OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Homunpen A bu-dopte, 2,5 mr+10 mr, TabaeTKH, TOKPBITHIE TUICHOYHON 000JI0YKOM.

2. KAUECTBEHHBIN U KOJTUYECTBEHHBIN COCTAB
JlelicTBytole BENIECTBA: MHAAIAMU + IEPUHIONPHUII.

Kaxxnas Tabnerka, MOKpHITasl MJICHOYHOW OOOJIOUKOW, COACpX HUT 2,5 mr mumamamuga u 10 mr
TIEPUHIONPHUIIA APTUHUHA.

BemecTBa, Hamu4re KOTOPHIX HAJO0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO IMpemnapara: JaKTo3a,
Hatpuii (cMm. paznen 4.4).

[Tonnbii mepeyeHb BCIIOMOTaTENbHBIX BEIIECTB MPUBEICH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku, MOKPHITHIE MIICHOYHOH 000I0YKOM.

Kpyrmbie ABosIKOBBIMTYKIIbIE TaOJIETKU O€JI0T0 LBETA, MOKPHITHIE MIIEHOUYHON 0007104YKOiA.

4. KIMHUYECKUE JAHHBIE
4.1. IlokazaHusl K NPUMEHEHH IO

[Ipenapar Honumnpen A bu-hopre nokazan Kk NpUMEHEHUIO Y B3POCIBIX.

[Ipenapar Homunpen A bu-dopre npennasHadyeH s JIEYCHUS CCEHIIMAIBHOW THUIIEPTEH3UH Y
MAIMEHTOB, KOTOPBIM TpeOyeTcs Teparnus HHIAIaMHUI0M B 103€ 2,5 MI' ¥ IEPUHIONPUIIOM B 103¢ 10
MT.

4.2. Pe:xuM 103UPOBAHUSA M CIIOCO0 MPUMEHEHHS

PexxuM no3upoBanus

ITo 1 TabneTke nexkapcTBeHHOrO npenapata Homunpen A bu-dopre 1 pa3 B cyTku.

[Ipenapar Homunpen A bu-dopre ciemyer HazHayaTh Mociie paHee MPOBEACHHOTO MOa00pa 103
oTAenbHBIX KoMIOoHEeHTOB. IIpemapar Homumnpen A bu-dopre He HOKEH NPUMEHSATHCS IS
CTApTOBOM TEpalMy apTCpUaIbHOM THUIEPTEH3MM Yy NAUUEHTOB, paHee HE IOJIy4YaBLIMX
TUIIOTEH3UBHBIE JIEKAPCTBEHHBIE IIPETIAPATHI.

Ecnn nmorpeOyercss M3MeHEHUE 03Bl OAHOTO W3 ACHCTBYIOIIMX BEILECTB B COCTaBe Ipernapara
(HarpuMep, B CBSI3M C BHOBb JMArHOCTUPOBAHHBIM 3200JIeBaHEM, N3MEHEHHEM COCTOSIHUS MAI[eHTa
WIH JIEKapCTBEHHBIM B3aUMOAECHCTBUEM), TO HEOOXOAUM MHIMBUAYAJIBHBIA IOJ00P 03 OTAEIBHBIX
KOMITOHEHTOB.

Oco0nIe T'PYHIIBI TAITMECHTOB

.HMI/}CZ nooatCus0co so3pacma

VY manueHToB nmoxuioro Bo3pacta knupenc kpearnauHa (KK) paccuuTsiBaroT ¢ yuerom Bo3pacra,
Macchl Tena u noja. [Ipenapat MokeT Ha3HaYaThCA MAIMEHTaM MOXKUJIOTO BO3pacTa ¢ HOPMaJIbHOM
(byHKIMEH MoYeK, Ipyu 3TOM clieyeT KOHTPOJIUPOBAThH CTENIEHb CHIKEHUS apTepruaIbHOrO AaBIICHUS

(AJD).



Hat;uenmbz C NOYEYHOU HedOCMAMOYHOCHbIO

JlexapcTBennblii npenapaT Hommmnpen A bu-gopre npoTuBONOKa3aH NarMeHTaM ¢ YMEPEHHBIM WU
TsDKeTIbIM HapyienneM GyHkuuu nouek (KK vmke 60 Mi/mMuH).

Ha ¢one Tepanuu HeoOX0AUM PETYISAPHBIA KOHTPOJIb KOHIIEHTPAIMKU KpeaTUHIHA U KaJIUA B TIa3Me
KpOBH.

Hauuenmbz C NeYeHOYHOU HeQOCMAMmOYHOCHIbIO

JlexapctBenHblii npemnapar Homunpen A bu-¢opre mpoTuBOmoOKazaH NalMEHTaM C TSKEIbIM
HapyIlleHHeM (yHKIUU TeUeHH.
[Ipu ymepeHHOM HapylIeHUH (PYHKIIUH TEYSHN KOPPEKIUS J03bI HE TpeOyeTcs.

C€TH

bezonacHocts u ¢ dextuBHOCT, npenapata Homunpen A y nereit B Bo3pacte ot 0 mo 18 net Ha
JAHHBI MOMEHT HE YCTAHOBJICHBI. [laHHbBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

BHyTph, NpenmnodYTUTENFHO YTPOM, MEpel NMPHEMOM MHIMU. TableTKW cleayeT MporjiaThiBaTh
IEJIMKOM, 3aITiBasi BOJIOM.

4.3. IlpoTuBONOKA3aHUSA

Nuananamun

e [ 'unmepuyyBCTBUTENHLHOCTH K ICHCTBYIOLIEMY BEILECTBY WJIU JIFOOBIM APYTUM CyJIb(HOHAMUIAM.

e VYmepenHoe uin Tsoxenoe Hapymenue Gpyakiun noyek (KK amxe 60 min/mMun).

e [ledenoyHas sHIE(aTONATHS.

e Tspkernoe HapylIeHWE PYHKIWH TTEYCHH.

e ['mnokamueMus.

e (COBMECTHOE TNPUMEHEHHE C HEAHTUAPUTMUYECKUMHU JIEKAPCTBEHHBIMH  CPEICTBAMU,

CIOCOOHBIMH  BBI3BAaTh MHOJMUMOP(HYIO IKEITYAOUYKOBYIO TAaXUKapAUIO THUIA KITHUPYIT»
HenenecooOpa3Ho (cM. paszzaen 4.5).
e [lepuon rpyaHoro BckapmiauBanus (cM pasnen 4.6).

Iepuaaonpu

e [ UmepuyyBCTBUTENBHOCTh K JEHCTBYIOUIEMY BEIIECTBY MM JIIOOBIM JPYTMM HHTHOMTOpaM
aHTHOTEeH3UHIIpeBpalaromniero pepmenta (AI1D).

e AmnrnoHeBpoTHYecKHil oTeK (0Tek KBUHKE) B aHamMHe3e Ha oHE MpueMa IPYyTUuX HHTHOUTOPOB
AIID (cMm. paznen 4.4).

e HacneacTBeHHBINH/MANOTATHIECKUN aHTHOHEBPOTHYECKUH OTEK.

e bepeMeHHOCTH 1 IEPUOA IPYAHOIO BCKapMIIMBaHUs (CM paszen 4.6).

e CoBMECTHOE NMPHUMEHEHHE C AIMCKHPEHOM M JICKApCTBEHHBIMH IpErapaTtaMu, COJIEpKaIlIuMU
QIMCKUPEH, Y MALMEHTOB C CaXapHbIM JUa0ETOM H/MIN YMEPEHHBIM WJIH TSHKEIIBIM HapyILICHUEM
dbyskmun movek (ckopocTh KiyOoukoBoit (umbTparuu (CK®) menee 60 mu/mun/1,73 m2
TUIOMIA/IM TTIOBEPXHOCTH Tena) (cM. pazaens 4.5 u 5.1).

e (CoBMECTHOE IPUMEHEHHE C aHTaroHucTaMu perentopos anrnorensuta Il (APA II) y nauuenros
¢ nuabernueckoit Hedpomnatuel (cM. pazzaen 4.4).

e (CoBMecTHOE MPUMEHEHHE ¢ KOMOMHaIMel Bayicaptan + cakyoutpwi. Homumnpen A bu-gopre
HEJb3s IPUHUMATh paHee, yeM uepe3 36 4acoB 1mociie MpUMEHEeHUS MTOCIeIHEH 103bI KOMOMHALIUU
BaJicapTaH + cakyOuTpwmi (cM. pa3aensl 4.4. u 4.5).

e DKCTpakopHopaibHas Tepanusi, IPUBOAAIIAS K KOHTAKTy KPOBU C OTPULIATENIBHO 3apsHKEHHBIMU
MOBEPXHOCTAMH (CM. pazzen 4.5).

e BrIpaXeHHBIN BYCTOPOHHUM CTEHO3 IIOYEUYHBIX apTEpUN MM CTEHO3 apTepUU €IUHCTBECHHOU
GyHKIIMOHUPYIOIIEH MOYKH (CM. pazaen 4.4).



Hoaunpea A bu-dopre

° FI/IHCp‘IYBCTBI/ITeJILHOCTL K HIO6OMy 13 BCIIOMOT'aTCJIIbHBIX BCUICCTB, MNCPCUHUCIICHHBIX B pa3aciic
6.1.

e 3-3a OTCYTCTBHA AOCTATOYHOTO KJIMHUYECKOTO OIbITA JIEKapCTBEHHBIN npenapat Homunpen A
bu-dopre He ciaeayeT MPUMEHATh y NAIlMEHTOB, HaXOSIIMXCS Ha T€MOAMANIU3E, a TaKXKe Yy
MAIMEHTOB C HEJICYECHOU CEp/IEYHON HETOCTATOYHOCTHIO B CTAAUU JEKOMIICHCAIIUU.

4.4. Oco0ble yka3aHusi 1 MepbI MPeIOCTOPOKHOCTH NMPHU NPHUMeHEeHUH

C 0CTOPOKHOCTEIO

CucremHble 3a00JI€BaHUS COEIMHUTENBHON TKaHU (B TOM YHCJE, CUCTEMHasl KpacHas BOJIYAHKA,
CKJIepoAepMHUsl U Jp.), COMYTCTBYyIOIlee MPUMEHEHHE aJUIONMYpPHUHOJA, LHUTOCTATUKOB U
MMMYHOJICTIPECCAHTOB, WMJIM TMpOKauHaMuAa (PUCK Pa3BUTHS HEHTPONEHHUHM M arpaHyJsoIHUTO3a),
COIMYTCTBYIOIAsl Tepamusl IpenapaTtaMu JUTHs, NpernapaTaMH aluCKUpeHa Yy TMalKueHTOB 0e3
caxapHOro JuadeTa Wi HapylIeHnH (pyHKIIUHN TOYEeK, aHTarOHUCTAaMH PELIENTOPOB aHTHOTeH3MHA 11
(APA II) y manuenToB 0e3 auabernueckoil HedpomaTHH, MpenapaTaMu 30JI0Ta, HECTEPOUIHBIMU
NpOTHBOBOCHIANHUTENbHbIME  Tipenapatamu  (HIIBII), OaknodenoM,  KOPTHKOCTEpOHIaMH,
MHrHOWTOpaMu HenmpuiusuHa (cM. pasnen 4.5.), mpenaparaMu, KOTOpbIe MOTYT BbI3BaTh yAJUHEHHE
nntepBana QT Ha snexkrpokapauorpamme (OKI'), cepreyHbIMU TTIMKO3UJaMH, JIEKApPCTBEHHBIMU
npernapaTamMi, KOTOpble MOTYT BBbI3BaTh MOJTUMOPGHYIO >KEITYJOYKOBYIO TaXUKapAMIO THIIA
«TUPYAIT», YTHETEHHE KOCTHOMO3TOBOI'O KPOBETBOPEHUS, CHHIKCHHBIH 00BEM IMPKYJIUPYIOIIECH
KpoBH (TIpHEeM JUYpPETUKOB, OeccoieBas IMeTa, pBOTa, Tuapes, TeMOIUAIN3), UIIIeMUYecKasi 00JIe3Hb
cepaua, 1epedpoBacKyIsipHbIe 3a00JI€BaHUs, PEHOBACKYJIApHAs THIEPTEH3Ms, CaXxapHbIH auader,
MEPBUYHBI  THUIEPATBIOCTEPOHU3M, XpOHWYECKass  cepaeuHas HegocrtarodHocth  (II-IV
¢byHKIMOHATBHOTO Kiacca no kiaaccupukamuun NYHA), HapymeHuss QyHKIUHM MMEYeHH U TOYeEK,
runepypukeMus (0COOCHHO COIMPOBOXKIAIOIMIASCS TMOAArpoil M ypaTHBIM  HEPPOIUTHAZOM),
nabunbHOCTh A/l, TOXKHITOM BO3pacT, MPOBEJCHUE reMOJHai3a C TPUMEHEHHEM BBICOKOITPOTOYHBIX
MeMOpaH WM JIeCeHCUOUIu3alus, nepe npoueaypoi adepesa JIUMONPOTEHHOB HU3KOM MJIOTHOCTH
(JITHIT), cocTosiHMe mmocie TpaHCIUIAHTAIlMK MOYKH, XHUPYPrUYecKoe BMEIIaTeIbCTBO/aHeCTe3us,
CTEHO3  AOpTaJbHOTO WJIM  MHTPAJbHOTO  KjamaHa/runepTpoduueckas  OOCTPYKTHBHAS
KapIMOMHOMATHUS, aTEPOCKIIEPO3, MPEACTABUTEN HEIPOUTHOM packl (MeHee BhIpakeHHBIN ekt
OT TIPUMEHEHHs), CIOPTCMEHBI (BO3MOXHA TOJOXKUTENIbHAs peakuus IMpU JOMUHT-KOHTPOJIE),
COITyTCTBYIOIIAsl Tepanusi KauuicOeperaromuMu TUypeTUKaMH, MpernaparaMu Kajdus WId Y
MAlMEHTOB C MOBBIIIEHHBIM COJAEPKAHMEM Kallusl B IUJIa3Me, TUIEpPKATMEeMHsl, TMIOHATPUEMHUS,
OTATOIICHHBIN aJIJIEPrOJIOTUYECKHUI aHAMHE3, aJUIeprudeckasi peakius Ha MEeHUIMJUIMH B aHaMHe3e€.

O01mee 119 MHAANAMUIA ¥ IEPHHIONIPHJIA

IIpenapatsl IUTHS

CoBMecTHOE MPUMCHCHUC KOM6I/IHaLII/II/I HHIAAllaMuJia WU TOCPpUHIAOIPUTIA C MplliapaTaMH JIMTUA
0OBIYHO HE peKOMeHayeTcs (cM. pasnen 4.5).

Hapymenne pyHKIMY IOYEK

Tepanus npenapatom Hommmpen A bu-dopre mpoTuBonoka3aHa MalyeHTaM C YMEPEHHBIM H
TsoKenbIM HapymienneM Qynkuuu nodek (KK menee 60 mi/mMuH). Y HEKOTOPBIX MAIMEHTOB C
apTepuanbHOM TUnepTeH3ueil 6e3 NpemecTBYONIEro OYeBUIHOIO HapyIeHNs: (PyHKIUN OYeK Ha
¢oHe Tepamuu MOTYT TMOSIBUTHbCA JIAOOpaTOpHBbIE NPU3HAKM (PYHKUMOHAIBHOM MOYeUHOU
HEIOCTAaTOYHOCTU. B 3TOM ciydae JjedyeHue CieayeT MNpeKpaTuTh. B nanpHeimeM MOXHO
B0O300HOBUTH KOMOMHUPOBAHHYIO TEPANUIO, IPUMEHSS HU3KHE JT03bI MIPENapaToB, TM00 MPUMEHSThH
TOJILKO OJIMH M3 MPENapaToB.

Taxum narrieHTaM HeoOX0AUM PEryJISIPHBINA KOHTPOJIb KOHLIEHTPAIIMK MOHOB KaJlusl U KpeaTHHUHA B
KpPOBH — uepe3 2 HeJleH 10CiIe Hayasla Tepanuu U B JaJIbHEeHIIeM Kaxkable 2 Mecsla B IEpHO, KOra
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103a mpenapara rnogoopana. [loueynast HETOCTATOYHOCTH Yallle BO3HUKAST y MAIUEHTOB C TSHKETOM
CEpIEYHON HENOCTATOYHOCTHIO MJIM MCXOJHOM MOYE€YHOM HEIOCTATOYHOCTBIO, B TOM YHCIIE, TPH
CTEHO3€ [TIOYEUHON apTEepUHN.

JlexapctBennblii npemnapaT Homunpen A bu-dopre He peKkoMeHAOBaH K NMPUMEHEHHIO B CiIydac
JIBYCTOPOHHETO CTEHO3a IMOYEYHBIX apTepUil WM B CiIydyae €IUHCTBEHHOW (PYHKIMOHUPYIOIICH
MTOYKHU.

ADTGDI/IaHLHaH TUIMOTCH3UA U HAPYIHICHUC BOAHO-3JICKTPOJIUTHOI'O Oananca

B ciyuyae ucxoqHOM THIMOHATPUEMUHU CYIIECTBYET PHUCK BHE3AIHOIO DPAa3BUTHUS apTepHaTIbHOM
TUTNOTEH3UY, B YACTHOCTH, Y MAIMEHTOB CO CTEHO30M MOYedHO# aprepuu. [loaToMy HE0OX0aUMO
MIPOBEJICHUE CUCTEMATHUECKON OIICHKHM CHMIITOMOB OOE€3BOXKHMBAHHUS W CHIDKEHHUS COJAEpIKAHUS
AJIEKTPOJIMTOB B IIa3Me KPOBH, HAIIPUMED, TOCIIE AUAPEH MU PBOTHI. TakuM manueHTaM Heo0X0AuM
PEryJSIpHBIN KOHTPOJIb COAEPKAHUS SJIEKTPOIUTOB I1a3Mbl KPOBH.

[Ipu BbIpaXEHHOW apTEepHaIbHONH TUHOTEH3UM MOXKET NOTPeOOBATHCS BHYTPHUBEHHOE BBEJCHHE
M30TOHUYECKOTO COJIEBOTO PacTBOpa.

Tpan3uTopHast aprepualbHas THIIOTEH3UsI HE SIBJIACTCS NPOTHUBOIOKA3aHUEM Ui IIPOJAOJDKEHUS
tepanuu. [locne BoccTaHOBIEGHUS 00beMa HUPKYIUpYyHOmed KpoBH B AJ] MOXXHO BO300OHOBHTH
TCpaInro, IpUMCHIAS HU3KUC JO3bI, .HI/I60 ONPUMCHATH TOJIBKO OJJUH U3 KOMIIOHCHTOB IIpcriapara.

ConeprxkaHue Kaians

KomOuHupoBaHHOE NMpHMEHEHHE WHAANaMHUIa M NEPUHAONPUIA HE MPEeJOTBPAIAcT pa3BUTHE
TMIIOKAJIMEMHUH, OCOOCHHO Yy MAI[EHTOB C CaxapHbIM JHa0ETOM WM MTOYEYHON HEJOCTATOYHOCTBHIO.
Kak u B ciydae nmpuMeHeHus J1I000ro TUMOTEH3UBHOTO TpenapaTa B KOMOMHAIUHN C JTUYPETUKOM,
HEOOXO/IUM PEryJIsIpHbI KOHTPOJIb KOHIIEHTPALUH KaJlus B IJ1a3Me KPOBH.

Nuananamun

[TeuenoyHag sHIedaTOIATHS

[Tpu Hanmuuuu HapymeHud QYHKUUHU MMEYCHU MPUEM THA3UIHBIX U THA3HIOMOA0OHBIX TUYPETUKOB
MOJKET IMPHUBECTH, OCOOCHHO B Cllydae 3JIEKTPOJUTHOIO IucOanaHca, K Pa3sBUTHIO MEYEHOUHOU
sHIE(]aIonaTu, KOTOpas MOXKET MPOrpeccUpoBaTh A0 MEYEHOYHOM KOMbl. B Takoil curyauuu
CleyeT HEMEUIEHHO NPEKPATUTh IIPUEM JUYPETHKA.

