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an- 005113 - 151018 |
MHCTPYKLIS I

COTNACOBAHO
110 MEJTMITMHCKOMY TTPUMEHEHUIO JIEKARCTBEHHOI'O IIPEITAPATA.

Muxkodenosata mopeTu

Perncrpaunonnsiii Homep:

Toprosoe nanmenoBanne npenapara: Mukodenonara MopeTun

MezxayHapo/Hoe HeNaTeHTOBAHHOE HJIH IPYNIMPOBOYHOE HAMMeHOBaHHe: MukodeHomata
ModeTH

JlexapcTBennas popma: TablIeTKH, OKPBITHIE IIIEHOUHOH 060I09KO#

Cocras:

1 Taberka 250 mr:

[eucmsyrowee sewjecmso: mukodenonara moperun — 250,000 mr;

Bcnomozamenvuble sewjecmea: 1emnono3a MUKpokpucTaundeckas — 43,700 mr; nosuaon-K25
— 19,800 mr; kpockapmerio3a Harpus — 13,200 Mr; Maruus creapar — 3,300 mr.

Cocmas obonouxu: onaapaii I1 85F240012 Po3zossrit — 10,000 mr: B T.4.:

NOJMBHHAIOBBIA crupT — 4,000 Mr; makporon-3350 — 2,438 Mr; KpacuTens jKkele3a OKCHII

kpacHbli — 0,040 Mr; KpacuTens ese3a OKCH KenTbiii — 0,022 Mr; Talbk — 1,480 mr; Turana

quokeua — 2,020 Mr.

1 Tabaerka 500 mr:

[euicmeyiowee seuwjecmeo: muxkodenonara moderun — 500,000 mr;

Bcnomozamenvuvie seugecmesa: nenmonosa MUKpoOKpucTtaiuinueckas — 87,400 mr; noBuaon-K25
- 39,600 mr; kxpockapmerio3a Hatpus — 26,400 Mr; Maruus creapat — 6,600 mr.

Cocmas obonoyxu. onanpaii I 85F240012 Po3ossrii — 20,000 mr; B T.4.:

NOJMBUHUIOBBIH cnupt — 8,000 mr; makporon-3350 — 4,876 Mr; kpacurenb jKele3a OKCHI

kpacHeiit — 0,080 mr; kpacuTens xerne3a okcun xentsiid — 0,044 Mr; Tanbk — 2,960 mr; TMTaHA

Juokcu — 4,040 mr.

Onucanue: KpYIJIbI€ OBOSIKOBBIIIYKJIBIE Ta6.IIeTKPI, IIOKPBITHIC IJICHOYHOM 000JI0YKOM OT

PO30BOT0 10 CBETJIO-PO30BOTIO I[BETA. Ha IIONE€PE€YIHOM pa3pe3€ BUIAHO PO ITOYUYTH 6emoro BCTAa.
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COTNACOBAHO

dapmako Ioru4ecKoe aeicTBHe

Dapmakoounamuka

Hmmynooenpeccanm, uneubumop uno3suHmonogocghamoe2uopozenasul
Mukodenonara moderun (MM®P) mnpencrasisier co6oit  2-MOp(OIMHOITUIOBBIH  IdHp
muKoderonoBod kucnotel (M®K). MOK - MOMmHBINA CeNeKTHBHBIM HEKOHKYPEHTHBIH |
obparumblii MHTHOMTOp MHO3MHMOHOGBOChaTaernporenassl (MM®]IT), KoTOpbIA MOgaBISET
CHHTE3 I'yaHO3MHOBBIX HYKJIEOTHIO0B de novo. Mexanusm, mytem kotoporo M®K monasnser
epmenthyto aktuBHOCTs MM®/IT, mo-Buammomy, cBsizan ¢ Tem, yto M®K cTpykTypHO
MMHTHPYET KaK Ko(pakTop HHKOTHHaMHIIHHYKIeotHadochara, Tak U KaTaTH3MPYIONIYIO
MOJIEKYJly BOABL OJTO MpensTcTByeT OkuciaeHHIo MM® B kcaHTo30-5-MoHOGOChAT -
BOKHEHIIMH dTan OMOCHHTE3a IyaHO3HHOBBIX HYKJIECOTHIOB de novo. M®OK okaspiBaer Gonee
BBIDQKEHHOE LIUTOCTATHYECKOE JCUCTBME HA JMM(OLHTHL, YeM Ha JPYrue KIETKH, MOCKOIBKY
nponudepauus T u B-1uMpOIHTOB OUYEHb CHIBHO 3aBMCHT OT CHHTE3a IIyPUHOB de novo, B TO
BpeMsl KaK KJIETKH JPYTUX THIIOB MOTYT IIEPEXOAUTH Ha OOXOIHBIE TyTH METAb0IM3Ma.
Shpexmuernocmep

B ximHMYecKnX wnccnenoBaHuAX 10 NPOGHIAKTHKE OTTOPXKEHHS MOCTE Iepecajkd MOUKH,
cepaua ¥ medeHn MMO npuMeHsIM B KOMOMHALMM CO  CIEAYIOMMMH IIpenapaTaMu:
MMMYHOIJIO0Y/IMHOM aHTUTUMOIHUTapHbIM, OKT3 (OpPTOKIOH MBIIMHEIX MOHOK/IOHATBHBIX
aHTUTET), HUKJIOCTIOPUHOM H TIIIOKOKOPTHKOCTEPOUIAMH.

Ipocpunaxmuxa ommoporcenust mpancnianmamos

B3pocnvie

besonacrocte n addextuBHOCTR MM® B KOMOMHAIMH C TJTIOKOKOPTHKOCTEPOMAAMH M
LMKJIOCTIOPMHOM OLICHUBAIIMCH Y MAIMEHTOB 10C/IE TPAHCIUIAHTAIIMH [TOYKH, CEP/Ia U MEYEHH.
Jlemu

besonmacnocts,  dapmakokuHernka u  sddextuBHOCTE MM® B KOMOMHAIMH ¢
TTIIOKOKOPTUKOCTEPOUIAMH M LIUKJIOCIIOPMHOM Yy JIeTel TIociie TpaHCIUIAHTALMK  [TOYKH

OLICHUBAIUCH B HccieoBaHuK nipu ydactuu 100 neteit B Bo3pacte ot 3 Mecsues 10 18 jer.

I pancnaanmayus nouku

B3pocavie
B komOuMHAaIMH C TIOKOKOPTHKOCTEPOMAAMH M ILMKJIOCTIOpHHOM MM® craTucTHyecKH

AOCTOBEPHO CHHKaJI YaCTOTY pa3BUTHS Hei)('b(l)CKTI/IBHOCTPI TEpaIluu B NICPBBIC 6 MecsIIeB 1ocIe

TPAHCIUIAHTAIIMH Y T'HMCTOJIOTHYECKU JOKA3aHHOI'O OTTOPXEHHUS B XOA€ TEpallhH, B /103€ 2 F/CyT
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| MHH3IPAB POCCHH
CHHXACT KYMYJIATHBHYIO 49acTOTY rubenu TpaHCIJIaHTaTa I/IiIIeTaJ'IbHﬁFTI/(B (.?‘ ]1]2 MCCFH?% WCJIC

TPaHCIUIAHTALMM TI0YKH, HO B J103¢ 3 T' B CYTKH yBennquaeT qacm;y Hﬁe(?lﬂeﬁp MEHHOTO
BBIOBIBAHUS U3 HCCIIEIOBAHHUS T10 JTIOOO0M IIPHUYKHE. - -
Jlemu

Y geredt mocie TpaHCIUIAHTAllMM IOYKH BO BCEX BO3PACTHBIX TIpymnmax npuem MMO
ocymecTsisics B 103ax 600 mMr/m? 1Ba pasa B 1eHb (10 1 T 1Ba pasa B [eHb).

OOmas w9actoTa CiIy4yaeB TI'HCTOJOTHYECKH J[OKAa3aHHOTO OTTOPKEHHS K 6-My Mecsiy
MOCTTPAHCIIAHTAIMOHHOTO Tleproaa Oblla CpaBHMMA CO 3HAYCHUSIMH JAQHHOTO IOKa3aTells y
B3pPOCIIBIX U ObLIAa CXOJHOM B PasIMYHBIX BO3PACTHBIX rpymmnax. CymMMapHas 4acToTa rubenu
TpaHciulanTata (5%) u setanpHOCTH (2%) 3a 12 MecsimeB MOCI€ TpaHCIUIAHTAIMK ObLIa

CpaBHUMa CO 3HA4YCHHUSIMH, HaﬁJ'II'OIIaBIIII'IMHCH Y B3pOCIJBIX, NEPEHECIIUX TpPaHCIIJIAHTAIUIO

TIOYKH.

ITpancnnanmayus cepoya

Ommopcenue

Pa3nuunii B 4acToTe TMCTONOTMYECKH JOKAa3aHHOTO OTTOPXKEHHS, MPHBEIUIET0 K HAPYIICHHIO
reMOJIMHAaMHUKH, B rpynmnax MM® u azatuonpuna He ObLI0.

Buviocusaemocmo

Ilo mokasaremo neTarbHOCTH M TOBTOPHBIX TPAHCILUIAHTAUMi MpU mepecajake cepama MM®
IPEBOCXO/IUT a3aTHOIIPHH.

Tpancnnanmayus nevenu

MM® B xomGHHaIMH C TTIOKOKOPTHKOCTEPOHAAMH M LIUKJIOCTIOPHHOM Gostee S(b(heKTHBHO, YeM

A3aTHOIIPHH, IIPEAOTBPALIAT OCTPOE OTTOPIKEHUE U obecnieunBar TaKyrO X€ BBDKUBAEMOCTD, KaK

a3aTUOIIPHH.

Hoknunuyeckue 0annvie no 6ezonacrnocmu

B j103ax, B 2-3 pasa npeBblIarOmuX TepaneBTHYECKHE IPY NepecasIKe Mouku 1 B 1,3-2 pasa — 1o
CPaBHEHHIO C TAaKOBBIM Y IALMEHTOB IOCJIE mepecaaku cepana, MM® He ctumyampoan
obpasoBaHue O1yXoJiell H He BIHsUI Ha GEPTHILHOCTD CAMIIOB KPBIC.

/lBa TecTa Ha TEHOTOKCHYHOCTh yKa3al¥ Ha TO, 4TO B /032X, OKA3BIBAIOIIMX CEPbEe3HBIN
TokcHuecknit  spdexr, MM  noTeHNHATEHO  CHOCOGEH  BBI3BIBATE  XPOMOCOMHYIO
HECTaOMIPHOCTb. B Jpyrux TecTax Ha reHOTOKCHYHOCTh HAIMYME Y IIperapaTta MyTareHHOH
AKTMBHOCTH HE OBLIO BBISIBJICHO.

B skcnepuMenTax mo (GpepTHIBHOCTH M PENpPOAYKTHBHOCTH CAMOK KPBIC HEPOPATbHBI IpHeM
MperiapaTa BbI3bIBAl HOPOKH Pa3BUTHs (B TOM YMCIIE aHO(TAIBMHUIO, arHATHIO U THAPOIE(ATHIO)

B TI€PBOM IIOKOJICHUHU IIOTOMCTBA 6e3 kakoro-i1ubo TOKCHYECKOTO JEHUCTBHS Ha Marh. B
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INOCJICAYIOIIUX ITOKOJICHHUAX ITOTOMCTBA BIIUSIHUS Ha (bemI/IJIBHOC;lﬁLH}(RCﬂR?HyKFKIBH(PQTL HE

i

OTMEYaJI0Ch.

COTNACOBAHO
B uccrenoBanusxX TepaTOreHHOCTH y KPBIC OTMeYaiach PE3OpPOLHs ILIOAOB M BPOKICHHBIC

TIOPOKM Pa3BHTHS y OTOMCTBA (BKJIIOYAs aHO(TATBMHUIO, aTHATHIO H THAPOUEe(ATHIO Y KPbIC
TIOPOKH  Pa3BUTHsl CEPACYHO-COCYJUCTOM CHCTEMBI, IOYEK, OSKTONUSA Cepila U IOYeK,
puapparMaibHple M IYNOYHBIE IPBDKH Y MOTOMCTBA KPOJIMKOB) €3 MPH3HAKOB TOKCHYECKOTO
JICCTBUS HA MaTh.

B rokcukonornmyeckux mccienoBanusx MME® Ha OKMBOTHBIX OCHOBHBIE IIODAKEHHMs
JIOKQJIM30BAIUCH B KPOBETBOPHBIX M JUMQOMIHBIX OpraHax ¥ BO3HHKAJIM IIPH TaKOM YPOBHE
CHCTEMHOH 3KCIIO3MIMHM IIpenapara, KOTOPbIi SKBUBAICHTEH MM MEHBIIE YPOBHS JKCIO3HIMH
TP TIpHEME KIMHUYECKOH J103bl 2 I' B CYTKH, PEKOMEHIOBAHHOM IAlMEHTaM TI0C/IE MEePeCaIky
nouku. [Ipoduns HekmHMYeckod TokcHYHOCTH MM coBmamaeT ¢ HeXelaTeabHBIMH
ABJICHUSMH, OTMEYCHHBIMH B KIMHMYECKHMX MCCJIEJIOBAHUSX Y 4YENIOBEKa, KOTOPBIE IO3BOJIMIN
TOJIyYHTh JaHHBIE 110 6€30MacHOCTH, 60see 3HAYUMBIE IS TOMYJISIMH TTallUEHTOB.
Dapmarokunemuka

DapMaKOKHHETHYECKHE XapakTepucTukd MM® wu3ydanuch y NalMeHTOB, IepeHEeCInX
NEpecajKy MOYKH, CepAla U NeYeHH. B 1eioM, y manmeHToB nocie nepecaiku MOYKd M Cep/a
(hapmakokuneruyeckuit npopurs MOK oxuHakoB. B paHHEM MOCTTPaHCIUIAHTALMOHHOM
NE€pHOJIC y MALMEHTOB, NEPEHECHIHX IepecaaKy Nned4eHu U noiydaromux MMO® B jo3e 1.5 T,

xoHHeHTpaimu MOK Ttakue ke, Kak y nalueHToB Mocle Hepecaiky oYKy, noaydamux MMO

B 1o3e 1 1.

