OBIIASI XAPAKTEPUCTHUKA JJEKAPCTBEHHOT O ITPEITIAPATA

COTIIACOBAHO
MUHHACTEPCTLOM SIPABOOXPAHEHUS

PECIIVBIIUKU BEJIAPYChH )
Mpuxas Manucreperna 3/1PABOOXPAHEHU

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O TIPEIIAPATA HO Pb

Anbennaso, 400 Mr, TabIETKH TOKPBITHIE INIEHOYHOH 0007109KOi#

2. KAUECTBEHHbII I KOJMYECTBEHHEI cocTap 2400 5-2022
Jleiicmaytowee seujecmso: anbenason (albendazole).

Onua Tabnerka conepxut: andennasona — 400 mr.

BcrroMoraresbHbIE BEIECTBA, KOTOphle HEOOXOIMMO YYHTHIBATE B COCTAaBE Mpernapara: JaKTO3bl
MOHOTH/IPAT.

[ToyHEIH MepeYeHb BCIOMOTaTeIbHBIX BEILECTB IPHBE/IEH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Ta61eTKU OKPBITHIE TIIEHOUYHOH 000JI0YKOIH.

Ta6ieTKM OKPBITHIE INIEHOUYHOH 000JI09KO0M, 6€I0ro UBETA, C ABOSKOBLITYKJION OBEPXHOCTEIO,
OBaJIbHBIE.

4. KINHUYECKHE JAHHBIE

4.1. IToxa3aHus K NpHUMEHEHHIO

— HemamoOo3bl: acKapyio3, SHTepoOuo3, Tpuxouedanes, aHKHIOCTOMO3, HEKaTOPO3, CTPOHTHU-
JIOHU03, TOKCOKapOo3.

— Tpemamo003bl. ONUCTOPX03 U KIOHOPXO3.

— [Jecmo003bL: TEHHO3 (B TOM YHCJIE, HEUPOIMCTUIIEPKO3, BBI3BaHHBIH 7. solium), TUMEHOJIETIH-
J103.

— JIambnuo3 y nereit 2—12 net.

— DxuHoK0KK03. AIOEH1a30J1 IEMOHCTPUPYET HaHOOIBIIYIO 3)()EKTHBHOCTE MIPH JIEYEHHH KHCT
TeueHH, JIETKUX W OpromuHbl. ONBIT NIPUMEHEHHS NIPU KUCTaX KOCTEH, cepia U LEeHTPaTbHON
HEpPBHO CHCTEMBI OTPaHHYEH.

— KucmosHuiil sxunokoxko3 (BeI3BaHHBIA Echinococcus granulosus). AnGeHna3on mpuMeHseTCs
JUUISL JIEUEHHUS TTAIIMEHTOB C KHCTO3HBIM 9XUHOKOKKO30M:

1. Ecin XMpyprudeckoe BMEIaTeIbCTBO HEIIPHEMIIEMO.

2. [lepen XUpyprayecKuM BMEIIATEIbCTBOM.

3. [Tocie XMpypruyeckoro BMEIIATENLCTBA B CITyyae, €C/d IMpeIONepaluoHHOe JiedeHHe ObLI0
CJIMIIKOM KPAaTKOBPEMEHHBIM, MJIM TPOU30IILIA yTeUKa COACP)KMMOTO KUCTHI, HIIH BO BPEMS XH-
PYpPrHYeCKOro BMEIIaTeIbCTBa OBUT BBISIBIIEH JXKM3HECIIOCOOHBIH MaTepHal.

4. TTocne 4peCKOXKHOTO APEHHPOBAHUS KUCT B THarHOCTHYECKHUX HUJIA TEPATICBTHYECCKUX LEIIIX.
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— Anveeonsapuwiii 3xuHOKOKK03 (BBI3BAaHHBIN Echinococcus multzlocularzs) Anﬁeﬁﬂason HpUMe-

HsAETCs JUIS JICYEHUS] TTAallUEHTOB:
1. IIpu HeomepanbHOM 3a00JIEBaHHH, OCOOEHHO B Clly4asX JIOKAIbHBIX WM OTAAJICHHBIX METa-
CTa30B.

2. [Tocne naJyTMaTHBHOTO XHUPYPruYECKOro BMEIIATEILCTBRA.

3. Iocne paiuKaIbHOrO XUPYPrHUECKOTO BMELIATENLCTBA HIIH TPAHCIUIAHTAL[HH [I€YEHH.

— Heiipoyucmuyepko3. AnGeHNa301 NPUMEHSETCS Ul JIEYEHHs MAlMEHTOB CO CIENYIOIUMU
COCTOSIHUSIMH:

1. OIMHOYHBIE MJIM MHOXXECTBEHHBIE KUCTBI HJIM IPAHyJIeMaTO3HBIE NTOPAXKEHUS TTApEHXUMBI T0-
JIOBHOTO MO3Ta.

2. ApaxHOUJaJIbHBIE WX BHYTPHIKEITY 10YKOBBIE KUCTBI.

3. 'po31eBUIIHEIE KUCTEL.

4.2. PexxuM J03HPOBAHHSA H Cr0C00 NpHMEHEHHS

HAuBazus Bospacrt IIpomo/zkHTETLHOCTH PHEMA i
i | |
' OHTEpobHO3, Bapocnsie u fe- | 400 Mr 1 pas B CyTKH OIHOKDATHO. ‘
| QaHKHJIOCTOMHJIO3, TH cTapiue 2 JIET | %
| HEKaTOpO3 i !
| ’
| ackapmos, | jzilem ot 1 0 200 mr 1 pa3 B CyTKH OJHOKPATHO. |
' Tpuxonedanes | < et ‘
y| 2 |
' Tlono3speBaemblii uin | Bapocisle 1 fie- 400 Mr | pa3 B CyTKH B TeueHHUE 3 IHEH. |
[I0ITBEP K IEHHBIH TH cTapie 2 1eT  [IpH TEMEHONennI03¢ PEeKOMEHIYEeTCs IOBTOPHBIH |
CTPOHTHUJIOUIO3, , Kypc JIedeHus 4epe3 2—3 Helemnu.

| TECHHO3, ITPH 101~
| TBEPXXACHHOM I'HME- . <

' HOJIETIHI03€ ‘
|
Knonopxos, ' Bapocnbie u ne- 400 mr 2 pasa B CyTKH B TeueHHE 3 IHEH.
| OITHCTOPXO03 TH cTapiue 2 jJeT

JlapsanbHblii (muun- | Bapocnsie u ge- 400 mr 1 pa3 B cytku. [IpomomxuTensHOCTS MpreMa
HOYHBII) Fe/IbMUHTO3 | TH CTapiue 2 JeT OT 1 mHs 1o 3 aHed.
|

 JIam6mm03 Tonbko aetu oT 400 Mr 1 pa3 B CyTKHM B TeueHHe 5 IHEil.
J 2 mo 12 net

|
|
|
|
1
|

Hpoaom/cume/zbnocmb Nle4eHUs. CM. «Hponomxmenbnocrb npuema» B Tabyuue Beiue. [Ipu ot-
CYTCTBHH YJIy4IIeHHs Yyepe3 3 HeJleH: IOBTOPUTH TEPAITHIO.

