COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.06.2025 N= 14556

OBIIASI XAPAKTEPUCTHKA JIEKAPCTREAHOTOTIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Azatuonpus, 50 mr, TabIeTKH.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytolliee BEUIECTBO: a3aTHOIPHH.

Kaxxnas tabnerka comepxut S0 Mr a3aTHONPHHA.

BcnomorarenbHbie BelllecTBa, HaIUYUE KOTOPBIX HAJ0 YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npemnapara: jaktosa (cMm. pasuensi 4.3).

ITonHbI MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

Ta0OerTku.
TabneTku CBETIO-KEITOTO WIIM CBETJIO-XKEITOrO C 3€JICHOBATBIM OTTCHKOM IIBETa, KPYIJIbIC,

IUIOCKOLIMIMHIPUYECKHE, C (PACKOM.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Tpenapat A3aTHONpUH MOKa3aH K MPUMEHEHHUIO Y B3POCIBIX U JIeTeH cTapiie 3-X JeT.

[Tpenapat A3aTHONpUH NPUMEHSIETCS B KaueCTBE MOHOTEPAINIMHU, WM yallle B KOMOMHAIMU C
[JIFOKOKOPTUKOCTEPOUAAMH W/WIIM IpYyTMMU UMMYHoOienpeccanTaMu. TepaneBTudeckuii a¢dexr
MOYET TPOSBIATHCS TOJNBKO YEpe3 HECKOJBKO HeNIeNb WIM MECSIeB M MOXKET BKIIOYaTh
crepousiocoeperaronuii 3QHeKT, TeM caMbIM CHUXKAsE TOKCUYHOCTh, CBSI3aHHYIO C BBICOKOM 10301
U JUTUTEIbHBIM IPUMEHEHHEM TIIIOKOKOPTHKOCTEPOHIOB.

[Ipenapat A3aTHONpPHH NpPUMEHSETCS B KOMOMHAIMKM C TIIOKOKOPTHKOCTEPOMJIAMH W/WIIN
IPYTUMH ~ WMMYHOJCTIPECCAaHTaMH  JUIS  TPOQHIAKTHKKA  pPEaKIMH  OTTOPXKEHHUS  IpH
TpaHCIIaHTAIIUK [T0YEK, CEP/IIa, TEYSHH.

[Ipenapat A3aTHONpPHH TNPUMEHSETCS TMpPHU CpeAHEH CTeMEeHW TSHKECTH U TKENBIX
BOCTIAJIUTENBHBIX 3a00JeBaHUAX KHUIIEeYHHKa (Oone3Hb Kpona, Hecrenuduueckuil sS3BEHHBIN
KOJIUT) TIPH HEOOXOJWMOCTH TIIOKOKOPTHKOCTEPOHUTIHOW TEepanuy, NpH HETePEeHOCHMOCTH
TIIFOKOKOPTUKOCTEPOUIHOM TEPATUK, WX TIPU pepaKTEPHOCTH K APYToi CTAaHJAPTHON Teparuu
[IEPBOH JINHUM.

[Ipenapat As3aTHONpUH NPUMEHAIOT B KadeCTBE MOHOTEpANMM WM Yalle B KOMOWHAIMU C
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JI03bl WIJIA TIPEKpAIICHUs] NpreMa TIFOKOKOPTHKOCTEPOHIOB) MPH CIEAYIOMHNX 3a00JIeBaHUAX:
TSOKETBIM  PEeBMATOMJHBIM  apTpPUT; CHUCTEMHasi KpacHash BOJIYAaHKA; JIEPMAaTOMHUO3WUT;
AyTOUMMYHHBI XPOHWYECKHI AaKTHBHBIA TENaTUT; Iy3bIpuyaTKa OOBIKHOBEHHAS; Y3EIKOBBIN
NepUapTepunT; ayTOMMMYHHas TeMOJUTHYECKas aHeMHs, XpoHHWYeckas pedpakrepHas
UAMONATUYECKass TPOMOOLMTONICHHYECKAsT MypIypa; TaHTPEHO3Has MHOJEPMHUS; TIICOpHUa3;

MHUacTeHus; cuHapoM Pelitepa; myueBoi 1epMaTUT; IICEBIOTUIEPTPOPHUECKAst MUOTIATHSI.

4.2. Pe:xuM 103UPOBAHMS H CIIOCO0 MPUMeEHEHUsI

PexxuM J103upoBaHus

Bspocnvie

TpchnJlaHmauuﬂ

Jlo 5 Mr/kr/cyTKu B IEpBBIi IeHb TEPAIUU.

[ToxnepxuBaromast 103a oT 1 10 4 MI/KI/CyTKH B 3aBUCHMOCTH OT KJIMHHYECKHX MOKa3aHUH U
reMaToJI0rM4ecKoi IepeHOCUMOCTH.

Jlaxxe B cmyuyae MPUMEHEHHS] HU3KUX /103, TOJICP>KUBAIOIIYIO TEPANUIO a3aTHOIPHUHOM CIIEAYeT
OPOBOAWTH  HEOMPENEJICHHO JUIMTEIbHO, TIOCKOJIbKY CYIIECTBYET PHCK OTTOpPKEHUS
TpaHCIJIaHTAaTa.

Ipyvaue 3a001e6aHUs

HauanbHas 1o3a 1-3 MI/Kr/CyTKM U JOJKHA MOAOUPATHCS B 3TOM JIMaNa3oHe 703 B 3aBUCUMOCTH
OT KJIMHUYECKOT0 3(pekra (KOTOPbIil MOXKET OBITh IOJTyU€H NOCIIEe HECKOJIBKUX HE/IEb U MECALIEB
OT HayaJia JICYeHHs) U TeMATOJIOTMYECKO MepeHOCHMOCTH.

Ecnu tepaneBrnueckuii 3¢ (HeKT noiayyeH, To HEOOXOAMMO YMEHBIINUTh MOAAEPKUBAOILYIO 103y
JI0 MUHUMAJILHOTO YPOBHSI, KOTOPBIN coOXpaHseT noiy4yeHHbI 3¢ dexr. Eciu B Teuenune 3 mecsies
KIMHUYeCKH 3¢deKkT He IOCTUrHyT, TO mpemapar ciegyeT OTMeHHTb. OJHako, Npu
BOCTAJIUTENBbHBIX 3a00JI€BaHUAX KUIIEUYHUKA JICUEHHUE CIIeAyeT MPOBOAMUTH MO KpailHeH Mepe B
TedeHue 12 mecsies, a TepaneBTHUECKUN 3((HEKT MOXKET ObITh JOCTUTHYT uepe3 3-4 mecsa.
[TopnepsxkuBaromias 103a MOXKET K0JebaThCsi OT MeHee 4eM | MI/KI/CyTKM 10 3 MI/KI/CYTKU U
omnpenensercs 3aboyieBaHUEM, WHIMBUAYAIbHBIM OTBETOM HAalMeHTa W TeMaTOJIOrMYecKon
HEPEHOCUMOCTBIO.

Oco0ble TPVIIILI TAIMEHTOB

Ilpumenenue y nosxicunvix nayueHmos
OneIT MpUMEHEHUsl a3aTUONpPHUHA Y TMOXKWIBIX IMAlUeHTOB orpaHudeH. CreayeT NpPUMEHSTh
MHUHHUMAJIbHBIC JO3UPOBKH PEKOMEHIOBAaHHOTO JauamnazoHa 103. Ocoboe BHUMaHUE JOKHO OBITh

yAEIEHO MOHUTOPUPOBAHUIO T€MaTOJIOTUYECKUX MTOKa3aTeNeil, yMEHbIICHUIO MMOIePKUBAOIIEH
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Iloueunas nedocmamounocmo

[Tockonbky (hapMakOKMHETHKA a3aTHONPHUHA MPU MOYEYHOW HEAOCTATOYHOCTH HE M3ydajiach B
OTJEJIbHBIX MCCIIEJOBAHUAX, KOHKPETHBIE PEKOMEHJAIlMK IO JO3UPOBKE OTCYTCTBYIOT. Tak Kak
HapyleHne QyHKIUH [TOYeK MOXKET IIPUBECTHU K OoJiee MeICHHOMY BBIBEJICHUIO a3aTHONPHHA U
€ro MeTadOJUTOB, CIEAYET PAaCCMOTPETh BOIPOC O CHUKEHUM HAYaJbHBIX 103 Y MALUEHTOB C
HapymeHneM (QyHKIUH 1modek. JloKHBI MPUMEHSTHCSI MUHUMAIIBHBIE JI03bI TEPArieBTHYECKOTO
nuarna3oHa. [lanneHTs! JOIKHBI HAXOIUThCA MO HaOII0IeHUEM Ha IPEAMET pa3BUTHUS TOOOYHBIX
3¢ dexTos.

Ileuenounas nedocmamouynocms

[TockonbKy (hapMakOKMHETHKA a3aTHOMPHUHA TP MIEYCHOYHOW HEJAOCTATOYHOCTH HE U3ydJaslach B
OTJEJIbHBIX MCCIIEJOBAHUAX, KOHKPETHbIE PEKOMEH/JAllUU 10 JO3UPOBKE OTCYTCTBYIOT. Tak Kak
HapyleHne (pyHKLIUU NeUYeHH MOXKET IIPUBECTH K 0oJiee MEJIJICHHOMY BBIBEIEHUIO a3aTHOIIPUHA
U €ro MeTaboIMTOB, CIEAYET paCCMOTPETh BOIPOC O CHUKEHUU HAYAJIbHBIX J03 y MalUEHTOB C
HapymeHneM (QpyHKIUHN nedeHd. JJoKHBI MPUMEHATHCS MUHIUMAJIBHBIE 036l TEPAIIeBTUIECKOTO
nuarnasoHa. [lanueHTs! JOIKHBL HAXOIUThCS MO HaOMI0IeHUEeM Ha IPEAMET pa3BUTHUS TOOOYHBIX
3¢ dexTos.

THayuenmul ¢ oepuyumom pepmenma muonypun S-memurmparncgepasol (TIIMT)

VY nanueHToB ¢ HacleICTBEHHOM HU3KOM MM OTCYTCTBYIOIIEH akTUBHOCTBIO ¢pepmenta TIIMT
OTMEYEH IMOBBIIIEHHBIA PUCK TSHKEIOH TOKCHYHOCTH a3aTUONPHHA MPH MpUeMe OObIUHBIX 103 H,
KaK IPaBUJIo, Ul HUX TpeOyeTcs CyIECTBEHHOE CHIKEHHE 103bl. OnTHMalibHas HadajabHast 1032
JUISI TALIUEHTOB-TOMO3HTIOT MO JeUIUTY (pepMeHTa HE yCTaHOBJIEHA. BOIBIIMHCTBO MalleHTOB-
TeTepO3UrOT MOTYT MEPEHOCUTh PEKOMEH]yeMble JI03bl a3aTHOIPHHA, HO HEKOTOPHIM MOKET
NoTpeOOBATHCS CHUKEHUE JI03B.

