COOTBETCTBYET ZKCNEPTHOMY OTUYETY
ot 10.10.2023 N= 20063

(MOCNEOOBATENBHOCTE 0003)

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Ouan-HJI, 12,5 mr + 10 mMr, TabaeTku

2. KAYUECTBEHHBIN U KOJTUYECTBEHHBIA COCTAB
JHelicTByromiue BelecTBa: THAPOXIOPOTUAZU] + SHATATIPIIT
Kaxmas Tabnerka comepxkut 12,5 Mr ruapoxioporuazuaa u 10 Mr sHamampuna (B Buie
Majseara).
BcnoMorarensHble BelecTBa, HAIMYUE KOTOPBIX HAJ0 YYHMTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JakTo3bl MOHOTUPAT, HATpuid (cM. pasnensl 4.3., 4.4.).

[TonubIit nepedeHp BCIIOMOTATENIbHBIX BEIIECTB MpUBEACH B pasjede 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku.
Kpyrasie, muiockue TabineTku 6€0ro mBeTa ¢ pUcKoil Ha OJHON CTOPOHE U (PacKOM.

Pucka e npeaHa3sHauCHa AJId pa3JCICHHA Ha PaBHBIC YaCTH.

4. K/IMHNYECKUE JAHHBIE
4.1. Iloxa3aHust K NPUMEHEHUIO
IIpenapar Onan-HJI noka3aH K NPUMEHEHUIO Yy B3pOCHBIX JUIS JIEYEHUS apTepUaAIbHOU
TUIIEPTEH3UH Y MAIMEHTOB, KOTOPHIM [TOKa3aHa KOMOMHUPOBaHHAS TEPAIIHUSI.
4.2. Pe:kxuM 103MPOBAHNSA U CIIOCO0 MPUMEHEHUS

PexuMm no3upoBanus

Pexomenmyemast mo3a cocrapisietr 1 TabneTka 1 pas B CyTKH.

B ciiyuae HE0OX0AMMOCTH /1032 MOKET OBITh YBEIMYEHA JI0 MAKCHUMAJIbHOW CYTOYHOH JO3bI —
2 tabneTku 1 pa3 B CyTKH.

Ecin notpeOyercs u3MEHEHME J03bI OJHOIO U3 JCHCTBYIOIIMX BEIIECTB B COCTaBE
KoMOMHHpOBaHHOTO mpenapata DHan-HJI (Hampumep, B CBSI3U C BHOBb JIMAarHOCTHPOBAHHBIM
3a00JIeBaHNEM, M3MECHEHHUEM COCTOSIHMS TAlMEeHTa WJIH JICKAPCTBEHHBIM B3aUMOJICHCTBHEM),
HEOO0XOAMM MHAMBHIYaTbHBIN 10A00p /103 OTJAECIBHBIX KOMIIOHEHTOB.

IIpeowiecmsyroujee nevenue Ouypemuxkamu

[Tocne mnepBoro mnpuema mnpenapata IHan-HJI MoxkeT pa3BUTbCS CHUMITOMATHYECKas

apTepualibHasA TUIIOTCH3UA. Takoii 3(1)(1)CKT HaunboJee BCPOATCH y IMNAIUMCHTOB C HAPYLICHUCM
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BOJIHO-3JICKTPOJIUTHOTO OanaHca BCIEACTBUE MPEIIIECTBYIOMIEH Tepanun TuypeTukamu. [Ipuem
JMYPETUKOB CJIeAyeT MPEeKpaTUTh 3a 2—3 JHs 10 Havaia Tepanuu npenaparom DHar-HIL.

Oco0bI€e TPYIIIHI ITALMEHTOB

THayuenmul ¢ napywenuem hyHKyuu novex
Tuasuasl MOryT OKaszaThCsl HEIOCTaTodyHO H(P(PEKTUBHBIMH IUYPETHKAMH Y MAIMEHTOB C
HapylnieHueM (pyHKIIUH TI0YeK, a pu cHKeHuu kimperca kpeatuanHa (KK) mo 30 mu/muH mnm
HIDKE (T. €. IpU IMOYEYHOW HEIOCTATOYHOCTH CpEeOHEW WM TSDKEIOH CTEeNeHH) SBIISIOTCS
Hed (D (PEKTUBHBIMHU.
V¥ namuentoB ¢ KK > 30 mi/mun, HO < 80 Mi/mMuH npenapaT DHan-HJI gommkeH TpUMEHSATHCS
TOJIBKO T10CJIE TIPEBAPUTENIBHOTO 110A00pa 103 KaXI0T0 U3 KOMIIOHEHTOB IIpernapara.
IIpu mnoweunoir nemocratounoctu (KK > 30 mn/mun, HO < 80 MII/MHUH) peKOMeHayeMmas
HayvalbHas 7032 SHAJaNpuia Npu MPUMEHEHWH ero B MOHOTEPAIMH COCTABISET OT 5 MT IO
10 mr.
Tayuenmul nostcunozo eo3pacma
Pe3ynbraTel, momydeHHbIE B X0/1€ KIIMHUYECKUX UCCIIEOBAaHNHN 2PPEKTUBHOCTH 1 O€30TTaCHOCTH
OJHOBPEMEHHOTO MPHMEHEHMs »JHajampuia M THIPOXJIOPOTHA3UIa, OBUIM CXOXHBIMH Y
MalMEeHTOB MOKWIIOTO Bo3pacTa (ctapie 65 neT) u 60jee MOJIOABIX MAIMEHTOB C apTepUaIbHOM
runeprensueid. He tpebyercst noadopa HauanbHOW 103bI Ipenapara DHan-HJI nis manmeHTos
MIO’KMJIOTO BO3pacTa.

etu
[Ipenapar npoTUBONOKAa3aH K IPUMEHEHHIO Y IeTel U ogpocTKoB B Bo3zpacte oT 0 1o 18 ser.
besonmacHocTs 1 3¢ (ekTHBHOCTh MpUMEHEHHUsI Mpemnapara y JAeTeid B Bo3pacte 10 18 mer He
yCTaHOBJIECHBI. JJaHHbIE OTCYTCTBYIOT.

Croco0 npruMeHEHNs

BnyTtps.

4.3. [IpoTuBONOKA3aAHUSA

e [ UNepuyyBCTBUTENBHOCTh K SHAIANPUIY, THUAPOXJIOPOTHA3uAy H (WIHM) K JAPYrUM
MPOU3BOJIHEIM Cylb(hOHAMHUAA, a TaKXKe K JI0O00MY M3 BCIOMOTAaTENIbHBIX BEIECTB,
MepevyucieHHbIM B pasene 6.1.

e Amnypus.

e AHTHMOHEBPOTHYECKHH OTE€K B aHaMHE3€, CBS3aHHBII C TPUEMOM HMHTHOMTOPOB
aHruoTeH3uHInpespamiaomero (¢epmenra (AIID), a Taxke HACIEICTBEHHBIN WIH
UINONATUYECKUNA aHTMOHEBPOTHYECKHI OTEK.

e OpOHOBpEMEHHOE IIPUMEHEHHE C QJIUCKHUPEHOM WIHM [penaparamu, COAEpKalUMU

AJIMCKUPCH, Y NallUCHTOB C CaXapHbIM I[I/Ia6eTOM u (I/IJ'II/I) C YMEPCHHBIMHU HUJIN TSKCIIBIMHA
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HapymennsmMu  pynkmun nouek (CK® < 60 mn/mMun/1,73 M? mmomagd  MOBEPXHOCTH
Tena) (cM. paznen 4.5.).

e OpaHOBpEeMEHHOE MPUMEHEHHE C aHTaroHUCcTamu peuentopoB anruorensuna Il (APA II)
y MalUeHTOB C THUa0eTHIEeCKO HeppomaTHei.

e OpnHOBpeMEHHOE TPHUMEHEHHE C HWHTUOWTOpaMH  HENpWIW3uHA  (HEUTpaabHOU
SHIOMENTUAA3bI), Hampumep, cakyoutpuiaoM. Ilpum rmepexome Ha HHTHOUTOPSI
HEMPWIM3MHA M TpenapaThl CaKyOMTpHJa/BajcapTaHa CielyeT HpeKpaTUTh IpueM
npenapata OHan-HJI kak MuHMMym 3a 36 4yacoB 10 mpuema NEpBOM J103bl JaHHBIX
npenaparos (cM. pasaensl 4.4., 4.5.).

e bepeMeHHOCTh U MepHOJ IPyAHOr0 BCKapMiIMBaHus (cM. pasnen 4.6.).

e Hapymenus ¢pynkmum noyek tsoxenoi crenern (KK < 30 mu/mun).

e Hapymenus QyHKIMH IEYSHU TsDKETON cTenenu (> 9 6amno no mkane Yaiina-I1s10).

e PedpakrepHas rUIOKaTHEMHUSL.

e PedpakrepHas rUIOHATPUEMHUSL.

e PedpakrepHas runepKaibLueMusl.

4.4. Oco0Oble ykazaHusl 1 MepbI MPEI0CTOPOKHOCTH NPH IPUMEHEeHU T

C 0CTOPOKHOCTELIO

JIByCTOPOHHMI CTEHO3 TMOYEYHBIX AapTepUd WIM CTEHO3 apTepUH E€JIMHCTBEHHON TOYKH;
COCTOSIHMSI TIOCJIE TPAHCIUIAHTAIIMM TIOYKH; AOPTAJbHBI MM MUTPAIBHBIA  CTEHO3,
runeprpoduueckas OOCTPYKTHBHAS KapIUOMHUOIATHUS; HIIEMHUYecKas OOJIe3Hb cepiala HIu
nepeOpoBacKyspHbIe 3a00JIeBaHus; TOYeUHAs! HETOCTATOYHOCTh; YTHETEHHE KOCTHOMO3TOBOTO
KPOBETBOPEHUS; CHCTEMHBIC 3a00JICBaHUSI COCAMHUTEIBHOM TKAaHU (CUCTEMHasi KpacHas
BOJIYaHKA, CKJIEPOJIEPMHUS M Jp.), UIMMYHOCYIIPECCHBHAs Teparus, JICUeHHE C TPUMEHEHHUEM
QIJIONypUHOJIA WM NMPOKAMHAMU/AA, WM KOMOMHAIMSA YKa3aHHBIX OCIOXKHSIOMIMX (haKTOPOB
(pucK pa3BUTHS HEUTPONCHHHM U arpaHysoOIUTO3a); MEUECHOYHAs] HEIO0CTATOYHOCTh; CaXapHBIH
nuabeT; TUNepKaTueMusi; OJHOBPEMEHHOE PUMEHEHHE ¢ KaluiicOeperaromyuMu Iy peTuKaMu,
mpernaparaMy Kainus, KaTuicoIepKalliMU 3aMEHHUTEIISIMH MTOBApEHHON COJIH; OJHOBPEMEHHOE
NpPUMEHEHHE C TpenapaTamMy JUTHs; aHTMOHEBPOTUYECKHI OTEK B aHAMHE3E; OJTHOBPEMEHHOE
mpoBezieHrne mporenypbl adepesa nunonporenHoB Huskod miotHocty (JITTHII-adepesa) c
WCIIOJIb30BAaHUEM JIGKCTpaH Cynb(]ara; OJHOBPEMEHHOE MPOBEACHUE JIECCHCUOMIN3ALNU
QIJICPIeHOM U3 $/1a MEePETOHYATOKPBIIBIX; TEMOJIHAIN3 C UCIOJIb30BAaHHEM BBICOKOIIPOTOYHBIX
MeMOpan (takux Kak ANG69); cOCTOSHUSA, CONMPOBOXTAIOIIMECS CHHXKEHHEM oObeMa
OUPKYTHPYIONIEH KpPOBH (B TOM YHWCIE MpPH TEPaNUU IUYPETUKAMHU, COOJIOJCHHH IUETHI C

OrpaHUY4CHUCM HOBapeHHOﬁ COJIK, INAJIN3C, TUAPECC NI pBOTC), W TUIIOHATPUCMUS; IPUMCHCHHUEC
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BO BpeMsi OOJBIIMX XUPYPrHYECKUX BMELIATENBCTB WM NPU MPOBEACHUU OOIIEH aHECTE3UH;
IIPUMEHEHUE Yy DAUUEHTOB  HETPOMJHOM  pachl;  TUIOKAJIMEMHs;  THUIIOHATPUEMHS,
runepkansuueMusi; ysennuenue wuHrepBana QT Ha OKI; ogHOBpeMeHHOE IPUMEHEHHE
JIEKapCTBEHHBIX IPENaparoB, KOTOPblE MOTYT BBI3bIBaTh MMOJMMOPQHYIO KETyZ04YKOBYIO
TaXMKapJUI0 TUIA «IUPYIT» WIA YBEJIMYUBATH MPOAOJDKUTENbHOCTH MHTepBasa QT na DK
OJTHOBpPEMEHHOE  TPUMEHEHHE JIEKAPCTBEHHBIX  MPENnaparoB, CIOCOOHBIX  BBI3BIBATH
TUIIOKAJIMEMHUIO, CEPIEUYHBIX TNIMKO3HUI0B; AJFICPrUYeCKUE PEAKIUU HA NIEHULUUIMH B aHAMHE3E;
THIepHapaTHpeo3; TUIEPYPUKEMHUs, I0Jarpa, HEMENAaHOMHBI pak KOXHM B aHaMHe3e (CM.
noapasnen «Ocodble yKazaHus»).

Oco0ble yKa3aHus

T'uopoxnopomuazuo

Memaboauueckue u dHOoKpunHble 2hdhexmubl

Tepanus ThasuzaMu MOXKET HapyliaThb TOJEPAHTHOCTh K TJIIOKO3€. B psnme ciayyaeB MoOeT
oTpeOOBaTHCSI KOPPEKLIUs J03bI TUIIOINIMKEMUYECKUX CPEJCTB, BKIIIOUasi MHCYJIUH.

Tuazuapl MOryT CHMXKATh BBIBEJACHHE KalbLUs IOYKAMHU M BBI3BATh KPATKOBPEMEHHOE H
HE3HAUMTEIbHOE TIOBBIIICHHE COJEP)KAHUS Kajblusi B CBHIBOPOTKE KpOBU. BripaxkeHHas
THIEPKATBbIIMEMUST MOXKET OBITh MIPU3HAKOM CKPBITOIO THIEpIIapaTupeosa. B cBs3u ¢ BIusHUEM
THA3UJOB HAa META0OJM3M KalbIMsl MX MPUEM MOXKET HCKaXaTh Pe3yJbTaThl HCCIICTOBAHHS
(YyHKIMM  TapaliMTOBMJHBIX  JKejie3, IO03TOMY  Iepel  HccieloBaHueM  (YHKIHU
MapanIMTOBUIHBIX KeJle3 THA3UIHbIN TUYPETUK JOKEH OBITh OTMEHEH.