CucmemHuvie 2enoMuUHmMHbIE UHBA3UU (NPOOONICUMENbHOE NledeHUe Doee BbLCOKUMU 003aMiL)
Jlnst manpeHToB ¢ Maccoit Tena 60 kr u Gosee no3a mpenapara cocraBimseT 400 Mr 2 pasa B
cyTkd. [ns manumMeHToB ¢ Maccod Tena MeHee 60 Krmpermapar Ha3HA4yalOT M3 pacyera
15 mr/kr/cyTt B 2 mpuema. MakcumanbHas cyTouHas no3a coctaiseT 800 mr. Pekomenayercs

MIPOBOAUTH ONTHOBPEMEHHOE JICICHHE BCCX YICHOB CEMBH.
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|
! HNuBazus
[

| 28 nueit. Ilpu HeomepabenbHON hopMe pekoMeHayercs Tpu 28-
; JMHEBHBIX LUKJIA JICYEHHS, Pa3[eNICHHbIX 14—IHEBHBIM IEPEpPhI-
| BOM B ITpHEME TIpernapara.

| Ilepen omeparuelt peKOMEHIOBAHO Ba 28-IHEBHBIX IHKIIA, pa3-
JeTIeHHBIX 14-IHEBHBIM MEpephIBOM B IpueMe npenapata. Ecim
IIpeIoNePAMOHHBIN Kype MeHbINe 14 MHeH Wi HalIeHbI XU3HE-
, CIIOCOOHBIE KMCTBI, TO ITOCJIE ONEpally MPOBOJAAT JBa LIKKJIA IO
28 nmHei, pa3leNeHHbIX 14-IHEBHBIM IIEPEPLIBOM B MpHUEME Ipe-
rapara.

; KucTo3Hnii
3XUHOKOKKO3

28 nueit. Bropoit 28-1HEBHBIN Kypc MOBTOPSIOT IIOCHIE IBYXHE-
JIENBHOTO TepephbiBa B IpreMe Ipenapata. JledeHne MoXeT ObITh
[IPOIOJIKEHO B TEUCHHUE HECKOJIBKUX MECSIIEB HIIH JIET.

|

| AJIbBEOJISIPHBIN

| 3XMHOKOKKO3
|

[TponomxutensHOCTh npueMa 7-30 neHb. Bropoil Kypc MOXHO
HeiiporucTunupko3s MOBTOPHUTH MOCIIE IBYXHEEIBHOTO MEPEPhIBA B IIPUEME IIperapa-
Ta.

|
|
|
|
|

| 400 mr 2 pasa B cyTku TeueHue 5—10 mueit. OOpr4HO TpeOyercs
TOJIBKO OAWH KypC JICUEHHUsI, OJHAKO MOXXHO IIPOBOAUTH [ajlb-
; HEHIIHe KypChbl IPU HAIWYHH IOJIOKUTEIBHBIX KIMHUYECKHX U
Napa3HUTOJIOIUYECKUX JAHHBIX. }

' Tokcokapo3s

ITayuenmer nooicunozo 6ospacma. ONBIT NPUMEHEHUs y TAIIMEHTOB B BO3pacTe 65 NET WU
ctapmue orpaHuyeH. CoriacHO NaHHBIM OTYETOB, KOPPEKILHUs 03Bl He TpedyeTcs, 0HaKO an0eH-
JIa30J1 CIIEAYET C OCTOPOXHOCTBIO MIPUMEHSTH y MAlMEHTOB C IpU3HAKAMKM HapyIleHUus QyHK-
[UU TI€YEHH.

Iayuenmer ¢ Hapywenuem gyrkyuu noyex. [I0CKoNbKY BbIBEEHHE MOYKAMU AI0CHIa30/1a U €T0
OCHOBHOro MeTabonmuTa anOeHnazona Cynb()OKCHAA HE3HAYMTEIHHO, BEPOSTHOCTH M3MEHEHUS
KJIMpEHCa 3THX COEIMHEHHH y TaKUX MaIlMEeHTOB SIBIISETCS HU3KOU. [TanueHTaMm ¢ HapyleHHeM
GbyHKIMY IIOYEeK KOPPEKIHs J03bI He TpeOyeTcsl, 0JTHAKO 3a TAKAMH IMAllMEHTAMH CJIEYET Mpo-
BOJUTH TIIATEIBHOE HAOMIOACHHUE.

ITayuenmol ¢ napywenuem @yuxyuu nevenu. ITockonbky antennason GHICTPO MeTabOIM3UPYET-
csl B II€YEHH ¢ 00pa3oBaHHEM OCHOBHOTO (hapMaKOJIOTHYECKH aKTHBHOIO MeTabojMTa anbena-
30a cynab(oKcHAa, IPH HapYIICHUH QYHKIHUH MEeYEHH MOXKHO OKHMIATh CYIIECTBEHHOTO BIIHS-
HUS Ha (apMaKOKHHETHKY anbeHna3ona cyabdoKcHIa. 3a MalueHTaMu C OTKJIOHEHHEM (yHK-
[HOHANBHBIX P00 MeYeHu (TpaHCaMHHA3) CIIeyeT POBOJUTH TINATEIbHOE HAOMIONEHHE TIEpe]]
Ha4yaJioM Tepanuu anbeH1a30JI0M.

Jleuenne anGena3onom ciexyeT MPeKpaTUTh NPH JalbHEHINEM YXyAIICHAH ToKasaTened dep-
MEHTOB IIEYEHH UJIM €CIIH OOIHiA aHANNU3 KPOBU TOKA3bIBAET KIIMHUYEACKH 3HAYMMOE YMEHBIIIE-

HHE KOJIMYECTBA KJIETOK KpoBH (CM. pa3zensl 4.4. u 4.8).

Jern



Ha ceromusmuuii neHp HMEETCS OI‘pElHH‘-ICHHBIﬁ OIIBIT IIPUMEHEHUA a.H6€HII8,30J'Ia B BBICOKHUX Y

IEeTEN B BO3pacTe M0 IIECTH JIET, IIOSTOMY NPUMEHEHUE Y JeTren MJIaI[I_IIC HIGCTH J»'[eT HE pEKO-

MEHyeTCs.

Cnoco0 npuMeHeHHs ———— I
Bo BpeMs JledeHHs! peKOMEH/yEeTCs HETa C BBLICOKMM COep)KaHUeM SKHPOB fmst yityumrenns
BCAChIBaHMs NEUCTBYrOMIEro BemecTsa. Iluma momkHa OBITE kKak MOXXHO Ooree TBepIoit u co-
nepxathb 6onee 40 r )kxupa Ha OAUH IIPHEM. Hf[l PEBE

Y nmeteit, 0CoGEHHO paHHETO BO3pacTa, PEKOMEHIYETCS IPUMEHSTH MOAXOMIAIINE JIEKAPCTBEH-

2466 p-2022

IIpenapar npuHAMAOT BHYTPh BO BpeMs IpHeMma Muiud. [IpernouTuTeneH MpueM B OJHO U TO

HbIe ()OPMBI, HATIPUMED, CYCIIEH3HUIO.

e BpeMsI CYTOK.
Jl1s nauueHToB, KOTOPbIE HE B COCTOSHUM IPOTJIOTHTH TabNEeTKy LETHKOM, PEKOMEHyETCSI ee
pa3MENbYUTh U 3alIUTh HEOOIBIIHM KOJTHYECTBOM BOJIBL.