Bceacwieanue

[locne mepopanbHOro mnprHemMa NPOUCXOIUT OBICTPOE M IOJHOE BCACHIBAHME M TOJHbIH
npecucTeMHblii  MetaboimsMm MM® ¢ oOpasoBaHweM akTMBHOro MeraGonura - MOK.
buonoctynsocte MM® 1nipu nepopaibHoM mpreMe, B cooTBeTCTBHE ¢ BenuurHOl AUCMok
(Turom@aay noa KpuBo# "KOHIEHTpANKs - Bpems'"), cOCTaBIseT, B cpeHeM, 94% OT TakoBoit npu
€ro BHYTpUBEHHOM BBe/ieHUH. [lociie nepopanpHoro npuema konuentpanuun MM® B miasme e
ONpeZieNISIOTCs (HIXKeE ropora onpezaeneHus — 0.4 Mxr/m).

B panneM nocrrpanciuiantanionsom nepuoze (10 40 AHeH mocie mepecajKy MOYKH, cepiua
vin nedenu) cpeanue BenuduHbl AUCMmok ObutH npumepHo Ha 30% HEKE, a MaKCHMAIbHBIE
KOHLEHTPAIMK - NPUMEPHO Ha 40% HIKe, YeM B MO3THEM IOCTTPAHCILIAHTAIIHOHHOM MEPHO/E
(3-6 mecsueB mocne mepecaiku). IlpuemM NMINM He BIMsSET HA CTeneHb BeachBanus MMO®
(AUCwmak) npu ero npuMeHeHnHd 1o 1.5 r 1Ba pasa B CyTKM NAIlHEHTaM [OCIe TpaHCIUTaHTalluH

nouku. OxHaKo MakcumaibHas KoHueHTpauus M®K npu npueme npemapara Bo BpeMs €J1bl

cHmxkaercs Ha 40%.
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Pacnpeoenenue

Kak mpasuito, mpumepHo yepe3 6-12 yacoB mocsie mprema npernapara gg_bﬁfq&ﬁi%f&iﬁ_ﬁqgggggg__

NOBbIICHHE KOHIeHTpauuu M@K B 1muiazme, 4To CBHIETENLCTBYET 00 MEYEHOYHO-KHIIEYHON
peupKyisiuuu  npernapara. IIpy oxgHoBpemeHHOM mnpuMeHeHuH KostectupamuHa AUCMmok
CHUKaeTCs TpuMepHO Ha 40%, 4TO CBHIETEILCTBYET O NPEPHIBAHMH I€YEHOYHO-KHIIEYHOH
peuupKysanuk. B xiuMHMYecKH 3HaYMMBIX KoHueHTpamusx M®K na 97% cBs3biBaeTcs ¢
AIbOYMHHOM I1JIa3MBI.

Memabonuzm

M®K meraGomsupyercs, B OCHOBHOM, IIOJ AEHCTBHEM IJIFOKYpOHWITpaHCchepassl (u30hopma
rera UGT1A9) ¢ obpasoBannem (apMakoIOrH4ecKd HEAKTHBHOTO (PEHOJIBHOTO IITIOKYPOHHAA
M@K (MOKT). In vivo MOKI" o6paTHo npeBpaimaercs B cBo6oauyro MOK B Xoze nedeHouHo-
KMIIEYHOH PEMpPKY/IAUMH ¢ 00pa3oBaHMEM allWIIIIOKYPOHHIA, KOTOPBIA 0bnajaer
(hapmaxosoruuecKol aKTMBHOCTBIO M BO3MOXKHO SIBJISETCS NPHYHHON HEKOTOPHIX MOGOYHBIX
3bdpexroB MOK (uapest, neiikonenus).

Buviseoenue

Ilocne mepopanbHoro mnpuema paamoakTHBHO MedeHHOro MM® 93% mosydeHHOH 103bI
BBIBOJIMTCS [I0OYKaMH, a 6% - KuIeyHHKoM. Bonbiuas yacte (okono 87%) BBeICHHOH 103bI
BBIBOAUTCA mnoykamu B Buae MOKI'. Hesnauntensusie konudectBa mpenapata (< 1% 103b1)
BbIBOZLITCS MovKamu B Buie MOK. Kimanuecku onpenensiemsie kouneaTpamun MOK u MOKI
HE yIalsaioTes myTeM remoauanusa. OjpHako mpu Gosee BBICOKHX KOHIEHTpammsx MOKT
(> 100 MKr/mi), HEKOTOpast €ro YacTh MOXET ObITh yjaneHa. CeKBECTPAHTHI JKETIHBIX KHCIIOT
Tuna KonectupamMuHa CHIKa0T AUCMmak, IpepbiBas IeYeHOYHO-KHIIEYHYIO PELUPKYJIAIHIO.
Pacnpenienienne M®OK 3aBHCHT OT HECKOJNBKHX TPAHCIOPTEPOB: TPAHCIOPTHBIA ITOIAIIEIITHIL
opranuyeckux aHuOHOB (TIIOA) wm Genok, accOUMHPOBAHHBIA C MHOXECTBEHHOM
JIEKapCTBEHHON yCTOWIUBOCTEIO-2 (BAMITY-2). U3odopmsr TITOA, BAMITY-2, a takke 6e1ok
PE3UCTEHTHOCTH  paka  Mono4HoW  kenessl  (BPPM)  sBmsmores  tpancmoprepamu,
aCCOLMMPOBAaHHBIMU € 3KCKPEIMEH IIIOKYPOHUAA C JKEI4Ybl0. bBeloKk MHOXECTBEHHOM
JIEKapCTBEHHON PE3UCTEHTHOCTH-] TaKKe MOXKET IIPUHUMATh ydacTre B nepeHoce MOK, Ho ero
yH4acTHe OrpaHuveHo mnponeccoM BcachiBanus. MOK u e€ MeTaGoNuTh OTEHIMATBEHO MOTYT
BCTYIIaTh B PEAKIMIO C TPAHCIIOPTEPAMHU OPraHUYECKHX AHUOHOB B MOYKAX.

DapMaKoKUHeMuKa 6 0COObIX KIUHUYECKUX CYYAsIX.

B uccnenoBanun ¢ pasoBeIM NpHEMOM Ipenapata y MAIMEHTOB C TSKENOH XPOHHYECKOH
[OYEYHOH HE0CTATOYHOCTBIO (CKOPOCTh KIyGouKkoBO# uibrpamun <25 wmun/mun/1.73 M)
AUCwmok Obuta Ha 28-75% Goblue, 4eM y 310pOBBIX TOOPOBOJIBLEB M MALHEHTOB C MEHEe

BBIPKCHHBIM IOpaxeHHeM nodek. [Tocie npuema paszoBoit 10361 AUCMakr B 3-6 pa3s Gosbiie y
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MAlMEHTOB C TSDKEJIOM IOYEYHOH HENOCTAaTOYHOCTBIO, YeM Yy 3J0POBBIXS f06poBOABNEE u

MAlMCHTOB C YMEPEHHBIM IMOPaXEHHEM IOYEK, YTO cornacyeTca c naﬂabm U(B \I!kmeqﬂom |

BbiBeleHun MOKT'.

HMccnenoBanuii mo MHOrokpatHoMy BBeleHHIO MM® mpu TshKenod XpOHMYECKOM MOYEYHOH
HEJIOCTATOYHOCTH HE TIPOBOIHIIOCK.

Y nanveHToB C 3a/epXKKOH (YHKIMM IOYEYHOTrO TPAHCIUIAHTATA IMOCJIE MEPECAIKH CPEeIHEe
sHayenne AUCo.12 mis MOK cpaBHMMO ¢ TakOBBIM y NAIMEHTOB, Y KOTOPBIX TPAHCILIAHTAT
HayuHAl (YHKIMOHMPOBATH IOCJTE Tepecaaku Oe3 3amepkKu. Y MalUeHTOB ¢ 3aAepPiKKOM
(GyHKIMH TOYEYHOro TpAHCIUIAaHTAaTA MOXKET HAOJMIOAAThCA TPAH3UTOPHOE YBEIHYEHHE
cBoOoHOM (paknuu ¥ KoHueHTpauun MK B miasme kposu. BeposTHO, HEOOXOIMMOCTH B
KOppeKkiuH 1036l npenapara MM® y 5Tux nanueHToB Het (cM. pasaen «Jlo3upoBanue B 0cOOBIX
cinydasx»). Cpennee snauenue AUCo.12 111 MOKI B masme 6su10 B 2-3 pasa Gosiblie, 4eM y
MAIMEHTOB, Y KOTOPBIX TPAHCIUIAHTAT HauyMHal (YHKIMOHHUPOBATH IIOCIE MEpecaakd 0e3
3a/IEPKKH.

Y NauMeHToB ¢ MEPBHYHO HE(QYHKIMOHHPYIOIIMM TPAHCIUIAHTATOM IOCJIE IEPecagkd MOYKH
Habmozanoch yBenudenne kKonnenTpauudn MOKI B miasme kposu; kymyssuus MOK, eciu u
OTMeYaslach, TO B ropas/io MEHbIIEH CTEeNeHH 110 cpaBHeHUI0 ¢ MOKI .

Ilayuenmoi ¢ nopasicenuem neyenu.

Y 06poBOJIBLEB ¢ ATKOrOJBLHBIM LIMPPO30M IIEYEHH M0C/IE MepopanbHoro npuema MM me
BBISIBJICHO M3MeHeHMH B papmakokuHeTrke MOK u M®OKI'. BiusHue neyeHO4HOH MaToNOrHu
Ha 3TOT IIPOLECC, BEPOSTHO, 3aBUCUT OT KOHKPETHOro 3abosieBanus. B ciryuae Gose3Hu nevenu ¢
npeo0ialaHueM TOPaXKEHHs KETYHBIX MyTell (Hampumep, MepBUYHBINA OUIHAPHBIA IHPPO3),
u3MeHenns B papmakokuHeTnke MOK u MOKI Heb3si HCKITIOYUTS.

V' nayuenmos oOemckozo eospacma (<18 nem), nepeHecUIMX TNepecajKy IOYKH, [OCIIE
nepopaibHoro mpuema MM® B 103e 600 mr/m? 11Ba pasa B CyTKH (MAaKCHMaIbHO 10 1 T j1Ba pasa
B cytkn) AUC s MOK cpaBHEMa ¢ TaKOBOM y B3pOCIIBIX [TAMEHTOB MOCIE IEPECaIKH TOYKH,
NOJy4alomKUX TpenmapaT B o3¢ 1 r [gBa pa3a B CYTKH, B paHHEM M IO3JHEM
MOCTTPaHCIIaHTallMOHHOM  Tiepuozie. 3nadenus AUC mms MOK He pasmuuanuch Mexay
BO3PACTHBIMH I'PYNIIAMH B PAHHEM M TI03/JHEM NIOCTTPAHCILIAHTAIMOHHOM [IEPUO/IE.

Y nayuenmos nosicunozo u cmapueckozo 6ospacma (> 65 nert) hapmMakoKMHETHKA He H3y4aach.
Ilokaszanus k npuMeHeHUI0

Mukoderonara MopeTHII NPUMEHSIOT B BH/Ie KOMOMHUPOBAHHOH TEpAIHH ¢ MHKIOCTIOPUHOM H

TIIIOKOKOPTUKOCTEPOH/IAMH.
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. . J - 005113 - 151 )
TabneTku, MOKPBITHIE IJIEHOYHON 00010uk0i 250 Mr Jo 113 151018

Bspocnvie u oemu ¢ niowaowvio nosepxnocmu mena > 1.25 Ezu? _(npwg@%@@ﬁ%&iﬁempacm

cmapwe 12 nem):
- Ipo(uIaKTHKa OCTPOrO OTTOPXKEHHS TPAHCIUIAHTATA y MALMEHTOB II0CJIE ALIOT€HHON
NEePECaIKU TTOYKH.
Bspocnvie:
- npoGHIAKTHKAa OCTPOTO OTTOPIKEHHS TPAHCIUIAHTATA y IAlMEHTOB IOCJIE ALIONeHHON
NIepeca ki Cepana;
- npoQHIaKTHKA OCTPOTO OTTOPKEHUS TPAHCIUIAHTATA Y MALMEHTOB I10C/IE A/LIOT€HHOM
nepecasiki NeyeH .

TabneTku, MOKPBITHIE IIIEHOYHOM 0001049K0M 500 MT

Bspocavie u 0emu ¢ niowadvio nosepxnocmu mena > 1.5 m° (npumepnuiii Oemckuii 6o3pacm

cmapue 14 1em):

- npodHIaKTHKA OCTPOr0 OTTOPXKEHHS TPAHCIUIAHTATA y MAlMEHTOB IOC/Ie ATOTeHHOM
nepecaikv MOYKH.
B3spocnvie:
- npodHIaKTHKA OCTPOr0 OTTOPXKEHHs TPAHCILIAHTATA y TAlMEHTOB IOCNE ALUIOreHHOM
IIepecaiku cepaua;

- IpoQMIAKTHKAa OCTPOr0 OTTOP)KEHHs TPAHCILUIAHTATAa y MAIMEHTOB IOCJIE AIOTeHHOM

NEPECaAIKH IICUYCHH.

IIpoTuBonokazanus

[loBbimieHHass ~ WHAMBHIyambHAas — YyBCTBHUTENBHOCTH K  MHKopeHomata  Mobermiy,

MHKO(EHOIOBOH KMCIIOTE U IPYTHM KOMIIOHEHTAM TIperapara.

Jedummt TUIIOKCaHTHHTyaHuHpOochHopubozunTpanchepassl (penxoe I€HETUYECKOe
3abosieBaHue, 00ycII0BI€HHOE HaCJIEICTBEHHBIM neduuTom
TMIOKCaHTUHTYaHHHochopubosunTpanchepassr — cunapomsl Jlema-Haitena u  Kemu-
3urmMusuiepa).

O/HOBpEMEHHBIH NpHEM C a3aTHONPHUHOM (00a mpemapaTta yrHETAlOT KOCTHBIA MO3T, HX

OJITHOBPEMEHHBIH NPHEM HE U3yJaJICs).

