajlenpoil pEeKOMEHIYeTcsl C
OCTOPOKHOCTBIO MMPUMEHSTH Y AIIUEHTOB, Y KOTOPBIX TUAarHoCTHpoBaHo 3aboneBanne CCC umm
yuHenue uarepBana QT B cemeliHoM anamHese. Kak u gpyrue aHTUIICUXOTHYECKHE ITPEnaparsl,
npernapar  Asalenpon  peKOMEHAYETCS €  OCTOPOKHOCTBIO IPUMEHSATH OJHOBPEMEHHO C
JIEKapCTBEHHBIMH IperapaTaMu, CIOCOOHBIMHU YJIMHATH nHTepBai QTC.

LlepebposackynsapHuie s61eHUs

Ha ¢one npuMeHeHHsI HEKOTOPBIX ATUIMYHBIX AaHTUIICUXOTHKOB Y NAIIUEHTOB C IEMEHIIUEN PUCK
HE)KENIaTeNIbHBIX 11epeOpPOBACKY/SPHBIX SBICHUN YBEIMYMBAJICS HPUOIM3UTENBHO B 3 pasa.
[TpuunHa, Mo KOTOPOM PUCK MTOTOOHBIX SBJICHUH yBEINUMBACTCS, HE yCTaHOBJEHA. [ [0BBIIIIEHHBIN
PUCK pa3BUTHUSl NMOJOOHBIX SIBJICHUI HENb3sl UCKIIOUUTh U JJIS APYTUX AHTUIICUXOTUYECKHUX
IIPEnapaToB WK Vsl APYTUX KaTEropuil mauueHToB. B aTol cBsA3M npenapaTt A3anenpod cieayer
C OCTOPOXXHOCTBIO NPHUMEHATh y NAllMEHTOB, Y KOTOPBIX MMEIOTCS (PAKTOPHI pUCKa pa3BUTHUS
WHCYJIBTA.

Onunencus

[Tpenapat A3anenpoa MOXET CHIXKaTh CYAOPOXKHBIM mopor. Ilockonbky Ha GoHE MpUMEHEHUs
npenapata Asajlenpos OTMEUYAINCh DSIUJIENTHYECKHE CYIOPOTH, 4acToTa U BBIPAXEHHOCThb
KOTOPBIX 3aBHCEIIN OT JI03bI IIpenapara, NallueHTOB C JIUICTICUEN B aHAMHE3€ BO BpEMsI JICUEHUS
npernapaToM Aszanenpos ciaeayeT MpUCTalbHO HalOmojaTh. B mogoOHBIX ciiydasx cliefayer
YMEHBIINTH J03Y Mpenapara 1 Npu HeoOX0AUMOCTH HauaTh MPOTUBOCYIOPOKHYIO TEPAIUIO.

VY nanueHToB ¢ CyJOpPOKHBIMM NIPUCTYNIAaMHU B aHAMHE3€ /1032 IIperapara B IEPBbIA JEHb T0JDKHA
coctaBiATh 12,5 mr 1 pa3 B CyTkH; JajibHENIIee yBEINUEHHUE JJ03bI CIIEYET POBOIUTH MEJITIEHHO
U riocteneHHo. JlJis TOUHOCTH 03UPOBaHMS CIEAYEeT UCIOIb30BaTh TA0IETKH Ki103amuHa 25 Mr ¢
PHUCKOM.

Jluxopaoka

Ha ¢one nmpuema mpemapata A3zajenpoi TeMIleparypa Tejla y MalMeHTOB MOXKET BPEMEHHO
noBsimathest 10 38 °C u Bhiie (¢ HauOoJbIIEH BEpOSTHOCTHIO B TIepBbIe 3 Henenu jgeueHus ). Kak
npaBUiIo, MojoOHas JMXOpajaKa sBJIseTcs NoOpokadecTBEHHOH. B psnge ciaydaeB oHa MOXET
COIPOBOXAATHCS YBEIWYCHUEM WM YMEHBIIEHUEM 4Kcla JIeMKouuToB. IlanuentoB c¢
JMXOPAJKOM CeyeT TIIaTeIbHbIM 00pa3oM 00CIe0BAaTh C IENIbI0 UCKITIOYEHHSI MH(PEKIIHOHHOTO

3a00J1€BaHUs WM arpaHyjaouuTo3a. B ciyuae BBICOKOW JMXOpPaAKH CIEAyeT NPHUHATH BO
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BHUMaHUE BO3MOXHOCTh 3JIOKAYECTBEHHOTO Heﬁponéﬂ%;ima%ﬂ;gﬁ}%ﬁg ':(EHé;:.':' Eem

muarHoctupoBad 3HC, crienyer HeMeNIeHHO OTMEHUThH IIpemnapar As3zajenpos M Hadarh
HE00XOIUMbIE TEPAIIEBTUYECKUE MEPOIIPUSATHSI.

[Tpenapat A3zanenposa MOXET OKa3blBaTh CEaTUBHOE JEMCTBUE U BHI3bIBATH YBEIMYEHUE MACCh
TeJa, TEM CaMbIM YBEJIMYMBAs PUCK TPOMOOAMOOJIMU; IO ATOM NpHUYMHE cleqyeT u30erarb
MMMOOUIIN3aL1H.

Ilaoenus

[IpenapaT MOXeT BBbI3bIBATh BO3HUKHOBEHUE CYyJIOpPOT, COMHOJICHI[MM, IOCTYPaJbHON
TUIIOTEH3UH, CEHCOPHOM U JIBUraTeIbHON HECTaOMIIBHOCTH, YTO MOKET IMPUBOAMUTH K MaJCHUIM
M, Kak CJeACTBUE, IepeloMaM WiIM JpyruMm TpaBMaM. llepen HauanoM Tepanuu
AQHTUIICUXOTHYECKUMH TIpernaparaMd y MAIUeHTOB C COMYTCTBYIOLUIUMH 3a00JIeBaHUSIMH,
COCTOSIHUSIMH, WJIY TOJIYYAIOIIMX OJHOBPEMEHHYIO MEIUKAMEHTO3HYIO TEPAIHI0, KOTOPbIe MOT'YT
ycyryOmsaTh BblllleyKazaHHbIE 3()(EKThI, cieayeT OLUEHUTh pUcK najaeHuil. CienyeT MOBTOPHO
OLICHMBAaTh  JaHHBIH PpUCK y  MALUEHTOB, IMOJYYAIOLIUX JUIUTEIbHYIO  TEpPaIUIO
AHTUIICUXOTHUYECKUMH IIperapaTamH.

Anmuxonunepeuuecxkue 3¢hghexmoi

[Ipenapatr A3zanenpon 00jajaeT aHTHXOJMHEPTMYECKOHM  AaKTUBHOCTBIO, UYTO  MOXET
oOycnaBinuBaTh MOOOYHbIE JEHUCTBUSA CO CTOPOHBI PA3JIMYHBIX OPraHOB U CHUCTEM OpraHHU3Ma,
[03TOMY Yy HAIMEHTOB C YBEJIMYEHHUEM IPOCTAThl M 3aKPHITOYTOJbHOM TJIayKOMOM KJO3amuH
cileflyeT MNPUMEHATh MOJ NPUCTAIbHBIM HaOmojgeHueM. Bo3MoxHO, u3-3a  CBOEro
AQHTUXOJIMHEPTUYECKOT0 JIEHCTBUSA KJIO3allMH MOJKET BBI3bIBaTh HAPYIIECHUS MNEPUCTAIbTUKU
KHILIEYHHUKA, CTENEHb BBIPAXKEHHOCTH KOTOPBIX BapbHpPyeT OT 3amopa J0 KaJoBOTo 3aBala,
KHILIEYHON HEPOXOJUMOCTH, ITape3a KUIIeUHNKA, METraKoJIoHa U MH(apKTa/UIIEMUH KUIIIEUHUKA.
B peaxux cinyyasx mnofoOHbIE SIBICHHUS NPUBOIMWIM K JIeTabHOMY Hcxonay. llanueHTos,
NOJIYYaoLUX Mpenapar A3ajienpod, clieayeT TIAaTeIbHO Ha0Ir01aTh Ha TpeIMET BOSHUKHOBEHUS
3aropoB U MpU HEOOXOAMMOCTH CBOEBPEMEHHO Ha3HAUaTh KOPPEKTHUPYIOLIYIO TEPAIUIO C LIETbIO
MPEIOTBPALIECHUS OCIIOAKHEHHUIA.

C oco0oii OCTOPOKHOCTBIO Tpemnapar cleAyeT NPUMEHSTh Yy MAaIMeHTOB C 3a00JeBaHUSAMHU
TOJICTON KMILIKU MJIM ONEepPaTHBHBIMU BMEIIATENbCTBAMU Ha OpraHax HIMKHEro 3Taka OproIIHON
MOJIOCTU B aHaAMHE3€, KOTOpbIe OJHOBPEMEHHO MOJYy4aroT MpernapaTsl, CIOCOOHBIE BBI3BIBATH
3armop (B OCOOEHHOCTH Tpenaparbl € aHTHXOJMHEPrUYeCKOW aKTUBHOCTHIO, HaIpHUMeEp,
pa3jMyYHbIE AHTUIICUXOTUYECKHE IpEenaparbl, aHTUACTPECCAHThl, AHTUIIAPKUHCOHUYECKUE
npenapaTbl U OMUOM[BI), MOCKOJBKY MOCIEIHUE MOTYT YCYryOMTh CHUTyaluio. 3amop KpaiiHe

BA)XXHO pacCrio3HaBaTbh U aKTHUBHO JICYHTD. HpI/I Ha3sHAa4YCHHUH Asanenpona ManucHTaM C 3armopamMu
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WIM HEMpPOXOAUMOCTbIO KHILIEYHHKA B aHaNIHE3e cﬂéﬁj'yéﬂ%éﬁaﬁ 'E,ﬂgﬁgﬁ]ﬁéﬂﬁ%ééme

ciiabuTeNnbHOE JICUCHHE.

Ocobast 0CTOPOKHOCTh TpeOyeTcsi MpPU PACCMOTPEHUH BOMPOCA O MPUMEHEHHH Ipernapara
A3zanenposa ogHOBpEeMEHHO ¢ OeH30aua3enuHamMu (WM ¢ JPyTMMHU IpernapaTaMy LeHTPaIbHOTO
JIEHCTBHS).