DOTOYYBCTBUTEIHHOCTh

Ha ¢one npuema THa3UAHBIX U THA3UAONOA00HBIX TUYPETUKOB COOOIIANIOCH O CIy4yasX pa3BUTHSA
peakuuii  ¢orouyBcTBUTENBbHOCTH  (cM. pa3men 4.8). B ciaywae pasBuTus  peakuuii
(OTOUYBCTBUTEIBHOCTH Ha (OHE MpHeMa Mpernapara CIeAyeT MpeKpaTUTh JedeHue. [lpu
HEOOXOAMMOCTH TPOJODKEHUSI TEpaluu TUYPETUKAMH, PEKOMEHIYeTCs 3allMIaTh KOXKHbIE
MTOKPOBBI OT BO3JICHCTBHSI COTHEUHBIX JTyUeH MM UCKYCCTBEHHBIX yIbTPa(UOIETOBBIX JTyUei.

BoaHo-351eKTpoanTHBIN OanaHc

KOHHGHTD&III/IH HMOHOB HATpHA B I1JIa3ME KPOBU

KoHnenTpanuioo MOHOB HATpuUs B IJIa3Me KPOBU HEOOXOAMMO OMpPENeNsTh JO Haudaja JeueHus, a
3aTeM PEryJIIpHO KOHTPOJIUPOBATh Ha (hoHe mpuema mnpenapara. CHKEHUE KOHIIEHTPAIlMd MOHOB
HaTpusi Ha Ha4aJbHOM 3Talleé MOYKET HE COMPOBOXKIATHCA KIMHUYECKHMMH CHUMITOMAaMH, TO3TOMY
HEOOXOUM PEryJIApHBIN JTa00opaTOPHBIN KOHTPOJb. bojiee "yacThiii KOHTPOJIL COACP)KaHUS MOHOB
HATpUS TIOKa3aH MalMeHTaM ¢ [IMPPO30M MEUEHH U MalMEeHTaM MOXKUIIOT0 Bo3pacTa (CM. pasensl 4.8
u 4.9). Jledenne m0OBIMH TUYPETHKAMU MOXXET BBI3BATh THUIIOHATPUEMHIO, WHOTJIA C OYCHB
CEpPbE3HBIMU  MMOCIEACTBUSMU. [ MIIOHATPUEMUS, COMPOBOXKAAIOUIASICA TUIIOBOJIEMHUEH, MOXKET
MPUBOAUTH K Pa3BUTHIO OOE3BOKMBAHHUS W OPTOCTATHYECKON THmNoTeH3uH. COomyTCTBYyIOIIEE
CHUKEHUE COAEPKaHUS MOHOB XJIOpa MOXET MPUBECTU K Pa3BUTHIO BTOPUYHOTO KOMIIEHCATOPHOIO
METa0OJIMUECKOT0  ajikajlo3a: 4YacToTa €ro BO3HUKHOBEHHS M CTENECHb  BBIPAXKEHHOCTH
HE3HAYUTEIIbHBIE.



KOHLIGHTDaI_[I/I}I HMOHOB KaJIisi B IJIa3MC€ KPOBH

CHWXKeHne KOHIEHTPAIMH Kajusl ¢ THIIOKAIUEMHUCH SBISICTCS OCHOBHBIM PHUCKOM, CBSI3aHHBIM C
Tepanneﬁ THA3UIHBIMU U TI/IaSI/II[OHOIIOGHBIMI/I ANYPCTHKAMH. T'unokanuemMus MOXKET BBI3BATH
MBIIICYHBIE paccTpoiicTBa. CoO0IIAIOCh O ciydasix padoOMHOJIN3a, B OCHOBHOM Ha (hOHE TSIKENOM
THUIIOKAJIMEMHUH.

Heob6xomumo npeaymnpexaath pUcK CHHKEHHUS KOHIICHTPAIIMK MOHOB Kaus (MeHee 3,4 MMOJIB/T) y
($1(571474:0)11170,€ KaTeI‘OpI/II\/JI ManUCHTOB M3 I'PYIIIbI BHICOKOTO PHUCKA: MAIIMCHTOB IMOXKHUJIOTO BO3pacTa
W/ WUCTOIICHHBIX TMAIMCHTOB KaK TONYyYalONMX, TaK W HE TMOJYyYalOUMX COYECTAaHHYIO
MCIUKAMCHTO3HYIO TCpAIlUtO, MMAIITMCHTOB C HUPPO30M IICUCHU C OTCKAMU U aCLIUTOM, HIIIEMHUYECKOU
0O0JIE3HBIO Cep/lla, CEpACUYHON HEAOCTATOUYHOCTHIO. [ MITOKAMEMHusl Yy 3THX MAIMCHTOB YCHUIIMBACT
TOKCHYECKOE JEHCTBHUE CEPACUHBIX ITIMKO3HUIOB U MTOBBIIIACT PUCK PA3BUTHUS HAPYILLECHUN PUTMA.

K rpynme mOBBIIEHHOTO PHCKA TaK)Ke OTHOCSTCS MAlMEHTHI C yUTMHEHHBIM uHTepBasioM QT Ha
OKT', kak BpOKJIECHHBIM, TaK 1 BbI3BAaHHBIM JCHCTBUEM JIEKAPCTBEHHBIX CPENICTB.

'umokanuemusi, Takxke, Kak W OpaguKapausi, CIIOCOOCTBYET pPa3BUTHIO TSDKEIBIX HapyIICHHN
CEpJICYHOTO PUTMA, OCOOEHHO MOUMOP(HOMN KEITyTOUKOBOU TaXUKAPIUU THIA IIUPYIT», KOTOpas
MOXeT ObITh (haTampHOM. BO BCceX omMcaHHBIX BBINIE CIydasx HEOOX0auM Oosiee 4acThlii KOHTPOIb
COJIEp)KaHWsI MOHOB Kalus B TUIa3Me KpoBU. I[lepBoe m3MepeHHEe KOHICHTpPAIMU HOHOB Kalus
HE00XOMMO MTPOBECTH B TCUCHHE MIEPBOI HEJEN OT Havyasa Teparuu.

HpI/I BBISIBJICHUN THUIIOKAJIMEMHUU JOJI’KHa MMPOBOAUTHCA COOTBCTCTBYIOIIIAA KOppCKIUs.
'umokanuemusi, CBsi3aHHAsi C HU3KOW KOHIIEHTpAIMEel MarHusi B CHIBOPOTKE KPOBH, MOXKET OBITh
PE3UCTEHTHA K JICUEHHUIO 10 TeX IOp, MOKa yYpOBEHb MarHus B CBIBOPOTKE KpPOBHU HE OyaeT
CKOPPEKTHPOBaH.

KOHHGHTDaHI/I}I HMOHOB KaJIbI1Ms B IIJIa3MC KPOBHU

TuasugHele W THA3UAONOAOOHBIE AMYPETUKHM MOTYT YMEHBUIATh BBIBEJECHUE HOHOB KalbLUs
MOYKaMH, MPHUBOJS K HE3HAYUTEILHOMY M BPEMEHHOMY IOBBIIICHUIO KOHIEHTPALUU Kalbliis B
TU1a3Me KpoBH. BhIpaXeHHOE MOBBIIICHHE KOHIICHTPALUU MOHOB KAJIBIUSI MOXET OBITh CBSI3aHO C
HEIMarHOCTUPOBAaHHBIM Tumepnapartupeo3oM. Ilepen uccnenoBanuemM QpyHKIUN MapamdTOBUAHBIX
KeJle3 cleayeT OTMEHUTh PUEM IUYPETUYECKUX CPENICTB.

YpoBeHb MarHus B MJa3Me KPOBH:

Ha ¢one mnpumeHeHHS THA3WIHBIX W THA3HIONOJOOHBIX TUYPETHUKOB, BKIIIOYAs WHIATIAMUI,
OTMEYAJIOCh YBEIIMYCHHE BBIJCICHHMS MAarHvs C MOYOW, YTO MOXET CTaTh MPUYMHOW Pa3BUTHUS
TUTIOMarHueMuu (cM. pasnuensl 4.5 u 4.8).

KoH1eHTpamys rioKko36l B KDOBH

HGO6XOZ[I/IMO KOHTPOJHPOBATH KOHLCHTPALUIO TJIIOKO3bl B KPOBHM Yy HAMCHTOB C CaxapHbIM
,Z[I/Ia6CTOM, 0COOEHHO KOraa KOHICHTpalrud NOHOB KaJIMA HU3KAA.

MoueBag kuciora

Yy nHanmnucHTOB C MOBBIIIICHHON KOHHGHTpaHHeﬁ MOUYEBON KHCIOTHI B IIJa3Me KpOBH HMCCTCAH
TCHACHUHWA K YBCIIMYCHUIO YaCTOTHI BOSHUKHOBCHUS NPUCTYIIOB MOJArphbl.

JInypeTndyeckre cpeJcTBa 1 d)VHKI_II/IH ITIOYCK

Tuazumable ¥ THA3UAOTOAO0HBIE TUYPETUKH YPPEKTHBHBI B ITOJHOW MEpPE TONBKO Y MAIlMEHTOB C
HOPMAaJBHOW WJIM HE3HAYWTEIbHO HApPYIICHHOW (YHKIMEW ModYek (KOHIEHTpalus KpeaTHHUHA Y
B3pOCIBIX MAIMEHTOB HUXKE 25 M1/ nin 220 MKMOJTB/T).

VY NOXWIIBIX MalMEeHTOB YPOBEHb KPEaTWHHHA B IJIa3Me KPOBH JIOJDKEH OLIEHUBATBhCS C YUETOM
BO3pacTa, Beca U 1oJja, B COOTBETCTBUU ¢ Gopmyroit Kokpodra:

Knupenc xpeamununa (KK) = (140 — 6o3pacm) x eec/0,814 x konyenmpayus KkpeamuHuua 6 niasme
Kposu,

rZe:  BO3pacT — BO3pAcT MalMeHTa B T0JlaX, BEC — Macca Tejla B KT, KOHIIEHTPANUs KpeaTHHUHA —
KOHIICHTPALUs KPeaTHHHHA B TJIa3Me KPOBU B MKMOJIB/JI.
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CDopMyna NoAXOAUT IJId MYXKYHH IMOXUIIOTO BO3pacCTa; IJIA KCHIIWH ITOXKUIIOr0 BO3pacTa CICAYCT
YMHOXHTbH pe3yabTaT Ha KodddummeHT 0,85.

B nagaine nedyenuns ANYPCTUKOM Yy TMAIIMCHTOB U3-3a 'MITIOBOJICMUUA (BCHCIICTBI/IG BbBIBCACHUA BOJAbI U
HMOHOB HaTpHs1) MOXKET HAOJIIOAaThCSl BPEMEHHOE CHIDKEHHE CKOPOCTH KITyOOUKOBOU (DUIIBTPAIIMH U
YBCIMYCHUC KOHLOCHTpAIlMKM MOYCBHHBI W KpCaTHMHHHA B IUIa3MC KpPOBH. Orta TPAaH3UTOpPHAA
(GyHKIIMOHANIbHAST TIOYEYHAs HEJOCTATOYHOCTh HE WMEET HEONAaronpHATHBIX MOCIESACTBUN IS
MAIMEHTOB C UCXOJHO HOPMAJIbHOUM (DYHKIIMEH MOYeK, OJTHAKO MOXKET YCyTyOIsTh yKe UMEBIICECs
JI0 HayaJa JICYeHHs HapylieHHe (yHKIIMHA TOYeK.

CropTcMeHBl

CnoptcMeHaM clieflyeT oOpaTUTh BHMMAaHHE HAa TO, YTO JIEKAPCTBEHHBIM MpemapaT COAEPIKUT
JEHCTBYIOIIEE BEIIECTBO, KOTOPOE MOXKET JaBaTh IOJOKUTEIBHBIN Pe3yJbTaT NPHU IPOBEIACHUU
JOTIMHT-TECTA.

XopuonaalbHBIN BEIIOT, OCTpas MHOIIMS, BTOPHMYHAS 3aKPLITOYTOJdbHAs IJIayKoMa

CynboHaMuJ U €ro MpOU3BOJHBIE MOTYT BBI3bIBATh PA3BUTHE HAMOCHHKPA3UUYECKOW peaKiHH,
MIPUBOJIAIICH K Pa3BUTHIO XOPUOUIATHLHOTO BHITIOTA C JEPEKTOM OIS 3PSHHSI, IPEXOISAIICH MUOTTHH
U OCTPOM BTOPUYHOW 3aKpPBITOYTrOJIbHOM TiIaykome. CHMOTOMBI BKJIIOYAIOT BHE3AMMHOE CHUKEHUE
OCTPOTHI 3pCHUA UIIN 60JIB B I'1a3ax ¢ OCTPbBIM HaA4YaJIOM U OGBI‘IHO BO3HUKAKTB TCUCHUEC HECKOJIBKUX
4acoB WJIM HeAeNb TMOcje Hayala npueMa mnpemnapara. [Ipu OTCYyTCTBHM JIeUEHHUS OCTpas
3aKpBITOYTOIbHAS TJIAyKOMa MOXKET MPUBECTU K HEOOpaTUMOU moTepe 3peHus. B mepByro odepenb
Tepamnus 3aKJII0YaeTcsi B MAKCUMAJIbHO OBICTPOi OTMEHE Ipenapata. Eciiu BHyTpuriazHoe JaBjieHHe
OCTACTCA HCKOHTPOJIMPYCMbBIM, MOXKET HOTpe6OBaTBC}I HEOTJIOKHOC MECAUKAMCHTO3HOC JICUCHUC NJIU
XUpyprudeckoe BMenaTenbcTBo. GakTopaMu prcKa pa3BUTHS OCTPOI 3aKPBITOYTOJLHOM I1ayKOMBI
MOTYT OBITh aJNIEPTUUECKUE PEaKIK Ha CyIb(pOHAMU MU MIEHUIJUIMH B aHaAMHE3E.

IepuHaonpui

JIBoiiHasg OJI0Kaa pEeHUH-aHHOTEH3UH-aAJIbI0cTepOoHOBON cucteMbl (PAAC)

HmeroTcst naHHble 00 yBEJIMYEHUHM pHCKAa BO3HUKHOBEHHUS apTEpUAIbHOW THIIOTEH3UM,
TUINEPKATTMEMUN U CHUKEHUH (DYHKIIMY NToYeK (BKIIIOYAsi OCTPYIO MOUEYHYIO HEJJOCTaTOUYHOCTb) IIPU
coBMecTHOM TpuMeHeHurn UHTHOUTOpoB AIID ¢ APA II unu amuckupenom. [lToaTomy nBoiiHas
omokaga PAAC mnocpenctBom coderanus unruouropa AIID ¢ APA Il wnm amuckupeHoM He
pexomenayetcs (cM. pazaensl 4.5 u 5.1). Ecnau nBoitHast 6;10kaga abComOTHO HE0OX0IMMa, TO 3TO
JOJKHO BBIMOJHATHCST TOJ CTPOTMM HAOJIIOACHMEM CIIEHUANINCTAa IpPU PETYJISIPHOM KOHTpOJIE
(YHKIMU TIOYEK, COJIepKaHMs AJIEKTPOIMTOB B I1a3mMe Kpou U A/l

[Mpumenenne warnOutopoB AII®D B coueranmum ¢ APA Il mpoTuBOomokazaHo y TalMEHTOB C
nuabeTuyecKol HeponaTueil 1 He peKOMeHAyeTCs y IpyTUX MaueHToB (cM. pa3zaensl 4.3 u 4.5).

KanuiicOeperarole [nypeTuKu, Ipenaparsl KA, KAIAHCOIEpKaIe 3aMEHNUTEIH IUIIEBOU COJIN
U [IULIEBLIE 10OABKHA

He pexomentyeTcst COBMECTHOE MPUMEHEHUE EPUHAOIPHIIA U KaTMHCOeperaomux AMypeTUKoB, a
TaKXe MPErapaToB Kajus, KaJTUHCOACPKAIINX 3aMCHHUTENICH MUIIEBOW COJIM U MUILNEBBIX J00ABOK
(cm. paznmen 4.5).

Heiitponienus, arpanyJomnuTo3s, TDOM6OI_II/ITOHCHI/I$I, AHCMHUA

NmeroTcst cooOmmeHus 0 pa3BUTHN HEUTPOIIEHUH/arpaHyIoNNUTO3a, TPOMOOIIMTOTICHUN ¥ aHEMHUH Ha
¢one mnpuema uHruouropo AIID. VYV mnanmeHToB ¢ HOpManbHON (QyHKUMEH mouek u 0e3
COMYTCTBYIOIIMX (PAaKTOPOB pPUCKAa HEUTPONEHUS BO3HUKAET peako. C KpaliHEHl O0CTOPOKHOCTBIO
clleflyeT NPUMEHATh NEepUHIONPUI Ha (OHE CUCTEMHBIX 3a00J€BaHUM COEAMHUTENBHON TKaHH, a
TaKke, Ha (OHE MpHeMa HUMMYHOJEIPECCAHTOB, AJJIOMYPUHONA WM NpOKaWHAMUJa, WKW IpU
COYETaHUU 3TUX (HaKTOPOB, 0COOEHHO Y NAIIMEHTOB C MCXOHO HapyIIEHHON (QyHKIHUEH Mmoyex.



VY HEKOTOPHIX MAalMEHTOB BO3HMKAIU TsKeNble MH()EKIMOHHBIE 3a00J]E€BaHUs, B PSJE CIydaes,
yCTOWYMBBIE K HMHTEHCHUBHON aHTHOMOTHMKOTepanuu. [IpM Ha3Haue€HUM MNEPUHAONpPUIIA TaKUM
NalueHTaM peKOMEHY€eTCsl IEPUOANYECKH KOHTPOJINPOBATD YNCIIO JEHKOIUTOB B KpOBH. [lanineHThI
JIOJDKHBI COOOIIAaTh Bpady O JIFOOBIX MpH3HaKaX MH(PEKIIMOHHBIX 3a00JieBaHMi (Hampumep, 00Jb B
ropJje, 1uxopajaka) (cMm. pazzaeinst 4.5 u 4.8).

AHeMHusi MOXET pa3BHBAThCS Yy MALIMEHTOB MOCIE TPAHCIUIAHTALMU TOYKH WIH Yy MAlUEHTOB,
HaXOAALIMXCS Ha remoauanuse. [Ipu sToM cHIKeHHne reMorsioOnHa TeM O0JIbIIe, YeM BBIIIE ObLT ero
MepBOHAYANIBHBIN MOKa3aTelb. JTOT 3(PQEeKT, MO-BUAUMOMY, HE SIBISETCA J0303aBUCHUMBIM, HO
MOJKET OBITh CBSI3aH C MeXaHU3MOM JeicTBusi uHruouropos AIID. HesnauurenbHoe CHUKEHHE
reMorJIoONHa TMPOUCXOIUT B TEUYEHHUE MEPBBIX 6 MECSIEB, 3aTE€M OH OCTAaeTCs CTAOMJIBHBIM U
IIOJIHOCTHIO BOCCTaHABJIMBAETCS IOCJIE OTMEHBI IpernapaTta. Y TaKMX HAalMEHTOB JIEUEHUE MOXKET
OBITH MPOIOKEHO, OJHAKO FeMaTOIOrHUeCKUe aHAIH3bI JOJHKHBI IPOBOJIUTECS PETYIISPHO.

PenoBackynsgpHas THIIEPTCH3US

VY nanueHToB ¢ ABYCTOPOHHUM CTEHO30M ITOYEUHBIX apTEPUM WU CTEHO30M apTepUN €AMHCTBEHHOMN
¢byHKIMOHMpYIOLEH oYKy Ha (oHe mpumeHeHus: uaruouTopa AIID Bo3pacTaeT pHCK pa3BUTHS
TUTIOTEH3WHW M TIOYE€YHON HemocTaToyHOCTH (cM. pasmen 4.3). IlpueM IuypeTHKOB MOXKET OBITh
JIOTIOTHUTEIBHBIM (paKTOpOoM pucka (cM. pazmen 4.3). YxynumieHne QYHKIMH TOYEeK MOXKET
HaOJI0/1aThCsl YK€ NPU HE3HAYUTENIbHOM M3MEHEHMHM KOHIEHTPAallMh KpeaTMHHHAa B CBIBOPOTKE
KpOBH, JJaXK€ Yy MallMEHTOB C OJHOCTOPOHHUM CTEHO30M I1I0YEYHON apTEpuHu.