Jletu ¢ nomankio noBepxHocTy Tena <1.25 M? (MpUMepHbIi AeTCKHit BO3pact J10 12 sier) — s

TabeTox 250 mr.

JleTu ¢ nuomIaaRI0 MOBEpXHOCTH Tena <1.5 mM? (MpUMEpHbIH AeTCKU BO3pacT A0 14 net) — s

tabnerok 500 mr.
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BepemenHocTs  (npuMeHeHHe MuKodeHonara MoeTHia MPOTHBOIOKA3aHO BO  BpeMS

:?ﬁ*ﬂﬁi}ig = !5l018
6epeMeHHOCTH BCJIIEACTBUE €TI0 MYTAar¢HHOIro " TEPATOr€HHOI'O HOTCHHHaﬂa). )

COTMTACOBAHO

[Tepuoz rpyiHOTO BCKapMITHBAHHSI.

JKeHImMHBI JIETOPOJHOTO BO3pacTa, HE HCIOIB3YIOUIHE BBICOKOI(P(PEKTHBHBIE METOJIbI

KOHTpAUCIIIHUH.

C 0CcTOpOKHOCTHIO
3abos1eBaHus JKeTyIOYHO-KUIIEYHOTo TpakTa (B (aze o0OCTpeHHs), OJHOBPEMEHHBIN IIPHEM C

TaKpOJIMMYCOM, CHPOJIUMYCOM, C JICKAPCTBCHHBIMHU IIp€IiapaTaMy, BIMSIOINUMHU Ha IE€YEHOYHO-

KUIICYHYIO PELIMPKYJISAIHIO.

IIpumenenne npu 6epeMEeHHOCTH H B MIEPHO/ IPY/AHOI0 BCKAPM/IHBAHHUS

[Ipumenenne npenapara MukodeHonata MOGETHII IPOTHBOIIOKA3aHHO BO BPEMs GEPEMEHHOCTH
M y JXKEHIIMH JETOPOJHOTO MOTEHIMala, HE MCIOJB3YIOIMUX BBICOKOI(P(EKTHBHBIE METO/IbI
KOHTPpAIICTIIHH.

[lepen HauanoMm Tepamuu NMalMEHTOB C PENPOAYKTUBHBIM MOTEHIMAIOM, KaK MYKYHH, TaK H
KEHIIUH, HEOOXOAMMO NPOUH(GOPMHUPOBATE O MOBBIIEHHOM pPHCKE CMEPTH IUIoAa H
BPOJK/ICHHBIX NOPOKAX Pa3BUTHS; CJIEIYET MPOBECTH KOHCYJIBTAIMIO O Mepax MpeI0TBPalIeH s
OepeMEHHOCTH U €€ TUIAaHUPOBAHUH.

[Tepen navamom Tepanuu npenmaparom MukopeHonata MODETHI y NAUMEHTOK JETOPOIHOTO
NOTEHIHKAIA I0DKeH OBITh MOJIy4€H OTPULATENIBHbIN Pe3yIbTaT ABYX TECTOB Ha GEPEMEHHOCTD
NP MCTIOJIb30BAaHUHM METO/IA aHAIM3a CBIBOPOTKM MIIM MOYH C YYBCTBUTEILHOCTBIO HE MeHee 25
MME/mit; BTOpo#t Tect momken ObiTh mpoBexeH uepes 8-10 mmelf mocie mepBoro Tecta
HEMOCPECTBEHHO 10 HaYasia mprema npenapara MukogpeHonara ModeTHI.

[loBropHbIe TecThl Ha GepeMEHHOCTb TOIDKHBI MPOBOAMTHCS BO BPEMs CTAHIAPTHBIX BH3UTOB
noceyomero Habmoznenus. Pe3ynpTaThl Bcex TeCTOB Ha OGepeMEHHOCTh HEOOXOMMMO
00Cy/uTh C mNanMeHTKoH. ITanueHTKH AOJDKHBI GBITH TPOMH(MOPMHUPOBAHBL, YTO B cirydae
HACTYIUICHAs. OEPEMEHHOCTH MM HEOOXOIMMO He3aMeIMTENHHO IIPOKOHCYIHTHPOBATHCS C
JIeYaluM BpaduoM.

Benencrere myrareHHOro m TepaToreHHOro moTteHIMana mpenapata MukogeHomata ModeTHI
XKEHIIUHBI JIETOPOJHOIO IMOTEHIMAJa JOJDKHBI KCIOJIb30BaTh JBA HAAEKHBIX METOja
KOHTPALEIIMH OJHOBPEMEHHO (IIOCKOJIBKY TOTEHIHATHO BO3MOXKHO CHUIKEHHME KOHIIEHTPAIHH
TOPMOHOB IIpH NIEPOPATLHOM INPHEME KOHTPALENTUBHBIX IPENapaToB Ha (oHE Tepanuu
npermaparoM  Mukodenonata  moderwn), BKmoOdYas 0 MeHbIeH  Mepe  OIMH

BI:ICOKOB(I)(I)CKTHBHI)II‘;I METOA, N0 Ha4dajla TEpallid, BO BPEMs TEpallii U B TECUCHUE MIECTH

|
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MHH3IIAPAB POCCHH
HEJIeIb II0C/IE€ TPEKpallleHHs TepalmuH IpernapaTtoM Mnxo¢cgpna§n@g 1 M_pq)ﬁmgl;g 16

BO3JICPXKaHUE OT IIOJIOBOM KM3HM HEBO3MOXKHO. BCJIyIIIHM aKTI/IBHym~ ‘l}g?%%w% JKHU3Hb

MY)XKYHHaM PEKOMEHYETCsl MCIOJIb30BaTh MPE3ePBAaTHBBI BO BPEMs JICUECHHS U B TEUEHHE KAK
MHUHUMYM 90 1HEH mocie mpekpaleHus JeUeHus.
Hcnonb3oBarh 1npe3epBaTHBBI JIO/DKHBI KaK MYXYHHBI € HOPMAIBHON PpENpoOIyKTHBHOM
(yHkume#, Tak ¥ MyXYHHBI IOCI€ Ba3dKTOMHH, IIOCKOJIBKY PHCKH, CBS3aHHBIE C Iepeaaueit
CEMEHHOM JKHKOCTH, TAK)Ke IIPUMEHMMBI K MY)KYMHAM, IepeHeCIInM Ba3dKToMuio. Kpome Toro,
KEHIIUHAM-TTapTHepIIam HalUEHTOB-MYKUYUH PEKOMEHIyeTCs UCII0JIb30BaTh
BBICOKOO()EKTUBHBIE METOBI KOHTpALENIMUA BO BpeMs JiedyeHHs U B Teuenue 90 jHeil mocie
nprema nocjieaHei 10361 npenapara Mukodenoaara Moderui.
[Ipu mocTperncTpanioHHOM NPUMEHEHHH y JeTel NalMeHTOK, MoaydaBmux gederne MM® B
KOMOMHAIMM C JPYTMMHM MMMYHOCYIIPECCAHTaMH BO BpeMsi OEPEMEHHOCTH, OBUIM BBISBICHBI
BPOX/ICHHBIE TIOPOKH PA3BHTHs, BKII0Yasi MHO)KECTBEHHBIE TIOPOKH PA3BUTHS.
Haubosee yacTo oTMEYaIHCh CleayIONHe MOPOKH Pa3BUTHS:
® IOPOKHM pa3BUTHS JIMId, TaKMEe KaK paclleluleHHas ryba, paciieiieHHoe He6o,
MHUKPOTHATHUS U TUIIEPTEIOPU3M [JIa3HHUII;
® aHOMa&lUs pa3BUTUS yxa (HampuMmep, aHoMamus (OPMEI I OTCYTCTBHE
Hapy)KHOTO/CPE/IHEro yXa) U I1a3a (HarpuMmep, Koioboma, MEKpOdTaIsM);
® IOPOKHM Pa3sBUTHs NATBLEB (HAIIPUMED, TIOTHIAKTHIINS, CHHAAKTHIIHNS, OPaxXuIaKTHIIHS);
® aHOMaIMHM CepAua, Takue Kak: JepeKT MEKIPEeACepPIHON M  MEXOKETyI0UKOBOH
[IEPETOPOJIOK);
® [IOPOKH Pa3sBUTHs MHUIIEBO/A (HATIPUMED, aTPE3Us UIIEBOIA);
® IOPOKHM pa3BUTHsI HEPBHOM CHCTEMBI (TaKHe KaK He3apalleHHe JyKeK MO3BOHKOB).
B memmumHCcko# smrepatype coobmanock 0 mopokax pasBuTHS y 23-27% KHBOPOIKIAEHHBIX
JeTel, mozaBepriuuxcs BoszedictBuio MM® Bo Bpems BHYTpHYTpoOHOro pasBuTHs. Jlist
CPaBHEHHMS, PUCK IIOPOKOB Pa3sBUTHs Y XKUBOPOKIEHHBIX J€TEH COCTABISET IPUOIU3UTENIBHO 2%
B OOLel nonynsuuu ¥ npubIn3HTensHO 4-5% y MalMeHTOB, MEPeHECIINK TPaHCILIaHTALHIO
COJIMIHBIX OPraHOB, MOJIYYAIOIIHUX JIEYEHHE APYTUMH HMMYHOCYIIpeCCaHTaMu ToMuMo MMO®.
Y manmeHTtok, nomydasmmx MM®, BbISBICH NOBBINEHHBIH PHCK CAaMONPOH3BOIBLHOIO
BBIKH/IbIIIA, B OCHOBHOM B | TpuMecTpe GepeMeHHOCTH.
[Io jaHHBIM MEMIIMHCKOM JTUTEpaTyphl PUCK Y MAMEHTOB, NonydaBmux MM®, coctasun 45-
49% B cpaBHeHuMm ¢ uacTOTOM 12-33% Yy NAUMEHTOB, MOTYYABIIMX JICYCHHE JpYyTUMHU
MMMYHOCYIPECCaHTaMH I10CJI€ TPAHCIUIAHTAIIMH COJIUIHBIX OPTaHOB.

HccenenoBanus Ha )UBOTHBIX [TOKA3aJIUd HaJIM4Yue perOIIyKTHBHOﬁ TOKCHYHOCTH.
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‘ WHH3IPAB POCCHH
IIpenapar Muxodenonara MopeTHsI MPOTHBONOKA3aH B TEPHOJ TPYAHQIO BCKAPM{THBAHHUSA B

CBA3M C BO3MOXHOCTBIO CEPHE3HBLIX HEXKEIaTEIIbHbIX pCaKI.IHﬁ y JIQ‘:I‘CEI[,\ 1—.%%)&Q‘H§H.H/IXCSI Ha

E——-

'pyAHOM BCKapMJIMBaHHUH. ‘ ST

Y kpeic MM® Brinensercs ¢ MojokoMm. Beimensiercs i MM® ¢ KEHCKHM MOJIOKOM,

HEHU3BECTHO.

Cnocod npuMeHeHHsI H 103b1

BHyTpb.

B3pocibie

IIpounakmuxa ommopaicenuss mpancnianmama noyxu

[Ipuem mpenapara He0OOXOAMMO HayaTh B TEUYEHHWE 72 YacOB IMOCJE MPOBEICHHS ONEPALMK
TpaHcIiaHTanuu. [lanuenTam ¢ moyeuyHbIMM TpaHCIUIAHTATaMH PEKOMEH/yeTcs MpueM mo 1 r
ZBa paza B CYTKH (CyTouHas 703a 2 r). X0TS B KIMHHYECKMX HCCIIEJOBAHUIX ObLIO MOKA3aHO,
4to J03a B 1.5 r 1Ba pa3za B CyTkM (CyTOuYHas J03a 3 TI) TakkKe SBISETCS O€30MacHOM u
s dexTuBHOM, ee mpeumymecTBa B IUIaHe )GEKTUBHOCTH Yy MAIMEHTOB IOCIE TEPEcaiki
TOYKH HE YCTAHOBJICHBL. Y MAIIMEHTOB, MOTyYaBIIHX 2 I MM® B cyTku, npoduis 6e30macHoCTH
OBUI B LIEIOM JTyYIll€, YeM y TOYYaBUIMX CYTOYHYIO 103y B 3 T.

Ipounaxmuxa ommopoicenus mpancnianmama cepoya

Ilpuem npenapara HeoOXomMMO HauaTh B TedYeHHe 5 JHEH MOCTE NPOBENEHHS OIEPALAN
TpaHCIUIAHTAlMH. PEKOMEHI0BaHHbBIH peXHUM 103MpoBaHus - o 1.5 T 2 pasa B cyTkH (CyTOuHas
no3a 3 r).

IIpopunakmuxa ommopoicenus mpancnianmama nevenu

Ilpuem mpenapara HeOOX0MMMO HayaTh KaKk MOXXHO DaHbILIE IOCITE NPOBEICHHS OIEPALlHH
TPAHCIUIAHTalMK (B 3aBHCHMOCTH OT BO3MOXHOCTH TAlMEHTA [EPEHOCUTH Tpenapar).
PexoMeH10BaHHBIN pexuM I03MpoBaHus - 110 1.5 T 2 pasa B cyTkH (CyTouHast 103a 3 ).
Ho3upoeanue 8 ocobvix ciyuasx

Ilpu weiitponennn (abcomoTHoe umcno Heitpodumos <1.3x10°/MKi KpoBH) HEOBXOIUMO
npepBath jedeHne MM® win yMeHbIIUTE €ro 103y M TINATEIbHO HAGJIONATh MAMEHTa (CM.
paszen «Ocobble ykazaHus »).