4.3. IIpoTuBONOKAa3aHUS

— NOBBIIICHHASA YYBCTBUTEIBHOCTD K [IEACTBYIOIEMY BEILIECTBY HJIM JIIO6OMY M3 BCIIOMOTATEb-
HBIX BEILIECTB (CM. moapaszen 6.1), IpyruM Npor3BOAHEIM GEH3UMHIA301a;

— I1aTOJIOTHUs CETYATKH IJI1a3a;

— AnOeHa307 He Cle/lyeT NPUMEHSTh BO BpeMsl 6epeMEHHOCTH HITH Y SKEHIIHUH C [peamnonarae-
MO#t GepeMEHHOCTBIO. BepeMeHHOCTE N0MKHA GBITh HCKITIOUEHa, B IIEPBYIO OYEPEND Y KEHIIHH
ACTOPOAHOro Bo3pacTa. JKeHIHHAM JE€TOPOJHOTO BO3pacTa CIEAYeT MPOBOIUTH TECTHPOBAHHUE
A0 Hadala ¥ NEpHOAMIECKH BO BPEMS JICUCHHUSI, YTOOBI HCKITIOUHTH GEPEMEHHOCTD, @ TAKKE pe-
KOMEH/I0BaTh 3(Q(EKTUBHBIE Mephl KOHTpALEMIHH, BKIHOYAs HETOPMOHAJIBHBIE MIPOTHBO3aYa-
TOYHBIE CPE/ICTBA, BO BPEMS JICICHHS U B TCYCHHE OJHOTO MECALA II0CIIE 3aBEPIICHUS JTeYCHHS
(cM. paznensl 4.4 u 4.6);

— IIEPHOJI JIaKTallHHU (ITPyJHOTO BCKAPMIIHBAHHS);

— Bo3pacT 1o 1 roga.

4.4. Ocobble ykazaHHsi H MepbI IPEJOCTOPOKHOCTH IPH NPHMeHeHHH
BnusiHue Ha neyeHp

BoaMosxHO caboe MM ymMepeHHOE IOBBIIIIEHHE AKTHBHOCTH [eYEHOTHBIX ¢depmMeHTOB npH mpo-
ACJDKUTENLHOM NpHEME JIEKAPCTBEHHOIO Ipenapara, KOTOpoe HOPMATH3MPYETCs MocHe npe-
Kpamenus npuema. Onpenenenne nokasatesiel QyHKIHH TeYeHH CJIeTyeT IIPOBOAUTD NEpe]] Ha-
daJioM sieyeHus yepes 5 u 10 gueit u nanee, no kpaifneit Mepe KaXKIple 2 HEIelId B TEUCHHE Jie-
4eHHs. Ecii aKTHBHOCTD ITe4eHOYHbBIX TpaHCaMHHA3 yBEITMYMBAETCS B 2 pasa U Ooiiee, anbeHma-
3071 CJIelyeT OTMEHHUTD. JIeueHre MOBTOPSIOT, KOTJa MOKAa3aTeNu (GyHKIMH MedeHH BO3BpaTATCS
K HOpME.

[TonaBnenue GyHKIMH KOCTHOTO MO3ra




As6GeHIa3071 MOXKET BHI3BIBATH YTHETEHHE KOCTHOTO MO3Ta, n03T0My cne;[ye frrpéBo,rme aHann- '

en

3pI KPOBH TALMEHTA B HaYasle JieueHns, yepe3 5 u 10 nueii, a 3ateM Kaxpie 2" rre‘ﬂenn B Tequne |
28-IHEBHOTO IMKJIA JedeHus. [laruenTsl ¢ 3a60IeBaHIeM II€YEHH, BKIIH0Yas NEYCHOYHBIH XU~
HOKOKKO3, 00Jiee CKIIOHHBI K YTHETEHHIO KOCTHOTO MO3ra, B Pe3yJIbTaTe Yero BO3HUKAET NaHIH-
TOIEHHs, AIIACTHYECKAs AHEMHS, arpaHyJIONUTO3 U JIEHKONCHHUs, YTO 00yCIIOBIMBAET HEOOXO-
JIMMOCTH TIIATEIBHOTO KOHTPOJIS [TOKa3zaTeael KpoBH. B ciydae BOSHUKHOBEHUS 3HAUMTEIBHOTO

HO PB

PHCK HEBPOJIOTHYECKUX CUMIOITOMOB IIPH HEHPOIIUCTULIEPKO3E 2 A 6 8 B _ 2 0 2 2

CHIDKEHHS TIOKa3aTenei KpOBH JICYUEHUE CIENYET IIPEKPATHUTD.

Y NanueHToB, NOAYYaBIIMX AIOEHIA30J1 M0 APYTHM IOKa3aHHSM, MOXKET OBITH OOHApYXKEH He-
JMArHOCTUPOBAHHBIA HeHpourcTUIiepKo3. [TalneHThl, UMEeIoIMe SIMUASMHOIOTHYeCKHe PaKTo-
pbl PHCKa HEHPOLMCTHIIEPKO3a (B pallOHAaX, TI€ PacIpoCTpaHEeHa NaHHas WHQEKIMs), T0JDKHBI
OBITH 0OCIIEIOBAHbI 10 Hayajla TEPAIHH.

VY mopaXeHHBIX MalUEHTOB MOTYT BO3HHKATh HEBPOJIOTHYECKHE CUMIITOMBI, HAIPUMED, CYI0PO-
T, TIOBBILICHHE BHYTPHYEPEIHOTO JaBIECHHUS M (POKATbHBIE CHMIITOMBI BCJIEACTBHE BOCIAJIH-
TEJILHON peakliH, BEI3BAaHHOM rHOeNbIo Napa3uToB B MO3ry. CUMITOMBI MOTYT BO3SHUKHYTB Cpa-
3y IMOCJIE JICUEHUs], TO3TOMY CIIeyeT HEMEJIEHHO Ha4aTh COOTBETCTBYIOIIYIO T€pANuI0 KOPTH-
KOCTEPOHIaMH U IPOTUBOCYIOPOKHBIMH IIperapaTaMH.

[TanueHTsl, MOJyJarolie JIeYeHHe 0T HeHpPOLMCTUIIEPKO3a, JO/DKHBI MOMydaTh CTEPOUIHYIO H
MPOTHBOCYAOPOKHYIO TEPAHUIO I IPEIOTBPAIICHUS HEBPOJIOTHIECKIX CUMIITOMOB.

PHCK MMOBpEXIEHUS CETYATKH YV MAIIMEHTOB C HEHPOIIMCTHIIEPKO30M CETYATKHU

[{ucTHIIEpKO3 MOXET MOpaxkaTh ceTyaTky. [lepen HayamoM Tepamuy HEHPOIMCTUIIEPKO3a HEOD-
XOJUMO 00cie10BaTh NalleHTa Ha HATHYKE [TOBPEXKICHUN CETUYaTKU. Ecnu Takue moBpeXIeH s
BU3YaJIM3UPYIOTCS, OLIEHUTh COOTHOILIEHHE HEOOXOMMMOCTH aHTHIMCTHIEPKO3HON Tepamud U
pHCKa BO3MOXXHOCTH ITOBPEXIAEHHUs CETYATKH B pPE3yJIbTaTe BOCHAIUTEIBHOIO IIpOIlecca, BbI-
3BaHHOT'O AJI0EH1a30-UHAYIIUPOBAaHHOU rHOENbIO Tapa3uTa.

Jleyenue npenapaToM He TpeOyeT MPUMEHEHHS KIIH3M, CIaOUTENbHBIX CPEICTB MM CIEHAlb-
HOH TUETHI.

