OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHMHME JIEKAPCTBEHHOI'O IIPEITAPATA

Homumnpen A bu-gopre, 2,5 Mr+10 mr, TabneTku, TOKPHITHIE TUICHOYHON 000JI0YKOM.

2.  KAYECTBEHHBIN 1 KOJUYECTBEHHBI COCTAB

JleiicTByrOIIME BEIIECTBA: WHAAIAMUJL + IEPUHIOTIPHIL.

Kaxxgast TabneTka, MOKpbITas MICHOYHOU 000JI09KOH, coaepxut 2,5 mr naganamuaa u 10 mr
NEPUHIONPHUIIAa apriHUHA (COOTBETCTBYET 6,79 MI OCHOBaHHMSI TEPUHIOIPUIA).
BcrnomorarenbHbIe BElIeCTBa, HATMYUE KOTOPBIX HAJI0 YUYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: JJakTo3bl MoHOTHIpaT — 142,66 Mr (cMm. pasnen 4.4).

[TonHbIN TIEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.
3. JIEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBITHIE TNICHOYHOH 000IOYKOH.

Kpyrible 1BOSKOBBITYKIIbIE TA0IETKH O€10r0 1IBETA, IOKPHITHIE INIEHOYHOW 000I0YKOM.

4.  KIIMHUYECKHUE JAHHBIE
4.1. Tloxka3aHusi K NPUMEHEHUIO

[Tpenapat Honunpen A bu-¢opre nokazan kK IPUMEHEHHUIO Y B3POCIBIX.
[Ipenapar Honunpen A bu-dgopre npennasHadeH s JICUEHUS dCCEHIIMATbHON TUIIEPTEH3UN
y MalUEeHTOB, KOTOPBIM TpeOyeTcs Teparnus HHAAaMHUIOM B J103€ 2,5 MI' ¥ IEpUH/IONPUIIOM B

no3e 10 mr.

4.2. PexuM 103UPOBAHMA U CNIOCOO MPUMEHEHHUs

Pexxum go3upoBaHus

[To 1 Tabnerke nexapcTBeHHOrO npenapara Homunpen A bu-¢opre 1 pa3 B cyTku.

[Ipenapatr Honmumnpen A bu-gopte cienyer HazHayaTh MOCJIE paHee MPOBEIEHHOTO Mojadopa
1103 OTAeNnbHbIX KomnoHeHToB. [Ipenapatr Homunpen A bu-gopre He m0MKEH NPUMEHSATHCA
JUIsL CTApTOBOM TEpaNuy apTEPUAIBHOM T'MIIEPTEH3UU Yy MAMEHTOB, paHEE HE IOJIy4aBIIHUX
TUIIOTEH3UBHBIE JIEKAPCTBEHHBIE IIPETIAPATHI.

Ecnu notpebyeTcst u3MeHEeHUe J103bl OTHOTO U3 JICHCTBYIOIIMX BEIIECTB B COCTABE Mpenapara

(HaanMep, B CBA3HM C BHOBb AMArHOCTUPOBAHHBIM 3360J’I€BaHI/IeM, U3MCHCHUEM COCTOSAHUA



MalMeHTa WU JICKAPCTBEHHBIM B3aMOJICUCTBHEM), TO HEOOXOIUM WHIUBUTYJIbHBIN MTOA00D
JI03 OTAENBHBIX KOMIIOHEHTOB.

Oco0Bble IpYIIILI MAIUEHTOB

THayuenmol noscunoeo 6o3pacma (cm. pazoen 4.4)
Y manueHTOB MOXHIOro Bo3pacta kiupeHc kpeatnHuHa (KK) paccuuthiBaioT ¢ yderom
BO3pacTa, Macchl Tena u noja. [Ipenapar MoxkeT Ha3HAYATHCA MAMEHTaM MOKHIIOT0 BO3pacTa
C HOpPMaJbHOM (YHKIMEH MOYeK, MPU ATOM CIEAYET KOHTPOJMPOBATH CTENEHb CHIDKCHHS
aprepuanbHoro nasieHus (Al).
Iayuenmoi ¢ napywenuem ynxyuu nouex (cm. pazoenvt 4.3 u 4.4)
JlexapctBennblii  mpenapar  Homumnpen A bu-gopre mpoTHBOINOKa3aH — TalMeHTaM  C
YMEPEHHBIM WIIH TsDKeNbIM HapylneHueM yHkimu modek (KK amke 60 mir/MuH).
Ha ¢done Tepanuu HE0OX0MM PETyISIpHBIA KOHTPOJIb KOHLIEHTPAIIMHA KPEaTHHHHA U KaJIUs B
1a3Me KPOBH.
THayuenmoi ¢ Hapywenuem gyukyuu nevenu (cm. pazoenvt 4.3, 4.4 u 5.2)
JlexapctBennbiit nipenapar Hommmnpen A bu-¢opre mpoTHBOMOKa3aH MAIMEHTaM C TSHKEITBIM
HapymeHneM (QyHKINY TIeUSHH.
[Tpu ymepeHHOM HapylIeHUU (PYHKIIMH ITe€YEeHU KOPPEKIIUS 1036l HE TpeOyeTcs.

eTH
JlexapctBennblii mpernapar Homumpen A bu-dopre He cienyer mpuMeHSTh y OeTed U
MOJIPOCTKOB 110 18 jeT BBUAY OTCYTCTBUSA JaHHBIX 00 3(PQPEKTUBHOCTH U 0€30MacHOCTH
IIPUMEHEHHUs IIpenapaTa y HalMeHTOB JaHHON BO3PACTHOM IPyIIIIBL.

Crooco0 rmpuMeHeHus

BHyTpb, NpeanouTUTENbHO YTPOM, Nepe IpueMoM nuiiy. TabnaeTku ciaexyeT nporiaThiBaTh

[EJTMKOM, 3aITMBasi BOJOM.

4.3. TIpoTHBOMOKA3aHMSA

Hnoanamuo

— I'unepuyBCTBUTENBHOCTE K  JCHCTBYIOLIEMY  BELIECTBY WJIM  JIHOOBIM  JAPYTUM
cyJb(poHaAMHUIAM.

— VYmepenHoe uiu Tsokenoe Hapyumenue ¢pynkiuu nodek (KK amxe 60 min/mMun).

— [Ileuenounas sHuedanonarus.

— Tsxenoe HapyuieHUue QYHKIMH TEYESHHU.

— T'unoxkannemus.



— CoBMecTHOE MPHUMEHEHHE C HEAHTHMAPUTMUYECKMMHU JIEKApCTBEHHBIMH CPEJCTBAMH,
CHOCOOHBIMU  BBI3BaTh IOJIMMOP(QHYIO JKEIyJI0YKOBYI TAXUKAPAUI THIA IIHPYIT»
HerenecooopasHo (cM. pasnen 4.5).

— Ilepuon rpyHoro BckapmiauBanus (cM paszaen 4.6).

Ilepunoonpun

— I'unmepuyyBCTBUTENBHOCTD K JEHCTBYIOIIEMY BEIIECTBY WM JIFOOBIM JIPYTMM HHTHOUTOpaM
aHTHOTEeH3UHITpeBpalaroiero pepmenta (AIID).

— AwnruoneBporuueckuii orek (orek KauHke) B aHamHe3e Ha (QoHE NpuemMa JIpyrux
uHruoutopos AIID (cm. paznen 4.4).

— HacnencTBeHHBINH/MANONATHYECKUN aHTHOHEBPOTHYECKUH OTEK.

— bepemenHoOCTh 1 IEpUOA FPYAHOIO BCKapMIIMBaHUs (cM paszen 4.6).

— CoBMecTHOE MpPUMEHEHHE C QJUCKUPEHOM U  JIEKAPCTBEHHBIMU Ipenaparami,
COJIepXKALMMH aJTUCKUPEH, y MAllUEHTOB C CaxapHbIM TUa0ETOM W/WUIM YMEPEHHBIM WM
TSDKETIBIM HapylmieHneM (YHKIHU TOYeK (CKOpocTh KiyOoukoBoil ¢uubrpanuu (CKD)
meHee 60 mn/Mun/1,73 M? IIOImAAN TOBEPXHOCTH Tena) (cM. pasznens 4.5 u 5.1).

— CoBMeCTHOE NMPUMEHECHHE C aHTaroHucramu penentopoB anruorensuHa Il (APA 1) y
NAlMEHTOB ¢ MabeTHYecKoil HepponaTuel (cM. pasaen 4.4).

— CoBMmecTHOE IpUMEHEHHe ¢ KoMOMHauuel BaicaptaH + cakyoutpui. Homunpen A bu-
dopTe HeNB3s MPUHUMATh paHee, yeM depe3 36 4acoB IMoOcie MPUMEHEHHUs IOCIeTHEH
J103bI KOMOMHAIMHU BajicapTaH + cakyOuTpui (cM. pazaenst 4.4. u 4.5).

— OKcTpakoprnopajbHas Tepanus, MNpPUBOASIIAS K KOHTaKTy KpOBH C OTPHLATENIBHO
3apsDKEHHBIMHU TIOBEPXHOCTSIMH (M. pasnen 4.5).

— BbIpakeHHBIH JABYCTOPOHHMH CT€HO3 TOYEYHBIX AapTepuil WM CTEHO3 apTepHuu
CIUHCTBEHHOH (QYHKIIMOHUPYIOIIEH mouku (cM. paszaen 4.4).

Hoaunpen A bBu-cpopme

- FI/II'IepLIYBCTBI/ITeJ'II)HOCTB K J'IIO6OMy N3 BCIIOMOTAaTCJIBHBIX BCHICCTB, NMCPCUMCICHHBIX B
paznene 6.1.

— H3z-3a OTCYTCTBUA JOCTATOYHOI'O0 KIMHHUYCCKOI'O OIIbITa HeKapCTBeHHBIﬁ mpemapar
Homunpen A bu-popre He cremyer NpUMEHSATh Yy TAIMEHTOB, HAXOAIIUXCS Ha
reMO/IMaln3e, a TAKKE Y MAIEHTOB C HEJIEYCHOUW Cep/ICTHON HEAOCTATOYHOCTHIO B CTaIUU

JCKOMIICHCAIIUH.

4.4. OcoOble yka3aHHSl M MepPbl IPEJOCTOPOKHOCTH IPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO




CucremHble 3a00JIeBaHUS COEIMHUTEIBHOM TKaHU (B TOM 4HCIE, CHCTEMHas KpacHas
BOJIYAHKA, CKIEPOJEpPMHSI U  JIp.), CONYTCTBYyIOIee MNpPUMEHEHHE aJUIONypHUHOIA,
IIUTOCTATUKOB U UMMYHOJICIIPECCAHTOB, MU MPOKanHaMHa (PUCK pa3BUTH HEUTPONICHUU U
arpaHyJIolIMTO3a), COIYTCTBYIOLIAs Tepanusl penapaTtaMu JIMTUs, IpenaparaMu ajluCKUpeHa
y manueHToB 0e3 caxapHoro Aualbera WM HapyHIeHWH (DyHKIMH MOYEK, aHTarOHHUCTaMH
peuentopoB anrunoreHsuHa Il (APA II) y manmentoB 0e3 auabeTuueckoil HedpomaTuw,
npernapaTamM 30JI0Ta, HECTEPOUAHBIMU IIPOTUBOBOCHIANUTENbHbIMU npenaparamu (HIIBIID),
0aKkI0eHOM, KOPTHKOCTEpOHWIaMH, HHTHOMTOpaMu HempwinduHa (cMm. pazgen 4.5.),
npernapaTamMu, KOTOpbIe MOTYT BbI3BaTh y/UIMHEHHE UHTepBaia QT Ha aiekTpokapanorpaMmme
(OKT'), cepaeyHbIMH TJIMKO3UIAMH,  JIEKQPCTBEHHBIMH IIperapaTamMH, KOTOPHIE MOTYT
BBI3BaTh MOJUMOP(HYIO JKEIYJAOYKOBYIO TaXHKApAHIO THIA «IHPYIT», YrHETCHHE
KOCTHOMO3TOBOTO KPOBETBOPEHHSI, CHWKCHHBI OOBEM IMPKYJIUPYIOUIEH KpOBH (TpHEeM
TUYpEeTHKOB, OeccoiieBas JueTa, pBOTa, AUapesi, TeMoJAuain3), HIIeMudeckas O0Je3Hb
cepaua, LepeOpoBacKylsapHble 3a00JIeBaHUs, PEHOBACKYJISIpHAs THUIEPTEH3Us, CaxapHbIN
nuaber, MepBUYHBINA TUICPAThJIOCTCPOHU3M, XpOHUYECKas cepaedHas HemxocTatodHocTh (I1-
IV ¢ynkunonansaoro xmacca no xinaccupukanun NYHA), Hapymenuss GyHKIMN TIEYEHU |
MoueK, runepypukemus (0coOOGHHO  COMPOBOXKAAMOIIASACA TMOAArpod U ypaTHBIM
HeponuTHazom), nabuminbHOCTE AJl, TOXWUIOH BO3PAcT, MPOBEACHUE TIeMOJHAIM3a C
IPUMEHEHUEM BBICOKOIPOTOYHBIX MEMOpaH WM JIeCeHCHUOMIM3auus, Nepesn MNpolenypoi
adepesa numonporenHoB Hu3koi twiotHoctu (JITTHIT), cocrosiHue mocse TpaHCIUTAHTAIMH
MOYKH, XUPYpPruyecKoe BMEIATeIbCTBO/aHECTE3Us, CTEHO3 A0PTAIbHOTO WJIM MHUTPAIBHOTO
KJIarnaHa/runeprpoduyeckas OOCTpYKTHBHAs Kap/inoOMHoONaTus, aTepoCKIIepo3,
NPEJCTaBUTEIN HETPOMAHOM pachl (MeHee BbIpaXeHHbIH J(P(EKT OT MNpPUMEHEHHUS),
CHOPTCMEHBI (BO3MOKHA TIOJOKHUTENbHAS PEAKIUs TPU JOTHHT-KOHTPOJIE), COMMYyTCTBYIOIIAs
Tepanus KaluicOeperaroluMu JUYpeTUKAaMH, IpernaparaMy Kajlus WM Yy TalueHTOB C
NOBBILIEHHBIM ~ COJIEpKaHMEM Kajlus B IUIa3Me, THIEpKaJueMHs, TUIOHATpUeMHUs,
OTATOIICHHBIA aJUIePrOJIOTHUECKUH aHAMHE3, ajUleprHyYecKas peakius Ha TEeHUIWUIMH B