Memabonuueckue Hapyuienus

Ha ¢one nmpuMeHeHUs aTHIMUYHBIX aHTUIICUXOTHYECKHUX IMPEnaparoB, B TOM YHCIE Mpernapara
A3zanenpoi, OoTMeyaluch MeTaboNMuYecKue HapylIeHUs, KOTOpbleé MOTYT YBEJIUYHBATh PHUCK
pa3BuTHs ociokHeHUi co ctopoHsl CCC u HapyleHni MO3roBoro KpoBoooOpamenus. K auciy
TaKUX META0OJUYECKUX HAPYIIEHUH MOTYT OTHOCHUTBLCS TUTIEPTIIMKEMHUS, JUCIUTIONMPOTCHHEMUS
U YBEJIIMYEHHUE MACChl Tela. XOTsS HEKOTOphIe METa0OINYECKUE HAPYIIICHUS MOTYT BO3SHHKATh Ha
¢dboHe mpUMEHEHHUs JIOObIX ATHIMYHBIX AHTUIICUXOTHYECKHX MpEnaparoB, KaKIblid Mpernapar
3TOTO KJIacca XapaKTEepHU3yeTCsi CBOMM COOCTBEHHBIM CIIEKTPOM MOOOYHBIX 2P (HEKTOB.
T'unepanuxkemus

Coo0maioch 0 ciiydasx caxapHOTO JuadeTa W TSHKEIOW THIEeprIIMKeMHuH (MHOT/IA BEAyHIeH K
KETOAaIlN103y WIH THIIEPOCMOJISIPHON KOMeE), KOTOopash BO3HMKIJIA Jaxe Ha (OHE MpUMEHEHHS
KJI03allHa y MalMeHTOB Oe3 TUIEePIIMKeMUHd B aHaMmHe3e. [[pUYMHHO-CIENCTBEHHOW CBSI3U
MEXIy STUMU SBJICHHUSIMH U TIPUMEHEHHEM Tpernapara A3aienpoll yCTaHOBJICHO HE ObLIO, XOTS
mocjie OTMEHBI Tpermapata y OOJNBIIMHCTBA ITAllMCHTOB KOHIICHTPAIUS TIJIFOKO3bI B KPOBU
BO3Bpaliagach K HopMe. B HeOONbIIOM YuCle CcIyyaeB OTMEYAlach IMOJIOXKHUTENbHAs CBA3b C
MOBTOPHBIM MPUMEHEHHEM TIpernapara. BnusHue npenapara A3zaienpoi Ha MeTa0OIU3M TITFOKO3bI
y TIAIMEHTOB C YXK€ MUMEBIIUMCSI CaxapHbIM JHA0ETOM HE M3ydaiu. Y MaIMEHTOB C CaxapHBIM
JMabeToM, KOTOPhIE HAYMHAIOT MPUMEHSATh aTUITUYHBIC AHTUTICUXOTUYECKHE TTPenapaThl, CIeAyeT
PETyISAPHO OIPENeATh KOHIIEHTPAIIMIO TTIOKO3bI B CHIBOPOTKE KPOBU. Y MAIMEHTOB ¢ haKTOpaMu
pHucKa caxapHoro auabera (B YaCTHOCTH, ¢ M30BITOYHONH Maccod Tella U CaxapHbIM JAUA0ETOM B
CeMEHHOM aHaMHe3€), KOTOpble HAYMHAIOT TPUMEHSATHh ATUIIWYHBIE AHTUIICUXOTHYECKUE
nmpenaparbl, 10 Hayaja JICUCHUS W TEPUOAMYECKH B XOJI€ JICUEHUS CIEAYeT OMpeesTh
KOHIIGHTPALlMIO TJIFOKO3bl KPOBU Haromak. EciM y ManueHToB, NPUMEHSIOMMX Ipenapar
A3anenpos, BO3HUKAET THIEPIIUKEMHUs C TaKUMH CHMIITOMAaMH, KaK TMOJUIUTICHS, MONUYpUs,
nomudaruss Wik ci1abocTh, CJIEAYeT PacCMOTPETh BO3MOXHOCTh PAa3BUTHUSI HaPYIICHUS
TOJICPAHTHOCTH K TJIFOKO3€. Y TIAlIUEHTOB, y KOTOPHIX Ha (hOHE TPUMEHEHUS ATHUITHYHBIX
AQHTUIICUXOTHYECKHUX MPENapaToB BO3HUKAIOT CUMITOMBI TUIEPTIUKEMHH, CIEAYET ONPEAETUTh
KOHIIGHTPALIMIO TJIOKO3bl HATOMIaK. B HEKOTOPBIX CilydasX MOCJI€ OTMEHbl aTUIWYHBIX
AHTUTICUXOTHYECKUX TMpEnapaToB KOHIICHTPAIMs TJIIOKO3BI MPUXOJWIa B HOPMY; B JPYTHUX

CITy4asix TUTIEPTIIMKEMUs TpeOoBasa JalbHEHIIIETo JICUESHHUsI, HECMOTPS Ha OTMEHY TMpenapaToB. Y
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paccMoTpeTh Bompoc 00 OTMEHE Ipernapara A3anenpoul.

Lucnunonpomeunemus

VY manueHToB, MPUMEHSIIOIINX aTUIIMYHbIC AHTUIICUXOTUYECKUE MpenapaThl, BKIOYas rpenapar
A3arnenpos, oTMe4alluch HapylLIeHHs MoKa3zaTenel JunuaHoro oomena. Ilokazatenu mTunuaHoro
oOMeHa y TakuX NAalMEHTOB PEKOMEHAYETCS KOHTPOJIUPOBATh (B Hayaje U PErysipHO B XOJ€
JICYCHUS).

Yeenuuenue maccor mena

VY nmanueHToB, IPUHUMAIOIIUX aTUIMYHbIE aHTUIICUXOTUYECKUE MpenapaThl, BKIOYas mpernapar
A3zanenpos, oTMEYaJIoCh YBeIMUEHUE Macchl Tena. CieayeT peryisipHO KOHTPOJIMPOBaTh Maccy
TCJIa Y TAKUX NAIUCHTOB.

Oco0nIe T'pYIIIBI IMAIIMCHTOB

Tlayuenmsi ¢ Hapywenuem gyukyuu nevexu

[IpyMeHeHrEe aTUNUYHBIX AHTUIICMXOTHMYECKHMX IpernapaToB, B T.4. Ipemnapara A3zajenpos y
MAIMEHTOB ¢ 3a00JIEBaHMSIMH TIEUEHH BO3MOXKHO TIPU PETYIISIPHOM KOHTpOJIE (PYHKIUHU TEYCHH.
Ecnu Bo Bpems jiedeHus mpenapaToM A3alenposi pa3BUBAKOTCS CUMITOMBI, KOTOPbIE MOTYT
YKa3bIBaTh HA HapylleHue PYHKINUU MMeYeHH (TaKhe Kak TOIIHOTa, pBOTA WIIM MOTEps almeTuTa),
ClieZlyeT HEMEIUICHHO OIpENeIHuTh IOKa3aTrend (QYHKIUU Ie4eHH. B ciydae KIMHUYECKH
3HQYMMOI'0 YBEJIMYEHUS OTUX II0KA3aTelIed WIA MOSBICHUS CHMIITOMOB JKEITYXH JIEUYEHUE
mpernapaToM Aszanenpon cieayeT MNpeKpaTuTh. Bo300HOBUTH Jie4eHHE MOKHO TOJBKO IpPU
YCIOBUM HOpPMAJIM3alMU ToOKa3arened (yHKIMM MedeHdu. B momoOHBIX ciiyyasiX MalueHTOB
clelyeT MPUCTAJIbHO HAa0JI01aTh.

llayuenmul ¢ napywenuem ynKyuu novex

VY manueHToB ¢ HapyIIEHUSIMH (DYHKIIMM MOYEK JIETKOW M CpeTHEH CTEeNeHU TSKECTH Mpernapar
clenyeT MPUMEHATh B HU3KOM HayalbHOU N103€ (B MEpBbIN JeHb — 12,5 Mr B ouH npuem). s
TOYHOCTH JIO3UPOBAHUS CJIEYET UCIIOIb30BaTh TAOJETKHU KJIO3alMMHA 25 MI' C PUCKOM.

Tooicunvie nayuenmol (603pacm cmapuie 60 nem)

VY manueHToB JaHHOW BO3PACTHOM IPYMIbI JIeYeHUE PEKOMEHIYEeTCs HauMHaTh ¢ Oosee HU3KOU
JTO3BI.

Ha ¢one mpumenenus npenaparta A3ajlenpoi MOXKET BOZHHKATh OPTOCTaTUYECKasi TUIIOTEH3US.
Takxke oTMeuanuch peIKHE Cilydad TaxXMKapAuh, KOTOpas MOXET HE Hcue3aTb B TEUCHHE
JUINTENILHOTO BpeMeHHU. JlaHHas KaTeropus naiuueHToB, B 0COOEHHOCTH, MAlIUEHTHI C HApyILICHHEM
¢yskun CCC, MOryT OBITH TOJIBEPKEHBI ATUM 3¢ (deKkTaM B OOJIbILICH CTENEHH, YeM MaliEHTHI

6osee mozoaoro Bo3pacra. KpoMe Toro, HeKOTOpble MallMEeHThI B Bo3pacte > 60 j1ieT MoryT ObITh
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3aJIepKKE MOUYCUCITYCKaHUS | 3a10py).

Ilcuxos/nosedenueckue paccmpoicmea y NOJNCULLIX nayueHmos (sospacm cmapuie 60 nem) c
Oemenyueri KiiozanmnH He MOKa3aH MJis JICUYEHHUS IICUX03a/TICUXOTHYECKUX PACCTPOMCTB Yy
nanueHToB crapiie 60 et ¢ neMeHnuen, Tak kak 3 GeKTUBHOCTh U 0€30MaCHOCTh MPUMEHEHUS
KJIO3aliHA Y MAIMeHTOB JaHHOW KaTeTOPHH HE JI0OKa3aHbl.

Ha ¢one npumeHeHHs aTUNMYHBIX AHTHIICUXOTHYECKHX IPEMapaToB y MalMEHTOB B BO3pPACTe
> 60 neT ¢ MCUXO030M/MIM TMOBEIECHYECKHUMH PAcCTpOiicTBaMH, OOYCIOBICHHBIMU IEMEHIIMEH,
YBEJIMYUBAJICS PUCK CMEPTU. AHAJIN3 JAaHHBIX MOKa3all, YTO y MallMEeHTOB 3TOM KaTeropuu pUCK
cMepTH Ha (OHE NMPUMEHEHHUs yKa3aHHbIX cpeacTB Obutl B 1,6-1,7 pa3 Bhime, yeM Ha (oHe
npuMeHenus iane6o. K QaxrtopaM, yBelIWYMBAIOIIUM PHCK HACTYIUIEHUS CMEpTH Ha (oHE
NPUMEHEHUS AaHTUIICUXOTUYECKUX TpernaparoB, OTHocATcs: cenanusi, 3aboneBanue CCC
(Hampumep, apuTMHs, BHE3alHasl cepAeyHas CMEepThb) WM 3abojeBaHHe JIErKuX (Hampumep,
THEBMOHUS C aciuparnuen mim 0e3 Hee).