OMOpHoderanbHas TOKCHYHOCTD

Ha ocHOBaHMH pENpOXYKTHBHBIX HUCCIEAOBAHHN HA JXHBOTHBIX YCTAHOBIEHO, YTO alGeHIa30J]
MOJXXET HaHECTH Bpel IUIOAY IpH BBEACHHH OepeMeHHOM xeHiquHe. Coobimanocs 06 sMOpuo-

TOKCHYHOCTH H IIOPOKaX pa3BHTHUSA CKEJIETA Y KPBIC U KPOJIMKOB IIPpH JICYEHHHU B IIEPHOJ OpraHo-
reHesa (IpH MEPOpaNbHBIX 103aX, MpuMepHo B 0,1-0,6 pasa mpeBBIAIOIUMX PEKOMEHIYEMYIO
J03Yy UTA YE€JI0BEKA, HOPMAJIM30BAHHYIO IJIA oOmei II0IMaay MOBEPXHOCTH Tena).

ﬂO Haydayia JICYEHU U1 XXCHIIUH PEIIPOAYKTUBHOI'O BO3pacTa pEKOMEHIAYETCSI TECTHPOBAHUE HaA

6epeMEeHHOCTb.

YT0oOBI MCKIIOYHTH IIpUMEHCHHUC IIpfIiapaTa B Hadall€ 6Cp€MCHHOCTH, JKCHIIWH JOC€TOPOAHOIO

5
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BO3pacTa CIE/YET JICIHTD TOTBKO B TCYCHHE NEPBBIX 7 JHEH OCTIE,]

HOTO KPOBOTEYEHHS HIIH Cpasy I0C/Ie OTPULIATENHHOTO TECTa Ha 6epeMERHOCTD.
[TocoBeTyliTe JXEHIIUHAM C PENPOAYKTHBHBIM MOTEHI[HANIOM HCIIOIb30BAThH s dexTuBHEI Me-
TOJl KOHTPALEIIMU BO BpeMsl JIEYEHHS M B Te4eHHe | Mecsia ociie mocieaaeii 1036l

HO PB

C 0CTOpPOKHOCTBIO IPHUMEHSIETCS Y IETEH.

BcnomoratenbHele BelecTsa 2L66 B-2022

AJI6CHI[&30H COZICPIKHUT JIAKTO3Y. HaI_[I/ICHTLI C P€OKUMH HaACJIEACTBEHHBIMU HapymI€HHUAMH, TAKUMHU

KaK, HEMEPEHOCHMOCTD TaJIAKTO3], JIAKTA3HAs HEJOCTATOYHOCTH Jlanma i HapyIeHHe BcachIBAHUS
TJIFOKO3BI-TAIAKTO3B], HE IOJDKHBI IPHHUMATh 3TOT IIpeMapar.

AnGeHna301 conepuT MeHee 1 Mmoib (8,67 mr) HaTpus B ofHO# TabneTke (400 Mr), T.e. mpax-
THUECKH He COMepKaT HATPH.

4.5. B3aumopeiicTBHe ¢ APYrHMH J1eKAPCTBEHHBIME npenapaTamMH H Apyruie BHIbI B3aHMO-
aeicTBus

YCTaHOBIIEHO, YTO aNGEHA30T HHIYLHPYET eYeHOTHBIE (epmeHTEI crcTeMbl UTOXpOMa P450),
OTBETCTBEHHOH 3a €r0 METab0IH3M.

JlexapcTBennbIe Mpenapark, KOTOpEe MOTYT yMEHBIIUTE 3))EKTHBHOCTS anbeHna3ona, i mpy
HCIIOJIb30BAHIH KOTOPBIX TPEOYeTcss MOHHTOPHHT 3(h(eKToB, TIOCKOJIBKY MOJXET BO3HHKHYTB
HEOOXOMMOCTh MIPHMEHEHHUS IPYTHX PEXKAMOB JO3UPOBAHUS UITH TEPAIIHH:

— IPOTHBOCYIOPOXHbBIE (HalpuMep, (EHUTOUH, docoennton, kapbamasenuy, henobapou-
TaJl, IPUMHJIOH);

— JIEBaMIBOYT,

— PHTOHABHP.

JlexapcTBennbIe MperapaThl, KOTOpbIe MOTYT yBEIIHYUBATh YPOBHH aKTHBHBIX METAOOJIMTOB afl-
Oenpmasona, ¥ NpH HCIIOIb30BAHHUH KOTOPBIX HEOOXOAMMO IMPOBOAMTH MOHHTOPHHT 38 BO3MOJK-
HBIM YBEJIHYECHHEM 1060YHBIX 3¢ ekToB anbennasomna:

— LIUMETHINH;

— JICKCaMETa30H (HEMpPEPLIBHOE HCMONB30BAHUE ITOBBIIIAET YPOBHH MeTab0IUTOB anbeHa-
3o071a Ha 50 %);

— Ipa3HKBaHTEJL.

I'peiindpyToBslit cox Takxke yBennumBaer YPOBEHB anbennasona cynb(OKCHIA B IIIa3Me.
Apyzaue 603mooicnble 63aumodeiicmeus

B CBsi3H ¢ BO3MOXHBIM H3MeHEHHEM aKTHBHOCTH uToxpoma P450 cymectByer TeopeTtnyeckuii
PHCK B3aUMOZICHCTBHS CO CIIEYIOLIUMH MpeNapaTaMu:

— I€POPANIbHEIMHU IIPOTHBO3a9aTOYHEIMU CPECTBAMHY;,

— aHTHKOAryJISHTaMHu;

— MO THKEMHUYECKUMHU Cpe€acTBaMu IJIs MpHeMa BHYTpB,
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HeoGxonumo cobironats 0CTOPOXHOCTh TIPH IIPHMEHEHHH aNGeHa3001a MalHeHTaMH, TPHHH-

MaroIMAMH BBIIIEYKa3aHHBIC ITPEIIapaThl.

4.6. ®epTHIBLHOCTD, 6EPEMEHHOCTD H JIAKTALHUS

bepeMmennocts | AR AaBne o <

HMccnenoBaHus Ha KMBOTHBIX ITOKA3aIH HEXeNATEILHOE BO3IIéI>'I(ST}§HCA;§a oz (cMm. paéi[en 5.3).
B uccnenoBanusX penpoxyKTHBHON (yHKIIHH SKMBOTHBIX IIEpOpajlbHOE BBEAEHHUE aIOeHa30/1a
B TIEPHUON OPTaHOIeHE3a BBI3BIBAIO IMOPHOTOKCHIHOCTh M IIOPOKH Pa3BUTHS CKeleTa y Gepe-
MEHHBIX KpbIC (B po3ax, B 0,10 u 0,32 pasa mpeBslmarommx MaKCHMAaIbHYIO PEKOMEHIYEMYIO
03y UL Y€N0BeKa, HCXOIs U3 IUIOMAIN TTOBEPXHOCTH B MI/M>) 1 GepeMEHHBIX KPOJIHKOB (B J10-
3ax, B 0,60 pa3s mpeBHIIAIOMIX MAKCHMATBHYIO PEKOMEHYEeMYIO /103y Ul YeJI0oBeKa B pacdyeTe
Ha IJIoIIaab IOBEPXHOCTH TEJa B Ml"/Mz). AnGennaszon takxe 6BUT CBSI3aH ¢ MaTE€pPHHCKOH TOK-
CHYHOCTBIO y KPOJMKOB (B 032X, B 0,60 pa3 mpeBbIuarommx PEKOMEHIOBAHHYIO 703y IS Ye-
JIOBEKA, HCXOJIS U3 IIOINA/H TIOBEPXHOCTH TeJa B MT/M 2).