MeroaoM JedeHHs] PEHOBACKYJISIPHOW TMIIEPTEH3UU SIBIISIETCSl peBacKyJysipu3auus. Tem He MeHee,
npuMeHeHre HHruonTopoB AIID MoXKeT OKa3bIBaTh MOJOKUTEIBHOE CHCTBUE Y TAHHON KaTeropuu
MalMECHTOB, KaK OXHIAIOIMIMX ONEPaTUBHOTO BMEIIATEIbCTBA, TaK M B TOM cllydae, Korja
XUPYpPrudeckoe BMENIaTeabCTBO IPOBECTH HEBO3MOXKHO.

[Ipumenenne nexapcTBeHHOro mpemapara Homumpen A bu-popre He mokazaHo mHalMeHTaM C
YCTAaHOBJIEHHBIM MJIU IIPEAIOJIAraéMbIM CTEHO30M ITOUYE€YHOW apTEPUH, TaK KaK y TaKUX MAlUEHTOB
TEPAIHUIO CIEeNyEeT HAUMHATDH B YCIOBHSIX CTallMOHapa ¢ 0oJjiee HU3KUX 103 KOMOMHAIIMHN HHIaaMK1a
Y NIEpUHAOIIpUIIA.

FI/IHGD‘-IVBCTBI/ITGJ'II)HOCTI), aHFI/IOHeBDOTI/I‘IGCKI/Iﬁ OTCK

IIpu mpueme unru6buropoB AII®, B TOM uucie W NEPUHIONPHIA, B PEIKUX CIy4asX MOXKET
HaAOJIOAATHCSl pa3BUTHE aHTHOHEBPOTUYECKOTO OTEKA JIMIA, KOHEYHOCTEH, TYy0, S3bIKa, TOJIOCOBBIX
CKJIaJIOK W/WiM ropTanu (cM. paszen 4.8). AHTMOHEBPOTUYECKHM OTEK MOXKET Pa3BUThCA cpa3y Mocie
Hayasia jedeHus uHruoutopamu AII®, onHaKo TsKeNblii aHTMOHEBPOTUYECKUN OTEK MOXKET TaKXKe
Pa3BUTHCS MOCIIE JUIUTENBHOTO JeueHust MHruoutopamu AII®D B TeueHHE HECKOJIBKUX MECSLEB WIH
net. Ilpu mosiBIeHUM BBILIEYKa3aHHBIX CHMIITOMOB MpUEM Ipenapara JOJKEH ObITh HEMEHJIEHHO
MIPEKpaIlleH, a MaMeHT J0JDKeH HaOMIoAaThes A0 MOJTHOTO MCUE3HOBEHUS CUMIITOMOB. Ecin oTek
3aTparuBaeT TOJBKO JIUIIO U T'yObl, TO OH OOBIYHO MPOXOIUT CAMOCTOATENBHO, TPH TOM B Ka4eCTBE
CUMITOMAaTU4YECKON TEPANINU MOTYT IPUMEHSTHCSI aHTUTICTAMUHHBIE CPENICTBA.

MenuiuHCKIM paboOTHHKaM HEOOXOAMMO KOHTPOJIHMPOBATH OTBET HA JICYCHHWE, YUYHUTHIBAs, UTO
CTaHJApTHBIE METOJIbl TePAaMM I'MCTaMHH-OIOCPEIOBAaHHOIO AHTMOHEBPOTHYECKOTO OTE€Ka MOTYT
OBITh HEAPPEKTUBHBI PU OPaTUKUHIH-OTIOCPEIOBAHHOM aHTHOHEBPOTHUECKOM OTEKE.

AHTHOHEBPOTUYECKUH OTEK, COMPOBOKIAIOIIHIICS OTEKOM TOPTaHU, MOYKET MPUBECTH K JICTAILHOMY
nucxonay. OTek s3bIKa, TOJIOCOBBIX CKJIQJOK WM TOPTaHM MOXKET MPHUBECTH K OOCTPYKIIHH
JpIXaTeNbHbIX myTel. [Ipu mosiBIeHUN TaKuX CUMOTOMOB CIeAyeT HEMEUICHHO HadaTh MPOBOAUTH
COOTBETCTBYIOILYIO TEPAIUIO, HAIIPUMED, BBECTHU MOJK0KHO dNHMHE(PHUH (aApEHAINH) B pa3BeIeHUN
1:1000 (0,3 — 0,5 mu1) u/unu 06ecrnednTh NPOXOIUMOCTD BIXaTEIbHBIX MyTEH.

Coo0maoch 0 0oJjiee BBICOKOM PHCKE Pa3BUTHUS AHTHOHEBPOTHYECCKOTO OTEKa y TAI[MCHTOB
HETPOUIHOM pachl.

Y manueHToB, B aHAMHE3€¢ KOTOPBIX OTMEYAJICS AHTHOHEBPOTHYECKUN OTEK, HE CBS3aHHBIA C
nprueMoM UHTHOUTOpoB AIID, MokeT OBITH MOBBIIIEH PUCK €0 Pa3BUTHSI MPU MPUEME TIPETapaToB
3TOM rpymnmsl (cM. pazzaen 4.3).



B penkux cinyyasx Ha pone Tepanuu uHruoutopamu AIl® pa3sBuBaeTcs aHTHOHEBPOTUUECKUN OTEK
kumeyHuka. [Ipu sTom y nanueHToB oTMeuanach 00Jb B )KUBOTE KaK M30JUPOBAHHBIM CUMIITOM MIIH
B COYETAHMHM C TOLIHOTOW W PBOTOW, B HEKOTOPHIX Cilydasx Oe3 NpeAlIecTBYIOIIEro
AQHTMOHEBPOTUYECKOr0 OTEKa JIUIa U MPU HOPMAJIbHOM ypoBHe akTuBHOCTH Cl-3cTepasbl. Jluarnos
YCTaQHABJIMBAJICS C MOMOIIbIO KOMITBIOTEPHOH ToOMOrpaduu OpIOIIHOM MONOCTH, YIbTPa3ByKOBOT'O
HCCIIeIOBAaHUSI WM B MOMEHT XUPYPrU4eckoro BMemaTeslbcTBa. CHMITOMBI MPOXOAMIU TOCIE
npekpaieHus npueMa UHruoOuTopoB AII®D. [TosToMy y mammeHToB ¢ 00JbI0 B O0JIACTH JKHUBOTA,
noy4aromux tHruouTopsl AII®, mpu nposeaeHun nuddepeHImanbHON JUarHOCTUKH HEOOX0TUMO
YUUTBIBATh BO3MOXKHOCTh PAa3BUTHUSI aHTHOHEBPOTHUECKOTO OTEKA KUIIICUHHUKA.

CoBMecTHOE MPUMEHEHHE MEPUHIONpUIa ¢ KOMOMHUPOBAHHBIMH JIEKAPCTBEHHBIMU IperapaTami,
COJIepXKAllUMH BaJicapTaH + CaKkyOMTpHII, IPOTHBOIOKA3aHO, TaK KaK IOBBIIIEH PUCK Pa3BUTHUS
AHTHOHEBpOTHYECKOTO oTeka (cMm. pasmensl 4.3 u 4.5). IlpumeHeHne KOMOMHHUPOBAHHOTO
JIEKapCTBEHHOTO Tperapara, COAep)Kallero BajcapTaH + caKkyOWUTpui, BO3MOXKHO HE paHee, 4eM
yepes 36 yacoB mocJie MoceaHero npuema nepuaaonpuia. [ lpumenenue nepuHionpuia BO3MOKHO
HE paHee, 4eM uepe3 36 4acoB IMociie MPEeKpalieHus nprueMa KOMOMHUPOBAHHOTO JIEKAPCTBEHHOTO
npenapara, CoAepIKaIlero Bajicaptan + cakyoutpui (cM. pasaensl 4.3 u 4.5).

CoBmecTtHOe mnpuMeHeHHe WHTHOUTOpoB AIID ¢ wuHruburopamu HeNpwiIM3MHA (HAIpUMep,
panekagoTpwioM), uHruoutopamu mTOR  (Hampumep, CHPOIMMYCOM,  3BEPOJIMMYCOM,
TEMCHPOJIMMYCOM) U TTUNTUHAMH (HApUMep, TUHATIIUIITHHOM, CaKCarTUITUHOM, CUTArJIMITHHOM,
BUJIAATIMIITUHOM ) MOXKET MPUBECTH K MOBBIIIEHHOMY PUCKY Pa3BUTHSI AHTHOHEBPOTHUYECKOTO OTEKa
(HarmpuMep, OTEKY JbIXaTeNbHBIX MyTEH WIN S3bIKa, C HApYIICHUEM JAbIXaHUs WU 0e3 Hero) (cM.
paszmen 4.5). Cnexyer coOmogaTh OCTOPOKHOCTh MPH HA3HAYCHHUH PAICKaI0TpUiIa, HHTHOUTOPOB
mTOR (manpumep, cupoinumyca, 3BEpOJIMMYyCa, TEMCHPOJIUMYCa) M TJIMOTHHOB (HAIpHUMep,
JUHATIUNTHHA, CAKCATTIUITHHA, CUTATIUIITUHA, BUIJATJIMIITHHA) Y TAMEHTOB, YK€ IPUHUMAIOIIUX
unruburop Alld.

AHadZ)I/IJ'IaKTOI/IHHI)Ie PCAKIIMH ITPHU ITPOBCACHHUHN ,Z[CCGHCI/I6I/IJ'II/I33HI/II/I

HmeroTcst  oTAenbHbIE  COOOLIEHHMS O  Pa3BUTUU  JUIMTENBHBIX,  YIPOKAIOIIMX  KU3HHU
aHAQWIAKTOUIHBIX PEAKIUM Yy MalMeHTOB, Noiaydyaroumx uHruouropsl AIl® Bo Bpewms
JIECEHCUOWIM3UPYIOLIEH Tepanuu siI0M  MEPEerOHYATOKPBIIBIX HACEKOMBIX  (MYEJNbl, OCBHI).
WNuruduropsr AII® HE0OXOOUMO NMPUMEHSATH C OCTOPOXKHOCTBIO Y CKIIOHHBIX K aJIEPrHUE€CKUM
peakiusM IalMeHTOB, NPOXOMAUIMX Mpouexypsl JaeceHcuOmnumzamuu. Cremyer wu3beraTh
npuMeHeHus  uHruourtopa All®  nanueHTam, MOJYYalOUUM  HMMMYHOTEPANHIO  SJ0M
MEPENOHYATOKPbUIBIX HACEKOMBIX. TeM He MeHee, y MalMeHTOB, KOTOPbHIM HEOOXOJUMO Kak
npuMeHeHne HWHruOuTopoB AllD, Tak W mpoBedeHHWE TPOLEAYPHl JIECCHCUOMIN3AINH,
aHa(UIAKTOUAHON peakiMu MOXHO M30eXaThb IyTEeM BPEMEHHOM oTMeHbl MHruoutopa AIID He
MEHee, 4eM 3a 24 yaca 70 Havyaia mpoleayphbl.

AHad)I/IJ'IaKTOI/IHHBIC pPCaKnMM IIpH ITPOBCACHHUHN ad)epe3a JIMIIONPOTEMHOB HM3KOM ILIOTHOCTH

(JIITHIT)

B peaxux cinywasx y manueHTtoB, mnoidydaroumux UHruOutopsl AIID, npu npoBenenun adepesa
JIIHIT ¢ wucnoip3oBaHWMEM JEKCTpaHa CcyibdaTa pa3BUBAINCH  YTPOXKAIOIIUE OKU3HU
aHa(uIakTOuAHbBIE peakuuu. [ npeaoTBpalieHus aHahUIaKTOMIHOW peakLuu cielyeT BpEMEHHO
npekpamaTth Tepanuio naHruouropom AIID nepen kaxxaoit mporeaypoit agepesa.

ITarueHThl, HaXOAAIIUECS HA TeMOIUAIN3E

VY nanueHToB, noxyvaromux UHruouropsl AII®, npu npoBeaeHUH reMojauaIn3a ¢ NPUMEHEHHEM
BBICOKOIIPOTOYHBIX MeMOpaH (Hampumep, AN69®) Obli oTMEdeHbl aHA(UIAKTOMIHBIE PEAKIIMH.
[loaTomMy ’xenaTenbHO NPUMEHATH MEMOpaHy ApPYroro THUNA WIW MNPUMEHSTb THUIIOTEH3UBHOE
CpPEeICTBO JIpyroi papmMakoTepaneBTUIECKOM rpymIbl.



llepBUYHEIN rHIEPATILIOCTEPOHNU3M

[TanueHnTsl ¢ NEPBUYHBIM THMIIEPAIBIOCTEPOHU3MOM, KakK IPaBWJIO, HE BOCIPUHMYHUBBEL K
AHTUTHIIEPTEH3UBHBIM TIpenapaTtaM, JCHCTBHE KOTOPHIX OCHOBaHO Ha uHruOouposanuu PAAC.
ITosTOoMy IpUMEHEHME IIpenapaTa y TAKUX MalUEHTOB HE PEKOMEHy€eTCH.

Kamens

Ha ¢one tepanmuu marundburopom AIID mMokeT oTMedaThCsi CyXOM YMHOPHBIN Kalllellb, KOTOPBII
HCUYC3acT MOCJIC OTMCHBI IIpCriapara. HpI/I MOABJICHHUU Yy MANUCHTA CYXOr'0 KallId CJICAYCT IOMHUTDH
0 BO3MOYKHOM SITPOTEHHOM XapakTepe 3Toro cumnroma. Eciu nevamuii Bpau c4UTaeT, 4To Tepanus
uHruouropom AII® HeoOXoaMMa NAMEHTY, BO3MOKHO MPOJODKEHUE ITpHeMa IpenapaTa.

Puck aprepuaibHOM T'MIIOTEH3MM W/WUIM MOYEYHOW HEIOCTATOYHOCTH (V HAIMEHTOB C CEPIEYHOU
HCAOCTATOYHOCTHKO, HAPYHICHUCM BOJHO-DJICKTPOJIUTHOT'O Gancha 41 T.,Z[.)

[Ipy HEKOTOPBIX MATOJIOITMYECKUX COCTOSIHUAX MOXKET OTMEUaThCs 3HauUnTenpHas akruBauus PAAC,
0CO0EHHO NMPH BBIPAKEHHOW TMIIOBOJIEMUH U CHHYKEHUH COJICPYKAHUS SJICKTPOJIUTOB B IJIa3Me KPOBU
(Ha ¢done OeccoyieBOM MUETHI WIHM JUIMTEIBLHOTO MpHEMa TUYPETUKOB), Y TMAIMEHTOB C MCXOJHO
HU3KkUM AJl, CTEHO30M IIOYEYHOM apTepuH, 3aCTOMHON CEpAECYHOM HEIOCTATOYHOCTHIO WIIH
LUPPO30M MEUEHHU C OTEKAMHU U aCLIUTOM.

[Tpumenenne unruouropa AII® Be3biBaeT O6mokany PAAC u mo3ToMy MOXET CONpPOBOKIATHCS
pe3kuM cHmkeHueM AJ| W/Wiu TOBBIIIEHWEM KOHLEHTPAallUM KpeaTHHWHA B IUIa3Me KpOBH,
CBHUJIETEJICTBYIOIIUM O Pa3BUTHU (DYHKIIMOHAIBHOW MOYEYHON HEIOCTATOYHOCTH. DTH SIBICHUS
yaie HaOJIofaroTcs MpHU MpHeMe MEepBOW 03I Mpernapara Uid B TEUEHHE MEepPBHIX ABYX HEIENb
Tepanuu. B penkux ciryyasx 3T COCTOSTHUS Pa3BUBAIOTCSI OCTPO U B IPYTUE CPOKU Tepamnuu. B Takux
CIIy4asiX MpU BO30OHOBJICHUH Tepalliy PEKOMEHAYETCsl MPUMEHSTh Mpernapar B 0oJjiee HU3KOU /103€
U 3aT€M IOCTENEHHO yBEINYUBATH 103Y.

Tlo)xmnaou Bo3pact

[Tepen HauaoMm mprieMa MepUHAONPIIIA HEOOXOUMO OLIEHUTH (DYHKIIMOHATLHYIO aKTUBHOCTH TTOUYEK
U coJIepKaHUe Kajus B Iuia3Me KpoBU. B Hauane Tepanuu 103y npenapara nogouparoT, YIUTHIBAs
cTenieHb cHUkeHHUS AJl, 0coOOeHHO B ciyuae 00€3BOXKHUBAHUS U MOTEpU AEeKTpoauToB. [TogoOHbIe
MepHbI MO3BOJIIOT N30eXKaTh Pe3Koro cHkeHust AJl.

ATepockiepos

Puck apTepuanbHON IMIIOTEH3UH CYIIECTBYET Y BCEX MAIMEHTOB, OJHAKO OCOOYIO OCTOPOKHOCTb
cleflyeT coOmofaTh, NPUMEHs Mpernapar y MHalMeHTOB € HIIEMHUYEcKOM OoJie3HbIO cepiua u
HEI0OCTATOYHOCTHIO MO3TOBOT'O KPOBOOOpAIEHHS. Y TaKHX MAIIMEHTOB JIEUCHUE CIIeAYyeT HAUUHATD C
HU3KHX J103 Mpernapara.

CGDI[G‘IH&?I HEAOCTATOYHOCTD, TAXKEIAA CEpACYHAA HEAOCTATOYHOCTD

[Tanuentam ¢ Tskenolt cepaedHoil HemoctarouHocThio (IV  dyHKIIMOHAaNMBPHOTO KIilacca IO
knaccudukanmu NYHA) npumenenne npenapata Homunpen A bu-dopre He mokasaHo, Tak Kak y
TaKuX MAIMEHTOB TEpaIus J0JDKHA HAaUMHAThCs ¢ Oojiee HU3KUX /103 KOMOMHALMU MHJANaMuia u
MEPUHIONPUIIA U MOJ] TIIATEIbHBIM Bpau€OHBIM KOHTPOJIEM.

[TaneHTHl C apTepuanbHOM TUIEPTEH3UEeH U HIIeMHUYEeCKOH OOJe3HbIO cepala He JOJKHBI
MpeKpamars npueM Oera-aapeHo0I0KkaTopoB: HHIHOUTOPE AII®D OMKHBI IPUMEHSATHCS BMECTE C
Oeta-agpeHobI0KaTOPaMH.

HaHI/IeHTI)I C CaxXapHbIM I[I/Ia6eTOM

VY manueHToB ¢ WHCYJIWHO3aBUCUMBIM CaXapHbIM JUa0eTOM (OMAaCHOCTh CIIOHTAHHOTO YBEITUYCHHUS
CoJlepKaHus Kaus) Tepanus npenaparom Homumnpen A bu-dopre Henenecoodpas3Ha, MOCKOJIBKY Y
TaKUX MalMEeHTOB JICYCHHE JOJDKHO HAYMHATHCS ¢ MUHUMAJBHBIX 103 MHAANaMua U IepUHIO0NpUIIa
" IPpOXOJUTH MO IMOCTOSAHHBIM Bpa‘le6HBIM KOHTPOJICM.



Heo6xo0auMo TIIaTebHO KOHTPOJIUPOBATh YPOBEHb TTIMKEMHH Y MAIIEHTOB C CaXapHbIM AUA0ETOM,
paHee MOJy4yaBIIMX IMEepOpalibHbIE CaXapOCHMKAIOIIME Ipenaparsl WM HWHCYJIUH, 2 MUMEHHO B
TEUeHHUe MepBoro mMecsua repanuu uHruouropom AIID (cm. paznen 4.5).

