OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

[Tpecrapuym A, 5 mr, TaOJIETKH, TOKPHITHIC TUICHOYHON 000JI0YKOH.
[Tpectapuym A, 10 Mr, TabJIETKH, MTOKPHITHIC IJIEHOYHONW 000IO0UKOM.
2. KAYECTBEHHBINA U KOJITUWYECTBEHHbBINA COCTAB

JleicTByromas BEECTBO: IEPUHIOIPHIIA APTUHKH.

[Ipectapuym A, 5 mr, TabJIETKH, MOKPBITHIE IUIEHOYHON 000J0YKOU

Kaskmas Tabnerka, MOKphITast IJIEHOYHONW 00O0IOUKOM, COAEPKUT 5 MI IIEPUH/IONPHIIA apTHHUHA
(cooTBercTBYET 3,395 MI' IEPHHIOIIPHIIA).
BcrnoMorarenbHble BEIIECTBA, HAIWYHE KOTOPHIX HAJ0 YYHTHIBATH B COCTaBE JIEKAPCTBEHHOTO

npemnapara: 1akmo3sol MoHozauopam — 72,58 me (cm. pasoen 4.4).

IIpectapuym A, 10 mr, TaOJIETKH, IOKPLITHIE ILIEHOYHONH 000JI0YKON

Kaxnas Tabnerka, MOKphITast MJICHOYHOH 000J109K0ii, conepkut 10 Mr nepuHa0NpHiIa apruHiuHA
(cooTBercTBYyeT 6,790 MI' IEPUHAONPHIIA).

BcnomorarenbHble BeleCTBa, HAJMYUE KOTOPBIX HA/J0 YUYHUTHIBATh B COCTaBE JICKAPCTBEHHOI'O
npernapara: 1akmo3svl MoHoz2uopam — 145,16 me (cm. pazoen 4.4).

[TonHBIN CMIUCOK BCIIOMOTATEIbHBIX BEIIECTB MIPEACTABIICH B pazjaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TalneTku, NOKPBITHIE MIICHOYHOI 000I0YKOM.

IIpecrapuyMm A, 5 mr, TaOJETKHU, MOKPHITHIE INIEHOYHOU 000JI0UYKON

[IpononroBarele TaONETKH, TMOKPHITHIE IIJICHOYHOW OOOJOYKON CBETJIO-3€JEHOr0 IIBETa,
3aKpyTJIEHHBIE C JABYX CTOPOH, C HAaCEYKaMHU C JBYX OOKOBBIX CTOPOH U TPaBUPOBKON B BHJIE

JIOTOTHIIAa KOMIIAHUHU Ha OJHOM U3 JUILEBBIX CTOPOH.

[Ipecrapuym A, 10 Mr, TaOJIETKH, ITOKPBITHIE TNIEHOYHON 000JIOYKON

Kpyrible, 1BOSKOBBINYKIIbIE TAOJIETKH, MOKPHIThIE TUIEHOYHON O0OJIOUKOHM, 3€JIEHOTO LIBETa, C

FpaBHpOBKOﬁ B BUJC v Ha OJHOM CTOPOHC U JIOrOTHUIIA KOMITAHUU - HA ,I[pyl"OfI.

4. KIMHNYECKUE JTAHHBIE
4.1. TIloxa3zaHusi K IpMMEHEHUIO
JlekapcTBennsiil mpenapat [Ipectapuym A mokaszaH K NPUMEHEHUIO Y B3POCIBIX MAIUEHTOB:

® apTepHalbHAs TMIICPTCH3US,
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® XpoHHYecKas cepeyHasi HeI0CTaTOYHOCTb;

e npodrIaKTHKa TOBTOPHOTO MHCYJIbTa (KOMOMHUPOBAHHAS TEpanus C WHIAAMHIIOM) Y
NAlMEHTOB, NEPEeHECHINX UWHCYJIbT WM TPAH3UTOPHOE HAPYIIEHUE MO3TOBOTO
KpPOBOOOpAIICHHUS 110 UILIEMUYECKOMY THILY;

e crabwibHasg UBC: cHuXeHMs pucka cepiedHO-COCYAUCTBIX OCIIOKHEHUH y MAllUEHTOB CO
ctabunpsHoi UBC.

4.2.  Pexxum 103UPOBaHUS U CIIOCO0 NPUMeEHEHHUS

PexxuM J103upoBaHusd

ITpu BbIOOpE [103BI CIIEYET YUUTHIBATh OCOOCHHOCTH KIMHUYECKON CUTyaluu (cM. paznen 4.4) u
cTerneHb cHwkeHus A/l Ha ¢hoHe TPOBOIUMOI TepaIuu.

s oGecriedeHnss yKa3aHHBIX HH)KE PEKUMOB JO3MPOBAHUS MPU HEOOXOJMMOCTH MPUMEHEHHS
nepuHjonpuia B no3e 2,5 mr tabnerky npenapara Ilpectapuym A B 103MpPOBKE 5 MI' MOXKHO
pa3feNInTh Ha JIBE PaBHBIE JO3BI.

Apmepuanvnasn cunepmen3us

JlexapctBennbiii npenapat [Ipecrapuym A MOXXKHO NMPUMEHSTh KaKk B MOHOTEpAnuu, Tak U B
coCcTaBe KOMOMHUPOBaHHOU Tepamnuu (cM. pazaensl 4.3, 4.4,4.5u 5.1).

PexoMenayemas HadasabHas 103a COCTABIAET 5 MI 1 pa3 B CyTKH.

VY NauuMeHTOB € BBIPAXKCHHOM AKTUBHOCTBIO CHCTEMbBl PEHUH-aHTMOTEH3UH-aJIbJOCTEPOH
(0COOCHHO TIpH PEHOBACKYIISIPHOW THUIEPTEH3MH, TUIIOBOJIEMUH W/WIIA CHUKCHHUU COJCPIKaHUS
AJIEKTPOJIUTOB IJIa3Mbl KPOBHU, I€KOMIIEHCAIIMM XPOHUYECKON CepJeYHON HEA0CTaTOYHOCTU UJIU
TSDKEJION CTENEHU apTEepHAIbHON MMIIEPTEH3MN) MOCIIE IPUEMa NIEPBOM 036l Mpenapara MOKeT
pa3BUTHCA BeIpakeHHOE cHIkeHHe AJl. B Hagarne Tepanuy Takue NanyueHTs! JOJKHBI HAXOIUTHCS
MOJl TUIATEIbHBIM MEIUIIMHCKUM HalOioJeHueM. PexomeHtyemasi HayanbHasi 103a Ul TaKUX
MalMEeHTOB COCTaBIsAeT 2,5 Mr (TosioBuHA TabneTku 5 mr) 1 pa3 B CyTKH.

B cinydae HeoOXOOMMOCTH yepe3 Mecsll Mocje Hayajga Tepalud MOXHO YBEIMYUTh 03y
npenapata 10 10 mr 1 pa3 B cyTku.

B Havane Tepamum sekapcTBeHHBIM IpemapatoM Ilpectrapmym A MOXET BO3HUKATh
CUMITOMAaTHYecKasi apTepualibHas TUIOTEH3Us. Y MalUeHTOB, OJHOBPEMEHHO IOIYYarOIINUX
JUYpPETUKU, PHUCK pPa3BUTUS apTEpUAIbHONM THIOTEH3MHM BBINIE B CBSI3M C BO3MOXHOMU
TUIIOBOJIEMHEN U CHHXKEHHMEM COJIepKaHUs AJIEKTPOJIMTOB IIa3Mbl KpoBU. CienyeTr cobmoaarh
OCTOPOKHOCTh IIPH IIPUMEHEHUH JIEKapCTBEHHOTO npenapata [Ipectapuym A y 1aHHOW TpyHIbI
MAIMEHTOB.

Pexomennyercsi, 1O BO3MOXHOCTH, TIPEKPAaTUTh MpHEM JUYPETUKOB 3a 2-3 AHA [0
IIPEII0JIaraéMoOro Havajla TepaluM JIEKapCcTBEHHBIM npenaparoMm IIpecrapuym A (cM. pasgen

4.4).
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[Ipy HEBO3MOXXHOCTH OTMEHHUTb IUYPETHKH, HadallbHas /032 JIEKQpCTBEHHOTO Ipemnapara
[TpecTapuym A 1omKHA COCTaBIATH 2,5 Mr (mosnoBuHa Tabnetku 5 mr). [Ipu sToM HEOOX0TUMO
KOHTPOJIMPOBATh (PYHKIIUIO IMOYEK M COJEpIKaHUE KaJHsl B CBIBOPOTKE KpoBH. B nmanpHeimem, B
cily4ae HeoOXOAMMOCTH, /103a Mpernapara MoKeT ObITh yBenuueHa. [Ipu HeoOxoaumocTu npuem
JTUYPETUKOB MOYKHO BO3OOHOBHUTb.

Y manueHTOoB MOKUIIOT0 BO3pacTa JeUeHUE CIeAyeT HAUMHATD C 10361 2,5 MT (II0JIOBUHA Ta0JIETKH
5 mr) B cyTtku. [Ipr HEOOX0IMMOCTH Yepe3 MEeCsI] IOCIe Hayajia Tepaiy 103y MOKHO YBEITUYUTh
JI0 5 MI B CYTKH, a 3aTeM 10 10 MTI B CyTKH ¢ y4€TOM cOCTOssHUA (pyHKIMU TToyek (cM. Tadi. 1).
Cepoeynas nedocmamouHocms

JleyeHne TMAMEHTOB C XPOHMYECKOW CEpACYHOM HEIOCTATOYHOCTHIO JIEKAPCTBEHHBIM
npemapatoM [Ipectapuym A B KOMOMHAIIMHM C KaJIHHHECOSPETAIONIMMH JUYPETUKAMH H/WITH
JTUTOKCUHOM W/uiu OeTa-aJpeHo0I0KaTopaMu, PEKOMEHAYETCsl HayMHATh IOJ TIIATeIbHBIM
MEAMIIMHCKUM Ha0JI0IeHueM, Ha3Havas penapar B HadallbHO 103¢€ 2,5 Mr (1oJ0BIHA TableTKU
5 Mr) omuH pa3 B JA€Hb, yTpoM. Yepe3 nBe Hemenu JICUEHHUS J03a Iperapara MOXKET OBITh
MOBBIIIIEHA 10 5 MI' O/IWH pa3 B JIeHb NPH YCIOBHU XOPOIIEH MEPEeHOCHMOCTH O3Bl 2,5 MI'
YAOBJIETBOPUTEIILHOTO OTBETA HAa MPOBOUMYIO TEPATHIO.

Y manueHToB C TSKENON cepliedHON HENOCTaTOYHOCTHIO, @ TAaK)Ke Yy MallMeHTOB W3 TPYIIIbI
BBICOKOTO pHUCKa (TMAalMEHTHl C HAPYHNICHHOW (YHKIMEH MOYeK M TEHJCHLMEH K HapyIICHUIO
BOJIHO-AJIEKTPOJIUTHOTO OanaHca, MAMEHTHl, OJHOBPEMEHHO IOJIy4YaloMue IUYPETHKH W/IIN
COCYAOpaCIIUPSIONINE JEKApCTBEHHbIE IMpemapaThl), JeUYeHHUE JIOJDKHO OBITh HAuaToO TMOJ
TIATEIbHBIM METUIIMHCKUM HaOmoaeHneM (cM. pasaen 4.4).

VY NanMeHToB C BBICOKMM PHUCKOM Pa3BUTHS CHMIITOMAaTHYECKOW apTepHaIbHOW THIIOTEH3HH,
HarpuMep, CO CHIKEHHBIM COJIEPKAHUEM DIIEKTPOJIMTOB MPH HATWMYNH WA 03 THTIOHATPUEMHH,
C THUIOBOJIEMHEH WM C HMHTEHCHUBHOM Tepamueil IuypeTMKaMu, Iepea HadalioMm Mpuéma
JeKapcTBEeHHOTo mnpenapaTa I[Ipectapuym A, 1Mo BO3MOXHOCTH, MEPEUUCICHHBIE COCTOSHHS
JIOJDKHBI OBITH CKOpPpEKTHpOBaHbl. Takue mokaszaTenu Kak BennumHa AJl, QyHKIUS MOuYeK u
coJiepKaHne Kajlus B TUIa3Me KPOBU JIOJDKHBI KOHTPOJIMPOBATHCS Kak Iepes HadajaoM, Tak U B
npoliecce Tepanuu.

Ipogpunraxmuxa nosmopHo2o uHcyibma (KOMOUHUPOBAHHAS MEPANUS ¢ UHOANAMUOOM,)

VY manueHToB ¢ 1nepeOpoBacKyIIPHBIME 3a00JICBaHUSIMU B aHAMHE3€, TEPAIUIO JIEKAPCTBEHHBIM
npenapatom Ilpectapuym® A creayeT HauMHATH ¢ J03BI 2,5 MI' (IOJOBHHA TaOIETKH 5 MTr) B
TEUYEHHUE MEPBBIX JIBYX HEeNb, 3aTeM, MOBBIIIAs 703y A0 5 MI' B T€UEHHE MOCIEAYIOMINX JABYX
HeJleNnb 10 TIPUMEHEeHUs UH1aaMH/1a.

Tepanuro cienyeT HaYMHATH B 00O (OT JBYX HENIENb J0 HECKOJNBKHX JIET) BpeMs IOcIie

IIEPEHECEHHOTO UHCYJIBTA.
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UBC: cHudxcenue pucka cep0euHo-cocyOuUcmuvlx OCI0HCHEHUU Y NayueHmos, paHee nepeHécuiux
UHGaApKm MUoKkapoa u/unu KOpoOHaApHy1o peacKyIapu3ayuro

Y nammentoB co crabmwipHbIM TeueHneM WBC Tepanmuio JiekapcTBEHHBIM IpenapaToM
[Ipecrapuym A cienyetr HauMHATh € 1036l 5 MT 1 pa3 B CyTKH.

UYepes 2 Henenu, Mpu XOpoIleld MEPeHOCMMOCTU Ipernapara U ¢ yuyé€TOM COCTOSHHUSA (PyHKUIHUU
MIOYEK, /1032 MOKET ObITh yBenuueHa 70 10 mr 1 pa3 B CyTKH.

JIumam moKuIIoro Bo3pacTa CielyeT HauuHATh TePAITHIO C 036l 2,5 MT (TTOJIOBUHA TAOJIETKH 5 MT)
1 pa3 B cyTku B TeYeHHE OJHOW HeNeNH, 3aTeM 1o 5 Mr 1 pa3 B CyTKH B TEUEHHUE CJeIyIomIei
Hezlenu. 3aTeM, ¢ y4€TOM COCTOSTHUSL (DYHKIIMU MOYEK, 103y MOXKHO yBenuuuTh 10 10 mr 1 pa3 B
cytku (cMm. Tabn. 1). YBenuumBarh 103y Mpenapara MOXKHO TOJNBKO MPH €ro XOpolein
[IEPEHOCUMOCTH B PaHEE PEKOMEHIOBAaHHOM J03€.

Ocobvie epynnsl nayuenmos

ITarueHTEI ¢ MOY€YHON HEJIOCTATOUYHOCThIO

VY NanueHToB ¢ MOYE€YHOH HEAOCTATOYHOCTBIO 103y IpenapaTa CleAyeT MoA0MpaTh C y4ETOM
kinupeHnca kpeatuHuHa (KK).

Tabmuna 1. Jlo3upoBka InekapcTBeHHoro mnpemnapara Ilpectrapuym A npu  ModeyHOU

HEJIOCTaTOYHOCTH
KK (Ma/muH.) Pexomenngyemas 103a
6osee uiau paBeH 60 5 Mr/cyt
ooitee 30 u meree 60 2,5 mr/cyt
6onee 15 u menee 30 2,5 Mr 4epes JIeHb

[TanuenTs! Ha reMoauanuse* | 2,5 mr B IeHp quannsa

meHee 15

* Quanusnolil knupenc nepunoonpuiama — 10 ma/mun. Ilpenapam credyem npunumams nocie
npogeodeHus npoyedypuvl OUAIU3A.

[TaneHThl ¢ IEYEHOYHOW HEAOCTaTOYHOCTHIO

[TaruenTam ¢ HapyiieHHeM (QYHKLIHUN I€YEHHU KOPPEKLIUU J103bl He TpedyeTcs (cM. pa3zaensl 4.4 u
5.2).

eTH
JlexapctBenHsbli npenapat [Ipecrapuym A He peKOMEHyeTcs AETAM U TOApOCcTKaM 10 18 ner us-
3a OTCYTCTBHUSI JaHHBIX 00 3¢ (HeKTUBHOCTHU 1 0€30MaCHOCTH MPUMEHEHHUSI Iperapara y malueHToB
JTAHHOM BO3PACTHOM IPYIIIBI.
B Hacrosiiiee Bpems HET 10CTaTOYHBIX JAHHBIX MO0 O€30MAaCHOCTH M 3((HEKTUBHOCTH TPUMEHEHUS

NnepuHaoIpuiIa y JeTel u MNOoAPOCTKOB B BO3pAaCTC N0 18 ner. HNmMmeronuecs JaHHBIC, OIIMCAHHBIC B
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pasznene 5.1 He MO3BOJAIOT AenaTh PEKOMEHJAIMM IO CIIOCOOy MPUMEHEHHs U JO3MpPOBKaM
[penapara y NalueHTOB JAHHOW BO3PACTHOM IPYIIIIBI.