[ToBbIlIeHHE KOHIEHTPAIMK XOJIECTEPUHA W TPUTIIMLEPUAOB B KPOBU TAKKE MOXKET OBITh
CBA3aHO C TEpaNnUel THA3UAHBIMU IUYPETUKAMH, OJHAKO IPHU J103€ THAPOXJIopoTHasuaa 12,5 mr
no100HbIe 3G GEKTH He HAOIIOJATNCh WM HOCUIIM HE3HAYNTEIbHBIA XapaKTep.

Y HEKOTOpBIX NAaIMEHTOB Tepalus THA3UAHBIMU JUYPETHKAMU MOXET MPHUBOJIUTH K PA3BUTHUIO
THMEpYypUKeMUH W (WiaM) OOOCTpEeHHI0 TedeHus moaarpbl. OJHAKO DSHANANPHI  MOXKET
yYBEIMYMBATh BBIBEJCHWE MOYEBOW KHCJIOTHI IOYKAMH H TeM CaMbIM  OCHa0IATh
TUIepypUKeMHUYECKUH 2P PEeKT ruApoXI0pOTHA3H .

3aboaesanus neyenu

TuasunHele THYPETHKH CIIELYeT € OCTOPOXKHOCTBIO NMPHMEHATh MAlMEHTaM C HapyILICHHEM
(YHKIIMY NTEYEHHU WIN NPOrPEeCCUPYIOIINM 3a00JIeBaHUEM [IEUYEHH, IIOCKOJIBKY Jlaske HeOObIlNe
M3MEHEHUS BOAHO-3JIEKTPOJIMTHOTO OajlaHca MOTYT IIPUBECTH K «II€UEHOYHOM» KOME.

Anumuoonunzoewiii mecm

FPII[pOXJIOpOTI/IaSI/II[ MOXET MPUBOJUTL K JIOKHOIIOJIOXKUTCIIbHBIM aHAJIUTUYCCKUM PE3yjibTaTaM
Opu NpOBCACHHUHN aHTUIOIIMHI'OBOI'O TCCTA.

XOI?I/IOZ/laaﬂbellz sblnont, ocmpasi MUuonusd U 6mMopudHas 3aKpovlimoy2o0ibHAA cidyKoma
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JlekapcTBeHHbIE IIpenapaTbl Ha OCHOBE Cysb()OHAMHIA WM IPOU3BOAHBIX Cyab(pOHAMHJA,
MOTYT BBI3BAaTh WAMOCHHKPA3HUECKYI0 PEAKLHUI0 B BUJE XOPHUOUAAIBHOTO BBHINOTA C JIE(PEKTOM
IOJIsI 3pEHUs, TPAH3UTOPHOW MHOIIMHM U OCTPOM 3aKpBITOYrOJIBHOW TIilayKoMbl. CHMITOMaMH
9TUX HapyIIEHUH SBISAIOTCA HEOXKUIAHHOE CHIKEHUE OCTPOTHI 3peHMs WM 00Jib B IUIa3ax,
KOTOpBIE B TUIIMYHBIX CIIy4asX BO3HHMKAIOT B TEUEHUE OT HECKOJBKHMX YacOB JI0 HECKOJIBKUX
Helenb IOCHe Hadajga IpHUMEHeHWs npenapara. Ecim He NpoBOAMTCS Tepamus, OCTpas
3aKpBITOYrOJIbHAs IJIAyKOMa MOXKET IPUBECTH K 1oTepe 3peHus. OCHOBHOE JIEUEHHE COCTOUT B
KaK MOKHO Oosiee ObICTpoll 0TMEHe ruapoxyiopotuasuaa. HeobxoaumMo UMeTh B BULY, UTO, €CIIH
BHYTPUIJIA3HOE TAaBJICHUE OCTAETCS HEKOHTPOJIMPYEMBIM, MOXKET MOTPeOOBATHCS HEOTIOKHOE
KOHCEpPBAaTUBHOE WM Xupypruueckoe jeueHue. K Qaxropam pucka pasBuTus OCTpoid
3aKpBITOYTOJBHOM INIAYyKOMBI MOKHO OTHECTH CBEIEHMs 00 ajiepruu K Cyiab(pOHaMUIAM HIIH
MEHULWUIMHY B AaHAMHE3E.

Hemenanomnuuiii pak xoorcu (HMPK)

B SMUACMHOJIOTMYCCKUX UCCIICAOBaAHUAX Ha6J’II-O)laJ'ICSI MOBBIIIEHHBIN PUCK HEMCIIAHOMHOI'O paKa
KOKM (0a3aJIbHOKJIETOYHON KapIUHOMBI M IUTOCKOKJICTOYHOW KapIWHOMBI) B CBSI3U C
YBEJIMUYEHUEM  CyMMapHOW  (HAaKOIUIGHHOM) J103bl  THIPOXJOpOTHa3uaAa.  Bo3MOXKHBIM
MEXaHU3MOM pa3BUTHS HMPK  sBusercs (boTOoCeHCHOMTM3UpYIOIICe JieicTBUE
TUAPOXJIOPOTHA3UIA.

HaHI/IeHTBI, MPUHUMAIOIINE THAPOXJIOPOTUA3U A, AOJI’KHBI OBITh OCBCJIOMJICHBI O PUCKE pa3BUTUA
HMPK. TakuMm mamueHTaMm cleayeT peKOMEHIOBaTh COONIONATh MPOQUIAKTUYECKHE MEPHI,
TakKHe KaK OrpaHUYCHUC BOB}ICﬁCTBHH COJIHEYHOT'O CBE€Ta nu HCKYCCTBCHHBIX
ynbTpauoneTobIBbIX Jydeld. [lameHTsl JOJDKHBI PEryylsipHO OCMAaTpHUBAaTh CBOHM KOXKHBIC
MTOKPOBBI C EJIBIO BBISIBIICHHSI JTIOOBIX HOBBIX TI0JJO3PUTENBHBIX MOPAKCHUN U HE3aMEIITUTEITLHO
coobmark o HuX Bpady. Y mammeHntoB ¢ HMPK B aHamHe3e pekoMeHIyeTcs MepecMOTPETh
1eJIeCO00Pa3HOCTh MPUMEHEHUS THAPOXIOpOTHa3uaa (cM. pasznien 4.8.).

Ocmpas pechupamophas moKCu4HoCmb

ITocne nmpuema ruApOXJIOpOTHA3HIA ObUTH 3apErUCTPUPOBAHBI OUYEHb PEAKHE CIIydyal pa3BUTHS
TSDKEJIOW  OCTPOM  PECIUPATOPHOM TOKCHYHOCTH TSDKEIOW CTENEHHW, BKJIKOYas OCTPBIN
pectuparopubiii auctpecc-cuaapoM (OP/IC). OTek Jierkux OOBIYHO pa3BHBACTCS B TEUCHUE
HECKOJIbKMX MHMHYT MJIM 4YacoB IIOCJE MpUeMa IMApPOXJIopoTHasuja. B Hauane 3aboneBaHus
CHUMIITOMBI BKJIIOYAIOT OJBILIKY, JIUXOPAAKY, YXYALIEHHE COCTOSHMS JETKHX U apTEepUaTIbHYIO
runotensuto. Ilpm momospennn Ha OPJIC HeoOxomumo oTMeHHMTH mpemnapar DHan-HJI u
IIPOBECTH COOTBETCTBYIOLIEE JIeUEHHUE. [ UAPOXIOpPOTHA3H ] HE ClIelyeT Ha3HAYaTh NMAUCHTaM, y
KOTOpbIX paHee Habmopancs OPJIC mocne mnpuemMa THUAPOXJIOPOTHAsHIAa MM JIPYroro

THA3UJAHOTO INYPETHUKA.
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OHananpun

Aopmanbelﬁ uau MMmDaJZbelﬂ cmeH03/2unepmp0d)utteCKaﬂ 06cmpw<mu6Haﬂ Kap()uomuonamwz

Kak wu Bce JsexkapcTBeHHbIE CpEICTBa, OOJafaloOIMe Ba30JWIATUPYIONIMM JCHCTBUEM,
uHruouTopsl AII® 1OMKHBI ¢ OCTOPOKHOCTHIO HAa3HAYATHCS MalMeHTaM ¢ OOCTPYKLUEH myTu
OTTOKA U3 JIEBOTO XKEeIyI0UKa.

Tleuenounas nedocmamoynocmeo

[Ipumenenune wunrubutopo All® penko ObUIO CBSI3aHO € Pa3BUTHEM CUHApPOMA,
HAaYMHAIOUIETOCs C XOJECTAaTHYECKOM JKEATYXM WM TenaTuTa W IPOTrPECCUPYIOLIET0 10
(GyIBMUHAHTHOTO HEKpO3a IEYeHH, HHOTJA C JIETaIbHBIM HMCXOJOM. MeEXaHW3M JaHHOTO
CUHApPOMA He u3ydeH. [Ipu MosABIIEHNMH KENTYXU WM 3HAYUTEIBLHOM IOBBIILIEHUN AKTUBHOCTH
«TEYCHOYHBIX» TpaHCaMWHa3 Ha ¢GoHe mpuMeHeHHss HHruOuTopoB AIID cregyer OTMEHUTH
npueM wuHrHOUTOpa AIID M Ha3HAYUTH COOTBETCTBYIOIIYIO BCIIOMOTATEIBHYIO TEparuio.
[arenT qoMKeH HAXOIUTHCS MO COOTBETCTBYIOIIMM HAOIIOCHUEM.

Xupypeuueckue 6M€de€ﬂb€m661/06u/la}l anecme3us

Bo Bpemsi OonmpmIMX XUPYPrHYECKHUX BMEIIATENHCTB WM TPOBEICHHS OOIIeH aHecTe3uu C
MIPUMEHEHUEM CPEJICTB, BBI3BIBAIOIINX AHTUTHIIEPTEH3UBHBIN 3 eKT, sHananpuiar OJI0Kupyer
oOpa3oBaHue aHruoreHsuHa lI, BeI3piBaeMoe KOMIIEHCATOPHBIM BBICBOOOXKIeHHEM peHuHa. Ecin
IIPU 3TOM Pa3BHUBaeTCs BBIpaXKeHHOE CHIDKeHHE AJl, 00bacHAeMOe NOJOOHBIM MEXaHU3MOM, €T0
MO’KHO KOPPEKTHPOBATh YBEIMYEHHEM 00beMa LIUPKYIUPYIOIIEeH KPOBH.

Peaxyuu 2ul’lep'{VGCWI6um€ﬂbHOCI’I’IM/CIHZMOH@BDOI’)’IUUQCKUTZ omekK

[Ipu npumenenun unru6uropoB AIID, Bkmroyass sHananpuwi, HaOIIOAATNCH PEIKHUE CilIydau
AHTMOHEBPOTUYECKOI0 OTEKa JIMIA, KOHEYHOCTEH, ry0d, S3bIKa, TOJOCOBBIX CKIAJAO0K M (MIIH)
rOpPTaHM, BO3HUKABIINE B pa3Hble NEPHUOAbI JIEUeHHU. B oueHb peakux ciaydasx cooOIaioch o
Pa3BUTUHU MHTECTHHAIBHOIO OTEKa. B Takmx ciydasx ciemyeT HEMEMJIEHHO NMPEKPaTUTh IPUEM
SHaJampuia M TIIATEIbHO HAOMIOAATh 3a COCTOSIHUEM TMAIMEeHTa C IEeJbl0 KOHTPOJIS H
KOPPEKLMU KIMHUYECKUX CUMITOMOB. Jlaxke B TeX cilyyasx, KOra HaOIr0laeTcsi TOIbKO OTEK
A3bIKa 0€3 Pa3BUTHUS PECHUPATOPHOrO JUCTPECC-CUHAPOMA, MALMEHTaM MOXKET MOTPeOOBaThCS
JUINTEJIbHOE ~ HaOJIOJCHHE, TIOCKOJIIbKY Tepanus AaHTUTMCTAMUHHBIMM  CPEICTBAMU U
KOPTHUKOCTEPOUAMU MOXKET OBITh HEJOCTATOYHOM.

Ouenp peako cooOIIanoCh O JETAIBHOM MCXOJE M0 NMPUYMHE AHTMOHEBPOTHUYECKOIO OTEKa,
CBSI3aHHOIO C OTEKOM TOPTaHM WM OTEKOM sA3bIKAa. OTEK $3bIKA, TOJIOCOBBIX CKIAJOK WIIH
TOpPTaHH MOXET NPHUBOAUTH K OOCTPYKLUHU JBIXaTENbHBIX IyTeH, OCOOCHHO y TMAalMeHTOB,
MEPEHECIINX XUPYPru4eCKre BMEIIATENbCTBA Ha OpraHax JIbpIXxaHus. B Tex cilydasx, KOraa oTek
JIOKaJau3yeTcss B O00JacTH sI3bIKA, TOJOCOBBIX CKJIAJOK WJIM TOPTAaHM M MOXET BbI3BATh

OOCTPYKIIMIO JBIXaTeNbHBIX IYTeH, CleayeT HEMEJICHHO Ha3HAYUTh COOTBETCTBYIOIIEE
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JIeYeHUe, KOTOpOe MOXKET BKJIYaTh mnoakoxkHoe BBeaeHue 0,1 % pactBopa snuHedpuHa
(anpenanuna) (0,3-0,5 M) u (wn) 00eceYUTh MPOXOJUMOCTD JbIXaTEIbHBIX ITyTEH.

B penkux ciydasx Ha gone Tepanuu uHrnOuTopamu AII®D pa3BuBaeTCs MHTECTUHAIBHBIN OTEK
(aHTMOHEBPOTHUYECKUN OTEK KHuIIeyHHKa). CHMOTOMBI HCYE3aJM TOCHE MPEKPALICHUs MpHeMa
uHru6uTopoB AII®. Bo3M0XHOCTh pPa3BUTHS MHTECTUHAIBHOTO OT€KA HEOOXOAMMO YUHUTHIBATh
npu  npoBeAcHUH UG dEepEeHIIMATBHON JUAarHOCTUKM OOJied B JKWUBOTE Yy TAI[UEHTOB,
MIPUHUMAIOUINX UHTUOUTOpEl AIID.

VY narnueHToB HETPOUIHOMN pachl, MPUHUMABIINX HHTHOUTOPH! AIT®D, aHTHOHEBPOTHUYECKHI OTEK
HaOroancs yaiie, YeM y HalueHTOB APYTuX pac.

[TanpeHThl, MMEOIME B aHAMHE3€ AHTMOHEBPOTUYECKUM OTEK, HE CBSA3aHHBIA C IPUEMOM
uHruOuTopoB AII®, moryr ObITh B OONBIIEH CTENEHH TOABEPKEHBI PUCKY Pa3BUTHA
aHTMOHEBPOTHUYECKOro OTeka Ha (oHe Tepanuu uHruOutopamu AIlD (cMm. pasmen 4.3.). Y
MAIeHTOB, NPUHUMAIOINX OAHOBpeMeHHO WHruoutopsl All® wu wunrubutopsr mTOR,
Ha0JII0JAJIOCh YBEJIIMUEHHUE PUCKA PA3BUTHSI aHTMOHEBPOTHYECKOTO OTEKA.