Puxowemnvle cumnmomuvl/cumnmomsbt ommeHvl

[Ipy HEoOXOAMMOCTH pe3KOW OTMEHbI mpernapara Aszanenpon (Hampumep, N0 MPUYHMHE
JICKOTIEHNH ) TAI[UEHTA CIeIyeT TIATEIbHO 00CIeI0BaTh Ha MPEAMET BO3BpaTa MCUXOTHUYECKHUX
CUMIITOMOB M PHKOMICTHBIX XOJHWHEPTHYECKUX CHMIITOMOB, B YAaCTHOCTH IIOBBIIICHHOTO
MOTOOT/ICJICHHUS, TOJIOBHOM OOJIH, TOITHOTHI, PBOTHI U JUAPEH.

BcnomorarenbHbIe BEIIECTBA

HenepeHocuMocmb JIAKmMOo3bl
[TanpeHTaM € peako BCTPEYAOUICHCS HACIEACTBEHHOM HENEPEHOCHMOCTBIO TaJIaKTO3BlI,
Jne(UIIUTOM JIaKTa3bl WIK TIIOKO30-TaJJaKTO3HOM ManbaOcopOIueil He cieayeT NpUuHUMATh 3TOT

npemnapar.

4.5. B3aumojeiicTBue ¢ JAPYrUMH JIEKAPDCTBEHHBIMH TMpenapaTraMd M JApyrue BHJbI
B3aUMO/1eCTBUA

dapmMakoaHAMHUYECKOE B3aUMOAEHCTBUE

OMHOBpPEMEHHO C KJIO3allMHOM HEJb3s MPUMEHATHh Mpenaparbl, o0Jafarolue CyIIeCTBEHHBIM
yTHETAIOUIMM JIeCTBUEM Ha (YHKIIMIO KOCTHOro Mo3ra. He cienyer mpuMeHSTh KJIO3aluH
OJIHOBPEMEHHO C aHTHUIICUXOTHMUYECKUMHU MpernapaTaMy JIMTENIbHOIO AeUCTBUS B (opMe Jero,
KOTOpbIe 00J1a/1a10T MOTEHIUAIBHBIM MUEIOCYIIPECCUBHBIM JIEHCTBUEM U HE MOTYT OBITH OBICTPO
BBIBEJICHBI U3 OpraHu3Ma Ipu HeoOX0AUMOCTH, HalIpUMED, IPU BO3SHUKHOBEHUH HEUTPOIIEHHUH.

Kno3zanun MosxeT ycunuBaTh LIEHTPAJIbHOE IeHCTBUE ITaHOoIa, THTUOMTOpOoB MAO 1 npenaparos,

yraeraronmx I[[HC (takmx kak cpeactBa niasi Hapko3a, Omokatopsl H i1-rucraMMHOBBIX
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KOMOHMHAIIMIA JTAaHHBIX MPENApaTOB C KIO3aITHHOM.

Oco0y0 OCTOPO’XKHOCTh PEKOMEHAYETCS COOJMIOAATh IMpH JICYEHUH KIO3aIMHOM MaIMEeHTOB,
NoJTyYaromuXx (MM HeJaBHO TOJTYYaBIINX ) OCH301Ma3ETUHBI HITH JIIOObIE IPYTHUEe TICUXOTPOITHBIE
npenapathl, MOCKOJIbKY MPU 3TOM TOBBIIIACTCS PUCK Pa3BHTHS KOJUIATICA, KOTOPBIA B PEIKHX
CIIy4astX MOKET OBITh TSKEIIBIM U MPUBOJIUTH K OCTAHOBKE CEepAIla W/Wiu Abixanus. HensBecTHo,
MOKET JIU KOPPEKIHSI JO3BI IPEIOTBPATUTE PA3BUTHE OCTAHOBKH CEP/IIA U/WIIH JIbIXaHUSI.
OHOBpEMEHHBIN MPHEM TpenapaToB JIMTHS WIH JAPYTHX MPEnapaToB, BIUSIONIUX HA QYHKITUIO
[IHC, MOXeT YyBEIMYUTh PUCK Pa3BUTHSI 3I0KAUECTBEHHOTO HEHPOJIENTHYECKOTO CHHIPOMA.
M3-3a BO3MOXKHOCTH aJIJMTHBHOTO JEHCTBHS cJenyeT CoOJI0AaTh OCTOPOKHOCTh MpHU
OIHOBPEMEHHOM  TIPUMEHEHUW  TpenaparoB,  oOO0JaNaloOmMUX  AHTUXOJMHEPTHUCCKHUM,
THIIOTCH3UBHBIM () ()eKTaMu, a TAKIKE MPEIapaToB, YTHETAOIIUX TbIXaHUE.

bnaromapss cBoeMy 0-aJpCHOOJIOKHPYIOMIEMY JCHCTBUIO, KJIO3alIMH MOXET OCJa0JIsATh
TUIIEPTEH3UBHOE JICHCTBUE HOpIMUHE(DPUHA UM JPYTHX MPENapaToB ¢ MPEHMYIICCTBEHHBIM Ol-
aJIPEHOMUMETHYECKUM JICHCTBHEM, U TMapaJOKCATbHO M3MEHSTH COCYIOCYXKHBAIOMIMHA 3PPeKT
snuHepuHAa.

[TockoybKy KIJIO3alIMH MOXET CHIDKATh CYJIOPOKHBIA TIOPOT, BO3MOXXHO BO3HHUKHOBCHHE
HEOOXOIUMOCTH B KOPPEKIIUU 036l TPOTHBOITHIICITUYECKUX MPETapaToB.

HmeroTcst oTienbHBIE COOOMIEHUSI O BOSHUKHOBCHHH TSDKEJIBIX CYIOPOKHBIX IPUCTYIIOB, B TOM
YHUCJIC y TMAlUMEHTOB 0€3 SMWICNICHH, a TaKKe O CIyYasx JICIUPHS MPH OJHOBPEMECHHOM
NPUMEHEHUU KJIO3aliHA C BaJbIIPOEBOM KHUCIOTOH. DTHU Ciydad, BO3MOXKHO, SIBJISIOTCS
pe3ynbTatoM  (apMaKOJIMHAMUYECKOTO B3aUMOJICHCTBUS, MEXaHH3M KOTOPOTO OCTaeTCs
HESICHBIM.

[Tpu 0IHOBpEMEHHOM MPUMEHEHHH C TIperapaTaMu, 00JIaJal0NMMI BEIPAKEHHOM CITIOCOOHOCTHIO
K CBSI3bIBAHUIO C OelKaMH TUTa3Mbl KpPOBH (Hampumep, Bap(apuH M JUTOKCUH) BO3MOXKHO
YBEJIMUCHUE KOHIICHTPAIMKM TAKHX IPEapaToB B IUIA3ME KPOBU B CBSI3U C KOHKYPHUPYIOIIUM
B3aMIMOJICHICTBHEM Ha YypOBHE OCIKOB IUIa3Mbl KpoBHU. [Ipwm HEOOXOAWMOCTH CIEAyeT
KOPPEKTUPOBATh 103y TAKUX MPENapaToB.

Takxe, Kak ¥ JAPyrue HEHPOIENTHUKH, KIO3aMUH HEOOXOIWMO C OCTOPOKHOCTHIO MPUMEHSTh
OJIHOBPEMEHHO C JIPYTHMH JICKAPCTBEHHBIMU CPEJICTBAMH, BBI3BIBAIOIINMH YINTMHEHUE HHTEPBAJIa
QT wiu >7IeKTPOSTUTHBIC HAPYIIICHUS.

DapMaKOKMHETHYECKOE B3aUMOICHCTBUE

Knozanun sBnsiercss cyOctpatoM MHOruX u3opepmenToB rpynmsl nutoxpoma CYP450, B
gactHoctd 1A2, 3A4 wu 2D6, dYro CcHWXKAET pPUCK BO3HUKHOBEHHS METa0OIMIECKUX

B3aMMOJICCTBUI Ha YPOBHE KaXJOTO OTIEILHOTO H3odepmenTa. TeMm He MeHee, KOHIIEHTPAITHIO

Crpanuia 20 u3 34



COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 21.01.2025 N2 1129

TOC B4 HOCTE O005]
KJIO3alHa B IIa3M€ KPOBHU CIEAYET KOHTpOJ[I/IpOBaTI!;rly' HMB;T%MHXJHC‘TéHHG

HECKOJIbKUMH TIpenapaTaMy, HMEIOIMIMMHU CPOACTBO K OJHOMY MIM 0Oojee M3 yKa3aHHBIX
U30()epPMEHTOB.

OpnHoBpeMEHHOE MPUMEHEHHE MpPenaparoB, CIOCOOHBIX B3aMMOJEWUCTBOBaTh C JAHHBIMU
n30(hepMEeHTaMU MOKET MMPUBOJINUTH K YBEITMUCHHUIO WM YMEHbBILIEHUIO KOHIICHTPAIIUH KJI03aluHa
WINA OJTHOBPEMEHHO MPUMEHSIEMBIX MIPENapaToB B IIa3Me KPOBH.

TeopeTuueckn KIIO3alMH MOXXET MPHUBOAMTH K YBEIMUCHHIO KOHIIEHTPAIMH B IUIa3ME KPOBHU
TPULMKIMYECKUX aHTHACTIPECCAHTOB, MPOU3BOIHBIX (PEHOTHA3WHA WM MPOTUBOAPUTMHUUYECKHUX
npenaparoB 1C kiacca, KOTOpbIE, KaK HM3BECTHO, CBs3bIBatoTcs ¢ m3odepmentom CYP2D6.
B03M0XHO BO3HMKHOBEHHE HEOOXOAMMOCTH B YMEHBIICHUH JI03bl YKa3aHHBIX INpenaparoB. Ha
JaHHBII MOMEHT, OJHAKO, HE OTMEYEHO KIMHHUYECKM 3HAYUMMBIX B3aUMOJCHCTBHIA.
OpnHoBpeMEHHOE MPUMEHEHHE C IMpernapaTamy, BIMSIONIMMU Ha aKTUBHOCTh H30(EPMEHTOB
cucteMbl muToxpoma CYP450, MokeT NMPUBOAUTE K M3MEHEHHIO KOHIICGHTpAIlMU KJI03alliHA B
TUIa3Me KpOBHU.