Cnooco0 nnpuMeHeHus

BHyTpb, 0IMH pa3 B CyTKH, YTPOM, IIepe]] MPUEMOM IUIIH, 3aIUBasi CTAKAHOM BO/IbI.

4.3. IIporuBomoka3aHus

® THIEPUYYBCTBUTEIBHOCTh K NEPUHAONPUITY, WIM K JIIOOOMYy M3 BCIOMOTaTEIbHBIX
BEILIECTBaM, IEPEYUCICHHBIX B pasaeine 6.1, npyrum unruouropam AllD;

e aHruoHeBpoTHueckuid oT€k (0oT€k KBHHKE) B aHamHe3e, CBS3aHHBIA C OPUEMOM
unruoutopa AIlD (cm. pasnen 4.4);

®  HAaCJEACTBEHHBIN/MANONATUYECKUNA aHTMOHEBPOTUYECKHI OTEK;

e OepeMEHHOCTD W JakTarus (cM. paszaensl 4.4 u 4.6);

® COBMECTHOE MPHMEHEHHE C aJIMCKHUPEHOM W JICKApCTBEHHBIMH IIperapaTaMu,
COJIepKALMMH ATHCKUPEH, y MAIMEHTOB C CaXapHBIM T1abeTOM W/WIIM yMEPEHHBIMU WIIH
TSOKEJIBIMU  HAPYIICHUSAMU (QYHKIUU TI0YeK (CKOPOCTh KITyOOYKOBOW (UIBTPALIUU
(CK®) < 60 mun/mun/1,73 M? m101many noBepXHOCTH Tena) (cM. paszaenst 4.5 u 5.1);

® COBMECTHOE NMPUMEHEHHE C aHTAaroHWCTaMu perentopos anruorensuna Il (APATI) y
HaIKMeHTOoB ¢ AnabeTndyeckoii HedpomaTueii (cM. pasaen 4.4);

® COBMECTHOE TpPUMEHEHHE C KOMOWHUPOBAHHBIMHU JIEKAPCTBEHHBIMHU TIperapaTaMu,
COZIepIKaIlMMHK BaJicapTaH + cakyOuTpui (cM. pasneinst 4.4 u 4.5);

® OKCTpakopmopalbHasi Tepamus, BeAyllas K KOHTAaKTy KpPOBH C OTPUIIATEIHHO
3apsDKCHHBIMHU TTOBEPXHOCTSIMU (CM. pasen 4.5);

® BBIPAKCHHBIM JIBYCTODOHHHMHM CTEHO3 IIOYEYHBIX apTepU WIM CTEHO3 apTepuu

€IMHCTBEHHOM (DYHKIIMOHUPYIOIIEH TOYKH (CM. Takke paszaen 4.4);

4.4.0co0ble yka3aHusi 1 Mepbl IPeJOCTOPOKHOCTH IPH NPUMEHEHHH

C 0CTOPOKHOCTBIO

JIByCTOPOHHUN  CTEHO3 TMOYEYHBIX apTepUil WM CTEHO3 AapTEepHH  EIWHCTBEHHOU
(GYHKIMOHMPYIOIIEH  MOYKM, I[IOYeYHash HEIOCTaTOYHOCTb, CHCTEMHBbIE  3a00JIeBaHUS
COCTMHUTENIbHON TKaHU (CHCTEMHasi KpacHas BOJIYaHKA, CKJIEpOAEepMHUS U Jp.), Tepamnus
UMMYHOCYTIPECCOpPaMH, aJUIONMyPUHOJIOM, TPOKAUHAMUIOM (PUCK pa3BUTHS HEUTPOICHUU,
arpaHyJIOIMTO3a), CHIKEHHBINH 00beM ITUPKYIUPYIOIIeH KpoBU (IpUEM ANYPETUKOB, OeccoseBas
JMeTa, pBOTA, AUapes), CTEHOKapaus, IepeOpoBacKysIipHbIE 3a00JeBaHMsI, PEHOBACKYJSIpHAsS
TUIEPTEH3Us, cCaxapHbIil [uabeT, MepBUYHBINA TUIEPaTbI0CTEPOHNU3M, XPOHUUYECKasl cepAeyuHas

HenoctaToyHocTh IV - pyHKImonansHoro kiacca mno kiaccupukauuu NYHA, coBmectHoe

Crpanuna 5 u3 35



NpPUMEHEHHE KanuicOeperalommx IUypeTUKOB, IMpernapaToB Kajus, KaJuiicoaepKalmx
3aMEHUTEJICH TUIIEBON COJIM W JIUTHUS, aTUCKUPEHA M MPENapaToB, COACPKAMMUX ATUCKUPEH Y
NaIMeHTOB 0e3 caxapHoro nuadera Uik HapyIIeHUH QyHKIMH OYeK, AaHTarOHUCTOB PELENTOPOB
anaruorensuna Il (APA Il) y mnamuentoB 0e3 auabeTHdeckoil HeppomaTuu, TMIIEPKATHCMHS,
XUPYpruyeckoe  BMENIATeIbCTBO/OOIIAs  aHECTe3us, TIeMOJIUaIN3 C  HCIOJb30BaHHUEM
BBICOKOITPOTOYHBIX MEMOpaH, 1eCEHCUOMITU3UPYIOIas Tepamnus, adepes TUMONPOTCHHOB HU3KOH
wiotHoctn  (JIITHII),  cocrossHMe  mociae — TpaHCIUIAaHTAllMM  IOYKHM,  AOPTaJbHBIN
CTEHO3/MUTpaIbHBIN CTeHO3/TUNIEpTpoduUecKas OOCTPYKTUBHASI KapIMOMHOIIATUsI, TPUMEHEHUE
y MalMEeHTOB HETPOUTHON PachI.

Cradunbnas UBC

[Tpu pa3BuTHH JIF0OOTO SMTU30/1a HECTAOMIFHON CTEHOKAPIMHU B TEUCHUE IEPBOTO MECSIIa TePATUU
JEKapCTBEHHBIM IpenaparoM llpecrtapuym A cienyer OLEHWTH NPEUMMYLIECTBA U PHUCK 0
IIPOJIOJKEHHUS TEPAIUU.

AprepuanbHasi THIIOTEH3 U

WNuaruburoper AII® moryT BeI3BIBaThH pe3koe cHmxenne AJl. Cumnromarndeckas apTepuaibHas
TUIIOTEH3MsI PEIKO Pa3BUBACTCA Yy IALMEHTOB C HEOCIOXKHEHHBIM TEUYEHHUEM apTepUaIbHOU
runepreH3uu. Puck upesmepHoro cHwkxeHus A/l IOBBIIIEH y ManueHToB co cHUkEHHbIM OLIK,
YTO MOXET OTMeUaThcs Ha (JOHE Teparuu AUYPETHKAMH, IPH COOIIOACHUN CTPOTOi OecconeBon
JUETHI, AUaNu3e, AMapee U pBOTE, a TAKXKE y MAllMEHTOB C TSHKENIONW CTENEHbI0 PEHUH-3aBUCUMOM
runepreH3uu (cM. paszzensl 4.5 u 4.8). Cumnromarudeckas apTepuabHasi THIOTEH3HMSI MOXKET
HaOJI01aThCS y NAIIMEHTOB C KIMHUYECKUMH HPOSIBICHUSMH CepACYHON HEAOCTaTOUHOCTH, BHE
3aBUCHUMOCTH OT HaJM4Usl MOYEYHOW HEAOCTATOYHOCTU. DTO OoJjiee BEPOATHO Yy MAIMEHTOB C
CepJICYHON HENOCTAaTOUYHOCTBIO TSKENON CTENeHW, KaK peakuuss Ha TNPUEM «IETIIEBBIX»
JUYPETUKOB B BBICOKMX [103aX, THMIIOHATPUEMHUIO WM (YHKIHOHAJIBHYIO IOYEUYHYIO
HEJOCTaTOYHOCTb. Y TAIMEHTOB C IIOBBILIEHHBIM PHUCKOM pPa3BUTHS CHMIITOMaTHYECKON
apTepHalIbHON TMIIOTEH3UH HEOOXOAMMO THIATENbHO KOHTposuupoBaTh AJl, pyHKIMIO MOYEK U
coJiep’KaHue Kajus B CBIBOPOTKE KPOBH B HavaJle TEPaIuu U Mpu No00pe 103bl JIEKAPCTBEHHOTO
npemnapara [Ipecrapuym A (cMm. paszaenst 4.2 u 4.8).

[TonoGHbINt moaxon mnpumeHsercs u y mnamueHtoB ¢ MBC u  nepeOGpoBacKyIsipHBIMU
3a00JIeBaHUSMH, Y KOTOPBIX BBbIpaXKEHHas apTepuaibHas THUIOTEH3US MOXKET TPUBECTH K
nH(papKTy MUOKap/ia WK HapyUIEHHIO MO3TOBOT0 KpPOBOOOpAIIEHUSI.

B cnyuae pa3BuTHs apTepualbHON TMIOTEH3UH MAUEHT JODKEH ObITh MEepPEeBEAEH B MOJI0KEHUE
«1&xa» Ha CIOMHE C MPUMOTHATHIMU Horamu. IIpy Heo0X0AUMOCTH cielyeT BOCHOIHUTh 00beM

MUPKYJIUPYIOMEH KPOBH TpPH TOMOIIM BHYTpuBeHHOro BBemeHust 0,9 % pactBopa Hatpus
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xsopuna. [Ipexoasimas aprepuaibHas TUIIOTEH3US HE SBIISETCS MPEMATCTBUEM JIJIS abHeHIero
npuéma npenapara. [Tocie BoccranoBnenust OLK u A/l neueHre MoXeT ObITh MPOIOIHKEHO.

Y HEKOTOPBIX MAIMEHTOB C XPOHUYECKOM cepaeunoi HeaoctarouHocThio (XCH) n HopMmalibHBIM
unn  cHwkKeHHbIM  AJ[ nekapctBeHHbld npenapar IIpectapuym A MOXKET  BBI3bIBATH
nornonHuTeabHoe cHikeHue AJl. 3tot agdext npeackazyem U 00bIYHO He TpeOyeT MpeKpalieHus
Tepanuu. IIpyu MosBIEHUHM CHMIITOMOB BBIPAKEHHOTO CHUKEHUS Al cielyeT yMEeHbIIUTh 03y
npenapara Uil NpeKpaTUTh €ro NPUEM.

MuTtpanbHBEIN CTEHO3/ a0pTANLHBIN CTEHO3/ FI/II'IeDTDO(bI/I‘leCKaSI O6CTDVKTI/IBHa${ KapAnOMHOIIaTUuA

JlexapctBennblii mpenapar Ilpecrapuym A, kak u npyrue uHruoutopsl AllD nomken c
OCTOPOXKHOCTBIO Ha3HAYATHCSI ¢ MUTPAIBLHBIM CTEHO30M, a TaKXKe MAIMEHTaM C OOCTPYKIUEH
BBIXOJ/IHOTO TPAKTa JIEBOTO JKEIYJ0UKa (A0PTAIbHBIN CTEHO3, THIIEPTPOPUIECKast OOCTPYKTUBHAS
KapAHMOMHUOMATHS).

Hapymenue d)VHKHI/II/I IIO4YCK

[Taruentam ¢ moveuHoit HemocrtarouHocThio (KK Menee 60 Mui/MHH) HadalbHYIO 03y
nekapcTBeHHoro mpernaparta [Ipectapuym A BbiOupaioT B 3aBucuMoctu OT 3HaueHuss KK (cm.
pasznen 4.2) u 3areM B 3aBUCUMOCTH OT TepameBTHuYeckoro s¢¢exra. [ TakuxX ManUeHToB
HE00XO0/IUM peryJisipHbIil KOHTPOJIb KOHLEHTPAlMK KPEeaTHHUHA U KaJIHsl B CBIBOPOTKE KPOBH (CM.
paszaen 4.8).

ApTtepuanbHasi TUIIOTEH3HS], KOTOpasi MHOT/a pa3BUBAETCs B Havae npuéma uHruouropos AIld
y mauueHToB ¢ cumnromarudeckoil XCH, MoxeT NpuBECTH K YXYIILIEHHIO (YHKLUU MOYEK.
B03M0KHO pa3BUTHE OCTPOM MOUEUYHOM HEAOCTATOUHOCTH, KaK MPaBHIIO, 0OpPaTUMOM.

VY mnauMeHToB C JBYCTOPOHHUM CTEHO30M IIOYEYHBIX apTepuil WJIM CTEHO30M apTepuu
€MHCTBEHHOM MOYKHU (OCOOEHHO MPU HAJIMYUM MTOYEYHON HEIOCTATOYHOCTH) Ha (OHE Tepanuu
uHruouropamu AIl®D BO3MOXXHO TOBBIIEHHE KOHIEHTpPAllMM MOYEBUHBI W KpeaTHHUHA B
CBIBOPOTKE KPOBH, OOBIYHO MpPOXOAsliee NpU OTMEHE Tepanuu. [[omoJHUTEIbHOE HalIndue
PEHOBACKYJISIpHOW THUIIEPTEH3UM OOYCIaBIMBAET TMOBBIMIEHHBIM PHUCK pa3BUTHUA TSHKETON
apTepualIbHON TUIIOTEH3UH U TOUYEYHON HEJOCTATOYHOCTH Y TaKUX MMAIIUEHTOB.

JleueHne TaKMX MAIMEHTOB HAUMHAIOT MOJ TINATEIbHBIM MEIUIIMHCKAM HaOIOJCHUEM C
NpUMEHEHHEM HU3KHX /103 Ipernapara U AaJbHEWIIMM aJeKBaTHBIM Hojadopom no3. Ciemyer
BPEMEHHO MPEKPATUTH JICUEHUE AUYPETUKAMH U MPOBOJIUTE PETYJISPHBIA KOHTPOJIb COAEPHKAHUS
KaJIusl M KpeaTHHUHA B TJIa3Me KPOBU Ha MPOTSXKEHUH MEPBbIX HECKOJIBKUX HE/IEIb Tepanuu.

Y HEKOTOphIX MAaIMEeHTOB C apTepUaNbHOM TrumepTeH3ueil Oe3 yKa3aHus Ha HaJIM4Me
IPEIIECTBYIOLIETO 3a00JI€BaHUS COCYI0B TIOYEK MOXKET MOBBIIIATHCS KOHLIEHTPAIUSI MOYEBHUHBI
U KpeaTUHUHA B CBIBOPOTKE KPOBH, OCOOCHHO MPU OJHOBPEMEHHOM MPUMEHEHUH TUYPETHUECKUX

cpencTB. JlaHHble H3MEHEHUS! 0OBIYHO BbIpaKEHbl HE3HAUUTEIBHO U HOCST 00paTUMbIN XapakTep.
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BeposTHOCTh pa3BUTHS 3TUX HAPYIICHWH BBIIIC y TMAIMEHTOB C MMOYEYHON HEIOCTATOYHOCTHIO B
aHamHe3e. B Takux ciayyasx MOXET TMOTpeOOBAThCsl OTMEHA WM YMEHBIICHHE 03Bl
JeKapcTBeHHOTO npernapara [Ipecrapuym A u/unm quypeTuka.

'emoauanus

VY manueHToB, HaXOASIIUXCSA HA TEMOIUAIHN3E C UCIIOIh30BAHUEM BBICOKOIIPOTOYHBIX MEMOpaH,
OBLITM OTMEUEHBI CITyYau pPa3BUTUS aHAPMIAKTUYECKUX PEAKINI Ha (pOHE Teparuu HHTHOUTOpaMu
AII®. B mogo0HBIX CUTYaIUSAX CIIEYET PACCMOTPETh BO3MOXKHOCTh HA3HAYCHHSI THTIOTEH3UBHOTO
npenapara JIpyroro Kjiacca Wik UCTIOIb30BaHUS JHATIM3HOW MEMOpaHbI Ipyroro TUIIA.

TpancnnaHTaus TOYKH

JlanHble O TpPUMEHEHUHU JeKapcTBEHHOro mnpenapara [Ipectapuym A y manMeHTOB IMOCIe
TpaHCIUIAaHTAI[UU TTOYKH OTCYTCTBYIOT.