[ToTeHUHaNBHEIN PUCK [UIS YelOBEKa HEM3BECTEH. OTCYTCTBYIOT IOCTaTOYHEIE JIAHHBIE O pu-
MEHEHHH y 6epeMEHHBIX JKEHIIHH.

IIpenapar mpoTuBomOKasan GepeMeHHBIM (eMm. pasnen 4.3). UToGbI HCKITIOYHTH OepeMeHHOCTS,
KCHILMHBIL TOJDKHBI IPOXOIUTE 00C/EJOBAHNE TIEPEe] HAYANOM U IIEPHOIMYECKH BO BpeMs Jiede-
HUS NpernapaToM. 3-3a TepaTOTeHHBIX CBOHCTB MPOM3BOIHEIX O€H3UMUMH/Ia30/1a JKEHIIHHEI
ACTOPOHOTO BO3pACTa JOJDKHBI HCIIOIb30BaTh () EKTHBHBIE METOIBI KOHTPALEMNINH, €CIH He-
00xomuMo euerne (cM. pasmen 4.4). IIpoTuBo3avaTounsle cpexcraa clenyeT IPUMEHSTh HEMo-
CPEACTBEHHO 110, BO BPEMsI JICYEHHS U B T€UEHHE | Mecsima rmociae oKOHYAHMS NpHeMa Ipernapa-
Ta. V3-3a HEACHBIX B3aHMMOIEHCTBUH TOPMOHATBHBIX HHTHOUTOPOB OBYJISILHM C alOEHIa307I0M
IPHEM OIHOH “TabIeTKU™ [UIA 3TOro He MOIXOIHT.

I'pynHOe Bckapaupanue

Hccnenopanmii ¢ yuactrem kopMsimmx MaTepel He MpoBoauIock. [109TOMy HEH3BECTHO, BBIe-
JIACTCS JIM aNOEHA30] HJTH €ro MeTaGOHTEl C TPYIHBIM MOJIOKOM. [Ipumenenue anGennazona
TMTPOTHBONOKA3aHO BO BPEMs IPYAHOTO BCKApMITHBAHHS (CM. pasfen 4.3).

DepTHIBHOCTD

JlaHHEIe O BIMSHUK a6eHa301a Ha (hepTHITBHOCTD YeoBeKa OTCYTCTBYIOT.

4.7. Bansinue Ha c110co6HOCTL yNpaBasTh TPAHCIOPTHBIMH CPEACTBAMH M paboTaTh ¢ Me-
XaHH3MaMH

Vccnenosanmii BiusHus anbengasona Ha cioco6HOCTS YIPaBIIATH TPAHCIOPTHBIMH CPENCTBAMH
W paboTaTh ¢ MEXaHH3MaMH He MPOBOHIOCH. OIHaKo IpH YNIPaBIEHWH TPaHCIOPTHBIMH
CPECTBAMH I paboTe ¢ MEXaHW3MAaMH CIeyeT YUHTHIBATE, YTO [OCIe npuemMa anbeHpazona

COOOINANIOCH O FONIOBOKPYKEHHUH (CM. pa3zen 4.8).
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4.8. HexxenatenbHbIe peaKUHH

HexenaTtensHble peaklUu IPENCTaBIEHBI B COOTBETCTBHH c CI;ICTCMHO-OpFaHHOfI knaccuduka-
[MEN ¥ YaCTOTOM BCTPEYAEMOCTH

HexenatenpHble peakiud KIaCCUGHUIMPYIOTCS B 3aBUCHMOCTH OT YacTOTHI BO3HHUKHOBEHHS
cremyromuM obpazom: odeHs gacto (>1/10), gacro (>1/100, no <1/10), Hewacto (>1/1000, HO
<1/100), pemxo (>1/10000, HO <1/1000), ouensr pemxo (<1/10000), uyacToTa HEH3BECTHA
(Mcxons U3 UMEIOIIUXCS ITAaHHBIX, YaCTOTY BO3HHUKHOBEHHUS OIPEIEUTH HEBO3MOXKHO).

B xaxmoi rpynne HexenaTeabHbIE PEAKIHU IIPE/ICTABICHEI B TIOPAAKE YMEHBIIEHHS CEPHE3HO-
CTH.

Ilpumenenne NpH KHIMEYHLIX HWHBAZHAX H JAPBAJLHOM (JMYHHOYHOM) reJlbMHHTO3E
(MeHbIIASA IIUTELHOCTD JIEYeHHSI ¢ IPHMEHEHHeM MeHb el 10351)

Hapywenue co cmoponvt kposu u numgamuueckoti cucmemvl: 0UeHb PENKO: AIIACTHUECKas
aHEMHUS, arpaHyJIOIUTO3.

Hapywenus co cmoponbl uMMyHHOU Ccucmemvl: DPEIKO: PEAKIHH THIEpPIyBCTBUTENLHOCTH,
BKJIFOYas CHIllb, 3y U KPAITHBHHUILY.

Hapywenus co ¢cmoponel HepsHOU cucmembl: HEYACTO: TMOSBIEHHE HOBBIX HEBPOIOTHYECKHX
pacCTpOMCTB (SMUIIETICHS, MEHHHTHT, TEMHILIETHS, 3aMETHAs YTOMJIIEMOCTB) B TIPOIIECCE JIede-
HUsI HEHPOLMCTUIIEPKO03a, TOJIOBHAS OOJIb U TOJIOBOKDPYKEHHE.

Kenyoouno-kuweunvie napyuenus: HeJacTo: 60JIb B XKUBOTE, TONTHOTA, PBOTA U THADES.
Hapywienus co cmoponvt nevenu u sicenyesbl6005uyux nymeii: peiKo: HOBBIIIEHIE YPOBHS Tede-
HOYHBIX GEpMEHTOB.

Hapywenue co cmoponst kodicu u nodkodichbix mxaneii: 09eHb PEIKO: MHOTo(OpMHas 3pHTEMA,
cunapom CtuBeHcoHa-/[)KOHCOHA.

Hapywenue co cmoponbl Mbiuieunoil, ckenemuoii u coeOuHumenvHotl mkani, 9acToTa HEU3BECT-
Ha: paboOMHOIU3.

Obwue napywenus u peaxyuu 8 Mecme 66edeHus: 9acTo: THXOPALKA.

IIpuMeHeHHe NMPH CHCTEMHBIX TeJbMHHTHBIX HHBa3HAX ((oJiee MIHTENbHOE JIeUeHHE C
NpHMEHEHHEeM BBICOKHX /103)

Hapywenue co cmoponvr kposu u numpamuueckoii cucmempr: HeqacTo: TIEWKOIIEHUS; OYEHBb
PEIKO: arlacTHYeCKas: aHEMHUS, arpaHyJIOLHTO3, TAHIIUTOTIEHHS.

Hapywenus co cmoponst ummynnoil cucmemvi: Hedacto: pEaKI¥ THIEePUyBCTBUTENLHOCTH,
BKJIIOYas CHIIlb, 3yJ] U KPATUBHHUILY.

Hapywenus co cmoponbl opeana 3penus: 4acToTa HEM3BECTHA: 3aTyMaHEHHOE 3pEHME.
Hapywenus co cmoponbl HepHotl cucmempl: HedacTo: YXy/IIEHHE CYIIECTBYIOMEH CHMITOMa-

THKH WM IIOSIBJIECHUE HOBBIX HEBPOJIOTMYECKUX paCCTpOﬁCTB (3I'II/IJICHCI/I5!, MCHUHIUT, TEMHUIIIIC-
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Ir'us, 3aM€THasd YTOMJ'ISIGMOCTL) B HpOIICCCC JICYHCHHUA HCHpOHHCTHILép‘KOQ&- O‘-IGHB '-IaCTO‘ FOIOB-

Has 00JIb; YacTO: TOJIOBOKPY>KEHHE.