VY manueHToB, MPUHUMAIOIINX OJHOBPEMEHHO HHTHONTOPHI AII® M MHrHOUTOPH HENPUITH3WHA,
HaOII0IAIOCh YBEJIMYEHHE PUCKA PAa3BUTHS AHTMOHEBPOTHUYECKOTO OTeKa (CcM. pasmensl 4.3.,
4.5.).

VY nauueHToB, NPUHUMAIONINX THA3UAHBIE TUYPETUKH, PEAKIIMU TUIIEPUYBCTBUTEILHOCTH MOTYT
BO3HUKATh Ja)K€ MpPH OTCYTCTBUM B aHAMHE3€ AJICPIMUECKUX PEAKIMH WM OpOHXMAIbHOU
actTMbl. CoO0IIANOCh O peruaIuBaxX WM YCYT'yOJICHHU TSHKECTH TEUEHHUS CHCTEMHOW KpacHOU
BOJIYAHKH Y MAIIMEHTOB, IPUHUMABIINX THA3UIHBIC TUYPETHKU.

Y nanueHToB, NPUHUMAIOIIUX OJHOBpeMeHHO UHruouropsl All® wu BUIAArIMNTHH,
HaOI0aIoCh YBEIMYCHHWE PUCKA Pa3BUTHS AaHTMOHEBPOTHYECKOTO oTeka (cM. paszmen 4.5.).

Anadurakmououvie peakyuu 60 8pems _NpoeeoeHus. 0ecenHcubUIUZAYUUYU aIepeeHom_u3 10ad

nepenor4YamoKpbliiblx

B peakux cnydasx y TanmUeHTOB, MNpUHUMarONMX WHrHOUTOphl AlldD, paszBuBammch
yTPOXKAIOIINE XKU3HU aHA(WIAKTOMIHBIE PEaKlUd BO BPEMs MPOBEICHUS IECEHCHOMIU3AINH
AJUIEPTeHOM U3 sifla IEPEeTNOHYaTOKPUIBIX. HexkenarenpHbIX peakiuii MOXKHO U30eXaTh, €Clu 110
Hayvaja MpoBEICHHs IECCHCUOMIN3alluU BPEMEHHO MPEKPaTUTh rpreM nHruoutopa AIID.

Anagunraxmouonsie peaxyuu 60 epems nposedenus JIIIHII-adepesza

VY mnamuentoB, npuaEMarommx WHrHOUTOphl AIID BO Bpems mposemenus JIITHII-adepesa c
UCTIONB30BAaHUEM  JIEKCTpaH cynabdaTa, peaKko HaONIONAINCh OMAacHbIE IS KH3HH
aHa(UIAKTOMIHBIE peakiuu. Pa3BUTHE MaHHBIX PEAKIUil MOXKHO H30€KaTh, €CIIM BPEMEHHO
orMeHuTh uHrHOuTOp AIID 10 Havana kaxnoit npouexypst JIITHII-adepesa.

Hayuenmeot, Haxodﬂmuec;z Ha 2emMo0uanuse
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[Ipumenenue mpenapatra Onan-HJI He pexkoMmenmyercs mamyeHTaM € [TOYEYHOMU
HEJOCTATOYHOCTBIO,  HAXOAAIIUMCS Ha  remMoguanuie. AHaQUIAKTOUIHBIE  PEAKIUH
HAOJIOJAIUCh Y TIAIIMEHTOB, HAXOISIIUXCS HA JUAIM3€ C MPUMEHEHHEM BBICOKOIPOTOYHBIX
MeMOpaH (Takux kKak AN69) u OZHOBPEMEHHO MOJy4YaroImuX Tepanuto naruouropamu AllD. Y
JaHHbBIX TIAIIMCHTOB HCO6XOI[I/IMO MMPUMCHATb JHAJIM3HLIC MeM6paHbI Apyroro Tuvia HJIH
TUIMIOTEH3UBHBIE CPEJICTBA JPYTUX KIIACCOB.

Tpancnranmayus noyku

Her ombiTa IMPUMCHCHHA OSHAJIAINpUiIa Yy MalUMCHTOB IIOCJIC TPAHCIJIAHTAIIUK ITOYKH. Jleuenne
OHAJIAIPUIIOM IMalITUCHTOB IMOCJIC TPAHCIIaHTAUU ITOYKHU HEC PCKOMCHIAYCTCH.

Heumponenus/azpanyioyumos

Heifrponenus/arpanyaouuTo3, TPOMOOLUTONEHUS W aHEeMHs HaOJIIOAAINCh y TAlUEHTOB,
IpUHUMAONMX MHrUOuTOpsl AIID. YV manueHToB ¢ HOpMalbHOM (YHKIMEH HOYeK U IpH
OTCYTCTBHUHU JPYIMX OCJIOXKHSIOIIMX (AKTOPOB HEUTPONEHUs] Pa3BUBACTCS PEKO. DHAIANpHUII
clleZlyeT NMPUMEHATb C 0COOON OCTOPOKHOCTBIO y MAIMEHTOB C CHUCTEMHBIMU 3a00JI€BaHUAMU
COCMHHUTEIBHON TKaHW, TPUHUMAIOIMX HMMYHOCYIPECCHUBHYIO  TEpamluio, TEpaIuio
QUIONMYPUHOJIOM WM TPOKAaUHAMUAOM WM HMMEIOMIHUX KOMOHMHAIIMIO ATHUX OCJIOKHSIOIINX
(hakTOpoB, 0COOCHHO, €CII €CTh HapyIIeHHs (QYHKIIMU TIOYEK B aHaAMHE3€. Y HEKOTOPBIX U3 ATUX
MAIMEHTOB Pa3BUINCh CEphe3HbIC HH(EKIIMOHHbIC 3a00IeBaHNs, KOTOPbIE B HEKOTOPBIX CIydasx
HE OTBEYAJIM HAa MHTEHCHUBHYIO aHTUOMOTHKOTepanuio. Ecnu sHamanpuin npuMeHsieTcs y Takux
MAIUEHTOB, PEKOMEHYETCsl IPOBEACHUE MEPUOJUIECKOTO KOHTPOJIS YUCHIA JEUKOIUTOB KPOBH
U MALKEHTH! JOJDKHBI OBITh MPenyNpexIeHbl 0 HEOOXOJUMOCTH COOOLIATh O JIIOOBIX MPU3HAKaX
pa3BUTHS HHPEKIINH.

Kawenv

HabGmromanuce ciiydan BO3HMKHOBEHHS Kanwisd Ha (oHe Tepanuu uHruomropamu AllID. Kak
IIPABWJIO, KallleJb HOCUT HENPOIYKTHBHBIN, MOCTOSHHBIM XapakTep M IMpPEeKpallaeTcs M0cie
oTMeHbl Tepanuu. Kamiens, CBS3aHHBIM C NpuMeHeHHEM HHruouTOopoB AllD, nomken
YUUTBIBATHCS TpU AU pepeHnanbHON TMarHOCTHKE Kallisl.

Kombunayus cuopoxnopomuaszuda u snanranpuia

ApmepuaﬂbHaﬂ CUNOMEH3UA U HapyuleHue 60()H0—3]l€Km170]lumH020 baranca

[Ipy mnpuMEHEHMM THUIOTEH3UBHBIX CPEJICTB Y HEKOTOPHIX MAIlMEHTOB MOKET pPa3BUTHCA
CUMIITOMAaTHYECKasl apTepuanbHas TUNOTECH3Ms. [lalmeHThl JO/DKHBI HAOMIOAATHCS C IEIBIO
CBOCBPEMEHHOTO BBISIBICHUS KIMHUYECKUX MPHU3HAKOB HAPYIIEHUS BOJHO-3JIEKTPOIUTHOTO
OamaHca, Hampumep, OO€3BOKMBAHHWSA, THUIIOHATPUEMHH, THUIIOXJIOPEMHUYECKOTO ajKaso3a,

TMIOOMAarHueMu HWJin TUINOKAJIMEMHU, KOTOPbIC MOI'YT PAa3BUTHCA Ha (bOHe COHYTCTBYIOH.Ieﬁ
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Japed WM PBOTHL. Y TaKUX MAaLMEHTOB HEOOXOIUM KOHTPOJb COJAEP)KAaHUS DJIEKTPOJIUTOB B
CBIBOPOTKE KPOBHU.

C 0co00i1 0CTOPOKHOCTHIO CIIEYET Ha3HAYATh MperapaT MallueHTaM ¢ UIIEMUYECKOi 00JIe3HBI0
cepAla WM ¢ 1epeOpoBacKyIIpPHBIMU 3a00JIeBaHUAMH, Y KOTOPBIX Upe3MepHoe CHIDKeHHe AJ]
MOJKET MPUBECTH K Pa3BUTHUIO MH(APKTAa MUOKAp/1a WK UHCYJIbTA.

[Ipu pa3BuTUM apTepuaNbHON THUINOTEH3WH TMAalMeHTa CJeayeT YIOXKUTh M B clydyae
HeoOxoaumoct BBecTH 0,9 % pactBop HaTpus xJyopuaa. TpaH3UTOpHAas apTepuaIbHast
TUTIOTEH3Us] Tpu mpueMe mnpenapara OJHan-HJI He sBnsiercss NpoOTHBOMOKAa3aHHEM K €ro
nanpHelineMy npuMmenenuto. [locme Hopmanmzamuu AJl ¥ BocmoiHeHHs —oObema
LUPKYIUPYIOIIEH KPOBU TEpaIusi MOXKET ObITh BO30OHOBJIEHA B MEHBIINX J103aX MU KaXJIbIH 13
KOMIIOHEHTOB IIpenapara MOKeT IPUMEHSITHCA B MOHOTEPAIIUH.

Hapywenue (bVHKuuu noyexK

TuasunHeie IUYyPETHKH MOTYT OBITH HEAOCTATOYHO 3()(EKTUBHBI y MAMEHTOB C HAPYIICHUEM
¢ynkuun nodyek U HeapdextuHbl npu KK 30 mia/MuH u Huxke (T. €. IpU YMEpEHHOM win
TSDKEJION TTOYEYHOW HEJIOCTATOYHOCTH ).

[Ipenapar Dnan-HJI He crnenyer Ha3HayaTh MalMEHTaM C MOYEYHOM HEIOCTATOYHOCTHIO
(KK menee 80 mi/MuH) 10 Tex TOp, MOKa MOAOOP OTAEIBHBIX JCHCTBYIOIIUX KOMIIOHEHTOB
mnpenapara He MOKaXeT, 4YTO HEeOOXOAMMBbIE JI03bl COJIEpKarcs B OJHOM TalyeTke
KOMOWMHUPOBAHHOTO TIpernapara.

Y HEKOTOpHIX MAalMEHTOB C apTepUaNbHON TuMepTeH3ueld 0e3 KaKuxX-TMOO0 MPHU3HAKOB
3a00JieBaHMUs [OYEK B aHAMHE3€ IpU JICYEHUH SHANANPWIOM B COYETAaHUU C JAUYPETUKOM
BO3HHUKAJIO OOBIYHO HE3HAYHMTEIHHOE M TPAH3UTOPHOE MOBBIIICHUE KOHIIEHTPALUH MOYEBHHBI B
KpOBU M KpEaTHMHHHA B CHIBOPOTKE KpOBHU. B Takux ciywasx jedeHue npenaparom Juar-HJI
JOJDKHO OBITH TMpekpaiieHo. B panmpHeiieM BO3MOXXHO BO30OHOBJICHHE TEParuy B MEHBIINX
J103aX WU KaX bl U3 KOMIIOHEHTOB Mpenapara MO>KeT IPUMEHSATHCSA B MOHOTEpAIH.

VY HEKOTOpPHIX MAalMEeHTOB C JBYCTOPOHHMM CTEHO30M IIOYEYHBIX apTepHil HIU CTEHO30M
apTepuy €IMHCTBEHHOW IMOYKH NpH JeueHuH uHruoutopamu AIID HaOmomanoch MOBHIIICHHUE
KOHIICHTpAallUd MOYEBHMHBI B KPOBM M KPEATUHHHA B CBIBOPOTKE KpOBU. M3MeHEHUs OOBIYHO
HOCHJIM OOpaTUMBI XapakTep, M IMOKa3aTeId BO3BPALIAINCh K MCXOJHBIM 3HAYEHHSM IIOCIE
MpEKpaLIEHHS JICYEHHUSL.

JlanHBIA ~ XapakTep HW3MEHEHWH HamOoJee BEPOSTEH Yy TMAalWeHTOB C  IMOYCYHOM
HEJO0CTaTOYHOCTHIO.

Ilpenapamul aumus

He PEKOMEHAYCTCA OAHOBPEMCHHOC NPHUMCHCHUC TIpCHapaToB JIMTUA, OSHAJAlpWiia H

TUYpPETUKOB (cM. paznen 4.5.).
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Lunepxanuemuss (cM. mnonpazgen «KammiicOeperaromuye AUYpPEeTHKH, Kaluhcoaep Kaiime

MuIIeBble 100aBKM WM JPyrue JIEKAPCTBEHHBIE IMperaparbl, CIIOCOOHBIC YBEJINYHBATH
coJiep>KaHHEe KaJIus B CBIBOPOTKE KpOBW» pasnena 4.5.)

Puck pasButus THUNEpKaTMeMHH HAOMIOAAETCS MPHU IMOYEYHOH HEAOCTATOYHOCTH, CaXapHOM
nuabere, a TaKkKe IPU OJHOBPEMEHHOM IPUMEHEHUH KalMhcOeperaronmx IUypeTUKOB
(HarpuMep, CIIMPOHOJIAKTOHA, SIUIEPEHOHA, TpUaMTepeHa MM aMHUJIOPH/IA), KaluicoaepKaux
MUIIEBBIX JI00ABOK, KAJIMHCOJEpXKAIIUX 3aMEHUTENICH MUIICBOW COJIM WM JPYruX
JIEKapCTBEHHBIX MPENapaToB, CIIOCOOHBIX YBEJIUYUBATH COJIEP/KAHUE KallUsl B CHIBOPOTKE KPOBH
(HanmpuMep, mpemaparbl, coepiKaiue TpumeTonpuM). IIpuMeHeHue KaauiicoaepKanx
MUIIEBBIX J100aBOK, KamuiicOeperammux IUYPETHKOB, KaJIMUCOACPKAIIUX 3aMEHHUTEICH
MUIIEBON COJIM WM APYTUX JEKAPCTBEHHBIX MPENapaToB, CIIOCOOHBIX YBEIMUMUBAThH COJCPIKAHHE
KaJlisg B CHIBOPOTKE KPOBHU (Hampumep, MpernapaThl, COIEpKalue TPUMETONPUM), OCOOEHHO Y
MAIMEHTOB C HapyIIeHHeM (PYHKIUM MOYEK, MOXKET MPUBECTH K 3HAUUTEILHOMY YBEIUYCHUIO
COJIep)KaHMs Kajlusl B CBIBOPOTKE KpOBH. [ MmnepkaiveMus MOXKET MNPUBOAUTH K CEPbE3HBIM,
WHOTAA CMEpTENbHBIM, apuTMusiM. Ilpu HEOOXOOUMOCTH OJHOBPEMEHHOTO MPUMEHEHHS
npernapara DHan-HJI ¥ mepedyrciIeHHbIX BBIIIE JIEKAPCTBEHHBIX CPEICTB CIEAYeT COOII0IaTh
OCTOPOKHOCTb U PETYJIAPHO KOHTPOJIUPOBAThH COACPIKAHNE KAIHS B CBIBOPOTKE KPOBHU.