aHaMHCE3¢€.

Obwee 0ns uHoanamuoda U NepUHOONPULd

IIpenapamul aumus

CoBMmecTHOE NMPUMEHEeHNEe KOMOMHALMY UHIaaMK/1a U TIEpUHIONIPIIIA ¢ TIpenapaTaMy JTUTHS
00BIYHO HE peKOMeHyeTcs (cM. pasnen 4.5).

Hapywenue ¢ynkyuu novex

Tepanus npenapatom Homumnpen A bu-dopTe npoTrBonokasaHa rnaueHTaM ¢ yMEpEeHHbIM U



TsoKensIM HapymeHueM (yHkiuu nmodyek (KK menee 60 mur/mMuH). Y HEKOTOPBIX MAIIMEHTOB C
apTepuanbHOl runepreH3ueil 6e3 MpeaIIecTBYIOMEro OYEBUAHOIO HapylleHUs (QyHKIUH
NoYeK Ha (oHE Teparnuu MOTYT MOSBHUTHCS JAOOpaTOpHBIE MPHU3HAKH (DYHKIMOHAIBHOM
[IOYEYHON HEJOCTATOYHOCTU. B 3TOM citydae jedyeHue cienyer npekpatutb. B nanbHeiem
MOYKHO BO300HOBUTh KOMOMHHMPOBAHHYIO TEpaIMIO, IPUMEHSS HU3KHE J03bl IPENnaparos,
1100 MPUMEHATH TOJIBKO OJMH U3 IPenapaToB.

TakuMm nanueHTaM HEOOXOOUM pETrYJSIpHBIA KOHTPOJb KOHLEHTpPAIlMd HOHOB Kallus M
KpeaTHHUHA B KPOBU — uepe3 2 HeleNH IOoCje Haydala Tepanud M B JajJbHEWIIeM KaxIble
2 Mecslla B IEepHOA, KOraa jao3a mnpemnapara nojgodpana. Iloueunas HeZOCTaTOUHOCTh yallle
BO3HHMKAET y MAIIMEHTOB C TSKEJION cepieyHOM He0CTaTOYHOCTIO MIIM UCXOAHON IOYeuyHOH
HEJ0CTaTOYHOCTBIO, B TOM YHCJIE, IIPU CTEHO3€ MOYEYHON apTepuu.

JlexapctBennbiii npenapatr Homunpen A bu-gopre He pekoMeHIOBaH K INPUMEHEHHMIO B
cilydyae JIByCTOPOHHEI'O CTE€HO3a II0YEYHBIX apTepuil MIM B ClIydae eIMHCTBEHHOM
(GYHKIHOHUPYIOLIEH MOYKH.

Apmepuanvnas eunomen3zus u HapyuieHue 800HO-3IEKMPOIUMHO20 bananca

B ciydae ucxoHOM TMIIOHATPUEMHH CYIIECTBYET PUCK BHE3AITHOTO PA3BUTHS apTEepPHATBHOMN
TUIIOTEH3UH, B YaCTHOCTH, Yy MAalUMEHTOB CO CTEHO30M IouyedHoil aprepuu. Ilostomy
HEOOXOIUMO TIPOBEJIEHHE CHUCTEMATUYECKOH OLIEHKM CHMITOMOB O00€3BOKMBAaHUS U
CHI)KEHMSI COJIEp)KaHUs DJIEKTPOJUTOB B IUIa3ME KpPOBH, HAlpUMEp, MOCIE AUaped WIu
pBOTHI. TakuM mMalMeHTaM HEOOXOIUM PEeryJSpHBIA KOHTPOIb COJCPKAHUS AIEKTPOIUTOB
IUIa3Mbl KPOBH.

[Ipy BBIpa)K€HHOM apTepHATbLHONW TUIOTEH3UM MOXKET MOTpeOoBaTbcs BHYTPUBEHHOE
BBEJICHUE U30TOHUYECKOIO COJIEBOTO pacTBOPA.

Tpan3uTopHass apTepuaNbHasi THUINOTEH3WS HE SBISETCS TMPOTHUBOIOKA3aHUEM IS
npoaoipkeHus Tepanuu. [locne BoccTaHOBIEHHs oO0beMa ILUPKyIHpyrouled kpoBu u A/l
MOKHO BO30OHOBHUTbH TEpAIHUIO, MPUMEHSS HU3KHUE J103bl, TMOO MPUMEHATh TOJBKO OJUH U3
KOMIIOHEHTOB Mpernapara.

Cooeporcanue xanus

KomOuHnpoBaHHOE IpUMEHEHUE UHIAaMU/ia U MEPUHIONPUIIa HE MTPEeI0TBPAIaeT pa3BUTHE
TUIOKAIMEMUH, OCOOEHHO Yy TMAIMeHTOB C CaXapHbIM JAMa0eToM WIM TOYE€YHOH
HeJocTaTOYHOCThI0. Kak M B cilydyae mpuMeHeHus Jo00ro rMIOTEH3WBHOIO Ipernapara B
KOMOWHAIIMKA C JUYPETHKOM, HEOOXOIMM pPETYyJSpHBIA KOHTPOJh KOHIEHTPAIMHA Kalius B

j1asmMe KpOBH.



Hnoanamuo

Ileuenounas snyepanonamus

[lpyn Hanwuumu HapymIeHUH QYHKIUM [EYCHU MPUEM THA3HIHBIX W THA3HIOTOJ00HBIX
JIMYPETUKOB MOXET IPUBECTH, OCOOCHHO B CIIydae 3JEKTPOIUTHOTO ArcOanaHca, K pa3BUTHIO
NICYCHOYHOH DHIIe(aToNaTuu, KOTopask MOXET MPOrpeccUpoBaTh JI0 IEYCHOYHOH KOMBI. B
TaKOW CUTYAIMH CJIeyeT HEMEJICHHO MPEKPATUTh MIPUEM Y PETHKA.
DomouyscmeumenbHOCMb

Ha ¢one npuema THA3MIHBIX U THA3HIOMOAOOHBIX JAUYPETHKOB COOOINAIOCH O CIIydasx
pasBuTus peakuuii ¢porouyBcTBUTeNbHOCTH (cM. paznmen 4.8). B ciydae pa3BuTHS peakiuii
(OTOUYBCTBUTEIILHOCTH Ha (OHE MpHUEeMa Mperapara cienyeT MpeKpaTtuth JieueHue. [lpu
HEOOXOIMMOCTH TIPOJOIDKCHHS TE€PAIUU TUYPETUKAMHU, PEKOMEH]IyeTCs 3allUIIaTh KOKHBIC
MIOKPOBBI OT BO3JICHCTBHSI COTHEUHBIX JTyYeH MM UCKYCCTBEHHBIX YIIbTPa(HUOIETOBBIX JIyUei.
Boono-snexkmponumusiii 6aranc

Konyenmpayus uonoé nampusi é niasme Kpoeu

KoHmeHTpanuio HOHOB HATPUS B IJIa3Me KPOBH HEOOXOAMMO ONPEACTIATH 0 Hadaia JICUCHHS,
a 3aTeM PEryJSIpHO KOHTPOJIHMPOBATh Ha (poHe mpuema npenapata. CHIDKEHHE KOHIIEHTPAIIH
WOHOB HATpUs HAa HAYAIBHOM JTale MOXET HE COMPOBOXKIATHCS KIMHUYCCKHUMHU
CHUMIITOMaMH, TIO3TOMY HEOOXOIMM PEryJISpHBIN J1Ta00paTOpHBIA KOHTPOJb. boiee vacThiii
KOHTPOJIb COJICPKaHUSI MOHOB HATPHS TOKA3aH MallMeHTaM C IUPPO30M MEUEHH U MalueHTaM
noXwioro Bo3pacta (cMm. pasgensl 4.8 u 4.9). JleyeHne mOOBIMH AMYPETUKAMHU MOMKET
BbI3BAaTh TMIIOHATPUEMUIO, MHOT/Ia C OYEHb CEePhE3HBIMH MOCIEACTBUAMU. [ HmoHaTpueMus,
COTPOBOXKAAIONIASCS TUMOBOJEMHEH, MOXET MPHUBOIUTH K Pa3BUTUIO 00E3BOKUBAHUS U
OopTOCTaTu4Yeckoi THNoTeH3ur. COMyTCTBYIOIEe CHW)KEHHE COIEp)KaHWsS HOHOB XJopa
MOYKET MPHUBECTH K PAa3BUTHIO BTOPHUYHOTO KOMIIEHCATOPHOTO METabOIIMYECKOTO alkano3a:
94acTOTa €r0 BOSHUKHOBEHHUS U CTETIEHb BHIPAKEHHOCTH HE3HAYUTEIbHBIE.

Konyenmpayus uonoé kanus 6 niazme Kposu

CHIDKEHUE KOHIICHTPAIH KAJIHS ¢ TUITOKAJTMEMUCH SIBIISICTCS OCHOBHBIM PHCKOM, CBSI3aHHBIM
C TepamuWied THA3WIHBIMH M THA3HUIOMOAOOHBIMU JUYPETHKAMH. | UITOKAITHMEMHS MOKET
BbI3BaTh MBIIIEUHbIE paccTpoiicTBa. Coo0Ianocs o ciaydasx pabJoOMUOIN3a, B OCHOBHOM Ha
(b oHE TSHKEION TUITOKATHEMUHU.

HeoOxomumo mpemynpexnaTh pPHUCK CHIDKCHHS KOHIEHTpAIlMM WOHOB Kaiusi (MeHee
3,4 MMOJIB/IT) y CIEAYIONUX KaTeropui MAIMEHTOB M3 TPYIITBI BEICOKOTO PHCKA: IMAIIHEHTOB
MOXKUJIOTO BO3pacTa W/WIM UCTOUICHHBIX TMAIMEHTOB KakK TMOJydYaloluX, TaKk H He

noJiyqaromunux COYCTAHHYH0 MCAUKAMCHTO3HYIO TCpAIlMiO, MAIUCHTOB C MUPPO3OM IICUCHU C



OTEKaMH M aclUTOM, HIIEMHUYECKOW OOJEe3HBIO CEpAlla, CEepACYHONH HEIO0CTATOYHOCTHIO.
['mnokanmuemMust y 3TUX NAIlMEHTOB YCUIMBACT TOKCUYECKOE JICHCTBHE CEPACUHBIX TNIMKO3UIOB
U TIOBBIIIAET PUCK PAa3BUTHS HAPYIICHUHN pUTMA.