Iayuenmuvr ¢ mymayueii cena NUDT15

VY nanuenToB ¢ HacneacTBeHHOU MmyTanueil reHa NUDT15 orMeueH noBbIIEHHBIN PUCK PA3BUTHS
TSKEJION TOKCHUYHOCTH MPU MPUMEHEHUH a3aTHONpPHHA. DTHUM MalueHTaM TpeOyeTcs CHIKEHHE
JI03bI, OCOOEHHO TEM, KTO SBISETCS TOMO3MIOTHBIM IO JaHHOM MyTanuu. Pekomenmyercs
IPOBE/IEHUE T€HOTUIIMYECKOTrO0 TECTUPOBAHMS J0 Hadaja Tepalnuu NpenapaToM A3aTHONpPHH.
HeoOxoaum TiiaTeIbHbI MOHUTOPUHT [TOKa3aTenei KpoBu.

B3aI/IMOJIeI\/’ICTBI/Ie C APYI'UMM JICKAPCTBEHHBIMU CPEACTBAMU

HpI/I OOTHOBPEMCHHOM INPUMCHCHHUU I/IHFI/I6I/ITOp0B KCaHTUHOKCHUAA3bl, TAKUX KAK AJJIOITYPHUHOII,

HCO6XO,Z[I/IMO CHU3UTH N03Yy a3aTUOIIpUHA N0 25 % oT OOBIYHOM JO3BbI.
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Jlemu om 0 0o 3-x 1em

BezomacHocth u 3 (dhekTUBHOCTE y AeTel B Bo3pacte oT 0 10 3-X JIeT He yCTaHOBIIEHBI. [laHHBIC
OTCYTCTBYIOT.

Jlemu cmapwie 3-x nem

Tpanucnaianmayus

Pexxum nosupoBanus nans gereil B Bo3pacte oT 3 10 18 yier He omIMuYaeTcss OT peXHuMa
JI03UPOBAHHUS B3POCIBIX.

Ipyveue 3a001e6aHUs

Pexxum nosupoBanus ans geteil B Bo3pacte oT 3 1o 18 jeT He omIMyaeTcs OT pexuma
JTO3UPOBAHUS B3POCIIBIX.

Jlemu ¢ uzbvimounoi maccoi mena

JleTsim ¢ n30BITOYHON MAcCoii Tea MOTYT ITOTPEOOBATHCSI 103bI B 00JIee BBICOKOM JHana3oHe 103,
U TIOATOMY PEKOMEH]IyeTCs TIIATEIbHBIII MOHUTOPUHT PEAKLIMHU Ha JICUCHHUE.

Cnoco0 npuMeHeHus

BnyTps.

IIpenapar A3aTHONpHUH MOXHO NPUHUMATh C NULIEH WIM HATOLIAK, HO MAalMEHTaM ClIeAyeT
BbIOpaTh OJUH U3 METO/NOB NMpHUMEHEHUs. HekoTopble MalueHThl MCTBITHIBAIOT TOIIHOTY INPHU
MIEPBOM MpHEME a3aTHOIPHUHA, BEPOSTHOCTh KOTOPON MOXET OBbITh CHUKEHA IPH MIPHEME TOCTIe
enbl. OJTHaKO MpUEM MOCie €1bl MOXKET CHU3UTh a0CcOopOIIMIO, TOATOMY B TAKOM CIIydae CIeIyeT
paccMOTpeTh BONPOC O KOHTPOJIE TePareBTUIECKOH 3 (HEKTUBHOCTH.

[Ipenapatr He cienyeT NPUHMMATh C MOJIOKOM WJIM MOJOYHBIMM mpoaykramu. [Ipemapar
A3zatvonpuH cienyeT NpUHHMMaTh MO KpaifHeil mepe 3a 1 yac g0 wim depe3 2 yaca mocie

ynOTpC6J’IeHI/IH MOJIOKA WJIM MOJIOYHBIX ITPOAYKTOB.

4.3. IIpoTuBONOKA3aHUS

® TUIEPYYBCTBUTEIBHOCTH K a3aTHOIPHUHY, K 6-MepKkanTonypuny (6-MII) n/unu k mobomy u3
BCIIOMOTATEJIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3aene 6.1;

e yrHETEHHWE TeMmorod3a (THUMOIUIACTUYECKass W arlacTU4YecKas aHeMHs, JICWKOTICHHUS,
auMoneHust, TPOMOOLIUTOTIEHHUS);

e OEpEeMEHHOCTb;

® TIEpPHOJ TPYAHOTO BCKAPMITMBAHUS,

e J1eUITUT JIAKTa3bl, HEMEPEHOCUMOCTD JIAKTO3bI, TIIFOK030-TaJTaKTO3HAs MaIbabCOpOIIHS;

® JIETCKUM BO3paCT A0 3-X JIeT.

4.4. OcoOble yka3aHMsl M MepbI NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.06.2025
(NOCNEOOBATENEHOCTE 0001)

C 0CTOPOKHOCTBIO

[Tpu 0THOBPEMEHHOM IMpHEME ¢ aMUHOCAIMITUIOBBIMU TPOU3BOHBIME (OJICajla3uH, Mecala3uH
wii  cyinbdacanasuH), ¢  HUMMYyHOJCNpECCAaHTaMH, C  JCHOJSIPU3UPYIOIIMMUA U
HEJICNOJISIPU3HPYIOIIMMH MHOPETIAKCAHTAMH; ITPH TICYCHOYHO! HEJI0CTATOYHOCTH; TP TIOYSUHOU
HEJIOCTaTOYHOCTH.

He pexkomenyercss IpUMEHSITh Y MAIMEHTOB ¢ JAePHUIMTOM (hepMEHTa T'MIIOKCAHTHUH-TYyaHHUH-
docdopudozuntpanchepassr (cunapomom Jlema-Haiiena); ogHOBpEMEHHO C PHOABUPHHOM,
bebykcocTaToM.

Cnemyer wu30eraTb COBMECTHOIO NPUMEHEHHS C I[IMTOCTATHKAMH/MHEIOCYIIPECCUBHBIMU
npernaparamu.

Oco0ble yKa3zauus

HMMMyHU3a11sl ¢ UCHOIB30BAHUEM KHUBBIX BAaKIUH MOTEHIMAILHO MOXKET BbI3BAaTh MH(EKLHUIO Y
UMMYHOKOMIIPOMETHPOBAHHBIX HalMEHTOB. [lo3ToMy JKuBble BaKIMHBI I[POTHUBONOKA3aHBI
nanueHTaM, IPUHUMAIOIUM a3aTUONPUH, U B TEUEHHE 3 MECSILIEB I10CJI€ OKOHYAHUS JI€UEHUSI.
OpnHoBpeMEeHHOE NpUMEHEHUEe pubaBUpUMHA W a3aTHOIPUHA HE peKoMeHayercd. PubaBupuH
MOYKET CHIKaTh 3()(peKTUBHOCTh U MOBBIIATH TOKCUYHOCTD a3aTHOIPUHA.

Monumopuposanue

[Tpu nprMeHeHnu a3aTHONPUHA CYIIECTBYET NOTEHIIMAIbHAs OMIACHOCTh PA3BUTHUS TOKCUYECKUX
OCJIO’)KHEHUH, TOATOMY €r0 MOKHO Ha3HAuUTh TOJIBKO B TOM Cilydae, €CJIM HAaIlMeHT MOJyYUT
aJleKkBaTHOE HAONIOJIeHHEe Ha MpoTsHkeHMH Ttepanuu. Ocoboe BHHUMaHHE ClEeAyeT YIensiTh
MOHUTOPUHTY  TE€MaTOJOTMYECKMX  TOKa3aTeled M HEOOXOJMMOCTH  YMEHbIIEHHS
NOJJEPKUBAIOLIEH J103bl JO MUHUMAJIBHOTO YPOBHS, MPU KOTOPOM COXPAHSETCS MOTYYEHHBIN
s dexr.

[Tpenmosnaraercs, 4TO B TEUEHUE NMEPBBIX § HEAENIb TEPANHHU, MTOJHBIM aHAIN3 KPOBH, BKIIOYAs
orpeieneHne TpPOMOOIIUTOB, JTOJKEH BBIMOIHATHCS €KEHEAEIbHO WIH Yallle, €CII IpUMEHsIeTCs
BBICOKasl 103a Mpernapara Wil y MalueHTa UMEIOTCsl TsKelble HapylieHus: QyHKIUY MOYeK U/Uin
nevyeHu. B nanpHelinem anaau3bl KPOBU MOYKHO KOHTPOJIMPOBATH PEXE, HO MOJHBIN aHATTN3 KPOBU
HYKHO TIOBTOPSATH €KEMECSYHO WITH, 10 KpailHel Mepe, ¢ MHTepBaJioM He OoJiee 3 MecsIEB.

IIpy mnepBbIX MNpU3HAKaX AHOMAJIBHOIO CHIDKEHMS IIOKa3aTelied KpPOBH JIEUEHHE CIENYET
HEMEIJIEHHO TNPUOCTAHOBUTH, TaK KakK KOJIMYECTBO JIEHKOIUTOB M TPOMOOLUTOB MOXKET
MPOJIOIKATH CHUKATHCS U MOCIIE TPEKPAICHUS JICUECHUS.

[TaneHTsI, MOTyyaroIye a3aTUONPHH, TOJIKHBI ObITh TPOMHCTPYKTUPOBAHBI O HEOOXOIUMOCTH
HEMEJUIEHHO coo0I11aTh 000 BceX ciayvasix HH(EKIUH, TOSABICHUS HEOXKUAHHBIX KPOBOIIOTEKOB,
KPOBOTEUCHMsI MJIM JAPYIMX HPU3HAKOB YTHETEHUs (PYHKIMM KOCTHOIO MO3ra. YTHETEHue

(GyHKIIMM KOCTHOTO MO3ra OOpaTHMO, €CIIM JICYCHHE a3aTHONPHHOM Oy/eT MPHUOCTAHOBIICHO
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J0CTAaTOYHO paHo.

A3aTHONPUH TEMAaTOTOKCUYEH, M BO BpEMs JICUCHHUS CIIEIYEeT PEryJsIpHO KOHTPOJIMPOBATH
¢byHKIMOHATBHBIE TTPOOBI MeueHu. bosiee yacroe HaOMIOACHWE MOXKET OBITH IIETIECO00pa3HO y
NAIMEHTOB C YXKE€ CYIIECTBYIOIIUMH 3a00JCBaHUSIMHU IEYEHH WU MOJIYYalolUX JAPYTyIo
MOTEHILIMAJIbHO TeMaTOTOKCUYECKYIO Tepanuto. [lannenTsl JoMKHBI ObITH MPOUHCTPYKTUPOBAHBI
0 HEOOXOIMMOCTH HEMEIJICHHOTO IPEKpAaIleHUsl MpHeMa a3aTHONpUHA B CIIydae IOSBICHUS
KENTYXH.