JleTy ¥ moapOCTKU

be3onacHocTh prMeHEHUs y JIETeN U MOJPOCTKOB HE yCTaHOBJEHA. JlaHHbIE OTCYTCTBYIOT.

BcnomorarenbHbIe BEIIECTBA

Jlakmo3vl monocuopam

[TamenTaM C peako BCTPEUAOMIECHCS HACIEACTBEHHOM HEMEPEHOCHMOCTBIO TallaKTO3bI,
AeUIMTOM JaKTa3bl WIN IMII0KO30-TaJaKTO3HON MababcopOuuneil He cieayeT NPUHUMATh 3TOT
mpernapar.

Hampuii

JanHbiii penapat conepkut MeHee 1 mmoib (23 mr) Hatpus Ha | TableTKy, TO €CTh, IO CYTH,
HE COJIEPKUT HATPHAL.

4.5. B3aumopaeiicTBHe ¢ JIpPYIrMMM JIEKAPCTBEHHBIMH IpenapataMd M JApyrue BHABI
B3aMMOJeiCTBUI

T'uapoxaoporuasun

Moxer HaOmMIOMAThCS B3aUMOACWUCTBHE C THUAPOXJIOPOTHA3HIOM TMPU  OJHOBPEMEHHOM
MPUMEHEHUH C HUKETIEPEUUCIICHHBIMU JICKAPCTBEHHBIMH CPE/ICTBAMH.
MuopenakcaHThl HEIETIOJIIPU3YIONIEro TUTIA ACHCTBHS (HAIpuMep, TyOOKypapruH) — BO3MOYKHO

YCUIICHHUC 3(1)(1)6KT& MHUOPCIAKCAHTOB.
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OraHon, 0apOuTypaThl, HAPKOTHMUYECKUE AHAJIBI€TUKU MOTYT IOTEHLHUPOBATH PHUCK pPa3BUTHUS
OPTOCTATHYECKOU TMITIOTCH3HH.

lunornukemuueckue cpenctBa (s MpUeMa BHYTPh M WHCYJIHMH) — MOXKET MOTpPeOOBaThCS
KOPPEKIIHUS 103bI TUIIOTTTUKEMUYECKUX CPE/ICTB.

KonectupaMuH M KOJECTUIION — B TPUCYTCTBUM AHUOHHBIX OOMEHHBIX CMOJI BCACHIBAHHE
THJIPOXJIOpOTHA3Ka Hapymaercs. KojecTupaMuH M KOJECTHUIION B Pa30BOM JI03€ CBSI3BIBAIOT
THJIPOXJIOPOTHA3H]T M YMEHBIIAIOT €0 BCACBIBAHUE B JKEIYJOYHO-KUIIIEYHOM TpakTe Ha 85 % u
43 % COOTBETCTBEHHO.

KoprtukocTtepouipl, aapeHOKOPTUKOTPONHBI TOPMOH (KOPTHKOTPONWH) — BBIPAKCHHBIC
AJIEKTPOJIUTHBIE HAPYIIEHUS, B YACTHOCTH, PUCK Pa3BUTHS TMIIOKATUEMHH.

[Ipeccopubie aMuHbI (HanpuMep, SMUHEGPHUH) — BO3MOXKHO CHIDKEHHE BHIPAKEHHOCTH OTBETA Ha
BBEJICHUE IPECCOPHBIX aMUHOB, HO HE HCKJIIOYAIOIIEe BO3MOXKHOCTh WX OJHOBPEMEHHOTO
MIPUMEHEHUSI.

[Ipenapartsl, yBenuuuBaromue natepan QT (Hanpumep, XMHUIUH, TPOKAMHAMUJI, aMUOIAPOH,
COTAJION) — MOBBIIICHUE PUCKA PA3BUTHS MMUPYITHOM JKEITYTOUKOBOI TaXUKapPIHH.

CeplievHbIe TITMKO3H/IbI — TUTIOKATUEMHSI MOXKET TIOBBIIIATh YYBCTBUTEIHHOCTh WIIM YCHUIIMBAThH
PEaKIUIO CO CTOPOHBI Cep/illa Ha TOKCHYECKOE BO3/IEHCTBUE CEPACUHBIX IITMKO3UI0B (HAaIIpUMep,
yBEJIMUEHHE KETyI0YKOBOM BO3OYIUMOCTH).

[Tepeno3upoBka «IETAEBBHIMIY AUYpPETUKaMH (Hampumep, QypoceMHiom), KapOeHOKCOIOHOM,
CIIa0UTETHbHBIMU CPEACTBAMHU — THUAPOXJIOPOTHA3H]] MOXKET yBEIHYUThH MOTEPI0 Kaiuus W (WIIH)
MarHusl.

[uroctatnku (Hampumep, mUKIopochamMua, METOTpeKcaT) — THA3HABl MOTYT CHIDKAThH
AKCKPEIMI0 TMOYKAMH ITUTOTOKCUYECKHX TMPENapaTOB W YCHIMBATh HX MHUEIOCYIPECCUBHBIC
3¢ HexTHI.

HIIBII (Bxutouass murubutopsl L[OI'-2) — y Hekoropbix mauumentoB HIIBII, B Tom umcie
cenektuBHbIe MHTHOUTOPHI [[OI'-2, MOTYT CHWKATh NUYypETUYECKUH, HATPUHYPETUUECKUU W
AQHTUTUTNICPTEH3UBHBI 3()(PEKT IUYypeTHKOB («HETIEBBIX» JUYPETHKOB, KaIHKACOEpPETaronux
JUYPETUKOB M THA3UJIOB). B CBSI3M ¢ 3THM MpH OJTHOBPEMEHHOM NMPUMEHEHHH TIpernapaTta JHarl-
HJI m HIIBII, Bxmowas waruomropsl [1OI-2, HeoOXoaumo TIIaTEeIbHOE HAOIOICHUE 3a
MAlMEHTOM JIJIsl OTIPEACIICHUs HAJTHYUS KETaeMOro TuypeTuieckoro s dexra.

OHajanpui

MokeT HaOIIOAaThCsl B3aMMOJACWCTBUE C SHAIAMPHUIOM IMPH OJHOBPEMEHHOM MPUMEHEHHH C
HUDKETIEPEUUCIIEHHBIMU JIEKAPCTBEHHBIMH CPEJICTBAMH.

Kanuiicoepecarowue  ouypemuxu, xanuticooepycawue nuwegvle 000asKu Ui opyeue

JIEKAPCMBEHHbLE npenapamnivl, cnocoobmvie yeeaudueambs codep:)fcaﬂue Kanus 6 CbleOponiKe Kpoeu
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Nurunburopsr AII® ocmabisioT BBI3BAaHHYI JWYPETHKAaMH TMOTepro Kamus. [lpumeHeHme
KanuiicOeperarmmux JUypeTUKOB (HarpuMep, CIMPOHOIAKTOHA, TUIEPEHOHA, TpUaMTepeHa UiIH
aMUJION/A), a TAaKXKe KaJMHCOAEpKalluX MHUIIEBhIX H00aBOK, KaJUCOIAEpKaIINX 3aMEHUTENICH
MUIICBOM CONMM, WM JAPYTHX JIEKAapCTBEHHBIX MPEnapaToB, CIOCOOHBIX YBEIUYHMBATH
coJlep>KaHMe Kajusi B CHIBOPOTKE KPOBH (HAmpHUMeEp, Mpenaparhl, COJEpKalue TPUMETOIIPUM),
MOJKET MPUBECTH K 3HAYUTEILHOMY MOBBIIICHUIO COJIEP)KAHUS KaIUs B CHIBOPOTKE KpoBH. [Ipu
HEOOXOJMMOCTH OJIHOBPEMEHHOTO0 TMPUMEHEHUs »HHANANpWiIa M TEePEUYUCICHHBIX BBIIIE
KaJuiicofepKaluxX WM CIIOCOOHBIX YBEJIMUYMBATH COACP)KAHUE Kallusl IPerapaTroB CIEAyeT
COOJIFO/IaTh OCTOPOKHOCTh M PETYISIPHO KOHTPOJIMPOBATH COJIEP)KAHHE Kallusi B CHIBOPOTKE
KpoBu (cm. paznen 4.4.).

Kanutinecoepezarowue (muazuouvle uiu «nemiegvlen) OUypemuxu

JledeHue BBICOKMMH J03aMH JUYPETHUKOB, MPEAIISCTBYIOIIEE Hadally Tepaliiy JHaJalpuiioMm,
MOXKET TMOBJIEYb 3a COOOW CHMKEHHE O0beMa IUPKYIUPYIOUMIEH KPOBU WM PHUCK Pa3BUTHSA
aprepuagbHON runoTeHsuu (cM. paszgens! 4.2., 4.4.) I'mnoreH3uBHble 3(PQEKTH] MOryT OBITH
YMEHBIIEHBI IyTeM TMpPEKpalleHusl MpueMa IUypPEeTHKa, BOCHOIHEHHS O0beMa KUIAKOCTH WIIH
YBEJIWYCHUS TOTPEOJICHUS COITH.

IIpenapamsi 3010ma

CHUMIITOMOKOMILIEKC (HUTPATOMOAOOHBIE PEAKIUH), BKIFOYAIOIINN «IIPUIUBED) KPOBH K KOXE
JUIa, TOIIHOTY, PBOTY M apTepUalbHYIO THUIOTCH3MIO, HAOMIOJACS B PEAKUX CIydasx MpH
OJTHOBPEMEHHOM NPHUMEHEHHH NpEeNnapaTroB 30JI0Ta IS MapEHTEPAILHOTO BBEIEHHs (HATpUS
aypotuoManar) u uHruoutopos AII®, Bkitouas 3HaIanpuil.

Tpuyukauueckue anmuoenpeccanmol/HetpoenmuKu/cpeocmaea ons obwetl
anecmesuu/Hapkomuyeckue cpeocmasa

OnHOBpEeMEHHOE MpPHUMEHEHHE HEKOTOPBIX CPEICTB U OOIIed aHeCTe3MH, TPUIMKIMYECKUX
AHTHJICTIPECCAHTOB U HEUPOJNEeNTUKOB ¢ MHrHOMTOpamu AIID MOXET MpHBECTH K YCHIICHUIO
aHTUTHIIEpTEeH3UBHOTO A dexTa (cM. pazaen 4.4.).

Omanon

OTaHOJ YCUJIMBACT aHTUTUIIEPTEH3UBHOE JieiicTBre HHTHOUTOPOB ATID.

Ayemuncanuyunosas Kucioma, mpomoorumuxu u 6ema-aopenooi0Kamopwvl

DHajmanpui MOXHO MPUMEHSTh OJTHOBPEMEHHO C alleTUJICAIIMIMIOBOM KHUCIOTOW (B KauyecTBE
AQHTUATPETAHTHOTO CPEJICTBA), TPOMOOIMTHKAMH U OeTa-aapeHo0I0KaTOpaMHu.
Cumnamomumemuxu

CHUMITaTOMUMETHKH MOTYT CHIDKATh aHTUTHIIEPTEH3UBHBIN AP (dekT HHruouTopoB AlID.

T'unoenuxkemuueckue cpedcmea
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 10.10.2023 N= 20063

(MOCNEOOBATENBHOCTE 0003)

ONUAEMHUOJIOTHYECKHE  MCCIENOBAaHMS  IOKa3alid, YTO OJHOBPEMEHHOE IMpPUMEHEHUE
uHruo6uTopoB AII® M rHNOrTUKEMUYECKUX CPEACTB (MHCYJIMHA, TMIIOTIIMKEMUYECKUX CPEJCTB
JUI TIpUE€Ma BHYTPb) MOXET YCWIUTh TUIOIVIMKEMUYECKMH AS(PQEKT MOCIETHUX C PUCKOM
pasBuTHs runorinukeMuu. JlaHHbll (eHOMEH, Kak MpaBuiIo, Haubojee YacTo Habirojancs B
TEYEHUE IEepPBbIX HeAeNb KOMOMHUPOBAHHOW TEpanuu, a TakKe y HNAIMEHTOB C HapylICHHEM
(GyHKIMM TOYeK. Y TAlMeHTOB C CaXapHbIM AMA0ETOM, MPUHUMAIONIMX THIIOTIUKEMUYECKHE
cCpeAcTBa JuId IpUeMa BHYTPb WM MHCYJIUH, CIEQYeT peryjlspHO KOHTPOJIMPOBATH
KOHIICHTPAIMIO TJIOKO3bl KPOBH, OCOOEHHO B TEUEHHE IIEPBOTO MeECsla OJHOBPEMEHHOTO
pUMeHeHus ¢ uHruouTopamu AI1D.

Uneubumopvr mTOR (mammalian Target of Rapamycin — muwens panamuyuna 6 Kiemxax
MIIeKOnUmMaowjux) (nanpumep, memcuporuMyc, CUpOIUMYC, I8EPOTUMYC)

VY nauMeHToB, NPUHUMANONUX OJHOBpeMeHHO HHrubutopsl AII® u wunrubutopsr mTOR,
HAOJI0JAJIOCH YBEIMYCHNE PUCKAa aHTHOHEBPOTUYECKOTO OTeKa (cM. pa3zaen 4.4.).

HUneubumopwi neiimpanvrou snoonenmuoasvl (HII1)

Coo0mianoch O TOBBIIIEHHOM PUCKE Pa3BUTHS  AHTMOHEBPOTHYECKOTO OTeKa MpHU
OJTHOBPEMEHHOM IIpUMeHeHuH uHruoutopos All® ¢ panexkagorpuioM (MHTUOUTOP
sHKe(aTNHA3bI, IPUMEHSEMBIN IS JICYSHHUSI OCTPON JHAPEN).

IIpu ongHOBpeMEHHOM NpUMEHEHUH HHTruouTopoB AIID ¢ nekapcTBEHHBIMHM MpenapaTami,
colepKalllUMU ~ CaKyOMTpWi  (MHTUOMTOpP HENPWIM3MHA), BO3pPAcTaeT pHUCK Pa3BUTUA
AHTMOHEBPOTUYECKOTO OTEKa, B CBS3M C 4YE€M OJHOBPEMEHHOE IPUMEHEHHE YKa3aHHBIX
IpenaparoB MpoTuBonokazaHo. HruOutopsr AII® crnexyer Ha3HayaTh HE paHee, YEM uepes3
36 4acoB mocie OTMEHBI MPENapaToB, CoAEPKAIMUX cakyOuTpui. [IpoTruBonoka3zaHo Ha3HAYEHHE
IpenapaToB, COJAEPIKAIINX CAKyOUTPWII, MAeHTaM, MMoayJaonmM HHruouTopsl AT, a Takxke
B T€YeHHE 36 4acoB Mocie OTMEHbI HHTHOUTOPOB ATID.