PenoBackynspHasi THIIEPTCH3US

VY NauuMeHToB € JABYCTOPOHHMM CTEHO30M IIOYEYHBIX apTepUil MM CTEHO30M apTepuu
€IMHCTBEHHOHN (PyHKIIMOHUpYIOIIEH MOYKH Ha ¢oHe Tepanuu uHruouropamu AIID BozpacraeT
PHCK pa3BUTHS apTepPHAIbHOW TMIIOTCH3UH M TOYEYHOW HeJocTaTodHOCTH (cM. pasmen 4.3).
[IpuMeHeHHe AUYPETHUKOB MOXET OBbITh JOMOJIHUTENBHBIM (AKTOPOM pHUCKa. YXyALIeHHE
(GYHKLIMU [OYEK MOXKET HaOII0AaThCs YK€ NMPHU HE3HAYMTEIbHOM H3MEHEHHMU KOHIEHTpaluu
KpEaTHHHHA B CBIBOPOTKE KPOBH, AAKE y IALMEHTOB C OJHOCTOPOHHHUM CTE€HO30M ITOYEYHOH
apTepHH.

IIoBEbIlIEHHAS YYB CTBUTEILHOCTD/ AHTHOHEBPOTUYCCKUM OTEK

[Tpu npuéme nnruduropos AIID, B TOM ymcie U NEPUHAONPUIA, B PEAKUX CIy4asx U B JOOOM
nepuojie Tepanuu MOXKET HaOII0AaThCsl pa3BUTHE aHTMOHEBPOTUYECKOTO OTEKA NI, BEPXHUX U
HIKHUX KOHEYHOCTEH, Ty0, CIM3UCTBIX 000JI0YEK, S3bIKa, FOJOCOBBIX CKJIAJOK W/WIM TOpPTaHU
(cMm. pazgen 4.8). Ilpu nosBIeHHM CUMITOMOB MpPUEM Npenaparta JIOJKEH ObITh HEMEAJICHHO
IpeKpaléH, a MaueHT JA0JDKeH Ha0oaaThes 0 TeX MOop, MOKa MPU3HAKU OTEKA HE MCUYE3HYT
noJIHOCTHIO. Ecin 0TEK 3aTparuBaeT TOJIBKO JIUIO U T'yObl, TO €ro MPOSBIEHUS OOBIYHO TPOXOIAT
CaMOCTOSITENIbHO, XOTSI JJSl JIEYEHUS CHUMITOMOB MOTYT TPUMEHSTHCS AHTUTHCTaMUHHbBIE
CpEICTBa.

AHTHMOHEBPOTHUYECKUN OTEK, CONPOBOKAAIOIIMNICA OTEKOM TOpPTaHHW, MOXET IIPUBECTH K
aetanbHOMY ucxody. OTEK s3bIKa, TOJIOCOBBIX CKJIAJOK WM TOPTaHU MOXET IMPUBECTH K
00CTpYKIIMU JbIXaTeNbHbIX MyTel. [Ipy MosBIEHUU TaKUX CUMIOTOMOB TpeOyeTcsl HEOTIOMXKHas
Tepamnusi, B TOM YHCJe, NOJKOKHOE BBEIECHUE dMHHEe(pHHA (aApeHaTuHa) /Ui oOecrieyeHue
IIPOXOJUMOCTH JIbIXaTeNbHBIX ITyTe. IlanMeHT [oKeH HaxoOuThCs IMOJA  TINATEIbHBIM

MEIUIIMHCKHM Ha6J'IIO)IeHI/IeM J0 ITOJITHOI'O U CTOMKOT'O MCUE3HOBEHHS CHMIITOMOB.
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Y NauMeHToB C AHTHMOHEBPOTMYECKMM OTEKOM B aHAaMHE3€, HE CBS3aHHBIM C HPHUEMOM
uHruouTopoB AII®, MoxeT ObITH MOBBIIIEH PUCK €r0 Pa3BUTHS MPH MPHEME MpenapaToB TOH
rpymmsl (cM. pasznen 4.3).

B peaxux cnydasx Ha ¢oHe Tepanuu mHruOutopamu AlID pa3BuBajics aHTMOHEBPOTHYECKUI
OT€K KuieyHuka. [Ipum 3TOM y manueHToB oTMedanach OOJib B JKMBOTE KaK H30JIMPOBAHHBIN
CHUMIITOM WJIA B COUYETAHUU C TOLUTHOTON U PBOTOM, B HEKOTOPBIX CIIy4asix 0e3 MpeiiecTBYIOIEro
AQHT'MOHEBPOTUYECKOr0 OTEKAa JuUa M IOpu HopManbHOM YypoBHe Cl-actepasbl. [luarnos
YCTaHABIIMBAJICS C IOMOILBIO KOMIIBIOTEPHOM ToMOrpaduu OPIOUIHON MOJIOCTH, YIBTPa3BYKOBOTO
UCCJEOBAHUS WJIM I[PU XUPYPru4eCKOM BMewarenabcTBe. CHMOTOMBI HCYE3aIM IMOCIE
npekpamieHus npuéma HHruouTopoB AII®. [TosTomMy y manueHToB ¢ 0OJIbI0 B 00JIACTH KUBOTA,
nonyvaomux uHruOutopsl AIl®, npu npoeneHun auddepeHInaNIbHON TUArHOCTUKU
HEOOXOJMMO YYUTHIBATH BO3MOXKHOCTh Pa3BUTHUSI aHTMOHEBPOTUYECKOTO OTEKA KUIICYHUKA (CM.
paszaen 4.8).

CoBMecTHOE OIPHUMCHCHHC Cc KOM6I/IHI/IDOB21HHI)IMI/I JICKAPCTBCHHBIMU penaparamu,

COZIEPKAIIIMMHU BaJICapTaH + cCakyOUTPUII

CoBMecTHOE  NpPUMEHEHHE MEepUHAONpPUIa C  KOMOMHUPOBAHHBIMU  JIEKaPCTBEHHBIMU
npenapaTamu, CoJepKallliMHU BajcapTaH + cakyOMTpHJI, IPOTUBOINOKA3aHO, TaK KaK MOBBIIIECH
PHCK Pa3BUTHUS aHTHOHEBPOTUYECKOT0 OTEKA (cM. pasaenm 4.3).

[IpumeHeHne KOMOWHUPOBAHHOTO JIEKAPCTBEHHOTO IIperapara, COJIEpIKallero BajcapTaH +
caKyOUTpuII, BO3MOKHO HE paHee, ueM uepe3 36 yacoB Mociie NOCIeJHEero NpuéMa nepuHaonpua.
[TpuMeHeHne nepuHIONIPHUIIa BOZMOXKHO HE paHee, 4eM uepe3 36 4acoB rocie npuéma rnocieaHei
710361 KOMOMHHAPOBAaHHOTO JIEKAPCTBEHHOTO TpeTapara, CoIepiKaliero BajcapTal + cakyOuTpuI
(cMm. pazaenst 4.3 u 4.5).

[Tpu coBmectHOM mnpuéme uHruOoMropoB AIID ¢ apyrumMu HMHrHOMTOpaMHM HENPUIM3HMHA
(HampuMep, paleKkaJoTPUIIOM) MOKET ObITh MOBBIIIEH PUCK Pa3BUTUS aHTMOHEBPOTUYECKOIO
otéka (cm. paszmen 4.5). Y manueHToB, MOJYYArONIMX MEPUHIAONPUI, Mepes HadajaoM JIeUSHUS
MHIHOUTOpaMu  SHKeQalMHa3bl (HApUMep, paleKaJoTPUIOM) HEOOXOAMMO IPOBECTH
TIIATENIFHYIO OLIEHKY COOTHOIICHHS TT0JIb3a/pHCK.

CoBMecTHOE npuMeHenne ¢ uaruonTopamMu MTOR (HampuMmep, CUPOJIUMYCOM, 3BEPOIUMYCOM,

TEMCHUPOINMYCOM )

CoBmectHOe mpuMeHeHne uHruoOutopa AII® u muruburopa mTOR (Hanmpumep, cupoiIuMyc,
IBEPOIMMYC, TEMCHUPOJIMMYC) MOXKET COINPOBOXKAATHCA IIOBBIIIEHHBIM PHUCKOM pPa3BUTHUSA
AQHTMOHEBPOTUYECKOTO  OTE€Ka (HampuMep, OTEK JbIXaTeNbHbIX IyTeH WIM  S3bIKa,
COTIPOBOKAAIOIINICA UM HE CONMPOBOXKIAIOIIMICS HAPYIIEHUEM AbIXaTeJIbHON (QYHKIUHU) (CM.

paznen 4.5).
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AHad)I/IJ'IaKTOI/IJTHBIe PCAKIIMM IIpHU TIPOBEACHUN ad)epe3a JIMIIONIPOTEHMHOB HHU3KON TMJIOTHOCTHU

(JIITHIT)

B penxux ciydasix y nanueHToB, HOTydaromux HHruoutopsl AII®, npu npoBeieHUH MTPOLEAYPhI

adepesa JIITHII ¢ ucnonp3oBaHuEM JEKCTpaH Cyb(paTa MOTYT Pa3BUBATHCS YIPOXKAIOIIHNE )KU3HU
aHauIaKTOUIHBIE peakuuu. JlIs TpemaoTBpalieHus aHAPWIAKTOMTHOW PEaKIMU CIEeIyeT
BPEMEHHO TIpeKpamiarh Tepanuio HHruoutopom AIID nepen kaxmoit mporenypoit agepesa.

AHad)I/IJIaKTOI/IZ[HBIe pPCaKniy IpHu IMpOBCACHUN I[CCGHCI/I6I/IHH33L[I/H/I

HmeroTcs OTHeNbHbIE COOOIIEHUS O pPa3sBUTHM aHA(QWIAKTOMJHBIX peakUuil y MalUeHTOB,
noiyyaromux HHruoutopsl AII® Bo Bpems JeCeHCUOUIM3UPYIOILEH Tepanuy, HalpuMep, SA0M
[IEPETIOHYATOKPBIIBIX HACEKOMBIX. Y OTUX MAlMEHTOB NOJOOHBIE pEaKUMHU YIaBalIOCh
OpPeJOTBPATUTh IYyTEM BPEMEHHOW OTMEHBl WMHTHOMTOpoB AlID, HO mpu ciydailHOM WU
HEaKKypaTHOM BO300HOBJIEHUH JICUEHUS PEaKL[MH MOTJIA PA3BUThCS BHOBbD.

Hapymenue d)VHKHI/II/I INCYCHHU

B penxux ciydasx Ha ¢one npuéma wmHruOMTOpoB AIID HaOIIODANCSs CHHIPOM pPa3BUTHS
XOJIECTATUYECKOM JKENTyXM C NEepexXoJoM B (yJIbMUHAHTHBI HEKPO3 IE€YEHH, UHOTAA C
JeTalIbHBIM UCXOJ0M. MeXaHu3M pa3BUTHs 3TOr0 CUHAPOMA HesiceH. [Ipu mosBieHun xentyxu
WIM 3HAYUTEILHOM IMOBBIIIEHUU AaKTHMBHOCTH «IEYEHOYHBIX» (epMeHTOB Ha (QoHe mnpuéma
uHruoutopos AlIlID cnenyer mpekparuth npuém mnpenapata (cM. pasnen 4.8), MaluueHT A0KEH
HAXOJUTHCS MOJT COOTBETCTBYIOIIUM MEAHIIMHCKAM HAOIIOICHHEM.

HeitTponeHus/arpad yJIOMUTO3/ TPOMOOLIUTOIIEH U/ aHEMUST

Ha ¢one npuéma wunrubutopoB AII® MoOryT BO3HUKaThb HEUTpPONEHMs/arpaHyJIoLUTO3,
TPOMOOLIUTONIEHUS U aHEMUS. Y MalMEeHTOB C HOPMaJIbHOW (PYHKIMEH MOYeK U MpU OTCYTCTBUU
JIpYTrUX OTATrOHaromuX (pakTopoB HelTponeHus pa3BuBaeTcs penko. C 0co00il 0CTOPOKHOCTHIO
CIIEAYIOT TNPUMEHATh MEepUHAONPWI Yy TMAIMEeHTOB C CHUCTEMHBIMHM  3a00JIE€BaHUSIMHU
COCMHUTENIHOM TKaHU, Ha ¢oHe npuémMa HMMMYHOJEIPECCAHTOB, AaJUIOMYpPHHOJIA WU
POKaMHAMUJIA, WIN IPU COUYETAaHUU 3TUX (HAKTOPOB PUCKA, OCOOCHHO MPU HAJTUYUU HUCXOHOTO
HapylIeHUs PyHKINY OYEK.

VY HEKOTOpBIX MAIMEHTOB BO3HUKAIM TSOKEIbIe MH(EKUMH, B psijie ClyyaeB, yCTOMUYUBBIE K
UHTCHCUBHOW  aHTHOMOTHKOTepanuu. Ilpy  Ha3HaueHMM  JIEKapCTBEHHOIO  IIpernapara
[Ipectapuym A TakuM ManydeHTaM PEKOMEHIYETCs EPUOJUUYECKH KOHTPOJIUPOBATh COJIEpKaHue
JEMKOIMTOB B KPOBHU. [lalieHThI TOKHBI COOOIIATh Bpayy O JHOOBIX MPU3HAKAaX MHPEKIIMOHHBIX
3a0oneBaHuii (Harpumep, 60JIb B TOpPIIE, TUXOPAIKA).

OTHHYCCKUE Pa3TUUUS
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Crnenyer y4uThIBaTh, YTO y MALIMEHTOB HEIPOMIHOM pachkl pUCK Pa3BUTHS aHTMOHEBPOTUYECKOTO
otéka 6osee Bbicok. Kak u npyrue unrudutops! AII®, nekapcTBenHslii npenapat [Ipectapuym A
MeHee Y(PPEeKTHBEH B OTHOICHUN CHIDKEHHSI AJl y MTallMeHTOB HETPOUTHON PaCHI.

JanHblii 3 (et BO3MOXKHO CBSI3aH € BBIPAXKEHHBIM NPe00J1alaHieM HU3KOPEHUHOBOTO CTaTyca
y MAllMEHTOB HETPOUJHON PACHI C apTEPUAIBHON THIIEPTCH3UEH.

Kamens

Ha ¢one tepanum naruéuropom AIID MokeT BO3HUKATh YHOPHBIM CYXOH Kallleib, KOTOPBINA
IIPEKpAIaeTcs. IOCJe OTMEHBI Ipenapara. OTO CIEQyeT YUYUTBIBATH IIPU IPOBEIECHUU
T pepeHIanbHON TMarHOCTUKY KallIs.

XUpypruyeckoe BMELIaTeI5CTBO/0011as aHeECTE3 U

VY nanuMeHToB, KOTOPHIM IJIAHUPYETCS MPOBEJCHHE OOIIMPHBIX ONEpaluid WM MPUMEHEHHE
CPEJICTB JUIsl aHECTE31H, BBI3BIBAIOIIUX apTEPUAIIbHYI0 TUIIOTEH3HI0, IPUMEHEHUE IEPUHAOIIPUIIA
MOXeET 0JIOKUpOBaTh 00pa3oBaHue aHrMoTeH3HuHa Il Ha hoHe KOMIIEHCAaTOPHOIO BBICBOOOKIACHNUS
peHuHa. JledeHue cienyer NpEeKpaTUuTh 3a CYTKH 10 onepauuu. llpu pa3Butum aprepuanibHOR
TUIIOTEH3UH 110 YKa3aHHOMY MEXaHu3My cieayeT nojaepxusarbh A/l myrém Bocnonnenust OLIK.

' nnepkanueMus

['nepkanuemMuss MOKET pa3BUBATbCs BO BpeMs JiedeHus uHruouropamu AIID, B ToMm uucie, u
nepusjonpuioM. dakropaMu pucKa TMIIEPKAIUEMHM SIBISIOTCA IOYEYHAas HEIOCTaTOYHOCTD,
CHIDKEHHE (YHKIMU TIO4YeK, Bo3pacT crapme 70 1er, caxapHblii auabeT, HEKOTOphIe
COITYTCTBYIOILIME COCTOSIHUS, B YACTHOCTH JIerMJpaTalys, OcTpas cepeyHas HeJOCTaTOYHOCTb,
MeTa0OIMUECKUI aln03 U COBMECTHBIM MpHEM KanuiicOeperaronmx INYypeTUKOB (TaKMX Kak
CIUPOHOJIAKTOH U €ro MPOM3BOJAHOE DJIUJICPEHOH, TPUAMTEPEH, AaMMIOPHI), THIIEBBIX
n00aBOK/TIpenapaToB Kajiusl WIM KaluHCOJEp)KallluX 3aMEHHUTENel NHILEBON COJH, a TaKke
IpUMEHEHHE APYTUX MpenapaToB, CIOCOOCTBYIOUIMX MOBBIIICHUIO COAEPKAHUs Kallusi B KPOBU
(HampuMep, TenapuH, KO-TpUMOKca3on ((pUKCUpoBaHHas KOMOMHaIMs Cyjib(aMeTokca3oia u
TPUMETOTIPUMA).