Y NalMEeHTOB ¢ THHKEIOH XPOHHYECKOM MOYEYHON HEIOCTATOYHOCTHIO (ckopocTh KITyOOUKOBOM
¢unpTpannn mMenee 25 mi/mMun/1.73 M?) BHe GriKaiimero NOCTTPAHCILIAaHTALIMOHHOTO TIEPHOa
cieyer uzbderath 103 Belme | T 2 pasa B CyTku. JIaHHBIE MO NALMEHTAM ¢ TSHKEIOH MOUSHHOIH

HE/IOCTATOYHOCTBIO, MEPEHECIINM TNEPECa/IKy Cepilla WM NEYeHH, OTCYTCTBYIOT (CM. paszien

«OcoOble ykazauus»).
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| MHH3IPAB POCCHH
Koppekiuu 1036l MalMeHTaM ¢ 3a1€PXKKON (YHKITHH no{‘eqnoro TPaHEMA3HTaTa HE (Tpedyercs
(cM. pazzen «PapMakOKMHETHKA B OCOOBIX KIIMHHYECKHX c:;rlyqaxx»). COTMACOBAHO
ITanuenTaM, TepeHECIIHM Iepecajky MOYKH H HMMEIOIIHM TSDKEI0e TIOpaXECHHWE MapEeHXAMBI

NIEYCHH, KOppeKIMs 036l He Tpebyercs (cMm. pasgen «®DapMakOKHHETHKAa B 0COOBIX
KJIMHUYECKHX CITydasx»). J[aHHbIE 10 MareHTaM ¢ TSDKEJIBIM OPaKeHUEM TapeHXUMBI TIeYEHH,
NEPEHECIIUM NePEeCcaKy cep/la, OTCYTCTBYIOT.

VY NanMeHTOB MOXMIIONO M CTapuyecKoro Bo3pacta (=65 5er), mepeHecIuX Iepecajaky MOYKH,
pekoMeHryemas Jio3a paBHa 1 r 2 pasa B CyTKH, a [OCJIe NEPecaJku cepiia WiK medeHu - 1.5 r
2 pa3a B cyTKH (cM. pazaen «OcoOble yKa3aHus»).

Jern:

- MpO(UIAKTHKA OTTOPXKEHHS TPAHCIUIAHTATa MOYKH: y MAIMEHTOB JETCKOrO BO3pacTa CTaplie
12 ner, mepeHecIIMX TPAHCIUIAHTALMIO MOYKM, NPHM IUIOMAAM TNoBepXHoctH 1.25-1.50 M2
BO3MOXHO npumeHenue nmo 750 mr gBa pa3a B cyTku (cyrouHas mo3a 1.5 r); y mammeHTOB
JIETCKOTO BO3pacTa cTapumie 14 Jer, NepeHecHMX TPAHCIUIAHTALMIO TIOYKH, MPH ILIOIIAIH
nosepxHoctd Gonee 1.50 M*> BO3MOXKHO TIpHMeHeHHe 1o | T 1Ba pasa B CYTKH (CyTOYHas /103a
2r);

-ZlaHHbIe 110 6e30MacHOCTH ¥ 3P HEKTHBHOCTH MpernapaTa y MalueHToB AETCKOTr0 BO3PacTa 1oce

NepecaKy cepala UM IMEYCHU OTCYTCTBYIOT.

Ilo6ounoe nelicTBue

[Ipopuib moGOUHBIX JMEHCTBUIH, CBSI3AHHBIX C NPUMEHEHHEM HMMMYHOJENPECCAHTOB, YacTO
TPYZHO YCTAHOBHUTH H3-32 HAJIMYUS OCHOBHOIO 3a00JEBaHUS M OJHOBPEMEHHOIO MPUMEHEHHUS
MHOTHUX JIDYTHX JIEKAPCTBEHHBIX CPEICTB.

Jannvie knunuueckux uccneoosanuil

OcHOBHBIMHM TOOOYHBIMH PEAKIHSMH, CBA3aHHBIMH C IpuMeHeHHMeM MM® B koMGuHAIMH C
[MKJIOCTIOPHHOM M TIFOKOKOPTHKOCTEPOMIAMH ISl MPOGUIAKTHKH OTTOPIKEHHS IOYEYHOTO,
CEP/ICYHOro MJIM NEYCHOYHOT0 TPAHCIUIAHTATA, SBIIAIOTCS Uapesi, ICHKOIEeHHs, CETNICKC M PBOTA;
CYIIECTBYIOT TAK)Ke JJAHHBIC O MOBBIIIEHWM YaCTOTHl HEKOTOPBIX TUIIOB WH(DEKIHUM, HApUMEp,
ONIOPTYHUCTHYECKUX (M. paszen «Ocolble yKa3aHusy).

3noxavecmeennvie HO800Opazoeanus

Kak u Ha one KoMOMHMPOBaHHOM HMMYHOCYIIPECCHH BOOOIIE, TaK ¥ TIpH npuMeHeHH:H MM®,
KaK KOMIIOHEHTa IMMYHOCYTIPDECCHBHOM CXEMBI, MMEETCs OBBIIIEHHBINH PUCK Pa3BUTHS JTUMPOM
M JIpYyTUX 3J0Ka4eCTBEHHBIX HOBOOOpa3oBaHMH, 0coOeHHO KoxH (cMm. pasmen «ITo6odHoe
nieficTBHe»). B KOHTPOIMpYEMBIX KIMHHYECKHX MCCIICAOBAHUSX Yy IAIMEHTOB, MEPEHECIINX

NnepecajgKy TIIO4YKH, CcCepana HIH IE€YEHU HU Ha6moz[aanxca He MeHee | rojaa,
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MHH3IIPAB POCCHH
mamdonpoudeparuabie 3a6071€BaHUA MM JTUMGOMBI Pa3BHIHCH ¥o Q,LH"/Q FIA[UEHTOB,

nonyyaBmux MM® (B pgozax 2 wim 3 © B CYTKM) B KON@&WE%B 1§ o APYTHMH

UMMYHO/leripeccanTaMu. Pak koxu (MCKiIo4as MeaaHoMy) otMmedaics y 1.6-3.2% ManueHTos,
3JI0Ka4eCTBEHHbIE HOBOOOpa3oBaHus Apyrux THIoB — y 0.7-2.1% nanueHToB.

Tpexnernue nanHple Mo 6€30MaCHOCTH y MALMEHTOB IOCIE TEPECAIKH TTOYKH WM Cepila He
BBIIBUJIM  KAaKMX-TMOO  HEOXMJAHHBIX HW3MEHEHWH B  [okasarene  3a00J€eBaeMOCTH
3JI0KaYEeCTBEHHBIX HOBOOOpPa3OBaHMHM, IO CPaBHEHHIO C TOAMYHBIME IOKazareasMu. Ilocie
NepecaiKy MeYeHH NaueHTOB HabmoAaIu He MeHee | roja, Ho MeHbIIe 3 JIeT.
Onnopmynucmuueckue uxgpexyuu

Puck onmopryHucTHYeCKHX MHGEKIM MOBBIIEH Y BCEX MOCTTPAHCILUIAHTAIMOHHBIX MAIMEHTOB
M BO3pPACTAET C YBEJIIMYCHHUEM CTENIEHH UMMYHOCYIIpeccuH (cM. paszzen «Ocobble ykazauus»). B
KOHTPOJIMPYEMBIX KIIMHUYECKHX HUCCIIEI0BaHUAX MpH npuMeHeHUud MM® (2 wmu 3 1 B CyTKH) B
KOMOMHAIMK C JPYTMMH HMMYHOJENPECCAHTAMH Y MAlMEHTOB, HAOIIOJaBIIMXCS B TeYeHHE |
rojia 1ocje nepecajkd INOYKH (Ha 03¢ 2 I' B CYTKH), Cep/lla ¥ NEYEHH, CaMbIMU YaCTBIMU
MHGpEKIHAME ObLIM KaHIUI03 KOXH M CIM3KCTBIX 000JI04YeK, muTomeranosupycHas (I[MB)
uadexuus: [IMB supemus/LIMB cunzpom (13.5%) u uHbeKms, BEI3BAHHAS BUPYCOM IIPOCTOTO
reprieca. [locie nepecaaky MovkM cencuc (kak npaBuiio, cBs3aHHbl ¢ [[MB) yame Bo3Hukan y

MalMUeHToB, nojiy4yaBmux MMO®, yem y nanueHTOB KOHTPOJIBHOW IpyNIbl. Y IMalMeHTOB,

nonyyaBmux MM® B n03e 3 r, yacToTa ciydaeB cerchca ObUla BBINIE, YeM y MAlHEHTOB,

nostyyaBmux MMO B foze 2 1.

Hemu (3 mecaya — 18 nem)

Tun HexenaTeqbHBIX peakIMii W 4acTOTa MX BO3HMKHOBEHHS B KIMHHYECKOM HCCIIEI0BAHHUH
npu nepopasibHoM npueme 600 mr/m?> MM® 2 pasa B cyTKH y JeTeil B BO3pacTe 0T 3 MecsLeB 10
18 et (N=100) npakTu4eck: He OTIHYAIMCH OT TAKOBBIX Y B3POC/IBIX NAIMEHTOB, OMYYaBIINX
npenapar B go3e 1 r 2 pasa B cyrku. Opmako, Takue MoOGOYHBIE PEakIuM Kak auapes,
JNICUKOIICHHS, CENCHC, MHDEKIMH, aHeMHs BeTpevauuch yame (>10%) y mereif, ocobeHHO B
BO3pacTe /10 6 JerT.

Y NauMeHTOB MOXMIONO M CTapyeckoro Bospacta (=65 ser) mpu neuenuu MM® B pamkax
KOMOMHMPOBAHHO! HMMYHOCYNIDECCHBHOM TEepalliii PHCK Pa3BHTHS HEKOTOPHIX HWHGMEKIHii
(BKIIOYasl TKaHEBble MHBA3MBHbIE (POPMBI MaHH(ECTHOH LUTOMETaTOBUPYCHON MH(EKIHH), a
TAKKe, BO3MOXKHO, MXKEIyJIOYHO-KHIICYHBIX KPOBOTEYEHHMH M OTeKa JIErKHX BBIIE, YEM Y
naueHToB 6osiee MoJI010r0 Bo3pacTa (cM. paszel «Ocobble yka3zaHus»).

Hexenarenbubie sBnenus, orvedennsie y >10% u y 3-10% nanuentos, nmonydasmmx MM® B
KOMOMHALMA C UMKJIOCTIODHHOM M  IJIIOKOKOPTUKOCTEPOHIAMH B KOHTPOJIHPYEMBIX

MCCIIC/IOBAHUAX 110 NPOGUIAKTHKE OTTOPIKEHHS NMOYEYHOro TpaHCIiaHTaTta (3 MccieaoBaHus,
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JIaHHBIE T10 CYTOYHOM J103€ 2 ¥ 3 MT), B KOHTPOIHUPYEMOM HCE

B KOHTPOJIMPYEMOM HCCIICIOBAHUH I10 IIEpECaAKE ITCYCHHU.
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MHH3IP AB
JIEIOBAaHUH 110 ne?ecam(e cepaua u
- 005113 -

POCCHH
151018

COrNTACOBAHO

|

- |

| S

i

CucremHo- Yacrora | HexenareabHbie HexenatenbHble HexenateabHble
opraHHbli Kiaace | HS SIBJICHHS nocJjie | siBJICHHUSA nocJje | ABJEHHUS nocJie
nepecaaky MNoYKH NnepecajKy cepana | mepecajkH nedyeHn
Undexunonnnie | 3-<10% | unbexunu, cencuc nHbeKnuy, cencuc | HHGEKIHH, CeTCHe
U Napa3suTapHble
3a00/1eBaHUSA
Hapymenuss co | >10% aHeMus (B TOM uHcie | aneMuss (B TOM | aHeMHs (B TOM 4HCIIe
CTOPOHBI KPOBH THITIOXPOMHas ), qucie THIIOXPOMHAS ),
H JICUKOITUTO3, THIIOXPOMHas ), JIEMKOIIUTO3,
JuM@paTHYeCKoi JICUKOIIEHUS, JIEHKOLUTO3, JICHKOIIEHHSI,
CHCTEMbI TPOMOOLIUTOIEHHUS JIEUKOIICHHUS, TPOMOOIIUTOTIEHHS
TPOMOOIIMTONICHHUS,
KXUMO3BI
3 -<10% | 3KXHMO3BI, IIETEXHH, 9KXMMO3bl, YBEJIMYECHHE
TOJTUIIATEMHS, yBEJIMYEHUE IPOTPOMOHHOBOTO
KPOBOTEUYECHHUS IPOTPOMOMHOBOTO ¥ | BpEMEHH,
TPOMOOIUTACTHHOB- | MAHIMTOIIEHHS,
oro BPEMEHH, | KPOBOTEUEHHS
KPOBOTEUYCHHS
Hapymennss co | 3-<10% | caxapHsiii nuabeT, | caxapHblii  1ualeT, | caxapHblif quader
CTOPOHBI 3abosieBaHne curapoM Kymmnra,
IHTOKPHHHOM [apaIyuTOBH/THBIX THIIOTHPEO3
CHCTEMBI xene3  (IOBBIIEHHE
YPOBHS
[1apaTUPEOUTHOTO
rOpPMOHA)
Hapymenuss co | >10% anuI03
CTOPOHBI 0OMeHa (MeTabosMyeckmin
BelecTB WIH
Y NIATAHUSA pECIIUPaTOPHBIN),
TUIIEPBOJIEMHS,
YBEJIMYEHHE MaCChI
13
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! MHH3APAB POCCHH
Tera | 1005113 - 151018
3-<10% | aumnos ajiKajos, | 03, 5 4 1
(MeTaboMMYecKUi WM | JeTHApaTaius, | (METADOIHYECKHH WM
peCMpaToOpHBbIi), nojarpa, pECIIUpPaTOPHBbIif),
JieTuipaTanus, TUIIOBOJIEMHS, JIeTH/IpaTalus,
TUIIEPBOJIEMHS, TUIIOKCHS, TUIIEPBOJIEMHUS,
YBEJIMYEHHE  MACCHI | PECIUPATOPHBIMA TUITOKCHSI, THIIOBOJIEMMS,
Tena aruI03, XKax/1a, | yBeJIMYEHHE MacChl Teja,
NOXy/IaHHe, NOXy/laHKue
TUIIEPBOJIEMHUS
Hapymenuss co | >10% TOJIOBOKPYIKEHHE, @KUTALlUsA, TPEBOra, | TPEBOra,  CIYTAHHOCTH
CTOPOHBI OeccoHHHIA, TPEMOp, | CIyTAHHOCTD CO3HAHMS,  JIETIPECCHs,
HePBHOM rosioBHast 60J1b CO3HAHUA, FOJIOBOKPYIKEHHE,
CHCTEMBI NETIPECCHs, HecconHumIa,
rOJIOBOKPY)KEHHE, MapecTe3nH, TpeMop,
TMIIEPTOHYC, rosioBHas 60116
OeccoHHMIIa,
[apecTe3 H,
COHJIMBOCTb,
TpeMop,
BO30YyX/IeHHE,
roJjioBHas 00J1b
3-<10% | TpeBora, mempeccus, | CyJOpOTH, QXUTALUS, CyJIOpOTH,
THIIEPTOHYC, SMOIMOHAIbHAS JNEIUPUH, CYXOCTh BO
[1apeCTe3UH, J1abUIBHOCTB, pTYy, THIIEPTOHYC,
COHJIMBOCTh raJUTIOIMHALIHY, TUIIECTE3HH,
Helponarus, HelponaTus, NICHX03,
paccTpoicTBa COHJIUBOCTb,
MBIIILICHHUS, paccTpoycTBa
BEPTUTO, MBILUICHHS, Open,
rOJIOBOKPYIKEHHE BO30yXK/IeHHE
Hapymennss co | >10% ambimonus
cTOpoHbI oprana | 3-<10% | amOamonus, HApylIICHUs 3PEHHUsl, | HapyIICHHUs 3peHus,
3peHus KaTapakra, KOHBIOHKTHBHT, amOsronus,
KOHBIOHKTUBUT KPOBOM3/IUSIHUSL B | KOHBIOHKTUBUT
14