Bunoaenunmun

Y manMeHToB, TNPUHUMAIONIUX OJHOBpPEeMEHHO WHruOuTopel All® w BWIZaraIunTuH,
Ha0JI0/1a710Ch YBEIMYEHNE PUCKA Pa3BUTUS aHTHOHEBPOTUYECKOTO oTeKa (cM. paszzen 4.4.).

KomOunarnus TUAPOXJIOPOTHA3M A U SHAJIAIIpHujIa

Lpyeue ecunomensusnuvle cpedcmesa
AnuTUBHBIA 3QPEKT MOXKET HaONII0AThCsl IPU OJJHOBPEMEHHOM NMPUMEHEHHUHU SHajanpuia u
JIPYro¥l TUIIOTEH3UBHON TEPaIIUH.
OnHOBpEeMEHHOE MpPHMEHEHHE »>Hanampuiaa ¢ Oera-aJpeHOo0JI0OKaTOpaMM, METHIIONON WIH
OJoKaTopaMHM  «MEIJICHHBIX»  KaJbLIMEBBIX  KAHAJIOB  IIOBBIIIAJO  BBIPAKEHHOCTb

AHTUTHIICPTEH3UBHOTO P (eKTa.
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ot 10.10.2023 N= 20063

(MOCNEOOBATENBHOCTE 0003)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

OnHOBpeMEHHOE TPHUMEHEHHE JHajampwia ¢ anbda-, Oera-agpeHoOsoKaTopaMu |
TaHTTIMO0I0KaTOPaMHU JI0JIKHO TPOBOIUTHCS MO TIIATEIbHBIM BpaueOHBIM KOHTPOJIEM.
OpHoBpeMeHHOE npuMeHeHHe npenapara OnHan-HJI ¢ HuTpormmuepuHoM, Ipyrumu
HUTpOTNpenapaTaMi Wi IPYTUMHU Ba30AUIATaTOPAMHU YCHIMBAET aHTUTUTIEPTEH3UBHBIHN 3 (HEeKT.
eouinas baokaoa peHuH-an2uomeH3uH-a1bO0CMeEPOHOBOL CUCTEMbL

HBoiinas 6mokaga PAAC ¢ mpumenenunem APA I, unruburopo AII® wunm anuckupena
(MHrMOUTOp PpEHMHA) acCOLMUPOBAHA C IIOBBIIIEHHBIM PHCKOM DAa3BUTHs apTepUabHOU
THIOTEH3UH, 0OMOPOKa, THUIIEPKAIUEMUN U HapylleHUil (YHKIHUU MOYeK (B TOM YHCIE OCTPOM
MIOYEYHON HEJOCTAaTOYHOCTH) IO CpPaBHEHHIO ¢ MoOHoTepamuei. HeoOxoaum peryispHbIi
KOHTposib AJl, (QyHKIMM T1OYeK M COJEep)KaHHUs HIIEKTPOJIUTOB B KPOBH Yy IAlMEHTOB,
INPUHUMAIOIMX OJHOBpeMeHHO mpemnapar OnHan-HJI u gpyrue nekapcTBEeHHBIE CpPEICTBa,
piausitomne Ha PAAC. OnHoBpeMeHHOe NpuMeHeHue MHruoutTopoB AIID ¢ anuckupeHoM WM
ATMCKUPEHCOACPIKAIUMHE MIperapaTaMu MPOTUBOIOKA3aHO Y MAIIMEHTOB C CaXapHbIM AHa0eTOM
n (WIM) C YMEPEHHbIMH WM TsDKeNbIMM HapylieHusMu ¢yHkuun nodek (CK® wmenee
60 mu/mMun/1,73 M? nomany MOBEPXHOCTH Tela) U HE PEKOMEHIYeTCsl y IPYTUX HaIllUEHTOB (CM.
paznensi 4.3., 4.4.).

OpnnoBpeMeHnHoe npuMeHeHne HHruOuTopoB AII® ¢ APA Il mpoTuBoIoka3aHo y MamyeHTOB C
nuabeTndeckoil HeponaTHel U He PpeKOMEHIyeTCsl y IpyTuX NauueHToB (cM. pasnen 4.3.).
IIpenapamui aumus

Huyperuku u uHruoutopsl AII®D CHMKAIOT BBIBEICHHE JIUTHS MOYKAMHU U YBEIUYHUBAIOT PUCK
pa3BUTUS JUTUEBOW HHTOKcHKauuu. OnHOBpeMeHHOe mpuMeHeHue mpemnapara OHan-HJI u
MpernaparoB JIMTUS He pekoMmeHayercs. [lepen mpuMeHeHHeM MpenapaToB JUTHS HEOOXOIUMO
O3HAKOMHUTBCS C UHCTPYKIMEH 110 MIPUMEHEHUIO JAHHBIX IPEnaparos.

Hecmepouonvie npomusosocnanumenvhvie npenapamsi (HIIBII)

HIIBII, B ToM 4Hcie CENEKTUBHBIE HHTUMOUTOPHI IIMKIOOKcUreHasbl-2 (LIOI'-2), MoryT cHuXath
3pdexT  OUYpeTMKOB M JPYI'MX  THIIOTEH3MBHBIX  CpeACTB.  BceneactBue — atoro
AQHTUTUNEPTEH3UBHBIA AP GEKT aHTaroHUcToB penentopoB anruoreHsuHa II (APA 1I) wm
uHru6uTopoB AIl® moxer ObITH OciiabiieH npu onHoBpeMeHHOM npuMeHeHun ¢ HIIBIL, B Tom
YHCIIE C CeNeKTUBHBIMH uHrHOuTOpamu L{OI-2.

VY HEKOTOpBIX NAIlMEHTOB C HapyLUIeHHEM (DYHKIMM MOYEK (Hampumep, y HAlMEeHTOB IMOXKHIOTOo
BO3pacTa WIHM IAalMEHTOB C O0E3BOKMBAHMEM, B TOM YHWCIIE NPUHUMAIOMIUX JIUYPETHKH),
nonyyarormux Ttepamuto HIIBIT, B ToM wumcne cenektuBHbIMH uWHruouropamu [[OI-2,
onHoBpemeHHoe mpuMmenenrne APA Il wim warn6utopoB AII®D MoXeT BbI3BAaTH JalbHEHIIICE

YXyAUICHUEC q)YHKI_II/II/I IMMOYCK, BKJIIKOYas Pa3BUTHC OCTpOI>'I MOYCUHOM HEOOCTAaTOYHOCTH. I[aHHI:Ie
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ot 10.10.2023 N= 20063

(MOCNEOOBATENBHOCTE 0003)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

3¢ dexTsl 00BIYHO 00paTHUMBI, TIOATOMY OJHOBPEMEHHOE NMPUMEHEHHE JAHHBIX JICKAPCTBEHHBIX
CPEACTB IOJDKHO MPOBOJUTHCS C OCTOPOKHOCTBIO Y MAIMEHTOB ¢ HapyIIeHueM (QyHKIUH MTOYeK.
4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JTAKTALMS

bepeMeHHOCTD

[Ipumenenne mnpemapata Onan-HJI Bo Bpems OepemeHHOCTH mpoTuBONOKa3aHo. [lpu
JMAarHOCTUPOBAHUN OepeMEeHHOCTH mpueM mpenapara Duan-HJI momkeH ObITh HeMEIIEHHO
MPeKpalieH, €cIM TOJIbKO MpUEM IMpernapaTa HE CYHMTACTCA J>KU3HEHHO HEOOXOAWMBIM IS
MaTepH.

T'uopoxnopomuazuo

CyiecTByeT OrpaHUYEeHHBIN OMBIT MPUMEHEHHs THAPOXJIOPOTHA3HIA BO BpeMsi OEPEMEHHOCTH,
0cOOEHHO B MEPBOM TpuMmecTpe. ['mapoxIopoTHa3u NPOHUKAET Yepe3 IUIalleHTapHbIN Oapbep.
Ha ocHoBe ¢apmakosoruueckoro mMexaHuszMa JeHCTBHS THAPOXJIOPOTHA3UAA MOXKHO CHENATh
BBIBOJI, UTO €r0 NPUMEHEHUE BO BPEMsI BTOPOIO M TPETHETO TPUMECTPOB MOXKET NMPHBECTH K
HapyuieHUIo QeTorialeHTapHoi nepgy3un U BbI3BaTh Y HOBOPOKIEHHOTO Takue 3(PPeKThl, Kak
KEINTyXa, HapyIIeHNEe BOJHO-JIEKTPOIUTHOTO Oajanca ¥ TPOMOOLIUTOTICHUSI.
I'mppoxnmopornazuy He JODKEH NPUMEHATbCS A JIeYeHHMs] T[eCTallMOHHOIO — OTeKa,
TeCTAllMOHHOM apTepUaIIbHOM TUNEPTEH3UH WM TPEIKIAMIICUH, IOCKOJIBKY 3TO MOXKET
npuBecty K cHwkeHnto OLIK wu mnanenrapHoil mnepdysun 0e3  MOJOKHUTEIBHOTO
TepaneBTHYecKoro s dexra.

I'mapoxsiopoTnasuy He AOJDKEH NPUMEHATHCS AJIs JICUCHHsS apTepUalbHON THIEPTEH3UH Yy
OEpEeMEHHBIX 3a HCKJIIOUYEHHUEM pEJKHMX ClIydyaeB, KOIJa HEBO3MOXKHO INPUMEHEHHE ApYyrou
Teparnuu.

Het naHHBIX 0 BO3MOYKHOCTH BBIBEJICHUS THAPOXIOPOTHA3HIA U3 KPOBU HOBOPOXKJICHHOTO.
OHnananpun

B omy0nMKOBaHHBIX pe3yabTaTaX PETPOCHEKTHBHOTO SIHJIEMHOJIOTHUECKOTO HUCCIIECIOBAHUS
HOBOPOX/ICHHBIX, MaTepu KOTOPbIX MNpHHUMaIK HHruouropel AlID B TeueHue mnepBoro
TpUMecTpa OEpeMEHHOCTH, OTMEYAJICs TOBBIIIEHHBIH PHUCK Pa3BUTHUS CEPhE3HBIX BPOXKICHHBIX
MOPOKOB PAa3BUTUS IO CpPAaBHEHHWIO C HOBOPOXKACHHBIMH, YbH MaTepd HE NPUHUMAIH
uHruoutopsl AII® B TeueHue nepBoro TpumecTpa OepeMmeHHOcTH. KosmyecTBo cityyaes
BPOXKJCHHBIX Je(EKTOB ObUI0O HHU3KUM, M pe3yibTaThl JAaHHOTO HCCIEIOBAHUS HE OBLIH
MOBTOPHO MOATBEPKICHBI.

Wurubutopsl AII® moryr BbI3BIBaTH 3a00J€BaHME WM TMOENb IUIOJA WIM HOBOPOXAEHHOTO
IIpU IPUMEHEHUH UX OEpEeMEHHBIMH BO BPEMsI BTOPOTO U TPETHETO TPUMECTPOB OEPEMEHHOCTH.
ITpumenenne wunru6buropos AIID B paHHBIE NEPUOIBI COMPOBOXKAAIOCH OTPULATEIBHBIM

BO3/ICMICTBHEM Ha IUIOJ M HOBOPOXJEHHOI'O, KOTOPOE MPOSBISLUIOCh B BHJIE apTepUAIbHOM
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

TUIIOTEH3UH, TIOYEYHONH HEJOCTATOYHOCTH, TUIIEpKATMEeMHUH U (MJIK) TUIIOIJIA3UU KOCTeH depemna
y HOBOpOXJeHHOro. Takke cooOIIanoch O HEJOHOUIEHHOCTH, 3aJiepXkKKe BHYTPHUYTPOOHOTO
pa3BUTH TUIOZAa U He3apanleHun aprepuanbHoro (borammosa) mpoToka, 0lHaKO HESICHO, OBLITH
JIY 3TH CITy4au CBSI3aHbI C IeHCTBHEM HHTHOUTOPOB AITID.

Bo3MoxxHO, pa3BUTHE OJIMTOIMJIPAMHHUOHA IIPOUCXOAUT BCIIEACTBHE CHM)KEHUS (PYHKIMU MTOYEK
107a. JTO OCIOKHEHUE MOXKET MPUBOANUTH K KOHTPAKType KOHEYHOCTEH, nedopManui KoCTen
yepena, BKJIIOYas €ro JIMIEBYIO 4acTb, TMIONJIA3UM JIETKUX IUI0JA. JlaHHBIE HEXKellaTesbHbIE
3¢ (eKThI, TO-BUIUMOMY, HE SBISIOTCS PE3yIbTATOM BHYTPHUYTPOOHOTO JCHCTBHS MHTHOWTOPOB
AII® Bo BpeMs IepBOro TpumMecTpa OEpeMEHHOCTH.

PyruHHOoe mnpuMeHEeHHe AMYPEeTHKOB BO BpeMsi OEpeMEHHOCTH Yy 370POBBIX JKEHIIWH HE
PEKOMEHIYeTCs, IOCKOJIbKY IIOABEpraeT MaTb W IUIOJ HEHYKHOH ONACHOCTH, a HMMEHHO —
Pa3BUTHUIO SMOPUOHAIBHON KENTYXH U KEITYXH HOBOPOKIACHHBIX, TPOMOOLIUTONIEHUH U JPYTUX
BO3MOXHBIX HEXeJaTeIbHbIX peakiuii, KOTOpble HAOIIOAAINChH Y B3POCIBIX MAI[EHTOB.

[Ipu Haznauenuu npenapara DHamn-HJI Bo BpeMs 6epeMeHHOCTH HEOOXOJUMO MH(POPMHUPOBAThH
MAIMEHTKY OTHOCHUTENBHO MOTCHIMAIBHOTO pUCKa s mioja. B Tex peakux ciydasx, Korjaa
IIpUMEHEHHE MpernapaTa BO BpeMs 0epeMEeHHOCTH CUUTAETCs] HEOOXOAUMBIM, CIeyeT IPOBOIUTD
MEPUOANYECKOE YIbTPA3BYKOBOE OOCIIE€IOBaHME [UIS OLIGHKH HHJAEKCa aMHHUOTHYECKOM
KHUIKOCTU. B cityuae BBISBICHHS B XOJ€ YIbTPa3BYKOBOI'O 0OCIIEOBAaHMS OJUIOIMIPAaMHHOHA
HE0OX0IMMO TpeKpaTuTh mpueM mnpemnapata JHan-HJI, ecau Tombko mpuwem mpemnapara He
CUMTAETCSI )KU3HEHHO HEOOXOJUMBIM JUId MaTepu. TeM He MeHee, U MaIeHTKa, U Bpay JIOJKHBI
3HATh, YTO OJIMTOT'MPAMHHUOH PA3BUBACTCS IIPU HEOOPATUMOM MOBPEKIECHUH ILJI0/A.