[IpumeHeHre NHILEBBIX J00AaBOK/IpenaparoB Kanus, KanuicOeperaroumx IUypEeTUKOB,
KAJIMACOJEp/KAIMX 3aMEHUTENEH MUIIEBOM COJMM  MOYET MPUBECTH K 3HAYUTEIBHOMY
HOBBIIIEHUIO COJIEP’KaHMs KaJusl B KPOBHU, OCOOCHHO y TMAIMEHTOB CO CHM)KEHHOW (yHKUHEH
nouek. ['umepkanueMus MOXET TNPUBECTH K CEpbE3HBIM, MHOTAa (haTalbHBIM HApPYIIEHUSM
cepaeyHoro putMma. Eciu HeoOXoauMm COBMECTHBI MNpUEM JIEKApCTBEHHOTO Ipernapara
ITpecrapuymMm A ¥ yKa3aHHBIX BBIIIE [IPENApaToB, JIEYEHHE JOJDKHO IPOBOJUTHCS C
OCTOPOKHOCTBIO Ha (DOHE PETYJSIPHOTO KOHTPOJIS COAEPIKAaHUS KaJlusl B CBIBOPOTKE KPOBH (CM.
paznen 4.5).

HaHI/IeHTI)I C CaXapHbIM I[I/Ia6eTOM
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[lpy Ha3HaueHWM TMpemapara MaIeHTaM C  CaXapHbIM  JUa0eToM,  IOJTyYarolIuM
TUTOTJIMKEMUYECKHUE CPEACTBa A MpuéMa BHYTPb WJIM WHCYJIMH, B TEYCHHE MEPBOTO MecsIia
Teparnuu HHruouTopoM AIID HE0OX0IMMO PETYIIPHO KOHTPOJIUPOBATH KOHIICHTPAIIHIO TITFOKO3BI
B KpoBH (cM. pazzen 4.5).

[IpenapaTsl JIUTHS

CoBMeCTHOE NIPUMEHEHHE JIEKapCTBEHHOTO Mpemnapara Ilpecrapuym A U MpenapaToB JIMTHs HE
pekoMenayercs (cm. pasaen 4.5).

Kannﬁc6eperalomne JUYPSTHKHU, IIpenaparhl Kajlus, KaTUHcoAepKallie 3aMSHUTEIIM IUIIEBOM

COJIM ¥ ITUIIICBHIC I[O6aBKI/I

He pexomenyeTcsi COBMECTHOE MPUMEHEHHE TIEPUHIONIPUIIA B KaTuiicOeperaronux JnypeTUKOB,
a TaKKe IMpPEernaparoB Kalus, KaJUKUCOICpkKALIMX 3aMEHUTEIEH NUIIEBOW COJIM M IHILIEBBIX
no6aBok (cm. pasuen 4.5).
JBoiinas 6nokana PAAC

Ectp nannble, CBUACTENBCTBYIOMINE O TOM, YTO COBMECTHOE MpUMeHeHne MHruouTopos AllD,
AHTArOHHUCTOB PEUENTOPOB AHTHMOTEH3MHA Il MM amMckupeHa MOBBIIAET PUCK apTEPHAIBHOMN
TUINOTEH3UU, THUIEPKATUEMHH M CHIDKEHUS (YHKIUU To4YeK (BKIIOYash OCTPYH IOYEHHYIO
HeJoCcTaTOYHOCTh). Takum oOpa3om, aBoiiHas 01okaga PAAC nyTéM cOBMECTHOTO MPUMEHEHUs
uHruoutopos AII®, aHTaroHucroB penentopoB asHruoreHsuHa Il wnm anuckupeHa He
pexkomenioBana (cm. pasaensi 4.5 u 5.1). Ecnu Tepanus ¢ moMonibpo ABOMHOM 0JI0Ka bl MpU3HAHA
abCONMIOTHO HEOOXOAMMOM, €€ cleAyeT MPOBOJUTh TOJBKO TOJ CTPOTUM MEIUIIMHCKUM
KOHTPOJIEM U MPH PETYISIPHOM KOHTPOJIE (PYHKIUH [TOYEK, COAEPKAHUS FIEKTPOIUTOB B KPOBH U
apTEPHUAIIBHOTO JaBJICHUS.

[TpoTuBonOKa3zaHO pUMEHEHHE UHTHOUTOPOB AIID B coueTaHNM ¢ aHTarOHUCTAaMH PELENITOPOB
anruorensuHa Il y manuenToB ¢ quabetnueckoil HedponaTuel U He peKOMEHAyeTCs Y APyTrux
nanueHToB (cM. paszaen 4.3).

IlepBUYHELIN THIIEPAILI0CTEPOHU3M

HaHI/IeHTI)I C TCPBUYHBIM THUNCPATBAOCTCPOHU3MOM, KaK IIpaBWJIO, HE BOCHPHUHMYHBBI K
AHTUTUIIEPTEH3UBHBIM TIpenapaTaM, ACHCTBHE KOTOPHIX OCHOBaHO Ha MHruOmpoBanuu PAAC.
TakuM oOpa3oMm, MPUMEHEHHE MAAHHOTO JIEKApPCTBEHHOTO Mpernapara y TakuX NalleHTOB He
PEKOMEHTyETCS.

BcniomorarenbHbIE BellecTBa

JlexapctBenHnsbIit mpenapar [Ipectapuym A colep:KUT JTakTo3bl MOHOTHIpAT. [lanmenTam ¢ penko
BCTpEUAIONIEIiCsl HACIEACTBEHHON HEMEePEeHOCHMMOCTBIO TalaKTO3bl, Ae()UIIUTOM JAaKTa3bl WU
TJTFOKO30-TAIAKTO3HOHM MaibabcopOIHeit He clieyeT MPUHUMATh 3TOT IIpernapar.

€T
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JlekapcTBennslil npenapat [Ipectapuym A He pekoMeHayeTcs JeTaM 10 18 jieT u3-3a OTCyTCTBUS
JTaHHBIX 00 A(P(PEKTUBHOCTH M OE30MaCHOCTH MPUMEHEHMs Mperapara y MAlMeHTOB IaHHOM

BO3PACTHOM I'PYIIIIbL.

4.5. BzaumopeiicTBue ¢ JPYrHMH JeKaPCTBEHHbIMH IIpenapataMd M Jpyrue BH/bI
B3aHNMOJAEeHCTBUSA

JlaHHbIe KIMHUYECKUX MCCIEeIOBaHUN MMOKa3bIBAIOT, YTO JBOMHAs 0JI0Ka/Ja peHUH-aHIMOTEH3HH-
anpocreporoBoit cuctemsl (PAAC) B pe3ynbrare 0JHOBPEMEHHOTO pruéma HHruouTopoB AI1D,
APA Il wnu anuckupeHa NPUBOJUT K YBEIMYEHHUIO YacCTOThl BO3HUKHOBEHMSI TaKHUX
HE)KEJIATCIIBHBIX SIBJICHUM, KaK apTepualibHas TMIIOTEH3Us, TUIEPKAIMEMUs U HapyIICHUS
(GYHKLIMHU MOYEK (BKIIIOYAs OCTPYIO OYEUHYIO HEJ0CTaTOYHOCTh), IO CPABHEHHIO C CUTYalUsIMU,
KOI'Jla IPUMEHSETCS TOJIbKO OJMH Ipenapat, BozaeiictByomuii Ha PAAC (cM. pasnenst 4.3, 4.4 u
5.1).

HCK&DCTBGHHI)IG Cp€ACTBA, BHI3BIBAOIINE T'MTICPKATINCMHUTIO

HexoTtopsle nekapcTBEHHbIE MpenapaThl Wi IpenapaTsl APYyrux (papMakoIoruyeckux KiIaccoB
MOTYT IIOBBIIIATE PHUCK Pa3BUTHS TUIEPKAIMEMUU: AJUCKUPEH M AIMCKUPEHCOAEPIKAIUE
npenapaThl, COJIM Kalus, KaimuiicOeperaromme IuypeTukd, MHruOuTopsl AIID, aHTaroHUCTHI
peuentopoB anruorensuna Il (APA Il), HectepoumHble MPOTHBOBOCHAIUTEIBHBIC MPENapaThl
(HIIBII), renmapuHbl, MMMYHOJENPECCAHThl, TAaKHE KaK IMKJIOCIIOPUH WIH TaKpOJIUMYC,
JIeKapCTBEHHbIE TpenapaThl, COJepiKallie TPUMETONPUM, B TOM YHUCIE (PUKCHPOBAHHYIO
KOMOUWHaIuo cyibdamerokcazona u tpumeronpuma (Ko-rpumoxcason).

CoueTaHue 3THX JICKAPCTBCHHBIX MPETIapaTOB MOBLIIACT PUCK T'MIICPKATTUEMHUU.

CoBMECTHOE IPUMEHEHNE MPOTHUBOIIOKA3aHO (CM. pas3acia 43)

Anuckupen u nekapcmeenHvle npenapamsl, cooeparcaujue alucCKUpeH

[IpoTuBONOKa3aHO y MAIlMEHTOB C CaxapHbIM JHAa0ETOM W/WIM YMEPEHHBIM WIN THKEIBIM
HapylmeHrneM (QYHKLIUH MOYeK W HE PEKOMEHAYeTCs Yy JPYIHX MaIMeHTOB: BO3PAcTaeT PHCK
pasBUTHs TUIEPKATUEMHUH, yXyAUIEHUs (YHKIMUA HOYEeK M TOBBILIEHHUS YaCTOThI CepJedHO-
COCYAMCTOM 3a00J€Ba€MOCTH U CMEPTHOCTH.

Cosmecmuasn mepanus uneubumopamu AIID u anmazonucmamu peyenmopos aHeUOmeH3uHa
[TpoTuBONOKa3aHo NpuMeHeHne HHruouTopoB AIIdD B coueTaHuM ¢ aHTarOHUCTaMU PELENTOPOB

anrnotensuHa |l (APA |l) y nanueHToB ¢ auabetnyeckoit HeponaTtuei (cM. pasaen 4.3).

DxcmpaxopnopanbHvle Memoobl l1edeHus
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DKCTpaKOpIOpanbHbIe METOABI JICYEHHsI, NMPHUBOMAIINE K KOHTAKTy KPOBH C OTPHULATEIHHO
3apsKCHHBIMA TTOBCPXHOCTSAMU, TAKHC KAK JUAIN3 WU FeMO(bI/IJ'IpraI_[I/I}I C HCIIOJIb30BaHHUCM
HEKOTOPBIX BBICOKONIPOTOYHBIX MEMOpaH (Hampumep, MOJUAaKPUIOHUTPUIIOBBIE MEMOpaHbl) U
ajepe3 JHUIONPOTEMHOB HU3KOH IUIOTHOCTH C UCIIOJIIB30BAaHUEM JIEKCTpaHa cCyibgara,
IPOTUBOIIOKA3aHbI H3-32 YBEIMUCHHS PHCKA Pa3BUTHUS TSHKENbBIX aHA(DMITAKTONIHBIX peakiuii (cM.
paznen 4.3). Ecnm Takoe JseyeHHEe HEOOXOIUMO, CJIEIyeT pPacCMOTPETh BO3MOXKHOCTb
HCIIOJIb30BAHUA JOPYyroro THUIIA HHaﬂHSHOﬁ MCM6paHBI WM MIPUMCHCHHA [pYyroro Kiacca

AHTUTHIICPTCH3UBHBIX IIPEIIapaToOB.

Cakybumpun + eéancapman

CoBMecTHOE TPHMEHCHHE TIEPUHIONPWIA C KOMOWHUPOBAHHBIMH  JICKAPCTBEHHBIMU
npernapaTamu, COJCPKaIMMK CaKyOUTpHII + BaJicapTaH, MPOTHBOIIOKA3aHO, TaK KaK IO/IaBJICHHUE
HEMPWIN3UHA OJHOBPEMEHHO C INpHUMEHeHHeM WHTuouTtopa AIID MOXKET YBEIHYUTH PHUCK
pPa3BUTHS AHTHOHEBPOTHUYECKOro oOTéKa. lIpuMeHeHne KOMOWHUPOBAHHOTO JIEKAPCTBCHHOTO
npernapara, CoJlepiKallero caKkyoOuTpui + BajcapTaH, BO3MOXKHO He paHee, 4eM depe3 36 uacoB
nocie npuéma TmocieqHer J03bl nepuHaonpwia. [IpuMeHeHre TepuHIONpUIa BO3MOXKHO HE
paHee, 4eM 4epe3 36 4acoB mociie mpuémMa rmociieAHen 1036l KOMOMHHUPOBAHHOTO JICKAPCTBEHHOTO

npernapara, CoJepIKaliero cakyouTpui + Bajicapran (cM. pasuensl 4.3 u 4.4).

CoBMeCTHOE IPUMEHEHHE HE PEKOMEHIYETCS (CM. pa3acii 44)

Anuckupen u 1ekapcmeenHvle npenapamsi, cooepacaujue arucKupeH
VY nanueHToB, HE UMEIOIIMX CaXapHOoro AuadeTa Wiv HapyleHus QyHKINHU TOYEK, MOBBIIIEH PUCK
pPa3BUTHS TUNEPKAINEMHUH, YXYJIIIEHUS (QYHKIMHM MOYEK M TOBBIIIEHHS YacTOThl CEpAECYHO-

COCYHHCTOﬁ 3a00JICBAEMOCTH H CMCPTHOCTH.

Cosmecmuasn mepanus uneubumopamu AIID u anmazonucmamu peyenmopos aHeUomeH3uHa

B nwureparype coo0mmianoch, 4ro y MNAlUEHTOB C YCTAaHOBJIEHHBIM aTE€POCKIEPOTUYECKHM
3a00JIeBaHNEM, CEpACYHOM HEeIOCTaTOYHOCThIO MM CaXapHbIM JHa0eTOM C TMOpaKeHHEeM
OpraHoB-MullIeHel, onHOoBpeMeHHas Tepanus uHruouropom AIID u APA II cBszana ¢ Gonee
BBICOKOM YaCTOTOM pa3BUTHUSI apTepUANbHOM TUIOTEH3MH, OOMOpOKa, TUIEpPKAIUEMUU U
yXyAmeHus: GyHKIUU MoYeK (BKJI0Yas OCTPYIO MOYEUHYI0 HEJIOCTAaTOYHOCTh) M0 CPABHEHUIO C
IpPUMEHEHHEM TOJIBKO OJTHOTO Tpemnapara, Binustomiero Ha PAAC. JIBoiiHas Onokaja (Hanmpumep,
npu couetannu uHruouTopa AII® ¢ APA Il) nomkHa OBITH OrpaHUYeHa OTICIBHBIME CITY4asMH

C TIIATEJIbHBIM MOHUTOPUHIOM (DYHKIIMU MOYEK, coaepxanus kamus u AJl.
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Aempamycmun
CoBMecTHOE TPUMEHEHHE MOXET MPUBECTH K MOBBIIICHUIO PUCKA TOOOYHBIX 3P (PEKTOB, TAKHX

KaK aH'MOHCBP OTUYECKHM OTEK.

Ko-mpumoxcaszon (cynvgpamemoxcazon + mpumemonpum)
[Tpr OTHOBPEMEHHOM MPUMEHEHUH C KO-TPUMOKCA30JI0M (CyJIb(paMeToKca3on + TPUMETOIIPHM)

MOET IMOBBIIIATHCS PUCK Pa3BUTHUS TUIICPKATUEMUH (M. paszaen 4.4).

Kanuiicbepecarowue ouypemuxu (maxue xax mpuammepeH, amuiopuo), Coau Kaaus
['unepkanuemusi (¢ BO3MOXHBIM JIETAbHBIM HCXOJIOM), OCOOCHHO IPH HApPyIICHUH (DYHKIUU
nouek (aanuTuBHbIC () (HEKTHI, CBI3aHHBIC C THIIEPKATUEMHUCH).

Coueranue TMepUHAONPUIIA C BBIIICYIIOMSHYTHIMH JIEKQpPCTBEHHBIMH IMperapaTaMu He
pekomenayercs (cMm. pasgen 4.4). Eciu coBMecTHOE NPHMEHEHHE IOKa3aHO, WX CIEAyeT
MPUMEHSTH, COOTIOIasi MEPBI IIPEIOCTOPOKHOCTH U PETYIISIPHO KOHTPOJIUPYS CONEPIKAHNE KaTHs
B CBIBOPOTKE KPOBH.

Oco0eHHOCTH MPUMEHEHHS CIIMPOHOJIAKTOHA P CEPJICYHON HEJOCTaTOUHOCTH OMHCAHBI Jalee

I10 TCKCTY.