109439




MIH

e ——————————————— o

3OPAB POCCHH

rjia3s

<
,

I n

! al -
|

005113 - 151018

Hapymenust co
CTOPOHBI OpraHa
ciayxa H
JIa0MpPHHTHbBIE

HapyIeHust

3-<10%

rIIyXoTa, 60J1b B yXe,

IIyM B ymuax

SRURUS e RSN E—

[ OTYXOTAB A H 0

Hapymenuss co

CTOPOHBI cepana

>10%

apuTMus,
Opaauxapaus,
cepaeyHast
HEJI0CTaTOYHOCTbD,
NepUKapAHaIbHbINA

BBITIIOT

TaxXUKap/Ius

3-<10%

CTEHOKap/us,
MepLaHue
[IpeaCepaAnH,
TaxXuKapaus,

cepaueduenue

CTEHOKapIus,
apUTMHH
(cynmpaBeHTpHKYIISp
HBIE 1%}
JKeJTy10YKOBBIE
9KCTPACUCTOIIBI,
TpeneTanue %4
MepIiaHue
IpeJacepaui,
CYIIPaBEHTPHUKYJISIPH
BI€ M XKEIIyI0YKOBBIE
TaxuKap/uu),
OCTaHOBKAa cepjua,
3acTOMHAs
cepaeyHast
HEI0CTaTOYHOCTb,

00MOpOKH

MEpIaHUe TIpeJICepauii,
apuT™MuH, Opaaukapaus,

00MOpOKH

Hapymenuss co
CTOPOHBI

cocy/10B

>10%

ITOBBIIIICHUE
apTEPHAIBHOTO

JaBJICHUSA

IOHMKEHHE "
TIOBBILICHHE
apTepUaILHOTO

JAaBJICHUA

ITOHHUXCHUE H
ITOBBIICHHUE
ApTECPHAIIBHOI'O

JAaBJICHUSA

3-<10%

TTOHHUIKCHHUE

apTepUaJIbHOTO

opToCTaTH4YeCKas

TAIIOTCH3HUS,

apTepHaIbHbIN

TpomO03, Ba3oauIaTaus

15
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JIaBJICHHS, nerquax! M-P05113 - 151018 !
OpTOCTaTHYeCKast rHHCpTCHb&HL__ B OTTACOBAHQ f
THIIOTEH3Us, TpoMOO03, | Bazocnasm, -
Ba30/IMJIaTaAIUs MTOBLIIIEHHE
BEHO3HOI'O
JIaBJICHUS
Hapymenuss co | >10% YCHIIEHHE KalUls, | acT™Ma, YCUIICHHUE | YCUJICHUE Kariis,
CTOPOHBI OJbllNKa, (apUHTHT, | KA, OJIBIIIKA, | OJIBIIIKA, (bapuHTHUT,
AbIXaTeJIbHOM ITHEBMOHHUS, OPOHXUT | hapuHTHT, ITHEBMOHHS,
CHCTEMBI, IIJIEBPAIbHBIN IIJIEBPAJIbHBIN BBITIOT,
OpraHoB BBINIOT, ITHEBMOHMS, | CHHYCHT, aTeJIeKTa3
TPYAHOH KJIETKH PUHHT, CHHYCHT
U CpeI0CTeHus 3-<10% | acT™a, TmIEBpaIbHBIN | AIHOY,  aTENEKTa3, | aCTMa, OpPOHXHT, HOCOBOE
BBIIIOT, OTEK JIErKMX, | OPOHXUT, HOCOBOE | KPOBOTEUECHHE,
PUHHUT, CHHYCHT KPOBOTEYEHHE, TUINIEPBEHTHIISIIAS,
KpOBOXapKaHbe, THEBMOTOPAKC, OTEK
HKOTa, JIETKHUX, KaH/U103
HOBOOOpa3oBaHus, JIbIXaTeIbHBIX yTeH,
ITHEBMOTOPAKC, OTEK | PUHUT
JETKUX,  YCHIICHHE
OT/IEJICHHUS
MOKPOTHI,
M3MEHEHHE rojioca
Hapymenuss co | >10% 3arnop, Juapes, | 3amop, JMapesl, | aHOpEeKCHs, 3arop,
CTOPOHBI JUACIEICHS, TOIIHOTA | JMCIIEIICHUS, apest, TUCIIeTICHus,
KeJTyI09HO- %} TOIHOTA U METEOpHU3M, TOIIHOTA H
KHIIEYHOT 0 PBOTA, KaHIH/I03 PBOTa, KaHIH103 pBOTa, KaHJI1/103
TpaKTa CIIM3UCTOM OOOJIOUKH | CITM3HCTOM CIIM3UCTOMN
TNOJIOCTH pTa, OOMM B | 0GONOUKM  IIOIOCTH | OOOJOYKH MOJOCTH pTa,
JKUBOTE pra, 60JM B )KHBOTE | rPhDKa, EPUTOHHUT,
acuuT, 00U
B )KUBOTE, B3yTHE
KHBOTA
3-<10% | aHOpeKcHs, AHOPEKCHs, mcharus, racTpuT,
16
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METEOPU3M, macdarmus, 11~ )IKENyAOYHOsKHHEUHOE ;
‘ .
racTPOIHTEPHUT, racTPOIHTEPHUT, 1 KPQBOTRHEHME, ;
KEJTyI0YHO- THHTHBHUT, | xumeunas
KHUIIIEYHOE TUIEPILIa3Us JECEH, | HEPOXOIUMOCTb,
KPOBOTEUEHHE, MEJIEHa, CTOMATHT, | MeJIeHa,  M3bA3BJICHHE
KaH/I1/103 330arut,  MOTeps | CIU3UCTON 0001109KH
KTy I0YHO- anmeTuTa,  IpbDKa, | POTOBOI TIOJIOCTH,
KHIIEYHOTO  TpaKTa, | B3AyTHE XKHBOTA 330aruT,  MOpaKeHHe
TMHTHBHT, OpSIMON  KHIIKH, s3Ba
THIIEpIUIa3usl  JIECEH, Keyaka
KHIIeYHAs
HENIPOXOJIUMOCTb,
CTOMATHUT, 2330¢arur,
noTeps arnrneTuTa,
racTpHT, IpBIKa,
B3JIyTHE )KUBOTA
Hapymenusi co | >10% [OBBIIIEHHE OumpyOuHeMus,
CTOPOHBI NeYeHH aKTUBHOCTH XOJIAHTHT,
" JIAKTaTIETHIPOTEeHa3 | XOJIecTaTHuecKas
KeTYeBbIBOISIN Bl Kenryxa,
HX Jian, TeIaTuT, MOBBIIIIEHUE
nyTei acrapraTaMHHOTPAH | aKTHBHOCTH
chepassl (ACT), | neyeHOUHBIX (hepMEHTOB
QJJaHUHAMUHOTpaHC | (BKJIIOYAs
bepassl acrapTaTaMHHOTpaHcdep
(AJIT), asy
OunupyOuHEMHS (ACT),
aJlaHMHaMUHOTpaHchepa
3y
(AJIT))
3-<10% | mapymeHust (GYHKUHMH | HApyIIECHUS Kenryxa
IICYECHH, T[IOBBIIECHUE | QYHKIUU  IIEUEHH,
KOHIICHTpALUK TIOBBILICHHE
IIEJIOYHOH KOHILICHTPALUH
docdaraspl, renarturt, | MIEIOYHOIM

1
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i . |
TOBBIIIEHHE q)oc@aTa:m{ M=TU5TIS - 151018
aKTHBHOCTH wentyxa, || COTJACOBAHQ i
NEYEHOYHBIX MIOBBIIICHHUE -
(bepMeHTOB aKTUBHOCTH
(BKiIIOYAs [I€YCHOYHbIX
acrapraTaMHMHOTpaHC | hepMeHTOB
bepazy (ACT), | (Bxioyas
aJlaHMHAMHMHOTpaHcde | acmapTaTaMHHOTPaH
pasy chepasy  (ACT),
(AJIT)) aJJTaHUHAMUHOTPAHC
bepasy (AJIT))
Hapymenust co | >10% aKHe, IpOoCTOU aKHe, IIPOCTOM | CHINlb, 3y[, TOBBIIICHHAS
CTOPOHBI KOXKH H repriec reprec, HOTJIMBOCTD,
NOAKOKHBIX OMOSICHIBAIOIIU TPYy/AHO32XKUBAIOIIUE
TKaHeH JIMIIAH, CHIIb paHbl
3-<10% | BBIMageHue BOJIOC, N00pOKaYECTBEHHbBIE | aKHE, TPUOKOBBIM
N0OpOKaYeCTBEHHbIE | HOBOOOpa30BaHHS J€pMaTHT, TE€MOpparuw,
HOBOOOpazoBaHUS KOXH, TpHOKOBBIN | IPOCTOM
KOXH, IpUOKOBBIH | JI€PMaTHT, repriec, OIOSICHIBAOIIMIMA
JEPMaTHT, reMopparuy, 3y, | JMIIai, THPCYTHU3M,
OIOSICBIBAIOIIN I pak KOXH, | 100pOKaYeCTBEHHBIE
JMIIAaH,  TUPCYTH3M, | THIEPTPOHUS KOXH, | HOBOOOPA30BaHHs KOXKH,
3yd, PpaKk  KOXH, | MOBBHIIICHHAS KOJKHBIE SI3BBI, BE3UKYJIO-
runeprpopus IIOTJIUBOCTD, OyJuie3nas CBIIIb,
KOXKH (B T.4. | KOXKHBIE S3BbI, | IEJUTIOJIHT, OTeK
AKTUHHYECKHI TPY/AHO3XKMBAIOIIUE | MOLIOHKH, abCIecChl
KepaTo3), PaHBl, LEJUTFOJIUT
NIOBBIIIICHHAS
NOTJIMBOCTH, KOXKHBIE
S13BBI, CHIb
Hapymenus co | >10% 001 B crivHe CyJIOpOTHY B HOTax, 6o B crimHe
CTOPOHBI 001 B MBIIIIAX,
CKeJIETHO- MBIIIIEYHAs
MBbIIIEYHOMH U cnabocTh, 60U B
COeIMHUTEIbLHON CIIHHE

109439
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POCCHH |
TKaHH 3-<10% | Gomnu B cycraBax, Gomu EB cycr‘e}p?)%m\q?%n B CYCTABAX, 1
CYZIOpOTH B HOI'ax, 6o Bimee - ;%IEO(%O{}I;I(B HOrax, E
0oy B MBIIIAx, e — 6o B MBIIIIAX, ot
MBIIIEYHAas cJ1a00CTh MBIIIEYHAas ¢71a00CTh,
0CTEONOpO3
Hapymennsi co | >10% HapylLIeHHue HapylIeHue byHKIIH
CTOPOHBI MOYEK byHKIHH NOYEK | IOYeK (cHIOKEHME
| (cHmxenune GpyHKIUM | GyHKIUH TIOYEK,
MO4€BbIBOISIIH [I0Y€K, IOBBIIICHHE | IOBBILICHHE
X myTei KOHILIEHTPALIUH KOHLIEHTPALIHH
KpeaTHHUHA KpEaTHHHHA CHIBOPOTKH
reMaTypus, HeKpo3 CBIBOPOTKH KPOBH), | KPOBH), OJIUTYpHS,
[OYEYHBIX KAaHAIBLEB, | OJUTYPHS, UHpeKIun
UHEKIUH UHOEKITHH MOYEBBIBOISAIIMX ITyTEH
MOYEBBIBOISIIIHX MOYEBBIBOISIIIMX
myTei yTeH
3-<10% JU3YpHsl, TEMATypHUsl, | OCTpasi MOYeqHas
aEOyMUHYpHS, HUKTYpHSI, TI0YeYHAasl | HEJIOCTATOYHOCTb.
U3ypus, HEJI0CTaTOYHOCTb, TM3ypus, remMarypws,
ruaponedpos, 4acToe noveyHas
nuenoHedpwur, MOYEHUCITyCKaHue, HEJIOCTaTOYHOCTb,
4acToe HeJlepXKaHHe 9acTO€ MOYEHUCITyCKaHHUE,
MOYEHUCITyCKaHHE 3a7IepXKKa MOYH HeJlepXKaHHe MOYH
Hapymennsi co | 3-<10% UMIIOTEHIIUS UMIIOTEHIIUS
CTOPOHBI
N0JIOBBIX
OpPraHoB,
MOJIOYHBIX
xKeies
O0mue >10% AcTtenus, AcTeHus, JIMXO0pajKa,
AcTeHus, JHMXOpajKa,
paccrpoiicTBa H JMXOopajika, 03HO00, | 03H00, uHbekuuu, 6oaH
uHdexuuu, Oonmu B
HapymieHusi B 5 uHbekuu, OOMM B | B TIPYIAHOH  KIIETKe,
TPYAHOM KJIETKE, 5
MecTe BBeJIeHHs IpYIHOM KJIETKE, | OTEKH, CETICHC
OTEKH, CETICUC
OTEKH, CETICHC
3-<10% | Kucrtel (B ToM umcine | Kuctel (B ToM yncie | Kuctsr