K rpymme noBbIIIEHHOTO pUCKa TaKXXe OTHOCATCS MAalMEHTHI C yIIIMHEHHBIM HHTepBasioMm QT
Ha DK, KaKk BpOXKIIEHHBIM, TaK ¥ BHI3BAHHBIM JICHCTBHEM JICKAPCTBEHHBIX CPEICTB.
['unokanuemusi, TaKxe, Kak U OpaguKap/us, CIOCOOCTBYET Pa3BUTHIO TSDKEJIBIX HAPYIICHUN
CepACYHOr0 PUTMA, OCOOCHHO MONUMOP(HHON KETYyJOUYKOBONH TaXUKAPIUHU TUMA KITUPYIT»,
KOTOpasi MOXKET ObITh (paTambHOH. BO Bcex OmMMCaHHBIX BBHIINIE Clydasx HeoOXoaum Oosee
YacThli KOHTPOJb COJEPXKAaHHWS HWOHOB Kaiusi B Iuta3Me KpoBu. [lepBoe wu3MepeHme
KOHIICHTPAIlM! MOHOB KaJlusi HEOOXOJMMO MPOBECTH B TCUCHHE IIEPBOM HEACTH OT Hadaia
TEpaITHH.

[Ipy BBIABICHWM THUINOKAIMEMUH [OJDKHA IPOBOIUTHCS COOTBETCTBYIOIIAS KOPPEKIHS.
['mnokanuemus, CBsI3aHHAsE ¢ HU3KOW KOHIICHTPAIUCH MarHus B CBIBOPOTKE KPOBH, MOXET
OBITh PE3UCTEHTHA K JICYCHHUIO JIO TEX TOp, NOKA YPOBEHb MarHusl B CHIBOPOTKE KPOBU HE
OylleT CKOPPEKTUPOBAH.

Konyenmpayus uonoe kanvyus 6 niazme Kposu

TuasunHble U THA3HUIOMOIO0OHBIC JUYPETUKHA MOTYT YMEHBIIATh BHIBEJCHHE MWOHOB KaJbIIUs
MOYKaMH, PUBOJISI K HE3HAYMTEILHOMY U BPEMEHHOMY TIOBBIIICHHIO KOHIIEHTPAIIMH KaJIbIIHSI
B IUIa3Me€ KpPOBH. BhIpakeHHOE MOBBIINICHWE KOHIEHTPAIMM HOHOB KaJbIIMS MOXET OBITH
CBSI3aHO C HEIMArHOCTUPOBAHHBIM THIIepmaparupeo3oM. llepex mccrnemoBanueMm (yHKIHHA
MapalUTOBUIHBIX Kelle3 CIeyeT OTMEHUTD MIPHEM TUYPETHUYECKUX CPECTB.

Yposenv macnus 6 nnazme kposu:

Ha ¢done nmpuMeHEeHNs THA3HIIHBIX W THA3HUOMOAO0HBIX JUYPETUKOB, BKIIFOYAs WHJIATIAMUI,
OTMEYaJIOCh YBEIMUEHHUE BBIZCICHHSI MArHHUSI C MOUOM, YTO MOXET CTaTh MPUYNHON Pa3BUTHS
rHIOMaruueMuu (M. paszensi 4.5 u 4.8).

Konyenmpayus enrorxosvl 6 kposu

Heo06xoauMo KOHTPOJIIMPOBATh KOHIIEHTPAIMIO TIIFOKO3BI B KPOBU Y MAIEHTOB C CaXapHbBIM
nrabeToM, 0COOCHHO KOT/1a KOHIIEHTPAIIH HOHOB KaJIUsl HU3Kasl.

Mouesas kucnoma

VY nanueHToB C MOBBIIIEHHON KOHIEHTpaIMeld MOYEBOW KHUCIOTHI B IJIa3ME€ KPOBU HMeEETCs
TEH/ICHIVS K YBEIMYCHUIO YaCTOTHl BOSHUKHOBEHHUS IPUCTYIIOB MTOIATPHI.

Huypemuueckue cpedcmea u pyHKyusi nouex

TuaszugHele ¥ THA3UIOMOAO0HBIE TUYPETHKH J(PGEKTUBHBI B TMOITHOH Mepe TOIBKO Y

NalueHTOB C HOpM&J’IBHOﬁ niIM  HE3HAYUTCIIBHO HapymeHHoﬁ (I)yHKI_[I/I e IoYeK



(KOHIIEHTpAIs KpeaTUHUHA y B3POCIIBIX MAIIUEHTOB HIDKE 25 MT/J miH 220 MKMOJIB/J).

Y MOXWUIBIX MAUEHTOB YPOBEHb KpEeaTWHHWHA B IUIa3Me€ KPOBH JIOJDKEH OICHUBATHCS C
y4eTOM BO3pacTa, Beca U 1oJjia, B coOoTBeTcTBHHU ¢ hopMmyiioii Kokpodra:

Knupenc kpeamununa (KK) = (140 — so3pacm) X eec/0,814 x konyenmpayusi Kpeamununa 6
niasme Kposu,

r7ie: BO3pacT — BO3pacT HAalMeHTa B rojax, BeC — Macca Tejla B KI, KOHLIEHTpalUs
KpeaTHHUHA — KOHIICHTPAllKs KPeaTHHIHA B TUIa3Me KPOBU B MKMOJIB/JI.

@opmysia NOAXOIUT JJI MY)KUHH IOXKMIIOTO BO3PACTa; JUIsl JKEHLIUMH IOKUJIOIO BO3pacTa
clenyeT YMHOXKHUTD pe3yibTaT Ha Kodddunment 0,85.

B nauane neueHus TUypeTUKOM y MAIMEHTOB M3-3a TMIIOBOJIEMHUH (BCIIEJICTBUE BBIBEJICHUS
BO/IbI M1 MOHOB HaTpusl) MOXET HAOIIOAAaThCsl BPEMEHHOE CHUKEHHE CKOPOCTH KIIyOOUKOBOM
GmIbTpauy M yBEIMUCHHE KOHICHTPAlMM MOYEBUHBI U KpEaTWHWHA B IUIa3Me KPOBH. JTa
TpaH3uTOpHas (PyHKIHMOHAJIbHASA TOYEYHAs HEJAOCTATOYHOCTh HE MMeeT HeOIarompusiTHBIX
MOCNEACTBUM Il MAIlMEHTOB C UCXOAHO HOPMAaNbHOW (yHKIMEH MOYeK, OJHAKO MOKET
yCYTyOIsTh YK€ UMEBILIEECS IO Hadala JICYeHUs HapyleHHe (QyHKIMH MOYeK.

Cnopmcmenvl

CnoprcMeHaM ciieflyeT oOpaTuTh BHUMaHHE Ha TO, YTO JIGKAPCTBEHHBIN Mpernapar COIEPKUT
NEHCTBYIOIIEE BEIIECTBO, KOTOPOE MOXKET J1aBaTh MOJOXKUTENIbHBIN pe3yiabTaT MpH
IIPOBE/ICHUU JIOTIUHT-TECTA.

Xopuouoanvhwlii 861nom, 0OCmMpas MUONUS, BMOPULHASL 3AKPLIMOY20IbHAS 2NAYKOMA
CynboHamMu]T M €ro NPOM3BOJIHBIE MOTYT BbBI3bIBATH pa3BUTHE HIMOCHHKPA3UUECKOM
peakuuy, MPUBOJAIIEH K Pa3BUTHIO XOPHOUAAIBHOIO BBINOTA C JA€()EKTOM IMOJs 3pEHus,
IpexXonsieil MUONMMM M OCTPOW BTOPUYHOM 3aKpHITOYTOJNbHOM Iiiaykome. CHMITOMBI
BKJIIOUYAIOT BHE3AIHOE CHM)KEHHUE OCTPOTHI 3pEHUs UM 00Jb B IJ1a3aX C OCTPHIM HAyalioM U
OOBIYHO BO3HMKAIOTB TEYEHHME HECKOJIbKMX 4YacoB MWJIM Heledb I[ocje Hayala IMpueMa
npenapata. [Ipu oTcyTCTBUM JIeUeHUsT OCTpasi 3aKPHITOYTOJIbHAS TJIAyKOMa MOXKET MPUBECTH K
HeoOpaTUMOH moTrepe 3peHus. B mepByro ouepenpb Tepamus 3aKIHOYaeTcss B MaKCUMAaJIbHO
ObICTpOl OTMeHe mpenapara. Eciau BHyTpUIIa3HOE AaBJIEHUE OCTAETCSl HEKOHTPOJIUPYEMBIM,
MOKET TOTpeOOBaThCsl HEOTJIOKHOE MEIUKAMEHTO3HOE JIEYeHHE WM XHPYpruueckoe
BMeIaTensCcTBO. DaKkTopamMu pucCKa Pa3BUTHs OCTPON 3aKPBHITOYTOJIBHOW TNIayKOMBI MOTYT

OBITh AJUICPTUYICCKHUEC PCAKIINU Ha CYJ'IL(bOHaMI/III WK ICHUIWJIJIMH B aHaAMHE3C.

Llepundonpun

Heouinas 6roxada penun-aneuomensut-aaboocmeponogotl cucmemst (PAAC)



Nmerotca naHHble 00 yBEIMYEHUM pHCKAa BO3HUKHOBEHMS apTEpHaIbHON THUIIOTEH3UH,
TUIEPKAIMEMUN U CHIDKEHMM  (DyHKIMM 1OouYeKk (BKJIOYas OCTPYI  IOYEUHYIO
HEIOCTaTOYHOCTh) TPU COBMECTHOM TNpuMeHeHHHu HHTHOuTOpoB AIID® ¢ APA |l wmm
anuckupenoM. llostomy nBoitHas Onokama PAAC mocpeacTBoM coueTaHus HHTHOUTOpa
AIID ¢ APA Il wm anuckupeHoM He pekomeHayerces (cM. pasnenst 4.5 u 5.1). Ecnu nBoiinas
6s10Kazia abCONIFOTHO HEOOXOMMA, TO 3TO JIOJIKHO BBINOJIHATHCS O] CTPOTUM HaOII0IeHUEM
CHELHAINCTA TPH PEryJIPHOM KOHTpOJie (DYHKIMH TOYEK, COACPIKAHUS DIEKTPOJIUTOB B
m1asme kposu u A/l

[Tpumenenue uarnOuTOpoB AII® B coueranuu ¢ APA |l mpoTuBONOKa3aHO y MAaIMEHTOB C
nuabeTrueckoi HedponaTHel U He PpeKOMEHAYEeTCs Y IPyTUX HalUeHTOB (CM. pasneinsl 4.3 u
4.5).

Kanuiicbepecarowue Ouypemuxu, npenapamvl Kaius, Kaiuucooepicawue 3ameHumenu
nuwesoll conu u nuuesvle 000aA6Ku

He pexomeHayeTcss COBMECTHOE IpPUMEHEHHE MEpUHIONpUIa M KajauiicOeperaroumx
JTUYPETUKOB, a TAK)Ke MPEenapaToB Kalus, KaIMNHCoIep KaluX 3aMEHUTEEN MUILEBOI COu U
MUINEBBIX 100aBOK (cM. pa3zaen 4.5).

Heitimponenus, azpanynoyumos, mpomboyumonenus, anemus

HmeroTcs cooOlieHust O pa3BUTHUM HEUTPONEHUU/ArpaHysIolUTO3a, TPOMOOLUTONCHUU U
anemuu Ha ¢oHe mpueMa HHruouTopoB AIID. V manueHTOB ¢ HOpMAIEHOW (PYHKIMEH MoUeK
u 0e3 COmyTCTBYIOIHX (PAKTOPOB pPHUCKA HEUTPONCHHS BO3HWKaeT penko. C kpaiiHeil
OCTOPOKHOCTBIO CJIEAyeT NPHUMEHATh NEepUHAONPMI Ha (oHEe CHCTEMHBIX 3a00JIeBaHUI
COEMHUTENbHOM TKaHH, a Takxke, Ha (oHe MmpHeMa UMMYHOJCNPECCAHTOB, AJJIONMYpPUHOIIA
WIM IPOKanHaMuJa, WIK MpU COYETaHUU 3TUX (PAKTOPOB, OCOOEHHO Yy MAIIMEHTOB C UCXOIHO
HapylLIeHHON (yHKIUEH MoYexK.