Kenyoouno-xuuieyHvle HapyuieHus: 9acTo: 60JIb B XUBOTE, TOIIHOTA, PBOTA.

Hapywenus co cmoponbl neveHu u 2cenqeul800sujux nymeil. peako: MOBHIIIEHUE YPOBHS Teye-
HOYHBIX (DEPMEHTOB; HEYACTO: TeMaTHT; YacTOTAa HEH3BECTHA: OCTpas MeYyeHOYHas HeJ0CTaTou-
HOCTb.

Hapywenue co cmoponwsl kodicu u nOOKOJICHbIX mKaHed. Y4acTo: oOpaTumas anorenus (mopese-
HHE ¥ YMEpEeHHas [0TePs BOJIOC), OUEHb PEIKO: IpUTEMa Pa3IHYHOTO reHe3a, CHHApoM CTUBEH-
coHa-/[>koHCOHa.

Hapywenue co cmoponbvl muluieynoii, ckenemuoti u coeOuHUmenbHOol MKaHu: 9acTOTa HEU3BECT-
Ha: pabIoMHOIM3.

Obwue Hapywenus u peaxyuu 6 mecme 66e0eHUA: YACTO: IMXOPAJIKA, HEYACTO: HOCOBBIE KPOBO-
TEUYCHUSI.

Coolmenue o Mox03peBaeMbIX HeXKeJIATEIbHBIX PeaKIHsIX

Baxzo coobmark 0 mono3peBaeMbIX HEXETATENBHBIX PEaKIHAX MOCIE PErHCTPALHH JeKapcT-
BEHHOTO IIpenapaTa ¢ LeIblo 00eCTeYeH s HEMPephIBHOr0 MOHATOPHHTA COOTHOLIEHHS KIIOJb-
3a-pUCK) JIEKAPCTBEHHOTO Ipernapara. MeIMIUHCKAM paGOTHUKAM PEKOMEHYeTCs CoOBIIaTh 0
JEOOBIX TMOJ03PEBAEMBIX HEXENATENBHBIX PEAKIMAX JEKapCTBEHHOTO Ipernapara 4yepe3 Halho-
HAJIBHYIO CHCTEMY COODINEHHUs O HeXeaTeIbHBIX peaxkuusx.

Pecny6muxa benapyce

220037, r. Munck, ToBapuimeckuii nep., 2a

YII «I1eHTp 3KCTIEPTH3 U HCIIBITAHHI B 31PABOOXPAHEHHH

Tenedon otnena papmaxonanzopa: +375(17) 242-00-29; daxc: +375 (17) 242-00-29

On. noura: repl@rceth.by, receth@rceth.by

https://www.rceth.by

4.9. Ilepeno3upoBka
Cumnmombl: CUMIITOMBI IEPEIO3HPOBKH HE OTHCAHEL

AnbGennason o6naaeT HU3KOHK OCTPON TOKCHYHOCTBIO. Ha ceromusmmmuii neHs coobmenuit 06

OTpaBJICHUAX HE MOCTYTIAJIO.

Jleuenue: IIPOMBIBAHUE XeIyaKa, IpueM AKTUBHPOBAHHOTO Y.

Creruyeckie aHTUIOTH He M3BecTHBL. JlanbHeilmee TeueHme CIelyeT NPOBOJUTE B 3aBHCH-
MOCTH OT KJIMHHYECKOH KapTHHBI AJTH B COOTBETCTBHHU C PEKOMCHOAIUSIMHA TOKCUKOJIOTHYECKUX
HEHTPOB. HOCKOJIBKy HCO6XOI[I/IMO YOCIATH OonpIne BHAMAaHHS BO3MOXXHBIM HEXEJIaTEILHBIM
3(1)(b€KTaM IIOCJIE HMHTOKCHKAaIlUU, PCKOMEHAYETCSA TIPOBEPUTH aHaAIU3 KpOBH H ITOKasaTelId

(hYHKUMOHATIBHOTO COCTOSHMS IedYeHH (cM. paszen 4.4).



5. DPAPMAKOJIOTMYECKHUE CBOMCTHAl PbH | co

5.1. ®apmakoagnHAMHYECKHE CBOMCTBA

7166 5-2022 |

(dapmakoTepaneBTHYECKAS rPyNna R comeiiriniciimeiion.. s

AHTHTEIIbMUHTHBIE cpezicTBa. CpesicTBa JUIS JIeYeHns HeMaTon0308. IIpon3BoIHbIE GeH3UMIa-
30I1a.

Kon ATX: P02CAO03.

Mexanusm neiicTBus

Anbennason - mpousBogHOe GeH3UMHUA3071a, 06IaIaoNIIee IPOTUBOIPOTO30HHBIM H AHTHIEJIb-
MHHTHBIM JIEHCTBUEM B OTHOLUEHWH KHIIEYHEIX U TKAHEBBIX MApasHToB. ANGeHIa307 obiamaer
JIapBHIIM/THBIM, OBULIUIHBIM U IPOTHBOITUCTHEIM JE€HCTBHEM.

OcHOBHOWM MexaHW3M meHCTBHS alGeHaas’ona — ero MHTHOMpYIomuii s(dexr Ha Oera-
TyOyIMHOIIONMMMEPH3ALHIO, KOTOPAS BELET K ACCTPYKIMH IUTOIIA3MATHYECKUX MHKPOKAHAb-
[€B KJICTOK KHINEYHOrO TPAKTa TEJIbMUHTOB; U3MEHSET TEUCHHE OUOXHMHUYECKHX IPOLIECCOB
(IOMaBIIAET YTHITH3AIKIO TIIOKO3EI), GIIOKHpyeT TIEPEBUKEHHUE CEKPETOPHBIX TPAHYI | JIp. Op-
TaHEJUT B MBILICYHBIX KIIETKaX KPYIJIBIX 4epBel, oOyciaBiuBas ux rubens. HauGomee addex-
THBHO BIIHACT Ha JMYHHOYHBIE popMEI ecTox — Echinococcus granulosus u Taenia solium, ue-
Mmarox — Strongyloides stercolatis.

5.2. ®apmakoKkHHeTHYECKHE CBOICTBA

Abcobuust

ATNOCHIa3011 TUIO(HUIIEH, I03TOMY HOCIIE IPHEMa BHYTpB II0X0 abCOPOHPYETCs U3 KeTyTOUHO-
kueyHoro Tpakta (JKKT) — menee 5 %, B HemsMeHeHHOM BHne He OIIpeZIeTIAeTCS B IIasMe,
OMOMOCTYITHOCTE — HH3Kast. ANGeHna307 OZIBEPracTCs BBIPAXEHHOMY 3(deKTy nepsoro mpo-
XOXKIEHHS Iepe3 [IeYeHb U OBICTPO He 0OHAPYXKUBAETCA B IUIA3Me, IIOTOMY 4TO 6BICTPO MeTabo-
ASAPYETCS 0 OCHOBHOTO MeTab0JIUTa, anbennasona cynmb¢okcHa, KOTODEIM OTBEYAET 3a aHTH-
TENMBMHHTHOE neficTBre. CHCTeMHOe (apMakosoruueckoe neicTeue YCHIIMBAETCS NPH MpHEME
Tpenapara ¢ KUpHOH MHILEH, IPH 3TOM MOBBILAeTCs abCOpOIUs 1 yBenmUIUBAETCS Cpay B IJI23-
M€ KpOBH B 5 pa3. Bpems noctumxenus Cpay anbennasona cynb(okcHaa cocrapuser 2—5 . Cas-
3bIBaHHE C Oenkamu muasmel — 70 %. An6eHmazon B 3HAYUTENIBHBIX KOJIMYECTBAX NMPOHUKAET B

JKCJTIb, ICYCHD, CIITHHHOMO3T OBYIO XXKHIKOCTB, MOYy, y T€IbMHHTOB — B CTE€HKY H XHUIKOCTH

ITUCT.