(B TOM umcie

19
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mamdorerne u | mumbonene M iuvponene 1 ¢ 1 ; "
. .
THAPOLENE),  OTEKH mnpouei_gg)_, OTEKH. TUJAPOLIENE ), '
HIa, vIa, o  PHINONOIOGHEM
TPHIIIONOA00HbIH IPUIIONO00HBIN CHHJIPOM, HEIOMOTaHHe,
CHHJIPOM, CUHPOM, 0014 B 11E€
HEJIOMOTaHue, Ta30Basi | HEJIOMOTaHHUE,
0osb Ta3zoBas 00.1b,
OIeIHOCTh  KOXKHBIX
IIOKPOBOB
JlabopaTopubie | >10% TUTIEPXOJIECTEPUHEMH | THIIEPOMIIMPYOUHEM | rUnepOuIupyOHHEMHS,
u s, THIIEPIIIHKEMHS, ¥sl, IOBBILIICHHE IIOBBILIICHHE
HHCTPYMEHTAJIb THIIepKATHEMHS, OCTaTOYHOTO a30Ta, | OCTATOYHOTO a3ora,
Hble IaHHbIe TUIIOKATHEMHS, MOBBILIICHHE HIOBBILIICHHE
runodochareMus KOHIIEHTPALIUH KOHIIEHTPAILlUH
KpeaTHHUHA, KpEeaTUHUHA,
IIOBBIIIEHHE TUNEPIITUKEMHUS,
aKTUBHOCTH TUIIEPKATTHEMHUS,
depmentoB  JI/IT, | rumokanvemus,
ACT, AJIT B | THIIOKAJIBITHEMHS,
CBIBOPOTKE  KPOBH, | TMITOTJIMKEMHS,
TMIIEPXOJIECTEPHHEM | TMIIOMAarHHEeMHs,
usl, THIEpriavKeMus, | runodocdaremus,
TUNEPKATAEMHUS, TUITOTIPOTEHHEMHSI.
TUNIEPIIATTHIEMHES,
TUIIEPYPUKEMHUS,
TUIIOKATTUEMHS,
TUIIOMAarHUEeMHs,
TUIIOHATPUEMHUSI
3-<10% | moBbImEHKE IIOBBILICHHE NIOBBILIEHHE AKTUBHOCTH
AKTHBHOCTH AKTHBHOCTH IIEJIOYHOI
LIEJIOYHOH IIEJI0YHOM ¢bocdarazbl, noBbIIIEHHE
bocdarassl, bocdarassr, AKTHBHOCTH
IIOBBIIICHHE TUIIOKAIBIIUEMHS, bepmeHTOB
AKTUBHOCTH THIIOXJIOPEMHS, (acnmapratamuHOTpaHche
(bepmMeHTOB (ram- TUIIOTTIUKEMHS, pasbl (ACT),
20
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MHH3PAB POCCHH

MaryTaMHJITpaHc mnonp_bTeHHeMiP;r; 0() ‘alafnHaMuHOTpanchepa

NENTHIA3bI, rHHO(b&CCl)&TCMPIX COBMUAIT)) B CBIBOpOF‘Ke
JaKTaTJAEruIAPOreHashl | Kp;)BH, -
(JIar), THIEPXOJIECTEPUHEMHS,
acrapTaTaMHHOTPAHC TUIEPIUITUIEMHS,
¢bepaszbi(ACT), runepdocharemus,
alaHMHAMHHOTpaHCche TUTIOHATPUEMHSI

passl (AJIT) B
CBIBOPOTKE KPOBH,
TOBBIILICHUE
KOHIIEHTpAI{H
KpeaTHHHUHA
CBIBOPOTKH

KPOBH,
THIIEPKAIBITHEMHUS,
TUIEPIIUTTHIEMUS,
TUIIOKATbIIAEMHS,
TUIOTTMKEMHUS,
THIIONIPOTEHHEMHUS,

TUIIEPYPUKEMHUS

B Tpex KOHTPOJMPYEMBIX HCCIENOBAHMAX 110 NPOPUIAKTHKE OTTOPIKEHHS [IOYEYHOTO
TpaHCIUIanTara npodpuis 6e3onacaocty MM® B cyTo4HOM 103€ 2 T GbUT HECKOIBKO JTydIle, YeM

B CYTOYHO# /103€ 3 T.

Ilocmpeaucmpayuonnoe npumenenue npenapama

VHexuun: oT/enbHbIE CIydaH TSOKEIIBIX, YIPOKAIOIMMX JKMU3HM MHGBEKIHMHA (MEHWHIWTA,
MH(EKIMOHHOTO 5H/I0KAp/IMTa), MOBBIIIEHHE YaCTOThI HEKOTOPHIX HHMDEKIHMIT THITa TyGepKyIe3a
¥ aTHIIMYHBIX MUKOOAKTEPUATBHBIX HHO)EKIIHHA.

Cnydau mporpeccupyiomeii MynbTHGOKaIbHON JeifkodHIedaronatuu (IIMJI), wHOrMA
(aranbuple, Habmopmamuck y manmeHToB, NpuHMMABIIEX MM®. B coobmeHnsx 06 3THX
Cllydasix MMeeTcsi MHQOpMaluys O HATMYMM y MAllHEeHTOB JIOIOJHUTENBHBIX (AKTOPOB PHUCKA

passutus [IMJ], BKIOYarOmuX MMMYHOCYNPECCHBHYIO TEPaNuIO M YXY/IIIEHHE COCTOSHUS

HMMYHHUTETA.

Y nauueHtoB, mupuHuMaBmuX MM®, HaGmojaiMch ciydad pa3sBHTHS  HedpOIATHH,
accouuupoBanHo# ¢ BK-upycom (BK virus-associated nephropathy). Jlannas undexmus Moxer

IIPUBOJUTH K CEPLE3HBIM IIOCIIEACTBUAM, HHOI 1A K THOEH TpaHCIJIaHTaTa MOY4KH.

109439 ad




WHH3IPAB POCCHH

< ill- ans.112 - 18 1R o
Co cmoponbl Kposu u UMMYHHOU CUCMeMbl: CITy4an Pa3BUTHS napuﬂanﬁi*bﬁ-‘ kﬁacndkﬂé)m‘mon

amrasun ([IKKA) u rumorammario6yamHeMun Haﬁmonaji_p_lCL y nan#eHTOR, (W_h@?fn_?)fw
MM® B koMOMHALMH ¢ IPYTUMH HMMYHO/IETIPECCHBHBIMH IIPEIIapaTaMH.

Anomanuu pazeumus: 3aperiCTpHpPOBAHBI CIIy4ad BPOXICHHBIX MOPOKOB pa3BUTHS y jeTeif
NAlMEeHTOB MNpHHUMABIKMX MM® Bo Bpemss OepeMEHHOCTH B KOMOWHAIMH C JIPYTHMH
MMMYHO/ICTIPECCaHTaMH.

bepemennocms, nocnepodosvie u nepunamanvhvie cocmosHus: y TALHEHTOK, MOTy4aBIINX
MMO®, 3aperucTpupOBaHBbI CITy4an CaMONIPOU3BOIBHOIO BBIKH/BIIIA, B OCHOBHOM B I TpHMecTpe
OepeMeHHOCTH.

Co cmoponer opeanos nuwjesapenusi: KOMAT (MHOTAA LHMTOMETAJOBUPYCHOM 3THOJOTHH),
MaHKPEATUT, OT/EJIbHbIE CITy4an aTpO(GUH KHIIEYHBIX BOPCUHOK.

Jlpyrue HexenarenbHble peaKIMH, HaOJIIOAABIIMECS IIPH MOCTPETHCTPAIMOHHOM IIPUMEHEHHH
npernapara, He OTIMYAalOTCS OT HEXeJaTelIbHBIX PpEaKnWi, 3aperdCTPUPOBAHHLIX B

KOHTPOJIMPYEMBIX KIIMHUYECKUX HUCCIICTOBAHUIX.

IlepenosupoBka
Oxwupnaercs, 4ro  mepenosupoBka MM®  GymeT  CONMpOBOXIATHCS Ype3MEpPHOM

MMMYHOCYIIPECCHEH, MOBBILEHHOH BOCTIPHMMYHBOCTHIO K HHEKIHMAM M YTHETEHHEM (QYHKIMH

KOCTHOTI'O MO3ra.

Jleuenue.

Ilpu passurtum weltponenuu npuem mnpemapata MukodeHonata MODETHI JOIKEH ObITH
NPEKpaIIeH WM CHHXKEeHa 103a mpenapara (cM. pasaen «Ocobble ykasanusy»). MOK Hemsss
YAQIATD U3 OPraHu3Ma METOI0M remouanu3a. O1HaKo, Ipy BHICOKHAX KoHIEeHTpamusx MOKI B
mwiazme (>100 mxr/min) HeGonbliME €ro KOJMYECTBA BCE-TAKH BBIBOJISTCA. [Tpenapatsl,
CBA3BIBAIONINE OKEIYHBIC KHCJIOTHI, HalpUMep, KOJECTHPaMHH, MOIYT CIIOCOOCTBOBATH

ycrpanernio M@K u3 opranusma, yBeInunBast €ro 3KCKPEIHIO.

B3anmopeiicTeHe ¢ IpyruMu JieKapcTBEeHHBIMH NpeNapaTaMu

Ayuknosup

IIpu onnoBpemenHom npumeHeHnd MM® u anukiaoBMpa HAOTIOZATHCH GOJiee BHICOKHE
KoHueHTpauuu M@KI' u anukioBupa B miasme, 4eM IpH NPUMEHEHHH KaIOTO npenapara
oTenbHO. IlockoibKy r1asmennble KoHneHTpaunn MOKI, Kak ¥ alMKIOBHpA, MOBBIMIAIOTCS
K MOYEYHOH HEJOCTATOYHOCTH, €CTh BEPOSTHOCTh, YTO ITH JBa Ipernapara KOHKYPHpPYIOT B
OTHOLICHMH KaHAJIbIIEBOH CEKPELMH, YTO MOXKET MPHBOIMTL K JaJbHEHIEMY MOBBIIIEHHIO

KOHIIEHTpalluu oboux JIEKAPCTBEHHBIX CPEJICTB.
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MHH3IIPAB POCCHH

Aumayuoer u uneubumoper npomounnozo nacoca (UINIH) | M- 005113 - 151018

[Ipu coBmectHOoM nmpumeneHnn MM® ¢ aHTaimIamMu (aJIFOMI/IHPUI %4 M%rr}ﬁﬁ% (ggzgﬁ(gxcnz{) uc
AV | VUD/ )

MHIHOMTOpPaMH NPOTOHHOTO Hacoca (JIAHCONPA30J M MAHTOMPA30IT) HabIoaaIoCch CHIKEHIE

]

{
!
|
|
!
|
1

koHneHTpauun M®K. Opnako 3HauuTeNbHAs pa3HHUIA MEXIy 4YacTOTAMH OTTOPIKEHHs
TPAHCIUIAHTATA Yy MalUEeHTOB, NpUHUMaromux MM® oxnoBpemenHo ¢ npenapatamu UITH u Ge3
TaKOBBIX, OTCYTCTBOBaJa. JlaHHOE 3aK/IIOYEHHE TEOPETUYECKH pACIPOCTpaHSETCss M Ha
aHTalKU/Ibl, TaK KaK IIPH MX rpreMe oJHOoBpeMeHHO ¢ MM® konnentpauus M®OK cuuxaercs B
ropasjio MEHbIIEH CTETIEHH, YeM IIpH OJJHOBpeMeHHOM puemMe MM® ¢ UITH.

Konecmupamun

[locne npumenenus pa3oBoit 103651 MM® 1.5 1 y 310pOBBIX 100POBOJIBLEB, MPEIBAPUTETHHO
IIPUHMMABIIKMM 110 4 T KOJECTHPaMUHA 3 pa3a B CyTKHM Ha MpOTsHKeHHH 4 1Heil, Habmoaanoch
ymenbiienne AUCmaok Ha 40%. Heobxoammo cobimomath 0CTOPOKHOCTE NIPH OJHOBPEMEHHOM

npumenernn MM® u npenapartoB, BIHSIOMKX HA NEYCHOYHO-KUIIEYHYIO PELUPKYIISAIHIO (CM.
paszen «Ocobble yKazaHus»).

Huxnocnopun

MM® ne Biuser Ha (apMaKOKMHETHKY LHMKJIOCOpUHA. OJHAKO HMKIOCHOPHH BIMSET HA
MEYCHOYHO-KHUIIECUHYIO petupKysiuuio M@K, yro MoxeT npusectd K yBenudennto AUCMOK
npumepHo Ha 30% TpH DNpeKkpalleHHMH pHeMa NHUKIOCIOPHHA Y TAIMEHTOB MOCIe
TPaHCIUIAHTALMK 104K, mojydarommx MM® u mukiocnopuH (1Mo CpaBHEHHIO ¢ MAllHEHTAMH,
TOJIy4aloUMHU CHPOJTUMYC HiIH OellaTalent ¢ aHajordyHbiMH J03a MM®). Hanportus, npu
[IEPEXO/I€ NMAlMEHTOB € TEPAllMK LHMKIOCIIOPHHOM Ha TEPalui0 MMMYHOJCTPECCAaHTAMH, HE

BIIMSIOIIMMH Ha MEYCHOYHO-KMINEYHYIO penupKysinuio MOK, cienyer oxupars u3MeHeHUe

sxcnozuu MOK.