Ecnu ma ¢one nmpuema marnouropoB AIID Bo Bpemsi OepeMEHHOCTH HAOIIOACTCS pPa3BUTHE
OJIMTOTHJIPaMHHOHA, TO B 3aBHCHUMOCTH OT CPOKa OEPEeMEHHOCTH JUISl OLIEHKU (DYHKIIMOHAIEHOTO
COCTOSIHMA TIIOJa MOXET ObITh HEOOXOJMMO IPOBEICHHE CTPECCOBOIO TECTa, HECTPECCOBOTO
TecTa WM ompeenenue onopusnueckoro npoduis miona.

HoBopoxnennpie, upbn Matepu mNpuHHUMaIM mnpenapar JHan-HJI Bo Bpemsi GepeMeHHOCTH,
JIOJDKHBI OBITH TIIATENBHO 00CIIeI0BaHbl B OTHOIICHUN BBISIBIICHUSI apTEPUATBHON THIIOTCH3HUH,
OJIUTYPUH U TUIEPKATUEMHH. DHaJANpPUI NPOHHUKAET yepe3 IUIaleHTapHblid 6apeep. OH MOXeT
OBbITh YAaCTUYHO YJAAJEH U3 KPOBOOOpAIEHHs HOBOPOXKJIEHHOTO C MOMOIIbIO MEPUTOHEAIBHOIO
nuanu3a. TeopeTHueckn OH TakKe MOXKET ObITh yJalleH OCPEACTBOM OOMEHHOIO NepeIuBaHMs
KPOBH.

JlakTanus

[Ipumenenue npenaparta Snan-HJI Bo Bpems TpyJHOr0 BCKapMIIMBaHHUS MPOTUBOIIOKA3aHO.
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(MOCNEOCBATENBEHOCTL 0003)

DHananpuil ¥ THA3WAHBIE TUYPETUKHU BBIIEISIOTCS C TPYAHBIM MOJOKOM MAaTepH B CIIEIOBBIX
KoJm4ecTBax. B ciyuae HeoOxoauMocTu mpuMeHeHus npenapara DHan-HJI B nepuoa rpynHoro
BCKapMJIMBAHUA MAIMCHTKA NOJDKHA MIPEKPATUTL KOPMJICHHUE I'PY/AbIO.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeacTBAaMH H padoTaTh C
MeXaHM3MaMH

[Ipu ympaBneHUM TPAHCIOPTHBIMHU CpPEACTBAMH M MEXaHU3MaMH CJEAyeT YYHUTHIBATh
BO3MOKHOCTb Pa3BUTHsI FOJIOBOKPYKEHUsI WK ciaabocTu (cM. paszen 4.8.).

4.8. He:kenaresbHble peakuuu

Pesrome npodumiis 6e30nacHOCTH

[Ipenapar Ounan-HJI, kak npaBuio, Xopouio nepeHocuTcs. B KIMHMYECKUX HCCIEOBAHUAX
no6ouHbIe 3 (HEeKTHI ObUIH, KaK MPABHUIIO, JETKUMHU, TIPEXOSIIMMHU U HE TPeOOBAIM MTPEepPhIBAHUS
JICUCHHUS.

TabauuHOE pe3roMe HEXENaTENbHbBIX PEAKIINT

YacroTa BCTPEUaeMOCTH OMpEIENiCHa CIEAYIIUM o0pa3oM: odeHb 4acto (= 1/10), gacrto
(ot 2 1/100 mo < 1/10), mewacto (ot = 1/1000 mo < 1/100), peaxo (ot = 1/10000 mo < 1/1000),
oueHb peako (< 1/10000), wactora HewWsBecTHA (MCXOAS W3 HMEIONIMXCS JAaHHBIX YacTOTY
BO3HUKHOBEHHSI OINPEACITUTh HEBO3MOXHO). HexenmaTenpHble pEaklUMU CrPYINIHAPOBAHBI B

COOTBETCTBUH C TIOPSIKOM Ha OCHOBAaHUM CHCTEeMHO-OpraHHbIX KiaccoB (COK).

HOﬁpOKa‘leCTBeHHLIe, 3JI0KAYE€CTBCHHbBIC H HCYTOYHCHHBIC HOBOOﬁpiBOBaHl/IH (BKJIquaﬁ

KHCTHI U MOJIMIIbI)

YacrtoTa HEMEJIAHOMHBIH pak Koxu (6a3anpHOKIeTouHas KapuuHoma (BKK) u

HEW3BECTHA mockokeroyHast kapauaoMa (ITKK))****

HapyiieHusi co CTOPOHBI KPOBH H JTHM(ATHYECKOI CHCTEMBI

Heuacto aHeMus (BKITIOYAs alUTACTUYECKYIO U TEMOJIUTHYECKYIO)

Penxo HEUTPOTICHUS, CHIDKEHHWE TEeMOIVIOOMHa, CHIDKEHHE TI'eMaTOKpHTa,
TPOMOOITUTOIICHHS, arpaHyJIoOIMUTO3, yrHETEHUe KOCTHOMO3TOBOT'O
KPOBETBOPEHUS, JICHKOTICHUS, MMaHIIUTOIICHUS, mumbaaeHonaTus,

AYTOUMMYHHBIC 3a001eBaHus

IJHIOKPUHHBbIE HAPYIICHUSA

Yacrora CUHAPOM HEaJIeKBaTHOM CEKPELNH aHTUANYPETUYECKOIO TOPMOHA

HCHU3BCCTHA

Hapymenust MeTra0osim3Ma U NIUTAHUA

17
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Yacro TUIIOKAJIMEMHUS, YBEIIMUEHUE KOHLEHTPALUN XOJIECTEPUHA U TPUTIULEPHUIOB

B KpOBHU, THICPYPUKECMUA

Heuacto THIOTIUKEMUS (CM. pasnen 4.4.), TuIoMarHueMusi, 000CTPEHHUE TCUCHUS
noaarpsr*

Penko MOBBINICHHE KOHIIEHTPALIUH TJIFOKO3bI B KPOBU

OdeHb peaKo runepkanbiueMus (cM. pazaen 4.4.)

Ilcuxuveckue HapyumieHus

Yacto Jieripeccust
Heuacro OecCcoHHUIIA, TIOBBIIIICHHAs HEPBO3HOCTh, CHIDKEHHE JTHOUI0*
Peaxo HEOOBIYHBIE CHOBHJICHHUS, HAPYIICHHS CHA

Hapyuienusi co cTOpOHbI HEPBHOIT CHCTEMBI

Yacrto roJoBHas 60116, 0OMOPOK, H3MEHEHHUE BKyCa

Heuacto CIIYTaHHOCTb CO3HaHU, COHJIMBOCTB, napecre3us, CHCTCMHOC

TOJIOBOKPY)KEHHE/BEPTHUTO

Penxo napessl (110 NPUYHUHE THIIOKAINEMUN )

Hapyuienusi co CTOpOHbI OPraHa 3peHust

Ouenb yacTo HEYETKOCTb 3PUTEILHOIO BOCIIPUSITHS
Yacrora OCTpas 3aKpbITOYTOJIbHAs TJIAYKOMa, OCTpas MUOIUS, XOPHUOUJAIbHBIN
HEW3BECTHA BBITIOT

Hapyumienusi co cTOpoHbI OpraHa cjyxa u JadupuHTa

Heuacrto 1IyM B yIIax

Hapyumienusi co cTopoHbI cepina

Yacto HapylIeHHUe PUTMa cep/ilia, CTeHOKApANs, TaXUKaAPIUs

Heuacro OLIyIICHUE cepareOnenus, HHPapKT MUOKap/a WM HHCYIbT** (BO3MOXKHO,
BTOPHYHBIE 110 OTHOLICHUIO K BBIPAXCHHOW apTepUAbHON THIIOTEH3UHU Y

MaIMEeHTOB, OTHOCSIIMXCS K TPYIIE BRICOKOTO pUcKa (cM. pasznen 4.4.))

HapyuieHnusi co CTOPOHBI COCY/10B

OueHb yacTo TOJIOBOKPYKEHHE
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(RLTLN

Yacto BbIpaXX€HHOE CHUXKeHue AJl, oprocTaTuueckas TUOTEH3Hs
Hewacro «TPUIMBBDY KPOBU K KOXKE JIUIIA
Penxo cuHApoM PeitHo

HapyumeHusi co CTOPOHBI AbIXaTeJIbHOH CHCTEMbl, OPraHOB IPYAHOM KJIETKH CPe10CTeHUs!

Odenb yacTo Kallelb

Yacto OJbIIIIKA

Heuwacro puHOpest, 60JIb B TOpJie, OXPUILIOCTh, OPOHXOCTIa3M/OpOHXHATIbHAS acTMa
Penxo JIeTOYHble HMH(QUIBTPATHl, PECHUPATOPHBIN IUCTPECC-CUHAPOM (BKJIIOUAst

ITHEBMOHUT u OTEK JIETKHX), PUHMUT, aJIepruYeCKui

aJIbBEOJIUT/203MHO(DUIIbHAS THEBMOHHUS

Ouenb peako

OCTpBIN peCIIUPATOPHBINA AUCTpECC-CUHAPOM (CM. paszzen 4.4.)

Kenyno4Ho-KnIeYHbIC HAPYLICHHSA

QOueHp yacTo

TOIIHOTa

Yacro nuapest, 60J1 B 00JIaCTH J)KUBOTA

Heuacro KUIICYHAs HENPOXOJUMOCTh, MAHKPEATUT, PBOTA, AMUCICICHUS, 3arop,
AHOPEKCHS, Pa3PAKCHUE KETYAKa, CYXOCTh CIU3UCTON 0O0IOUYKH TTOIOCTH
pTa, s13Ba JKENIy/IKa U JBCHAANATHIIEPCTHON KUIIIKU, METEOpU3M™*

Penko CTOMATUT/aQTO3HBIC SI3BBI, TIIOCCUT

Ouensb penko

WHTECTUHAIBLHBIA OTEK

Hapymenusi co CTOPOHBI IIEYEHHU U KeTYEeBbIBOAAIINX Ty Tei

Penxo

Ne4YCeHOYHasA HCAOCTATOYHOCTb, HCKPO3 IICHCHU (BO3MO>KHO C JICTAJIbHBIM

HUCXOJIOM), TemaTtuT (TeMaTOlCIUTIONAPHBIA  WJIM  XOJIECTAaTHUCCKHA),

KENTyXa, XOJEHUCTUT (OCOOEHHO Yy TALMEHTOB C >KEITYHOKAMEHHOM

00JIe3HBIO B AHAMHE3E)

Hapyuenus co ¢

TOPOHBI KOKH M MOAKOKHBIX TKaHel

Yacto

KOJXKHAs CBITTb (9Kx3aHTEMA), peakuun
THIIEPYYBCTBUTEIHHOCTH/QHTHOHEBPOTUYCCKHII OTEK: aHTHOHEBPOTUYCCKHIA
OTEK JINIa, KOHEYHOCTEH, TyO, S3bIKa, TOJIIOCOBBIX CKIIAJIOK H/WIH TOPTAaHH

(cm. paznen 4.4.)
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Heuacto

IOBBIIICHHOC ITOTOOTACIICHUC, KO KHBIHM 3y, KpalluBHUIIA, aJIOIICIIUA

Penxo

MHoOTOo(dopMHas s3putema,cuaapom CtuBeHca-/[>koHCOHa,
9KC(HOIMATUBHBIA JIEPMATUT, TOKCHYECKUI SIHUACPMATbHBIA HEKPOIU3,
nypnypa, 00OCTpeHHE TEYeHHs KOXHOM KpacHOM BOJIYaHKH, HeMmduryc,

PUTPOJEPMUs

HapyumeHusi o0 CTOPOHBI MBILIEYHOM, CKEJIETHON M COCIMHUTEIbHON TKAHU

Yacto

MBIIIEYHBIE cygoporu™**

Heuacto

apTpanrus’®

Hapymenusi co CTOPOHBI IOYEK M MOYEeBbIBOASIIHUX MyTel

Heuacto

HapylmieHusd (I)YHKI_II/II/I MMO4Y€CK, No4YCHYHad HCJOCTATOUYHOCTb, IPOTCUHYPUS

Penxo

OJIUTYpHsl, UHTEPCTULHAIBHBIN HehPUT

Hapymenusi co cTOpOHBI penpoAyKTHBHOM CHCTeMbI M MOJIOYHBIX JKeJie3

Heuacto

SpeKTUIIbHAs JUCyHKINS

Penxo

THHCKOMACTUA

OO0mue HApYLIEHNS U PeaKIIUM B MecTe BBeeHU s

OueHb yacto

aCTCHUA

Yacto

001b B rpyau, oBbIIICHHAA YTOMIISICMOCTD

Heuacto

YyBCTBO JUCKOM(OPTa, JINXOpaIKa

JlabopaTopHble 1 HHCTPYMEHTAJIbHbIC JAHHbIE

Yacro TUIEPKAIMEMHUS], YBEJIMUEHNE KOHIEHTPALUH CBIBOPOTOYHOIO KpEaTHHUHA
Heuwacro MOBBIIIEHNE KOHIEHTPALMY MOYEBUHBI B KDOBH, THIIOHATPUEMHUS
Penxo MOBBIIIEHHE AKTUBHOCTH  «IIEYEHOYHBIX» TpaHCAMHHA3, YBEIUYCHHE

KOHILIEHTpAIMK OnIupyOHuHa B CBIBOPOTKE KPOBU

* HaGmromanucey TOIBKO TP MPUMEHEHUH THIPOXJIOPOTHA3H 1A B fo3ax 12,5 mr u 25 wmr.

COOTBETCTBYET ZKCNEPTHOMY OTUYETY

** Uacrora cioydyaeB OblIa CpaBHMMa C 4acTOTOM, HaOMIOAaBLICHCS B KIMHUYECKUX
HCCIIEIOBAHUSAX TP NPHEME II1anedo WiIU Jpyroro npenapara CpaBHEHUsI.

*** YacTple MbIILICYHbIE CYIOPOTH HAOIIOAAINCh IIPU IPUMEHEHUU THAPOXJIOPOTHA3UA B 103aX
12,5 Mr um 25Mr, HeuyacTble MbIIIEUHbIE CyJOpOTM HAOMIOAAIUCh TMPU HPUMEHEHUH
THIPOXJIOPOTHA3HMIA B 103€ 6 MT.