Pacnipenenenne

MeraGonusupyercs B mevenw ¢ 00bpa3oBaHKeM NepBHYHOro MeTaGoNMMTa ATGeHIa301a CyIbhoK-
CHa, 00JIa/arOIIero aHTHIeIBMHHTHON aKTHBHOCTBIO. Anbenyasona cynbdokcun MeTaGomn3H-
pyeTcs ¢ oOpasoBanueM anbeHmasona cyib(oHa (BTOPHYHBIH MeTaGoNHT) M APYTHX OKHCIEH-
HBIX TMpoxykToB. Cynbpokcun andenmasona o6HAPYXHUBANCS B KHIKOCTH KHCTHl Ha YPOBHE

npuMepHO 15-20% oT KoHUeHTpauuu CyIbGOKCH/Ia AT6EHa307a B IUIa3Me KPOBH.
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Buorpancdopmanus u 3 THMHHAIHA

I
......

[Tocne npuema npenapara B pa3oBoit mo3e 400 mr Q)apMaIégnq;nqémegigkfﬁéﬁI;Iﬁ ‘Mé;rEiﬁOHHT,
anbenyiazona cynbQOKCH, JOCTHraeT IIa3MEHHBIX KOHIEHTpanuit ot 1,6 10 6,0 MKMOJIB/JI. Tip
anbensasona cynb(okcuua cocrapnser 8,5 4 ¢ GONBIION HHAMBUAYATBHOH BapHaGEIbHOCTHIO.
BBIBOMUTCS C XeNMUblo 4epe3 KHINEYHHK B BUIE anGeHnas’ona Cymb(pOKCHAA U JIHIIb HE3HAYH-
TeJIbHAS YacTh €0 KOJIMYECTBA BEIBOJUTCS C MOYOH.

IIpy BHENIEYEHOUHOM XOJIECTa3e NMEYEHOUHBI KIMPEHC 3HAYNTEIBHO YMEHBIIAETCS, UTO IIPUBO-
aut k yeemuuenuio AUC 1 KoHIeTpanuy anbennasona cyas)oKCH/aa B [Ia3Me KpOBH.
OJMMHHALMS U3 KUCT MPOMCXOUT 3HAYUTENHHO MEUICHHEe, 9eM dTHMUHALNS W3 MWIa3MeL DTo
MOET MPOJOIDKATECS B TEUEHHE HECKONBKHUX HEAENb I0CTE BRICOKOH 03B M JUTHTENBHOM Tepa-
IIUU.

Ocobvie epynnvl nayuenmos

Bueneuenounblii xonecmas. I1ockonbKy BEIBEIEHHE aT6eH1a3011a Cynb(}OKCHAA YMEHBIIAETCS, 3a

NAlMEHTOM CIIEyeT TIATEIBHO HaOIIONATS.

Hemu: dapmakokuHeTHKa anbeHaa3oma Cymb(pOKCHIA IIpU IpHeMe OJHOKPAaTHBIX 103 200—
300 mr (mpubmusurensHo 10 MI/KT) anGeHmA301a COMOCTABAMA C bapmakokuHeTHKOH, Ha-
GironaBIneiics y B3pOCiBIX MOCITe MpHeMa IHIIH.

Iayuenmer nooicunozo eospacma: XoTs HH ONHO KIMHHYECKOE UCCIIEIOBAHUE HE OLIEHHMBAJIO
BIIMSIHUE BO3pacTa Ha (hapMaKOKHHETUKY aabeHIa30a CyIb(OKCHIA, NaHHEIE OTyYeHHbIE ¥ 26
MAMEHTOB (B BO3pACTe 110 79 JIET) ¢ 3XHHOKOKKOBBIMH KHCTAMM, YKa3bIBAIOT Ha TO, 4TO (apma-
KOKMHETHKA aHATOTHYHA (apMaKOKMHETHKE, HaGIoaeMoi y Gosee MOJOIBIX 3[J0POBBIX J100-
poBornbIeB. HecMOTps Ha TO, YTO YHCIO MOKHITBIX MALHEHTOB, MOJTy4aBUIUX JICYEHHE HXHHO-
KOKKO32 MM HEHPOUHMCTHIEPKO3a, OBUIO OTPaHHYECHO, HHUKAKHX OCOOEHHOCTEH, CBS3aHHBIX C
[IPUMEHEHUEM Y TIOXKHUIIBIX MAI[HEHTOB, HE HAOTIONAIOCh.

ITayuenmol ¢ Hapywenuem Gynkyuu novex: GapmakokuHeTHKA anben1a3ona py IPUMEHEHNH Y
MallHCHTOB C HapyIIeHHeM (QyHKIUH T0YeK He OblIa HCCle0BaHA.

Hayuenmur ¢ napyuwienuem pynxyuu nevenu: dapmakoknHeTHKa anGennazona IIPY IPHMEHEHUH
Yy HMallHeHTOB C HapyIeHHeM QyHKIHK [eYeHH He GBI HCCe 0BaHa.

5.3. lannbie NOKIMHHYECKOl 6€30acHOCTH

OCTD&H TOKCHYHOCTH

Anberznason obranaeT HU3KOH OCTPOH TOKCHYHOCTEHIO. JII50 mocne mepopansHOro BBemeHHs
coctaBina 0T 500 Mr/kr mo <10000 Mr/kr Macchr Tena Y MBIIIEH, KPEIC, KPOJIHKOB M XOMSKOB,
TOJBKO y cBuHed JIJ[50 Obuta Hike mpu 106 MI/kr macch! Tela. Habmonmaemele cumntoMsr
BKJIFOHAIH TIOTEPIO MACChI, KIIOHHYECKHE CYAOPOTH, PECITHPATOPHBIH HCTPECC 1 JUapero.

ToxcuunocTs nocne MHOTOKPATHOT'O UCHOJIE30BAHUS
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I/ICCJIeIIOBaHHSI Ha MbIax, KpblcaX U co6a1<ax l'IpO,HOJI)KI/ITeJ'ILHOCTLIO 0 6 MECSAIIEB BBIIBUIIK B

Ka4eCTBE OpFﬁHOB-MPIHICHCﬁ TOKCHYHOCTH CHCTEMY KPOBECTBOPEHUSA U IICYCHB. HOBTOM}’ BO

BpeMSl JUTUTEIBHON Teparmuu peKOMEH/IYeTCsl PEryJIipHBIH KOHTpPOJIb MOKa3aTeNiei KPOBH H CO-

CTOAHHUA (I)YHKIII/II/I II€YCHU.