Ilpenapamul rumus

[Ipu coBMecTHOM MPUMEHEHHH MpenapaToB JIUTUS U MHTUOMTOpoB AIID MokeT oTMeyaThCs
o0patumMoe YBEIMYEHHE KOHIEHTpPALUU JIUTHS B CHIBOPOTKE KPOBH M CBSA3aHHBIE C 3TUM
Tokcudeckne 3¢¢dexTsl. COBMECTHOE NPHUMEHEHUE IMEPUHAONpUIIA U TMPEnaparoB JUTUS HE
pexomenayercs. [Ipy HeoOXOIMMOCTH NMPUMEHEHHsI TaKOM KOMOMHAIMM CIEeTyeT MPOBOAMTH

peryJsipHbIi KOHTPOJIb KOHIIGHTPALIMH JIUTHS B [U1a3Me KPOBHU (CM. pasjen 4.4).

CoBMeCTHOE IIPUMEHEHME, KOTOPOE TPeOvVeT 0CO00M OCTOPOKHOCTH

T'unoanuxemuueckue cpedcmea (UHCYIUH, 2Uno2iuKeMuyecKue cpedcmaa 0Jisi NPUEMa 6Hympb)

I[To pe3ynbTaTaM 3MUAEMUOIOTHYECKUX HCCIeI0BaHUN puMeHeHne HHruouropos AIldD moxer
YCUIIMBATh TUMIOTIIMKEMUYECKU 2PPEKT NHCYTHNHA U THIOTIMKEMHUYECKUX CPEJICTB Il IpuémMa
BHYTPb BIUIOTh J10 pa3BUTHUs runoriukemMun. Kak mpasuiio, 3To HaOI0qaeTcs B IEpBble HEAETH

MIPOBEJICHUS OJTHOBPEMEHHOM Tepanuu 1 y MalueHToB ¢ HapylleHneM (QyHKIUU TOYeK.

baxnogen
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YceunuBaer a"TUTUNEpTEeH3UBHBIN dddekT uHrnoutopoB Alld. Crneayer TmaTeabHO
KOHTPOJIMpPOBaTh ypoBeHb AJl W, B cioyuae HEOOXOAMMOCTH, JTO3UPOBKY THUIIOTCH3UBHBIX

IperapaToB.

Kanutinecoepeearowue ouypemuxu

VY manueHToB, MOIyYaloUINX ANYyPETHKH, 0COOCHHO BBIBOISIINE KUAKOCTh U/UIH COJIH, B HAaYase
Tepanuu uHruouTopoM AIID Moxker HabmOIAThCA Ype3MepHOe CHIDKeHUE AJl, pUCK pa3BUTHA
KOTOPOI'O MO’KHO YMEHBIIUTH ITyTEM OTMEHBI INYPETHUECKOTO CPEJCTBA, BOCIIOJIHEHHEM IOTEPU
KHUJIKOCTH WJIM COJIeH mepen HayajloM Tepalnuu IEepUHIONPUIIOM, a Takke Ha3HaueHHEeM

NEpUHAOIIPUIIa B HU3KOI J03€ C I[&HBHGﬁH.IHM IMMOCTCIICHHBIM €€ YBCIIMUCHUCM.

Ilpu apmepuanvnoti cunepmen3uu 'y NaleHTOB, MOJIyYAIOIIUX JUYPETUKH, OCOOCHHO BBIBOJISILNE
KHUJIKOCTb W/WIN COJIM, TUYPETUKHU AOJDKHBI OBITH JIMOO OTMEHEHBI J0 Hayaja MPUMEHEHMs
unruouropa AIlD (mpu sToM KanuitHecOeperaromuil TMypeTHK MOXKET OBITh IO3JHEe BHOBB
Ha3zHaveH), oo wHrHOuTOop AIID nomkeH OBITh Ha3HAYECH B HU3KOW JI03€¢ C JAITBHCHIIUM

MOCTEIEHHBIM €& YBCIUYCHUCM.

Tlpu npumenenuu ouypemuxos 6 ciyuae XpOHUUeCKou cepoeyHol HeOOCMAamoyHOCmU WHTUOUTOP
AII® nomkeH ObITh HAa3HAUYCH B OYCHb HHU3KOW J103€, BO3MOXHO TOCIEC YMEHBIICHUS O3B
MPUMEHSIEMOT0 OJTHOBPEMEHHO KaJIUHHeCcOeperarero JuypeTiKa.

Bo Bcex cnyuasx ¢yHKIMS MoYeK (KOHIEHTpalMs KpeaTWHWHA) JOJDKHA KOHTPOIMPOBATHCA B

nepBbI€ HEEIN MpUMEHEHUs] HHTuOUTOpoB AI1D.

Kanuiicoepecarowyue ouypemuxu (3nnepenotn, CHUpOHOIAKMOH)

[TpuMeHeHne dIIEepeHOHa WK CIIMPOHOJIAKTOHA B 103axX OT 12,5 Mr 10 50 Mr B CyTKHM M HU3KHX
no3 uHruouropos AII®: mpu tepanuu cepaeuHoil HegocratouHoctu |l - IV pyHkmonansHOro
kiacca mo kinaccudukanuu NYHA ¢ dpakmnueii BeiOpoca neBoro xemygouka < 40 % u panee
npuMeHsiBIiuMuca uHruOutopamu AllD u «merneBbIMU» AUYPETUKAMH, CYIIECTBYET PHCK
TUMEPKAIMEMUH (C BO3MOXHBIM JIETAILHBIM HCXOJIOM), OCOOEHHO B CiIydae HECOOIOICHUs
PEKOMEHIAIU OTHOCUTENILHO ATOW KOMOWHAIIMH TIperapaToB.

[lepen mpuMeHeHHEM TaHHOM KOMOWHAIIMY JIEKapCTBEHHBIX MTPenapaToB, HEOOX0AUMO yOeTUTHCS
B OTCYTCTBHUH THIIEPKATUEMHUH U HApYIIEHUNA (QYHKIIUU TTOYEK.

PexoMeHayeTcss peryiasipHO KOHTPOJIMPOBAaTh KOHLEHTPALMIO KpEaTUHUHA W Kalusl B KpPOBHU:

CIKXCHCICIBHO B HepBBIfI MECAL JICUCHUA U CKEMECAYHO B IMOCICAYIOIIEM.
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HIIBII, éxnrouas evicokue 003bl ayemuicaluyuirosol kuciomol (> 3 o/cym)

CoBmectHoe nmpumeHeHre nHruOuTopoB AII® ¢ HIIBII (anermicanuiuioBas KUCIOTa B J03€,
OKa3bIBAIOLICH MPOTUBOBOCIIAIUTEIBHOE ACHCTBIE, MHTHOUTOPHI HUKI0OKcHreHas3bl-2 (LIOI-2) u
HecenektuBHbie HIIBIT), MokeT mpuBeCTH K CHW)KCHHIO AHTUTHIICPTCH3MBHOIO JICHCTBUS
uaruoutopoB AIID. CoBmectHoe mpumenenne nHruOutopo AII® u HIIBII moxet npuBoauTh
K YXYIIIEHUIO (PYHKIUHM TMOYEK, BKJIIOYAs Pa3BUTHE OCTPOI IMOYEHYHOH HEIOCTaTOYHOCTH, U
YBEIMYEHHUIO COJICPKAHUS KaJIHs B CBIBOPOTKE KPOBH, OCOOCHHO Y MAllMEHTOB CO CHMYKEHHOMU 10
Hayvasa JedeHus pyHkuuen nouek. Crnemayer coOo1aTh OCTOPOKHOCT PY HA3HAYCHUH JaHHOU
KOMOHMHAIMM, OCOOCHHO Yy MalMEHTOB IOXKHIOro Bo3pacTa. [lalMeHThl OJKHBI MOJydYaTh
a/ICKBaTHOE KOJIMYECTBO YKMJIKOCTH, U PEKOMEHIYETCS TIIATEIbHO KOHTPOJIUPOBATH (HYHKIIHIO

IMMOYCK, KaK B HAYAJIC, TaK U B IIPOLECCCEC JICUCHU .

Payexaoompun

U3BectHO, uTro uHruOburopsl AII® (Hampumep, NEPUHIONPHII) MOTYT BBI3BIBATH Pa3BUTHE
AQHT'MOHEBPOTUYECKOTO0 OTEKa. PUCK €ro pa3BUTUS MOXET ObITh MOBBILIIEH IPU COBMECTHOM
OPUMEHEHUU C paleKkajoTpuiioM (MHTMOUTOp 3HKe(daauHa3bl, MPUMEHSEMbIH s JIeUEeHUs

OCTpOH Auapen).

Hueuoumopor MTOR  (muwenu panamuyuna mnexonumarowux) (Hanpumep, CUpoIUMycC,
96EPOIUMYC, MEMCUPOTIUMYC)
[Ipu coBmectHOM mpuMeHeHndn ¢ MTOR uWHrHOWTOpaMU TOBBIMIAETCS PHUCK Pa3BUTHUS

AQHTMOHEBPOTUYECKOTO OTEKA (cM. paszen 4.4).

Pexombunanmmusie mxanegvle axmusamopul niasmunozena (rtPA, aimenaasa)
[TaumenTsl, nonyyasire UHrUOUTOPHI AIID 1 nmomyyaromye anremiasy Aias TpOMOOIUTUYECKON
Tepanuu IpU OCTPOM HIIEMHYECKOM MHCYJIbTE, MOTYT MMETh IMOBBIIICHHBIH PUCK pa3BUTHUS

AHT'MOHCBPOTHUYECCKOT'O OTCKA.

CoBMECTHOE MMPUMEHEHHE, KOTOPOE TPEOYET ONpeaeIEHHON OCTOPOKHOCTH

T'unomen3usnvie npenapamol u 6a300UNAMAMOPYbL
AHTUTHNIEPTEH3UBHBIN 3(QQEeKT NepuHIoNpUiIa MOXKET YCHUIMBAThCS NPU OJHOBPEMEHHOM
IIPUMEHEHUN C JPYTMMH THUIIOTEH3UBHBIMH, COCYAOPACUIUPSIOIUMU CPEICTBAMHU, BKIIOYas

HUTPATBI KOPOTKOTO U MPOJIOHT'MPOBAHHOTO JIENCTBUSL.

T nunmunor (ﬂuHaeﬂunmuH, cakcazaunmuH, cumacjiunmuH, enmt)az;zunmuH)
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CoBmecTHOe mpuMeHeHHE ¢ wuHruoutopamu AllD MOXKET TMOBBIIATH PHUCK Pa3BUTHUS
AHTMOHCBPOTUYCCKOT'O oTéKa BCJIICACTBHUEC CHUHKCHUA AKTHUBHOCTU III/IHGHTI/II[I/I.H-HGHTI/I,H33I:I-4

(DPP-1V) nox neficTBueM IIIMNTHHA.

Tpuyuknuueckue anmMuOenpeccanmol, AHMUNCUXOMUYECKUE CPeOCmea (HetuporenmuKu) u
cpedcmaa 07151 00well anecmesuu
CoBmecTHOE TmpuMeHeHHe ¢ uHruouropamu AllD MoXKeT NPUBOIUTH K  YCHICHHUIO

AHTHTUIIEPTEH3MBHOIO IeiCTBHS (CM. pasaen 4.4).

Cumnamomumemuxu

MoryT 0cnabnaTh aHTUTHIIEPTEH3UBHBIN AP PeKT UHrHOuTOpOoB AlID.

IIpenapamul 3010ma

[Tpu npumenenun uarnOuTopoB Alld, B TOM ynciie nepuHAONIpUIIa, HAlIMEHTaMH, [TOJIy4alOIUMU
BHYTPUBEHHO IIpenapaT 30JI0Ta (HaTpHs aypoTHOMANaT), B PEAKHX CIydasX COOOINAIOCh O
Pa3sBUTHM HUTPUTOUIHBIX PEAKLUUN — CUMIITOMOKOMIIJIEKCE, BKJIIOYAIOIIEM B Ce0sl TMIIEPEMUIO

KOXKH JIMlid, TOIIHOTY, PBOTY, APpTCPUATIbHYIO THUITIOTCH3UIO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb M JIAKTALUS

bepeMeHHOCTD

JlexapcTtBeHHbIi npenapat [Ipectapuym A mpoTHBOINIOKa3aH BO BpeMsi OEPEMEHHOCTH (CM. pa3ien
4.3).

B HacTosAmmMii MOMEHT HET HEOIPOBEPKUMBIX IMHUIEMUOJIOTUYECKUX AAHHBIX O TE€PAaTOT€HHOM
pucke npu npuéme uHruOutopo AIldD B mepBom Tpumectpe GepeMeHHOCTH. OJTHAKO HENb3s
UCKJIIOUUTHh HEOOJIbIIOE YBEJIWYEHUE PUCKA BOZHUKHOBEHMS HapylleHuil pazButus rioxa. [lpu
IUTAHUPOBaHUM OEpeMEHHOCTH, eciau Tepanus uHruoutopom AII® cuurtaercs HEOOXOAMMOM,
clelyeT MepelTH Ha IPUMEHEHHE IPYTUX aHTUTMIEPTEH3UBHBIX MIPENAPATOB C YCTAaHOBJIEHHBIM
npoduiieM 6e30MacHOCTH AJIs IPUMEHEHHs B eproja 6epemeHHocTH. [lpu tuarHoctupoBaHHOM
OepeMEeHHOCTH, ClelyeT HEMEJUIEHHO MPEeKpaTUTh MpuéM NpenapaTa U, NpU HEOOXOJUMOCTH,
HA3HAYUTh aJIbTEPHATUBHYIO TEPAIUIO.

U3BecTHO, uTo Bo3aeiicTBue nHrnOutopoB AII® Ha miox Bo I u Il TpumecTpax 6epemenHoCTH
MOYKET MPUBOJUTH K HAPYIIEHHUIO €ro pa3BUTHs (CHIDKEHHE (DYHKIIMM MTOYEK, OJTMTOTHIPAMHHUOH,
3aMeyieHHe OcCU(UKAIMM KOCTeH yepema) M pa3BUTHIO OCJIOKHEHHH y HOBOPOXKIEHHOTO

(HO'—IG'-IHaSI HEAOCTAaTOYHOCTD, apTCpHaIbHAasA TMIIOTCH3M, FI/IHepKaJ'IHeMI/IH).
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Ecnu nmanmenTtka mosryvana uaruoutopsl AIID Bo Bpems I wnm 11l tpumectpa GepemeHHOCTH,
PEKOMEH/IyeTCsl IPOBECTH YIIbTPAa3BYKOBOE 00CIIEOBAaHHE ISl OLICHKH COCTOSIHUS KOCTEH yeperna
U QYHKLUH TTOYEK.

HoBopoxxnéuusle, MaTepu KOTOpbIX moiy4danu MHruoutopsl AIID Bo Bpemsi OGepeMeHHOCTH,
JOJIKHBI HAXOJIUTHCS 10/ HAOJII0JIEeHUEM U3-3a PUCKa Pa3BUTHUS apTepUaibHON TUIIOTEH3UH (CM.

paznenst 4.3 u 4.4).

JlakTamus

BcenencrBue orcyTcTBUS MHGOpPMALMU OTHOCUTEIBHO NPUMEHEHUS NEPUHAONPUIA B IMEPUOJ
IPYJHOTO BCKAPMIIMBAHMSL, €r0 IIPUEM HE peKOMeHayeTcs. [IperoyTuTesIbHO IPUMEHATD APyTHE
npenapatsl ¢ 6osiee U3y4eHHBIM npodusieM 6e30MacHOCTH B EPUO]I TPYAHOTO BCKAPMIIMBAHHUSA,

0CcO0EHHO IIpHU BCKapMJINBAHHUH HOBOpO)K,I[éHHBIX WM HCJOHOIICHHBIX I[CTeﬁ.

DdepTUabHOCTD

He ycTanoBneHo BIUSHHSA HA PENIPOTYKTHBHYIO (DYHKINIO WK (PEPTHIEHOCTb.

4.7. Biusine Ha CNOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMHU CPeICTBAMH M PadoTaTth ¢
MeXaHU3MaMHu

JlexapcTBennsiii npenapat [Ipectapuym A cienyer ¢ OCTOPOKHOCTHIO MPUMEHSTH MAlMEHTaM,

YIPABISIOIIMM TPAaHCHOPTHBIMU CPEACTBAMM UM 3aHUMAIOUIMMCS BUJIAMH  JIESITEIBHOCTH,

TpeOyIOIIMMH TIOBBIIIICHHONH KOHIEHTPAllMd BHUMaHUs U OBICTPON peaklud, B CBS3U C

OIMaCHOCTBIO PA3BUTHA apTepI/Iam)Hoﬁ TUIIOTCH3WU U T'OJIOBOKPYIKCHUA.

4.8. HexkenareJibHbIE peaKUNU

Pesrome nmpoduias 0e30macHOCTH

[Tpoduns 6Ge30macHOCTH NMEPUHAOIIPUIA COOTBETCTBYET MPOuUI0 0€30MacCHOCTH UHTHOUTOPOB
AllD.