*#%* Ha ocHOBaHMM MMEIOUIMXCS JAHHBIX SMHIEMUOJOTHYECKUX HCCIIENOBaHUN HabI0a1ach

KYMYJAATHBHAA O0303aBUCHMAas CBA3b MCXKAY THAPOXJIOPOTHA3UAOM KW HEMCEJIIAHOMHBIM PAaKOM
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

koxku (BKK u IIKK). Camoe GoJibliioe mcciaenoBaHrue BKIIOYAIO MOMYISITUIO, COCTOSIIYIO U3
71533 cnyuaee BKK u 8629 cnywaes IIKK, coorBerctByrommx 1430833 u 172462
y4aCTHHKAM HCCIICIOBAaHUS B KOHTPOJBHBIX TPyNIax HAceJIeHUs COOTBETCTBEHHO. Bricokoe
KYMYJSTHBHOE TpUMEHEeHue ruapoxiopornazuga (=50 000 mr) ObUIO acCOIMHUPOBAHO CO
CKOPPEKTHPOBaHHbIM oOTHOIIeHueM ImaHcoB (OLL), pasusim 1,29 (95 % JAU: 1,23-1,35) nus
BKK u 3,98 (95% IAU: 3,68-4,31) ana IIKK. KymynatuBans B3auMOCBSI3b «1033-OTBET
HaOmoganace kak uist BKK, tak u mia IIKK. B npyrom uccnenoBanuu ObLia OLieHEHa CBA3b
Mexnay passutuem paka ryoel (IIKK) m BosmelictBmem rumpoxioporuasmma: 633 ciydas
pa3BUTHS paka ryObl ObLIH cOMOCTaBIeHbI ¢ 63 067 yuaCTHUKaMH UCCIIEIOBAHUS B KOHTPOJILHOM
rpymnmne HaceneHus. KymynsiTUBHas B3aUMOCBSI3b «J103a-OTBET» ObLIa MPOJEMOHCTPUpPOBAHA C
yderoM ckoppektupoBannoro OIIl 2,1 (95% JAU: 1,7-2,6) mis OOBIYHOTO NPUMEHEHUS,
yBenuuusiuch 10 OII 3,9 (95 % JAU: 3,0-4,9) nns uaTeHcuBHoro npuMenenus (=25 000 mr) u
oul 7,7 (95 % AW: 5,7-10,5) nnst camoii BRICOKOH KyMyIssTUBHOM 710361 (> 100 000 mr).
Coo00111a710¢h 0 pa3BUTHH CUMITOMOKOMIUIEKCA, KOTOPBIA MOYKET BKJIIOYATh BCE MJIM HEKOTOPHIE
U3  CIEOYIOUIMX  CHMIITOMOB:  JIMXOPAJAKYy, CEpPO3UT, BACKYJIWUT, MHAJITHUIO/MUO3UT,
apTPaJTHIO/apTPUT, TIOJOKUTEIBHBIA TECT HAa AaHTHHYKIICAPHBIC AaHTHUTENA, YBEIUYCHUE
ckopoctu ocemanusi sputpouutoB (COD), s03uHOGWIMIO W JEHKOIMTO3. MOTYT Takxke
BO3HUKATh KOXKHAS ChITb, POTOCEHCHOMIHM3AIHS U APYTUE KOKHBIE PEAKIINH.

COO6U.ICHI/IC O IMOJ03PEBACMBIX HEKCIATCIIbHBIX PECAKIUAX

BaxxHo coo0marh 0 TMMOAO3pEeBaeMbIX HEXKETATEIbHBIX PEAKIHUSIX TOCIE PETUCTPAIIH
JIEKapCTBEHHOTO Iperapara C Lelblo 00eCreueHus] HePEPIBHOIO MOHUTOPHHTA COOTHOIICHHS
«TI0JIb3a — PUCK» JICKApCTBEHHOTO TMpenapara. MeIumuMHCKUM paOOTHHKAM pPEeKOMEHIYeTCs
coo0marh 0 JHOBIX TOJ03PEBAEMBIX HEXKENIATESIBLHBIX PEAKIHIX JIKAPCTBEHHOTO Iperapara
Yyepe3 HAI[MOHAIbHbIE CUCTEMBI COOOIECHHS O HEXKENATeNbHBIX PEAKIUAX TOCYAapCTB — YJICHOB
EBpa3uiickoro 3k0OHOMHUYECKOTO CO03a.

Poccuiickas @edepayus

109012, r. MockBa, CnaBsinckas 1., 1. 4, ctp. 1

®denepanbHas ciyx0a 1o Hax30py B chepe 3apaBoOXpaHeHUs

Ten.: +7 (800) 550 99 03

Anpec 31. noutsl: pharm@roszdravnadzor.gov.ru

Be0-caiiT: https://roszdravnadzor.gov.ru

Pecnybnuxa berapyco

220037, r. MuHck, ToBapuiieckuit niep., 1. 2a

PecnyOnukanckoe  yHutapHoe mpennpustue  «LleHTp JKcmepTM3 M HUCOBITAaHUH B

3PaBOOXPAHEHUID»
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Ten.: + 375 (17) 242 00 29

Anpec a11. moutsr: repl@rceth.by

Be06-caiiT: www.rceth.by

Pecnybnuxa Kazaxcman

010000, paiton baiikonsip, r. Actana, yi. A. UmanoBa, a. 13, BLl «Hypcaynet 2»

PI'Il Ha ITXB «HammoHanbHBIN [EHTP 3KCHEPTHU3BI JEKAPCTBEHHBIX CPEACTB M MEIHUIIMHCKUX
w3nenui»y KoMuTera METUIIMHCKOTO U (apMaleBTHYECKOTO0 KOHTpoJii MUHHCTEPCTBA
3npaBooxpaneHus Pecnyonuku Kazaxcran

Ten.: +7 7172 235 135

Anpec am1. moutsl: farm@dari.kz

Be6-caiiT: www.ndda.kz

Pecnybonruxa Apmenus

0051, r. EpeBan, np. Komuraca, 1. 49/5

«HayuHblii TIEHTp AKCHEPTU3bl JIGKAPCTB W MEAMIMHCKUX TEXHOJOTHMH WMEHH aKaJIeMHKa
2. lN'abpuensiaay

Ten.: +374 60 83 00 73

Anpec 71. moutsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

Be6-caiit: http://www.pharm.am

Kuipevizckasa Pecnybnuka

720044, Yyiickas obnacts, T. bumkek, yiu. 3-s1 Jluaus, 1. 25

JlemapTaMeHT JIEKapCTBEHHBIX CPEJCTB U MEJMIIMHCKUX U3IEITHN

Ten.: + 996 (312) 21 92 86

Anpec 311. moutsl: dlsmi@pharm.kg

Be06-caiiT: www.pharm.kg

4.9. llepeno3npoBka

I'uapoxsiopoTnasua

HawnGosee yacTo HaOIFOAAINCHh CUMITTOMBI, BBI3BAaHHBIC MTOTEPEH AIEKTPOIUTOB (THIIOKATHEMHUS,
TUTIOHATPUEMUS], TUIIOXJIOPEMUS) U JeTuparaiueid BCIEICTBUE uYpe3MepHoro auypesa. Ecnm
paHee MPUMEHSUINCh CEPACYHBIC TIUKO3HIbI, BO3MOXXHO YCYryOJIeHWE TEUYCHHUS apUTMHUI
BCJICACTBUEC TUITOKAJIUEMUHN.

OHaIanpu

Haubonee xapakTepHBIMU CUMIITOMAaMH TIEPEI03UPOBKH SIBISIFOTCS BRIpaXKEHHOE CHUKEeHHEe All,
HayMHAOIIeeCs] MPUOJM3UTENILHO Yepe3 6 4acoB IMOCNe NpHeMa Ipernapara OJHOBPEMEHHO C

omokanoit PAAC, u crynop. KoHuieHTpanuu sHananpuiaTa B CBIBOPOTKE KPOBH, MTPEBBILIAIOIINE
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B 100 u 200 pa3 KoOHIEHTpauu, HAOIIOJAIONTUECS MPU TPUMEHEHUU TEepPareBTUYCCKUX 03,
Bo3HuKam nocie npuema 300 mr u 440 Mr sHAIanpuia COOTBETCTBEHHO.

KomOunarus TUAPOXJIOPOTUA3K/L + SHAJIAIPUIT

JanHbIX 1O cnenuduyYecKol Tepanuud MEepeJO3HUpPOBKU HET. JIleueHWe CUMNITOMATHYECKOE H
nojziepxuBaromiee. [larueHT 1omKeH HaX0UThCS TOJT TIIATEIbHBIM BpaueOHBIM HAOIIOICHUEM,
Tepanus npernapaToM JOJDKHA OBITh MpekpalieHa. PekoMeHayeTcs mpoMbIBaHHE JKETyAKa, eCIH
npenapar MOPUHAT HEJAaBHO, a TakKe JIeYEeHWe JeruapaTalud, HapylmeHUH BOJHO-
ANIEKTPOJIUTHOTO OajmaHca W apTepUATbHOW THUNOTEH3WHM C TOMOINBIO  CTaHAAPTHBIX
Meponpuatuidi.  PekomeHIyemoe  JieueHHe ~ TEepeO3UPOBKH:  BHYTPHUBEHHAass  WUHQY3UA
0,9 % pacTBOopa HaTpusi XJOpHIa. OHaJanpuwiaT MOXeT ObIThb yJIaJleH M3 CHCTEMHOIO
KpoBOOOpaIieHusi ¢ moMoImipo remoauanusza (cMm. pasgen 4.4. «[laumeHTsl, HaxonaslIMecs Ha

TeMOJINATTN3E» ).

5. ®APMAKOJIOTTMYECKHE CBOMCTBA
5.1. ®apmakoaHaMHUYeCKHE CBOIICTBA
dapmakoTepaneBTUYeCKasi TpyIIa: CPeACTBa, ACUCTBYIOUIME Ha PEHUH-aHTHOTEH3HMHOBYIO
CUCTEMY; WHTHOUTOpPHI aHTHOTEH3WHNpeBpamarmmero ¢epmenta (AllD), xomOunanuu;
uHruouTOpHl AIlD U nuypeTuku
Kon ATX: CO9BAO02
[Ipenapar Duan-HJI npencrasnser coboit komOuHanmio wHruoutopa AIID (sHanampuna) u
IuypeTrKa (TUIPOXJIOPOTHAZHIA).
[Ipenapar Dunan-HJI obecrieunBaeT aHTUTHIEPTEH3UMBHOE M AMypeTHUecKoe neiictBue. J[ns
JICYeHHs] apTepUaIbHON TUIIEPTEH3UU SHAJANPUII U THAPOXIOPOTHA3U MOTYT MPUMEHSTHCS KaK
B MOHOTEpANMH, TaK U B COCTaBe KOMOMHHUPOBAaHHOW Tepanuu. [Ipu 3TOM aHTUTHUIIEPTEH3UBHOE
JNEHUCTBUE OJHOTO KOMIIOHEHTa IMpernapara JOMOJIHAET AaHAJIOIMYHOE JEHCTBUE JIPYroro
KOMITOHEHTA, TepaneBTUYeCKuil A(HEeKT coXpaHseTcs: B TeUeHHE 24 4acoB.

MexaHn3M JEUCTBUSA

Ouananpun

OHajnanpuil SBISETCS MPOU3BOJHBIM JBYX aMUHOKUCIOT — L-amanmna u L-nponuna. Ilocne
npuemMa BHYTPb SHANANpUi OBICTPO BCACBIBACTCS M THAPOJIU3YETCS B DHAIANPHIAT, KOTOPBIH
SIBJISICTCSI  BBICOKOCTIEITUUYIHBIM W JUIUTENBHO JAeHCTBytomuM uHrHOHTOpOoM AllD, HE
COJIEpIKAIIUM CYNIb(PTUAPUITBHYIO TPYIIITY.

All® (menTuaun-aunentuaaza A) KaTaau3upyeT MPEeBpalleHne aHTHOTCH3WHA | B MPEecCOpHBIiA
nentuy anruoteHsuH II. Tlocne BcachiBaHMsI >HamAampuil THAPOJIU3YETCS A0 SHajJanpuiaTta,

koTopblii uHruoupyer AII®. MurubupoBanue AIID mpuBOAUT K CHMXKEHHIO KOHLEHTPAIUH
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anrnoTeH3nHa Il B Tutasme KpoBH, YTO BieYeT 3a COOOW YBEIMYCHHWE AKTUBHOCTH DPEHHHA
I1a3Mbl  KpOBU (BCIIEACTBHE YCTPAaHEHHs] OTPUIATENLHOW OOpaTHOW CBS3M B OTBET Ha
BBICBOOO’KICHHE PEHNHA) U YMEHBIIIEHUE CEKPEIIUH aIbJ0CTEPOHA.

AIl® wunentuueH QepmeHTy KuHMHA3a Il, mosToMy sSHamanmpuia TakXKe MOXKET OJIIOKHUPOBAThH
paspylieHue OpaJuKMHMHA — IENTHAa, OOJIaJarollero BbIPAXEHHBIM Ba30MIATUPYIOIIUM
neiictBueM. 3HadeHHEe STOro 3PQexTa B TepaneBTHUECKOM JEHCTBHM JHAjamnpuia Tpedyer
YTOYHEHUSI.

HecmoTpst Ha TO, YTO OCHOBHBIM MEXaHM3MOM, TIPU TTOMOIIM KOTOPOTO SHANANPUI CHUXKaeT A/,
cuuraercsa noaasieHue akTUBHOCTU PAAC, urparomieil BaxHyo poiib B perynupoBaHuu AJl,
SHANIAPUI TPOSIBISIET AHTUTUIIEPTEH3UBHOE JAEUCTBUE AK€ y MAIMEHTOB C apTepUaAIbHOM
TUNEPTEH3UEN U CO CHIXKEHHOM aKTUBHOCTBIO PEHMHA IJIa3Mbl KPOBH.

Kombunayus euopoxnopomuazuo + swananpun

[M'uppoxnoporuasua ABiIgeTCS JUYPETHUECKUM U TMIIOTEH3UBHBIM CPEICTBOM, YBEIMYMBAIOIIUM
AKTUBHOCTb PCHUHA IIJIa3Mbl KpPOBH. Xots OHAJIAIIpHUJI oGnanaeT AHTUTUTNICPTCH3MBHBIM
JIEHCTBUEM JIa’KEe Y MAIMEHTOB C apTEPUATIbHON TUIEPTEH3MEN U HU3KOW aKTUBHOCTBIO PEHUHA B
IUJIa3Me KpPOBH, OJHOBPEMEHHOE INPHUMEHEHHE C THIPOXJIOPOTHA3UAOM NPUBOAUT K Ooree
BBIPAXKEHHOMY CHIDKEHUI0 AJl.

dapmakoanaamuyeckue dhPEeKThI

T'uopoxnopomuazuo

MexaHu3M aHTUTHIEPTEH3UBHOIO JEHCTBUS THA3HIHBIX IUYPETHKOB (THA3UIOB) H3y4eH HE
NoJHOCThI0. OOBIYHO THA3U/bl HE BIMAIOT HA HOpMayibHble 3HaueHus AJl. ['mapoxioporuasun
SBIISIETCSL IMYPETHUYECKUM M TUIIOTEH3UBHBIM CpeacTBOM. OH BO3JEHCTBYET HAa MEXAaHU3M
peabcopOLMK 3IEKTPOIUTOB B JUCTAIBHBIX U3BUTHIX MTOYEYHBIX KaHAIbLaX. [ MapoxaopoTuasus
YBEJIMYMBACT SKCKPEIMIO HATPHS M XJIOpUIa MPUOTU3UTEFHO B SKBHBAJCHTHBIX KOJIMYECTBAX.
Hatpuilype3 MOXXeT cONpoBOXKAaThCSI HEKOTOPO# moTepeil noHOB Kanus U bukapOonata. [locie
IpyueMa BHYTPb JAMYpPE3 HAUMHAETCA B TEYEHHE 2 4YacoB, JAOCTUIAeT MAaKCMMymMa B TEUYECHHE
MPUMEPHO 4 YaCOB U JUIUTCS MPUMEPHO 6—12 yacos.