OTHUYECKUE PA3INYUS

[lepunponpun, kak u Japyrue uHruouropel AIID, oka3biBaeT SBHO MEHEE BBIPAKEHHOE
AHTUTUIIEPTEH3UBHOE ACHCTBHE y MMALIMEHTOB HETPOUIHOM PACHI 110 CPABHEHUIO C MPEICTABUTEIIMU
apyrux pac. Bo3MoXxHO, 3T0 pa3nuyue OOyCIOBICHO TeM, YTO Yy MAlMEHTOB C apTepHabHOU
TUIEPTEH3UEN HETPOUIHOU PaChl Yallle OTMEYAETCsl HU3Kasi aKTUBHOCTh PEHHHA.

XUpYpru4eckoe BMEIIaTeIbCTBO, aHECTE3US

[Ipumenenne uHrHOUTOPOB AIID MOXKET MPUBECTH K apTepUATBLHON THMIOTEH3UHU, OCOOCHHO TIPH
COBMCCTHOM IIPUMCHCHUU CPCACTB IJId aHCCTC3UU, 06naznalom1/1x AHTUTUTIICPTCH3UBHBIM HeﬁCTBHGM.
[TosTOMy pekOMEHIyeTCsl 0 BO3MOXKHOCTH MPEKPAaTUTh mpueM UHruoutopoB AIID mautenpHOTO
JEUCTBHUS, TAKUX KaK IEPUHIOINPUII, 3a CYTKU A0 XUPYPIHUECKOr0 BMELIATENIbCTBA.

CreHO3  aopTaJBbHOIO  WJIM  MHUTPAIbHOIO  KJIalmaHoB/rumepTpoduyeckas  OOCTPYKTHBHASI
KapJauoMHuoInaTus

Nurn6utoper AII® n0mKHBI ¢ OCTOPOKHOCTBIO Ha3HAYATHCSA TMAllMeHTaM C OOCTPYKIHEH
BBIHOCSIIIIETO TPAKTA JIEBOTO JKEIIyA0UKa.

IleyenoyHas HEIOCTATOYHOCTh

B penxux cinyuasx Ha ¢pone npuema HHruouTopoB AIID Bo3HMKaeT XxojecTaTHueckas xenryxa. [Ipu
IIPOrPECCUPOBAHUM ITOIO CHHIPOMA BO3MOXHO Ppa3BUTHE (DYyJIbMHUHAHTHOTO HEKpO3a IIEUEHH,
MHOTJAa C JIETAJIbHBIM HMCXOJ0M. MexaHu3M pa3BUTHUS 3TOr0 CUHApoMa HesdceH. llpu nosBieHun
KENTYXM WIM IPHU 3HAYUTEIBHOM IOBBIIIEHUM AKTMBHOCTH INEYEHOUYHBIX (pepMEHTOB Ha (oHe
npuema nHruouTopoB AI1®D nanuenTy cinenyer npekpatuth mpueM nuaruoutopa AIl® u HaxoaUTHCS
0/ COOTBETCTBYIOIIUM CUTYallMU HAOII0IeHuEM Bpada (cM. pasnen 4.8).

[ 'unepkanuemus

l'unepkanuemMuss MOKET pa3BUBAThCA BO BpeMs jeudeHus uHruouropamu AIID, B Tom uucie, u
nepunaonpuioM. HWuruburopsr AII® MoryT BbI3bIBaTH THUIEPKATHMEMHUIO, IIOCKOJIBKY OHHU
WHTUOMPYIOT BHICBOOOXK/ICHHE ABbOCTEPOHA. Y MAIMEHTOB ¢ HOPMaJbHON (DyHKIMEH MOYeK 3TOT
3¢dexT 00bYHO He3HauuTeneH. DakropaMH pHCKa THIEPKAIUEMHUM SBISIOTCS IOYEYHas
HEJIOCTaTOYHOCTh, yXyHIIICHWE (QYHKIMHU IOYeK, Bo3pacT crapmie 70 JeT, caxapHbIi AuaderT,
HEKOTOpBIE COIyTCTBYIOIME COCTOSHUS, B YAaCTHOCTH, JAETHApaTalys, OcTpas NEKOMIICHCALHs
CEep/ICYHOMN eATEITLHOCTH, META0OINIYECKHUIT aIl[u103, COBMECTHOE IIPUMEHEHHE KaniicOeperaromux
JMYPETUKOB (TaKUX KaK CIIHPOHOJIAKTOH, SIUIEPEHOH, TPHAMTEPEH, aMUJIOPU), a TAKXKe MpenapaToB
Kalusl WM KaJuHCOoJEepKalluX 3aMEHHUTENeH MUIIEeBOM COJM, a TakXke MPUMEHEHHE JpPYTuxX
MIPEenaparoB, CIOCOOCTBYIOIMX IOBBILICHUIO COJAEP)KAaHUs Kajus B IIa3Me KPOBH (HampuMmep,
TeMaphHbl, KO-TPUMOKCA30JI, TaKK€ W3BECTHBIH Kak KOMOWHAIMs cyibhamMeTokcazon +
TpUMETONpUM, Jpyrue uHruOutopsl AIlD, aHTaroHucTsl penentopoB aHruoreHsuHa II,
aleTWICATHINIOBas Kuciora (3 r/cyTku U Oojee), MHTHOUTOPHI IUKIooKcureHassl-2 (L[OI-2) u
HecenektuBHble HIIBII, mMmyHonenpeccaHTbl, TakMe KakK LUKIOCHOPHUH MM TaKpOJIMMYC), U
0COOEHHO aHTaroHUCTOB anbgocTepoHa win APA 1I.

[IpumeHeHnne mnpemapaToB  Kaimus, KanuicOeperaromux JAMYPETHUKOB, KaJWHCOJEpXKalux
3aMEHUTEJIEN MUIIEBOW COJIM MOXKET MPUBECTH K 3HAUUTEIHbHOMY MOBBILLIEHUIO COJIEPKAHUS KaIMsl B
KpPOBH, 0OCOOEHHO y MallMeHTOB CO CHIKEHHOHN (QyHKIuMeH nodek. [ unepkamuemMus MoKeT PUBECTU
K Cephe3HBbIM, HHOTIa (aTaJbHBIM HApyIIEHUSIM cepaeyHoro purMma. KammiicOeperaromme
muypetukn 1 APA Il cienyer NpHUMEHATH C OCTOPOXKHOCTBIO y MALMEHTOB, IOJYYarOLIUX
uHrHONTOpHl AII®, MpU 3TOM ClleAyeT KOHTPOIMPOBATH YPOBEHB KAJIUSl B CHIBOPOTKE W (YHKIIUIO
MIOYEK.
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Eciu HeoOXoIuMO COBMECTHOE NPUMEHEHHE YKa3aHHBIX BBINIE MPENapaToB, JICYCHHUE IOJKHO
MPOBOANTHCS C OCTOPOKHOCTHIO Ha (POHE PETYIAPHOTO KOHTPOJIS COJCP KaHHsI KOHIICHTPAIIMY HOHOB
KaJIisl B CBIBOPOTKE KPOBH (CM. pa3zen 4.5).

BcnomorarensHBIE BeIlecTBa

[Ipenapar Homunpen A bu-popte comepxut nakro3y. JlaHHBIA JEKapCTBEHHBIN NpemnapaTr He
ClelyeT NPUHUMATh NALUCHTAM C PEIKO BCTPEYAOLIEHCS HACIIEICTBEHHOW HENEPEHOCHMOCTBIO
rajakTo3bl, JAaKTa3HON HETOCTATOYHOCTHIO WIIH TIFOKO30-TAIAKTO3HON MalibabcopOIme.

[Ipenapat Homunpen A bu-dote comepxut HaTpuii. JlaHHBINA JIEKapCTBEHHBIN MTpenapaT COACPKUT
MeHee, yeM | MMoib HaTpus (23 Mr) B TaOJeTKe, TO €CTh, 110 CYTH «HE COJACPKHUT HATPHUS.

4.5. BzaumojeiictBue ¢ JPYrHMHM JIeKAPCTBEHHBIMHM IpenapataMd M Jpyrue BHJbI
B3anMMO/JeiCTBHS

Oo01ee s MHAAIAMU/IA M TIEPUHAONIPUIIA

CoBMecTHOE OPpUMCHCHHUEC HC PCKOMCHAYETCA

IIpenapamul numus

[Ipu coBMecTHOM NpPUMEHEHMM MpenaparoB JUTHA W UHruouropoB AIID coobmiamocs 00
00paTUMOM MOBBIIIEHUU COJEPXKAHUA JIUTHUS B IUIa3M€ KPOBHM M CBSI3aHHBIX C 3TUM TOKCHYECKHX
s dekrax. CoBMeCTHOE MPUMEHEHNE KOMOMHALIMY TIEPUHIONIPIIIA M UHAANaMUAa ¢ IpenapaTaMmu
autus He pekomeHayercs. Ilpu HeoOXoaMMOCTH MPOBEAECHUS TaKOW TEpanuu CIEAyeT PErysipHO
KOHTPOJIMPOBATh COAECPKAHUE JIUTHS B IJIa3Me KpOBH (CM. paszzen 4.4).

CoBMecTHOE IpUMeHeHne TpedyeT 0co000i 0CTOPOKHOCTH

baxnoghen
VYcunenne aHTUTHNICPTEH3UBHOTO AeicTBUA. Cieayet KoHTpoaupoBaTh AJl U, mpu HEOOXOIUMOCTH,
KOPPEKTUPOBATh 03bl aHTUTUIIEPTEH3UBHBIX MPETAPATOB.

HIIBII (sxnrouas evicokue 003bl ayemuicaluyuio8oll KUciomol > 3 2/Cymku)

[Tpu coBmecTHOM npuMeHeHnn HHruouTOopoB AII® u HIIBII (aueTuncanumuioBas KMCIOTa B 103€,
OKa3bIBAIOIICH MPOTHBOBOCIIAIMTENBHOE ACHCTBUE, MHTHOUTOPHI IUKIOOKcUTreHasbl-2 (L[OI-2) u
HecenekTuBHble HIIBIT) moxeT HaOmionatecsi ocnabieHHe aHTUTUIIEPTEH3UBHOTO dddekTa.
CoBmecTtHOe npumeHeHre uHruoutopo AII® u HIIBII moxeTr npuBOoANUTH K YBEIMYEHUIO pUCKA
yXyaumieHuss (yHKIMM TOYeK, BKJIIOYas pPa3BUTHE OCTPOM TIOYEYHOW HEIOCTaTOYHOCTH, U
YBEJIMYEHUIO CO/IEPKAHUSI KaJIHsI B CBIBOPOTKE KPOBH, OCOOEHHO y MAIIMEHTOB C HCXOJHO CHUYKEHHOM
¢yskuueit noyek. CrneayeT coba0AaTh OCTOPOKHOCTh MPU MPUMEHEHUH KOMOMHALIMY TpenapaTa u
HIIBII, oco6eHHO y MOXWIbIX HaleHToB. [laliMeHThl JOMKHBI T0JIy4aTh aJeKBaTHOE KOJIUYECTBO
KHJIKOCTH, PEKOMEHYeTCsI KOHTPOJIMPOBATh (PYHKLHUIO IMOYEK KaK B Hayaje COBMECTHOM Teparuw,
TaK U NEPUOJAUYECKU B IIPOLIECCE JICUEHMUSL.

CoBMECTHOE IIPUMEHCHUE TDC6V6T BHMMAHHA

Tpuyuxnuueckue anmuoenpeccanmol, AHMUNCUXOMUYECKUE CPEOCMBA (HeupoIenmuKi)
[Ipenaparel 3THX KJIACCOB YCWJIMBAIOT AHTUTUIEPTEH3UBHBIH 3(P(EeKT U yBeINUYMBAIOT PHUCK
OPTOCTaTUYECKON TUTIOTEH3UH (A TUTHBHBIA 3P (PeKT).

HNuapanamun

CoBMecTHOE IPUMEHEHUE TPeOYET 0C000M OCTOPOKHOCTH

IIpenapamul, cnocobHble 8b13b16aMb NOIUMOPPHYIO HCETYOOUKOBYIO MAXUKAPOUIO MUNA «RUPYIM Y
W3-3a pucka pa3BUTUS TUIOKAIMEMHM CIEIYeT COOIIONAaTh OCTOPOKHOCTh IIPU COBMECTHOM
Ha3HA4YE€HUH MHJAANaMKa ¢ MpernapaTaMu, CHOCOOHBIMU BBI3BIBATH MOJIUMOP(HYIO KETyTOUKOBYIO
TaXUKAPIUIO TUIA ITUPYIT», TAKUMU KaK:
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® AHTMApUTMUYECKHE JIEKApCTBEHHble Impenapatel [A kmacca (XMHMIOUH, THIPOXHUHUMH,
nu3onupamu, npokanaamun) u IC knacca (prexannun);

e aHTHAPUTMUYECKHE JIeKapcTBeHHbIE npenapatsl 11 kimacca (amuomapoH, coTtanoi, 10QeTuiIn,
nOy T, OpeTHIINS TO3WIIAT, IPOHEAPOH);

e HelponenTUKH:

- (eHoTHa3HHbI (HaIpUMep, XJIOPIPOMa3HH, THaMEMa3HH, J€BOMETIPOMAa3HH, THOPHIA3HH,
TpuduryonepasuH, ¢uydeHazun),

- OeH3amuabl (HarpuMep, aMUCYJIbIPU, CYIbIUPUI, CYJIbTONPU, THATIPHUL),

- OyrtupodeHoHbI (Hanmpumep, APONEePUI0, TaIONepuIo),

- JIpyrue HeHpoJenTUKH (HarpuMep, TUMO3H]I, CEPTUH/ION);

® AHTHJCTIPECCAHTHI: TPUIMKINICCKHE aHTUACTIPECCAHTHI, CEIIEKTUBHBIE HHTHOUTOPHI 0OPATHOTO
3axBaTa CEPOTOHMHA (LIMTATONPaM, SCLUTAIONPaM);

e aHTHOaKTepualbHble CpeACTBa:  (TOPXUMHOJOHBI  (JIeBO(IJIOKCAIMH, MOKCHU(IIOKCAIMH,
cniapdIoKcaIyH, TUIpodIOKCAIIMH ); MAKPOIHUIBI (SPUTPOMHUIIMH ITPH BHYTPUBECHHOM BBEICHUH,
a3UTPOMMLIMH, KIIAPUTPOMHIIMH, POKCUTPOMUIIMH, CIIMPAMULIMH ); KO-TPUMOKCA30JT;

® [IPOTHBOIPUOKOBBIE CpPEICTBA psJa a30J0B (BOPUKOHA30J, HTPAaKOHA30J, KETOKOHA30ll,
(hykoHazomn);

® TIPOTUBOMAJISIPUIHBIC CPEJICTBA (XMHUH, XJIOPOXHH, MEQIIOXUH, rajJopaHTpuH, TyMehaHTPUH);

® aHTHAHTHHAIBHBIC CPEACTBA (paHOIA3WH, OCTIPUIN);

IIPOTHBOOITYXOJIEBbIE MpenapaTsl U UMMYHOMOIYJISATOPHI (BaHAETaHUO, MBILIbSIKA TPUOKCH,

OKCAJIMIUIATHH, TAKPOJIUMYC, aHATPEITN);

MIPOTUBOPBOTHBIE CPe/ICTBA (OHJAHCETPOH);

CpeZCTBa, BIUSIONINE HA MOTOPHKY YKETYJOYHO-KUIIEYHOTO TPaKTa (L3P, JOMIICPHIOH);

AHTUTHCTAMUHHBIE CPENICTBA (aCTEeMHU30II, TepPEHATUH, MU3OJIACTHH);

IpoYue: MEeHTAMHUIUH, Iu(deMaHUsI, BUHKAMHH NPU BHYTPUBEHHOM BBEICHUHU, Ba3OIPECCHH,

TEPIUINPECCUH, KETAHCEPUH, TPOOYKOII, Tporiodo, ceBo(IIypaH, TEPOAUINH, [IUIOCTA30]I.

Crnenyer mpoBOAWTH NPOQPHIAKTUKY THIIOKAIMEMUU M, TIPU HEOOXOJUMOCTH, €€ KOPPEKLHUIO;

KOHTponHupoBaTh uHTepBas QT.

IIpenapamul, cnocobHble 6b13b16aMb 2UNOKATUEMUTO

Awmoporepuniua B (B/B), IIOKO- U MHHEPaJOKOPTUKOCTEPOUAB! (P CUCTEMHOM NIPUMEHEHHH),
TETPaKO3aKTHJl, CIAOUTEIbHBIE CPEJCTBA, CTUMYJIMPYIOLIME MOTOPHKY KHUIIEYHHMKA: YBEIMUYCHHE
pHCKa pa3BUTHUS TUNOKATHMEMUN (aATUTUBHBIN 3 dexT). Heo0XxoauM KOHTPOIb coepKaHus Kaaus
B IUIa3M€ KpOBH, NPU HEOOXOAMMOCTH — ero koppekuus. Ocoboe BHUMaHHUE CIEAyeT YIeNATh
NalueHTaM, OJHOBPEMEHHO MOIyYarollMM cepaeuyHble TauKo3uabl. Crenyer NpUMEHSTH
cl1labuTeNbHbIE CPEJCTBA, HE CTUMYIMPYIOLINE MOTOPUKY KUIIEYHUKA.

Cepoeunvie 2nuxo3uobsl

l'unokanuemMuss W/uiu TUNOMAarHUEMUsl MPEApPacHoyiaraloT K Pa3BUTHUIO TOKCHMYECKOTO JEUCTBUA
CEp/ICUHBIX TNIMKO3UJ0B. PeKOMEeHyeTCsl KOHTPOJIMPOBATH COJIEPKAHUE KATUsl M MAarHus B IIa3Me
kpoBu u nokazatenu DKI™ u, mpu He0OXOAMMOCTH, KOPPEKTUPOBATH TEPATTHIO.

Annonypunon
[Ipy coBMECTHOM NpPHMEHEHHH C WHAANAMHIOM BO3MOXKHO TIOBBIIICHUE YaCTOTHI PEAKIHA
TUTEPYYBCTBUTEIHLHOCTH.

CoBMECTHOE IIPUMEHCHIE TDC6VCT BHUMAHUA

Kanuiicbepezarowue ouypemuru (amunopuod, CRUPOHOIAKMOH, MPUAMMEPEH)

Takoe coueTaHue OOOCHOBAHO y HEKOTOPHIX MalUeHTOB. [IpW 3TOM MOXKET HAOIIOAATHCS
THITOKAJIMEMUS UITH THIIEPKaTMeMUst (B YaCTHOCTH, Y MAIUCHTOB C TIOYCYHON HEJIOCTATOYHOCTHIO WIIH
caxapHbIM auadbetoMm). Eciun HE0OXOqMMO COBMECTHOE MPUMCHEHHE HMHAANAMHIa M YKa3aHHBIX
BBIIIIE KAJTHICOCPETAIOINX TUYPETUKOB, CIICAYET IMPOBOAUTH KOHTPOJIb CONCPIKAHMS KAJIHs B TUIa3Me
kpoBu 1 napamerpoB DKI'. [Ipr HEOOXO0IUMOCTH cXeMa JIeUeHUsT MOKET OBITh IEPECMOTPEHA.
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Memdgopmun

@OyHKIMOHANBHAS TIOYEYHasl HEJTOCTATOYHOCTh, KOTOpas MOXKET BO3HUKAaTh Ha (oHEe mpuema
JIMYPETUKOB, OCOOEHHO «IIETIEBBIX», IPU COBMECTHOM NMPUMEHEHUH MET(hOPMUHA MOBHIIIAET PUCK
Pa3BUTUS MOJIOYHOKHCIIOTO amuno3a. He ciemyer mpuMeHSATh MET(GOPMHUH, €CIIM KOHIICHTPAIHS
KpeaTHHUHA B Iula3Me KpoBW mpeBbimaer 15 mr/m (135 mxmons/n) y myxkunH u 12 mr/m (110
MKMOJIB/JT) y KEHIITUH.