HaubGonee uactble HexenaTelbHbIE peaklUUWd TpU TMPHEME MEePUHAONpPUIA, OTMEYEHHBIE MPHU
MPOBEJCHNHN KIMHUYECKUX WCCIIEOBAHUI: TOJOBOKPY>KEHHE, TOJIOBHas OOIb, MapecTes3us,
BEPTUI0, HAPYLIEHUsSI 3pEHUS, 3BOH B yIllaX, apTepualibHas TMIOTEH3Us, Kalllelb, OJbIIIKa, 00JIb B
KHUBOTE, 3aI10p, TUapesi, TUCTEB3Us (PacCTPOMCTBO BKYyCa), JUCIICTICHS, TONTHOTA, PBOTA, KOMXKHBIN

3y, KOXHad CblIlb, CIIa3Mbl MbIIIL, ACTCHUS.

TabanuHoe pE3IOME HEKENATCIILHBIX PEaKINH

Hepe‘-II/ICJ'IeHHI)Ie HMXXE HEXKCEJIATCIIBHBIC PEAKIIMU, OTMCUCHHBIC TP MPOBCACHUN KIIMHUYCCKUX

HCCIeI0BaHUM /U NOCTPECTUCTPATIUOHHOM MMPUMCHCHUU TICPHUHAOIPUIIA, TPUBCACHBI B BUIC
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cieayromen rpajganun: odeHs yacto (>1/10); wacro (>1/100, <1/10); mewacto (>1/1000, <1/100);

peako (>1/10000, <1/1000); ouens pemko (<1/10000); HeyTOYHEHHON HYACTOTHI (YacTOTa HE

MOJKET OBITE noacurTaHa 1mo JOCTyInHbIM I[aHHBIM).

Tabmuia 2. TabnuyHoe pe3roMe HeXeNaTeIbHBIX PeaKIui

MedDRA

Kitaccesl u cuctemsl OpraHos

HexenarenbHble peakiuu

Yacrora

Hapymenusi co CTOPOHBI
KPOBH 1 JuM@aTnieckoi

CUCTECMbI

Do3uHOpUIHS Heuacrto*
ATpaHyJI0IUTO3 WIN

Ouensb penko
MAHIUTOIICHUS

CHMI)KEHHE TeMOIJIoOMHa |

réemMaToKpuTa

OueHnb penko

JleikoTnieHHsI/HEU TPOTICHHU ST

Ouens penko

I'emonuTnueckas anemus y
MAIMEHTOB C BPOXKIEHHOM
HEIOCTaTOYHOCTHIO ITIOKO30-

6-dbocdaTmeruaporeHaspl

OueHb penko

TpombouuTonenus OueHb penko

Hapyuienust co cropoHsl ['mnornukeMust (cM. paszaensl
Heuwacro*

MeTa00JM3Ma U MU TAHUS 4.4u4.)5)

['unepkanuemusi, obOpaTuMas

nocje oTMeHsbl penapata (cMm. | Hewacto™

pazznen 4.4)

['unonaTpuemus Heuwacro*
Icnxnueckne Hapymenusi | JIaGMIbHOCTh HACTPOEHUS Hewacro

Hapymenue cHa Heuacro
Hapymenust co cToponsl ["onoBokpykeHue Yacro
HEPBHOM CHCTEMbI ['onoBHas 601b Yacto

ITapecte3us Yacto

Bepruro Yacto

ConnmBocTh Heuwacro*

O6Mmopok Hewacro*

CryTaHHOCTBH CO3HAHHS

OueHnb penko

HapymeHnusi co CTOPOHBI

opraHa 3peHUs

Hapymienne 3penus

Yacrto

Crpanuna 20 u3 35



HapyumeHnust co CTOpoHbI 3BOH B yIIax Yacto
oprasa cjayxa v Ja0upHHTa

Hapymennsi co CTOPOHBI Ourymenne cepareoneHus Heuacro*
cepaua Taxukapaus Heuacro*

Crenokapaus (cM. pasaen 4.4)

Ouensb penko

Apurmus OueHnb penko
Hndapkr MHUOKap/a,
BO3MOJKHO, BCJIE/ICTBUE

n30bITOYHOTO CHIOKEHUS Al y
HaIMEHTOB u3 IpYIIIBI
BBICOKOTO pHUCKa (CM. paziel

4.4)

OueHnb penko

Hapyuienusi co cTOpoHbI

COCy/10B

AprepuanbHas ~ TMIIOTEH3US
(u30bITOuHOE CHIDKeHHE AJl)
Yacto

U CBS3aHHBIE C  3TUM

CUMITOMBI

Backynur Heuwacro*
WncynsrT, BO3MOXHO,
BCJIE/ICTBHE YpE3MEPHOTO

cHkeHus A/l y naiMeHToB U3

IPYIIIBI BBICOKOTO PHUCKA (CM.

Ouens penko

Hapymenust co cToponsl
AbIXaTEJbHOH CHCTEMBI,
OPraHoOB IPYIHOM KJIETKHU U

cpeaocrenust

paznen 4.4).

Cunnpom Peiino HeyrouneHHON 4acTOTHI
Kamrens Yacto

Opplnka Yacto

bponxocnasm Heuacto

Do3uHOpMIbHAS THEBMOHUS

Ouensb penko

Kenyno4Ho-KuIIeYHbIE

HApYLUIEHHUS

Punut Ouensb penko
bosb B )xuBOTE Yacro
3anop Yacro
Huapes Yacto
Hucressus (paccTpoiicTBO

Yacro
BKyca)
Jucnencus Yacrto
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TomHoTa Yacro
PBota Yacro
CyxocTb BO pTY Heuacto

ITankpearur

Ouensb penko

Hapymenust co cTopoHbl
NneYeHH u

AKEJIYEBbIBOAAIINX HyTeﬁ

I'ematur  (xomecTaTuyeckui

WU IUTOJIMTHYECKHI) (CM.

OueHnb penko

Hapymenust co cTopoHbl
KOKM M MOAKOKHBIX

TKaHel

paznen 4.4).

KoxHb111 3y11 Yacto
KosHas cpinb Yacro
Kpanusuunia (cm. pasgen 4.4) | Heuacro
AHTMOHEBPOTHUYECKUN  OTEK

JIua, KOHEYHOCTEH, 1Yo,

CIM3UCTBIX 000JI0UeK, si3bIKa, | HedacTo
rOJOCOBBIX CKJIAJIOK  W/HMIU

ropranu (cm. pazzen 4.4)

Peakiuun Heuwacro*
($OTOUYBCTBUTEIHHOCTH

[Memdurons Heuwacro*
[ToBwimenHoe norootaenenne | Hedacro
ObocTpenue ncoprasa Penko*

MHuorogopmHas 3putema

Ouensb penko

HapyumeHnust co cTopoHbI MpI1euHbIe crIa3Mbl Yacto
MBIIIEYHOM, CKeJIeTHOM 1 Aptpanrus Heuacro*
COeIMHHUTEJIbHOM TKAHH Muanrus Heuacrto*
Hapymenust co cTOpoHbI [Toueynas HegoctatouHOCTh | Hewacto

noYeK H MoYeBbIBOAAIMX | Octpas noveuHas | O4eHb peako

nmyTeu HEJI0CTaTOYHOCTh

HapymeHnusi co CTOPOHBI OpeKTiibHas TUCHYHKIUS Heuacto

PenpoayKTHBHON CHCTEMBI

U MOJIOYHBIX KeJsie3

O0mme HapyLIEHUS U Actenus Yacro

peaKkuuu B MecTe BBeAeHHs | BoJib B IpyHOU KIIETKE Heuacrto*
Henomoranue Heuacro*
[Tepudepuyeckue otexu Heuwacro*
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JInxopanka Heuacto*

JlabopaTopHbie u [ToBbimienne  koHueHtpanuu | Hewacto™*
HHCTPYMEHTAJIbHbIE MOYEBHHBI B KPOBU
JaHHbIE [ToBbimienne  koHueHtpauuu | Heacto™

Kp€aTHuHHWHA B KPOBU

[ToBbilieHWe  KOHILEHTpauu | Peako

OwMpyOnHa B KPOBH

[loBrlenne aKTUBHOCTHU | Penko

«TEYEHOYHBIX» (DEPMEHTOB

TpaBmbl, uHTOKCHMKanuu U | [Tanenue Heuacro*

OCJI0KHEHHUA NMpPoueayp

* OI/;GHKCI uacnionivl HealdceaameilbHblx peam;m?, BblA6/IEHHbIX NO CHOHMAHHbIM COO6H4€HM2M,

npoeedeHa HA OCHOB6AHUU aClHHblxpefi’yJmeamOG KJIUHUYECKUX UCCNe00B8AHUIL.

Coo0manocr 0 pa3BUTHH CHHIPOMA HEAJCKBATHON CEKpEIUH aHTUAWYPETHUYECKOTO TOPMOHA
(CHCAAI') mpu coBMecTtHOM TpuMmeHeHuu ¢ apyrumu uHruouropamu AIlD. CHCAID no
YacTOT€ BO3HUKHOBEHHUS OTHOCHUTCS K OUYEHb PEAKUM, HO BO3MOXHBIM OCIIOKHEHUSM,

00ycIioBiIeHHbIM Tepanueil uuruoutopamu AIl®, BkiItoyas nepuHAOIPUIL.

HexxenaTenbHble SBICHUS, OTMEUSHHBIC B KITHHUUECKUX HCCISIOBAHUIX

B uccnenoBanun EUROPA mnpoBoauiach perucTpaiusi TOJIbKO CEpbE3HBIX HEXeTaTeIbHbIX
apieHuil. CepbE3HblE HEXeNaTelbHble ABlieHUs Obun orMedensl y 16 (0,3 %) manueHTOB B
rpynne nepusaonpuina ny 12 (0,2 %) nauuenros B rpymnne mianebo. B rpynne nepunaonpuna y
6 mareHTOB  OBUIO  OTMEUYEHO  BBIpaXXeHHOoe CcHwkeHne AJ[, y 3 mamweHTtoB —
AQHTMOHEBPOTUYECKUN OTEK, y 1 manmeHTa — BHe3alHas OCTaHOBKa cepjua. YacTtora oTMEHBI
npernapara M3-3a Kaluisi, BBIPAKEHHOTO CHIKEeHUs AJl win Apyrux ciiyyaeB HENEpPEeHOCUMOCTH

OblLy1a BBIIIE B FPYyIIE MEPUHIONPHIIA IO CPAaBHEHHIO C IPYyNION miamnedo.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOA03PEeBAEMBIX HEXKENATENbHBIX PEAKIUAX IOClIe PETUCTpalluu
JIEKapCTBEHHOTO TIpernapara ¢ 1ejbi0 00eCTICUeHHs] HETPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«TI0JTb3a — PUCK» JIGKAPCTBEHHOTO MpernapaTta. MeTumHCKUM U hapMareBTUIeCKUM paOOTHUKAM

PCKOMCHAYCTCA COO6IJ_I8.TL 0 JTI00BIX IOoAO03PCBACMEBIX HCKCIIATCIIBHBIX PECAKIUAX JICKAPCTBECHHOI'O
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npernapara yepe3 HallMOHAJbHbIE CUCTEMbI COOOIIEHHUSI O HEXKeNaTENIbHBIX PEeaklUiX rocyaapcTB

— wIeHOB EBpa3uiiCKoro 5KOHOMUYECKOTO COHO3a.

Poccuiickas @enepanus

109074, r. Mockga, CnaBsHCKas 1106, 1. 4, cTp. 1
®DenepanbHas ciry:x0a 1o Haa30py B cepe 3ApaBOOXpaHEHHUS
Ten.: + 7 (495) 698 45 38, +7 (495) 578 02 30

®axc: +7 (495) 698 15 73

On. moura: pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

Pecniy6nuka Apmenust

0051, r. EpeBan, np. Komuraca, 49/4

AO3T «HayuHbIil LIEHTp 3KCHEPTU3bI JIEKAPCTB U MEAMIMHCKUX TEXHOJIOIMH MM. aKaJeMuKa
0. lNabpuensina»

Ten.: (+374 10) 231682, 230896, 234732, 232091

dakc: (+374 10) 232118, 232942

Tenedon ropsyeid TMHUK OTAEIa MOHUTOPUHra OE30MACHOCTH JICKApCTBEHHBIX cpeacTB: (+374
10) 200505, (+374 96) 220505

On. moura: admin@pharm.am, vigilance@pharm.am

http://pharm.am

Pecniy6nmka benapych

220037, r. Munck, ToBapumieckuii niep., 2a

VII «LleHTp dKCnepTU3 U UCIIBITAHUI B 3PaBOOXPAHCHUN
Ten.: +375-17-299-55-14

dakc: +375-17-299-53-58

Tenedon otaena papmakonanzopa: + 375-17-242-00-29
On. moura: rceth@rceth.by, rcpl@rceth.by
http://www.rceth.by

Pecriy6nuka Kazaxcran

010000, r. Hyp-Cynran, paiton Anmartsl, rip. baysip>xana Momsliinyssl, 2/3
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PI'TI na ITXB «HaunoHaibHBIA UEHTP SKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX
usnenuity Komutera KOHTpOJS KadecTBa W OE30MAaCHOCTH TOBAapOB W ycayr MUHHCTEpPCTBA
3npaBooxpanenus Pecnyonuku Kazaxcran

Ten.: +7 (7172) 78-99-11

Di1. noyra: farm@dari.kz

http://www.ndda.kz

Ksipreizckas PecryGnmka

720044, r. buikek, yiu. 3-s Jlunus, 25

JlemapraMeHT JE€KapCTBEHHOIO OOECleueHUs U MEIMLMHCKOM TEXHUKU Npu MUHHUCTEpCTBE
3npaBooxpanenus Keipreizckoil Pecriyonuku

Ten.: +996 (312) 2192 78

On. nouta: dlomt@pharm.kg

http://pharm.kg

4.9. llepeno3upoBka

I[aHHBIe 0 MCPEAO3UPOBKE MIPCIIapaTa y 4CJIOBCKa OTpaHUYCHBI.

CHMIITOMBI

CHUMIITOMBI, CBSI3aHHBIC C MTEPE103UPOBKOM HHTHONTOpamMu AIID, MOTYT BKITFOYATh: BRIPAKCHHOE
cHmkeHne AJl, TUPKYISATOPHBIN IIOK, HAPYIICHHS] BOAHO-3JIEKTPOJIUTHOTO OanaHca, TOYEUHYIO
HEJOCTAaTOYHOCTh, TUIIEPBEHTHIIALINIO, TAXUKAPIUIO, OILIYIIEHUE cepAleOneHus, Opaaukapurio,

rOJIOBOKpPY>KE€HUE, OECIIOKOMCTBO U Kallelb.

Jleuenue

PexoMeHyeMbIM METOAOM JIEUEHUS IPU IEPEIO3UPOBKE SBIAETCS BHYTPUBEHHOE BBEICHHE
0,9 % pactBopa Hatpus xiopuaa. [Ipu BepakeHHOM cHUXeHUH A/l clieyeT mepeBecTy manueHTa
B TIOJIOKEHUE «JIE€Kay Ha CIIUHE C HpI/IHOJIHﬂTI)IMI/I HOramMm. HpI/I H€06XOI[I/IMOCTI/I MO>XHO BBCCTH
BHYTPUBEHHO aHTHOTeH3uH |l w/mnu pactBop karexomamuHoB. C MOMOIIBIO AHAIH3a MOXKHO
YAATUTh EPUHAONPUIT U3 CUCTEMHOTO KpOBOTOKA (cM. paznen 4.4). [Ipu pa3Butuu ycTOHYUBOIM K
Tepanuu OpaauKapIuyd MOXKET MOTPEOOBATHCS YCTAHOBKA AJIEKTPOKAPIUOCTUMYJIATOPA.
HeoOxoauMo TMOCTOSHHO KOHTPOJIMPOBATh I10KA3aT€d OCHOBHBIX IKHU3HEHHBIX (YHKIUH

OpraHnu3Ma, KOHOCHTPALUIO KPpEaTUHWHA U JJICKTPOJUTOB B ChIBOPOTKE KPOBH.

5. ®APMAKOJIOTTYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOiicTBa
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dapmakoTepaneBTHUYECKas TPYIINa: HHTHOUTOP aHTHOTEH3MHIpeBpamarotiero ¢gepmenta (AIID)

Kong ATX: CO9AA04

MexaHu3M IeHCTBUS

[Tepunnonpun — HTUOUTOP pepMeHTa, IPEBPALIAIOLIETO AHTHOTEH3HUH | B aHrnoTeH3uH 1.
AII®D, wiu xununaza I, sBaseTcs sK30menTuaa30i, KOTopas OCYIIECTBISET KaK MpeBpallleHHue
aHTMOTeH3WHa | B cocymocyxuBarollee BemniecTBO aHruorensuH II, Tak u paspyiuienue
OpaauKuHUHA, 001a/IaI0IIETr0 COCYA0PACIIUPSIIOUINM AeHCTBUEM, 10 HEAKTUBHOTO TeNTalenTH/ Ia.
Nurun6upoBanne AII® npuBOIUT K CHIKEHUIO KOHIICHTPAIMKM aHTHOTeH3nHA ] B 11a3mMe KpoBH,
YTO BBI3BIBACT YBEJIMUCHUE AKTUBHOCTH PEHUHA TJIa3Mbl KPOBH (110 MEXAHU3MY «OTPHUIIATEIbHON
00paTHOM CBS3M») U YMEHBIICHUE CEKPEIIUHU aJIbIOCTEPOHA.