VY HeKOTOpBIX MAlMEHTOB BO3HHMKAIU TsDKeNble HMH(EKUMOHHbIE 3a00JeBaHUs, B pAle
cllydyaeB, yCTOMUYMBBIE K WHTEHCUBHOM aHTHOMOTHKOTepanuu. Ilpu Ha3HaueHun
NEepUHJIONpUIa TaKUM HNAIllMEeHTaM PEKOMEHJyeTCs MEepUOAMYECKH KOHTPOJIMPOBATh YHUCIIO
JeKOIMTOB B KpoBU. [lanmeHThl AODKHBI coOOIIaTh Bpady O JIIOOBIX NpU3HAKaX
MH(EKIMOHHBIX 3a00sIeBaHn# (HarpumMep, 00Ib B ropJe, Tuxopanka) (cM. pasaenst 4.5 u 4.8).
AHEMHsI MOXET Pa3BUBAThCS Y MALMEHTOB MOCE TPAHCIUIAHTAIMU TTOYKH WK Y MAI[UeHTOB,
HaXOJSAIIMXCS Ha remoauanuse. [Ipy 3ToM cHuXeHHe reMoryioonHa TeM OoJblile, YeM BBILIE
OblI €ero MepBOHAYaJbHBIM TOKa3aTeslb. JTOT 3(PQEKT, MO-BUAUMOMY, HE SBISETCS
JI0303aBUCUMBIM, HO MOXET OBITh CBSI3aH C MEXaHU3MOM JeicTBus MHruoutropos AIID.

HesnaunrtenbHoe CHHXKEHHE TeMOTIIO0ONHA MMPOUCXOAUT B TCUCHUC NCPBLIX 6 MCCAIICB, 3aTEM



OH OCTaeTCd CTAOMIBLHBIM M MOJHOCTBIO BOCCTAHABIMBACTCH ITOCJIE OTMEHBI mpemnapara. vy
TaKHuX IalUCHTOB JICUCHUC MOXKET OBITh MMpOAOJIKEHO, OAHAKO IéMaTOJIOTUYCCKUE aHaJIUu3bI

JIOJKHBI IIPOBOJUTHCS PETYIISIPHO.

Penosacxynapnas eunepmensus

Y namueHToB € JBYCTOPOHHMM CTE€HO30M IIOYEYHBIX apTepuil WU CTEHO30M apTepuu
€IMHCTBCHHON (YHKIIMOHHMpYIOMIEH TIO4YKd Ha (oHe mnpuMeHeHus uHrHOUTOpa AllD
BO3PACTaeT PUCK PAa3BUTHS TUIOTEH3WH W MOYCYHOM HEJOCTAaTOYHOCTH (cM. pasgen 4.3).
[TpueM AMYypPETHKOB MOXET OBITH JOMOJHUTEIBHBIM (hakTopoMm pucka (cMm. pasmgen 4.3).
Yxyaumenue (QyHKIMU MMOYEK MOKET HaONI0aThCs YK€ MPU HE3HAYUTEIIbHOM H3MEHEHUU
KOHIIEHTPAllMU KpEeaTUHUHA B CHIBOPOTKE KPOBU, AK€ y MAIMEHTOB C OJHOCTOPOHHUM
CTEHO30M II0YE€YHOHN apTepuHu.

MeToioM JIeUYCeHUST PEHOBACKYJSIPHON THUIIEPTEH3WH SIBISIETCS peBacKyispu3arms. Tem He
MeHee, npuMeHeHrne HHruOuTopoB AIID MoxkeT OKa3bIBaTh MOJIOKHUTEIBHOE NEHCTBUE Y
JAHHOW KaTeropuu MAaIMeHTOB, KaK OKUAAIOIINX OMEPATUBHOTO BMEIIATEIHCTBA, TAK U B TOM
cilydae, KOTJla XUpypriuuecKoe BMEIaTeIbCTBO MTPOBECTH HEBO3MOXKHO.

[Tpumenenue nexapcTBeHHOrO npenapara Homumnpen A bu-¢opre He moka3aHO manueHTaM ¢
YCTaHOBJICHHBIM WJIM MPEIoJiaraéMbIM CTEHO30M IIOYEYHOH apTepuu, TaK Kak y TaKuX
NAIMEHTOB TEPaNui0 CIeAyeT HAauyuHaTh B YCJIOBHMSX CTallMOHapa ¢ 0Oojee HU3KUX 03
KOMOHMHAIIMY WHIAMaMH/Ia ¥ TIEPUHAONPUIIA.

Tlosviwennas uyecmsumenbHOCMb, AHSUOHEBPOMUYECKULL OMEK

[Tpu nmpueme waTHONTOPOB AIID, B TOM YHICIIe M TIEPUHIONPIIIA, B PEIKUX CIIydasx MOMKET
HAOMIOIaThCSl Pa3BUTHE AHTHMOHEBPOTUYECKOTO OTEKa JIWIA, KOHEYHOCTeH, Ty0, s3bIKa,
TOJIOCOBBIX CKJIQZOK /WM roptand (cMm. pasmen 4.8). DTo MOXeT MpOM30MTH B JH0OO#
nepuoj; Tepanud. [IpW TOSBICHWW CHMIITOMOB TIPHEM TEPHHJIONPUIA JODKEH OBITh
HEMEJJICHHO MPEKpaIlleH, a MAIMeHT J0JDKEH HaOM0AaThCs 10 TeX TOp, IOKa MPU3HAKH OTeKa
HE HMCUE3HYT MOJHOCTHIO. Ecnu oTek 3arparuBaeT TOJNBKO JIUIO U TYOBI, TO OH OOBIYHO
MPOXOJUT CaMOCTOSITENIHO, TPU STOM B KayecTBE CHMITOMATHYECKOW TEpamud MOTYT
MPUMEHSTHCS aHTUTHCTAMUHHBIC CPEJICTBA.

AHTHOHEBPOTHYECKUN OTEK, COTPOBOXKIAIONIUICS OTEKOM TOPTAaHU, MOXET IPUBECTH K
neTanpHOMY Hcxoay. OTek s3bIKa, TOJMOCOBBIX CKJIQJOK HIIM TOPTAaHW MOXET MPHUBECTH K
OOCTPYKIMH JbIXaTeNbHBIX TyTel. [Ipy MOsIBIEHUH TaKUX CUMIITOMOB CIEAyeT HEMEICHHO
HAYaTh IMPOBOJUTH COOTBETCTBYIONIYIO TEPAIHIO, HAIIPHUMEpP, BBECTH IMOJAKOKHO IMHHEPPUH

(anpenanuu) B pasBegenuu 1:1000 (0,3 —0,5mi) w/mam obecrednTh MPOXOAMMOCTD
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JIbIXaTeIbHBIX MTyTEH.

CooOmranocs 0 0osiee BHICOKOM PUCKE PAa3BUTHUS AaHTMOHEBPOTHUYECKOIO OTE€Ka y MAallMeHTOB
HErpPOUJHOM pachl.

VYV nmanueHToB, B aHAMHE3€ KOTOPBIX OTMEUaJICd aHTMOHEBPOTHYECKUI OTEK, HE CBSI3aHHBIN C
npueMoM HHrHOUTOpoB AII®D, MOXeT OBbITh MOBBIINIEH PUCK €r0 Pa3BUTHS MPH IpHUeMe
npenapaToB 3TOM TpyIsl (cM. pasaen 4.3).

B penkux cmywasx Ha QoHe Tepanuum  uHrHOuTOopamm  AIlD  pa3BuBaercs
AQHTMOHEBPOTUYECKUHN OTEK KuIleuHuKa. [Ipu 3TOM y manueHToB oTMevanach 00Jb B )KUBOTE
KAaK W30JINPOBAHHBIM CHUMIITOM WJIA B COYETAaHUM C TOUIHOTOM M PBOTOW, B HEKOTOPBIX
ciaydasix 0e3 MpeAlIecTBYIOIIEr0 aHTMOHEBPOTHMUYECKOTO OTeKa JIMLA U MPH HOPMAIbHOM
ypoBHe akTuBHOCcTH Cl-3cTepasbl. JlnarHo3 ycraHaBiuBajiCs ¢ MOMOIIBIO KOMITbIOTEPHOM
ToMorpadguu OpIOIIHOM TOJOCTH, YJIbTPA3BYKOBOTO HCCIIECOBAHUS WM B MOMEHT
XUPYPru4eckoro BmemaresnbcTBa. CUMITOMBI MPOXOAWIIM TOCHE NPEKpalleHHs] IMpueMa
uaruoutopoB AlID. [Tostomy y manueHToB ¢ 00J1bI0 B 00JaCTH KMBOTA, IMOJYYAIOIIUX
unruoutopel  AIl®, mpu mnpoBenaeHnn mupdepeHIUaTbHON JAUArHOCTUKA HE00X0IUMO
YYHUTHIBATh BO3MOKHOCTh PA3BUTHUSI aHTMOHEBPOTUYECKOTO OTEKA KUIIICUHHKA.

CoBMecTHOE TMpPUMEHEHHE TEePUHIONPHIAa ¢ KOMOMHHUPOBAHHBIMHM JIEKAPCTBEHHBIMU
mpernapaTamMi, COJEPXKalUMH  BaJicapTaH + cakyOUTpuJ, MPOTUBOMOKA3aHO, TakK Kak
MOBBIIIICH PUCK PA3BUTHS aHTHOHEBPOTUYECKOTO oTeka (cM. pasnensl 4.3 u 4.5). [Ipumenenue
KOMOMHHMPOBAHHOTO JIEKApCTBEHHOT'O Ipenapara, COAEpXallero BajcapTaH + caKyOuTpHil,
BO3MO)KHO HE paHee, 4eM uepe3 36 4acoB IOCNE MOCIEAHErOo IpUeMa IEPUHAOIPUIIA.
[TpuMmeHeHre NepUHONIPUIIA BO3MOXKHO HE paHee, 4eM depe3 36 4acoB Mocie MpeKpaleHus
npuema KOMOMHHPOBAHHOTO JIEKapCTBEHHOTO npemnapara, COJIEpIKaIIIeTo
BajicapTaH + cakyoutpui (cM. pa3aenst 4.3 u 4.5).

CoBMecTHOe npuMeHeHHe MHTuOUTOpoB AIID ¢ mHrHOMTOpamMHu HEmpUIM3UHA (HAMIPUMED,
panekagoTpuioMm), uHruomtopamu mTOR (Hampumep, CHpPOIUMYCOM, D3BEPOIUMYCOM,
TEMCHPOJIMMYCOM) H  TJIMOTHHaMU  (HampuMep, JIMHATJMITAHOM, CaKCarJIUIITHHOM,
CUTArJIMIITHHOM, BWJIJATJUIITHHOM) MOJXKET TPHUBECTH K TMOBBIIMICHHOMY PHCKY Pa3BUTHUSA
AHTMOHEBPOTUYECKOTO0 OTeKa (Hampumep, OTEKY JbIXaTeIbHbIX IyTE€H WU A3bIKA, C
HapyIlIeHHeM JbIXaHus Wik 0e3 Hero) (cM. pasaen 4.5). Cienyer co0ir0IaTh OCTOPOKHOCTD
MpyU  Ha3HA4YCHWH parekagoTpwia, wuHruoutopoB mTOR  (Hampumep, cupoiaumyca,
IBEPOIMMYCa, TEMCHUPOJIMMYCA) U TJIMITUHOB (HampUMep, JIMHATJIMIITHHA, CAaKCATJIMITHHA,
CUTArJUNTHHA, BUJIATJIUIITHHA) Y TIAIIMEHTOB, YXKe MpUHUMAaronuXx uHruoutop AllD.