Hekoropele mamueHTsl ¢ BpokIeHHBIM gedurnurom ¢epmenta TIIMT wmoryt ObITh
TUIEPYYBCTBUTEIBHBI K MHEIOCYIIPECCUBHOMY 3((EeKTy a3aTHONpPUHA U UMETh CKIOHHOCThH K
OBICTPOMY Pa3BUTHUIO CYNPECCHM KOCTHOI'O MO3ra MOCJ€ Hayaja JICYEHUs a3aTUONPUHOM. JTa
npobiieMa MOXKET O0OCTPATHCSA MPU OAHOBPEMEHHOM INPUMEHEHMM C IpernaparaMmu, KOTOpbIe
nonasisitoT TIIMT, Takue kak, ofcanasuH, Mecana3uH Win Cyibhacana3uH.

Taxxe cooOI1a10ch 0 BOBMOXKHON CBSA3H MEXKAY CHUkeHHeM akTUBHOCTH TIIMT u BTOpu4YHBIMU
JeWKO3aMHU M MHEJIOAMCIUIa3Hel y MauueHToB, monydyaBmux 6-MII (akTuBHBIT MeTaboIUT
a3aTHoOINpUHA) B KOMOMHALIMM C JAPYTMMH LUTOTOKCHYECKUMHM Ipenaparamu. B HeKoTOphIx
ClIydasix poBoamiIoch TectupoBanue Ha aepuuut TIIMT, xoTs 3T TecThl, Kak OBLJIO MOKA3aHo,
HE BBISIBJIIOT BCEX MAI[MEHTOB C PUCKOM Pa3BUTHUSA TAkKeJI0H TokcuuyHOCTU. [loaToMy HE0OX01UM
THIATENbHBIM KOHTPOJIb IMOKa3zarenaedl kpoBu. [[o3a asaTvonpuHa MOXXKET OBITH CHMKEHA MpU
OJIHOBPEMEHHOM MPUMEHEHWU C JPYTUMH JIEKApCTBEHHBIMH IIperapaTamu, IMEepBHYHAS WU
BTOPUYHASI TOKCUYHOCTh KOTOPBIX 3aKIIFOUYAETCS B MUEJIOCYTIPECCHUH.

T'unepuyecmeumenvrnocmo

VY manueHToB ¢ MOA03pEHUEM Ha paHee MPOSBICHHYIO PEAKINIO TUIePYYBCTBUTEILHOCTH K 6-MI1
IIPOTUBOIIOKA3aHO IPUMEHSTH €ro MPOJIEKapCTBO - a3aTUONPHH, 32 UCKIIOUEHNUEM CIIy4YaeB, KOT1a
aJUIEProJIOTUYECKHEe  TECThl HE TOATBEPAWIM TUIEPUYYBCTBUTEIBHOCTh MALMEHTA K
JIEMCTBYIOILIEMY IIpenapary u Aajld OTPULIATENIbHBIN pe3yJIbTaT Ha JPYTOM.

layuenmuor ¢ mymayueu cena NUDT15

VY nanuenToB ¢ HacineacTBeHHOM MyTannei reHa NUDT 15 oTMedeH NOBBIIIEHHBIN PUCK PA3BUTHS
TSDKEJIONW TOKCHMYHOCTU TIPHU MPHUMEHEHHWU a3aTHONPUHA B OOBIYHBIX J103aX, MPOSBIISIOIICHCS
paHHel JefikoneHueill u anonenuel. B 3Tux ciaydasx oOBIYHO TpeOyeTcsl CHUKEHHUE 03B,
OCOOEHHO IJIsi TeX MAIMEHTOB, KTO SIBIAETCS HOCUTENeM Tromo3urotHor myrtammum NUDTIS.
Yacrora NUDTI15 ¢.415C > T umeer 3THHUYECKYI0 BapuabenbHOCTh: mpuMmepHo 10 % cpenu
HaceneHus: Boctounoit Azuu, 4 % cpenu naruHoamepukanies, 0,2 % cpenu esporneiines u 0 %
cpenu adpukanies. B mobOom ciydae, HEOOXOAMM TIIATEIbHBIH MOHUTOPHHT MTOKA3aTeIei KPOBH.
Iloueunas u/unu neueHoyHas HeOOCMAMOYHOCMb

OcTOpoXHOCTh HEOOXOIMMa MpU MPUMEHEHHWU a3aTHUONpHHA Yy MAlMeHTOB C HapyIIEHUEM
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byHkuyn novyek u/unu nedeHu. Creayer paccCMOTPETh 1'3'31'&);)'(-:' %%;%K&%hﬂga{nlﬁbﬁﬁgsjm y

ATHUX MALUEHTOB M TIIATEILHO KOHTPOJIUPOBATh F€MAaTOJIOTHUECKUE TTOKA3aTEIH.
Cunopom Jlewa-Haiiena

HemHorouucnennole AaHHbIE CBUAETEIbCTBYIOT, YTO a3aTHONPHUH HEOIAromnpusiteH s
MAalUEeHTOB C Je(UIIMTOM THIOKCAHTHH-TyaHUH-(hochopubdosmnTpanchepasbl (cuaapom Jlemra-
Haiiena). IloaToMy, yuuThiBasi aHOMaJbHBIA METAa0OJM3M Yy OTUX MAIMEHTOB, UM HE
PEKOMEHIOBAHO MTPUMEHSITh a3aTHOIPHH.

Mymazcennocms

XpOMOCOMHBIE HAapYIIEHUs ObUTH OOHAPYKEHBI Y MY>XUYHH U )KSHIIUH, TOTYYaOUI1X a3aTHOMPHH.
Ho posp azarmonpuHa B WX BO3HUKHOBEHUH OIEHUTH TPYIHO. XPOMOCOMHBIC HApYIICHUS,
MCYE3a0IIHE CO BpeMeHEeM, ObLITH 0OHAPYKEHBI B TMMQOIHUTAX Y IeTEH MaIMEHTOB, TOTYYaFOIIIX
a3aTUONPUH. 3a UCKIIIOUEHUEM KpallHEe PeIKUX CIy4aeB, HUKAKUX SBHBIX (PU3NYECKUX TPU3HAKOB
9TUX HapyIIeHUH y HUX He 0b110. OTMEUaeTCsi CHHEPTU3M KJIaCTOT€HHOTO JEHCTBHS a3aTHONPUHA
U JUTUTEITLHOTO yIILTPAPHOICTOBOTO OOIYICHUS Y TTAIIMCHTOB, MPHHUMAIOIINX a3aTHONPHH TPU
1eJIOM psifie 3a00JIeBaHU.

Kanyepozennocmo

[TarueHTsl, MOMydYarollie MMMYHOCYIIPECCHBHYIO TEpaluio, BKIIOYas a3aTHONPHH, UMEIOT
MOBBINICHHBIA ~ PUCK  pa3BUTHSA  JUMQonpoaudepaTuBHBIX  3a00JCBaHUN W JPYTHX
3JI0Ka4€CTBEHHBIX HOBOOOPA30BaHMM, B YaCTHOCTH paka KOXM (MEITaHOMbBI U HE-MEJIaHOMBbI),
capkoM (Kamomu u nHe-Karorn) u paka 1ieiiku Matku in Situ. Prck cBsi3aH ¢ HHTEHCHBHOCTBIO
JUTUTETTLHOCTHI0O MUMMYHOCYTIPECCUBHOM Tepanuu B OONbIIEH CTENEeHH, YeM C MPUMEHEHHEM
cnenuduueckoro  mpemnapata. CooOmianoch, 4YTO  CHHXKEHHE JI03bl WJIM  OTMEHa
UMMYHOJIETIPECCAHTAa MOXET BBI3BaTh YACTUYHYIO pErpeccHio JuMQorponudepaTuBHOTO
3a00JIeBaHMUA.

[TooToMy cxeMy JeueHHUs, COAEpXKAIIyld HECKOJIbKO HMMYHOJIEIIPECCAHTOB (BKIIOYAs
THUOMYPHHBI), CIEAYyeT MPUMEHSATH C OCTOPOKHOCTBIO, TOCKOJBKY 3TO MOXET IPUBECTH K
auMdornpoimpepaTHBHBIM 3a00JIEBAaHUSAM, HEKOTOPBIE M3 KOTOPBIX MOTYT HMETh JICTaIbHBIN
ucxon. KomOuHanusg HECKOTBKUX HMMYHOJEHPECCAHTOB, TOJIY4YaeMbIX OJHOBPEMEHHO,
YBEIMYUBAET PUCK pa3BUTHSA JuUMponpoardepaTuBHbIX 3a00JIeBaHUN, ACCOLUMHUPOBAHHBIX C
Bupycom Dnmteitna-bapp (BOB).

[TarmeHTsI, MOJTyYaroIne HECKOJIBKO UMMYHOJIEIPECCAHTOB, UMEIOT pUCK
CBEPXMMMYHOJIENIPECCUH, TIOITOMY y HHX JOJDKHBI MPUMEHSATHCS HauMeHbIne 3(h(ekTHBHBIC
JI03BI TIPETapaToB.

Kak 3To mpuHSATO 1715 MAalMEHTOB C MOBBIIIEHHBIM PUCKOM Pa3BUTHS paka KOXKH, JOJKHO OBITh

OrpaHHuYEHO MpeObIBaHKUE Ha COJIHLIE M BO3/ICICTBHE YIBTPAPHOIETOBOTO 00IyUEHHUs C TOMOIIBIO
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Coo0menust o remaroqueHadbHON T-KieTouHoW JuMdoMe ObUTH MOTyYEHBI NMPH MPUMEHEHHU
a3aTUONPUHA OTACIHHO WM B KoMOuHanuu ¢ naruouropamu ®HO (dakrop HEKpO3a OIMyXOJIH)
WIN JPYTUMHU UMMYHOJIETIPECCAaHTaMU. X 0Tl OOJIBILIMHCTBO 3apETUCTPUPOBAHHBIX CIIy4aeB UMENN
MECTO B MONYJISLMU MALKMEHTOB ¢ BOCHAIUTEIbHBIMU 3a00J€BaHUAMHU KHILIEYHUKA, OBUIM TAKKe
COOOILIEHNUS U O NAUEHTAX C IPYTUMHU 3a00JI€BaHUSIMH.