Hoocooepoicawue konmpacmuule seujecmsa

OO6e3BokMBaHME OpraHM3Ma Ha (OHE TpHeMa JUYPETUUYECKHUX TMpEnapaToB yBEIMYHBAET PHUCK
pPa3BUTUS OCTPOM TIOYEYHOW HEIOCTATOYHOCTH, OCOOCHHO TpPW TPUMEHEHUU BBICOKUX 03
HoacomepKalmuX KOHTPACTHBIX BemiecTB. Ilepen mpumeHeHHWEM HOICOAEpKAIIUX KOHTPACTHBIX
BEIIECTB MAIIMEHTaM HEOOXOAMMO KOMIEHCUPOBAThH MOTEPIO KUIKOCTH.

Kanvyuii (conu)
[Ipy coBMECTHOM NPUMEHEHUH BO3MOXKHO PA3BUTHE THUINECPKAIBIUEMUU BCICICTBUE CHIKCHUS
HKCKPEIMY MOHOB KaJIBIIHSI TOYKAMHU.

Luxnocnopun, maxponumyc
Bo3MoxHO NOBbIIIIEHHE KOHIIEHTPALlMU KPeaTHHUHA B IJ1a3Me KPOBH 0€3 N3MEHEHUS] KOHLIEHTPaluH
LUKJIOCIIOPHHA B TJIa3Me KPOBH, AK€ MIPU HOPMAIILHOM COJIEpKaHUU BOJbI U HOHOB HATPUS.

Kopmuxocmepouowl, mempaxozaxmuo (npu cucmemHom npumeHeHul)
YMeHbIIIeHHe aHTUTHIEPTeH3UBHOTO 3¢ dekra (3axepkka coau U BOAbl Ha (OHE NPUMEHEHHUS
KOPTUKOCTEPOUJIOB).

IepuHaonpui

JlaHHBIC KIWHUYECKUX HCCIEOBAaHUM IMOKa3bIBAIOT, YTO JABOMHas Oynokama PAAC B pesymnbraTe
COBMECTHOTO nmpuMeHeHus HHruouTopoB AIID, APA Il win anuckupeHa NpuBOJUT K YBETUUYECHUIO
YaCTOThl BO3HUKHOBEHMSI TAaKMX HEKENATEIbHBIX SBJICHUM KaK apTepUalbHAsl THUIIOTEH3US,
THIEPKAIMEMUS] ¥ CHIDKEHHE (PYHKLIMHU MOYeK (BKIOYAs OCTPYIO MOYEUHYIO HEJOCTATOYHOCTD), MO
CPaBHEHHMIO C CUTYalLlMsIMHU, KOT'/1a IPUMEHSIETCS TOJIBKO OJIMH Npenapar, Bo3aeiictpyromuii Ha PAAC
(cm. pa3genbr 4.3, 4.4 u 5.1).

Jlexapcmeennvie npenapamul, NOSbIULAIOWIUE PUCK PAZBUMUSL AHSUOHEBPOMUYLECKO20 OMeKd
CoBmecTHOe mnpuMeHeHHe HHruOutopoB AIl® ¢ komOuHammeidl BaicapraH + CcakyOWTpuWII
MIPOTUBOIOKA3aHO, TaK KaK 3TO YBEJIMYMBAECT PUCK aHTMOHEBPOTUYECKOT0 OTeKa (cM. pasaensl 4.3 u
4.4). IlpumeHeHne KOMOMHALIMK BaJcapTaH + CaKyOUTPWII BO3MOXKHO HE paHee, 4eM yepe3 36 4acoB
IIoCJIC NPUMCHCHUSA HOCJ'IGI[HCﬁ A03bI ICPUHAOIIPpHIIA. HpI/IMeHeHI/Ie NEpUHAOIIPUIIa BO3MOXHO HEC
paHee, yeM dyepe3 36 yacoB TOCIIC TPUMEHEHHs MOCIEAHEH 103bl KOMOMHAIMM BajcapTaH +
cakyoutpwi (cM. pasnensl 4.3 u 4.4).

CoBmecTHOe npuMeHeHHe HHrHOMTOpoB AllD ¢ panekagorpuiaom, wuHruoutopamu mTOR
(Hampumep, CHUPOIMMYCOM, O3BEPOJIMMYCOM, TEMCHUPOJIMMYCOM) M TJIMITHHAMU (Hampumep,
JMHATIMITHHOM, CaKCArJMIITHHOM, CHTAarIMITHHOM, BHJIIATJHMITHHOM) MOXET TPHBECTH K
TOBBIIICHUIO PUCKA aHTHOHEBPOTUYECKOTO OTEKa (CM. pazzen 4.4).

Jlexapcmeennvie npenapamul, 6bi3vl6aowjue 2UNEPKATUEMUTO

HecMmoTpst Ha TO, 4TO ypOBEHb Kalus B CHIBOPOTKE KPOBU OOBIYHO OCTAETCS B MpEAeaX HOPMBI, Y
HEKOTOpPbIX MalueHToB, mnpuHuMaronmx Homunpen A bu-dopre, MOXeT BO3HUKHYTh
TUIEPKATUEMUSI.

HekoTopele nexkapCTBEHHbIE Npenaparbl WM KJIacChl IPENapaToB MOTYT YBEIMYMBATH YacTOTY
pa3BUTHS TUNEPKATUEMHH: ATUCKUPEH, COJM Kalus, KauuicOeperaromue AMYPETUKH (HampuMmep,
CIIUPOHOJIAKTOH, TpUaMTepeH wuiu amuiopuna), uaruoutopel AIID, APA II, HIIBII, remapunsi,
MMMYHOJIEIPECCAHTHI (TaKhe KaK IIUKIOCIIOPUH UM TAaKPOJIUMYC), TPUMETOIIPUM U KO-TPUMOKCA301
(cynbdameTokcazon + TPUMETONPUM ), IIOCKOJIBKY TPUMETOIPUM, KaK U3BECTHO, JIEHCTBYET MOA0OHO
KanuicOeperamleMy IUypeTuKy, kak amuwiopua. KomOuHaius 3TUX JIeKapCTBEHHBIX IPENapaToB
YBEJIMUUBAET PUCK pa3BUTHs runepkanuemun. [loaromy coBmectHoe npumenenne Honunpen A bu-
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¢dopTe C BBIICTIEPEUUCICHHBIME TpenapaTaMu He pekoMeHayercsa. Eciu mokasaHO COBMeECTHOE
MPUMEHEHHE, UX CIeAyeT MPUMEHATh C OCTOPOKHOCTHIO U C YacCThIM KOHTPOJIEM YPOBHS Kajus B
CBIBOPOTKE KPOBH.

CoBMecTHOE IPUMEHEHNE IPOTUBOIIOKa3aHo (cM. paszzaein 4.3)

Anuckupen u nekapcmeeHnHvle npenapamsi, cooepicaujue arucKupeH

CoBmecTHOe npuMeHeHne MHruOuTOopoB AIID ¢ JexkapCcTBEHHBIMHU TIpenapaTamu, COJASPKAIUMU
QIUCKUPEH, TPOTUBOMOKA3aHO Y MAIUEHTOB C CAXapHBIM JUa0ETOM W/WIIH YMEPEHHBIM WIIH TSHKETBIM
HapymenneM ¢pyHkun modek (CK® < 60 mu/mun/1,73 M2 mutoniaan NOBEPXHOCTH Tema) (CM. pa3en
4.3). Bospactaer puUCK pPa3BUTHUS TUIEPKATUEMHH, YXYALWCHHS (YHKIHM TOYEK, CEpleHHO-
COCYAMCTOM 3a001€Ba€MOCTH 1 CMEPTHOCTH.

Cosmecmuas mepanus ¢ uneubumopamu AII® u aumazonucmamu peyenmopos aneuomeH3uHa
[IpotuBomnokazano npuMmeHeHue HHTHOUTOpoB AIID B coueranmu ¢ APA Il y mamueHToB c
nuadeTnueckor Hepomartueit (cM. pazzaen 4.3).

IJxcmpakopnopanvras mepanus

OKCTpakoprnopajabHble METOABl JICUECHHUS, INPUBOJALIME K KOHTAKTy KpPOBU C OTPULATEIBHO
3apsDKEHHBIMU  TTIOBEPXHOCTAMM, TAaKHE KaK OUalu3 WIM reMo(uiabTpanus ¢ HCIOJIb30BaHUEM
HEKOTOPBIX BEICOKOTIPOTOUHBIX MEMOpPaH (Hanpumep, MOJIUaKPHUIIOHUTPUIIOBBIX), niH adepes JITTHIT
C HCIIOJIb30BAaHUEM JIEKCTpaHa Cyjb(ara, IPOTHBONOKA3aHbl M3-3a YBEIMUYEHHsI pUCKA Pa3BUTHUSA
TSOKENBIX aHAaQUIAKTOMTHBIX peakmmii (cM. pasmen 4.3). Ecnm  manmeHTy HeoOxoauma
JKCTPAKOpIOpaIbHasl TEPANHus, CIELyeT PACCMOTPETh BO3MOKHOCTb HUCIIOJIB30BAHUA APYTOTrO THIIA
IUATU3HOW MeMOpaHbl WM JAPYroro Kjacca aHTUTHUIIEPTEH3UBHBIX IPEnapaToB.

CoBMeECTHOE IPUMEHCHNE HE PEKOMCHIYETCS

Anuckupen u nekapcmeenHule npenapamol, CoOOepacaujue alucKupeH

VY nanueHToB, HE UMEIOIIMX caxapHoro aua0era WIM HapylmleHHs (QYHKLUU IOYeK
(CK® <60 mn/mun/1,73  M? muomagM NOBEPXHOCTH —TeNla), MOBBIIEH PHCK  Pa3BUTHA
THIEPKAIMEMHH, YXYIIICHUS (YHKIWU TOYEK W TOBBIIICHUS YaCTOTHI CEPIECYHO-COCYAUCTOU
3a00JIeBa€MOCTH U CMEPTHOCTH (CM. pazzen 4.4).

Couemanue mepanuu c uneuoumopamu AIID u APA 11

[Io mMmeromuMcs TUTEPAaTypHBIM JAHHBIM, y MALUEHTOB C YCTAHOBJIEHHON aT€POCKIEPOTUYECKOU
00JI€3HBIO, CEPIEYHON HEJOCTaTOYHOCTHIO WJIM CaxapHbIM JAMA0ETOM C IMOPAKEHUEM OpraHOB-
MHUIIeHeH ofHOBpeMeHHOoe MpuMeHeHne HHruouTopoB AIID u APA Il npuBoAHWT K yBETUYEHHUIO
9acTOTHI pa3BUTHI apTEPUATILHON THITOTEH3UH, 0OMOPOKA, TUTIEPKATHEMUH B yXyIIICHUs (QyHKIINN
noyeKk (BKJIIOYasi OCTPYH MOYEYHYIO HEAOCTATOYHOCTh), MO CPABHEHUIO C CHUTyallUsMHU, KOT/a
MIPUMEHSETCS TOJIBKO OJMH Tipenapar, Bo3aercTyomuii Ha PAAC. [IpumeneHnue ABOMHOM 0JI0Ka bl
PAAC (nampumep, B cilydae 0JHOBpEMEHHOTr0 npuMeHeHust uHruoutopoB AIID u APA II) nomkHo
OBITH OTPAHMYEHO €IMHUYHBIMHU CIy4assMH CO CTPOTMM KOHTpPOJEM (YHKIMH MOYEK, COJAEpKaHus
Kanus B Tuia3me kpoBu U A/l (cm. pa3aen 4.4).

Ocempamycmun
CoBMecTHOE MPUMEHEHNE MOXKET MPUBECTH K MOBBIIIEHUIO PUCKA Pa3BUTH NOOOUYHBIX 3P(EKTOB,
TaKHUX KaK aHTMOHEBpoTHYecKuil otek (oTek KBuHke).

Kanuiicbepezarowue ouypemuku (nanpumep, mpuammepen, amuiopuo) u Kaiuu (coiu)
I'unepkanuemust (C BO3MOXKHBIM JIETATBHBIM HCXOA0M), OCOOCHHO MPH HApyIIEeHUH (DYHKITHH ITOYEK
(anmuTuBHBIC AQ(HEKTHI, CBSI3aHHBIE C TUTIEPKATHEMHUEH ).

Coueranue TEPHHIONPHIA C  BBHIMICYIOMSIHYTHIMH  JICKAPCTBEHHBIMH  TIperapaTaMd  HE
pekomenayetcs (cM. paszpen 4.4). Eciu, TeM He MeHee, COBMECTHOE NMPHUMEHEHHE MOKa3aHO, MX
ClIelyeT TPHUMEHSATh C COOJIIOJICHHEM Mep TMPEeIOCTOPOKHOCTH M PErYJSIPHBIM KOHTPOJIEM
COZIEPKaHMS KaJIUS B CBIBOPOTKE KPOBH.
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Oco0eHHOCTH TPUMEHEHHsI CHHPOHOJAKTOHA TMPU XPOHHUYECKOH CEepIeYHON HEeJOCTAaTOYHOCTU
OmMHCaHbl Janee Mo TekcTy (cM. B moapasnene «COBMECTHOE NpHMEHEHHE TpedyeT 0co0oi
OCTOPOKHOCTH).

CoBMecTHOE IpUMeHeHne TpedyeT 0c000i 0OCTOPOKHOCTH

T'unoznuxemuueckue cpedcmaa (UHCYIUH, NEPOPATIbHbLE CAXAPOCHUNICAIOWUe NPpenapamot)
DONHUIEMHOIOTUYECKHIE UCCIICIOBAHMS TTOKA3aJId, YTO COBMECTHOE TPUMEHEHNE HHTHOUTOpOoB AllID
U TUIOTJIMKEMUYECKHUX CPEACTB (MHCYJIMHBI, IEPOPAIbHBIE CaXapOCHIKAIOIIUE IIPEMapaThl) MOXKET
YCWJIMBATh THUMOTIMKeMHYECKUH 3((HEKT WHCYJIMHA U TUMOTIUKEMHUYECKUX CPEJCTB IS IpHeMa
BHYTPb BIUIOTH JI0 PA3BUTHUS TUIIOTIIMKEMHUU. J{aHHBIN 3P PEeKT BEposiTHEE BCEro MOXKHO HAOIIOAAThH
B TEUCHHE TEPBBIX HEACIIb COBMECTHOM TEpaIvu, a TakKe Yy MalMEHTOB ¢ HapyHIeHUEM (DYHKITMH
MOYeK.

Kanuiinecoepeecarowue ouypemuxu

VY nanueHToB, MOTYYarOIINX JUYPETHKH, OCOOCHHO y TIAIIMEHTOB C TUTIOBOJIEMHUEH U/WITH CHIDKEHHOM
KOHIIEHTpaluel colyiel, B Hayalle Tepanuu MEePUHAONPHUIOM MOXKET HaOII0JaThCs Ype3MEepHOe
camkenne AJl, pucK pa3BUTHS KOTOPOTO MOXHO YMEHBIIUTH IYTEM OTMEHBI JUYPETHYECKOTO
CPEIICTBA, BOCIIOJHEHHEM MOTEPH >KUIKOCTH WM COJIeH Mepe]] HauajloM Tepanuu MepUHIONPUIIOM,
a Tak)Ke Ha3HAaYeHHEeM TIEPUHIONPIIIa B HU3KOH 103€ C JAIBHEUIITNM OCTEIIEHHBIM €€ YBEITUICHHUEM.
Ilpu apmepuanvroti cunepmensuy y NalMEHTOB C TUIIOBOJIEMUEN WJIM CHUKEHHON KOHIEHTpAIMen
coneit Ha oHE Tepanmuu AWMYPETHKAMH, AUYPETUKH IOJDKHBI OBITH JIMOO OTMEHEHBI J0 Hayala
npuMeHenus uaruoutopa AII® (mpu s3TomM KamitHecOeperaronuii TMypeTUK MOKET OBITh TIO3HEE
BHOBb Ha3zHaueH), mu60 uHruoutop AII® nomkeH ObITh Ha3HAUEH B HU3KOW J103€ C AabHEHIINM
MIOCTETICHHBIM €€ YBEJIMYEHUEM.

Ilpu npumenenuu Ouypemukog 8 ciyuae 3acmoOUHOlU cepOeyHOU HedOCmamoYHOCmy UHTUOUTOP
AII® nomkeH OBITH Ha3HAYeH B OYEHb HU3KOW [103€, BO3MOXKHO, IOCJIE€ YMEHBIICHUS J03bI
MIPUMEHSIEMOT0 OJTHOBPEMEHHO KaIHiHeCOeperaroIiero 1nypeTuka.

Bo Bcex cmydasx QyHKIHMS TOYeK (KOHIICHTpAIMs KPEaTWHWHA) JIOJDKHA KOHTPOJIMPOBATHCS B
NepBbIC HEACTU MpUMeHeHus: THruouTopos AIID.

Kanuiicoepezarowue ouypemuxu (aniepeHoH, CRUpOHOIAKMOH)

[IpuMeHeHue 31IepeHOHa WK CIIMPOHOJIAKTOHA B 103aX OT 12,5 Mr 10 50 MTI' B CyTKH ¥ HU3KHUX 103
uHTHOHNTOpOB AllD:!

IIpu Tepamuum XpoHuueckoil cepaeunoil HenocratouHoctu II-IV ¢yHKunMoHanmpHOro Kiacca mo
knaccudpukanuu NYHA ¢ ¢ppakiueit Beiopoca sieBoro xemyaodka < 40 % u panee mpuUMEHSIBITAMHECS
uHruouropamu All® u «meTneBbIMM» JUYpPETHKAMHU, CYIIECTBYET PHUCK TUIEpKaIueMuu (c
BO3MOKHBIM JICTaJIbHBIM ~HMCXOZIOM), OCOOEHHO B Ciy4dae HECOONIOACHUS pPEKOMEHIAINN
OTHOCHUTEJIBHO 3TOM KOMOMHALIMY MpenapaToB.

[lepen nmpuMeHeHUEM JTaHHON KOMOMHAIIMY JIEKAPCTBEHHBIX MPETapaToB, HEOOXOANMMO YOS TUTHCS B
OTCYTCTBUM TMIIEPKATUEMUH U HapyLICHUs QYyHKIMH OYEK.

Pexomenyercsi peryisipHO KOHTPOJMPOBATh KOHIIGHTPALMIO KpEaTMHWHA M Kaiusi B KPOBU:
©)XKEHE/IeTIbHO B MEPBBIN MECALl JICUCHUS U €KEMECIYHO B IMOCIIEAYIOIIEM.

Pexombunanmnuvle mxanesvie akmusamopwl niasmunozena (rtPA, anmenaasa)

[TanuenTsl, nonyyaBie MHruouTopsl AII® u nomydvaromue anreriasy Juisi TPOMOOIUTHYECKON
TEpanuyu IMPU OCTPOM HIIEMUYECKOM HHCYJIbTE, MOTYT HMMETh IOBBIIMIEHHBIM PUCK pa3BUTUA
aHTMOHEBPOTUYECKOTO OTEKa.

CoBMecCTHOE IPpUMEHEHNUE TPeOYET BHUMAHUS

T'unomenszusnvie Cp@dCWl@Cl u easodwlamamopbl

CoBMecTHOE IMPUMCHCHUEC I3TUX MPCIapaToOB MOKCT YCHUIMBATH AHTUTHUIICPTCH3HMBHOC I[GflCTBI/IC
nepuHAoIpuIa. HpI/I COBMCCTHOM NPHUMCHCHUU C HUTPOITIMUCPUHOM WU APYTMMU HUTpATAMU WA
APYruMu BazogujaaTaropaMy BO3MOKHO JOIMOJIHUTCIIbHOC CHUKCHUC A,Z[
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Annonypunon,  yumocmamuueckue U UMMYHOOENpeccugHvie  CPeoCmed,  CUCmeMHble
KOPMUKOCMepouovl U NPOKAUHAMUO

CoBmecTHOE puMeHeHne ¢ nHruoutTopamMu AIID MOXKeT COMpOBOXKAATHCS MOBBIIICHHBIM PHCKOM
neiikonieHuu (cM. paszzaen 4.4).