Anagunaxmouonvie peakyuu npu nposedeHuU 0ecencubUIU3ayuU
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HmeroTcs  OTAEnbHBIE COOOIIEHUS O PA3BUTHM JJIMTEIbHBIX, YIPOXKAIOIUX KU3HU
aHa(UIAKTOUJHBIX pPEAaKUMi Yy NalMEHTOB, NoJydaromux HHruouropsl AIID Bo Bpems
JIECEHCUOMIM3UPYIOIIEH Teparuu SI0M NepeNOHYATOKPBUIBIX HACEKOMBIX (ITYEINbl, OCHI).
WNuruburoper  AIl® Heo0X0AMMO TPUMEHSTh C OCTOPOXKHOCTBIO Y  CKIOHHBIX K
QIIEPrUYeCKUM peakUusM MalUeHTOB, MPOXOMSIUX MPOLEAYypbl IECEHCUOUIU3ALNH.
Crnenyer w30erarb mnpuMeHeHuss uHruomropa Alld  mamueHtaM, IOJyYaronuM
MMMYHOTEPAINHUIO SJ0M IE€PEIOHYATOKPbUIBIX HACEKOMBIX. T€M HE MEHee, y NaIUEeHTOB,
KOTOPBIM HEO0O0XOAUMO Kak MpuMeHeHne HHruouTopoB AIID, Tak u npoBeneHue MpoLeayphl
JIeCEHCUOMIN3aluy, aHaQWIAKTOMIHOW peakUUl MOXKHO Hu30eXaThb IIyTeM BpPEMEHHOM
oTMeHbl nHruOuTOpa AIID He MeHee, yem 3a 24 yaca 10 Havaia MpoIeaypHhI.
Anagunakmouonvie peakyuu npu npogedeHuu agepesa IUnonpomeuHo8 HU3KOU ni0mHoOCmu
(VITIHII)

B penkux ciydasx y manueHToB, nonydarouux mHruontopst AIl®, npu nposenenun adepesa
JIIHII c¢ wucnosb30BaHUEM JEKCTpaHa cyibdara pa3BUBAIUCH YIPOXKAOMUE KHU3ZHU
aHadumakTouaHbIE peakuuu. s mpenoTBpamieHus aHA(QUIAKTOMIHON PpEaKIuu CIeayeT
BPEMECHHO IIpeKpamiaTh Tepamnuio nHruouropom AIID nepen kaxmoi nmpoueaypoit adepesa.
Tayuenmoi, naxoosawuecs Ha cemoouanuse

Y nanueHToB, mnosydarommx uHruouropsl AllD, npu npoBeneHMM TremMoauanusa ¢
IIPIMEHEHHEM BBICOKOMPOTOYHEIX MeMmOpad (mampumep, AN69®) 6bulm  OTMeueHSI
aHauIakTOUIHBIE peakiuu. [loaToMy KenaTelbHO TPUMEHATh MEMOpPaHy APYroro THMa Uiu
HIPUMEHSTH TUIIOTEH3UBHOE CPEJCTBO APYroi (hapMaKkoTepaneBTUYECKON TPYIIIBL.
Tlepsuunviii cunepanrboocmeporusm

[TarueHTHl ¢ MEPBUYHBIM TUIEPAIbJIOCTEPOHU3MOM, KaK IPaBUIIO, HE BOCIPUUMYMBBEL K
AHTUTUIIEPTEH3UBHBIM IIpenapaTam, JeHCTBIE KOTOPbIX OCHOBaHO Ha nHruouposanuu PAAC.
[ToaTomMy IprMEHEHHE IIpenapaTa y TAKUX MallueHTOB HE PEKOMEHy€ETCH.

Kaweno

Ha ¢one tepanuu naruouropom AII®D MoxeT oTMeuaThCsi CyXOM YyHOPHBIN Kallleslb, KOTOPBIH
UcYe3aeT Iocie OTMEHbI INpenapaTa. [Ipu mosiBieHMH y HalMeHTa CyXOro Kauuis CleayeT
IIOMHHUTh O BO3MOKHOM SITPOT€HHOM XapakTepe 3Toro cummnroma. Ecim newamuii Bpay
cuuTaer, yTo Tepanus uHruouropom AIlD HeoOxoaMMa MalUEHTY, BO3MOXHO MPOJOKEHUE
npuemMa rpenapara.

Jlemu

D¢ hekTHBHOCTP U NMEPEHOCUMOCTh MPUMEHEHUs TMEPUHIONpUIa y AeTell M MOJPOCTKOB B

KauCCTBC MOHOTCPAIINN UJIN B KOM6I/IH8.I_II/II/I C ApyTruMHU npernaparaMl HC YCTAHOBJICHEI.
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Puck apmepuanvnoii cunomenzuu u/unu nodeunou HedocmamouyHocmu (y NAYUEHMO8 C
cepoeyHoll HeOOCMAMOYHOCMbIO, HAPYUEHUEM B00HO-2]IeKMPOIUMHO20 OANaHca U m.o.)

[Tpr HEKOTOPBIX MATOJOTUYECKUX COCTOSHUSX MOXKET OTMEUAThCS 3HAYMTEIbHAS aKTHUBAIUS
CUCTEMBI «PEHUH-aHTMOTCH3UH-aJIbJOCTEPOH», OCOOCHHO MPHU BHIPAKCHHON THIIOBOJIEMUU U
CHI)KCHHMU COJIEp)KaHUs SJIEKTPOJIMTOB B IIa3Me KpoBH (Ha (oHe OeccolieBOM AMETHI WU
JUIMTETILHOTO TpHeMa JTUYpPETHUKOB), y MAllMeHTOB C HCXOAHO HM3KUM AJl, cTeHO30M
[IOYEYHON apTepHUM, 3aCTOMHOM CEpAEYHOM HENOCTATOYHOCTBIO MM LIUPPO3OM IIEYEHHU C
OTEKaMH U aCIIUTOM.

[Ipumenenue wunrnoutopa AIl® Be3bpBaer Onokagy PAAC wu  mostomMy MOXKET
COIPOBOXKAATHCS PE3KUM CHIKeHUEM AJl /Wiy NOBBIIIEHHEM KOHIICHTPAIMK KpEeaTHHHHA B
IUIa3Me€  KPOBH, CBUJCTENBCTBYIOIIUM O  Pa3BUTHH  (DYHKIHOHAIBHOW  IMOYEHHOM
HEIOCTaTOYHOCTH. DTH SIBJICHHS Yalle HaOJII0AaloTCs MpH MpHeMe MEpBOM 036l Mpernapara
WIM B TEYEHHWE IMEpBBIX JABYX HEAeNb Tepanmuu. B penkux ciaydasx 5TH COCTOSHUS
pa3BUBAIOTCSI OCTPO U B JPYyTrHe CPOKU Tepanuu. B Takux ciiydasx mpu BO300OHOBJICHUU
TEpanuy PEeKOMEHAYETCS NMPUMEHSTh IpenapaT B 0ojee HU3KOW /03¢ M 3aTeM IOCTETICHHO
YBEIUYNBATH J103Y.

Tloorcunoii so3pacm

[lepen HavagoM TmpHeMa MEPUHAONPHIA HEOOXOAMMO OLEHUTh (YHKUIHOHAIBHYIO
AKTUBHOCTH TIOYEK M COJICpKaHUe Kallus B TuIa3Me KpoBH. B Havase tepanuu 7103y npenapara
noAOUparoT, y4YUTHIBasE CTENEeHb CHIDKeHHs AJl, ocoOeHHO B ciiydae OO0E€3BOKHMBAHHUS M
noTepHu AEKTPOoNUTOB. [ToJ00HBIE MEPBI MO3BONISIOT N30EKaTh pe3KOro cHuxkeHus A/l
Amepocknepos

Puck aprepmanbHON TWUIMOTEH3WH CYIIECTBYET Yy BCEX TAIHMEHTOB, OJHAKO OCO0YIO
OCTOPOXKHOCTh CJIEyeT COONI0/aTh, MPUMEHsSI TpenapaT y MalueHTOB C HIIEMHYECKOU
00JIe3HBIO CepAlla U HEJOCTATOYHOCThIO MO3TOBOIO KpOBOOOpAaIIeHHs. Y TaKUX HallMEeHTOB
JiedyeHue clielyeT HaulHaTh ¢ HU3KUX /103 TIperapaTa.

Cepoeunas neoocmamouynocmo, maxcenas cepoeunas HedoCmamo4HoCnb

[Tatimentam ¢ TsKenoW cepaeuHoil HemoctaTouHOoCcThIO (IV QyHKIIMOHANBHOTO Kiacca Mo
kiraccuduramun NYHA) npumenenne npenapata Homunpen A bu-gopre He mokaszaHo, Tak
KaK y TaKkuX TAI[MeHTOB Tepamnus JOHKHA HAuWHAThCS ¢ Oojiee HU3KUX /103 KOMOWHAIUU
WHAMAMHJIA ¥ TIEPUHIONIPHIIA U ITO] TIATSIIEHBIM BpadeOHBIM KOHTPOJIEM.

[TaniueHTHl C apTepUaNbHOW THUNEPTEH3WEH W WIIEMHYECKOW OO0JIE3HBIO cepilla HE JTOJDKHBI
mpekpamarh mnpueM Oera-aapeHo0I0KaTopoB: WHTHOUTOPHl AIID HOMKHBI MPUMEHSTHCS

BMecTe ¢ OeTa-aapeHo0I0KaTOpaMHu.
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Iayuenmul ¢ caxapnvim ouabemom

VY NauuMeHTOB ¢ WHCYJIMHO3aBUCHMBIM CaxapHbIM Jua0eToM (ONAcCHOCTh CIIOHTAaHHOTO
YBENIMYEHUSI COJACpXaHMS Kanus) Tepanmus mnpenapatom Homumpen A bu-dopre
HelesnecooopasHa, MOCKOJIbKY y TaKUX [AlUMEHTOB JIEYEHUE JODKHO HayuHAThCS C
MUHUMaJIBHBIX J03 HHIANAMHIA W MEPUHIONpUIA W IMPOXOAUTH IOJ IOCTOSHHBIM
BpaueOHBIM KOHTPOJIEM.

HeoOxonuMo THiaTenpHO KOHTPOJIMPOBATh YPOBEHb INIMKEMHMM Yy IALUEHTOB C CaXxapHBIM
nrabeToM, paHee MOJMYYaBIIUX MEPOPaTbHBIE CaXapOCHIDKAIOLINE MTPETapaThl WK UHCYIIHH, a
UMCHHO B T€YEHHUE MEPBOr0 MecsIa Tepanuu uaruouropom AIID (cm. pazgen 4.5).
Omuuueckue paziudus

[lepunnonpun, kak u Japyrue uHruOuTopsl AII®D, oka3pIBaeT SBHO MEHEE BBIPAXKEHHOE
AQHTUTUIIEPTEH3UBHOE JICHICTBUE Yy [MallMEHTOB HETPOMIHONM pachl MO CPaBHEHHUIO C
IpPEJCTaBUTEIIIMU  JpyTuX pac. Bo3MoxHO, 3TO paziauuue oOYyCIOBICHO TEM, YTO Y
NALUEHTOB C apTEPUAIBHOM TMIIEPTEH3UEH HErpOMJIHOM pachl 4Yalle OTMEYAeTCsl HU3Kas
AKTUBHOCTb PEHUHA.

Xupypauueckoe emeuiamenbcmeo, aHecmesus.

[Tpumenenne unru6uTopoB AIID MoKeT MPUBECTH K apTepHATIbHOM T'MIOTEH3UH, OCOOCHHO
IPY COBMECTHOM MPUMEHEHHH CPEACTB JJIS aHECTEe3UH, 00JIafatoIuX aHTUTUIIEPTEH3UBHBIM
JICHCTBHEM.

[ToaToMy pekoMeHJyeTcss MO BO3MOXKHOCTH MpPEKpaTUTh IpueM uHruoutopos AllD
JUINTETIBHOTO JEMCTBUS, TaKUX Kak NEPUHIONPWI, 3a CYTKM [JO XHPYyprH4€CKOro
BMEUIATEIbCTBA.

Cmenoz aopmanvHo2o unu MUMpAIbHO2O Kianaumosleunepmpoghuueckas 06CmMpyKmMueHas:
KapOUuoOMuonamusi

WNurn6uropel AII® 10mKHBI € OCTOPOKHOCTBIO HA3HAYaThCS MallMeHTaM C OOCTpyKIUeH
BBIHOCSILIIETO TPAKTA JIEBOTO XKEITyT0UKa.