Cunopom axmusayuu maxpogazos (CAM)

CAM sBnsieTcst U3BECTHBIM, YIPOXKAIOIIKUM KU3HU COCTOSHHEM, KOTOPOE MOYKET pa3BUBAThCS Y
NAllMeHTOB € AayTOMMMYHHBIMH 3a00JIEBaHUSIMM, B YAaCTHOCTM C BOCHAJIUTEIbHBIMU
3a0osieBaHuAMU KuiieyHuka. [loTeHuuanbHO, BeposTHOCTh pa3Butusi CAM MoxeT ObITh
MOBBILIEHA BCJIEICTBUE IPUMEHEHUS a3aTronpuHa. B cinyyae pa3sutus CAM unu noio3peHus Ha
€ro pa3BHUTHE, JIEYCHNE a3aTUOIIPUHOM CIIEIyeT NMPEeKPaTUTh, a 0OcIeloBaHNue U creruduueckoe
JeyeHue cielyeT HauuHaThb Kak MOKHO paHblie. Bpaun [nomKHBI ObITh BHHUMATENIbHBI K
cuMmnroMmaMm WHGeKuu, BeiBaHHONH BOb u mmromeranoBupycom (LIMB), mockonbKy OHH
ABJIAIOTCS U3BECTHBIMU Tpurrepamu CAM.

Bupyc Varicella Zoster (VZV)

WNudexnus, Bei3BanHas VZV (BeTpsiHas OClla U ONOSACHIBAIOLINM reprec) MOXKeT UMEeTh TsKEI0e
TE€YeHHEe BO BpeMs IMpueMa HMMyHojenpeccaHToB. CieayeT NposBISATh OCTOPOKHOCTh U
BHHUMaHUE B OTHOILIEHUH CIIEAYIOIIErO:

[Tepen HauamoM nprueMa UIMMYHOZETIPECCAHTOB Bpay JI0JKEH MTPOBEPUTH, OblIA JIM y MAIEeHTa B
aHaMHe3e MH(pekuus, Bb3BaHHas1 VZV. Ceposiornyeckoe TECTUPOBAHHE MOXKET ObITh
WCTIOJIb30BAHO ISl ONPEETCHUS MPEabIayIero Bo3aeiucteus VZV. IlauneHTsl, He UMEIOIINE B
aHaMHe3€ CBEJICHUM O TEPEHECEHHOM KOHTakTe ¢ VZV, HomxHB u30eraTh KOHTAKTOB C
NAalUEHTaMM C BETPSHOM OCHOWM WM  OMNOSCBIBAIOIIMM  TrepnecoM. Eciaum  manueHT
OPOKOHTAaKTUPOBAI ¢ VZV, He00X0AUMO coO0AaTh 0cO0yI0 OCTOPOKHOCTD, YTOOBI H30€XaTh
pa3BUTHS y TAKOrO MalMeHTa BETPSHOM OCHbl WM omosichiBatoliero repneca. C 3Toil 1enbio
MO’KHO PacCMOTPETh BOIIPOC O MACCUBHOW MMMYHHU3ALIMHU CIIENU(PUIECKUM UMMYHOTJIOOYITMHOM
(VZIG).

Ecnun y mamueHta uMelOTCs NpPOsBIEHUS MH(EKIMH, BbI3BaHHOM VZV, cienyer NPHUHATH
COOTBETCTBYIOIINE MEPhI, KOTOPbIE MOTYT BKJIIOYaTh MPOTUBOBUPYCHYIO U IMOAJIEP/KUBAIOILYIO
Teparnuio.

Ipoepeccupyiowas mynemugpoxanvras netikosnyeganonamus (I1IMJI)

[IMJI, onmopryHuctuueckass mHGeknus, Bbl3BaHHas JC-BUpycoMm, ObUia 3aperucTpupoBaHa y
NAlMEHTOB, MOJYYaBIIMX a3aTUONPUH B KOMOMHAIMM C JPYTMMH HMMYHOJENpPECCAaHTaMU.

MMMyHOCYTIpECCUBHYIO TEpPAIUIO CIeIyeT MPEKPaTUTh MPHU MEPBHIX MPU3HAKAX WA CUMITOMAX,
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yKa3biBatromux Ha pazsutue [IMJI, u mpoBecTy coome%&"g%c-)l&%g %ﬁgmtﬂ; I;’Ifﬁlgll(;]ggellHI/IH

JMarHo3a.

I'enamum B

Hocurenu Bupyca renaruta B (BI'B) (manueHTsl, MOI0XKUTEIbHBIC HA IOBEPXHOCTHBINA aHTUTEH
renatuta B [HBSA(Q] B TeueHue Oosee mecTr MecsIeB) WK MAIMEeHThI ¢ TOKYMEHTUPOBAHHOH B
npouwioM nHdpekue BI'B, momyyaromume ”MMyHOIEIPECCAHTHI, MTOIBEPTAIOTCS TTOBBIILICHHOMY
pucky peaktuBaiuu BI'B ¢ OGeccumnromubiM moBeimieHueMm cbiBopotounoit JIHK BI'B u
aKTUBHOCTH  ajaHuHamuHoTpaHcdepasbsl  (AJIT). B srom  cimywae, HeoOX0auMoO
PYKOBOJICTBOBATbCS ~ MECTHBIMU  PEKOMEHJALMSIMH, BKIIOYAIOIUMH, B TOM  YHCIE,
npopHIAKTHIECKYIO TePaInio mpenapatamu, 3pQeKTHBHBIME B oTHOImeHHH BI'B.
Hetipomviweunvie 610kamopol

CnenyeT mpoOSIBIATH OCTOPOKHOCTH MpPH OJHOBPEMEHHOM MPUMEHEHHH a3aTHOIpPHHA C
JIENONSPU3UPYIOIMMHE  (CYKLIMHUJIXONMH) W HEJACHOJISPU3UPYIOUIMMH  MHOpPEIaKCaHTaMU
(ryOokypapuH, maHKypoHus Opomup). IlanmeHTOB cliegyeT NPOMHCTPYKTHPOBAaTH O
HEO0OXOJUMOCTH COOOIINUTH CBOEMY AHECTE3UOJIOTY JI0 Ollepalyi MH(OPMALKIO O IPUMEHEHUU
a3aTUOINPHUHA.

Bausinue na penpooykmugnyro gyukyuio

YMeHblIeHHEe [OYE€YHOM HEJAOCTAaTOYHOCTH B  pe3yjbTaTe TpaHCIUIAHTAlMM IOYEK C
NOCIEAYIOIUM Ha3HAYeHHEM a3aTHONpPHUHA COMPOBOXKIAIOCH YCHUJIEHMEM pPENpOAYKTHBHOMN
GYHKIIUHM KaK y MYKUWH, TaK U Y KEHIIUH, SIBISIOMUXCS PEIUMHEHTaMU TPAHCIIIAHTATOB.

4.5. BzaumojeiicTBe ¢ [PYrHMH JeKAPCTBEHHbIMHM MpenapataMd H JApyrue BH/bI
B3aMMOJEHCTBUA

HDO}IVKTBI NUTAaHUA, MOJIOKO 1 MOJIOYHBIC ITPOAYKTHI

BBenenne azaTuonpuHa ¢ NUILEH MOXKET HECKOJIBKO CHU3UTh CUCTEMHOE BO3JEHUCTBUE, HO 3TO
MOXET HE UMETh KIIMHUYECKOW 3HAYUMOCTH. [103TOMY a3aTHONIPUH MOYKHO NMPUHUMATH C MUILEN
WJIM HATOIIAK, HO MalMeHTaM CleAyeT BhIOpaTh OJWH M3 METOJ0B mMpuMeHeHwus. [Ipenapar He
CIeQyeT NPUHUMATh C MOJOKOM WA MOJOYHBIMH TMPOJYKTaMH, TaK KakK OHH COAEpKaT
KCAaHTUHOKCHIa3y, epMeHT, KOTOphlii MeTabomu3upyer 6-MI1 u mosToMy MOXKET IPHUBECTH K
CHIKEHUIO €T0 KOHIIEHTPAlMHU B IUIa3M€E KPOBHU.

Bakimael

NmMmmyHonenpeccuBHasi aKTUBHOCTD a3aTHOIIPHUHA MOKET BbI3BATh aTUITHYHBINA WJIM TOTEHIIHAITBHO
HEONMAronpHUsATHBIA OTBET HAa JKMBBIE BAKIMHBI, MMO3TOMY >KHBBIC BAKIMHBI MPOTHBOIOKA3aHBI
MalKUeHTaM, IPUHUMAIOIIUM a3aTHONPUH, U B T€YEHUE 3 MECSILIEB NIOCIIE OKOHYAHUS JICUCHHUS.
BrioniHe BeposATHO CHIMKEHHME OTBETa Ha YOWTBHIC BAKIMHBI, U TakKas Peakius HaOJroganach Ha

BaklMHY MpotuB BI'B y manuenToB, nony4yaromux KOMOMHUPOBAHHYIO TEPANUIO a3aTHONPUHOM
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H TIIIOKOKOPTUKOCTEpONIaMHU.

Br1mo IIOKa3aHO, 4YTO CTaHAAPTHBIC TCPAIICBTUUYCCKHUEC JO3bl a3aTUOIpPHUHA HC BbI3BIBAIOT
H€6HaFOHpI/ISITHOFO OTBCTA HA NMOJIMBAJICHTHYIO BAKIIMHY IIPOTHUB ITHCBMOKOKKA, YTO OLICHUBAJIOCH
Ha OCHOBAaHHNHU cpeﬂHeﬁ KOHLCHTPAIMKX aHTUKAIICYJIIPHOT'O CHCI_[I/I(I)I/I‘ICCKOFO AHTHUTCJIA.

BansHME 0JITHOBpEMEHHO HAa3HAYAEMBIX IIPENapaToB Ha a3aTHOIPHUH

Pubasupun

PubGasupun unrubupyer pepment nnosuaMoHopocharaeruaporenasy (MMDI), uto npuBOIUT
K CHIDKEHUIO MPOJYKIMH aKTHUBHBIX 6-THOTYaHHMHOBBIX HYKJIEOTUIOB. CO0OOIIANOCH O TKEIOn
MUEJOCYTIPECCUH TOCe OAHOBPEMEHHOI'O MPUMEHEHUS a3aTHONpPHUHA U pUOaBUPHHA, TTOITOMY
COBMECTHOE IIPUMEHEHHNE HE PEKOMEH Ty eTCsl.