Teamucapman

OnuoBpemerHoe npuMeHeHHe ¢ MM® NPHBOAMT K yMeHbIIEHHIO KoHIeHTpamuun MOK
npumepHo Ha 30%. Tenmucapran okasbiBaeT BiusiHKE Ha BbiBeaenue MOK myrem yBemmueHus
SKCIIPECCHH IaMMa PELENTopa, aKTUBUPYEMOIO MEPOKCHCOMHBIMH MPOJH(EpaTopamMu, 4To B
CBOIO OY€pEe/b YBEIMYUBACT 3KCIpeccuio U akTUBHOCTh reHa UGT1A9. He 6buto BBISBIIEHO
KIIMHMYECKUX IPOSIBICHHH JIEKAPCTBEHHOTO B3aMMOJEHCTBUS IIPH CPABHEHHH YaCTOTHI

OTTOPKCHMs TPAHCIUIAHTaTa ¥ NPOQUIIEH HeKeTaTebHbIX SBICHAN Y MAlMEHTOB, MOTyYaONIUX

MM® ¢ un Ge3 comyTCTBYIONIRH Tepanuy TeJIMUCAPTAHOM.

I'anyuxnoeup

ITo pe3yJibTaTaM HCCJIEAOBAHUS C OJJHOKPATHBIM NIEPOPAIBHBIM NPHUEMOM PEKOMEHIOBaHHBIX

103 MM® u BHYTpHUBEHHBIM BBEICHUEM TFaHIMKIOBApPA € YYETOM M3BECTHOIO BIIMSHUS
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[I0YEYHOH HEJOCTATOYHOCTU Ha (apMakoKuHETHKY MM® E(CM. pazﬂéﬁﬁ(%é(ﬁﬁﬁMaxéﬁﬁﬁélsnxa B ;
0COOBIX KIMHMYECKHX ciuydasx» H «OcolOble yKkazaHusy) H ﬁ“ﬁ‘ﬁﬂﬁﬁﬁ&\ﬁf@w }\4_9315}_59_1
IPEINOJI0XKHTh, YTO OJHOBPEMEHHOE IIPUMEHEHHE TUX JBYX IIpenapaToB (KOHKYPHUPYIOIIHX B
Ipolecce KaHAIbLEBOM CEKpelWH) IMpHUBEAET K TOBBIIEHHIO KoHueHTpauuii MOKI wu
raniukioBupa. CymecTBeHHOro usMeHeHus apmakokunetukn MOK He oxugaercs, mosroMy
KoppekTupoBaTh 103y MM® ne HyxHO. Ecitt MM® u rannukioBup (Wid €ro mposiekapersa,
HallpUMEp, BAITAHIUKIOBUP) NPHMEHSIOT Yy NAlMEHTOB C IOYE€YHOM HEJOCTATOYHOCTHIO,
HEO0OXO0IMMO TILIATENILHO HAOII0AATh MAIlMEHTOB.
[lepopanvnvie konmpayenmugoi
MM®O e BiusieT Ha papMaKOKMHETHKY NEpPOPAIBHBIX KOHTPALENTHBOB. B mMccnenoBanuu npu
yd4acTud 18 JKEHIIMH C ICOPHAa3oM MPH OJHOBPEMEHHOM IIpHEME Ha IPOTSIKEHHH 3
MeHCTpyaibHbIX HUKI0B MM® (1 r 2 pa3a B CyTKH) ¢ KOMOMHHPOBAHHBIMH I1E€POPAILHBIMU
KOHTpAIENTHBaMH, copepkammmMu dTuHmICTpaauon (0.02-0.04 mr) u nesonoprectpesn (0.05-
0.2 mr), nesorectpen (0.15 mr) wmm recrozen (0.05-0.1 Mr), He GbLIO BBISBIECHO KIMHHYECKH
3HaUMMOro Bo3zedcTBHS MM® Ha KOHIEHTpAIMM IIPOTECTEPOHA, JIOTEHHHU3MPYIOIIErO
ropmona (JII') u dommkynoctumysmpytomero ropmona (®CI'). Takum obpazom, MM® ne
OKa3bIBACT BIMSHUS Ha MOJABJICHHUE OBYJIALMH MO/ ACHCTBUEM NEPOPATBHBIX KOHTPALIEIITHBOB.
Onnako Bo Bpems npueMa MM® [ONOIHHTENBHO K MEPOPATbHBIM KOHTPAIENTHBAM
HEOOXOAMMO HCIOJIB30BATh M JIPYTHE METObl KOHTpanenuuu (cMm. pasaen «IIpumenenue npu
OepeMEHHOCTH ¥ B IEPUO/] IPYTHOTO BCKAPMIIMBAHHUS»).
Taxponumyc
IIpn opHOBpeMeHHOM npUMeHEHHH He BbIBIeHO BiusHHS Ha AUC M MaKCHMAJIbHYIO
KOHUEHTpaAlHiO (Cyax) MOK y manueHTOB moclie mepecanku neyeHW W Movek. Y MalMeHTOB
T10CJIE TPAHCILIAHTAIMK T0YeK npruMeHenne MM® He BIMSIIO Ha KOHIEHTPALMIO TAKPOJIMMYCa.
Y NauMeHToB €O CTAaGWIBHBIM IEYeHOUYHbIM TpaHcmiantatoMm AUC Takpoiammyca mocie
MHOrokpatHoro npuema MM® B j103e 1.5 r 2 pa3a B cyTKu Bo3pacTaiia npumepHo Ha 20%.
Cuponumyc
Y NalMeHTOB I0CIe TPAHCILIAHTAIMH MOYeK OJHOBPEMEHHbIH npreM MM® u mukiocnopuna
NPUBOJHMI K yMeHbIIeHHIO dKcro3uiud MOK na 30-50% mno cpaBHeHMIO ¢ NalMeHTaMH,
MOJTyYaloIMMHU KOMOMHALUIO cupommyca ¥ MM®.
Pugpamnuyun
Ilocne xoppekuuu 103b1 OTMEYeHO yMeHbIIeHHe skcnosuimu MK na 70% (AUCo.12) y
NAlMEHTOB TI0CJE OJHOMOMCHTHOW TpPAHCIUIAHTAIMM CEpAIld M JIETKHX, PEKOMEHIYeTCs
KOHTposb dKkcno3uimu M®K u xoppekuus 10351 MM® i nopiepxanus KIHHHYECKOTO

3¢ deKxTa 1pu COBMECTHOM IIPUMEHEHHH.
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Aumubuomuxu, npueooswue Kk eubeiru 6akmepuil, npo\dyuupy;?ﬁg_uggo Kﬂﬁ/gg]mgzgqf%d&ay 8

Kuwieynuke (nanpumep, anmubuomuxu u3 2pynnel muuoa/zuxmu?%é? . Alf,e( B&ﬂHo(}qnopuHoe,
(pmopxunonono6 u neHuyuIIuHOE), MOTYT HapylIaTh MEYECHOYHO-KHIECUHYIO - PEHHPKYIISITHIO
MO®KI/M®K, uTo, B CBOIO OYepeb, MOXKET IPHUBECTH K CHUIKEHHMIO CHCTEMHOM 3KCIIO3HIIMH
MOK.

Hunpognokcayun  u  amokcuyunnun 6  KOMOuHAWUU ¢ KIGBYIAHOB0U  KUCIOMO
Y DauMeHToB MOCNE TPAHCIUIAHTAlMKM IOYeK B JHH HEMOCPEACTBEHHO MOCJE MEPOPaTbHOIO
npriemMa nUnpodIoKcanHa WM aMOKCHIWUIMHA B KOMOMHAIMH C KJIaBYJaHOBOH KHCIOTOMH
HaOJIIO1aeTCS CHU)KEHHME MUHMMATIbHON KoHueHTpauun MOK na 54%. Ilpu npomosmkeHun
aHTUOAKTEPHATLHOM Tepanuy JaHHBIA 5QQeKT CHIKaeTcs, a IMoclIe MPeKpalleHns Tepanuu -
ucyesaeT. KiMHMYECKOe 3HAYeHHE 3TOTO SBICHHS HE W3BECTHO, IOCKOJILKY W3MEHEHHE
MUHUMAIIbHOM KOHIEHTPAllMM MOXET HEaJeKBaTHO OTpaXaTh H3MEHEHHE CYMMAapHOM
skcnosunuun MOK.

Hopgnoxcayun u memponuoazon

[Ipumenenue HOpdIioKcanuHa B KoMOMHAIMK ¢ MeTpoHuAazonoM cHmkaer AUCoqs MOK HA
30% mnocne omanokparHoro mpuema MM®. Ilpu OTAENBHOM NPUMEHEHHWM OHOTO H3 JTHX
aHTMOMOTHKOB TaKOE BIMSHHE HAa CHCTEMHYIO 3Kcro3unuio M®K orcyrcTsyer.
Tpumemonpum/cynvghamemoxcaszon

[Ipy KOMOMHMPOBaHHOM TNIPHMEHEHHH C TPUMETONPHUMOM/CYIb(HAMETOKCA30I0M BIHSHHE HA
cucteMHy10 3Kcno3uiuio MOK (AUC, Cmax) HE 0TMEYAIIOCH.

/lpyzue 63aumooeiicmeust

[Ipn onsOBpemMeHHOM NpUMeHeHNH npobeneyuoa u MM® 06e3bsHAMH 0TMEYAIOCh YBEIHYCHHE
AUC MOKI' B nnasme B 3 pasa. Takum o6pasoM, Apyrue JeKapCTBEHHBIE CpeJICTBa,
TIOIBEPrarOIHMecs: KaHAIBLEBOH CEKpelrn, MOTYT KOHKypupoBath ¢ MOKI', uTo nmpuBOauT K
yBeIMueHHI0 KoHUeHTpauun MOKI wim apyroro mpemapara B IutasMe, KOTODBIH TaKoKe
II0/IBEPraeTcs KaHAJIbLEBOH CEKPEIHH.

Cesenamep

OpHoBpemeHHOE IpHUMeHeHHe ceBenlamepa 1 MOK y B3pocisix u geteii cHmkano Cuax 1 AUC).
12 MOK na 30% u 25%, coorBerctBeHHO. CeBenamep M apyrue (ochaTcBs3bIBAIOLIME
Npenaparel, HE COJACpXKAIIUe KalbLMi, JODKHBI NPUMEHATHCS dYepe3 2 dYaca Mocje Ipuema
MM®, yTo6bI yMEHBLINTD BIHsHKUE HA BcackiBaHue MOK.

Kusvie ocnabnennvie saxyumnb

He 110/0KHBI BBOMTBCS MAlIMEHTaM B COCTOSIHMM MMMYHOZETIPECCHH. AHTHTET000Pa30BaHHE B

OTBET Ha IpyrUe BaKIMUHbBI MOXKET OBITh CHHKEHO (cM.pasaen «Ocobble yKa3anusy).
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MHH3PAB POCCHH
Ocobbie ykazanus Jl-005113 - 151018

Hoesoobpazoean AR,
ee0ap 2 COTMACOBAHC

|
i
|

Kak u Ha )oHe KOMOMHHPOBAHHON UMMYHOCYIIPECCHH BOODIIE, TAK W TIPH TIpuMeHeHn:n MM®-

KaK KOMIIOHEHTa HIMMYHOCYIIPECCUBHON CXEMBI, HMEETCS TTOBBIIICHHBIH PUCK PA3BUTHS JTUM(POM
U JIPYruX 3JI0KQYECTBEHHBIX HOBOOOpa3oBaHWH, ocobeHHO koxu (cM. pasmen «IloGounoe
JIEACTBUEY). DTOT PHUCK, NIO-BHIUMOMY, CBSI3aH HE C IPUMEHEHHEM KaKoro-jiubo mpenapara Kak
TaKOBOI'0, & C KHTEHCUBHOCTBIO M IIPOJOJDKUTETBHOCTHIO KIMMYHOCYIIPECCHH.

Kak u y Bcex ManueHTOB C NOBBIIIEHHBIM PHUCKOM paka KOXH, CIIELYeT OIPaHHYMTH BPEMS
BO3JICUCTBUS COJIHEYHBIX M YJIbTPaQHOIETOBBIX JIydel HOIIEHHEM COOTBETCTBYIOIIEH 3aKPHITOM
OJCKIbI M MCIOJIH30BAHMEM COJIHIE3AIIUTHBIX KPEMOB C BBICOKHM 3HAYEHHEM 3allUTHOIO
daxropa.

Hngpexyuu

UpesmepHoe Mo/aBIeHHe MMMYHHOM CHCTEMBI MOXET TaK)Ke MOBBICHTH BOCIPHUMYHBOCTH K
MH(EKIMAM, B TOM YHCIIE ONIOPTYHUCTHYECKHUM, CEIICHCY M APYTMM MHMEKIMSIM C JeTATHHBIM
ucxonom (cMm. pasaen «llobounoe neidctBuer). IlogoOHBIE Cilydad BKIIOYAIOT PEAKTHUBALMIO
JIATEHTHOW BUPYCHOM MH(exuuu, Hanpumep, renatuta B wim C, wiM uHQEKIMH, BHI3BAHHOM
nojmomaBupycamu. CooOIanock O cioyyasX pa3BHTHsI TelaTHTa BCJIEICTBHE pEaKTHUBAIUH
BupycoB renaruta B wim C y nanueHnToB-HOCHTeNeH BUpYycoB remnaruta B wiu C, nomyyaBmmx
MMMyHOCynpeccuBHyto Tepanuio. Ciayyau pa3utust [IMJI, accommnpoBanusie ¢ JC-Bupycom,
vHor/Ia GataibHble, HAOIIOIATKCH Y MAIKEHTOB, TpUHUMaBIIX MM®. B coobmenusx 06 tux
Cly4asX WMeeTcs WHpOpMalHs O HaIMYM{ y NAlHeHTOB IOIOJHUTEIBHBIX (HAaKTOPOB pHCKA
passutus [IMJI, BKmOYAOIMMX HMMYHOCYNPECCHBHYIO TEPANMIO M YXYIIIEHHE COCTOSHHUS
MMMYHUTETA. Y MAMEHTOB ¢ MMMYHOCYIIPECCHEH P HAJIUYMH HEBPOJIOrMYECKHX CHMIITOMOB
creayer nposectd aupdepennnanbayo quarocTuky [IMJT U pekoMeH10BaTh KOHCYIbTAIUH
HEBpOJIOTa.