Ileuenounas nedocmamoynocmo

B peaxkux cnyuyasx Ha Qone mpuema uHruouropo AIID Bo3HUKaeT XojecTaThyeckas
xentyxa. Ilpu mporpeccupoBaHUU 3TOTO CHHIpPOMa BO3MOXKHO pPa3BUTHE (PYIbMHUHAHTHOTO
HEKpo3a II€YEHHU, MHOTAA C JIETAIBHBIM MCXOJIOM. MeXaHu3M pa3BUTHS 3TOTO CHHJIPOMA
HesiceH. [lpu mMoOsBIEHUM KENTyXW WM OPU 3HAYUTEIHLHOM TIOBBIIIEHUH AaKTUBHOCTHU
NEYeHOUYHbIX (epMeHTOB Ha (oHe mnpuema wunHruoburopoB AllD mnamueHty cruexyer
npekpatuth npueM uHruoutopa AIID M HaXOAWUTHCS TOJ COOTBETCTBYIOLIUM CHTYyallud

HaOroIeHreM Bpaya (cM. pasnen 4.8).
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T'unepranuemus

['nnepkanuemMust MOXKET pa3BUBATLCS BO BpeMs jeueHus: nuHruouropamu AIID, B Tom uyucie,
u nepungonpuiom. Maruburopsr AII® MOryT BI3BIBaTH T'MIIEPKAIUEMHIO, TTOCKOJIBKY OHH
UHTUOHMPYIOT BHICBOOOKIACHUE aJbI0CTEPOHA. Y MAIMEHTOB C HOPMAJIbHON (PyHKIHEH movyex
3TOT 3¢ ¢exT OoO0bYHO He3HauuTeneH.  DakTopaMu pHUCKa TUIEPKATUEMUU SIBIISIOTCS
[IOYEeYHasi HEJOCTaTOYHOCTh, YXY/IIeHHe (PyHKIMH [ToYeK, Bo3pacT crapiue 70 jeT, caxapHbli
nrabeT, HEKOTOpbIe COMYTCTBYIOIIME COCTOSIHUS, B YACTHOCTH, MAETHIpATaIs, OCTpas
JEKOMIIEHCALUsSI ~ CEepAEYHON  JEATENIbHOCTH, METa0OJMYECKH  anuao3, COBMECTHOE
IpUMEHEHHE KaluiicOeperaomux IUypeTUKOB (TakUX KaK CIMPOHOJIAKTOH, SIUIEPEHOH,
TpUaMTEpEeH, aMUJIOPU[), a TAaKXKe MPernapaToB Kajaus WM KaIuicolepKalluxX 3aMeHUuTeNel
MUIIEBON COJM, a TaKKe NPUMEHEHUE JIPYTuX MpenaparoB, CHOCOOCTBYIOIIMX MOBBILICHUIO
CoJlepKaHusl Kajlusg B IUIa3M€ KpOBU (HampuMep, TrenapuHbl, KO-TPUMOKCA30J, TaKkKe
U3BECTHBIM Kak KOMOMHAIUs CyJb(haMeToKca3oll + TPUMETONPUM, APYrHe HHTUOUTOPHI
AII®, anTaroHucTH! peLenTopoB anruorensuHa ll, aneruncanumunosas kuciora (3 r/CyTku U
Oosiee), WHrHOMTOpHI IHKIOOKcHreHa3bl-2 (LIOI-2) M HeceneKTHBHBIC HECTEPOUIHBIC
nporuBoBocnanutenbibie  npenaparel  (HIIBIT), wumMyHOnmenpeccaHTbl, TakHe Kak
LUKJIOCTIOPHH HJIM TAKPOIMMYC), 1 0COOCHHO aHTarOHUCTOB anbaoctepoHa uiu APA 1.
[IpumeHeHue mpenapaTtoB Kauus, KaluiicOeperarommx IUYpPeTUKOB, KalUHCoepKallux
3aMEHUTENEN MUIIEBOM COJIM MOXKET IIPUBECTU K 3HAYUTEIBHOMY IOBBILICHHUIO COIEpKAHUS
KaJiusl B KPOBU, OCOOCHHO Y MAllMEHTOB CO CHMXEHHOM (QyHKuIMel mouek. ['mnepkanuemus
MOJKET TPUBECTH K CEphe3HBIM, WHOT/Aa (aTalbHbIM HAPYLUIEHUAM CEpJIEeYHOr0 pUTMA.
KanuiicOeperatone auypetuku u APA Il crenyer mpuMeHATh C OCTOPOKHOCTBIO Y
NAUEHTOB, MOJydamux UHruouTopsl AII®, npu 3TOM cienyer KOHTPOJIUPOBaTh YPOBEHb
KaJIUsl B CBIBOPOTKE U (QYHKIUIO TIOYEK.

Ecnn HeoO0XoIuMO COBMECTHOE TPHUMEHEHHE YKa3aHHBIX BbIIIE IPEnapaToB, JEUeHHE
JIOJDKHO TPOBOJUTHCA C OCTOPOKHOCTBIO Ha (POHE PETyJISPHOTO KOHTPOJS COJEpKaHMs
KOHIICHTPAILIMK NOHOB KaJlKsl B CHIBOPOTKE KPOBH (CM. paszen 4.5).

Bcnomozamenvhule gewjecmea

JlekapctBenHblii mnpenapatr Homumnpen A bu-dpopre coaepkuT 1aKkTO3bl MOHOTHIPAT.
[JanpeHTaM ¢ pPENKO BCTPEYAIOLIEHCS HACIEACTBEHHOM HENEPEHOCUMOCTBIO TIajlaKTO3bl,
neUIUTOM JIaKTa3bl WIM TIIOKO30-TIaKTO3HOM ManbaOcopOlueil He cieayeT NpUHUMATh
3TOT Ipernapar.

Cooepoicanue nampus

Homwumpen A bu-¢ore cogepxutr mMeHee, ueM 1 Mmonb HaTpus (23 Mr) B TablieTKe, TO €CTh
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MPAKTUYECKH HE COJIEPKUT HATPUS.

4.5. B3auMmopeiicTBHe ¢ APYrMMH JeKAPCTBEHHbIMU NpenapaTaMM W Jpyrue BHUAbI
B3aHMO/JeHCTBUSA

Obwee 0ns uHoanamuda u nepuHOOnpuUId

CoBMeCTHOE TPUMEHEHNE HE PEKOMCHIAYETCS

Ipenapamul tumus

[Ipr coBMECTHOM MpPHUMEHEHHH IpernapaTroB JUTUS U MHruoutopoB AIID coobmamock 00
0o0OpaTUMOM THOBBIILIEHUH COJAEP’KaHMs JUTUS B IUIa3ME€ KpPOBM U CBSI3aHHBIX C 3THM
Tokcuueckux d¢¢ekrax. CoBMECTHOE MNPUMEHEHHWE KOMOMHALMK MEpUHIONpHIA U
MHJAaMUJIa C MpenapataMu JIMTUS He pekoMenayercs. [Ipu HeoOxoaumocTu MpoBeIeHUs
TAaKOM TEpanuu CJIEAyeT PEeryjsipHO KOHTPOJIMPOBATh COAEpPXKAHHUE JINTUS B IUIa3ME KPOBU
(cMm. pasgnen 4.4).

CoBMeCTHOE IIPUMEHCHUE TDC6V€T 0co0oi OCTOPOKHOCTHU

baknoghen

VYcunenue aHturunepreH3uBHoro geiicteus. Crenyer koHTposupoBate A/l u, npu
HEO0OXO0IUMOCTH, KOPPEKTUPOBATH J03bl aHTUTUIIEPTEH3UBHBIX MPENAPaTOB.

Hecmepouonvie npomusosocnanumenvuvie npenapamol (HIIBII) (éxnouas evicokue 003bi
AYemuICanuyunIo80ou KUciomol > 3 2/cymku,)

[Tpu coBmecTHOM npuMeHeHnn nHruouTopoB AIID u HIIBII (anetuncanuuunoBas KucioTa B
J103€, OKa3bIBaloIIel NMPOTHBOBOCHAIUTENBHOE JEHCTBHE, MHTMOUTOPB! LIMKIOOKCUTE€HA3bI-2
(IIOT™-2) u necenextuBHbie HIIBII) MoxeT Habmo1aThCs OClablieHne aHTUTHIIEPTEH3UBHOTO
spdexra. CoBmectHoe mpuMmeHeHue HHTHOUTOpPoB AIID u HIIBII Moxer npuBoauTh K
YBEJIMUEHUIO PUCKA YXYIIIEHHUs] (YHKIUU IOYEK, BKJIOYAs pa3BUTHUE OCTPOMl MOYEYHOU
HE/IOCTaTOYHOCTH, U YBEJIIMYEHHUIO COJIEp’KaHMs Kallusi B CBIBOPOTKE KPOBH, OCOOEHHO Yy
NalMEeHTOB C HUCXOAHO CHIKEHHOM (yHkuumeill mouek. Criemyer coOmarofaTh OCTOPOKHOCTD
npu npuMeHeHHMM komOuHaimu npenapara u HIIBII, ocobeHHO y MOXMIIBIX HAlMEHTOB.
[TarueHTsl JOMHKHBI TOJMy4YaTh aJEKBATHOE KOJUYECTBO JKHJKOCTH, PEKOMEHIYyeTcs
KOHTPOJHMPOBATh (DYHKIIMIO ITOYEK KaK B Hayaje COBMECTHOU TepaluH, TaK U MEPUOJANYECKH B
IIPOLIECCE JICUECHMUS.

CoBMeCTHOE IIPUMEHEHME TPeOyeT BHUMAHUS

Tpuyurknuueckue anmuoenpeccanmol, AHMUNCUXOMUYECKUE CPeOCMEa (HetupOIenmuKiL)
[TpenapaThl 3TUX KJIACCOB YCWJIMBAIOT aHTUTHMIIEPTEH3UBHBIA 3()(EKT M yBEIMUUBAIOT PUCK

OpPTOCTATUYECKON TUMOTEH3UH (aIAUTHBHBIN YD DEKT).
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HUnoanamuo

CoBMeECTHOE IIPUMEHCHHUE TDC6V€T 0co0oi OCTOPOKHOCTHU

Ilpenapamul, cnocobnvie 6bI13616aMb NOIUMOPPHYIO HCENYOOUKOBYIO MAXUKAPOUIO MUNA

«nupysmy»

H3-3a PpUCKa pa3sBUTUA T'HIIOKAJIMEMHUU CICAYCT CO6J'IIO,I[aT]':> OCTOPOXHOCTE ITPU COBMECTHOM

HasHa4Y€CHUM HHAallaMyuaa C IperaparaMu, CIIOCOOHBIMH  BBI3BLIBATh HOJ'II/IMOp(bHYI-O

KCJIIYJOYKOBYIO TaXUKaAPAUIO TUIIA «IIUPYIT», TAKMMHU KaK:

AHTHAPUTMUYECKHE JICKApCTBEHHbIE mpemnaparbl |A kimacca (XMHMIUH, THAPOXUHUIMH,
nu3onupamu, npokanHamun) u |C kiacca (pnekannun);

aHTHapUTMUYECKUE JiekapcTBeHHble mpenaparbl |l xmacca (amuonapon, cotasnon,
noderuiua, HOyTHINA, OPSTUIIUS TO3WIIAT, JPOHEIAPOH);

HEWpOJNIeNTUKK:  (CHOTHA3UHBI  (XJIOPIPOMA3HMH, LUAMEMa3HH, JICBOMEIPOMA3HH,
THOpUJA3uH, TpuduyonepasuH, (aydeHasun), OeH3aMUIBI aMHUCYJIbIPHUI, CYJIbIUPUIL,
CYJAbTONPU, THANPHUA), OyTHPO(GEHOHBI (APOMEPHIOJ, TaTONCPUION), MTHMO3MI,
CepTHHJIOI,

AQHTUJCIPECCAHThI: TPULUKIMUECKUE AaHTUJETIPECCAHThl, CEJIEKTHUBHbIC HWHITHOUTOPHI
00paTHOro 3axBaTa CEpOTOHMHA (LUTAIONPAM, ICLIUTAJIONPaM);

aHTUOaKTepuaJIbHble CpeICTBa: (DTOPXUHOJOHBI (JIEBO(IOKCALMH, MOKCU(IIOKCAIHH,
cnapdokcanut, HUOPO(IOKCAMH); MaKpOJIUAbl (3PUTPOMMIMH NpU BHYTPUBEHHOM
BBEJICHUU, Aa3UTPOMUIMH, KIAPUTPOMHIIMH, POKCUTPOMUIMH, CHUPAMHUIMH); KO-
TPUMOKCa301J;

IPOTHBOIPHOKOBBIE CPEJCTBA psiia a30JI0B (BOPUKOHA30J, UTPAKOHA30J, KETOKOHA30I,
dirykoHazomn);

NPOTUBOMAJISIPUIMHBIE CpeAcTBAa (XMHMH, XJOPOXUH, MeQUIOXUH, Trajlo(aHTpuH,
TyMehaHTPHH);

aHTHaHTHHAJIbHbIE CPECTBA (paHOJa3UH, OenpUaAN);

IPOTHBOOIYXOJIEBbIE TpenapaTsl M HMMMYHOMOJYJSATOPHI (BaHAETaHUO, MBILIbIKA
TPHOKCHJI, OKCATHILIATAH, TAKPOJIMMYC, aHATPEITUI);

IPOTUBOPBOTHBIE CPE/ICTBA (OHIAHCETPOH);

CpeACTBa, BIMSAIONIME HA MOTOPHUKY IKEIyJOYHO-KUIIEYHOTO TpakTa (IHM3ampu,
JIOMTIEPHJIOH );

AHTUTHCTAMUHHBIE CPEJICTBA (aCTEMU30I, TepPEeHaInH, MU30JIaCTHH);
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e [poude: TNEHTAMUIWH, JudeMaHWI, BUHKAMUH TpU BHYTPUBEHHOM BBEJCHHH,
Ba30IPECCUH, TEPIUINPECCUH, KETAaHCEpUH, MpoOykoj, mpornodos, ceBodIIypaH,
TEPOIINH, IIUJIOCTA30]1.