Hueubumopot uzogpepmenmos cucmemul yumoxpoma CYP450

OpnHoBpeMEHHOE MpPUMEHEHUE C MpenaparaMu, IMOAABIAIONIMMU aKTUBHOCTH H30(EPMEHTOB
cucteMbl nuroxpoma CYP450, Takumu kak nuMmetuanH (maruoutop mzodepmento CYPLAZ,
3A4, u 2D6) wmm ospurpomunuH (nHruOurop uzodpepmenta CYP3A4), KiapuTpOMUIIMH,
asutpomunuH, ¢uyBokcamud (1A2), mepasun (1A2) wm uunpoduokcanun (1A2) u
TOPMOHAJILHBIMU KOHTpallenTuBaMu Juis npuema BHYTPh (1A2, 3A4, 2C19) c kino3anuHOM B
BBICOKHMX /103aX MPHUBOJAWJIO K TOBBIIICHUIO KOHIIEHTPAIMHU KJIO3alMHA B TJIa3Me€ KPOBH U
BO3HHUKHOBEHUIO HEXKEJIATEIbHBIX PEaKIHiA.

VY nanueHToB, MONYYaBIIUX KIIO3AIMH OJHOBPEMEHHO C (PIyBOKCAMHHOM, WHTHOUTOPOM
uzopepmentoB CYP3A4 u CYP1A2, otMeuasioch yBeTUUYE€HUE KOHIIEHTPAIUU TIEPBOTO B IUIa3Me
KkpoBH (70 10 pa3) wim gpyrumMu CeneKTUBHBIMU HHTHOUTOpAaMU 0OpaTHOTO 3aXBaTa CEPOTOHMHA,
TaKUMH Kak mapokceTuH (uHrubutop wusopepmenta CYPLA2 u CYP2D6), ceprpanun
(uarubutop m3odepmenta CYP2C8/9 u CYP2D6), dayokcetrn (MHrHOUTOp H30depMeHTa
CYP2D6, ysenuuenue 10 2 pa3) Win LUTaIonpaM (BO3MOKHO, cl1abblif HHTMOUTOP n30(epMeHTa
CYP1AZ2, obnanaromiuii, ckopee Bcero, camoil ¢i1aboil cnocoOHOCTRIO CpeAr BCeX UHTHOUTOPOB
0o0paTHOrO 3axBaTa CEpOTOHHMHA, OOYCIABIMBAIONIEH pa3BUTHE KIMHUYECKH 3HAYMMOTO
B3auMoJieiicTBust). HecMOTpss Ha BBIIIECKAa3aHHOE, CYIIECTBYIOT COOOIICHHS O pa3BUTHH
KIIMHUYECKH 3HAUYMMOTO B3aWMOJEWUCTBUS TPH OJHOBPEMEHHOM NPUMEHEHWHU KJIO3allMHA U
ruTanonpama. OTMeYalioch TakKe YBETHYECHHE KOHIICHTPAIMK KIIO3alHa B TUIa3Me KPOBH MPHU
OJTHOBPEMEHHOM ITPHUMEHEHHH C BEeHJIAPaKCHHOM.

Mornabie HHTHOUTOPBI/MHAYKTOPHI H3odgepMenTa CYP3A4, Takue Kak a30JI0BbIe aHTUMUKOTHKH
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KPOBH, OJTHAKO J0 HACTOALIETO BPEMEHHU TaKHe B3aUMOJICHCTBHSI HE OMTUCAHBI.

Cybcmpamul uzoghepmenmos

Kodenn (cyocrpar uzodpepmenta CYPLA2) MOXET BbBI3bIBATH YBEIHYECHHE KOHICHTPAIMU
KJI03aIMHa B M1a3Me KpoBU. KoHIIeHTpaIus Kio3anuHa yMeHblnaeTcss npudnusutensHo Ha 50 %
B TeUCHHE 5 JHEW mocie oTMeHbl Kopernna. CineayeT yuuThIBaTh JaHHOE SIBJICHHUE BO BHUMAHUE B
cllydae U3MEHEHUS peXruMa MmoTpedaeHust Kode/das.

[Tpu ogHOBpEMEHHOM IPUMEHEHUH KJI03amuHa ¢ nurpodaokcaiioM B 103e 250 Mr B /Ba pasa
OTMEYAJIOCh YBEUYECHHE KOHIEHTpaluu Kio3anuHa u N-IecMeTHIKIO3aniHa B IU1a3Me KpOBHU.
Taxoke OTMeueHBl CIy4aW B3aWMOJICHCTBHS NMPU OJHOBPEMEHHOM IPHUMEHEHHH KJIO3alliHa C
HOP(IIOKCAIIMHOM WJIH SHOKCAITUHOM.

Hnoyxmopwi uzogpepmenmos cucmemol yumoxpoma P450

[Ipenapatsl, sBistonecss unayktopamu uzopepmenta CYP3A4 cucrembl muroxpoma P450
(HampuMmep, KapOama3enmuH WM pUPAMIUIUH) MOTYT CHOCOOCTBOBATH  YMEHBIIECHUIO
KOHIICHTPAallMM KJIO3allMHa B IUTa3Me KpOBH. lIpm OTMEHe OJHOBPEMEHHOTO JICYECHUS C
KapOaMa3enruHOM OTMEYAJIOCh YBEIMUEHUE KII03aliHa B I1J1a3Me KPOBH.

[Ipy OAHOBpEMEHHOM NPUMEHEHUU C (EHUTOMHOM OTMEYEHO YMEHBIICHHE KOHIICHTpPAIuU
KJIO3alliHAa B TIUIa3M€ KPOBU C TOCIEAYIOUIMM YMEHbIICHHEM d3(PQEeKTHBHOCTH paHee
3¢ PEeKTUBHOH T03BI IpEnapara.

Komnonentsl TabayHoro napiMa sBJSOTCS HMHAyKTopamu u3odpepmenta CYPLA2. B ciyuae
PE3KOro MpeKpaIieHust KypeHus y 3as1JIbIX KypUIIbIIUKOB BOZMOYKHO YBEIHUEHUE KOHIIEHTPALIUU
KJIO3aIliHA B IJIa3Me KPOBH U, KaK CIIE/ICTBUE, BEIPAYKEHHOCTH TTOOOYHBIX 2(PPEeKTOB Ipenapara.
Owmemnpazon siisiercs uaaykTopoMm u3zodepmernta CYPLA2 u CYP3A4, a Taxke HHTHOUTOPOM
uzopepmenta CYP2C19. [TonydeHs! oTienbHbIE COOOIIEHUS O B3aUMOICHCTBUU C HHTUOUTOpaMU
MIPOTOHHOM MOMITHI (YBENTMYSHHE KOHIIEHTPALIMU KJI03alMHA TIPU OJTHOBPEMEHHOM MPUMEHEHHUH C

OMETNPa30JI0M U MAHTOMPA30JIOM HJIH ¢ KOMOWHAIIMEH JTaHCOMpPa3oiia U MapoOKCeTHHA).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JAKTALUS

bepeMeHHOCTD

B 9KkcrepuMeHTANBHBIX HMCCIENIOBAaHHUSX Y JKMBOTHBIX OTMEUYAIOCh TOKCHUYECKOE [IeHCTBHE
npenapata. JlaHHbIE 0 TPUMEHEHHUH TIpenapaTa npu 0epeMEHHOCTH OTCYTCTBYIOT.

[Ipenapat cnenyer NnpuMeHsITh y OepeMEHHBIX TOJIBKO B TOM CiIydae, eClIy 0XKHJ1aeMast oIb3a s
MaTepH MPEBBIIIAET PUCK TS MJI0/a.

HoBopoxeHHbIe, TOIBEPTIINECS BO3JACHCTBHIO AHTHIICUXOTHUYECKHUX CpPEACTB B TPEThEM

TpUMecTpe OEepeMEHHOCTH, HaXOJATCsl B TIPYyNNe pUCKA Pa3BUTHUS SKCTpaldpaMHIHbIX
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OTMEYAJIOCh Pa3BUTHE aXKUTAIMH, MBIIICYHON TMIIEPTOHUU, TUIIOTOHUHU, TPEMOpPA, COHJIMBOCTH,
peCupaToOpHOTO AUCTPECC-CUHIPOMA U PacCTpOoMCTB nutaHus. CTeneHb TsHKECTH CUMITOMOB
BapbHUpOBaa OT JIETKOW JIO TSDKEJIOH, TpeOOBaBIIEH WHTEHCUBHOCTU TEPAllUM M JUITMTEIIBHOU
TOCITUTAIN3ALMH.

HeiiponenTuku, B T.4. ipenapaT A3alenpod, CieyeT IPUMEHSTh TPy OepeMEHHOCTH TOJIBKO TIPH
OueBUHON HEOOXoauMocTH. [Ipu HEOOXOTUMOCTH TMpEeKpalleHUus: MPUMEHEHUS Ipenapara BO
BpeMsi OCpEeMEHHOCTH OTMEHY JICUYCHHs IpenaparoM As3zajierposl CIeIyeT MPOU3BOIUTH
MOCTEIEHHO.

JlakTanms

UccnenoBanusi, mpoBeCHHBIC Y )KUBOTHBIX, TO3BOJISIIOT MIPEAINOIIAraTh, YTO KJI03aMUH BBIBOJIUTCS
C TPYIHBIM MOJIOKOM U BJIHMSIET HA HOBOPOXKJIEHHOTO, B CBSI3U C UM IIPU MPUMEHEHHUH Mpenapara
Ipy/AHOE BCKapMIIMBAHUE CIIEIYET MIPEKPATUTb.

DdepTUabHOCTD

IIpy npumMeHeHnn qpyrux HEMPOIENTUKOB Y HEKOTOPBIX MALIMEHTOK PENPOAYKTHBHOTO BO3pacTa
MOXET BO3HUKHYTb ameHopes. IIpu mepeBone TakuX NALMEHTOK Ha JIEYECHUE KIIO3alIMHOM
BO3MO>KHO BOCCTAHOBJIEHUE HOPMAJIbHOIO MEHCTPYaJIbHOI'O LIMKJIA. B 3TON CBSI3M NManueHTKaM

PECIIPOAYKTUBHOI'O BO3pacTa CJICAYCT IPUMCHATHL HAACKHBIC MCTOAbl KOHTPALCIIIINU.

4.7. BiusiHde Ha CMOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeICTBAMH W PadoTaTh ¢
MeXaHUu3MaMH

[Tpenapat A3asienpos MOXET OKa3blBaTh CEAATUBHOE JAEWCTBUE U CHHXKATh MOPOT CYJIOPOKHOMN
TOTOBHOCTH, IO3TOMY HAIlMEHTaM CJEIyeT BO3JEp)KaTbCsi OT YMNPaBIEHUS TPaHCHOPTHBIMU

cpeacTBaMu U MCXaHU3MaMH, 0COOEHHO B IIEPBLIC HECACIIN JICUHCHU.