VY NanMeHToB, NEPEeHECIIMX TPAHCIUIAHTALMIO TOYKH W NpHHMMaBIMX MM®, Habmonamuch
ciy4au pa3BuTHs HedpomaTtum, accoummpoBanHo# ¢ BK-supycom (BK virus — associated
nephropathy). JlanHas MH}EKIHS MOXET NPUBOIWTL K CEPhE3HBIM ITOCIEACTBUSIM, MHOTAA K
rubend TpaHCmiaHTaTta Mmoukd. CrexyeT NpOBOAMTH MOHHTOPMHI COCTOSIHHS TAllHEHTOB,
npuHuMaromux  MMO®, i BbIABIEHMS TIAaMEHTOB C PHUCKOM pa3BUTHs HedpomaTuw,
accounupoBanHo# ¢ BK-upycom. IIpu pa3BUTHH CHMITOMOB He(PONATHH, ACCOLMUPOBAHHOM ¢
BK-Bupycom, He06X0MMO paccMOTPETh BOIIPOC O CHUKEHHH HMMYHOCYIIPECCHH.

Cucmema Kpo6u u uMMYHHAsA cucmema

Crnyyan passutus IIKKA mabmonanuce y nauuentos, npuauMabmux MM® B komOuHammu ¢

APYIMMH HMMYHOCYIIPECCHBHBIMH TipenapataMu. Mexanusm passutus [IKKA npu npumenenun
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MUH3IPAB POCCHH
MM® He u3BecTeH, paBHO KakK M BKJIAJ JPYTHX HMMyﬁocynpeqanm M| ¥X_KOMOHHALHH.
HekoToppix ciaydasx [IKKA Owsuta obparumoii mocie CHHKEHHS AQ@?‘JLMWH’GHH OTMEH
OnHako, y IAIMEHTOB, NEPEHECIIMX TPAHCILIAHTALMIO, CHHIKEHHE MMMYHOCYIIPECCHH MOMKET
IIOCTaBHUTh I0J] YTPO3Y TPaHCILIAHTAT.

[lanuenTsl, nonydaromue MM®, 1o/mkHEL OBITH TPOMHGOPMHEPOBAHBI O HEOOXOIUMOCTH Cpasy
’Ke coo0mmare Bpady O JOOBIX NpH3HAKAX MHQEKIHH, KPOBOTOYHBOCTH, KPOBOTEYECHMH MHIIH
JPYTMX IIPU3HAKaX YTHETEHHS KOCTHOTO MO3ra.

[Ipu neyennn MMO® HeoOXoaMMO oONpenensT pa3BepHYTYO (HOpMYIy KpPOBH B TEUEHHE
MIEPBOTO MeCsla €XKEHE/IEbHO, B TEYEHHE BTOPOTO M TPETHEr0 MECslEeB JICYEHHs - J(Ba pasa B
Mecsll, a 3aTeM Ha MPOTSHKEHHH IIEPBOro roaa - exemecsyno. Ocoboe BHUMaHHE ClieIyeT
00paTUTh Ha BO3MOXHOCTb Pa3BUTHs HeWTponeHuH. HelTponenus MoxeT ObITH CB3aHA KaK C
npuemoM MM®, Tak M ¢ NIpHMEHEHHEM JPYTHX JIEKapCTBEHHBIX IPENapaToB, BHPYCHBIMU
MHQEKIMSIMHE MM COYETAHHEM 3THX NpPHYHMH (CM. paszen «Jl03upoBaHue B 0COOBIX CIydasxy).
[Ipn Bo3HUMKHOBeHMM HeHTponmenun (abcomoTHoe uMcno HelTpoduios <1.3x10%/mK)
HeoOXxonuMo TipepBath jJeueHne MM® i yMEHBIIUTE 7103y, IIPH 3TOM IPOBOJS TIIATETbHOE
HaOJIIOZICHHUE 33 ITUMH MTAlIHEHTAMH.

B xoze nedenns MM® BakimHanus MoxeT ObITh MeHee >(PeKTHBHOMN; HEOOX0MUMO H3GeraTh
NPUMEHEHUS. JKUBBIX OC/IAOJIEHHBIX BakIMH (cM. paszen «BzammozeiicTBue ¢ Apyrumu
JIEKApCTBEHHBIMU  CPEACTBaMU»). MOXHO TNPOBOIUTH NPOTHBOTPHUIIIO3HYIO BAaKIHHAIMIO B
COOTBETCTBHHM C HALIMOHAIBHBIMHA PEKOMEHIAIIHUSIMH.

Kenyoouno-xuweunviit mpaxm

[Ipuem MM® ModxeT CONpOBOXIAThCS MOOOYHBIMH PEAKIMSIMH CO CTOPOHBI JKETyIOYHO-
KHMIIEYHOTO TpakTa (M3bsA3BIeHME CaM3UcTON o6omoukn JKKT, keqyaoyHO-KHIIEUHBIE
kpoBotedeHus, nepopaunn KKT). Heo6xonmumo cobimonars ocTopokHOCTh MPU IIPHMEHEHHH
MM® y nauueHToB ¢ 3a00/1€BaHHAMH [HUIIEBAPHTEILHOIO TPAKTA B CTATHH 000CTPEHHSI.

MM® sBnsierest uaruburopom UM®/II, m03TOMY € T€OPETHYECKON TOUKH 3pEeHHs, HE CIeIyeT
NPUMCHSATb €ro y MAlMEHTOB C PEIKMM I'CHETHYECKH OOYCIIOBIEHHBIM HAC/IeICTBEHHBIM
nebuuMToM rUnNokcaHTHHryanuHbocdoputosuaTpanchepassl (cunapomsl Jlema-Haiiena u
Kemm-3urmuiepa).

Bsaumooeiicmsus ¢ Opy2umu 1ekapcmeennbiMu npenapamamu

Heobxomumo  cobimonath OCTOPOKHOCTH INIPH [EpeXoje ¢ KOMOMHMPOBAHHOW —TeparuH,
BK/TIOYAIOMIEH HMMYHOCYNIPECCAHTBI, O00NajaloNMe BIMSHHEM HA [E€YEHOYHO-KUIIECUHYIO
peupkyssinuio MOK  (Hanpumep, IMKIOCIIOPHH), HAa TEPAIUIO IPENapaTaMM, JHIIEHHBIMH
naHHOro 3 dexra, (HanpuMep, CUPOIMMYC U Genaranent) U Hao60poT. JIaHHKIH MePeXoa MOKET

NpUBECTH K H3MeHeHHIO sKkcnosuuun MOK. Heobxommmo cobmomars OCTOPOXKHOCTH MHpU
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MHH3OPAB POCCHI ‘

: A- 005113 - 151018
OJIHOBPEMEHHOM IMPUMEHEHHH IIPENapaToB, OKa3bIBAIOIIMX BIUSHHE 4 l'l'ef‘{'éHO‘I{-l‘bﬂ(’ﬂIﬁe‘lHy

peurpkysinuio MOK (nanpumep, KoJlecTHpaMHH, aHTHOMOTHKH) Bgﬁ@ﬂcﬂﬁgwemcoﬁiﬂoc

HOHMKATh IJIa3MEHHYIO KOHIEHTpaluio 1 3¢ dexruBHocTh MMOD

OTHOmEHME pUCKAa M IOJb3bl OJHOBPEMEHHOro mNpuMeHeHus MM® u Takponumyca WM
cupoiuMyca He ycraHoBieHo. MMO® He pekoMeHIyeTcs NpPUMEHSTh OJHOBPEMEHHO C
a3aTHOIIPMHOM, IIOCKOJIIBKY 00a mpenapara YrHETalOT (YHKIMIO KOCTHOTO MO3ra, M HX
O/ITHOBPEMEHHBIH ITPUEM HE U3yYalICH.

Ocobuie epynnvl nayuenmos

MM® npoTtuBonoka3sas Bo BpeMsi 6epeMEHHOCTH U B TIEPHO] IPYAHOIO BCKAPMIIHBAHHS.

Y NauMeHTOB ¢ TKEIOH XPOHMYECKOH IOYEYHON HEIO0CTATOYHOCTBIO CIeAyeT H30eraTh
npuMeHeHus: 103 Gosnee 1 r 2 pa3a B cytku (cM. pasnenbl «DapMakOKMHETHKAa B OCOOBIX
KJIMHHYECKMX ClTydasx» U «Jlo3upoBaHue B 0COOBIX CiIydasx»).

Koppekuus 1031 nalenTam ¢ 3a/IepKoi (yHKIHH TOYEYHOr0 TPAaHCILUIAHTaTa He Tpebyercs,
OJTHAKO HX HYXHO TIIaTeIbHO Habmonars (cM. pazzensl «DapMakOKMHETHKA B OCOOBIX
KIMHAYECKHX cirydasx» M «Jlo3upoBaHue B 0cOOBIX cCiiy4asx»). JlaHHBIE O MAlMEHTaM,
NEPEHECIIUM  TIEPECcajKy CepAlla HJIM IMEYEHH W HUMEIOIMM  TSDKEIYI0  IOYEYHYIO
HEJIOCTATOYHOCTh, OTCYTCTBYIOT.

Y NalMeHTOB CTAapYeCcKOro BO3pacTa PUCK HEXKENATE/IbHBIX ABIECHUHA MOXKET ObITh BBIIIE, YEM Y
Oosee MOTOBIX MaKeHTOB (cM. paszen «Ilo6ounoe aeicTBHEY).

Obpawenue c npenapamom

[Tockonbky MM® B 5KkcriepMenTe Ha KpbIcax W KPOJIMKaX IIPOSIBHII TEPATOreHHOE AeiCTBHE, HE

CIIeZlyeT pa3jiambIBaTh TabeTku npenapara Mukodenonara MopeTui.

Biinsinue Ha cnocoGHOCTH yNpaBJIsiTh TPAHCHOPTHHIMHA CPEICTBAMH, MEXaHH3MAMH

Ilpu ynpaBiieHu# TpaHCIIOPTHBIMH CpENCTBaMH, paboTe ¢ MAIIWHAMH W 3aHATHH JIPYTHMH
MOTEHIHAIBHO ONACHBIMH BHIAMH IEATEIHHOCTH HEOOXOIUMO YUHTHIBATh, YTO MPENAPaT MOKET
BBI3bIBATH TOJIOBOKPY)KEHHE M Jpyrue nobouHble 3(P¢eKThl, KOTOpbIE MOIyT BIMSTH Ha
KOHLECHTPALMIO BHUMAHHUs M OBICTPOTY IICHXOMOTOPHBIX peakiuii. [Ipy 1mosBIeHUH ONMCAHHBIX

HEXEIATEIbHbIX SIBJICHUM CICAYCT BO3ACPKATBCA OT BBIINOJIHCHHS YKa3aHHBIX BHI0B

ACATCIIBHOCTH.

®opma BhIMycKa
Tabnerku, nokpsIThIe IUIEHOYHOM 060109K0M 250 Mr 1 500 Mr.

[lo 10, 25 wm 30 tabnerok B KOHTYPHYIO SYEHKOBYIO YNAKOBKY M3 IUICHKH

TOJIMBUHUIIXJIOPU/THOM U (OJIBIM ATIOMUHHEBOM I1€YaTHOM JJAKMPOBAHHOM.
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MHH3 P AB POCCHH

ITo 10, 20, 30, 40, 50 wma 100 Tabnerok B OaHKH u3 Wnaﬁaqeﬁrepe@"ranam Uit

018

JIEKapCTBEHHBIX CPEACTB HJIHA ITOJUIIPOITUAJICHOBBIC JITISA J'IeKapCTBeHHBLXO 7B {cggkh'xynopeﬂﬂme
AA

KpbIIKaMH M3 IIOJIUOTHUJICHA BBICOKOI'O [JaBJICHHUSI C KOHTpOJICM ~ TIEpBOTO—BCKPHITHS,. N

KPBIIIKAaMH  TTOJIMIIPONHIEHOBBIMA € CHCTEMOHM «HAXaTbh-TIOBEPHYTH» MJIM KpBIIIKAMH U3
MOJIM3THIIEHA HU3KOTO IAaBJICHUS ¢ KOHTPOJIEM IIEPBOTO BCKPBITHS.
Omny Ganky wm 1, 2, 3, 4, 5, 6 wimm 10 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK BMECTE C

MHCTPYKIMEH 110 NPUMEHEHHIO IIOMEIIAIOT B KAPTOHHYIO YIIAKOBKY (I1a4Ky).

YenoBusi XxpaHeHust
B 3amuineHHoM 0oT cBeTa MecTe Ipu Temieparype He Boime 25 °C.

XpaHHUTh B HEIOCTYITHOM JUIS JIeTeit MecTe.

Cpok roagnoctu

3 roga. He ucnonb3oBarh mociie HCTEYEHHs CPOKa FOAHOCTH.

YecaoBus ornycka

OtmyckaroT 1o penenry.

JlepikaTe/ib perHCTPAHOHHOIO YI0CTOBEPEHHS M IPOM3BOIUTEIb
Jepxarens PY: 000 «ATosum,

IOpumueckuit anpec: 445351, Pocensi, Camapekast 0601, r. JKurynesck, yi1. ['uapoctpourere, 1. 6.
[Ipou3BoiMTE b, OTBETCTBEHHBIH 3a BBIMYCKAIOIIMA KOHTPOIb KadecTBa: Q00 «O30m»,
Poccus, Camapckas 0611., . XKurynesck, yi. ['mapocrpourenei, 1. 6.

Bce mperensuum  notpeGuTenelf  ciefyeT  HampaBisTh  NPEACTABHTENIO  JepIKATEIs
peructpanonsoro yaocroeperus: OO0 «O30n»

445351, Poccus, Camapckas o611, . XKurynesck, yi. ['uapocrpouterei, . 6.

Ten.: +79874599991, +79874599992

E-mail:ozon@ozon-pharm.ru

Hupextop OO0 «Ato » 000 «VYmnpasisitommas KOMITAHUSI» B

muue Cekperaps [IpaBnenus
I'psnynosa ILE.
29.08.2018
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