Llumocmamuueckue/muenocynpeccushvie npenapamul

[To BO3MOXHOCTH cienyeT wu30erarb OJHOBPEMEHHOTO MPUMEHEHHS C a3aTHONPHUHOM
[UTOCTATUYECKHUX MPENnapaToB WM MPErnapaToB ¢ MHUEIOCYNPECCHUBHBIM 3(PPEKTOM TakuX Kak,
NeHUIWUIAMHUH. VIMEIOTCS KIMHUYECKHE IaHHBIE O B3aUMOJCHCTBUU a3aTHONPHHA H KO-
TPUMOKCA30J1a C Pa3BUTHEM reMaToJIOTUIECKUX HAPYIICHUH.

Hmerorcss cooliieHuss o0 ciay4asiX, MO3BOJIAIOMIMX MPEANOIOKUTh CBSI3b T'€MAaTOJIOTMYECKUX
HapyLICHUH C OJIHOBPEMEHHBIM IPUEMOM a3aTUONpHUHA u UHTHOUTOPOB
aHrroTeH3uHNpeBpamiaroiero pepmerra (AIID) (kanromnpwm).

EcTb npenmnonoxenue, 94To MUMETHANH U WHAOMETAIMH MOTYT YCHIJIMBATh MHEJIOCYTIPECCUBHBIN
3 eKT a3aTHONpUHA IPU OJHOBPEMEHHOM TPUMEHEHHH.
ANnonypunHon/okCunypuHo/muonypuHou

AKTUBHOCTh ~ KCAHTMHOKCHAA3bl WHTHOMPYETCS  AJJIONMyPUHOJIOM, OKCHITYPUHOJIOM H
THOITYPUHOJIOM, 4YTO COIPOBOXKIAETCS CHIDKEHHEM KOHBEPCHH OWOJIOTHYECKH aKTHBHOU
6-TMOMHO3MHOBOM KUCIIOTHI B OMOJIOIMYECKH HEAKTUBHYIO 6-THOYPALIMIOBYIO KUCIIOTY.

Korna angonypuHOi, OKCUIIYPHHOJI W/MIM THOIYPHHOJ MPUMEHSETCS OJHOBpeMeHHO ¢ 6-MII
WM a3aTHOTIPUHOM, JIO3Y MOCTIETHUX CIEAYET CHU3UTH 110 25 % OT IepBOHAYAIHHOM.

Jpyrue nHruOuTOphl KCAHTUHOKCUA3bl, Takue Kak gedyKkcocTar, MOTYyT CHUXKAaTh METa00IM3M
azaTronpuHa. OTHOBpEMEHHOE TPUMEHEHHE HEe PEKOMEH IyeTCsl, TaK KaK JaHHBIX HEI0OCTaTOYHO
JUISL OTIpENIeNIEHUs aJIeKBaTHOTO CHYKEHHSI TO3bI.

Amunocanuyunamol

Wmerotes manubie iN VItro 1 in VIVO 0 TOM, YTO aMHHOCAIHIIMIOBBIE TPOM3BOIHBIE (HAIIPUMED,
oJicalla3uH, Mecajla3uH WM cyibdacanasud) uHruoupyot ¢epment TIIMT, mostomy onu
JIOJDKHBI TIPUMEHSATHCS. ¢ OCTOPOKHOCTBIO Y MAIIMEHTOB, MOJYYAIOUINX TEPAIHI0 a3aTHOPUHOM,
MOXXET TOTpeOOBaThCI HEOOXOAMMOCTh B PACCMOTPEHHHM BO3MOXKHOCTH TNPUMEHEHHs OoJiee

HHU3KHX 103 a3aTUOIIPHHA.
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Memompexcam

MetoTpekcar B m03e 20 Mr/mM% mepopaibHO YBEIUUYUBAJ ILIOMAMb 101 (papMaKOKHHETHUECKO
KpuBoil «koHUeHTpauus-spems» (AUC) 6-MII npumepno Ha 31 %, a MmeToTpekcaT B J03€ 2 WU
5 /M2, BayTpuBenHO yBemuunan AUC 6-MIT Ha 69 % u 93 % coOOTBETCTBEHHO.

Hngpnuxcumad

Habmioganock B3aMMOJIEHCTBHE MEXKIy a3aTHONPUHOM W HUHQIMKCHMAOOM. Y MaIMEeHTOB,
MOJIyYaIOLMX a3aTHONPUH IOCTOSIHHO, OTMEUYEHO TPaH3UTOPHOE MoBbIeHHe ypoBHs 6-TT'H (6-
TUOTYaHUHOBOI'O HYKJICOTH/a, aKTUBHOI'O METaboJIuTa a3aTHOIPHUHA) M CHUKEHHME KOJIMYECTBA
JEUKOLMTOB B IEpBble HeleNU mocie MHPY3uH MHPIuKcuMada, KOTOpOe BOCCTAaHOBUIIOCH 110
[IEPBOHAYAJILHOTO 3HAYEHUS yepe3 3 Mecsiia.

Hetipomviweunvie 610kamopol

A3aTHONPHUH MOXKET yCUIIMBATh HEHPOMBILIEUHYIO 0JI0Ka/1y, BEI3bIBAEMYIO 1EMOJISAPU3UPYIOLIUMHU
MHOpeJIaKCaHTaMu  (CYKIMHMWJIXOJIMH), M  MOXET yMEHbUIaTh OJIOKaly, BBI3BaHHYIO
HEACTIOJSIPU3UPYIOIIMMHA MHUOpENIakcaHTaMu (TyOOKypapuH, MaHKypoHus Opomun). Cuna 3THx
B3aMMO/JICUCTBUI 3HAYUTEILHO BAPbUPYET.

BuausHue azaTuonpuHa Ha JIpyTrue Ipenaparhl

Aunmuxoazynaumei

CooOmraercs 0 moJIaBI€HUN aHTUKOATYJITHTHOTO 3 deKkTa BappaprHa U alleHOKyMapoJia IpHu Ux
OJIHOBPEMEHHOM TPUMEHEHUHU C a3aTHONPUHOM. [loaTOMy MOXKET moTpeboBaThCsl yBEIUUYEHUE
JI03bl QHTUKOATYJIIHTA. PEeKOMEHIyeTcsl THIaTeNIbHO KOHTPOJIUPOBATH KOAryJSIIMOHHBIE TECThI
IIPU OJTHOBPEMEHHOM IPUMEHEHUU C a3aTHUOIPUHOM.

pyeue 83aumooeticmaus

dypocemu IN Vitr0 Hapymaer MeTaOOJM3M a3aTHONPHHA TKaHBIO MeueHH. KinHudeckas

3HAYMMOCTh 3TOT'0 B3aUMOJCHCTBUS HEU3BECTHA.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JTAKTALHSA

bepemeHHOCTD

A3aTHONIPUH W/WIH €ro MeTaboNUThl OOHAPYKMBATUCh B KPOBU IUIOAA U aAMHHOTHYECKOU
JKUJIKOCTH Y KEHIIUH, NOJIyYaOIIMX a3aTUOIPHUH.

A3aTHOTIPUH TIPOTHBOINOKA3aH OCPEMEHHBIM KEHITMHAM WJIH TUIAHUPYIOMINM OepeMEHHOCTh B
Omkaiiiee BpeMst 0€3 TIIATETHbHOM OIEHKH COOTHOIICHUS CTETICHH PUCKA U TTOJIB3HI.
Jloka3zaTenbcTBa TEPATOTEHHOCTU a3aTUONpPHHA y 4eloBeKa HeoJHO3HauHbl. Kak u B ciydae
T000M IIMTOTOKCHMYECKOW XWMHUOTEpAluH, NpU TpHUeMe a3aTHOIpPHHA CleAyeT COONII0aaTh
aJIEKBaTHbIC MEPbl KOHTPALIENIIUH, €CJIA OJJMH U3 TAPTHEPOB MOJTYyYAET a3aTHONPHUH.

Ectph cooOmienus o mpexaeBpeMeHHBIX pojiax U Ae(UIIMTEe MAcChl Tella JETeH, POKICHHBIX OT
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MaTepel, MoJyJyarolluX a3aTUONPHUH, OCOOCHHQ B KOM@I‘H_Ia:uﬁﬁ%:ﬁi?o%gwi;llcogféﬂofﬂéMn
pew, y puH,

M3BecTHO O CaMOMPOW3BOJIBHBIX a0OPTax, BCIEICTBUE MPUMECHEHHS a3aTHOIPHHA JIIOOBIM W3
poauTenen.

Jleiikonienust W/wnu TPOMOOIUTOINEHUSI OMPENEISUIUCh Y HOBOPOXKIEHHBIX, YbH MaTepu
MPUHUMAJIHU a3aTHOIPUH HA IPOTSKeHUH OepeMeHHOoCTU. [1oBbIlIeHHOE BHUMaHHE TOJIKHO OBITh
yAETIEHO HAOJIOICHUIO 32 TEMATOJIOTMUYECKUMH MTOKA3aTeIsIMU BO BpeMsi OEpEMEHHOCTH.
Jlakrarust

6-MII oOHapyxuBaeTcsi B TPYAHOM MOJIOKE J>KEHIIMH, IOJYYaIOIIUX a3aTHOINPHUH, OIHAKO
UMEIOLIMECs JaHHbIE TOKAa3aIH, YTO YPOBEHb IKCKPEIMH B IPyAHOE MOJIOKO HU3KHi. Mcxons us
OTPAaHWYCHHBIX MMCIOIIUXCS JaHHBIX, PHUCK I HOBOPOXJICHHBIX/MJIQJICHIICB CUUTACTCS
MaJIOBEPOSTHBIM, HO HE MOXET OBITh HCKIIFOUECH.

[Tpenapat A3aTHONPHH MPOTUBOINOKA3aH B IEPUO/I IPYAHOTO BCKAPMIIMBAHHUS.

DepTUabHOCTH

Criermuduueckoe BIMSHUAE a3aTHONPUHA HA PEPTHIILHOCTD YEIOBEKA HEU3BECTHO.

4.7. BiusiHde Ha CMOCOOHOCTH YNPABJSATH TPAHCIOPTHBLIMHM CpeICTBAMU M padoTaTh ¢
MeXaHM3MaMH
Her JTAHHBIX. Opnnako, IpeicKa3aTh HapylLleHHe CIIOCOOHOCTH YIOPaBIATh

aBTOMOOMIIEM/MEXaHU3MaMHU, UCX0/1 U3 (PApMaKOJIOTMYECKUX CBOMCTB a3aTUONPUHA, HEIIb3S.

4.8. HexkenareJibHbIE peaKUMU

Pesrome nnpoduias 0e30macHOCTH

Haunbonee 3HaunMple MoOOYHbBIE peaKIIMM a3aTHONPHUHA BKIIOYAIOT YTHETEHHE KOCTHOI'O MO3ra,
HauOoJiee 4acTo BbIpaXkarolleecss B JEWKONEHUH, TPOMOOLUMTONEHUHM WM aHEMUU; BUPYCHBIE,
rpuOKoBble M OakTepualibHble HWHQEKIMM; OMNACHOE Ul JKU3HH TOBPEXKJIEHUE I€YEHH;
TUIIEPUYYBCTBUTENIBHOCTh, CUHAPOM CTHBeHca-/[DKOHCOHA M TOKCHUYECKUH HSMHAEpMaIbHBII
HEKPOJIU3.