4.8. HexkesiaTeibHbIe peaKIuu

HexenarenbHble peakinuyd KJIO3allMHa B OCHOBHOM TpEJACKa3yeMbl Ha OCHOBAHHH €0
(hapMaKoJIIOTHYECKUX CBOMCTB, 32 HCKIIFOUCHHEM arpaHyJIoONUuTO3a.

Hawubosnee cepbe3HbIMU HEXENATSIbHBIMU PEAKIMSIMHU TPU MPUMEHEHHN KJIO3AIMHA SIBJISIFOTCS
arpaHyJIoOIHTO3, CYAOporHu, ociioxkHeHus co ctoporbl CCC m nmxopanka. Hanbomnee gacTeiMu
HE)KETAaTEIbHBIMA PEaKIMsIMK KJIO3alMHA SBJSIOTCS COHJIMBOCTB/CEAIUs, TOJOBOKPYKCHHE,
TaXHUKaP/IUsl, 3a10p, TOBBIIIEHHOE CIFOHOOT/ICIICHUE.

B KJIMHUYECKHX HCCICNOBAHMUSAX JOJS MAlMEHTOB, MPEKPATHBIIUX MPHUEM KJIO3alMHA H3-3a
HEXKeNaTeJIbHEIX SBJIEHUN, CBA3AHHBIX C KJI03aIMHOM, cocTaBisaia oT 7,1 % no 15,6 %. Hauboiee

YaCTbIMU IPUYIXMHAMH IMPEKPALICHUA ITPUCMa ObLIH HeﬁKOHeHHH, COHJIMBOCTB, TOJIOBOKPYXKCHHUC U
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(NOCNEQCBATENEHOCTE 000%)

MCUXOTUYCCKUC HAPYIICHUA.

HexenarensHble gekapcrsennble peakimu (HJIP), 3aperucTprupoBaHHbIE BO BpeMs KIMHUYECKUX

HCCJICIOBAHUI

HJIP crpynmupoBaHbl B COOTBETCTBUH € KJIacCH(PUKAIMEH OpraHoB U cucteM opranoB MedDRA,
B IIpeJieax Ka)XJa0W TPYIIbI IepeUUCICHbI B OPSAIKE YMEHBIIEHUS YaCTOTHI BCTPEYaeMOCTH.
YacTora BOBHUKHOBEHHUS OILICHUBAIACH CIICIYIOIUM 00pa3oM: oueHb yacTo (> 1/10); gacto (>1/10
—<1/100); meyacro (>1/100 — < 1/1000); penko (>1/1000 — < 1/10000); ouens peaxo (< 1/10000);
4acTOTa HEU3BECTHA (HE MOXET OBITh OI[CHEHA Ha OCHOBE UMECIOIIMXCS JAHHBIX).

Hapywenus co cmoponuvl Kposu u iumgamuyeckou cucmembl

Yacmo — neiikonieHus: (YMEHBIICHHE KOJIUYECTBA JICHKOIIUTOB), HEUTPOICHHMSI, 03UHOPIIINS,
JICHKOLINTO3;

Heyacmo — arpanynouuros;

Peoxo — anemust, TuMQoIICHUS;

Ouenb pedko — TPOMOOLIUTOIICHUS, TPOMOOITUTO3.

B GonpmmHcTBe ciydaeB (mpumepHo B 70 %) arpaHyioluTO3 BO3HUKAET B MepBbie 18 Hemenb
nedeHus. YToObl HE TOMYCTUTH PA3BUTHUS 3TOTO YIPOXKAIOIIETO )KU3HU HEXKENATEIbHOTO SIBJICHHUS,
npenapar Aszanernpoil Tpedyercss HEMEUICHHO OTMEHHUTh. HeoOXoaumo peryspHO OnpenemsiTh
YHUCIIO JICHKOIMTOB. HecMOTpsI Ha TO, 4TO, KaK MIPABHIIO, IPOSBICHUS arpaHyJIOIUTO3a 00paTHMBI
MocJie OTMEHBI JICUEHUs IPEernapaToM, OHU MOTYT MIPUBOJIUTH K CETICUCY U JIETAIbHOMY UCXOY.
Takxe MOTYT BOSHHKATh JIEHKOIIMTO3 /UM 03UHO(DUITUS HESICHON 3THOJIOTHUH, B OCOOEHHOCTH B
MIepPBBIC HECKOJILKO HEICIb JICUCHUSI.

Hapywenus memabonusma u numanus

Yacmo — yBennueHne Macchl tena (4-31 %);

Peoko — yxynumieHue TeueHUs caxapHOro auabera, HapyIICHHE TOJIEPAHTHOCTH K TIIFOKO3E,
pa3BHUTHE caxapHOTro 1uabera;

Ouenv pedko — TUNEPOCMOJISIPHAST KOMa, KETOAIUI03, BBIpAKEHHAS THUIICPTIUKEMUS,
TUIEPXOJIECTEPUHEMUS, TUTIEPTPUTIUIICPUICMHUSL.

Tcuxuyeckue napywenus

Yacmo — nu3aptpus;

Heuacmo — nuchemus (3ankanue);

Peoko — axxutanus, 6€CIIOKOKHCTBO.

Hapywenus co cmoponvl HepeHOll cucmembl

Ouenv yacmo — conmuBocth/cenarus (39-46 %), romoBokpyxenue (19-27 %);

Yacmo — TPUNAIKH/CYJOPOTH/MUOKIOHUISCKUE TPHUCTYIBI, SKCTPATUPAMUTHBIC CHMITTOMBI,

aKaTusus, TPEMOpP, PUTUAHOCTL MBIIII, TOJIOBHAA 60.]'[]3;
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Heuacmo — 3710Ka4eCTBEHHBIM HEMPOIENITHIECKHMI CI/IH,HHEIMI;"'-l EACBATENBEHOCTE 0003

Peoxo — cmyTaHHOCTb CO3HAHUS, ICIIUPHIA;

Ouenb pedxko — NO3HSS TUCKUHE3US, 00CECCUBHO-KOMITYJILCUBHBIE PACCTPONCTBA.

[Tpenapat Asanenpos MOKET BbI3bIBATh HM3MCHEHHs dyekTpodHiedamorpammel (D3I), B ToM
YHCJIe KOMITJIEKChI TUK-BOJIHA, & TAKXKE CHUYKAET CYAOPOXKHBIHM MOPOT (CTENEHb CHUKEHHSI 3aBUCHUT
OT J103bl) U MOXKET BbI3bIBATh MUOKJIOHMUECKHUE WIIM T€HEPATM30BAHHbIE CY0POKHBIE IPUCTYIIBI.
BeposiTHOCTB MepeyrCcIeHHBIX HAPYIICHUH YBETUYUBACTCS B ClIyyae OBICTPOTO YBEITMYCHHS 103bI
y MAalUEeHTOB C YK€ MMeBLIeics snmiencueid. B mogoOHbIX ciiyyasx cieqyeT YMEHbLIUTb 103y
npenapata M IpU HEOOXOAMMOCTH HayaTh NPOTUBOCYAOPOXKHYIO Tepamnuio. IIpumenenue
KapOamaszenuHa cieayeTr n30erarb, MOCKOIbKY OH MOXET YIHETaTh KPOBETBOPEHHE; B ClIydae
IPUMEHEHUS JIpYyIMX IPOTUBOCYJOPOKHBIX CPEACTB CIEAYEeT IOMHHUTb O BO3MOXHOCTH
(dapMakokuHeTHYeCKOro B3anuMmopaencTBus. Coo0Ianoch 0 CyAoporax ¢ JIeTalbHbIM HCXOJOM.
OKcTpanupaMuHble HapyIIEeHUs, BOSHUKaoLMe Ha (JOHEe NpUMEHEeHUs Ipenapara Asajenpoi,
IPOTEKAIOT B 6oJiee JIerkoii popMe 1 BO3HUKAIOT Peke, YeM B ClTydae MPUMEHEHUS TPaIUIIMOHHBIX
AQHTUIICUXOTHYECKUX CpelacTB. Jl0 CHX HOp HE MOATBEP)KIEHO, UYTO B KauecTBE IOOOYHOIO
s¢dexTa Bo BpeMs JIedeHUs IpenapaToM A3aenpos MOKeT BOZHUKATh OCTpasi IUCTOHUS.

B ouensb penkux ciryyasx MpH Tepanuu rnpernaparom Asanenpos oTMedanach MO3HsSA AUCKUHE3Us
y NalMeHTOB, KOTOpbIE paHEee MOJy4yald IPYrue aHTUIICUXOTUYECKUE Ipernaparhl, M03TOMY
IPUYMHHO-CJIE/ICTBEHHYIO CBA3b MEXJIy O3THMHU SBJIECHUSMU U IPUMEHEHHEM IIpernapara
As3ajenpos ycTaHOBUTh HE YAAJIOCh. Y MallMEHTOB, Y KOTOPBIX MMO3/JHS AMCKUHE3Us pa3BUBaIach
Ha (hoHe NMpPUMEHEHHUs JAPYIMX AHTUIICUXOTHKOB, Ha ()OHE JIEUEHHUs NpernaparoM A3zajenpoi
COCTOSIHUE YITYYIlajoCh.

Heuwacro y nanueHnToB, nosiy4aBmux npenapar A3aienposl B OTASIbHOCTH WK B KOMOMHALIUU C
npenapataMM JUTHS JUOO APYrMMM TpernapaTaMy LEHTPaJbHOTO JICHCTBUSA, OTMEYaJoCh
passutue 3HC.

B nonoOHBIX ciyyasx cieayeT HEMEQJIEHHO OTMEHUTh IpemapaT Asajlenpoil U Haydarh
MHTEHCUBHYIO Tepamnuto. OcHoBHbIMU cumnToMamu 3HC sBIsitOTCS MBbIIEYHAs PUTHAHOCTD,
TUIEePTEPMHUsI, KOTHUTHBHbIE H3MEHEHHsSI U BEreTaTUBHAs JJAOMIBHOCTb.

Hapywenus co cmoponvl opeana 3penus

Yacmo — HEYETKOCTh 3PEHUSI.