Cpeocmea 0nst anecmesuu
HNurn6utopsr AII® MoryT ycHIMBaTh THIIOTEH3UBHBIN 3P EKT psiga CpencTB s 001el aHeCTe3nu
(cm. paznen 4.4).

Cumnamomumemuxu
CuMNaToMUMETHUKH MOTYT OCJIa0JIATh aHTUTUIIEPTEH3UBHBIN dPPekT nHruouTopoB AIlD.

Ipenapamul 3010ma

Coo001manocs 0 peAKNX ciaydasx HUTPUTOUIHBIX PEakIid (¢ TAKUMU CUMIITOMAaMHM, KaK THIIEPEeMUs
KOXKM JIMIIAa, TOUTHOTA, PBOTA, THUIOTEH3Ws) Y MAIMEHTOB HAa (POHE COBMECTHOTO MPUMEHCHUS
uHruburopo AIID, B TOM uyHclIe NEPUHIONPHIA, W HWHBEKIHMOHHOTO IIperapara 30JI0Ta
(aypoTmomaiat HaTpus).

4.6. DepTWIBHOCTD, 0€PEMEHHOCTb U JIAKTALUS

JlexapctBennbiid ipenapat Homunpen A bu-¢gopre mpoTtuBonokasan mpu 6€peMeHHOCTH.
JlekapctBenHblii mnpemapar Homunpen A bu-¢opre mnpoTruBomokazaH B MEpPUOI TPYIHOTO
BckapmiinBaHus. HeoOXoauMo OLEHUTh 3HAYUMOCTh TE€palMU Ul MaTepu U NPUHATH PELICHUE O
MIPEKPALLEHUH TPYIHOTO BCKapMJIMBAHUS WIH O NPEKPAILEHNN IpUEeMa Ipernapara.

bepemeHHOCTD

Mupanamuyg

JlaHHBIE O MPUMEHEHNH HHIANIaMU1a y OePEMEHHBIX KSHIIIH OTCYTCTBYIOT HJIM OTpPaHUYEHBI (MEHEe
300 ucxonoB OepemeHHOCTH). JMUTEIHPHOE MPUMEHEHNE THA3UIHBIX OuypeTukoB B III Tpumectpe
OEpeMEHHOCTH MOXXET BBI3BAaTh THUIIOBOJIEMHUIO Yy MAaTepH, a TaKKe CHIKEHHE MaTOYHO-
TUTALIEHTAPHOTO KPOBOTOKA, YTO MPUBOAUT K (DETOIUTALIEHTAPHON HMIIEMHUU M 33JEP)KKE Pa3BHTHUS
Ioa.

HccnenoBanust Ha )KUBOTHBIX HE BBISBIIIM MPSIMOTO WJIM HETIPSIMOTO TOKCHYECKOTO BO3/ICHCTBUS Ha
PETPOTYKTHBHYIO (PYHKIIHIO.

B kauecTBe MepsbI MPeOCTOPOKHOCTH PEKOMEHIyeTCs M30eraTh IPUMEHEHHUS MHIAIIaMU/1a BO BPEMSI
OEpEeMEHHOCTH.

[lepunaonpuu

B nHacrosmuii MOMEHT HET yOeAUTEIbHBIX AMHUIAEMUOIIOTMYECKUX JAAHHBIX O TEPATOr€HHOM pPUCKE
npu npueme uHruOutopoB AIID B mepBoM TpumecTpe OEpPEMEHHOCTH, OJHAKO HEKOTOPOE
YBEJIMYEHUE PUCKA HAPYLIEHUH pa3BUTHS IUI0Ja UCKIIOYUTH Henb3s. [lanuenTkaM, miIaHupyomum
OEepEeMEHHOCTb, ClIelyeT OTMEHHTD JICKapCTBEHHBIH NpenapaT U Ha3HAUUTh APYrHe TMIOTEH3UBHbIC
CPEJICTBA, pa3pelleHHbIE ISl IPUMEHEHUS pU OEPEMEHHOCTH, €CJIU TOJIBKO Tepanusi UHrHOuTopaMu
AIID ne sBnsgercs Heooxonumoid. [Ipu BbIsIBIEHNN OEpEMEHHOCTH cilelyeT HEMEAJICHHO IPEKPaTUTh
tepanuto uaruoutTopamu AIlD u nmpu He0OXOAMMOCTH HA3HAYUTD JIPYTYIO TEPATTHIO.

N3BectHO, uTo Tepanus uHruoutopamu AII® Bo II u III TpumecTtpax GepeMEHHOCTH OKa3bIBAaET
(beToTOKCHYEeCKOe IEHCTBHE HA TUIOJ y YeJIoBeKa (CHIKEHHE (PYHKIUHU MOYEK, OJUTOTHIPAMHUOH,
3aMelyieHre occu(UKaluu KOCTed dYepema) M TOKCHYECKOe JeMCTBUE HAa HOBOPOXKAEHHOTO
(moyeyHas HEAOCTaTOYHOCTh, TUIIOTEH3MS, TUIIEPKAINEMUS ).

Ecnu manmentka nomyvana uHruOutopsl AII® co II Tpumectpa GepeMeHHOCTH, peKOMEHAyeTCs
MIPOBECTH yJIBTPA3BYKOBOE MCCIIEIOBAHNE TUIOIA ITISl OLICHKH COCTOSIHHS Yepena U (GyHKIUH TTOYEK.
MutafieH1ibl, MaTepy KOTOPBIX Moryyann MHrHOuTopsl AIID Bo Bpemst 6epeMEeHHOCTH, JOKHBI ObITh
TIIATEIHHO 00CIIeIOBAHbI HAa MPEIMET TUIOTEH3UH (CM. pasnen 4.4).
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JlakTanus
JlexapctBennblii mpenapat Homunpen A bu-dopre mnporwBomokazaH B mepuoa  TPYAHOTO
BCKapMJIMBAHUS.

WNamanamug

B Hacrosmmii MOMEHT HET OOCTOBEpPHOW HWH(GOpMAIUKM O BBIACICHUM HWHAAMAMHIA WIH €ro
MeTabOJIUTOB C TPYIHBIM MOJIOKOM.

Y HOBOPOXXIEHHOI'O MOXXET pPa3BUTbCA IMOBBIIEHHAs YYyBCTBUTEIBHOCTh K IPOU3BOJHBIM
cynbhoHaMHIa U TUITOKATHEMHUSL.

Puck 17151 HOBOPO K I€HHBIX/MJIA/ICHIIEB HETb3s UCKITIOYATh.

Wnpanamun OMu30K MO CTPYKTYpe K THA3UIHBIM JAMYpETHKaM, IMPHUEM IPUMEHEHHE KOTOPBIX
BBI3bIBAECT YMEHBILIEHUE KOJUYECTBA TPYAHOTO MOJIOKA WJIHM MOJABJICHUE JTaKTallUH.

WNHpanamu mpoTUBONOKAa3aH B IEPUOJ IPYTHOTO BCKapMIIMBAHUS.

[lepunaonpui

BBuay orcyrcrBus mHboOpManuu, Kacarouieics MpUMeHEeHHs MEePUHIONpUiIa B MEPHO TPyIHOrO
BCKapMJIMBAHUS, €T0 IPUEM HE PEKOMEHIOBaH, MPEANOYTUTEIbHEE TPUMEHSThH APYTHE TPenaparsl ¢
OoJsiee M3yYEeHHBIM MpoduaeM Oe30MaCHOCTH, OCOOCHHO MPH KOPMJICHHH HOBOPOXKICHHBIX H
HEIOHOIICHHBIX JICTEH.

DepTHIBHOCTD

OGH_IGG JUIA MHAANMaMMa U IICPUHAOIIPHUIA

HccnenoBanus penpoayKTUBHON TOKCHYHOCTH MOKA3aly OTCYTCTBUE BIUSHUS HA GEPTUIHLHOCTD Y
KpbIc 00oero nona. [lpeamnonoxurensHo, BIMSHNAE Ha (EPTUIIBHOCTD y YeJIOBEKa OTCYTCTBYET.

4.7. BiusiHMe Ha CHOCOOHOCTH YNPaBJATh TPAHCHOPTHHLIMHU CpeACTBAMM M PadoTarh C
MeXaHN3MaMu

O0a nelCTBYIOUIMX BELIECTBA, KaK IO OTIENbHOCTH, TaK M B KOMOMHALMM MHAANaMupa +
NCPpUHOOIIPUJTI, HC OKA3bIBAIOT BJIIMSAHUA HaA CII0OCOOHOCTD YOpaBJdaTh TPAHCIIOPTHBIMHA CPCACTBAMHU U
paboTaTh CMEXaHHW3MaMH. Y HEKOTOpBIX MAalMEHTOB OCOOEHHO B Hayalle TEpanuu WU MpU
N00aBJIeHUM K TPOBOAMMOM Tepamuu Jpyrux TUIOTEH3UBHBIX IpernapaToB MOTYT BO3HHKATh
MHAVBUAYAIbHbIE DPEaKIMM, CBs3aHHble co cHWwkeHueM AJl. BcneactBue 3Toro crnocoOHOCTH
yIpaBJIATh TPAHCIIOPTHBIMU CPEACTBAMH U PabOTaTh CMEXaHU3MaMHU MOXKET ObITh HapyIlIeHa.

4.8. HexkenateibHbIe peakuuu

Pesrome mpoduis 6e3onacHOCTH

[lepunponpun OKa3plBa€T MHTHOMpYIOIIEEe [EHCTBHE Ha CHCTEMY «PEHHH-aHTHOTEH3WH-

anproctepon» (PAAC) u yMmeHblIaeT BBIBEJIEHHE HOHOB Kaius IOYKaMud Ha (oOHE Mpuema

nHaanamuaa. Y 6 % nauueHtoB Ha (oHE NPUMEHEHNUs JieKapcTBeHHOro npenapata Honunpen A bu-

(dopTe ObUTIO OTMEUYEHO PA3BUTHUE TUMIOKATHEMHH (COAEpKaHue Kanusi MeHee 3,4 MMOJIb/I).

Haunboinee yacTeIMu HeXeTIaTeIbHBIMH PEAKIIHSIMU SIBISITICH:

e Ul WHAANAMU/IA: TUTOKAIMEMUs, PEaKIMU THIIEPUyBCTBUTEIILHOCTH, B OCHOBHOM KOXXHEIE, Y
MAIMEHTOB, MPEAPACIIOIIOKEHHBIX K aJUIEPTUUYECKUM U aCTMATUYECKHM PEaKLUsM, U MaKyJo-
namyJse3Has Chlllb;

e Ui NMEPUHIONPUIIA: IOJOBOKPYKEHHE, T'OJIOBHAsl 00Jb, MapecTe3us, TUCTEB3Ms, HapyllIeHUE
3peHHs, BEPTUTO, 3BOH B yIlaX, apTepUaibHas TUIOTEH3MUS, Kalllellb, OABIIIKA, O0JIb B JKUBOTE,
3arop, JUCIEINCHs, AUapesi, TOIIHOTA, PBOTA, KOXHBIMA 3yJ, KOXKHAs ChIlb, CMa3M MBIIIL U
acTeHUsl.
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TabauyHOE PE3IOME HEXKENATEIbHBIX PEAKIIUI

HexenarenbHble peakuuu, KiIacCU(PUIMPOBAHHBIE KaK BO3MOXKHO CBS3aHHbIE C Tepanuei
KoMmoHeHTaMu mpenapara Honumpen A bu-gopre, mo NaHHBIM KIMHUYECKHX HCCICIOBAaHUNA U
OTbITa MOCTPETHCTPAILMOHHOTO MPUMEHEHHUs, MepeuucieHbl B Tabiuue 1 mo kiaccaM cucreM
OpraHoB U aOCOJIOTHOM 4YacToTe BCTpedaeMocTd. YacToTa BCTPEUAEMOCTH ONpeAesseTcs
ciexyromumM obpazoM: odeHb 4yacto (>1/10); wacto (>1/100, <1/10); mewgacto (>1/1000, <1/100);
peako (>1/10000, <1/1000); ouens peaxo (<1/10000); vacroTa HEeU3BECTHA (YACTOTA HE MOKET OBITH
MOJICYUTAHA MO TOCTYIHBIM JaHHBIM).

Tab6muna 1
Ilepeuennb CHCTEMHO- Yacrora
HexesaTenbHbIe peakunu
oprannbix kjaaccoB (COK) HMupanamup |Ilepungonpun
Nudexknuu n vHBA3UN Punut - OueHb pesiKo
DosuHOGWIHS - Hewacto*

Hapymienusi €0 CTOPOHBI
KPOBHM U

JumdpaTudeckoi
CHCTEMBI

ArpanynornuTo3 (cm. pazaen 4.4)

OueHb pesiKo

OueHb pesiKo

Anactudeckass aHEMUS

OueHb peniKko

ITannuronenus

OueHb pesIKo

JlelikonmeHus

OueHb peniko

OueHb penko

Hetitponienus (cm. paznen 4.4)

Ouensp penko

I'eMonuTHueckas aHeMus

OueHb pesiKo

OueHb pesiKo

TpombonuTonenus (cM. pasnen 4.4)

Ouensb penko

Ouensp penko

Hapymenust co cTopoHbI
HMMYHHOH CHCTEMBbI

['unepuyBCTBUTENBHOCTD (pEaKIny, B
OCHOBHOM KOXHbIE, y MAI[UEHTOB C
MPEAPACTIONO0KEHHOCTHIO K
IJIEPTUYECKUM M aCTMaTHYECKUM
peaKLHsIM)

Yacrto

CuHApoM HEaneKBAaTHOW CEKpPELHH

JH/IOKPHUHHBIE HAPYIIEHUS [AHTUNYPETUUECKOTO rOpMOHa |- Penko
(CHCAAD)
l'unornukemust (cMm. pasnenst 4.4 u
( pasit - Heuwacto*
4.5)
['unepkanuemus, oOparumas MpH %
Heuacto
OTMeHe npenapara (cM. pazzaen 4.4)
Hapymenuss mera0osm3ma ”
['unonarpuemust (cMm. paznen 4.4) Heuacto Heuacto
U MUTAHUA
['unoxmopemust Penko -
I'unmomarauemMust Penxo -
['unepkanbuueMus Ouensb penko |-
['unokanuemus YacTto -
JIabuIpHOCTD HACTPOCHUS - Heuacto
Jenpeccust - Heuacrto*
IIcuxuyeckue HapyIeHUsE
Hapymenne cua - Heuacto

CHyTaHHOCTB CO3HaHUA

OueHb pesiKo

["0J10BOKpYKEHUE - Yacro
I"onoBHas 60J1b Penko Yacto
[Tapecte3ust Penxo Yacto
Jlucres3us - YacTto
Hapymenuss co CTOPOHBI *
. CoHIMBOCTh - Heuacto
HEPBHOM CHCTEMbI
Yacrora "
O6Mopok Hewacrto
HEU3BECTHA
NHCYynbT, BO3MOXHO  BCJIEICTBUE
- Ouensb penko
ype3MepHoro cHwkeHus AJl y
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ITepeyennb CHUCTEMHO-
oprannbix kjaaccoB (COK)

HexesaTenbHble peakunu

YactoTa

Nupanamung

I[Hepungonpu

MNamuCHTOB M3 TPYIIBLI BbBICOKOTO

pucka (cM. pasaen 4.4)

[leyenounast  sHuedamomatus y
MAIMCHTOB C MICYCHOYHOMN
HEJIOCTaTOYHOCTHIO (CM. paznensl 4.3

u 4.4)

Yacrtora
HEW3BECTHA

Yacrora
Hapyenue 3penus Yacto
HEU3BECTHA
Yacrorta
Muonus (cm. pazaen 4.4) -
HEU3BECTHA
Hapymienusi co CTOPOHBI Yacrora
HeuetkocTs 3peHns -
OpraHa 3peHust HEU3BECTHA
Yacrorta
OcTtpast 3aKpBITOYTOJIbHAS TJIayKOMa -
HEU3BECTHA
N YactoTta
XOpHONIaTbHBIN BBIIOT -
HEU3BECTHA
Hapymenuss co croponsi|Bepruro Penko Yacro
opraHa cjayxa v Ja0upuHTa |3BOH B yIIax - Yacro
OnryieHue cepaeOneHus - Heuacrto*
Taxukapaus - Heuacto*

Hapymenusi co CTOPOHBI
cepaua

Crenokapaus (cm. pazaen 4.4)

OueHb pesIKo

Hapymenust putma cepama (B ToM
yuciae Opaaukapausi, KeIyJOouKoBas
TaxuKapIus u bubpmLIAIUs
npeacepnii)

Ouensb peako

Ouensb penko

Wudapkr  mMuOKapjaa, BO3MOXKHO,
BCJICACTBHUC N30BITOYHOIO CHIDKEHUS
AJl 'y TalMeHTOB W3  TPYIIIHI
BBICOKOTO pHcKa (cM. pazzaen 4.4)

Ouensb penko

[Momumopduas KEIy TOYKOBasI
TaXUKapausa TUIIa «IIUPYIT»
(BO3MOXKHO co CMEPTEIIbHBIM
nucxosioM) (cMm. pasnensl 4.4 u 4.5)

Yacrora
HEU3BECTHA

Hapymenusi co CTOPOHBI

AptepuanbHast THITIOTCH3HS u
CBSI3aHHBIE C OTUM CHMIITOMBI (CM.
pasnen 4.4)

Ouensb peako

Yacrto

Backynut - Heuacrto*
COCy10B *

[TpunuBsl - Penxo

. Yacrorta
Cunnpom Peitno -
HEU3BECTHA

Hapymenust co croponbi Kamens (cm. pazaen 4.4) - Yacto
ABIXaTeJIbLHOMH cucreMbl,| OpIIIKa - Yacro
OpraHoB Ipy/AHOI KJIeTKH U|bpoHxocIa3m - Hewacto

cpeaocreHnust

D03uHOGMIIbHASI THEBMOHUS

Ouensp penko

Kenyno4Ho-KuIIeYHbIE
HApPYLIEHHUS

Boib B xxuBoTE

Yacrto

3anop Penxo Yacto
Hwnapest - Yacro
Jlucnencus - Yacto
TomHOTa Penko YacTto
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Ilepeuyennb
oprannbix kjaaccoB (COK)