PesromMe HexenaTeabHbIX peaKIuil

YacroTa BcTpedaeMOCTH TOOOUHBIX 3((HEKTOB MPH HCIIOIH30BAHUH a3aTHONPHHA BApbUPYETCS B
3aBHCHMOCTH OT ITaTOJIOTHH, CITy)Kallled OCHOBaHWEM JUIS €ro Ha3zHavyeHus. Kiaccudukarus
HEXENAaTebHBIX MOOOYHBIX peakiuil mo vactore: ouexwsv uacmo (> 1/10); uacmo (= 1/100 no
< 1/10); neuacmo (> 1/1000 no < 1/100); peoko (> 1/10 000 mo < 1/1000); ouenv peoxo

(< 1/10 000); uacmoma neussecmrna (He MOXET OBITh OIICHEHA HA OCHOBE UMEIOIIMXCSI TAHHBIX ).
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Cucrema opraHos

YacrtoTa

e R Rt S et = 000

WNudexknynn u nHBa3UN

OueHp 4acTo

BupycHsbie, rpuOkoBeie U OakTepHalbHBIC
MH(EKIUH Y AIMEHTOB C TPaHCIIaHTaTaMH,
MOJIYYarolUX a3aTHONPUH B COYETAaHUU C

JPYTMMU UMMYHOZEIIPECCAHTAMHU

Heuacto

BupycHsbie, rpuOkoBeile U OakTepHalbHBIC

MH()EKINH y IPYTUX IPYII MallUeHTOB

Ouens penko

[IMJI, cBsizannas ¢ JC-Bupycom (BUpyC
Jlxona Kannunrema), mocie NpuUMEHEHUS
a3aTUONpUHA B COYETAHMM C JPYIMMH

HMMYHOJenpeccanTamu (cM. pasnen 4.4)

JloOpoKauecTBeHHEIE, Penko HoBoobpa3oBanus, BKJIFOYAst
3JI0KQYECTBEHHBIE u aumdornpoudepaTuBHbIE 3a00JICBAHUS, PaK
HEYTOUYHEHHbIE KOXHM  (METaHOMBI M  HE-MEJIaHOMBI),
HOBOOOpa3zoBaHMs (BKJIFOYAs capkombl (Kamomu u He-Kamomm) u pak
KHUCTBI H TTOJIUTIBI ) mieikn Matku in Situ (cm. pazgen 4.4),
OCTpBIi MHEJIOUTHBIN JIEUKO3 51
MHUETOAUCILIA3US
Yacrora l'emaronuenanpHas T-knetouHas numdoma
HEU3BECTHA (cm. paznen 4.4)
Hapymienust co  croponbl | OueHb 4acTo VYruerenue (QyHKIMHM KOCTHOIO MO3ra,
KpOBU U  JIUM(DATHYECKOM JEUKOIEHUs
CHUCTEMBI Yacto TpomOoruTOnIEHUS
Heuacto Anemus
Penxo ATpaHyJoIuTO3, MaHLIUTONEHUS,
arlacTHdeckas aHeMus,
MeTajo0IacTUIECKass aHEMHUsI, IPUTPOHTHAS
TUTIOTIIA3US
Hapymennss co  croponsl | Hewacto Peaknuy runepuyBCTBUTENIBHOCTH

HMMYHHOﬁ CHUCTCMBI

Ouensb penko

Cunapom CruBenca-/[>xoHcoHa,

TOKCHUYECKHUI BHHﬂepMaHBHBIﬁ HCKPOJIN3

Hapymenust co  cTOpOHBI

HBIX&TCHBHOﬁ CHUCTEMBI,

OueHnb penko

OO6paTuMbIii THEBMOHUT

13




ot 10.06.2025 N= 14556

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Cucrema opratos Yacrora (o :}Fd%gtﬁ'{'ﬁlﬂlé@%ﬁ)ggﬁ;r o GO
OpraHOB TPYAHOW KIETKH U
CPelOCTEHUs
KenynouHo-KuleyHbIe Yacto Tomrxora
HapyILIEHUs Heuacrto [Tankpearur
Ouens penko | [Ipu TpaHcIaHTaMy OPraHoB BCTPEYAOTCSA
KOJIUT, JUBEPTUKYJIUT, nepdoparus
KHUIIICYHUKA; npu BOCHATUTEIIbHBIX
3200JIeBaHUSX KUIIICYHHKA - TSDKENIAs TUapest
Hapymenuss co  cropons! | Hewacto XoiecTas
IIEYEHU M JKEIUYEBBIBOIANIMX | Pemko OmnacHoe 1715 )KU3HHU TOBPEKICHUE TIEYCHU
nyTen
Hapymenuss co  croponsl | Penko Anonernust
KOKU U NOJIKO’KHBIX TKaHed | Yacrora Cungpom Csuta (ocTpblii  (eOpPUIBbHBII
HEU3BECTHA HEHUTpOUIBHBIN AepMaTo3), (hoToaepMaTo3
JIaGopatopHsble n | Hevacro Hapymenust ak THBHOCTH ()epMEHTOB ITEYECHU
WHCTPYMEHTAJIbHbIEC JAaHHBIE

Onucanue OTAeNbHBIX HOO0YHBIX PEAKIHI

Hngpexyuu u uneasuu

[TaumenThl, NOMyYaloOIMe a3aTUONPUH OTAEIBHO WJIM B KOMOMHaMM C JpYTUMH
UMMYHOJICTIPECCAHTAMH, OCOOCHHO TJIIOKOKOPTUKOCTEPOUIAMHU, IIOKA3aJld IOBBIIICHHYIO
BOCIPUHUMYHMBOCTb K BUPYCHBIM, TPUOKOBBIM U OaKT€pHaIbHBIM HHPEKIUAM, BKIIOYAs TSHKETYIO
WIM aTUNWYHyro uHpekuuio, u peaktuBauuto VZV, BI'B u apyrux uHQEKIMOHHBIX
BO30yAMUTENEH.

Hobpoxauecmesennvie, 310KauecmeenHble U HEYMOYHEHHblIE HOB00OPA308AHUA (KNIOUAS KUCHIbL U
noaunsl)

Puck pa3BuUTHS HEXOKKMHCKUX JIMM(OM U JpYruxX 3J0KaYeCTBEHHBIX HOBOOOpA3OBaHUM,
0Cc00EHHO paka KoK (MenaHoMa U He-Menanoma), capkoM (Kamomu u He-Karnommn) 1 paka meiku
Matkd IN SitU MOBBIIACTCS Yy MAMEHTOB, MONYYarOUIMX HMMYHOJETPECCAHThI, OCOOCHHO Y
PELMIIMEHTOB TPAHCIUIAHTATa, MOJYYarIIUX arpeccuBHoe JiedyeHue. [loaromy Takas tepamnus
JOJKHA TOJJIEP’KUBAThCS Ha caMOM HM3KOM 3¢ dexTuBHOM ypoBHe. IIOBBINIEHHBIN pHCK
PasBUTHSI HEXOKKUHCKUX JUM(OM Yy MAIMEHTOB C PEBMATOMIHBIM apTPUTOM, MOIYYArOIIUX
MMMYHOJIEIPECCAHTHI, 10 CPABHEHUIO C HACEIIEHUEM B LIE€JIOM, [I0-BUIMMOMY, YaCTUYHO CBS3aH C

caMHuM 3a00JIEBaHUEM.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.06.2025 N= 14556

OTMeueHbl peakue CooOmeHusT 00 OCTpoM MHenoﬂQc:)%A-l ET%I%&')?J Eﬁlt“i;e'ngﬁ'hclnlnlzls'mx

(HEKOTOpbIE U3 KOTOPHIX CBS3aHbI C XPOMOCOMHBIMU AaHOMAJIUSIMH).

Hapywenus co cmoponul Kpogu u iumg@amuyeckou cucmembl

A3aTHONPUH MOKET BBI3BIBATH O0OPATUMOE J0303aBUCUMOE YTHETeHHE (DYHKIIMU KOCTHOTO MO3Ta,
yaie BCEro MpOsBIISAIONIEeCs JICUKOIEHNEeH, HHOTla aHEMHUE U TPOMOOLIMTONECHUEH U PEeNKo
arpaHyJIOIMTO30M, NMAHIIUTONICHUEH U alUIACTHYECKON aHeMHel. DTO 0COOEHHO XapaKTEepHO IS
NAIMEeHTOB, MPEIPACIIOI0KEHHBIX K MHEIOTOKCHYHOCTH, HampuMep, ¢ aedhuuurom ¢GepMeHTa
TIIMT, no4ye4HO#l U MEYEHOYHON HEAOCTATOYHOCTHIO M y MAIlMEHTOB, Y KOTOPBIX HE yAaJIOCh
CHU3UTH J03Y a3aTUONPHUHA MPU OJHOBPEMEHHOM €0 MPHUEME C AJIOIYPHHOIOM.

OOparuMoe 10303aBHCHMOE YBEJIWYCHHE CPETHEr0 O0beMa KIETOK KpPOBH M COAEpIKaHUS
reMOTJIO0MHA B DPUTPOIUTAX BCTPEUATIOCH MIPHU MPUEME a3aTHONPHHA.

Habmomanucy Takke  MerainoOiacTHble HM3MEHEHHS KOCTHOTO  MO3ra, HO  TsDKemnas
Merano0iacTuyecKas aHeMUs U SPUTPOHIHAS THIIOIUIa3Us BCTPEYAIOTCS PEAKO.

Hapywenus co cmoponsl uMMyHHOU cucmembl

[Ipy mpuMeHeHHH a3aTHONPUHA WHOTJA Pa3BUBAIOTCS HEKOTOpbIE KIMHUYECKHE IPOSBICHUS
UIMOCUHKPA3WM KaK 4YacTb CHHIpPOMa THIEepUYyBCTBUTEIbHOCTH. K HHUM oOTHOcATCS oOmas
c1aboCTh, TOJIOBOKPYXKEHHE, TOUIHOTA, PBOTA, IUApes, JIMXOpaakKa, 03HOO, SK3aHTEMa, ChIIb,
BaCKyJMT, MHAJITHH, apTPaIruy, HapylmeHuss (QyHKIMM TIOYeK M TMEYeHM, CHIDKEHUE
apTepHaJIbHOTO JIaBJIEHUS U XO0JIECTa3.