Hapywenus co cmoponul cepoya

Ouens yacmo = taxukapaus (25 %, ocoOEHHO B MepBbIE HEJENU TeParun);

Yacmo — n3MeHeHus Ha snekTpokapauorpamme (OKI);

Peoxo — IMpKyNSATOpHBIN KOJIIAIC, apUTMUSI, MUOKApIUT, IEPUKAPINT;

Ouenb pedko — KapAMOMHOIIATHS, OCTAHOBKA Ceplia.
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Yacto moryt Bo3HMKaTh m3MeHenus DKI' (nempeccus @EA&&%&@&,“MH@%M& %;.{rBlé].bCI/IH

3yoma T, HapylieHHe TpPOBOAMMOCTH); TakKKe OTMEYAIMCh OTHENbHBIE CIydal apUTMUU,
nepukapuTa (C IepuKapAUalIbHBIM BBIITOTOM WK 0€3 HEeT0), KapAMOMHUOIIATUN U MHOKApAHTa (C
s03uHO(HIIMEN WM 0e3 Hee), HEKOTOpble W3 KOTOPBIX 3aKOHYMINUCH JICTAIBHBIM HCXOIOM.
Knunuueckue nposiBieHrs MOTYT HAIIOMUHATh CUMITOMBI HH(papKTa MUOKapaa uian rpunmna. 1o
ATOU MPHUYMHE y MalMEHTOB, Y KOTOPHIX Ha (JOHE MPUMEHCHHS Mpemnapara A3ajaenposi pa3Buiach
TaxuKapaus IOKOs, COIPOBOXKIAIOIIAACS apUTMHUEH, ONBIIIKON WU MPOSBICHUAMU CEPACHYHOU
HEJOCTAaTOYHOCTH, CJEAYeT 3aloJ03pUTh MUOKApAWUT, a B CIy4yae IOJTBEPKICHHUS TaKOTo
JMarHo3a JeueHue MpenapaTrom ciaeayeT OTMEHUTD.

OrnucaHpl OYEHBb PEIKHUE CIIYYaH KEIYJAOYKOBOW TaXHWKapJIvH, OCTAHOBKU KPOBOOOpAIICHUS U
ynnuHeHus naTepasia QT, KOTOpoe MOXKET COMPOBOKAATHLCS MUPYITHON TaXHKapIUEH; OJHAKO
JTAHHBIX, YOEAWTENbHO YKa3bIBAIONIMX Ha MPUUYUHHO-CIEJACTBEHHYIO CBS3b JTHUX SBIICHUH C
MPUMEHEHHEM JaHHOTO JIEKapCTBEHHOTO Mpenapara, He UMeeTcsl.

Hapywenus co cmoponwl cocyoos

Yacmo — 0OMOpOK, OpTOCTATHYECKAs TUIIOTEH3HSI, apTepUaTbHast THUIIEPTEH3MUS;

Peoko — TpoMO03MO0IHS, BKIIIOYAS JIETaJbHbIC Clydyau M CIydau CoueTaHus TpoMO0dMO0IINH €
HEKpPO30M OpraHoB (HampuMep, KHUIIEYHUKA), IIOK Kak pe3ylbTaT TSDKEJIOW apTepHallbHON
THIIOTEH3UH, B OCOOCHHOCTH Ha (POHE arpecCHBHOTO YBEIMYEHHUS N103BI Mperapara (C TaKuMHU
MOTEHIUATBHO TSHKEIIBIMH ITOCIICICTBUSIMU, KAaK OCTAHOBKA KPOBOOOPAIIICHHS UJTH JIBIXaHU ).
Hapywenus co cmopoHul dvlxamenvHotl cucmembl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMeHUs
Peoxo — acniuparysi Uiy, MHEBMOHUS U MH(MEKIIMHA HUKHUX JIBIXaTeIbHBIX MyTeH (B OTIAENbHBIX
CIIy4asiX C JIETaIbHBIM UCXOJ0M);

Ouenb pedko — yTHETCHHUE IbIXaHUs/OCTAaHOBKA JIbIXaHMUSI.

Kemyoouno-kuuieunvie HapyueHus

Ouenwv uacmo — 3anop (14-25 %), runepcanusanus (31-48 %);

Yacmo — TOHOTA, PBOTA, CYXOCTh BO PTY;

Peoko — nucharus;

Ouyenvb pedko — KHUIIEUHAs HEMPOXOJAUMOCTH/3aKyNOpKa KOMPOJIUTAMU/TIapaTuTHIECKas
KHILIEYHAS HEMTPOXOUMOCTh, YBETUYECHUE OKOJIIOYITHOW CITFOHHOU KeIe3bl.

Hapywenus co cmoponvl neuenu u sxcenueableo0auux nymeti

Yacmo — yBennyeHne aKTUBHOCTHU TI€UEHOUHBIX (DEPMEHTOB;

Peoxo — maHKpeaTuT, renaTuT, X0JIeCTaTUUeCKas KeNnTyxa;

Ouyenwb peoxo — QyITbMUHAHTHBIN HEKPO3 TICUCHHU.

Hapywenus co cmoponsl Kodtcu u NOOKONCHBIX MKAHell

OueHb peoko — KOXKHbBIE PEaKIIUH.
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Hapywenus co cmoponvl nouek u mMouesvbi800ayux nymé;  OCNEOOBATENBHOCTE 0003]

] =

Yacmo — 3aiepKKa MOYH, HEJICPKAHUE MOYH;

Ouenb pedxko — UHTEPCTULIUAIILHBIA HEPPUT.

Hapywenus co cmopoHvl penpooyKmugHo cucmembvl U MOJIOYHBIX Jicelle3
Ouendb pedko — IPUATTU3M.

Obwue napyweHus u peakyuu  Mmecme 68e0eHUs.

Yacmo — noOpoKauecTBEHHAsh THIEPTEPMHS, HAPYIICHHE IOTOOTIACICHUS/TEPMOPETYISAIHH,
YyBCTBO YCTaJIOCTH;

Ouenwb pedxo — BHE3aITHas CMEPTh (MPUYMHBI HEU3BECTHBI).
Jlabopamopnule u uncmpymeHmanibHvle OaHHbLE

Peoxo — noBbllIeHNEe aKTUBHOCTH KpeaTHH()OCHOKUHABHI,

Ouendb pedxko — TUTIOHATPUEMHSL.

JleTanbHbBIE UCXObI HA d)OHC JICYCHUA

M3BecTHO, YTO y  ICUXUATPUYECKUX  MALMEHTOB,  IMOJYYAIOUIUX  TPaJULIUOHHbIE
AQHTUIICUXOTHYECKHUE CPEJICTBA, CIy4aeTCsl BHE3allHas CMEPTh HESICHOM 3THOJIOTMH; MOA0OHbBIE
CJlyyau OIMCAHBI U y NAIIMEHTOB, HE MMOJyYaBIINX KAKUX-JIH00 IpenapaTos.

[TonoGHbIe ciryyan UMeNIHU MECTO U Ha ()OHE JIEYeHHUs KII03aIIMHOM, JIaXe Y MalueHTOB MOJIOA0I0
BO3pacTta. Bo3MOXXHO, OHH CBsI3aHBI ¢ MOOOYHBIMU 3 dekramu Kio3anuHa co ctoponsl CCC
(u3menenust OKI', aputmun, kapauomuonatiuu, Muokapaut). HJIP, nonydeHnHble U3 CIOHTaHHBIX
COOOIIIEHUH U MyOIUKAIIHA.

CoolmeHnnst o HexenareldbHbIX d¢¢dekrax mpernapara ObUIM MOJyYeHBbl U3 MOMYJIALUU
HEOIpeeIEHHOTO pa3Mepa, BCIEACTBUE YEr0 YaCTOTY BCTPEYAEMOCTH ONPEAEIUTh HEBO3MOKHO
(yacTOTa HEM3BECTHA).

Hngpexyuu u uneasuu

Cerncuc.

Hapywenus co cmoponvl uMMYHHOU cucmembl

JlexapcTBeHHass KOKHasi peaklus, CONPOBOXKIAIOUIAsICS HO3MHODUINEH U CUCTEMHBIMU
nposisneHusiMu  (DRESS-cunapom), aHTHOHEBPOTHUYECKUN OTEK, JIEHKOIMTOKIACTHUYECKUN
BaCKYJINT.

OHOOKpUHHbLE HAPYULeHUs.

[IceBnodeoxpomonuroma.

Hapywenus memaboauzma u numanus

Oxwupenue.

Hapywenus co cmoponsl HepeHoti cucmembl

XonuHepruyeckuit cuHapoMm, m3meHeHus Ha DI, cunapom «lluzanckoit OamrHM» (OOKOBOM
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HaKJIOH TYJIOBHIIIA ¥ TOJIOBBI, HHOT/Ia C HEKOTOPOM pOTad:II/;EI\?I:;I%%%I%JPEQItI' Iilgﬁogﬁh}b:k's:dnn),

CHUHJIPOM OECTIIOKOHHBIX HOT.

Hapywenus co cmoponwvl cepoya

Nudapkr wmuokapma*, wmuokapaut*, O007db B TPYIHOH KJIETKE/CTCHOKApIUS, OIIYIICHUS
«cepaueOueHus», GUOPMILIALUS MpeACcepAnid, HEJOCTaTOUHOCTh MHUTPAIbHOIO KIialaHa IMpU
KapAMOMHUOTIATHH, CBS3aHHOU C KIIO3aITHHOM.

Hapywenus co cmoponul cocyoos

ApTtepuanbHasi THIIOTEH3HSL.

Hapywenus co cmoponsl OvixamenbHOU cucmemsl, Op2aHo8 epYOHOLL KIeMKU U CPedOoCHeH s
BEINOT B mi1eBpaibHYIO MOJIOCTh, CHHIIPOM arlHO? BO CHE, OpPOHXOCIIA3M, 3aJI0)KEHHOCTh HOCA.
Kenyoouno-kuuieunvie napyueHus

Merakonon*, umeMuss/MHGapKT KUIICYHHKA*, HEKpO3 KHIICYHUKA™®, HEKPOTHUYECKHH KOJUT*,
s3Ba KUIICYHHMKA™ W mepdopanus KumedyHuKa*, awapes, Oonu, AUCKOM(POPT B OpIOIIHON
MIOJIOCTH/M3KOTa/ TUCTICTICHSI/ B3Iy THE, KOJUT.

Hapywenus co cmoponvl neuenu u yHcenuesbleo0auux nymeti

Crearo3 meuyeHH, HEKpPO3 IEYEHH, TeMaTOTOKCHMYHOCTb, (UOpPO3 MEYeHH, HUPPO3 MEUYEHH,
MOpakeHHE MeYeH! (TICUeHOUHOE, X0JIECTATUYECKOE, CMEIIaHHOE ), BKITIOYas )KU3HEYTPOKAIOIIUE
COCTOSTHUSI, IEYCHOYHAS HEIOCTATOYHOCTh, TPUBOIAIIIAS K CMEPTEIILHOMY HCXO/1Y WIH TICPECcaKe
MICYCHHU.

Hapywenus co cmopoHwl Kod#cu 4 NOOKOICHBIX MKAHel

Hapymienue nurMeHTanuu.