Ouananpun

[IpumeHeHue sHananpuia y NalueHToB ¢ apTepPHaIbHON TMIEPTEH3UEH IPUBOAUT K CHUKCHHIO
AJl Kak B «I10JIOXKEHUU CTOS», TaK U B «I10JIOXKEHUU JIexka» 0€3 3HaUMMOI'0 YBEIMUEHHS YaCTOTBI
cepreunsix cokpamenuit (UCC).

CuMnToMarudeckas MOCTypajibHasi TUIIOTEH3Us Pa3BUBAETCSl HEYACTO. Y HEKOTOPBIX MAlMEHTOB
JOCTH)KEHUE ONTUMANIBHOTO CHIKeHHUsI AJ] MokeT moTpeOoBaTh HECKOJIBKUX HE/AEIbh TepaIuH.

HpepLIBaHI/IC TCpaliuy SHaJIAIpHUIIOM HEC BBISBIBACT PE3KOI'0 IoabeMa AI[
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OddextuBHOe MHrHOMpoBanue akTUBHOCTH AIID 00BIYHO paszBuBaeTcs yepe3 2—4 daca mocie
OJIHOKPATHOTO MpHeMa J03bl SHAJANPUIA BHYTPb. AHTUTHUIIEPTEH3UBHOE ACHCTBHE Pa3BUBAETCA
B TeueHue | yaca, makcumanbHOe cHIDKeHue AJl HaGmomaercs yepes 4—6 4acoB mocie mpruema
npenapara. IIpogomKUTENbHOCTh OEHCTBUS 3aBUCUT OT A03bl. OJHAKO HpH NPUMEHEHHH
PEKOMEHJIOBAHHBIX 103 AHTUTMIEPTEH3UBHOE JeiicTBME M TreMoJuHamMHuyecKkue 3(P¢eKTs
COXpaHSIIOTCS B TeueHue 24 4acos.

B ximHMueckux Mcciael0BaHUSIX T'eMOAMHAMUKU y MALMEHTOB C 3CCEHLUAIBHON TUIepTeH3UeH
cHmkenue AJl conmpoBoXIamoch CHIDKEHHEM 00Iero mnepudepuyeckoro COCyAnuCTOro
conpotuBienus (OIICC), HeOonpIIMM yBETHMUEHHEM CEpAEYHOr0 BBIOpOCa M OTCYTCTBHEM
W3MEHEeHU WM He3HauuTenbHbiMU u3MeHeHusimu  UYCC. llocne mnpuema 3Hanmanpuiia
HaOrolaJIoch yBenuueHHe noudeqyHoro kposoroka. Ilpu stom CK® He mensnacs. OnHako y
MAalMeHTOB C HCXOJHO CHIIKEHHOW KIIyOOUYKOBOW (uibTpammeil ee CKOpPOCTh OOBIYHO
YBEJIUYHMBAIIACH.

'unoTeH3uBHas Tepanus SHAJANPUIOM BeJIeT K 3HAUUTEJIBHOM perpeccuu runepTpoduu JieBoro
KEJYyI0UKa U COXPAHEHHIO €r0 CUCTOIMYECKON (DyHKITHH.

Tepanus >HananmpuUIOM COMPOBOXKIACTCS OIArONPHUIATHBIM BIUSHUEM Ha COOTHOIIEHUE (hpaKiuii
JUMONPOTEMHOB B IUIa3M€ KPOBU M OJIaroNpHUATHBIM BIMSHMEM WIM OTCYTCTBHEM €ro Ha
CBIBOPOTOYHYIO KOHIIEHTPALMIO OOIIET0 X0JIeCTePHHA.

Kombunayus euopoxnopomuaszuo + swananpun

B knmuHHUYECKUX MCCIIeOBaHUSAX OBLIO MOKa3aHO, YTO MPUMEHEHHEe KOMOMHAIIMYN SHANANIPHUIA U
THJIPOXJIOPOTHA3KUa HPUBOAUT K Oojiee BBIPAKECHHOMY CHIXKEHHIO AJ] B cpaBHEHMH C
MOHOTEpanueld KaXIbIM W3 [penaparoB B  OTACIBHOCTH W TO3BOJIAET  COXPAHATH
aHTUTUIEpTeH3UBHOE AelicTBUe npenapaTta JHan-HJI no MeHsb1el mepe B TeueHue 24 4acos.
DHamanpuyl  yMEHbLIAET  IOTEPI0  HMOHOB  Kaiusi, OOYCIOBJIICEHHYIO  NPUMEHEHHEM
THJIPOXJIOPOTHA3HIA. DHAIANPUI U THAPOXJIOPOTUAZU]] UMEIOT CXOAHBIN PEXUM JT03UPOBAHUS —
OJIHOKpAaTHBIA TIpUEeM B CyTKH, TodTomy mpemnapar DHarn-HJI mpeacrasnser coboit ymoOHyIO
JEKapCcTBeHHYI0O  ¢GopMy i KOMOMHUPOBAaHHOTO  NPUMEHEHHs  DHAjanpwia |
THJIPOXJIOPOTHAZHIA.

5.2. ®apMakoKNHeTHYECKHE CBOIMCTBA

T'uapoxaoporuasun

I'mapoxmopoTrasua He moaBepraeTcs ornoTpacopMaru, Ho OBICTPO BBIBOAUTCS moukaMu. [Ipu
MOJICPKAHUK KOHIICHTPALUU THUIPOXJIOPOTHA3UAA B TUIa3ME KPOBH B TEUEHUE KAK MHHUMYM
24 qacoB, nepuon mnonysbiBeaenus: (T)2) BapbupoBan ot 5,6 mo 14,8 wacoB. He menee 61 %

HpHHSITOfI BHYTpPb JA03bl BBIBOJAUTCA B HCU3MCHCHHOM BHUAC B TCUYCHHUC 24  4acos.
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I'uapoxnmopoTraszuj NpoOHHKAEeT uepe3 IUIAICHTApHBIH Oaphep MW IKCKPETHPYETCS B TPYIHOE
MOJIOKO, HE MPOHUKAET uepe3 reMaTodHuedannaeckuii 6apnep.

OHaIanpu

[Tocne mpuema BHYTpb 3Hamanpui O0bicTpo BeachiBaeTcs B JKKT. Cnax dHamanpuiza JOCTHraeTCs
B TeueHue | yaca nocie npueMa BHyTpb. CTeneHb BCaChIBaHUs SHATANPUIIA TIPU MPUEME BHYTPb
cocrasisieT npuOIM3uTeabHo 60 %.

[Tocne BcachIBaHMS SHAIATPUIT OBICTPO THAPOIU3YETCS ¢ 00pa3oBaHHEM aKTUBHOTO METaboIuTa
sHananpuiara — moutHoro uHruouTopa All®. Crax HaTanpuiaTa HaOMonaeTcs yepe3 3—4 gaca
focjie TNpueMa J103bl DHHAJANpPWIA BHYTPh. DBblBeleHHWe sHajanpuia OCYILIECTBIAETCA
MPEUMYILIECTBEHHO oYKaMu. OCHOBHBIMU META0OJIUTAMH, ONPEIEISIEMbIMH B MOYE, SIBIISIFOTCS
SHANIANIPUIIAT, COCTABISIIOMUN puonu3nTensHo 40 % 10361, ¥ HEM3MEHEHHBIH SHamanpui. Her
JMaHHBIX O JIPYIHMX 3HAUYMMBIX MYTAX MeTabonu3Ma »HHalanpuia, KpoMe THUIPOJIU3a [0
sHananpuiarta. KpuBas KOHLIEHTpaluu SHajanpuiaTa B IUIa3M€ KPOBH HMEET JUIMTEIBHYIO
KOHEYHYI0 (a3y, Mmo-BHAMMOMY, OOYCIIOBIEHHYIO ero cBsizbiBaHueM c AllD. VYV 310poBbix
JTOOPOBOJIBIIEB C HOPMAJIBHOM (YHKIMEH MOYeK paBHOBECHAs KOHIICHTpALWs SHalaNpuiara
JocTuraercss K 4 [HIO ¢ Hauyana InpueMa sHamanpuwia. T)2 sHamanpuiara IpU KypcOBOM
MIPUMEHEHUH TIpenapara BHyTpb cocTasiseT 11 yacos. IlpueM nuimm He oka3pIBaeT BIUSHUS HA
BcacbiBaHUe >Hananpuia. [IpooKuTenbHOCTh BCAaChIBAHUS M THAPOJIM3A SHANANPUIA CXOAHA
JUTSL pa3NTUYHBIX PEKOMEHIOBAaHHBIX TEPANIEBTUYECKUX J103.

KOM6I/IH3.L[I/I$I TUAPOXJIOPOTHUASHI + SHAIAIIPUIT

Perynapupiii npueM KOMOMHAIMM THAPOXJIOPOTHA3UJ + DSHajalpwyl HE BIUSET WIH
HE3HAYHUTEIHHO BIMSAET Ha OMOJOCTYITHOCTh Ka)X/I0TO M3 KOMIIOHEHTOB mpemaparta. [Ipemapar

Ouan-HJI 6uoskBHBalieHTeH KOMOMHAIIMY THAPOXJIOPOTHA3KIA U SHATATIPUJIA.

6. ®PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcrioMOraTeJibHbIX BeLeCTB
JlakT03bI MOHOTHIPAT
Kpaxman Kykypy3HsIit
Kpaxwman npexenaTuHU3HpOBaHHBIN
Tanpk
Harpus runpokxapOoHaT
Maruus creapar
6.2. HecoBmecTuMOCTH
Henpumenumo.

6.3. Cpok rognocTH (Cpox XpaHeHust)
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3 roxa.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH NPH XPAHEHUH

IIpu Temneparype He Boime 25 °C, B OpUTHHAJIBHOM YIIAKOBKE.

6.5. XapakTtep u coaep:kaHue NepPBUYHON YIIAKOBKHU

IIo 10 Tabnerox B Onucrtepe u3 koMmOuHupoBaHHoro matepuana OITA/An/IIBX u ¢onbru
ATIOMUHHUEBOU.

2,3, 6 unu 9 0aKMCTEPOB BMECTE € JIMCTKOM-BKJIA/IBIIIEM ITOMEIAIOT B ITAUKy KAPTOHHYIO.

He Bce pa3Mepsl yrakoBOK MOTYT OBITh TOCTYIHBI JUIsl peaau3aliy.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH TNPHM  YHUYTOKEHHMH  HCIOJb30BAHHOIO
JICKADCTBEHHOI0  Mpenapara WJIH  OTXO0J0B, TMOJYYeHHBIX MOcJIe¢ TNPHMEHEeHHs
JIEKAPCTBEHHOT0 NMpenapara, 1 Apyrue MAaHUNYJIALUHU ¢ IpenapaToM

Hert ocoObix TpeboBaHuil K yTuau3anuu.

7. JEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA
CnoBeHnns
AO «KPKA, n.1., HoBo mecto», [lImapbemnika necta 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
®axc: +386 7332 15 37
Anpec 31. noutsl: info@krka.biz
7.1. IlpeacTaBuTe/Ib Aep:KaTe/Isi PerHCTPALMOHHOIO Y10CTOBEPeHUsl

IIperensun norpedbuTene HAMPABISITE OO AAPECY:

Poccuiickas @edepayus

000 «KPKA-PYCy», 143500, MockoBckast 00:1., . McTpa, yi. MockoBckas, a. 50
Ten.: +7 (495) 994 70 70

@akc: +7 (495) 994 70 78

Anpec a71. moutsl: krka-rus@krka.biz

Pecnybonuxa benapyco

[IpencraBurensctBo AkumonepHoro obmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecybnmka Crnosenusi) B Pecniy6niuke benapychb

220114, r. Munck, yn. @unumoHnosa, a. 2517, opuc 315

Ten.:8 740 740 92 30

®akc: 8 740 740 92 30

Anpec a1. moutsl: info.by@krka.biz

Be6-caiiT: www.krka.by

Pecnybonuxa Kazaxcman
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TOO «KPKA Ka3zaxcran»

050059, r. Anmatsr, ip. Ans-Papabdwu, 1. 19, oduc 207

Ten.: +7(727) 311 08 09

@akc: +7(727) 311 08 12

Anpec 31. noutsl: info.kz@krka.biz

Be6-caiitT: www.krka.biz

Pecnybnuxa Apmenus

[IpencraBurensctBo «Kpka, 1.1., HoBo Mmecto» B PecniyOiinke ApMeHus

0001, r. EpeBan, yn. Hanb6angss, 1. 106/1 («CAAT-HOBA» BUBHEC-LIEHTP), opuc 103
Ten.: +374 1156 00 11

Anpec 31. moutsl: info.am@krka.biz

Be6-caiiT: www.krka.biz

Kuipevizckaa Pecnybnuxa

[IpencraBurensctBo AO «KPKA, ToBapha 3apaBui, a.1., HoBo mecto» B Kbipreiscrane
720040, Yyiickas obmacTs, r. bumkek, OynsBap IpkuHIuK, 1. 71, 610k A

Ten.: + 996 (312) 66 22 50

Anpec a1. moutsl: info.kg@krka.biz

Be0-caiit: www.krka.biz

8. HOMEP PETHCTPAIIMIOHHOT' O YJJOCTOBEPEHMSI
JITI-Ne(001148)-(PT-RU)

9. TATA NEPBUYHOM PETMCTPALIUU (TOATBEPKJIEHUS PETUCTPALIUH,
INEPEPEI'MCTPAIIUN)

Hara nepBoit peructpanuu: 23 aprycra 2022 r.

10. JATA HEPECMOTPA TEKCTA
OOmras xapakTepUCTHKA JeKapCTBEHHOTo npemnapara Duan-HJI noctymHa Ha nHGOpMAIIHOHHOM

noprasie EBpa3uiickoro 3KOHOMHYECKOTr0 CO03a B MH()OPMAIMOHHO-KOMMYHHUKAIIHOHHOW CETH
«uTepHeT https://eec.eaeunion.org.
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