Bo MHOrux cimydasx aHajin3 IOKa3aJl B3aUMOCBSI3b 3TUX CUMIITOMOB C IIPUEMOM a3aTHONPHHA.
Hemennennas oTMeHa a3aTHONpPUHA M, IPU HEOOXOAMMOCTH, Ha3HauCHHE IOAJEpKUBArOIEH
reMOJUHAMHYECKON Tepanuu NPUBOAWIN B OOJIBIINHCTBE CIIy4aeB K BbI3IOPOBJICHHUIO.

Hanuune BbIpak€HHBIX MPOSIBIEHUH OCHOBHOIO 3a00JIeBaHMsSI B OYEHb PEIAKUX CIydasx
IIPUBOJMIIO K JIETAJIbHBIM UCXOAM.

B cnywae pa3BuTHs peakuuil TMNEpUYYBCTBUTENBHOCTH Ha a3aTHONPUH HEOOXOJUMO
MHAMBUIYyaJIbHO OLIEHUBATh BO3MOXKHOCThH J1ajbHEHUIIEro IPOAOIKEHNS TEPATIUH.
Kenyoouno-kuuieunvie napyuerus

HekoTopele manMeHThl UCIBITHIBAIOT TOLIHOTY IIPY MEPBOM IIPUMEHEHUHU a3aTHONPHHA, KOTOpas
YMEHBILAETCS MIPH MTpHEME Mpenapara nocie eapl. OaHaKo nprueM a3aTHONPHUHA MOCIE €15 MOXKET
CHU3UTH BCachbIBaHUE, MOATOMY IPH MPHEME IpenapaTa TaKUM CIOCOO0M ClieAyeT pacCMOTPETh
BOIPOC O MOHUTOPUHIE TePaeBTHUECKON 3P PEKTUBHOCTH.

Cepbe3Hble OCTI0XKHEHNUS, BKIIOYAIOIINE KOJIUT, IUBEPTUKYIIUT U Nep(opaliuio KUIIEUHUKA, ObUTH
ONMCAaHbl y PELUNHEHTOB TPAHCIUIAHTATOB OPraHOB, IOJYYaKOIIUX HMMYHOIEIPECCUBHYIO
Tepanuio. OJHAKO STHONOTUS AITHX OCJOXKHEHHWI elle He YCTaHOBJIEHA, M, BO3MOXKHO, HX

BBI3BIBAIOT BBICOKHE J03bI TIIFOKOKOPTHUKOCTEpoui0B. CooOmanoch O TsDKEIOW auapee,
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BO3HHUKAIOIIEH MpPU MOBTOPHOM MPHUMEHEHUU a3aTHonp'i/H{|;1|:;/mg&ﬁggg%%ﬂﬁ'{eﬁgﬂﬁmn

3a00JIeBaHUAMHU KHUIIEYHUKA. [Ipy ne4eHnn Takux NalueHToB CIe1yeT YUYUThIBATh BOZMOXKHOCTh
TOT0, 4TO 00OCTPEHHE CUMIITOMOB MOXKET OBITh CBA3aHO C JIEKAPCTBEHHBIM MIPETIAPATOM.
CooOmranioch 0 maHKpeaTuTe y HEOOJBIIOro MPOILIEHTA IMAlMEHTOB, MOJIYYalOHIMX Tepanuio
a3aTUONPUHOM, OCOOCHHO Yy TMAlMEHTOB C TpaHCIUIAHTAI[Mel MOYKM M Y TMalUEHTOB C
BOCTIQJIUTEIbHBIMH 3a00JI€BAHUSAMU KUIICYHUKA.
Hapywenus co cmoponvl neuenu u scenuesvi8o0aumux nymei
CooOmiasioch 0 Xojecraze M yXyAIIEHUH (QYHKIMM T[I€YeHH, CBSA3aHHBIX C Teparuei
a3aTUONPUHOM, KOTOPbIE 0OBIYHO OBLTH 0OpaTHUMBI IIOCJIE OTMEHBI Ipernapara. TO MOXKET ObITh
IPOSIBIEHUEM PEaKLUK TMIIEPUyBCTBUTEIBHOCTH.
Penkoe, HO oracHOe ISl JKU3HU NOBPEXKACHUE NI€YEHU, 00YCIIOBJIEHHOE JUTUTEIbHBIM BBEIEHUEM
a3aTUONpPHHA, ObLIO OMMCAHO B OCHOBHOM Y MAIlMEHTOB C TpaHCIUIaHTaTaMu. [ ucTomornyeckue
JaHHbIE BKIIOYAIOT PACHIMPEHUE CHUHYCOMJOB IEUYEHH, MEIH03 MEYCHH, BEHOOKKIIO3UOHHYIO
00J1€3Hb U Y3JI0OBYIO PET€HEPAaTUBHYIO FUIepIlIa3uio. B HEKOTOPBIX Cilydasix OTMEHa a3aTHONIPUHA
IPUBOJMIA K BPEMEHHOMY WM IOCTOSHHOMY YJIYYIIEHUIO THCTOJOTMYECKMX W3MEHEHUN U
CUMIITOMOB.
Hapywenus co cmopoHul KodHcu 4 NOOKOICHBIX MKAHel
YV HEKOTOpbIX MAIlMEHTOB, MMOJIYYaBIINX a3aTHONPUH U APYTHEe UMMYHOJIEIIPECCAHTHI, OTMEYEHO
BbIlaJicHue BoJoc. Bo MHOrmx ciydasx BbIIQJCHHE BOJIOC IIpEKpallaercs, HECMOTps Ha
IIPOJOJKEHHUE TEPATIHH.

eTH
Oxwunaercs, 4TO YaCTOTA, TUII U TSHKECTh MOOOYHBIX peakuil y AeTel Oy yT TaKUMU Ke, KaK U y
B3pOCIIBIX.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

Baxxno coo0mate 0 MOA03peBaeMbIX HEXKENaTeNbHBIX PEaKIUsIX I[OCle pPerucTparuu
JIEKapCTBEHHOTO Tpernapara ¢ 1eJbi0 00eCTICUeHHs] HETIPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«TO0JIb3a — PUCK» JIEKAPCTBEHHOTO Tpemnapara. MeauIMHCKUM paOOTHUKAM PEKOMEHIYEeTCs
co00IIaTh O JIIOOBIX TOM03PEBACMBIX HEXKENATEIbHBIX PEAKIUAX JEKApPCTBEHHOTO IMpemnapara
Yyepe3 HallMOHAIBHBIE CUCTEMBI COOOIICHUS O HEKEIATeNbHBIX PEAKIINSIX TOCYAapCTB — YICHOB
EBpazniickoro 3K0HOMHUYECKOT0 CO03a.

Poccuiickas @enepanus

®denepanbHas ciryxk0a 1Mo Haa30py B chepe 31paBoOXpaHeHUs

109012, r. Mocksa, CrnaBsiHCKasl Iiiomaip, 1. 4, ctp. 1

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

DnekTponHas moyra: pharm@roszdravnadzor.gov.ru
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4.9. Ilepeno3upoBka

CuMnOTOMBI

Hucnericuueckue  sIBJICHUS, MaHIUTONECHUS, TIOBBIIICHUE AKTUBHOCTH  «II€YECHOYHBIX)
TpaHCaMHHA3, TUnepounupyoOuHemus. 3bsa3BlIeHne Ha CIM3UCTOH O000JOYKE TJIOTKH,
KPOBOIIOATEKH W KPOBOTEYEHHS — OTO TJIABHbIE CHUMITOMBI JIEIIPECCUU KOCTHOI'O MO3ra,
BO3HUKAIOIIEH B pe3yJIbTaTe MEPEeI03UPOBKU a3aTHONPHHA, KOTOPbIE JOCTUTAIOT MaKCHMyMa
nocne 9-14 nueil npumenenus. Mx nosBieHue Oosiee BEPOATHO MPU XPOHUYECKOH, YEM IPHU
OCTpPOIl OTHOKpATHOH mepeo3upoBKe. CooOIIaeTcst 0 MaMeHTe, KOTOPBI IPUHSIT OTHOKPATHYIO
cBepxa03y 7,5 T azatuonpuHa. HeMesieHHBIMH TOKCHUECKUMHU TPOSBICHUSIMH 3TOW CBEPX103bI
OBLIM TOIIHOTA, PBOTA U TUApPEs], a 3aTeM HeOOoIbIIas ISHKONEHHS U JIETKUE HapylIeHHs QyHKINN
ne4yeHu. Be13jopoBiieHne ObUI0 HEMOIHBIM.

Jleuenue

[TpombiBanue xenynka. Crnenuduueckoro aHTUI0Ta He cyliecTByeT. HeoOxoanmo nocnenyroiiee
HaOII0/IEHUE C TeMaTOJIOTHYECKMM MOHUTOPUPOBAHHEM, YTOOBI 0Ka3aTh OBICTPYIO IMOMOIIb MPU
pa3BUTUU TOOOYHBIX peakiui. DOPEeKTUBHOCTh JUaIM3a HEW3BECTHA, XOTS Aa3aTHONPHH

HYaCTH4YHO BBIBOJHUTCA C IIOMOIIBIO I'€MOAHAIN3A.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHE CBOMCTBA
dapmakoTepaneBTUUYECKas rPyIna: UMMYHOIEIIPECCAHTBL; IPYyTrie UMMYHOAECTPECCAHTHI.
Koxg ATX: LO4AX01

Mexauusm nerctus u hapMakoarnHaMudeckue YOO EKThI

A3zatonpuH - 3TO HMHJA30JIbHOE TMpou3BogHoe 6-MII, KOHKYpEeHTHBIM aHTaroHWCT
TUTMOKCAHTHHA, 10 XUMUYECKOMY CTPOSHHUIO U OMOIOTUYECKOMY JIEHCTBUIO OJIM30K K MTyPHUHOBBIM
OCHOBaHUSIM; OKa3bIBAET MMMYHOJICTIPECCUBHOE M IUTOCTaTHYECKoe JAeiicTBue. Bkitouasch B
MeTaboNIMYecKue peakiud, HapyllaeT CHHTe3 HYKJIEHMHOBBIX KHCIOT, KOHKYPHpPYET ¢
TUTIOKCAHTUHOM W TyaHMHOM  3a  THUIIOKCAaHTHUH-TyaHUH-(hochopudozuntpanchepasy,
MEPEeBOIANIYI0 MypruHeToN B THOMHO3WHOBYIO KucioTy (THUK). TUK momaBnseT psan peakmuii ¢
yuactueM wuHO3UHOBOM kuciotel (MK), Bkmrouas mnpeBpamenne MK B KCaHTHHOBYHO U
aZIcHWIOBYIO KUCIOTHL. B xone merunupoBanus TUK, oGpa3yercss MeTabonuT, OJIOKHPYIOMUN
rIyTaMuH-5-pochopudoszunmupodocdar amuHOTpaHChepasy - GEepMEHT, HHUITMUPYIOMUNA MyTh

IyPUHOBOT'O CUHTE3a PUOOHYKIEOTHI0B. B CBsI3u ¢ moTepeit CriocOOHOCTH KIIETOK 00pa30BbIBAThH
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THUK, BO3MOXHO pa3BUTHE PE3UCTEHTHOCIU OH{}Q(I):JII%B-L%C]‘C%h%-l{gp I:'I_kl': '%Eé‘r%'fhlﬁny.