Crnenyet npoBOIUTh NPOPHUIAKTUKY TMIIOKATUEMHUH U, IPU HEOOXOAUMOCTH, €€ KOPPEKIIHIO;

KOHTpoJrpoBath uHTEepBan QT.

Ilpenapamul, cnocobHble 6b13b16aMb 2UNOKATUEMUTO

Amdorepunina B (B/B), TIIOKO- W MHHEPAIOKOPTHKOCTEPOUIBI (IIPH CHCTEMHOM

NPUMEHEHUHU), TETPAKO3aKTH, CIaOUTeIbHbIE CPEACTBA, CTUMYJIHPYIOINIME MOTOPUKY

KHUIIEYHUKA: YBEIUYCHHUE PHCKA PAa3BUTHSA TUMOKATHeMUU (aaguTUBHBIA 3 deKT).

Heo0xonuM KOHTpOJb COAEp)KaHUS Kalus B IUIa3Me€ KPOBH, IPU HEOOXOIUMOCTH — €ro

koppekuus. Ocoboe BHUMaHHE CIEAYyeT YACNATh MaldeHTaM, OJHOBPEMEHHO MOJIy4aloluM

cepaeuHble TIUKo3ubl. ClieyeT MPUMEHSTh CIa0UTeNbHbIE CPEACTBa, HE CTUMYIUPYIOIINE

MOTOPHKY KHIIICYHHKA.

Cepoeunvie 2nuKko3uobl

I'unokanuemuss W/WIM TUIOMAarHUEMEs TPEAPAcloiaraloT K Pa3BUTHIO TOKCHYECKOTO

JNEHCTBUS CEpJCYHBIX TIMKO3UA0B. PeKkoMeHayeTcss KOHTPOIMPOBATh COJCpXKAHHE Kalus U

Marausit B 1uiasMe KpoBu W mokazarenu OKIT u, mpu HeEoOXOIUMOCTH, KOPPEKTHPOBATH

TEpaIuIo.

Annonypunon

[Tpu coBMECTHOM MPUMEHEHMHM C WHAAMAMUIOM BO3MOXKHO MOBBIIICHHE YACTOTHI pEaKInit

TUTIEPYYBCTBHTEIHLHOCTH.

CoBMecTHOE OPUMCHCHHUC T‘[)G6V€T BHUMAHUA

Kanuiicbepecarowue ouypemuxu (amuiopuo, CRUpOHOIAKMOH, MPUAMMEDPEH)

Takoe coueTanwe 0OOCHOBAHO y HEKOTOPBIX MaluUeHTOB. [Ipu 3TOM MoxkeT HaOmromaThes
TUTMOKAIMEMUsl WM TUNepkaiueMus (B YacTHOCTH, Yy TAIMEHTOB C MOYEYHOU
HEJOCTATOYHOCTHIO MJIM caxapHbIM quadbetom). Ecim HeoOXoIuMo COBMECTHOE TPUMEHEHNE
WHJAMAMHAJIA W YKa3aHHBIX BBINIE KAJIMHACOCPEraroIuX JIUYPETUKOB, CIEAyeT MPOBOIUTH
KOHTPOJIb COZAEpXKaHus Kaius B Tutazme Kpou u mapameTpoB OKI'. Ilpu HeoOxomumoctu
CXeMa JIeUeHHUsI MOKET OBITh IePecCMOTpPEHA.

Memdghopmumn

OyHKIMOHATBHAS MOYeYHasT HEJOCTATOYHOCTh, KOTOPasi MOXET BO3HHMKATh Ha (hoHe mprema
JTUYPETUKOB, 0COOCHHO «IIE€TIEBBIX», IPU COBMECTHOM MPUMEHEHHH MET()OPMHIHA MOBBIIIACT
PUCK pa3BUTHs MOJIOYHOKHMCIOrO amupo3a. He crmegyer mpuMeHsATh MeT(HOpPMHH, €clu

KOHIEHTpalUsl KpeaTUHWHA B TJIa3Me KpOBU IpeBbimaeT 15 mr/n (135 MKMOJB/) y My»KUUH
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u 12 mr/n (110 MKMOITB/1T) Y KEHTITHH.

Hoocoodepaicawue konmpacmuvie seuyecmsa

O6e3BoxMBaHNE OpraHU3Ma Ha (DOHE MpHeMa ANYPETHUECKUX MPENapaToB YBEIUIHBAET PUCK
PasBUTHS OCTPOM MOYEYHON HEAOCTATOYHOCTH, OCOOCHHO IMpPH NMPUMEHEHUH BBICOKHX 103
HoacolepKaliMX  KOHTPACTHBIX — BemlecTB. llepen  mpuUMEHEHHEM  HOJICOIep Kaliux
KOHTPACTHBIX BEIIECTB MAI[HEHTaM HEOOXO0JMMO KOMIIEHCHPOBATH MOTEPIO KHUIKOCTH.
Kanvyuii (conu)

[Ipy coBMECTHOM TMPHUMEHEHHMH BO3MOXXHO pa3BUTHUE TUIEPKAIBIHEMUN BCIEICTBHE
CHIDKEHUSI SKCKPEIIMHA HOHOB KAJTBIUS IIOYKAMHU.

Luxnocnopun, makpoaumyc

B03MOXHO TOBBIIIIEHWE KOHILEHTPAIlMM KpEaTWHWHA B IJIa3Me KpOBH 0€3 HW3MEHEHHs
KOHIICHTPALMH IIUKJIOCTIOPYHA B TUIa3Me KPOBH, JJa’Ke IIPU HOPMAIBHOM COACP)KaHUHU BOJIBI U
WOHOB HATPUSI.

Kopmuxocmepouowl, mempaxkozaxmuo (npu cucmemHom npumeHeHu)

YMeHbIIEHHE aHTUTUIIEPTEH3UBHOTO P deKTa (3aJepKKa COIH U BOABI Ha (DOHE MPUMEHEHHUS

KOPTUKOCTEPOUJIOB).

Ilepunoonpun

JlaHHbIE KJIMHUYECKUX WCCIEIOBAHUM TIOKa3bIBAIOT, 4TO JBOWHas Omokaga PAAC B
pe3yjbTaTe COBMECTHOTO mpuMeHeHus HHruoutopoB AllD, APA Il umm ammckupena
NPUBOAUT K YBEIMYEHHUIO YaCTOThl BO3HUKHOBEHHUS TaKUX HEXKEIAaTeNbHbIX SBJICHHUN Kak
apTepuanbHas TUTIOTEH3US, THIIEPKAIMEMUS U CHUKEHHE (PYHKIIUH MOYeK (BKIIOYAs OCTPYIO
MOYEUHYI0 HEJOCTATOYHOCTB), TI0 CPABHEHUIO C CHUTYalMsIMH, KOTAA TPUMEHSETCS TOJIBKO
OJIMH TIpenapar, Bo3zaencTytomuii Ha PAAC (cm. pasnenst 4.3, 4.4 u 5.1).

Jlexapcmeennvie npenapamul, nosviularoOwue pUcK pazeumus AH2UOHE8POMUIECK020 OmeKa
CoBMecTHOe TpuMeHeHue uHruoutopoB AIID c koMmOuHaimell BajncapTtaH + cakyOUTpHII
MIPOTHBOIIOKA3aHO, TaK KaK ATO YBEIMYMBAECT PUCK aHTHOHEBPOTUYECKOTO OTEKA (CM. pa3aeibl
4.3 u 4.4). llpumeHenrne KOMOWHAIIMK BaJICapTaH + CaKyOUTPHII BO3MOXKHO HE paHee, 4yeM
yepe3 36 4YacoB TMoOcie NPUMEHEHHs TocieqHe J03bl mnepuHionpuia. Ilpumenenue
IIEPUHOINpUIIA BO3MOKHO HE paHee, yeM uepe3 36 4acoB IOCJE MPUMEHEHUs MOCIEIHEN
J103bI KOMOWHAITUH BaJICapTaH + cakyOuTpui (cM. pasnenst 4.3 u 4.4).

CoBmectHOe mpumeHeHue MHruoutopo AIID c pauexkagorpusiom, uaruouropamu mTOR

(HampuMep, CUPOIMMYCOM, 3BEPOJIMMYCOM, TEMCHUPOJIMMYCOM) M TIUNTHHAMH (Hampumep,
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JIMHATJIMIITAHOM, CaKCArJMITHHOM, CUTATIMITUHOM, BHUJIJATIMITHHOM) MOXET MPHUBECTH K
HOBBIIIEHHOMY PUCKY aHTHOHEBPOTHYECKOTO OTeKa (cM. paszen 4.4).

Jlexapcmeennvie npenapamul, 8bi13b16aI0UUE SUNEPKATUEMUTIO

HecMmotpst Ha TO, 4TO ypOBEHb KaJs B CHIBOPOTKE KPOBH OOBIYHO OCTAeTCS B IMpeaeax
HOPMBI, y HEKOTOPBIX TalMeHTOB, mNpuHuMarommx Homumnpen A bu-dopre, moxer
BO3HUKHYTh TUTICPKATHEMHUSI.

HekoTtopbie nekapcTBEHHBIC MpemapaThl WU KIACChl IPENapaToB MOTYT YBEIMYHUBATH
YacTOTY Pa3BUTUS TUTIIEPKAIMEMHUU: aJTMCKUPEH, COJIM Kallvs, Kanuiicoeperaronme JHypeTHKI
(HampuMep, CIUPOHOJIAKTOH, TPHAMTEPEH WX amuiopuna), uaruouropsr AIID, APA I,
HIIBII, remapuHbl, MMMYHOJCTPECCAHTHl (TaKME KaK LUKIOCIOPHUH WM TaKpOJIUMYC),
TPUMETONIPHM M KO-TPUMOKCa30Jl (Cylb(aMeTrokca3on -+ TPUMETONPHM), ITOCKOJIBKY
TPUMETOIIPHM, KaK HM3BECTHO, JCHCTBYeT MOJOOHO KanuiicOeperaromemMy TUypeTHKY, Kak
ammwitopua. KoMOWHAIMs 3THX JICKAPCTBEHHBIX MPENApaToB YBEIMYMBACT PHCK pPa3BHTHUS
runepkaniuemMun. [loaTomy coBmecTHoe mnpuMeHenne Homunpen A bu-dopre ¢
BBIIIICTICPCUNCIICHHBIMU TIpEIapaTaMi HE pPEKOMEHayeTcs. Eciu 1moKa3aHo COBMECTHOE
NPUMEHECHHE, WX CJIEIyeT NMPHUMEHSATH C OCTOPOXKHOCTBIO M C YAacTBIM KOHTPOJIEM YpPOBHS
KaJIisi B CBIBOPOTKE KPOBH.

CoBMeCTHOE IIPUMEHEHNE TPOTHBONOKA3aHO (CM. pa3acii 43)

Anuckupen u nekapcmeenHvle npenapamsi, cooepicauyue anucKupeH

CoBMecTHOE mnpuMeHeHue UHruoutopoB AllD ¢ nekapCcTBEHHBIMM IpenapaTramu,
COJIEpXKALMMH aJTUCKUPEH, MPOTHBOIOKA3aHO Yy TMALMEHTOB C CaXapHbIM AUabeToM H/WiH
YMEpEHHBIM WM TSKeNbIM HapymeHueM ¢yHkuun mouek (CK® < 60 mu/mun/1,73 m?
TUTONIA/IA TIOBEPXHOCTH Tena) (cM. paszmen 4.3). Bo3pacraeT puck pa3BUTHS TUTIEPKATIEMHUH,
yXyAueHus: QyHKIUHU M0YEK, CepACUHO-COCYTUCTON 3a00JIeBa€MOCTH U CMEPTHOCTH.
Cosmecmuasa mepanusi ¢ uneubumopamu AP u awmazonucmamu peyenmopos
aHeUOMeEH3UHA

[IpotuBomokazaHo mnpuMeHeHne HUHruouTopoB AIID B codyeTaHWM C aHTArOHHUCTaMHU
peuenropoB anruotensuHa Il (APA 1l) y nanuentoB ¢ muabetndeckoit HedpomaTuei (cM.
paznen 4.3).