Hapywenus co cmoponwl mbiuieunotl, CKkeiemHou U cOeOUHUmMenbHOU MKaHu

PabgoMuonm3, MbliedHast ci1aboCTh, MBIIIEYHBIE CITa3Mbl, 0OJb B MBIIIIAX, CHCTEMHAsT KpacHast
BOJTYAHKA.

Hapywenus co cmoponwl nouek u Mouesvbi800awux nymeti

[Touewnast HeTOCTATOYHOCTH, HOYHOE HEIEPIKaHUE MOYH.

Hapywenus co cmoponvl penpo0ykmusHou cucmembvl U MOTOYHBIX Hcele3

Perporpangnas saKymsius.

Obwue HapyweHus u peakyuu 8 mecme 68e0eHUs

[Tomucepo3ur.

Tpasmvl, unmoxcukayuu U 0CLOHCHEHUs Npoyeoyp

[Tagenue (cBs3aHHOE C CyOpPOTaMH, COMHOJICHIIUEH, TOCTYPabHOW TUIIOTEH3UEH, CEHCOPHOU U
JBUTATETFHON HECTAOUITBFHOCTHIO, MHAYIIUPOBAHHBIMH KJIO3AITHHOM).

* lanabie HP B HEKOTOPBIX CiTydasix 3aKaHUMBAIUCH JIETATHHBIM HCXOIOM.

Ipumenenue y nayuenmog noscunozo eospacma (60 nem u cmapuie)
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[Ipy JeYeHHH MpermapaToM A3alenpoa y MajiieHTOB. ‘%hioﬂx%ﬂéoﬁﬁ@ﬁ%m%k o '%%'géﬁme

OpPTOCTATUYECKOW THMOTEH3UU. Kpome Toro, cooOmanoch O peaKux chaydasx TaxuKapIuu,
KOTOpasi MOXET COXPaHATHhCS JUIMTENbHO. [lamMeHThl 3TOW BO3pacTHOM TpYIIbI, OCOOCHHO
umeroe Hapymenus ¢yakiuuu CCC, Moryt ObITh Oojiee UyBCTBUTEIBHBIMU K YKa3aHHBIM
s¢dexram. IlamueHTHI NOXKUIOrO BO3pacTa MOTYT OBITh OCOOCHHO UYYBCTBUTENIBHBI K
AHTUXOJIMHEPTUYECKUM D¢ (deKTaM KII03alliHa, MPUBOMSIIUM K TaKUM TPOSBICHHSIM, Kak
3a/1ep’KKA MOYEUCIIYCKAaHHUs U 3a110pP.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHO c0o001maTh 0 M0103peBaEMbIX HEKENATEIBHBIX PEAKIUIX ITOCIIEC PETUCTPAIMH IIpernapaTa ¢
[ENbI0  O0ECTeueHus:  HEMPEpPHIBHOTO  MOHUTOPWUHTA  COOTHOIIGHUS  «II0JIb3a-PUCK)
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOMaTh O JIF0OBIX
MI0JI03PEBACMBIX HEXKEIATEIBHBIX PEaKIUsIX JEKAPCTBEHHOTO Iperapara yepe3 HallMOHAIbHBIC
CHCTEMBI COOOIICHHS O HEXeIaTeIbHBIX PEaKIMIX TOCYlapcTB — WICHOB EBpa3suiickoro
YKOHOMHYECKOTO COI03a.

Poccniickas @enepanys

109012, r. MockBa, CnaBsHCKas 106, 1. 4, cTp. 1

DdenepanbHas ciry:x0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBramzop)

Tenedon: +7 (800) 550 — 99 - 03

E-mail: pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

4.9. llepeno3npoBka

B cnydasx ocTtpodl mpeaHaMepeHHON WM CIydalHOW NEepeAo3WpOBKM IPEnapaToM, HCXOM
KOTOPBIX ObUI 3apPErMCTPUPOBAH, CMEPTHOCTh COCTaBIIsUIa OKOJIO 12 %. BosbIIMHCTBO JeTanbHbIX
UCXO0J10B OBUIM 00YCIIOBJIEHBI CEP/IEYHOI HEOCTaTOYHOCTHIO MIIM ACTIMPALMOHHONW THEBMOHHUEH
¥ BO3HHMKJIM IOCNe Mpuema [J03 mnpenapara, npesbimaBmux 2000 mr. OnwucaHsl ciaydyau
BBI3JIOpOBIICHUs TIocie mpuema 103bl cBbiie 10000 mr. OmHAaKo y HECKOJBKHX B3POCIBIX
NAIMEHTOB, B OCHOBHOM Yy T€X, KTO paHee He MoJIydal KJIO3alluH, IpueM npenapara B 1o3e 400 mr
IPUBEJI K Pa3BUTHIO YIPOKAaBIIUX >KU3HM KOMATO3HBIX COCTOSSHUM M B OJHOM CIy4dae — K
JeTaNbHOMY HCXOny. Y neredl mutaamero Bo3pacta mpuem 50-200 Mr kiiozanvHa OKa3bIBall
CHWJIBHOE CeJIaTUBHOE JIEHCTBUE WU MPUBOAMII K Pa3BUTHIO KOMBI, IIPY ATOM JIETAIbHBIX HCXOJI0B
HE 3apETUCTPUPOBAHO.

CuMOTOMBI

CoHIMBOCTB, J€TAprusl, CIIyTaHHOCTh CO3HAHUS, KOMa, apedeKcusi, raJUTIOUHAIIIH, a)KUTaIuS,

JEeNUPUH, SKCTpaupaMHUIHbIE CUMIITOMBI, 0’KUBJIEHUE Pe(IIEKCOB, CyIOPOTH; TUIIepCAINBALINS,
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CMEPTHOMY OTYETY

TUIIOTEH3HUs], KOJUIAIC, TAXUKAPANs, ApUTMUS; aclIupalluOHHAas THEBMOHMS, OJbIILIKA, YTHETEHUE
JIBIXaHUS WU JbIXaTeIbHasi HEJOCTaTOUHOCTb.

Jleuenue

Crneunduyueckoro aHTUI0Ta JUIsl KJIO3allMHA HE CYLIECTBYET. B mepBrie 6 yacoB mocie npuema
npenapata — [POMBIBaHHE OJKEIyAKa W/HWIM TNpPUMEHEHHE aKTUBHUPOBAHHOTO  YIJIS.
CuMnToMaTHuecKasi Tepamusi MpPU HENPEpbIBHOM KOHTpOJE (YHKIMU CEepJeuHO-COCYAUCTOU
CUCTEMBI, OJIepKaHUN (QYHKIUHU AbIXaHHSI, KOHTPOJIE 3JIEKTPOIUTOB M KUCIOTHO-IIEIOYHOTO
paBHOBECHS.

[TeputoHeanbHbI qUaIN3 U FEMOJUAIN3 B CIIydae OJMIO- WM aHypuH (OJIHAKO, IPUMEHEHUE
JAHHBIX METOJIOB BPSJ JIM CHOCOOCTBYET 3HAYUTEIHLHOMY YBEITMYEHHUIO BBIBEJCHUS B CBSA3H C
BBICOKOH CIIOCOOHOCTBIO KJI03allMHA CBA3BIBATHCA C OEKaMU I1a3Mbl KPOBH).

J71st KOppeKIMH HEKOTOPBIX CUMIITOMOB BO3MOKHO MPUMEHEHHE HUKEYKa3aHHBIX METOOB.
Anmuxonunepeuyeckue 3¢gpgexmoi

[IpumeHneHre WHTUOMTOPOB XOJIMHACTEPa3bl, B TOM 4HUCIE (PU3OCTUTMUHA (TIPOHUKAET uepe3
reMaToIuIalleHTapHbli 6apbep), TUPUIOCTUTMUHA U HEOCTUTMHUHA.

Apummus

[lpumeHenne mnpenapaToB Kaius, HaTpusi OukapOOHaTa WJIM TMPENapaToB HAINEPCTIHKUA B
3aBUCHUMOCTHU OT CUMIITOMOB; IIPOTUBOMNOKA3aHO NPUMEHEHNE XUHUIMHA U TPOKaUHAMHU/IA.
Apmepuanvnas cunomen3us

BHyTpHuBeHHOE BBeJEHHME pacTBOpa alnbOyMHHA MM JPYTUX IU1a3MO3aMEIAIONINX PacTBOPOB.
HaubGonee 5>@Q¢exkTuBHBIME CTUMYNSATOPAMHU KPOBOOOpAILLlEHUS SBISAIOTCA JONMAMHUH U
IIPOM3BOJHBIE AaHTHOTEeH3MHA. [IpoTHBONMOKA3aHO NpHUMEHEHUE SNUHePpUHa U JApyrux Oera-
aJpEHOMHMMETHKOB, IOCKOJBKY IIPM MX IPUMEHEHUM MOXET pa3BUBATHCS JONOIHUTEIbHAs
Ba30/IUJIaTalM.

Cyodopoeu

BuyTtpuBeHHOe BBeJeHHE ua3zenamMa WM MeIJeHHas BHYTpUBEHHass HMH(QY3us (eHUTOMHA.
[TpoTuBONOKa3aHO MPUMEHEHUE 0apOUTYpPATOB JUIUTENLHOTO JEHCTBUS.

[Io npuuymHE BO3MOMKHOCTH pa3BUTHS OTCPOYECHHBIX pEAaKUUH THIATEIbHOE MEIULMHCKOE

HaOJIOZICHUE CIIETYET OCYIIECTBIISITH B TCYCHHE MUHUMYM S5 THEH.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA
dapmakoTepaneBTUIECKas TPYIINA; AHTUTICUXOTHIECKOE CPEICTBO (HEUPOIENTHK).

OTtHOCHTCS K CIIUCKY IIpeapaToB, MOMICKAIUX MMPEAMETHO-KOJIMYCCTBCHHOMY YUCTY.
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Mexanusm neiicTBus

A3zanenpoi — aTUMUYHBIA HeUPOJIENTHK, OKA3bIBACT AHTHIICUXOTUYECKOE M CEIATUBHOE JICHCTBHE,
HE BBI3BIBAs IPU 3TOM BBIPAKEHHBIX KCTPAIMPAMHIHBIX PEAKIIMA M MPAKTUYCCKH HE BIIHSS Ha
KOHIICHTPAIIMIO MPOJAKTHHA B KPOBH. B 3KCIEpHMEHTANBHBIX HCCIICIOBAHUAX ITOKA3aHO, YTO
KJIO3aIIMH HE BBI3BIBACT KATAJCIICUM W HE TOJABISICT CTEPEOTHITHOE TOBEJCHUE, BBHI3BAHHOE
BBEZICHUEM aroMopduHa mim amperamuHa.