HMMMmyHoOenpeccuBHOE IeHCTBHE 00YCIOBICHO THIOIIIA3ueii TUMQPOUIHON TKaH!, CHUKCHUEM
KoyimyecTBa T-TUMQOLMUTOB, HapyLIEHWEM CHHTe3a |g, TOsSBICHHWEM B KPOBU ATHIIMYHBIX
(daronuToB M MOJABICHUEM KJIETOYHO-OIOCPEIOBAHHBIX AJFIEPrUUecKUX peakiuil. B cpaBHeHNH
C MEpPKaNTOMypUHOM UMMYHOJEIIPECCUBHOE JCHCTBHE BBIPAXKEHO OTHOCUTEIBHO CHUIIbHEE (TIpU
MEHBIIICH IUTOCTATHYECKON aKTUBHOCTH). B Oonpmmx go3ax (10 Mr/kr) yraeraer (yHKIUIO
KOCTHOTO MO3T'a, TIOJaBIIsIeT MPOIr(eparuio rpaHyI0UUuTOB, BBI3BIBACT JCHKONIECHHIO.

5.2. DapmakoKMHEeTHYECKHE CBOMCTBA

AGcopbuus

A3aTHOIIPHH XOPOIIIO BCACHIBACTCS B BEPXHUX OT/EINaX JKEIyA0YHO-KUIIEYHOTO TpakTa. CpeaHsis
OTHOCHTENbHAsT OMoocTynHOCTHh 6-MI1 Obpi1a mpumepHo Ha 27 % HIbKE MOCie MpreMa ¢ e
M MOJOKOM IO CPaBHEHHIO C TPUEMOM HATOIIaK. Bpems MOCTHKEHUS MaKCUMalbHON
KOHIIEHTpaIuu - 1-2 4.

Pacnpenenenne

CBsa3p ¢ Oenkamu mia3Mmbl - Hu3Kas. [IpoHuKaeT yepe3 IUIAalIEHTy, HAKaIUIMBA€TCSl B IPYAHOM
Moioke. CpegHeTepaneBTHUYECKHE J03bl CO3AI0T B KPOBH OY€Hb HU3KHE KOHILIEHTpALUU (MeHee
1 MKr/Mi1), HEe KOPPEIUPYIOIIKE C BRIPAXKEHHOCTHIO U MPOIOJKUTENIEHOCTBIO 3 deKTa.

buorpancdopmarms

[Tocne «mepBOro MNpoOXOXKIEHUS» uepe3 MeueHb Meradbonusupyercs B 6-MII (akTuBHBIN
MeTaboJMT), OBICTPO 3aXBaTbIBAeTCS U3 KPOBU TKaHAMU. OKHCIEHHE M METHIMPOBAaHHE - B
NEYEHH, HPUTPOLMTAX C o0Opa3oBaHueM (PApMAKOJIOTMUECKH HEAKTUBHOTO METaboJHTa
(6-TOMOUEBas KMCIIOTA) MO BO3JCHCTBIEM KCaHTHHOKCH a3kl [Tepron nonyssiBenenus (T1/2) -
4-6 u.

OIUMUHAIMSA

A3aTHONIPUH NPEUMYIIECTBEHHO BBIBOAUTCS B BHJE 6-THOYpALMJIOBOM KHCJIOTHI MOuYkaMu. B
MoOu€ TaKXKe ONpeNeNsieTcsl B He3HAUYUTEIbHOM KOJIUYECTBE |-MEeTHII-4-HUTPO-S-THOMMHUIA30I.
Tonpko HEOONBIIOE KOJUYECTBO MPUHATON J03bI a3aTHONpPHHA BBIBOAMTCS IOYKAMH B
HEM3MEHEHHOM BHUJE. YJausercss MNpH IPOBEACHUU TeMOJuaiu3a, OBICTPO HCYE3aeT U3
KPOBEHOCHOTO pycia.

Oco0ble TPVIIILI TAIMEHTOB

Iayuenmul ¢ napywenuem ynkyuu novex

HccnenoBanus ¢ a3aTHONPUHOM HeE MOKa3alu pa3nnduii B papmakokuHeTrke 6-MII y nanueHToB
C YPEMHEHN IO CPAaBHEHHIO C NMALMEHTAMU C TpaHCIUIAHTauuMeW nodku. [lockonpky mano 4to
M3BECTHO 00 aKTUBHBIX METAa0OJUTAaX a3aTHONpPHUHA MPHU HAPYIICHWU (PYHKUUHU MOYEK, CIEAyeT

PaccMOTpPETh BOIIPOC O CHUKEHHUHU JI03bI y MalMEHTOB C HapyIIeHHneM (QYyHKIUU TOYEK.
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A3aTHOTNIPUH W/ WA €ro METa0OJIUTHI BHIBOASTES IPH IL%,E[M%E'ﬁEE%MHLébﬁSIAS %

paZOaKTUBHBIX METAaOOIMTOB BHIBOJIUTCS TPHU JUATN3E B TCUCHUE 8 YacOB.
THayuenmoi ¢ HapywieHuem QYHKYuu neveHu
Hccnenoanue hapMakOKMHETHKU a3aTHONPHUHA ObLUIO MPOBEIEHO B TPEX TPYIIAxX MalMeHTOB C
TpaHCIUIaHTalMel mouku: 6e3 3aboseBaHui NeYeHU, C IEYCHOYHON HEeI0CTaTOYHOCThIO (HO 6e3
LIMPpO3a) U C IEYEHOUYHON HEJO0CTaTOYHOCTHIO U LIMPPO30M IeUeHU. Pe3ynbrarhl nccieroBaHus
nokasanu, 4yto BozaeiictBue 6-MII Opuio B 1,6 pa3a Bplle Yy NAMEHTOB C IE€YEHOYHOUN
HEJOCTAaTOYHOCThIO (HO 0e3 muppo3a MedyeHu) U B 6 pa3 BhIIIE Yy MAUEHTOB C MEYEHOYHOM
HEJOCTATOYHOCTHIO U IIUPPO30M IIEUEHHU 0 CPABHEHUIO € MallieHTaMu 0e3 3a00JIeBaHUi TICUEHU.
[ToaromMy crnenyeT paccMOTpPeTh BONPOC O CHMIKEHMM J103bl a3aTHONpPHUHA y MAllEHTOB C
HapynieHHeM (QYHKIIUU TICYCHHU.

eTH
Jlemu ¢ uzbvimounoil maccoi mena
B ximmHnueckom wuccnenoBanuu 18 gereit (B Bo3pacte or 3 g0 14 ner) mnomydanu
noaaepxkuparoniee jedeHne 6-MII, um 1o3upoBka paccuuThIBaIach HCXOAS W3 IUIOLIAIU
noBepxHoctu Tena. Cpennee 3naueHue AUCo 6-MII B rpymnme Bblie 75-ro IpOUEHTHIIA 1O
Macce Teja Obiia B 2,4 pa3a HUXKE, YEM B TPYIIE HUXKE 75-TO MPOLEHTHIIS [0 TOMY ITOKa3aTellko.
[Toaromy nerssM ¢ U30BITOYHOM Maccoil Tejla MOTYT NMOTpeOoBaThCsl 0OJiee BBICOKHE J03bI

a3aTUOIIpHHA, ITPU 3TOM PCKOMCHAYCTCA THIaTCHLHBIﬁ MOHHUTOPHHI OTBETA Ha JICUHCHUC.

6. PAPMAIIEBTUUECKHUE CBOVMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BeLIECTB

Kenarun

Kpaxman kaprodenbHblii

JlakTo361 MOHOTHIPAT (Caxap MOJIOUHBIH )

Kpocnoruon (monwumiacaon XL-10)

Kanbums creapar

6.2. HecoBmecTUMOCTD

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

5 ner.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH IPH XPAHEHUHU
XpaHUTb B CYyXOM, 3allMILIEHHOM OT CBETa MEeCTe MpU TeMIiepatype He Boiiie 25 °C.
6.5. XapakTep u cofepxaHue NEPBHYHOH YIIAKOBKH

ITo 10 Tab1eToK B KOHTYPHYIO STYEUKOBYIO YIIAKOBKY U3 TUICHKH MTOJUBUHIIXIOPUIHON U (POTIBTU
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AJTIOMHUHHUEBOM.

5 KOHTYPHBIX SYEMKOBBIX YIAKOBOK BMECTE C MHCTPYKLHEH II0 MEAULUHCKOMY IIPUMEHEHHIO
MOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. OcoOble Mepbl NPEeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WM OTX0A0B, TMOJIYYeHHbIX IOcjde NpPHMEHEeHUus
JIEKAPCTBEHHOTI'0 NMpenapara u Apyrue MaHUIMYJISAIUHU ¢ PenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
Poccus
OAO «Mocxumpapmmnpenapatsi» um. H.A. Cemartko

115172, r. Mockga, yi. bonsmme Kamenmukwu, 1. 9

7.1. IlpencraBuTenb AepKaTesisi PerucCTPALMOHHOIO YA0CTOBEPeHH

IIpereH3uu HOTD66I/ITCJ'IGI‘/‘I HarpaBJIATH 11O aPECy.

Poccus

000 «AJIBUWIC»

109316, r. MockBa, OcranoBckuit mpoes, 1.5/1, ctp.1, ataxk 6, odprc Ne650
Ten.: +7 (495)-775-71-61

pv@alvils.ru

8. HOMEP PETHCTPAIIMOHHOT' O YAOCTOBEPEHMUAA

9. JIATA TIEPBUYHOW PETMCTPAIIMM (IMMOATBEPKIEHMSA
PETACTPAIIAW, IEPEPETACTPAIIAN)

[laTa nepBoi perucTpanum:

10. JATA IEPECMOTPA TEKCTA

OOmiass  XapakTepUCTHKa JIEKAPCTBEHHOrO0  Ipemapata  A3aTHONpPUH  JOCTyIHa  Ha
UHPOPMALIMOHHOM TopTaie EBpa3uiickoro SKOHOMHUYECKOTO CoOo3a B HH(POPMALMOHHO-

KOMMYHUKamoHHo# cetn « MHTepueT» https://eec.eaeunion.org/.
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