CUCTEMHO-

Hapymienusi €0 CTOPOHBI
ne4YeHn
JKeJYeBbIBOISIINIUX MyTei

Yacrtora
HexesaTenbHble peakunu

Nupanamup |[lepuagonpu
PBora Heuacto Yacrto
CyxocTb CIIN3UCTOH 000JI0YKH

Penxo Heuacto
MIOJIOCTH PTa
[Tankpeatut Ouenb penko |O4eHb peaKo

YacrtoTa
I'enatut (cM. pa3aen 4.4) OueHb penko

nu HEU3BECTHA

Hapymenne @yHKIMU ne4eHn

OueHb peniko

KosxHbIit 3y

Yacrto

KoxHas ceinb

Yacrto

Makyno-namnyJie3Has ChlIlb

Yacto

Kpanusnuna (cMm. pazgen 4.4) Ouens penko [HeuacTo
AHrHOHEBpOTHUECKHIT  OTEK  (CM.
Ouens penko [Heuacto
pazzaen 4.4)
[Iypmypa Heuacto -
Hapyumienusi co CTOpPOHBI YPUYP
[TOBBILLIEHHOE MOTOOTAEIEHUE - Heuacto
KOKHU " MOJIKOKHBIX
. YactoTta %
TKaHel Peakmus oTOUyBCTBUTEIBHOCTH Heuacto
HEU3BECTHA
ITemdurons - Heuacto*
O06ocTpeHue ncopuasza - Penko*
MHuorodopmHas 3puTemMa - Ouensb penko
Toxcnueckuit AMUAEPMaNIbHBIN
Ouensb penko |-
HEKPOJIH3
Cunapom CtuBeHca-/[xoHCOHA OueHb penko |-
YactoTta
Crnas3m MBI Yacro
HEU3BECTHA
Bo3moxHo XyILICHUE KE
. yXyAICH Y Yacrora
UMEIOIIECICS  CUCTEMHOW  KpacHOM -
HEU3BECTHA
Hapyumienusi co CTOPOHBI BOTTIAHEA
Py N P ApTtpanrus - Heuwacto*
MBILIEYHOI, KOCTHOW M
. Yacrora "
COCAMHUTEIbHON TKAHU Muanrus Heuacto
HEU3BECTHA
Yacrorta
Mprieunas cnabocThb -
HEU3BECTHA
Yacrorta
Pabnomuonus -
HEU3BECTHA
Hapymenust co croponsi|lloueynas HEIOCTaATOYHOCTD Ouens penko [HewacTto
noyek u MoueBbIBOAAIMX| OcTpas MOYeyHasi HEIOCTATOYHOCTh |- Penko
nyTei AHypust/onurypus - Penko*
Hapyumienusi co CTOpPOHBI
PeNnpoAYKTUBHOI cHCTeMBbI| DPEKTUIbHAS TUCHYHKITUS Hewacto Hewacrto
U MOJIOYHBIX KeJjie3
AcTeHus - Yacro
Bbonb B rpyaHO#M KIIeTKe - Heuacrto*
O0mme nHapymenus  u|/Hemnomoranue - Heuacto*
peakuuu B Mecte BBeaeHus |[lepudepuyeckue oteku - Heuacro*
Jluxopanka - Heuacrto*
[ToBbIlIIEHHAS] YTOMIISIEMOCTD Penko -
[ToBbItIeHNE KOHIICHTPAaIlu!
HeRTpatim)_ Heyacto*

MOYCBHUHLI B KDOBHU

20




ITepeyennb CHUCTEMHO- Yacrtora
HexesaTenbHble peakunu
oprannbix kjaaccoB (COK) Nupanamup |[lepuagonpu
[ToBbilIeHHE KOHLIEHTPALN!
HeRTpatim)_ Heyacto*
KpEaTHHHUHA B KPOBU
['unepounupyOnHeMust - Penko
[ToBbilIeHHE akTuBHOCTH|Hacrora Peiko
«TEYEHOYHBIX» (pepMEHTOB HEHU3BECTHA
JlabopaTopHble u|CHIDKEHIE reMoriioonHa u
Ouensb penko
HHCTPYMEHTAJIbHbIE remMaTokpuTa (cM. pasaen 4.4)
JaHHbIE [ToBbllIEeHHE KOHLIEHTpAUMHU IIIOKO3bI|HacToTa
B KPOBH HEHU3BECTHA
IloBbIlIEHNE KOHLIEHTpanuu Mo4eBoii|HacTora
KHCJIOTBI B KPOBH HEHU3BECTHA
Vnmunenue untepBana QT na DKI'|Yactora
(cm. pazzensl 4.4 u 4.5) HEHU3BECTHA
TpaBMbl, HHTOKCUKAIMU H
p ’ ! [Tanenue - Hewacro*
0CJI0’KHEHHUsI MPoLeayp

* OueHKa YacTOThl HeXKeJaTeJlbHbIX peammﬁ, BbBISIBJICHHBIX IO CIIOHTaAHHBIM COOﬁIl[eHl/lﬂM, nmposejiceHa Ha
OCHOBAHHUM JAHHBIX PE3yJ/IbTATOB KIIMHUYECCKHUX HCCJIeI0OBAHMI.

Omnucanue OTACIBHBIX HECXCIATCIbHBIX DeaKHI/Iﬁ

Bo Bpemst uccnenoanuii 11 u III da3sl, cpaBHUBaomux nHAanamMua B o3uposke 1,5 u 2,5 mr no

KOHI[EHTPAINY KaJIus B TIa3Me KPOBH, ObLT YCTAHOBJICH JJO303aBUCUMBIN Y (EKT WHAATAMHIA!

e wuHHanamuja 1,5 Mr: KOHIEHTpAIUS Kaius B Iia3Me KpoBu <3,4 MMoub/11 Habmromanace y 10 %
ManueHToB, <3,2 MMonb/1 — y 4 % manueHToB nocie 4—6 Henenb jedenus. [locne 12 Henenb
JICYSHHSI CpeTHEe CHIDKEHUE KOHIICHTPAIUY KK B TUIa3Me KpoBHU cocTaBmiio 0,23 MMOJIB/II.

e HHAAnamMuja 2,5 Mr: KOHIEHTPAIUs KaIus B IUia3Me KpoBH <3,4 MMOJIB/JT HaOmroanace y 25 %
nanueHToB, <3,2 Mmoiw/n —y 10 % manuenTtos nmocne 4—6 Henenb nedenusd. [locne 12 Henenb
JICUCHUS CPeIHEE CHIDKEHUE KOHIICHTPAIIMH KaJlns B TuTa3Me KpoBu coctaBmiio 0,41 MMOIIB/II.

COO6H_IGHI/IC O IMOA03PpCBACMBIX HCKCIATCIIbHBIX PCAKIIUAX

BaxHOo coo0mare O MOJO3PEBAaEMBbIX HEKENATENBHBIX PEAKIUAX IOCIE  PErucTpaluu
JIEKapCTBEHHOT0 Ipernapara ¢ Lejibio 00ecreueHHs] HeNpepbIBHOIO MOHMTOPUHIA COOTHOLICHHUS
«I10J1b3a — PUCK» JIEKAPCTBEHHOTO IIpernapara.

MeaunuHCcKUM pabOTHHKAM PEKOMEH]IyeTCsl COOOIIATh O JIOOBIX MOI03PEBAEMBIX HEXKeNaTEIbHBIX
peakuusx JIEKApCTBEHHOTO Ipemapara 4epe3 HAlUMOHAJbHbIE CUCTEMBI COOOILEHUS O
HeXellaTeNbHBIX PEaKIUsIX ToCydapCTB — WIEHOB EBpa3uiickoro SKOHOMHUYECKOT0 COI03a.

Poccuiickas @edepayus:

denepanbHas ciryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Poc3apasHamzop)
Anpec: 109012, r. Mocksa, CnaBstHCKasl IIIoIaab, 1. 4, ctp. 1

Ten.: +7 (800) 550 99 03

On. moura: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru

Pecnybnuxa Apmenus:

I'HKO «IleHTp 2KcniepTU3bI JEKAPCTB U MEAULIUHCKUX TEXHOJIOTHI

Anpec: 0051, r. EpeBan, np. Komuraca 49/5

Ten.: (+374 60) 83 00 73, (+374 10) 23 08 96, (+374 10) 23 16 82

lopsiuass nuHUA oTAena MOHHMTOpUHTA Oe3omacHoctu JiekapetB: (+374  10) 20 05 05,
(+374 96) 22 05 05

On. mouTa: info@ampra.am, vigilance@pharm.am

http://pharm.am
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Pecnybnuxa benapycs:

VII «IllenTp 3KCcnepTH3 U UCTIBITAHUHN B 3JPABOOXPAHCHUNY
Anpec: 220037, r. Munck, ToBapuieckuit nep., 1. 2a.
Ten.: +375 (17) 242 00 29

®akc: +375 (17) 242 00 29

On. mourta: rcpl@rceth.by

http://www.rceth.by

Pecnyonuxa Kazaxcman:

PI'TI nma IIXB «HauuoHanbHbIM LEHTP 3KCHEPTU3bl JICKAPCTBEHHBIX CPEIACTB M MEIULIMHCKHX
m3nenuin»  Komurera wmeauumHCKOro u  (apManeBTHYECKOro KOHTpoJiisi MuHHCTepcTBa
3npaBooxpaneHus Pecny6ommku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonsip, yi. A.Mmanoga, 13 (bL] «Hypcaymnet 2»)

Ten.: +7 (7172) 235 135

On. moura: farm@dari.kz

http://www.ndda.kz

Kuipevizckan Pecnybonuka:

JlemapraMeHT JICKapCTBEHHBIX CPEACTB W MEIMLMHCKUX U3JeIud Inpu  MuHHCTEpCTBE
3npaBooxpanenus Keipreckoi PecyOnuku

Anpec: 720044, r. buikexk, yiu. 3-sa Jlunus, 25

Ten.: +996 (312) 21 92 78

On. moyta: pharm@dlsmi.kg

http://dlsmi.kg

4.9. IlepenosupoBka

CHUMITOMBI

Haubonee BeposSTHBIM CUMIITOMOM IE€PEIO3UPOBKH SBISIETCS apTepHaibHas TUIIOTEH3MUS, MHOT 1A B
COYETaHUM C TOLIHOTOM, PBOTOH, CyJJOpOraMu, IrOJIOBOKPY>KEHHUEM, COHJINBOCTBIO, CITyTAHHOCTHIO
CO3HaHUS, OJUTypHUEH, KOTOpask MOXKET MEPEeHTH B aHYpHIO (B pe3yjbTare IMIOBoJeMHM). Tarke
MOTYT BO3HMKATh BOJHO-3JIEKTPOJIUTHBIE HAPYLIEHHs (TUIIOHATPUEMHUS, TUTTOKATTUEMHUS] ).

Jleuenue

[TepBBie Mepbl, KOTOPBIE HEOOXOAMMO MPEANPUHSATH, COCTOSAT B OBICTPOM BBIBEICHUU MPUHSATOTO
mpernapara: MPOMBIBAHHE JKEIyAKa W/WIM TpPUEM aKTUBUPOBAHHOTO YIUIA C MOCIEAYIOIIMM
BOCCTAHOBJICHHEM BOJTHO-3JICKTPOJIMTHOTO OaaHca B yCIIOBUAX CIICIIUATH3UPOBAHHOTO IIEHTPA.

B cinydae BeIpaskeHHOTO CHMXEHHs AJ] clieyeT mepeBecTH MalMeHTa B IOJIOKEHHUE «Iexka» Ha
CIIUHE C TIPHUITOAHATHIMU HOTaMHU.

I[Ipy HEOOXOAUMOCTH MOXKET OBITh BBIMOJIHEHO BOCIIOJIHEHUE O00beMa JKUAKOCTH IyTeM
BHYTPHUBEHHOHN MH(Y3UN M30TOHHYECKOTO COJICBOTO pacTBopa (HampuMep, BHyTpUBEHHAsT HHDY3US
0,9 % pacTBOpa XJIOpHUAa HATPHSI) UIH JIIOOBIM IPYTUM CIIOCOOOM BOCTIOTHEHHS 00BheMa JKUKOCTH.
[Mepurmonpunar, akTuBHAs GopMa MEPUHIOTPUIIA, MOXKET OBITh YIAICH U3 OPraHU3Ma C IOMOIIBI0
nuanusa (cM. pasznen 5.2).
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5. PAPMAKOJIOTUYECKHUE CBOMCTBA
5.1. ®apmakoanHaMH4YecKHe CBOCTBA

dapMakoTepaneBTUYECKas TPYIIa: CPEACTBA, ICHCTBYIONINE HA PCHHH-aHTHOTEH3WHOBYIO CUCTEMY;
WHTUOUTOPHI aHTHOTEeH3UHIIpeBpaaroriero gpepmenta (AIlD), komOunaiuu; nHruOuTOps AIID 1
JUYPETUKHU.

Kog ATX: CO9BA0O4

Mexanusm neiicTeus

Honunpen A bu-¢hopme
KoMOuHanws nvHaanamMuia u NepUHIONPUIA YCHITUBAET AaHTUTUIIEPTEH3UBHOE JICHCTBUE KAXKIOTO U3
HUX.

Hnoanamuo

WumanamMug OTHOCHTCS K TPYIIE Cyab(hoHAMHIOB, 10 (HapMaKOJOTHUYECCKUM CBOMCTBaM OJIM30K K
THA3UIHBIM JUypeTukam. MHaanaMua HHruOupyeT peadcopOIii0 HOHOB HATPUS B KOPTHKAIHLHOM
CerMeHTe MeTIU [ eHte, 4To MPUBOAMT K YBEIUUECHUIO BBIBEICHHS TOYKaMU HOHOB HATpPHs, XJI0pa U
B MCHBIIICH CTCTICHU HOHOB KaJIUsl U MarHusl, yCUJIMBAsi TEM CaMbIM JTUYPE3, U CHUKAsl apTepUAIIbHOC
JIaBJIEHUE.

Ilepunoonpun

[lepungonpun — wHrHOUTOp (EepMEeHTa, MpeBpalamero aHruoreH3suH | B anrmoreHsuH I

(uHrHOUTOp aHruoreHzuHnpespamaromero gepmenra (AIID). AIID, win kuaunaza II, sBasercs

9K30IENTUAA30M, KOTOpask OCYIIECTBISET KaK NMpeBpallleHue aHTHOTeH3MHa | B cocyiocyKuBaroIiee

BEIIECTBO aHTMOTeH3HH 1, Tak u paspyuieHne OpaAuKMHNUHA, 00J1a1al0IIET0 COCYA0PACIIMPSIONINM

NeiicTBUEM, 1O HEAKTUBHOI'O TeNTanenTHaa.

B pesynbrare nepuHAONpUIIL:

® CHIXXAET CEKPELUIO aJlbJIOCTEPOHA;

® [0 NMPUHIMITY OTPULATENLHONW OOpaTHOH CBS3M yBEJIMYMBAET AaKTUBHOCTh PEHHMHA B ILIa3Me
KpOBH;

® IIpH JUIUTEIHHOM IPUMEHEHUH YMEHBIIAeT o011iee nepupepuyeckoe CoOCyAUCTOE CONPOTHUBICHUE
(OIICC), uro 00yCIOBIEHO, B OCHOBHOM, JCHCTBMEM Ha COCYJIbI B MBIIIIAX U TOYKaX. DTH
3¢ (deKTsl HEe COMPOBOXKIAIOTCS 3aJCPKKOM HOHOB HATPUS M IKUAKOCTU WIH DPAa3BUTHEM
pedIieKTOpHON TaXUKaPIUH.

[lepunnonpun HOpManu3yeT paboTy MUOKapAa, CHUKAsl IPEAHArpy3Ky U MOCTHATPy3KY.

IIpy wm3yuyeHuMm 1mOKasaTele TEMOJUMHAMUKM Yy MAlUEHTOB C XPOHUYECKOM CEpAEYHOU

HenmocTaTouHOCTHIO (XCH) OBUTO BEHISIBIICHO:

® CHIDKCHHE JIaBJICHHS HAIIOJHEHHUS B JIEBOM U IIPABOM JKeTyI0uKax cepaua;

e camwkenue OIICC;

e yBeJIHMUYEHHUE CEpJICYHOTO BHIOPOCA U YBETUUECHUE CEPIICTHOTO HHCKCA;

¢ YCWJICHHE MBIIIEYHOTO Nepruepruaeckoro KpoOBOTOKA.

dapmakoguHamMuyeckue 3P PeKTeI

AunmueunepmenszusHoe oeticmaue

Honunpen A bu-dopre

JlexapcTtBenHblii npenapaTt Honunpen A bu-dopre okasbiBaeT 10303aBUCUMOE aHTUTUIIEPTEH3UBHOE
JEUCTBHUE, KaK Ha AUACTOJIIMYECKOE, TAK M HAa CUCTONMYECKOoe A/l Kak B IOJIOKEHUU «CTOS», TAK H
«IeKa». AHTHTHUIEPTCH3MBHOE JIEHCTBHE coxpaHsercs B TeueHue 24 4. CraOuibHBIN
TepaneBTHYECKU 3(deKT pa3BuBaeTcsi MeHee 4eM yepe3 | Mecsll OT Hayajla Tepanuu U He
compoBokaaercs Taxudunakcuei. [lpekpaiienue geueHust He BBI3BIBACT CHHIPOMA «OTMEHBD).
JlexapctBennblii mpemnapaT Homuwmpen A bu-dopTe ymeHbIaeT cTeneHb TUNepTpoduu JEBOTo
xenynouka (I'JIK), ynydmaer snactuunocTts aptepuii, camxkaer OIICC, He BiusieT Ha MeTaboIu3M
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AunuAoB (0OIIMIA XOJIECTEPHH, X0JIECTEPUH JIUITONPOTEUHOB BhICOKOH tuioTHOCTH (JITIBIT) 1 JITTHII,
TPUTIIALICPHUIBI).

JlokazaHo BIUSHHE MPUMEHEHU KOMOWHAIIMK MHAanamuIa u nepunaonpuia Ha ['JDK B cpaBHeHUN
C JHajanmpuwioM. Y MAalMEHTOB ¢ apTepuanbHoM runepteHsued u ['JIDK, momyuyaBmmx Ttepamnuto
uHaanamuaom 0,625 Mr/mepuHI0NPUIOM 3pOYMUHOM 2 MI' (9KBHBAJICHTHO 2,5 MI' IEpUHAONPUIIA
aprMHKMHA) WIK SHAJaNpuiIoM B 03¢ 10 MI oJuH pa3 B CyTKH, U IIPU YBEIMUYEHHUH 103l HHAAIAaMKJ1A
70 2,5 MT' ¥ iepuHAonpuiIa 3pOyMuHa 710 8 Mr (3kBUBajeHTHO 10 MT nmepuHIONpUiIa apruHUHA), WK
sHananpuia 10 40 Mr oguH pa3 B CyTKH, OTMEUYEHO 0ojiee 3HAUMMOE CHM)KEHHE MHJEKCa MaccChl
nesoro >xemynouka (MMJDK) B rpynme uHmanaMui+IEepUHIONPUI IO CPAaBHEHUIO C TPYIIION
sHananpwia. [Ipu sTrom Hambosee 3HaunMoe BiausiHue Ha MMJDK oTMeuaercs mpu nmpuMEHEHUH
uHAanamuaa 2,5 Mr/nepuHaonpuia 3poymMuna 8 mr.

Taxoxe oTMeueHo OoJiee BbIpa)KEHHOE aHTUTMIIEPTEH3UBHOE JeHCTBHE HAa (POHE KOMOMHUPOBAHHON
TEpaNUU UHAAMAMMIOM U NIEPUHIONPUIIOM IO CPAaBHEHUIO C SHATIAPUIIOM.

WNnmanamug
AHTUTUIIEPTEH3UBHOE JIEHCTBUE MPOSBISETCS IPU IPUMEHEHUU TIperapara B 103aX, OKa3bIBAIOLINX

MUHUMAaJIbHOE IUYPETUYECKOE ICHCTBHE.

AHTI/II‘I/IHGPTCHSHBHOG IIGﬁCTBPIG HHJAAlMaMuJia CBA3aHO C YIIYUHICHHUCM 3JIaCTHYCCKUX CBOICTB
KpynHbIX apTepuit, ymenbiieHueM OIICC.

I/IH,Z[aHaMI/II[ YMCHBIIACT CTCIICHDb F.H)K, HC BJIMACT HAa KOHUCHTPALUIO JIMIIUIAOB B IJIa3MC KPOBU:
TpurauuepuaoB, odbmero xonecrepuna, JIITHII, JIIIBII; yrmeBomubpiii oOMeH (B TOM 4YHCIE Yy
MAIMEHTOB C COMTYTCTBYIOIIUM CaXxapHbIM JIUA0ETOM).

[lepunmonpun
[epunnonpun 3¢ (heKTUBEH B TEpANTUU apTEPUATLHON THIIEPTEH3UH JIF000H CTENeHH TSHKECTH.

AHTUTUNIEPTEH3UBHOE JCHCTBHE IMpenapara JOCTUraeT Makchumyma uepe3 4-6 4YacoB moclie
OJIHOKPATHOT'O MpUEMa BHYTPb U COXpaHsieTcs B TeueHue 24 vacos. Uepes 24 vaca mocie npuema
npemnapara HabrogaeTcs BeipaxkeHHoe (Topsiaka 80 %) octarounoe uaruouposanue AlID.
[lepungonpun OKa3pIBa€T aHTUTUIEPTEH3UBHOE JECMCTBUE y MAlMEHTOB KaK C HU3KOW, TaK U C
HOpPMaJIbHOW aKTUBHOCTBIO PEHUHA B IJIa3M€E KPOBHU.