Kiozanun oka3siBaet cimaboe 010Kupyroiee AecTBrEe B OTHOMECHUH 10(paMruHOBBIX D1-, D2-, D3-
1 Ds-perientopoB 1 BeIpakeHHOE OJIOKHpYIOIee ielcTBrE B oTHOIEeHUU Ds-penienitopos. Kpome
TOTO, OH O00JaJaeT BBIPAKEHHBIM  (O-a[PCHOOJIOKUPYIOIIUM, AHTUXOJUHEPTHYCCKHIM,
AQHTUTUCTAaMUHHBIM 3¢ (eKTamMu, a Takke MojaBisieT peaknuio aktuBanuu Ha D0, TlokazaHo
TaK)Ke, YTO KJIO3aIKMH 001a/1aeT aHTHCEPOTOHMHEPIHUSCKUMHU CBOMCTBAMH.

dapmakognaamuyeckue 3P HeKTol

KnuHnyeckn KIIO3amMH OKa3bIBAaeT OBICTPBIM M 3aMETHBIM cedaTWBHBIA S (deKT, a TaKke
AQHTHUIICUXOTHYECKOE JICHCTBHE, OCOOEHHO y MAIMEHTOB € IMM30(pEHUEH, PEe3UCTEHTHOH K
JICYEHUIO JPYTHMMH aHTUIICUXOTUYECKUMH IIpenapaTaMH.

Jloka3zaHa 3()(peKTUBHOCT KJI03alIMHA B OTHOIIEHUU MPOAYKTUBHBIX U HEIaTUBHBIX CHUMIITOMOB
mr30(peHNH, KaK IpU KPATKOCPOYHOM, TaK W TMPH UTUTEIHHOM TNPHUMEHEHHH, KPOME TOrO,
Ha0JII0/1a71ach MOJIOKUTEIbHAS IMHAMUKA HEKOTOPBIX KOTHUTUBHBIX HApYIIEHUH.

[Tpu HabmroneHnu 3a 980 nanyeHTaMu B TeUSHHE 2 JIET [T0Ka3aHo, YTO Y MAI[MEHTOB, MOIYyYarOIIUX
KJIO3aIlUH, PUCK CYHIIMJIAIBHOTO MOBEACHMS (OIIEHUBAIOCh KaK YMCJIO MOMBITOK CYHIMJIA, TaK U
FOCIUTAIM3AIMN ISl TIpEAOTBpaIeHusT cyuiuaa) Obu1 Ha 24 % HUXKE, YeM y TaIlUeHTOB,
MOJIyYyaBLUIMX oOJiaH3aluH. OTJIMYUTENBHBIM KaueCTBOM KJIO3allMHA SBISETCS TO, 4YTO OH
IIPAKTUYECKH HE BBI3BIBAET BBIPAKEHHBIX AKCTPAlMPAMMUIHBIX pPEaKIMH, TAKUX KaK oOcTpas
JTUCTOHMS U NO3/1HsAs AUcKUHe3us. [lo6ounble 3¢ppeKThl B BUIe MApKUHCOHU3MA U aKaTU3UU TPH
IIPUMEHEHNHN KJIO3alIMHA OTMEYAIOTCs peaKo. B oTiinume oT Ipyrux HEMpOJENTUKOB, KIIO3aIIUH
HE BBI3BIBACT YBEIMYCHMS WIH BBI3BIBAET OYEHb HE3HAYNUTEIBHOE YBEJIMYEHUE KOHLEHTpAlUU
NpOJIAKTUHA, YTO TMO03BOJIAET M30eXaTh TakuX MNOOOYHBIX 3((HEeKTOB, KaK TMHEKOMAacCTHS,
amMeHopesi, rajakrtopess U UMIOTeHIUs. [loTeHIManbHO cepbe3HBIMM MOOOYHBIMHM PEAKLUSIMHU
Tepanuy KJIO3aIMHOM SIBIISFOTCS TPAHYJIOLUTOIIEHUS U arpaHyJIONUTO3, YaCTOTa BOSHUKHOBEHHUS
KOTOPBIX COCTaBJIseT cooTBeTCTBEHHO 3 % u 0,7 %.

5.2. ®apmakoknHeTHYECKHE CBOHCTBA

Abcopbrus

[Tocne mpuemMa BHYTph KJI03anmuH BeackiBaeTcs Ha 90-95 %. [TpueM nmumim He BIASET HAa CKOPOCTh

U CTeINeHb BCAaChIBaHMs. 32 CUET YMEPEHHOT0 MeTaboI13Ma MPH «IIEPBOM MPOXOKICHUN) Yepes3
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Tne4eHb, a0CONOTHAS OMOIOCTYITHOCTh KIIO3annHa cocrannner 366006 TENEHOCTE 0003)

Pacnpenenenue

B paBHOBecHOM cocTossHMM Ha (¢OHE MpHema mpenapara 2 pa3a B CYTKH MaKCHUMallbHas
KOHIIGHTpAIlis B KPOBH JOCTHTaeTcs B cpemHeM depe3 2,1 daca (ot 0,4 mo 4,2 4), o0bem
pacnpeznenenusi cocrasisger 1,6 n/kr. Cpsi3piBaHHe KJO3alMMHA € OelKaMU IUIa3Mbl KpOBU
COCTaBJIsIET 0KOJIO0 95 %.

Buorpancdopmarus

Kio3zanua npakTudecku moiaHocThio Metabosmsupyercs nzopepmentamu CYPL1A2 u 3A4, u B
Hekotoporr crenenn u3zopepmentamu CYP2C19 wu 2D6. N3 OCHOBHBIX METabOJUTOB
AKTUBHOCTBIO 00J1a1aeT JTUIIIb OJJMH — JecMeTHITIpon3BogHoe. Ero papmakonorunueckoe nericteue
0I00HO JICHCTBUIO KJIO3aMTMHA, HO BBRIPAXKECHO 3HAYUTEIHHO clabee U MEHEE MPOIOJIKUTEIBHO.
DJIMMUHALNS

BriBenenue kio3anuHa HOCUT IBYX(a3HbIA XapakTep, MepHo/] MOIYyBbIBEICHUS KOHEUHON (ha3bl
cocTaBisieT B cpeaHeM 12 9 (ot 6 1o 26 yacoB). [locie 0/HOKpATHOTO MpUeMa KJIO3aluHa B J103€
75 Mr mepuoj MOJYBBIBEIECHUS KOHEYHOH (ha3bl cocTaBisieT B cpeaHeM 7,9 4. DTo 3HavyeHue
BO3pactaer a0 14,2 4 mpu JOCTHKEHUH PAaBHOBECHOTO COCTOSIHUSI B pPE3yJbTaTe MPUMEHEHUS
mpemnapara B 03¢ 75 Mr B CyTKHM B TeUeHHE HEe MeHee 7 nHeill. B Hen3aMeHHOM BHe KIIO3aluH
00OHapyY>XKMBAETCS B MOUYE€ U Kajie JIMIIb B CIeNOBbIX KoaudyecTBax. Okono 50 % mpuHSITON 03B
KJIO3aIIHA BBIBOJAMTCS B BHJIE METa00IUTOB moukamMu U 30 % — yepe3 KUIICUHUK.

JIunelHoCTh

OTMedeHo, 4TO B PABHOBECHOM COCTOSIHUU MPH YBEIMUYEHUH CYyTOYHOM T03bI Mpemnapara ¢ 37,5 mMr
no 75 mr u 150 mr (pa3meneHHod Ha 2 mpuema), HaOMOmaeTcs JUHEWHOE 10303aBUCHUMOE
yBeTUYCHUE KpUBOU «KoHIEeHTpauus-pems» (AUC), a Takke yBEIMUYEHHE MaKCUMAJIbHOW U

MUHUMAaIbLHOU KOHIOCHTpAIWUHN B INIa3MC KPOBH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHbIX BEIIECTB
JlakTO3B1 MOHOTH AT

Kpaxmain kaprodenbHbIit

Marnus creapar

[ToBuaon 25

6.2. HecoBmecTuMOCTD

He npumenumo.

6.3. Cpok rognocTu (CpOK XpaHeHus1)

3 roxa.
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6.4. OcoOble Mepbl MPETOCTOPOKHOCTH MPH X anenni |OCNIEQOBATENEHOCTE 0003)

XpaHuTb 1pu TeMIiepatype He Boie 25 °C.

6.5. XapakTep u cofep:kaHue YIaKOBKHU

ITo 10 TabneToK B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY U3 IJICHKH MOJIMBUHWIXJIOPUIHON U (HOJIBTH
AJTIOMUHUEBOM NT€YaTHOM JJaKMPOBAHHOM.

5 nnu 10 KOHTYPHBIX SIMEHKOBBIX YIAKOBOK BMECTE C MHCTPYKIUEHN MO MPUMEHEHHUIO IOMELIAI0T
B KAPTOHHYIO YIIaKOBKY (T1auKy).

6.6. OcoOble Mepbl NPEeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJIYYeHHBbIX IIOcjle NPHMEHEeHUus
JIEKApPCTBEHHOI'0 Mpenapara u Apyrue MaHUILyJSIUM C IPenapaToM

Het oco0bix TpeGoBaHU K yTHIU3AIIH.

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S
Poccus

000 «AJIBUJIC»

109316, r. MockBa, OcranmoBckuii ipoesn, 1. 5/1, ctp. 1, atax 6, opuc Ne650
ten.:+7 (495) 775-71-61

e-mail: pv@alvils.ru

7.1. IlpencraBuTenb AepKaTessi PpericCTPALMOHHOIO YA0CTOBePeHHUs

[Iperensnu morpebUTEIEH HAIIPABIIATH 110 AAPECY:

Poccus

000 «AJIBUJIC»

109316, r. Mocksa, OcranoBckuii mpoesa, A. 5/1, ctp. 1, atax 6, opuc Ne650
ten.: +7 (495) 775-71-61

e-mail: pv@alvils.ru

8. HOMEP PETUCTPAILIMOHHOTI'O YIOCTOBEPEHMUSI
JITT-Ne(000680)- (PT-RU)

9. JATA TEPBUYHONW PETMCTPAIMA (ITOATBEPKIEHUSA

PEITUCTPAIIUU, TIEPEPEI'MCTPALINUN)
11.04.2022
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COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 21.071.2025 N= 1125

(NMOCNEOOBATENEHOCTE 000%)

10. JATA IEPECMOTPA TEKCTA

OO01mmast XapakTepUCTHKA JIEKAPCTBEHHOTO TpernapaTa A3aienpos JOCTyITHa Ha HHPOPMAIMOHHOM

noprtajie EBpa3suiickoro 3KOHOMHYECKOTO CO03a B MH(POPMAIMOHHO-KOMMYHHKAIIMOHHON CETH

«HTepHeTY.

Crpanuia 34 u3 34