[TockonbKy aHTHOTEH3MHMpPEBpAIAOMUNA (HEPMEHT WHAKTUBUPYET OpaJUKWHUH, IOJABIICHUE
AII®D comnpoBoXJIaeTcs MOBBILIEHUEM AKTUBHOCTH KaK LUPKYJIMPYIOLIEH, TaK M TKAaHEBOMU
KAJJTUKPEUH-KUHUHOBOM CHCTEMBI, TIPU ATOM TaKXe aKTUBUPYETCS CHCTEMa MPOCTArJIaH/IMHOB.
Bo3MoxHO, 9TO 3TOT 3PQEKT SBIACTCS YaCThI0 MEXaHHM3Ma AHTHTHUIIEPTCH3WBHOTO JCHCTBUS
uHruoutopoB AIID, a Takke MexaHU3Ma Pa3BUTUS HEKOTOPBIX MOOOUHBIX 3P (HEKTOB MpenapaToB
JAHHOTO KJlacca (Harpumep, Karis).

[lepungonpun oka3bpIBaeT TepaneBTUYECKOE IEHCTBHUE Ojarojapsi aKTUBHOMY METa0OJIUTY
nepuHaonpuiaty. Jpyrue MeTaboIuThl HEe OKa3bIBAIOT HHTMOUPYIOIIETO ACUCTBUS B OTHOIICHUN

ATI® in vitro.

Knuanueckas 3¢ddekTuBHOCTE 1 0€30ITaCHOCTD

Apmepuanvuas cunepmensus

[Tepunnonpuin 3¢ (HeKTUBEH B Tepanuu apTepruaibHON TUIIEPTEH3UH JTF000H cTeneHu TsokecTH. Ha
doHe TpUMEHEHHUs TMpemapara OTMEYaeTCs CHIDKEHHE KaK CHCTOJIMYECKOTO, TaK M
JIMACTOITMIECKOTO apTepHaIbHOTO JaBieHus (A/J]) B MOMOKEHNH MAIIMEHTA «IEXKa» H «CTOS.
[Tepungonpun ymensinaer obiiee nepudepuueckoe cocyaucroe conporusierue (OIICC), uro
MPUBOJIUT K CHIKeHHI0 AJl, mpu 3ToM nepudepudeckuil KpOBOTOK YCKOpsieTcs 0e3 M3MEHEHUS
4acTOThI cepaeuHbIx cokpamienuit (UCC).

Kak mnpaBuio, MepuHAONPHI TPUBOAWT K YBEIWYCHHWIO ITOYCYHOTO KpPOBOTOKA, CKOPOCTH
KIIyOOYKOBOW (DUITBTPAITUU TIPH TOM HE U3MEHSIETCS.

AHTUTHIIEpPTEH3UBHOE JIEHCTBUE Tperapara JOCTUTaeT MaKcHMyMa depe3 4-6 yacoB mociie
OJIHOKPATHOTO TpueMa BHYTPh U coXxpaHsercs B TeueHue 24 4. Uepes 24 yaca mocne mpuema

BHYTPh HaOmoqaercst BeipakeHHoe (rmopsiaka 87 - 100 %) ocratounoe uarnonposanue AIID.
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Camxkenne AJl mocturaercs A0CTaTOYHO OBICTPO. Y TMAIMEHTOB C MO3UTUBHBIM OTBETOM Ha
JeyeHne HopMmanuzanus AJ] HacTymaeT B TeYeHHME Mecsla W CoxXpaHseTcs 0e3 pa3BUTHS
Taxu()UIAKCHH.

[TpekpaiieHue geueHust He CONPOBOKAACTCS Pa3BUTHEM dPPEKTa «PUKOILETAY.

[lepunponpun oka3pIBaeT CcoOCyIOpacIIupsoNiee JeicTBUE, CIOCOOCTBYET BOCCTAHOBIJIEHUIO
AIACTUYHOCTU KPYIIHBIX ApTEPUN U CTPYKTYpPbI COCYIMCTOM CTEHKU MEIKHX apTepHil, a TaKkKe
YMEHBIIAET TUIIEPTPOPUIO JIEBOTO KETyJ0UKa.

CoBMmecTHOE Ha3HA4YCHUE THUA3HUIHBIX JUYPETUKOB YCUJINBAET BBIPaKCHHOCTh
aHTUrunepTeH3uBHoro sddexra. Kpome »sT1oro, komOunHupoBanue wunrubutopa AllD u
THA3UIHOTO JUYPETHKA TaK)Ke MPUBOAUT K CHIKCHUIO PUCKA PA3BUTHUS THIIOKATHEMHUH Ha GoHe

IIpueMa JUypETUKOB.

Cepoeunas nedocmamounocno
[lepungonpun HopManu3yeT paboTy cepiia, CHIbKAs MPEeIHArPY3KY U MOCTHArPY3KY.
VY MmanueHToB ¢ XpOHUYECKOU CepACUHON HEJOCTATOYHOCTHIO, OJIYYABIINX MEPUHIOTPUI, OBLIO
BBISIBJICHO:

- CHIDKEHHE JIaBJICHUS HAMOJIHEHUS B JIEBOM U IIPABOM KeNyI0UKaxX Cepaua;

- CHIDKEHHe 0o0miero nepruepuyeckoro CONpOTHBICHHS COCY/I0B;

- TIOBBILIEHUE CEPACUHOIO BHIOPOCA U YBEIMYECHHUE CEPJCYHOTO MHICKCA.
HccnenoBanue mpemnapara Mo CpaBHEHHIO C ruianedo mokaszano, uro usmeHeHus AJ] mocne
NEepPBOTO MpHUeMa JEKapCcTBEHHOro npenapara [Ipectapuym A 2,5 Mr y naijueHTOB C XpOHUYECKOM
cepaeunoit HegoctatrouHocThio (I - Il dynkmonaneueiii kiacc mo knaccudpuxamuu NYHA),
CTATUCTUYECKU JIOCTOBEPHO HE OTIIMYAIUCH OT M3MeHeHUM AJl, HaOII0JaBIINXCS MOCIe TpruemMa

ianedo.

Lepebposackynapuvie 3a601e6aHUs.

Pesynbrarel uccnenoBanuss [TPOI'PECC, rae oneHuBasioch BIUSIHUE aKTHBHOM Teparnuu
NEPUHJIONPUIIOM (MOHOTEpANus UM B KOMOMHAIIMK C UHJATIAMHJIOM) B TeueHue 4 JIeT Ha PUCK
pa3BUTHS TTOBTOPHOTO MHCYJIbTA Y MAIIMEHTOB, UMEIOIUX IIepeOpoBacKyIsIpHbIE 3a00/IeBaHUs B
anamuese. [locie BBOJHOrO Tepuoaa MPUMEHEHHUs TEPUHAONpPHUIA TPETOyTUIaMHUHA TI0 2 MT
(?KBUBAJICHTHO MEPUHIONPUIIA APTHHUHY 2,5 MT) OJIUH pa3 B JICHb B TCUCHHE IBYX HEJIEIb U 3aTEM
no 4 Mr (PKBUBAJICHTHO MEPUHIONpPUIA ApPTUHUHY 5 M) OOWH pa3 B JIeHb B TeUeHUE
MOCIEAYIOUX ABYX HeNenb, 6105 manreHToB ObLTH paHI0MU3UPOBAHEI HA JIBE TPYIIIHI: IIAe60
(n=3054) u mepuHIONPHI TPETOyTHIAMHH MO 4 MI (COOTBETCTBYET 5 MI' IMEPHHIOMPHIIA

apruHrHa) (MOHOTepanus) Wid B KoMmOuwHamumu ¢ wHAanamuaoMm (n =3051). Wamamamun
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JOTIOJTHUTEIPHO  Ha3HAyajcsl MalueHTaM, HE HMEIOIUM TMpSMBIX [OKa3aHUM WK
OPOTHBONOKA3aHUN Ui  TpPUMEHEHHs  JUypeTuKoB. JlaHHas Tepamus Ha3Hayajlach
JIOTIOJTHUTENIPHO K CTaHJApTHOW Tepanmuy WHCYJIbTa W/WINM apTEepPUATbHOM THUIEPTCH3MU WU
JIPYTUX MaTOJIOTMYECKUX COCTOsSHUN. Bce paHIoMH3MpOBaHHBIE MAlMEHTHl UMEIU B aHaMHE3e
nepeOpoBacKyysipHble 3a00eBaHus (MHCYJIBT WIM TPAH3UTOPHYIO HIIEMHUYECKYIO aTaky) B
TedeHue nocieqHux 5 net. Bennuuna A/l He sBisu1ack KputepueM BkItoueHus: 2916 nanueHToB
MMeTH apTepralibHyto runeprensuto u 3189 —uopmansunoe AJl. [1ocine 3,9 nert Tepanuu BenruunHa
AJl (cucronuueckoe/ TUacTOIMUECKOE) CHU3UIAch B cpeareM Ha 9,0/4,0 mm pr.cT. Takke ObLIO
MOKa3aHO 3HAYUTENIIbHOE CHW)KCHHE pHUCKa BO3HUKHOBEHHUS IOBTOPHOTO HHCYNbTa (Kak
UIIEMUYECKOr0, TaK U reMopparndeckoro) nopsaaka 28 % no cpaBHenuto ¢ mianedo (10,1 % u
13,8 %).

JlononHuTenpHO OBLIIO MOKA3aHO 3HAUUTENBHOE CHIDKEHUE PUCKA:

- (aTaNbHBIX WM MPUBOASIIUX K MHBATUAU3AIUN HHCYJIBTOB;

- OCHOBHBIX CEpACYHO-COCYIUCTHIX OCIOKHEHUH, BKIOYas MH(PAPKT MUOKapAa, B T.4. C
JIeTaTbHBIM UCXO/0M;

- JIEMEHIINH, CBA3aHHON C UHCYJIBTOM;

- CEpbE3HBIX YXYIIIEHUH KOTHUTUBHBIX (QDYHKIUH.

3710 OBUIO OTMEYEHO KaK y MAIMEHTOB C apTePHaIbHON THIEPTEH3UEH, TaK ¥ IPH HOPMAJIHLHOM
AJl, HE3aBHCHMO OT BO3pacTa, I0JIa, HAIWYHMS WJIA OTCYTCTBHS CaxapHOro jauadeTra W THIIA

HHCYJIbTA.

Cmabunvras uwmemudecxkas 6onesnsb cepoya (MBC)

O} PexTuBHOCTH NPUMEHEHUS NepUHIoNpUia y naueHToB (12218 nanuenrtos crapie 18 net) co
crabmipHoi MIBC 0e3 KIMHUYECKHX CHUMIITOMOB XPOHHUYECKOW CepAeYHOM HEeAOCTaTOUYHOCTH
u3yyanack B xoJie 4-netnero ucciuenoBanus. 90 % y4acTHHUKOB MCCIEIOBAHUS paHee NMepeHecIn
OCTpBId MH(APKT MHUOKapAa W/MIU NPOLEAYypY PEeBacKyJsgpu3aluu. BONbIIMHCTBO MallMEHTOB
MOJTYYHJIN TIOMHUMO HCCIIEAYEMOro Mnpenapara CTaHAapTHYIO Tepamuio, BKIOYas aHTUarperaHThl,
TUIOJIMIIUIEMUYECKHE CPeICcTBa U OeTa-aJipeHo0I0KaTopel. B KauecTBe OCHOBHOI'O KPHUTEPHs
3 PeKTUBHOCTH ObUIa BbIOpaHa KOMOMHHMPOBAHHAS KOHEUHas TOYKA, BKIIOYAIOLIAs CepJeuHO-
COCYJIUCTYI0O CMEPTHOCTh, He(aTaIbHBIM HWH(PAPKT MHOKapJa W/HWIM OCTAaHOBKY Cepjia cC
YCIHEIIHOW peaHnMalne.

Tepanus nepuHaonpuiIa 3pOyMHHOM B 703€ 8 MI/CyTKH (3KBUBaJIeHTHO 10 Mr mepuHaonpuia
aprUHMHY) MPHUBOAMJIA K CYHIIECTBEHHOMY CHIDKEHHMIO aOCOJIOTHOTO pHCKAa HACTYIUICHUS
KOMOWHUPOBAHHON KOHEYHOU Touku Ha 1,9 % (cHmxkeHme oTHOcHTenbHOro pucka — 20 %). Y

NAIMEHTOB, paHee IepeHeclinX HHPapKT MHOKapAa WU NpOLEAypYy peBacKyJspH3aluy,

Crpanuna 28 u3 35



CHIDKEHHE a0COIOTHOTO pUCKa cOCTaBuiIo 2,2 % (CHMKEHUE OTHOCHUTENBbHOrO pucka — 22,4 %)

10 CPaBHEHUIO C TPYMNIION 11ane6o.

lsotinas baoxaoa penun-aneuomenzun-arboocmeporosotl cucmemwvl (PAAC)

HmeroTcss naHHbIE KIMHUYECKUX HCCIENOBAaHUM KOMOWHHUPOBAHHOHN Tepamuu C MpPUMEHEHUEM
unruoutopa AIl® u anraronucra perenropa auruorensuna I (APA 11).

[TpoBoAMIIOCH KIMHUYECKOE HCCIENOBAHUE C YYaCTUEM IAllMEHTOB, MMEIOIIMX B aHaMHE3e
KapJAMOBaCKYJISIPHOE WM IepeOpoBacKylisspHOe 3a0osieBaHue, JIMOO caxapHbI nuaber 2 Tuma,
CONPOBOXKAAKOUIUICS TOATBEPKACHHBIM ITOPAXKEHUEM OpPraHa-MUILIEHH, & TAK)KE UCCIIEIOBAHUS C
y4acTHEM MalUeHTOB C CaXxapHbIM AUa0eTOM 2 TUIA U JHa0eTHYECKON HepormaTuei.

JlaHHbIe UCCNEIOBAaHUI HE BBIIBMIIM 3HAYUMOTO IMOJIOKUTEIBHOTO BIHUSHUS KOMOMHHPOBAHHOU
Tepanuu Ha BOSHUKHOBEHHE MMOYECYHBIX W/WIM KapAHUOBACKYJISPHBIX COOBITUN M Ha MOKa3aTelu
CMEpPTHOCTH, B TO BpeMs KaK pHUCK Pa3BUTHUS THUIEPKAIMEMHUH, OCTPOH IOYEHUHOMU
HEIOCTaTOYHOCTH W/WIM apTepUAIbHOW TUIOTEH3WH YBEJIWYHMBAJICS 10 CPaBHEHHIO C
MOHOTEpaIue.

[IpuarMass BO BHHMMAaHHSA CXOXKHME BHYTPUTPYMIOBBIE (apMaKOJUHAMHYECKHE CBONCTBA
uHruouTopoB AII® u APA 11, nannbie pe3yabTaThl MOKHO OKUIATH JJI B3aUMOICHCTBUS JTFOOBIX
JpyTUX MperaparoB, MpeacTaBuTeneil kinaccoB HHruouTopoB AIID u APA 1.

[ToaTomy coBmecTHOE puMeHeHne UHrnouTopoB AII® u APA Il npoTuBOIIOKa3aHo y NalMEHTOB
¢ nuabeTnueckoi HeponaTuen.

HmeroTcss naHHble KIMHUYECKOTO MCCIIENOBAHMS MO WU3YYEHMIO MOJOKUTEIBHOTO BIMSHMS OT
no0aBJIeHMs alluCKUpeHa K ctanaapTHoi tepanun nuHruoutopom AllD nmm APA Il y nanuenTos
C CaxapHbIM J1Ma0deToM 2 TUIa U XPOHUYECKUM 3a00JIeBaHUEM MOYEK WM KapJUOBACKYJISIPHBIM
3a0oJeBaHNEM, THOO0 UMEIOLIMX CoOYeTaHue ATUX 3aboneBanuil. MccienoBanue 6110 MPEKpaIieHo
JOCPOYHO B CBSI3M C BO3POCIIMM PHUCKOM BO3HHUKHOBEHHUS HEOJIAronpUsTHBIX HCXOJIOB.
KapaunoBackyisipHas cMepTh U MHCYJBT OTMEUAJIUCH Yalle B IPYIE NalEeHTOB, MOIYYarolnx
AIMCKUPEH, IO CPAaBHEHUIO C IPyNNo Iianedo; TakKe HeKelaTeabHble SBJICHUS U CEpbE3HbIC
HE)KeNaTeNbHbIe SBJICHUS 0CO00ro MHTepeca (THUIEpKaTueMMs, apTepuanbHas TMIIOTEH3US U
HapylmeHus: (pyHKIUHM MOYEK) PEeruCTPUPOBAINCH Yallle B TPYIIE aJUCKUpEHa, YeM B TpyIie

rwiane0o.