CoBmecTHOE MIPUMEHEHHE THA3UAHBIX JINYPETUKOB YCUJIMBAET BBIPAXKEHHOCTD
aHTUrunepreHsuBHoro aeiicteus. Kpome storo, komOunupoBanne uaruoutopa AIl® u tnasuaHoro
IUypeTHKa TakKe MPUBOAMT K CHIDKEHUIO PUCKA DPA3BUTHUS TUNOKAIMEMUU Ha (OHE mpuema
TNy PETHKOB.

Kimmanueckas 3¢ dhekTHBHOCTE M 0€30I1aCHOCTD

lsotinas 6aoxkaoa PAAC

HmeroTcst faHHblEe KIMHUYECKUX HCCIEAO0BaHUM KOMOWHUPOBAHHOM Tepamuu ¢ HPUMEHEHHEM
narnouropa AIlD ¢ APA 11

[IpoBogwiinch KIMHUYECKHE MCCIENOBAHUSA C Y4YacTHMEM IIallMEHTOB, HMMEIOIIUMX B aHaMHE3e
CepACYHO-COCYIUCTOE WM IepeOpoBacKysipHOe 3a0oieBaHme, MO0 caxapHBIA AWadeT 2 Tuma,
COINPOBOXKAAIOIINNCA TOATBEPKICHHBIM MOPA)KEHUEM OpPraHa-MHILEHHU, a TAKXKE HCCIECNOBaHMS C
y4acTHEM MalMEeHTOB C CaxapHbIM AuadeToM 2 Tuma 1 JuabdeTuyeckoil HeponaTuen.

JlaHHBIE MCCIeI0OBaHMs HE BBIBWIM Y MALMEHTOB, MOJY4YaBIIMX KOMOMHUPOBAHHYIO TEparmio,
3HAYMMOTO TOJIOKHUTEIHHOTO BIHMSHUS Ha BOZHWKHOBEHHE MMOYEYHBIX W/WIH KapHOBACKYJISIPHBIX
COOBITHM M Ha MOKa3aTelIu CMEPTHOCTH, B TO BpeMs KaK PUCK Pa3BUTHUS TMIIEPKATUEMHUH, OCTPOU
MOYEYHOW HETOCTATOYHOCTH W/WJIM apTEPUANBbHON THUIOTEH3WU YBEIUYMBAJICS TI0 CPAaBHEHHUIO C
MalUEHTaMH, [T0JIy4aBIIMMU MOHOTEPAIIHIO.

[IpyHymass BO BHUMAaHHE CXO0XXHME€ BHYTPUTPYIIOBbIE (apMaKOJUHAMHUYECKHE CBOWCTBa
unruoutopoB AIID u APA II, nanHbie pe3yabTaThl MOXKHO OXHAAThH JJIsI B3aUMOJEUCTBUS JIIOOBIX
JpyTHUX IpenaparoB, npeacTaBuTeneil kiaaccoB HHruoOuTopos AII® u APA 1I.

[Toatomy mpotuBonokazano npumeHenre HruouTopos AIID B couetanuu ¢ APA Il y manueHToB ¢
IrabeTHYECKON HeporaTueii.

24



HNwmerorcsa AAHHBIC KIIMHUYCCKOI'O HCCICHOBAHUSA 110 HU3YUYCHHUIO IIOJIOKHUTCIBHOI'O BJIMAHUSA OT
n00aBIICHHs aTUCKUPEHA K CTaHAapTHOUM Tepanuu uHruoutopoM AIID wiu APA I y manueHToB ¢
caxapHbIM auaberoM 2IThna W XpOHMYECKHM 3a00JIEBaHHMEM MOYEK WM CEpleHYHO-COCYAMCTHIM
3a0o0seBaHueM, TUOO UMEIOIINX COYeTaHUe ITHX 3aboneBanuii. MccnenoBanue OBIIIO MpEKpaIieHo
AOCPOYHO B CBA3U € BO3POCHIMM PUCKOM BO3HHKHOBCHHA HCKCIIATCIIbHBIX HCXOOO0B. CGpIIG‘-IHO-
COCyAMCTas CMEPTh U MHCYJIbT BOSHUKAIIM Yallle B TPYIINE NAaUeHTOB, MOJYYaloUX aTUCKUPEH, 10
CpaBHCHHIO C prHHOfI HHaHCGO. Takke HekeJlaTeIbHBIEC SABJICHUSI U CCPBLC3HLBIC HCIKCIATCIBbHBIC
SBJIEHUSI 0COOOr0 MHTepeca (TUMepKaIueMusi, apTepuaabHas TUIOTEH3Us U HapylIeHUus (YHKIUH
MOYEK) PETUCTPUPOBAINCH YaIlle B TPYIIINE aTUCKUPEHa, YeM B TPYIIIE Manedo.

5.2. PapmakoKuHeTHYECKHE CBOMCTBA

Hoaunpea A bu-dopre
CoBMecTHOE MPUMEHEHHE MHAANaMKIa U MEepUHAONpPIIa HE U3MEHSET UX (PapMaKOKMHETHUYECKHX
XapPaKTCPUCTHUK IO CPABHCHUIO C UX Pa3ACIIbHbIM MPUMCHCHUCM.

Nupanamung

AbGcopbuus

WNunanamug 66ICTPO M MOJTHOCTHIO A0COPOUPYETCS U3 JKETyA0YHO-KUIIIEUHOTO TPAKTA.
MaxkcumManbHasi KOHIICHTpAIUS B TIa3Me KPOBH JIOCTHTaeTcs uepe3 1 "ac mocie npuema mpernapara

BHYTPb.

Pacnpenenenue

Cs13b ¢ OenkaMu TI1a3Mbl KPOBH cocTaBiisieT 79 %.

BI/IOTDaHCd)ODMaI_[I/I}I W 3JIMMHHAIUA

[lepuon mnonyseiBenenus (Ti2) cocraBmsier 14-24 wyaca (B cpenHeM 18 wacoB). IloBTopHOe
MpUMEHEHHE Tpernapata He MPUBOJUT K €ro KyMYJISIMH B OpraHu3Me. BBIBOIUTCS B OCHOBHOM

noukam# (70 % ot BBeIeHHOM 103b1) U KaioM (22 %) B (hopMe HEaKTUBHBIX META0OIUTOB.

Oco0Bble TPVIIILI ITAIMEHTOB

Iloueunasn neoocmamournocmo
VY manmeHToB C MOYEYHON HEAOCTATOUHOCTHIO (hapMaKOKMHETHKA HE U3MEHSETCS.

Iepunaonpu

AOcopOrus 1 OGUOAOCTYIIHOCTD

[Tocne npuema BHYTpbh NEPUHIONIPHUII OBICTPO BCACBHIBAETCS, M TMKOBAsk KOHIEHTPALUS JOCTUTAETCS
B TeueHue | yaca. Ilepuon nomyBbeiBeaeHMs nepunaonpuwia paseH | dacy. IlpueM numm 3ameiser
MpeBpallEHUEe NEPUHJONPWIA B NEPUHIONPUIAT, TaKUM OOpa3oM, BIUsAS HA OHWOAOCTYIHOCTD.
[ToaToMy nepuHIONPHUI ClIEAyeT IPUHUMATL OJUH Pa3 B CYyTKH, YTPOM, Mepe] IPUEMOM MULIH.

Pacnopenenenne

O0weM pacnpeseneHHs HECBSI3aHHOI'O IEpUHIONpHIIaTa COCTaBIsAeT npuOau3urenbHo 0,2 J/Kr.
CBs3p mepuHAONpWIaTa ¢ O€JIKaMH ITUTa3Mbl KpPOBH, TJIaBHBIM oOpasom ¢ AIl®D, 3aBucur oT
KOHLEHTPaLUU NEPUHIONIPUIIA U cOcTaBIsAeT 0Koio 20 %.

buorpaucdopmars

[lepunaonpun npeacrasisger codoit nmposiekapcTso. [IpubdausurensHo 27 % o1 o011ero KoauyecTa
MPUHATOTO BHYTPh TEPUHIONPHIIA TIOCTYMAET B KPOBOTOK B BHJE AKTUBHOTO META0OIHMTa
nepunaonpuiara. [loMuMoO akTUBHOrO MEpUHIONpUIaTa 0o0pasyloTcs eme S5 MeTabolIuTOB, HE
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obmagaromux (GapMakoJIOTHIECKON aKTHUBHOCTHIO. [IMKOBas KOHIEHTpalnus MEepUHIONpHIaTa B
IJ1a3Me KpOBH JOCTUTAETCS B TeUeHUE 3-4 4acoB.

OnIMMUHALMS

[TepunaonpunaT BEIBOAUTCS W3 OpraHU3Ma ¢ MOYOM, U KOHEUHBIN mepuo moiyBeiBeacHus (T1/2)
cBOOOMHON (ppakuuu cocTaBisieT okojio 17 4yacoB, B pe3ysibTaTe YEro PaBHOBECHOE COCTOSHUE
JOCTUTAeTCs B TeUeHUE 4 CyTOK.

JInHeHOCTh (HEIUHENHOCTD)

beima mpomeMOHCTpUpOBaHA JIMHEHHAs 3aBUCHUMOCTh MEXAY J030M MNEPUHIAONpPHIA U €ro
KOHIEHTPALUEN B IJIa3ME KPOBH.

Oco0nIe T'PYHIIBI TAIIMEHTOB

Jluya noxcunozo éospacma
BriBeieHne nepuHIonpuiIaTa CHUKACTCS Y MTOKUIIBIX MAIIUEHTOB, a TAKXKE Y AIIUEHTOB C CEPACUYHOU
WJIM TI0OYEYHOUN HEIOCTATOYHOCTEIO.

Iloueunas nedocmamoynocmy
[Ipu HapymeHuN (YHKUIMHU MOYEK JKEIAaTeIbHO KOPPEKTUPOBATh /103y B 3aBUCHMOCTU OT CTEIICHU
Hapymenus (KK).

JHuanus
Jlnanu3HbIi KIUPEHC MEpUHI0TpHUIaTa cocTaBisieT 70 Mir/MuH.

LHupposz neuenu

DapMaKOKMHETHKA IEPUHIONPUIIA Y MALIUEHTOB ¢ HUPPO30M IIE€YECHU HOCUT U3MEHEHHBIN XapakTep:
[IEYCHOYHBIN KIIMPEHC HCXOJHOM MOJIEKYJIBI CHUKEH B JIBa pas3a. TeM He MeHee, KOJIUYECTBO
oOpasyrolierocs NEpUHAONPUIATA HE YMEHBIIAETCS, M, CIEA0BATENbHO, KOPPEKLIMU A03bI HE
TpeOyertcs (cM. paznensl 4.2 u 4.4).

5.3. JlanHble JOKJIHMHUYECKOH 0e30I1acHOCTH

KoMOunanms nananaMuaa 1 NepuHIONPHIIa 00J1a1aeT HECKOIBKO O0IbIel TOKCUYHOCTBIO, YEM €€
KOMITOHCHTHI. [louedHbIe TIPOSBICHUS, MO-BHIUMOMY, HE YCHIMBAIOTCI Yy Kpbic. OmHaKo
KOMOWHAITHSI BBI3BIBACT XKEIyIOYHO-KUIICYHYIO TOKCHYHOCTh Y CO0aK, a TOKCHYECKOE BO3JICHCTBHE
Ha OEpEeMEHHBIX CaMOK, ITO-BHIMMOMY, YCHIUBACTCS Y KPBIC (ITO CPAaBHEHUIO ¢ IEPHHIOTIPUIIOM) Oe3
TEpaTOreHHOTO 3 deKTa.

Tem ©He MeHee, 3TH TOO0OYHBIC A(P(HEKTHl TPOSBISIOTCS TPU YPOBHSIX J03, 3HAUYUTEIHHO
MPEBBIIIAIONINX HCIIOJB3YEMbIC TEPAIEBTUUCCKUE JI03BI.

JUig nHnanaMuaa:

Camble Bbicokue a03bl (B 40-8000 pa3 mpeBbILIAIONIME TEPaNeBTHUECKYIO J103Yy), BBOJIUMbIE
MepOpaJIbHO Pa3IMYHBIM BUAAM KUBOTHBIX, [TOKA3aJI1 YCUJIEHUE MOUYETOHHBIX CBOWCTB MHIallaMUA.
OCHOBHBIE CUMIITOMBI OTPABJICHMS, TaKUE KaK OpaJuIIHO? M mepudepuueckas BazoaAuUIaTaus, BO
BpeMsl HCCIENOBAaHUM OCTPOH TOKCHYHOCTH HWHAANAMMUJA, BBOJUMOTO BHYTPUBEHHO WIH
BHYTPHUOPIOIIMHHO, ObIIIM CBA3aHBI ¢ ()apMaKOJIOTHYECKUM JAeHCTBUEM MHAANIaMU/A.

WccnenoBanuss penpoAyKTHMBHOM TOKCHMYHOCTM HE  BBIABWIM 3MOPHOTOKCHUYECKOIO WM
TEpaTOreHHOr0 AeHCTBUsA, PepTHILHOCTh HE HapyLIaJIach.

HccnenoBanus nokasaial OTPULATEIbHBIA PE3yJIbTaT B OTHOILIEHUU MYTareHHbIX M KaHIEPOT'€HHBIX
CBOWCTB MHJaNaMHJa.

JUisd mepugaonpuia:

B mccienoBaHusaX XpOHUYECKO# TIEpOpalIbHOM TOKCHYHOCTH (Y KPBIC M 00€3bsIH) OPraHOM-MHUIICHBIO
SIBJISTFOTCSI TIOYKH, IPUYEM TTOBPEIKIACHHUS HOCSAT OOpaTUMBII XapakTep.
B nccnenoBanusix in vitro Wi in vivo MyTareHHbIX CBOWCTB HE HaOIIOAANOCh.
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HccnenoBanus pernpoyKTUBHOM TOKCUYHOCTH (Y KPBIC, MBIIIEH, KPOJIUKOB U 00€3bsIH) HE BHISIBUIIH
MPU3HAKOB AMOPUOTOKCUYHOCTH WJIM T€PaTOreHHOCTH. OHaKo ObUIO MOKa3aHO, YTO MHTHOUTOPHI
AHTHOTCH3WHIIPEBpAIIaonIero epMeHTa Kak KiIacc MMEIT HEOJIarompusTHOE BO3/ACHCTBHE HA
MO3AHUX CTAAMSIX Pa3BUTHUS TUIOJA, MPUBOAS K TMOENH IJI0/la U BPOXKICHHBIM MOCIEACTBUIM Y
TPBI3YHOB M KPOJIMKOB: HAOIIOIATNCh MOPAKCHHS MTOYEK U YBEIMUYCHHUE MEPU- U MMOCTHATATHLHOM
cMepTHOCTH. PepTUIIBHOCTh HE HAapyIIAJach HU y CAMIIOB, HH Y CAMOK KpBIC.

B monrocpoyHbIX HCCeAOBaHUAX HA KPhICAX M MBIIIaX KaHIIEPOTCHHBIX CBOMCTB HE HAOIIOAANIOCh.

6. PAPMALIEBTUYECKHUE CBOMCTBA
6.1. [lepeyeHb BCIOMOraTe/IbHBIX BelIECTB

Aopo:

JlakT03B1 MOHOTHAPAT

Marnus creapar

MabTOIEKCTPUH

Kpemnns 1uokcua KoJIOUIHbIN O€3BOIHBIN
Kapbokcumernnkpaxman HaTpus (Tum A)
Obonouka nieHouHast.

['muuepon

I'unpomeniosa

Maxporon 6000

Marnus creapar

Turana nuokcun (E171)

6.2. HecoBmecTumocTh

He npumennmo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )

3 roxa.

6.4. OcoOble MepbI IPEI0CTOPOKHOCTH MPH XPAHEHUH

Xpanuts npu Temieparype He Boiie 30 °C.

6.5. Xapakrep u coaep:kaHNe YIAKOBKH

ITo 30 TabmeTok BO (h1akoHE U3 MOJUMPOIMICHA, CHA0KEHHOM JI03aTOPOM U MPOOKOIA, CopeprKarien
BJIaronoriomaromuii rems. [1o 1 ¢pruakoHy ¢ TMCTKOM-BKIIAIBIIIEM B ITaYKe KAPTOHHON ¢ KOHTPOJIEM
NIEPBOro BCKPLITHUAA.

Ynaxoexa ona cmayuonapos (npu npouzeoocmee na OOO «CEPBBE PYCy, Poccusa):

ITo 30 TabmeTok BO (h1akoHE U3 MOJUIPOIUICHA, CHA0KEHHOM JI03aTOPOM U MPOOKOIA, CopeprKarien
BIIaronoriomaromuii rens. [1o 3 ¢makoHa ¢ paBHBIM KOJIMYECTBOM JIMCTKOB-BKJIQJBIIICH B Mayke
KapTOHHOM C KOHTPOJIEM MEPBOTO BCKPBITHSL.

6.6. Oco0bIe MepbI NPEIOCTOPOKHOCTH NPH YTHINU3ALUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara ujiM 0TX0J10B, OJTy4eHHBIX I0CJIe IPUMeHeHH JIEKapCTBEeHHOI 0 Npenapara, u
ApPYrue MAHMIYJISIMHU € TPenapaTom

HeT oco0pIx TpeOOBaHMI K yTHIN3AIUH.
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7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

®paHuus
«JlabopaTtopun Cepsbe» / Les Laboratoires Servier
50, yn. Kapno, 92284 Cropen Cenexc, @pannus / 50, rue Carnot, 92284 Suresnes Cedex, France

7.1. IlpeacTaBuTenb JepKaTeisi PeriCTPALMOHHOIO YI0CTOBEePeHHU

[IpeTen3un moTpedbuTenel HarpaBsATh MO aIpecy:

Poccuiickas @enepanus

AO «Cepsbe»

Anpec: 125196, r. Mocksa, ya. JlecHas, nom 7, atax 7/8/9
Temn.: +7 (495) 937-07-00

O11. moyTa: servier.russia@servier.com

PecnyOnmika Apmenus

[IpencraBurenscTBO KoMnanuu «Jle Jlaboparyap CepBre» B Pecniybnuke ApMenust
Anpec: 0002, r. EpeBan, KentpoH, ynuna AmupsHa, 15, marazun 100

Ten.: (+374 10) 50 50 74

3On1. moyTa: pvarmenia@servier.com

Pecny6nuka benapych

IIpencraBurensctBo YAO «Les Laboratoires Servier» (®paniy3ckas Pecny0mnuka) B PecnyOnuke
benapych

Anpec: 220030, r. Munck. yn. Msachukosa, 70, od. 303

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

On. nouta: officeBY @servier.com

PecniyOanka Kazaxcrad u KeIpreizckas pecryOiinka

TOO «Cepsbe Kazaxcran»

Anpec: 050020, r. Anmartsl, np. Jloctsik, 3100
Ten.: +7 (727) 386 76 62

On. nmoura: kazadinfo@servier.com

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

B Poccuiickoit @enepanuu: JIIT-Ne(001806)-(PI'-RU)
B Pecny6nuke Apmenwsi: JITI-Ne(001806)-(I'TI-AM)

B Pecniy6nuke benapyce: JITI-Ne001806-I'TI-BY

B Keipresckoii Pecy6nuke: JITT-Ne(001806)-(I'TI-KG)
B Pecniy6nuke Kazaxcran: JITI-Ne001806-I'TI-KZ

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPETTIAPATA
JlexapcTBEHHBIH penapaT OTHOCUTCS K KATETOPUU OTITYCKa IO PELENTY.

OO6mras xapakTepuCTHKa JeKapcTBeHHOTO npemnapata Homunpen A bu-gopre noctynHa B e1HOM
peecTpe 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX cpelicTB EBpa3uiickoro 5KOHOMHUYECKOT0 COI03a U Ha
opuIIMaILHOM caire YIOJIHOMOYEHHOTO opraHa (3xcriepTHOM OpraHU3aIIHH )
https://eec.eaeunion.org/.
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