PenponykTHBHAS TOKCHYHOCTH ' JIAPY

Xopomo U3BECTHA TEPATOT€HHOCTh aHTUTE€IBMUHTHBIX npomBo,un(GemnMnnmnaBHexo
TOPBIX MOJE/ISX Ha )XMBOTHBIX all0EH1a30]1 OKAa3bIBAET TEPATOT€HHOE JEHCTBUE B 103aX KOTOPHIE
COOTBETCTBYIOT WJIM IPHUOJIMKAIOTCS K TEpalmeBTHYECKMM J03aM Ul 4esioBeKa. BiusHue Ha
(GepTUNBHOCTh He HAOIIOAIOCE.

Beuto moxasano, 4ro anGenazon o6namaeT TepaTOreHHbIM AeHcTBUEM (BBI3BIBAET IMOPHOTOK-
CHYHOCTE M IIOPOKH Pa3BUTHS CKeJleTa) Y GepeMEHHBIX KPBIC M KPOJIUKOB. TepaToreHHBIH OTBET
Y KpBIC MPOSABJIANICS NpH MepopaibHeiX g03ax 10 u 30 mr/kr/mens (B 0,10 u 0,32 pasa Gosblue
MakKCHMallbHOH PEeKOMEH/yeMOH [03bI 1l YENOBEKA, HCXOS U3 IUIOMAAN MOBEPXHOCTH TENa B
Mr/v’, COOTBETCTBEHHO) BO BpeMsl OpraHoreHesa (¢ 6 mo 15 nuu GepemeHHOCTH) U y GepeMeH-
HBIX KPOJIMKOB IIPH MEpopanbHOM BBeIeHHH B no3e 30 mr/kr/ness (B 0,60 pasa Gonbine Makch-
MaJIbHOH PEKOMEHIyeMOM 10361 JUIs YeNI0BEKA, HCXOJIA U3 IIOLIANH TOBEPXHOCTH Tela B Mr/M),
BBOJIMMOH BO BpeMsi opranorenesa (¢ 7 no 19 guu GepemeHHOCTH). B HcclenoBanuy Ha KpOJIH-
KaX MaTepHHCKasd TOKCHYHOCTh (CMEPTHOCTH 33%) Gblia oT™MedeHa npu mo3e 30 mr/kr/mens. Y
MBIIIeH He HaOIIONANoCh TepaTOTeHHBIX 3)(EKTOB IpH TepopanbHOM MpHeMe B 033X 10
30 mr/kr/cyt (8 0,16 pasa BbIlIe peKOMEHIyeMO#l T03BI IS YeJIOBEKA, HCXOMS U3 [II0IIATHU T10-
BEPXHOCTH TeNa B MI/M”), BBOXHMEIX B nepuo ¢ 6 mo 15 nexs GepeMeHHOCTH.

MyTareHHBIN U KaHIIEPOreHHBIA ITOTEHIIHAI

ANOEHIa30]1 He MOJBEprayics MOAPOGHOMY TECTy HAa MYTareHHOCTh. OIHAKO anbeHma3on He
TPOSIBIISN KAKMX-THOO MYTareHHBIX CBOKCTB B CEPUHM TECTOB in Vitro (TecT Ha oOpaTHyI0 MyTa-
nuto S. typhimurium ¢ metaGonudeckoit akTuBanmeil HiIn Ge3 Hee, TecT Ha XPOMCOMHEIE abep-
pamuu B kietkax CHO) u B MukposimepHoMm Tecte in vivo Ha Kpeicax. TecT Ha kneTouyHyro
Tparcdopmanmio kretok BALB/3T3 in vitro 6511 c1a60 MOT0KHTENBHBIM TONBKO MOCTE npen-
IECTBYIOMEH META0ONHIECKOM aKTHBALIMH, OJHAKO HCCIIENOBAHHS KAHIEPOTEHHOCTH Ha KpBI-
Cax U MpIlIaxX HE BBIABUJIM [IPU3HAKOB KAaHLIEPOTEHHOI0 TOTEHIHAIIA.

6. PAPMALEBTUYECKHUE CBOMCTBA

6.1. ITepevyens BcriomMoraTeIbHBIX BelecTB

Benomozamenvrbie 8ewyecmea: nemmonosa MHKpOKpHCTalIHyeckas tum 101, kpaxman kykypys-
HBIH, KPOCKapMeio3a HaTpUsl, KPOCIIOBHIOH THN A, mosumon K 30, HATpHs Jnaypuicynbdar,
Maruus creapar, onazapait II (B T.4. Makporos, JakTO3bl MOHOTHIpPAT, THIPOMEN03a, THTAHA K-

okeun E 171).

6.2. HecoBMecTHMOCTD
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6.3. Cpok roagHocTu 2 L 6 6 5 - ) 0 2 2

2 roxa.

6.4. Ocobb1e MePBI IPEIOCTOPOIKHOCTH NPH XPAHEHHH

XpaHUTh B OPUTHHAIBHOH yNakoBKe (KOHTYpHas seiKoBas yakoBKa B TauKe) VIS 3alIHTH OT
BJIATH IIPH TeMIlepaType He Boime 25 °C.

6.5. XapakTep u cofepkaHue NePBHYHON YIIAKOBKH

1 TabneTka B KOHTYpHO! SYEHKOBOM YNAKOBKE H3 ILIEHKH NOJTMBUHHUIIXJIOPUIHOH H (oIbru
AITFOMHHHUEBOH.

1, 2 unm 3 KOHTYpHBIE sYeiiKoBBIE yIAKOBKH 10 1 TaGneTke BMECTe ¢ JUCTKOM-BKJIaJBIIIIEM I10-
MEMIAKT B mayky u3 kapTona (Nelx1, Nelx2, Nelx3).

6.6. Ocobble MepBI NPEXOCTOPOKHOCTH NPH YHHYTOKEHHH HCIT0b30BAHHOI0 JIEKAPCTBEH-
HOTO Mpenapara HaH OTXO[0B, MOJTYYCHHbIX I0c/e MPHMEHEHHs! JEKAPCTBEHHOr0 Mperna-
paTa uiaH paboThl ¢ HUM

Her oco6rIx TpeGoBanuit k yTuim3zarmm.

Bech ocraBmmiics ekapcTBEHHBINH Mpemapar W OTXOMBI CIIEYeT YHHYTOXHTH B YCTAHOBJIEH-
HOM IOpSIKE.

7. AEPXKATEJIb PETUCTPALIMUOHHOI'O Y IOCTOBEPEHUS

Pecny6nuka Benapyce

OTkpeITOE aKIHOHEpHOE 0611eCTBO «BOPHCOBCKHIt 3aBOT MEAHIHHCKIX IPETapaToBy,

222120, Munckas 061acTs, T. Bopwucos, yi. YUanaesa, 64.

Ten/baxc +375 (177) 735612, 731156.

IIpemensuu nompebumeneii nanpasname deporcamenio De2ucmpayuorHHo20 y00oCcmogepeHus.
YcaoBus ormycka

ITo penenry.

8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHHUS

PY Ne 17/09/2726

9. IATA IEPBUYHOM PETUCTPALIUA

06.09.2017

10. TATA TIEPECMOTPA TEKCTA

04.2022

OO1was xapakTepuCTHKa J1eKapCTBEHHOro npenapara Anbennason, 400 Mr, TaGeTKH OKpBITHE
IUIEHOYHOH 000JI0YKOM, TOCTYIHA Ha O(HIHATEHOM caiiTe YIIOJTHOMOYEHHOTO OpraHa rocymuap-

CTBa — wieHa EBpasniickoro corosa B HH(OPMANHOHHO-KOMMYHUKATHOHHON CeTH «MHTepHeTY:

www.rceth.by.
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