JleTH ¥ MOAPOCTKHU

S(I)CI)CKTI/IBHOCTB 1 0€30IacHOCTh MPUMCHCHUA ICPUHAOIIPUTIA Y JeTel u MOoAPOCTKOB B BO3PACTC

1o 18 net He ycTaHOBIICHA.
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Nmerorcst gaHHbIE KIMHUYECKUX HMCCIENOBAHMM C ydacTHeM 62 MalMEeHTOB C apTepHaIbHOMN
THIEPTeH3Ue B Bo3pacTe OT 2 A0 157eT co CKOpOCThIO KIyOOYKOBOH (uibTpauuu >
30 m/Mun/1,73 M? mIOmAAM MOBEPXHOCTH TeNa, KOTOPBIE IONYYand TEPUHAONPHI B 03¢
0,07 mr/kr B cpenneM. Jlo3a mogOupanach MHIAWBHIYAIbHO, B 3aBUCUMOCTH OT OOIIETO COCTOSTHUS
NalyMeHTa W TI0Ka3aTeled ero apTepUabHOTO [AaBJICHUS B OTBET HA TEPAIUIO, MPH ITOM
MakcuMaibHas 103a cocrapisiia 0,135 Mr/kr/cyT.

59 TalnWeHTOB ydYacTBOBAIM B HCCICIOBAHWU HAa TMPOTSDKEHUH 3-X  MECSIEeB U
36 manMeHTOB 3aBEPIIWIINA MPOJUICHHBINA TIEPUOJ UCCIICIOBAHMS, KOTOPBIA COCTABIISI HE MEHEe
24 MecsimeB (CpeaHsisl MPOJODKUTENILHOCTD YYaCcTHs B HCCIICIOBAHUU cOCTaBUIa 44 Mecsiia).
[Toka3zaTrens CHCTOJIMYECKOTO U JMACTOIMYECKOTO apTEPHAIBLHOTO JIaBIICHUS OCTABaJUCh
CTaOMIBPHBIMH Ha TPOTSHKCHHHM BCErO TEpHOAAa HCCIeNOBaHUS (OT MOMEHTa BKIIOUCHHUS B
UCCIIC/IOBAHMS JIO 3aKIIOYHUTEIBHOW OIEHKH) Y MAaIlMeHTOB, paHee IOIyYaBIIMX JIpyrue
THIIOTCH3UBHBIC CPEJICTBA, M CHU3WIKMCH y MALMCHTOB, paHEe HE IMOJYYaBIIUX THIIOTCH3UBHYIO
Teparmio.

Bonee 75 % nereit npu mociaeaHeM OMpPEeICHUN UMENIU CUCTOJIMYECKOe U AracToaudeckoe A/l
MeHbIIe 95-T0 TePICHTUIIS.

JlaHHBIE 110 OE30MTACHOCTH, TIOJTYYCHHBIC B 3TOM UCCIICIOBAHUH, COTJIACYIOTCS C YK€ UMEIOIIEHCS

uHpopmale OTHOCUTENFHO 0€30MacCHOCTH MPUMEHEHHUS TIEPUHIOTIPUIIA.

5.2. dapmaKkoKHUHETHYeCKHUe CBOHCTBA

AbGcopbuus

[Ipu mpueme BHYTPh MHEPUHIONPHI OBICTPO BCACHIBAETCS B HKEIYIOYHO-KHMIIEUYHOM TpPAaKTe,
MakcuMaibHas KoHUeHTpanus (Cmax) B I1a3Me KpoBH jgocturaercs uepe3 1 4. Ilepuon

noyBbiBenieHus (T1/2) mepuHaoNpUiia U3 MIa3Mbl KPOBU COCTABIISIET 1 4.

Pacnpenenenue

O0nem pacnpeneneHusi CBOOOIHOTO TEPUHIONpPHUIaTa COCTaBisgeT npuonuutensHo 0,2 j/Kr.
Cas13p nepuHonpuiIaTa ¢ 0eaKaMu MiIa3Mbl KpOBH, TNIaBHBIM 00pa3zoMm ¢ AIID, coctasuser 20 %,

1 HOCHUT J10303aBUCHUMBIM XapakTep.

buorpancdopmarms

[Tepungonpun He obnamaeT (GapMaKoJIOrHYECKOW aKTHBHOCTBIO. [IpubmusurensHo 27 % ot
o011ero Konm4ecTBa abcopoOMPOBAaHHOTO MIEPUHIOTPHIIA MOMAIAET B KPOBOTOK B BHI€ aKTHUBHOTO

MeTa0oauTa nepuHgoIpuiara. IToMumo nepuHaoIpuiiara, 06pa3y10Tcsi eme 5 MeTa6OHI/ITOB, HC
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oOnanaromux (HapMakoJIOTHYeCKOW aKTUBHOCTBIO. Cmax MEpUHAONpPHUIATA B IUIa3ME€ KPOBU
Jocturaercs yepes 3-4 4 rnocie npuemMa BHyTpb.

[Tpuem nuiy 3amMeAsseT NPEeBPALLIEHUE NEPUHIONPUIIA B IEPUHAOIPUIIAT, TAKUM 00pa3oM, BIUsA
Ha 6nogoctynHocTh. [loaTomMy npenapar cienyetr npuHUMaTh BHYTPb 1 pa3 B CyTKH, YTPOM, Iepet
MIPUEMOM IMHIIIH.

bbu10 MOKa3aHo, YTO 3aBUCUMOCTb MEXY 0301 NEPUHIONPUIIA U KOHLIEHTPAUUEH €Tr0 B IIa3Me

MMEET JIMHENHBIN XapakKTep.

OIUMUHALMSA

[lepunonpunar BBIBOAUTCA W3 OpPraHuM3Ma IOYKAMH, M KOHEUHBIM MEpPHOJ] IOJYBBIBEICHUS
CBOOOAHON (hpakuM COCTAaBISCT HPUOIM3UTENBHO 17 yacoB, B pe3y/ibTaTeé pPaBHOBECHOE

COCTOAHUEC JOCTUTACTCA B TCUCHUC 4 CYTOK.

Oco0Bble IPVIIILI MAIKEHTOB

BriBenenne nepuHaonpuiIaTa 3aMeIJICHO y AIMEHTOB MOKUIIOTO BO3PACTa, a TAKXKE Y MAIIICHTOB
C CepJIeYHOM ¥ MOYEYHOU HETOCTATOUYHOCTBIO.

Junanv3Helil KJIUpEeHC NepuHIoNpuiIaTa coctapiseT 70 Mil/MUH.

VY manueHToB ¢ MUPPO30M MEUEHU MEUEHOYHBIN KIMPEHC MEPUHIONPHIIa YMEHBIIAETCS B 2 pasa.
Tem He MeHee, KOJIMYECTBO 00pa3yIoerocs MEpUHAONPIIATa HE YMEHBIIACTCS, U KOPPEKIIUU

JI03bI IIpenapara He Tpedyercst (cM. pasaensl 4.2 u 4.4).

5.3. JlaHHbBIe TOKJIMHUYECKOI 0€30MaCHOCTH

B wuccremoBaHUsIX XPOHHYECKON TOKCHYHOCTH MPH TEPOPATbHOM MpueMe (Ha KpbIcax |
00e3bsHaX) OPraHOM-PEIEIITOPOM SIBIISIFOTCS ITOYKH, HAPYIICHHS HOCST 00pAaTUMBII XapakTep.
MyTareHHOCTH B HCCIIeOBaHUsX IN Vitro wim in Vivo oTMedYeHo He ObLIO.

HWccnenoBanus pernpoIyKTHBHONW TOKCHYHOCTH (Ha KPbICax, MBIIIAX, KPOJIUKAX U 00€3bsHAX) HE
BBISIBIJIM TIPU3HAKOB IMOPHOTOKCHYHOCTH WK TepaToreHHOCTH. OMHAKO OBUIO MOKa3aHO, YTO
WHTMOUTOPBI aHTHOTEH3MHIIPEBPAIIAOIIET0 (DEPMEHTA, KaK KJIacC, BBI3BIBAIOT HEOIArOMPUATHOES
BO3/ICHICTBHE HA MO3/IHEE PA3BUTHE ILIO/A, TIPUBO/ISI K THOCIH II01a U BPOXKACHHBIM Je(eKTam y
IPHI3YHOB M KPOJHMKOB: HAOIIONAIUCh TOPAKCHUS MOYEK M POCT MNEPHHATAIBHON |
MOCTHATAILHOM CMepTHOCTH. DepTHIIBHOCTD HE HAPYyIIAIach HU y CAMIIOB, HU Y CAMOK KPBIC.

B AOJITOCPOYHBIX UCCIICAOBAHUAX HA KPBICAX U MBIIIAX KAHICPOT€HHOCTE HE Ha6J'IIO,JIaJ'IaCI).

6. ®APMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTeIbHbIX BElIECTB
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IIpecTtapuym A. 5 mr, TaOJIETKH, IOKPHITHIE ILIEHOYHOH 000I0YKOM:

Anpo:

JlakT03BI MOHOTHIPAT

Maruus creapat

ManbToIeKCTpUH

KpemHust AMOKCH KOJIOUAHBIN THAPOGhOOHBIN

KapOoxcumeTunkpaxman HaTpus

CocTaB [I€eHOYHONH 000JI0UKH:

- MPEMHUKC JIJIS TFIEHOYHOW 000JI0YKH CBETIJIO-3eJIeHOTo 11BeTa Sepifilm 4193:
rimutepo (E 422a),
runpomeruiosa (E 464),
makporoi 6000,
MarHusi cTeapar,
tutana auokcus (E 171),
meHbIi xmopodwnua (E 141(it)),

- makporoi 6000.

IIpectapuym A, 10 mr, TaOJIETKH, TOKPHITHIE [LIEHOYHOW 000JI0YKOMI

Anpo:

JlakTo3BI MOHOTHAPAT

Marnus creapar

ManeroaekcTpuH

KpemHuus 1uokcn KoJIouJHbIA THApo()OOHBIN

KapOoxcumeTrunkpaxman HaTpus

CocTaB IJIEHOYHOH 000JIOYKH:

- IPEMHUKC JIJIS TUICHOYHOM 00oouku 3eneHoro nsera Sepifilm NT 3407:
riatepon (E 422a),
runpomesiosa (E 464),
makporon 6000,
MarHus cTeapar,
tutana quokcun (E 171),
menHbiid ximopodummus (E 141(ii)),

- makporou 6000
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6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu

3 roxa.

6.4. OcoOble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUH

XpanuTth 1ipu Temneparype He Boiie 30°C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIIAKOBKH

Tabnemxu no 5 m2

[To 14 unu 30 TabGneTok BO ()IIaKOH U3 MOJUIIPOITUICHA, CHA0KEHHBIN 103aTOPOM U3 IMOJTHITUIICHA
HU3KOH TUIOTHOCTM M TPOOKOW M3 TOJMATHIEHA HHU3KOW TIJIOTHOCTH, COZAEpKalien
BJIaronoriomaromui renb. [lo 1 ¢uakoHy ¢ JUCTKOM-BKJIAIBIIIEM B MA4Ky KapTOHHYIO C
KOHTPOJIEM MIEPBOTO BCKPBITHSI.

Tabnemxu no 10 me

[To 30 TabneTok BO IaKOH U3 TOJTUIPONIIICHA, CHAOKEHHBIN 103aTOPOM M3 MOJIMITHIICHA HU3KOU
IUIOTHOCTU U NMPOOKON M3 MOJIMATUIIEHA HU3KOW IUIOTHOCTH, COJEp Kalllel BIaronoriomaromui
rens. [lo 1 ¢rmakoHy ¢ JTUCTKOM-BKJIAIBIIIEM B MA4yKy KapTOHHYIO C KOHTPOJEM IIEpBOTO
BCKPLITHA.

YakoBka JUisi cTaloHaposB (npouzsoocmeo OO0 « CEPBBE PYCy, Poccus)

[To 30 TabneTok BO IAKOH U3 TIOTUIPONIIICHA, CHAOKEHHBIN 103aTOPOM U3 MOJIMITHIICHA HU3KOU
IUIOTHOCTU U NMPOOKON M3 MOJIMATUIIEHA HU3KOW IUIOTHOCTH, COJEp Kalllel BIaronoriomaromui
rellb.

ITo 3 q)HaKOHa mo 30 TabaeTok ¢ JIMCTKAMHU-BKJIAJIbIIIIAMU B TTAYKY KAPTOHHYHO C KOHTPOJICM
MEPBOr0 BCKPBITUA.

6.6. OcoOble  Mepbl  MPEIOCTOPOKHOCTH TNPH  YHHUYTOKEHHH  HMCHOJIH30BAHHOTO
JIEKAPCTBEHHOr0 TMpenapara WIH OTXO0A0B, MOJYYEHHBIX IOcjde TNpPHMEHEeHus
JIEKAPCTBEHHOI0 Npenapara, i Ipyrue MaHUNyJIsSIUH ¢ PenapaToM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT. Bech ocTaBmIMiicsl JIeKapCTBEHHBIM Ipernapar U OTXOJbI

ClIeZlyeT YHHUUTOXHUTh B COOTBETCTBHH C YCTAHOBJICHHBIMU HAIIMOHAJIHHBIM 3aKOHOJIATEIIECTBOM

TpeOOBaHUSIMHU.

7. JAEPKATEJIb PETUCTPAIIMOHHOT'O YAOCTOBEPEHMUSI
«JlaGoparopuu CepBbe»

50, yn. Kapno, 92284 Cropen Cenexc

PpaHuus
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7.1. MIPEACTABUTEJIb JEPKATEJISA PETUCTPAIIMOHHOTI'O YJIOCTOBEPEHUSA

[Iperen3un HOTDC6I/IT€JICI71 HaIpaBJIATH 110 aApECy:

3a mo0oii mHpopMaIMeil o mpenapare, a TaKkKe B CIydae BO3HUKHOBEHUS MPETCH3MH ClIeIyeT

06paH_[aTBC$I K IMPEACTABUTECIIO ACPKATECIA PETUCTPALIMOHHOI0 YAOCTOBEPECHUA HUJIHM ACPKATCIIIO

PETUCTPALIMOHHOTO YAOCTOBEPEHUSI:
Poccuiickas @enepanus
AO «Cepsbe»
Anpec: 125196, r. MockBa, yi. JlecHas,
. 7, atax 7/8/9
Ten.: +7 (495) 937 07 00
dakc: +7 (495) 937 07 01

Di1. moura: Servier.russia@servier.com

Pecrrybnuka benapych

[MpencraBurensctBo YAO «Les Laboratoires
Serviery (®paniysckas Pecry0irka) B
Pecniy6nuke benapych

Anpec: 220030, r. MuHck. yi. MscHuKOBa,
70, o¢p. 303

Ten.: +375 (17) 306 54 55/56

1. noura: OfficeBY @servier.com

PecnnyOonuka Kazaxcran u  KsIpreisckas
PecniyOnuka

TOO «CepBbe Kazaxcran»

Anpec: 050020, r. Anmatsl, nip. JJocteik 310I°
Ten.: +7 (727) 386 76 62

Dn. mouta: kazadinfo@servier.com

PecniyOnuka Apmenust

[TpencraButenscTBO «Jlaboparopuu CepBbe»
Anpec: 0001, r. EpeBan, CeBepHbIil IPOCIIEKT
1, 6usnec nentp «Hopa»

Ten.: (+374 10) 505074

Q. moura: mariam.antonyan@servier.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
B Poccuiickoit ®enepanuu: JIIT-Ne(000574)-(PT'-RU)

B Pecny6nuke benapycs: JITI-Ne000574-T'TI-BY

B Keipreizckoit Pecriyomnuke: JITT-Ne000574-T'TI-KG

B Pecniy6nuke Kazaxcran: JITT-Ne000574-T'TI-KZ

B Pecniy6nuke Apmenusi: JITT-Ne(000574)-(TTI-AM)

9. JIATA TEPBUYHOM PETUCTPAIIAM (ITOJATBEPKJIEHUS PETUCTPAIINN,

HEPEPET'UCTPAIINN)

JlaTa mepBOU perucTpalmiun:

B Poccwuiickoit @eaeparuu: 16.02.2022
B Pecny6nuke benapycs: 28.09.2022

B Keipreizckoit Pecriyommke: 02.12.2022
B Pecniy6nuke Kazaxcran: 10.03.2023
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B Pecny6nuke Apmennsi: 11.08.2023

10. JATA NIEPECMOTPA TEKCTA

OOmass xapakTepucTUKa JIeKapcTBEHHOro mpenapara Ilpectapuym A fgocTynmHa Ha
uH(pOpMallMOHHOM TMopTaje EBpa3suiickoro SKOHOMHYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHHUKAIIMOHHOM cetu «uTepHeT» https://eec.eaeunion.org.
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