IDKcmpakopnopanvHas mepanus

OKCTpakopropajibHble METOMbI JICUYEHUS, MPUBOASIINE K KOHTAKTy KPOBU C OTPULATEIBHO
3apsSKEHHBIMU TTOBEPXHOCTSIMH, TaKWe Kak AMAU3 WIK TeMOQUIbTPAIUs ¢ UCIOJIb30BaHUEM
HEKOTOPBIX BBICOKOMPOTOUHBIX MEMOpaH (HampuMep, MoJIMaKpHUIOHUTPUIIOBBIX), TN adepes

JIMTIOIIPOTECUHOB HHU3KO IIJIOTHOCTHU C HUCIIOJIB30BAHHNECM ACKCTpaHa cyﬂb(baTa,
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MPOTUBOMNOKA3aHbl U3-32 YBEIMUEHUS PUCKA PA3BUTHUS TOKEIbIX aHADUIAKTOUTHBIX PeaKui
(cm. pasmen 4.3). Eciu manueHTy HeoOXOIMMa 3KCTpPAaKOpIopajabHas TEpamusi, CICIyeT
paccMOTPETh BO3MOXHOCTh HCIOJB30BAaHUSL JPYyroro THUIA JWATU3HOM MEMOpaHbBI WU
JPYroro Kjacca aHTUTHIIEPTEH3UBHBIX MPENapaToB.

CoBMeCTHOE TPUMEHECHHE HE PEKOMCHIYETCS

Anuckupen u 1exapcmeeHmvie npenapanol, CO0epicaujue arucKupeH

VY manueHToB, HE HMEIOUIMX CaxapHOro AuadeTa WIM HapylmeHus (QYHKIUHA T0YeK
(CK® < 60 m/mun/1,73 M> miomamm MOBEPXHOCTH TeNa), MOBBINEH pPHCK Pa3BUTHS
TUINEPKATMEMUH, YXyAIIeHUs (YHKIUU [TOYEK U MOBBIIIECHUS YaCTOThI CEPACYHO-COCY TUCTON
3a00J1€BaEMOCTH M CMEPTHOCTH (cM. paszzaen 4.4).

Couemanue mepanuu c uneubumopamu AII® u APA ||

[lo wMerommMcs  JUTEPAaTYpPHBIM  JaHHBIM, Yy  TAlUEHTOB C  YCTaHOBJIEHHOH
aTepPOCKIEPOTHYECKON OOJIE3HBIO, CEPJICYHON HEIOCTATOYHOCTHIO UM CaXapHBIM IUA0ETOM C
MOpaXCHHEM OpPTraHOB-MHILIEHEH OJHOBpEeMEeHHOE npuMeHeHne HHruoutopos AIID u APA 11
OPUBOIUT K YBEJIWYCHHIO YAaCTOTHl Pa3BUTHs apTepuUajIbHOW THIOTEH3MH, OOMOpOKa,
THMEPKAIMEMUN H  YXYAIICHWS (QYHKIMH TIOYeK (BKJIIOYash OCTPYI  IOYEUHYIO
HEIOCTaTOYHOCTh), IO CPABHEHUIO C CHUTYAlMsIMHM, KOTJAa MPUMEHSETCS TOJBKO OIHH
npemnapat, BozaeicTByromuil Ha PAAC. IIpumenenue nsoitHoi 6mokaasl PAAC (nanpumep,
B cllydyae OfHOBpeMeHHoro mnpumeHeHus HHruoutopoB AII® u APA Il) momkHo ObITH
OTPaHUYCHO CTUHUYHBIMHU CITy4asiMH CO CTPOTHUM KOHTPOJEeM (PYHKIMH MOYEK, COIACpKAHUS
Kanus B mia3me kpou U AJl (cMm. pasnen 4.4).

dcmpamycmun

CoBMecTHOE TPUMEHEHHE MOXKET MPHUBECTH K TOBBIIICHUIO PHUCKA Pa3BUTHS MOOOYHBIX
3¢ deKToB, TAKMX KaK aHTHOHEBPOTUYECKUiT oTeK (oTek KBuHKE).

Kanuiicbepecarowue ouypemuxu (hanpumep, mpuammepeH, amuiopuo) u Kaiui (coau)
['nnepkanuemus (¢ BO3MOKHBIM JIETAJIbHBIM UCXOA0M), OCOOCHHO MPU HAPYILIEHUH (QYyHKIHH
noyek (aaauTUBHBIE 3((PEKThI, CBA3aHHBIE C TUIIEPKATUEMUEH ).

Coueranve mEpPUHAONpPUIA C BBILEYNOMSIHYTBIMU JIEKAPCTBEHHBIMU IIperapataMu He
pexomennayercs (cM. paszzaen 4.4). Eciu, TeM He MeHee, COBMECTHOE MPUMEHEHHE MOKa3aHo,
UX CIIeAYyEeT IPUMEHSTH C COONIOIGHUEM MEP MPEAOCTOPOKHOCTH M PETYIISIPHBIM KOHTPOJIEM
COJIepKAaHUS KaIHs B CBIBOPOTKE KPOBH.

OcoOeHHOCTH ~ TpPUMEHEHHMs  CIUPOHOJNAKTOHA  MPH  XPOHUUYECKOW  cepledHOM
HEI0CTaTOYHOCTH ONMCAHBI Jajiee 1Mo TeKCTy (CM. B mojpaszaene «CoBMECTHOE NMPHUMEHEHHE

TpeOyeT 0co00i OCTOPOKHOCTUY).
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CoBMecTHOE IpUMeHeHne TpeOyeT 0C000i 0CTOPOKHOCTH

T'unoznuxemuueckue cpedcmea (UHCYIUH, NEPOPATIbHbLE CAXAPOCHUNCAIOujUe Npenapamol)
ONUAEMUOIOTHYECKUE UCCIETOBAaHMSI TIOKA3ali, YTO COBMECTHOE MPUMEHEHHE HHIMOUTOPOB
AIlI® u TUNOIIIUKEMUYECKUX CPEACTB (MHCYJHUHBI, MEpPOpabHbIE CaXxapOCHMKAIOIINE
mpemnaparbl)  MOXKET  yCWJIMBaTh  TUINOMIMKEMHYECKM  3pQexT  uHCynuHa U
TUIOTIMKEMUYECKUX CPEACTB JIi MpUeMa BHYTPh BIUIOTh 1O Pa3BUTHS THUIIOTJIMKEMHH.
Jannslit 23¢ ekt BeposTHEEe BCEro MOKHO HaOII0aTh B TEUEHUE TIEPBBIX HEJEIb COBMECTHOU
TEpanuy, a TAKKE Y MAMEHTOB C HAPYUICHUEM (PYHKIUH ITOYEK.

Kanuiinecoepeecarowue ouypemuxu

VY ManueHToB, MOJIYYalOUIMX JWYPETUKH, OCOOEHHO y MAIlMEeHTOB C TMIIOBOJIEMUEH W/WIU
CHI)KEHHOU KOHIICHTpAIUel cojieil, B Hauane Tepanuy NepruHIONPHIOM MOKET HAaOII01aThCs
ypesMmepHoe cHukeHue AJl, pUCK pa3BUTHA KOTOPOTO MOKHO YMEHBIIUTh IMYyT€M OTMEHBI
JTUYPETUYECKOIO CPECTBA, BOCIOJIHEHHEM NOTEPH KUAKOCTH WIM COJEH Iepen HadaioM
TEepanuu MEPUHJIONPUIOM, a TaKKe Ha3HAYeHUEM I[EpUHAONpHUIAa B HHU3KOM J103€ C
JAIbHEUIITUM MOCTENICHHBIM €€ YBEIHMUECHUEM.

Ilpu apmepuanvHoli eunepmensuu y TAIMEHTOB C THUIOBOJIEMHENW WJIM CHUXKEHHOMN
KOHIIEHTpaluel coneil Ha (oHe Tepanuu NUypeTHKaMH, AUYPETUKH JOJDKHBI OBITH JTHUOO
OTMEHEHBI J10 Hauyana npuMeHeHus unruoutopa AIID (mpu »ToM KanmumitHecOeperarouuit
JMYPETUK MOXKET OBITh IO37HEE BHOBb Ha3HaueH), 1uO0 mHruourop AIlID nomkeH OBITH
Ha3Ha4yeH B HU3KOM J103€ C JalbHEUIIUM IOCTENIEHHBIM €€ YBETUUEHHUEM.

Ilpu npumenenuu Ouypemuxos 6 ciayyae 3ACMOUHOU CepOeyHOU He0oCmamoyHOCmu
unruourop AIlD pomkeH ObITh Ha3HAYEH B OYEHb HU3KOM J103€, BO3MOXKHO, MOCIE
YMEHBUIEHHUS J03bI IPUMEHAEMOT0 OJJHOBPEMEHHO KaMifHecOeperaromero AMypeTuKa.

Bo Bcex ciyuasx GyHKIMS MoveK (KOHIIEHTPALUs KpeaTHHUHA) J0JKHA KOHTPOJIUPOBATHCS B
nepBble HEEIN MpuMeHeHus1 THruouTopos AIlD.

Kanuiicbepecarowue ouypemuxu (3niepeHon, cnupoHOIaKmoH)

[TpuMeHeHMEe SIUIEPEHOHA WM CIIMPOHOJAKTOHA B J03ax OT 12,5 Mr g0 50 Mr B CyTKH H
HU3KHUX 7103 HHTUOUTOPOB AIID:

[Tpu Tepanuu xpoHudeckou cepaeuHor HepoctatouHocTu |1-1V dyHKIMOHaNBHOTO K1acca 1no
knaccupukammn NYHA ¢ ¢pakunmeit BoiOpoca neBoro skemymouka <40% wu panee
npuMeHsBIIUMUCT uHrHOuTOopamMu AIID u «meTyieBbIMU» TUYpPETHKAMHU, CYIIECTBYET PUCK
TUIEPKATUEMHUH (C BO3MOXKHBIM JIETAIBHBIM HCXOJIOM), OCOOEHHO B ClIy4ae HECOOJII0JICHUS

PEKOMEHIAIU OTHOCUTEIIBHO ATOM KOMOWHAIINY TPETapaToB.
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[lepen mnpumeHeHMEM JaHHOM KOMOMHALIMK JIEKAPCTBEHHBIX IPENapaToB, HEOOXOIWMO
yOeIuTHCS B OTCYTCTBUH FMIIEPKAIMEMUU U HAPYIIECHUS GYHKIMH ITOYEK.

PexoMeHyeTcs peryisipHO KOHTPOJIMPOBATh KOHIICHTPAIMIO KPEAaTHHUHA U Kallus B KPOBH:
€XKCHEJICIPHO B TIEPBBIN MECSII] JICYCHUS U €KEMECSYHO B ITOCIICTYFOIIEM.

Pexombunanmuvie mxanesvle akmusamopol niazmurnozena (rtPA, armennasa)

[TaimenTtel, mnonyuyaBmue wWHrHOUTOpHl All® wu  momydaromue — anrteriaszy s
TPOMOOJUTUYECKONH Tepalmuu TpU OCTPOM HIIEMHYECKOM HMHCYJIbTE, MOTYT HMETh
MOBBIIICHHBIA PUCK PA3BUTHUS aHTHOHEBPOTUYECKOTO OTEKA.

CoBMecTHOE nNpUMeHeHne TpedyeT BHUMAHUS

T'unomen3susHuvle cpedcmea u 6a300UIAMAMOPbL

CoBMecTHOE TNPUMEHEHUE JTHX IpPernaparoB MOXKET YCHUJIMBATh AaHTUTMIIEPTEH3UBHOE
neiictBue nepuHgonpmia. [Ipy COBMECTHOM NMPUMEHEHUH C HUTPOTIMIEPUHOM M JPYyTUMHU
HUTpATaMU WK IPYTHMHU Ba30IMIaTaTOPAMU BO3MOXHO JIOTIOJHUATENbHOE CHIDKeHHE AJl.
Annonypunon, yumocmamuyeckue U UMMYHOOENpecCusHvle Cpeocmed, CUCmeMHble
KOPMUKOCMEPOUObl U NPOKAUHAMUO

CoBmecTHOE mnpumeHeHue ¢ uHruburopamu AIID MoXKeT COmpoOBOXKAATHCSA MOBBILIEHHBIM
puckoM sielikonieHuu (cM. pasaen 4.4).

Cpeocmea Ons anecmesuu

HNurubutopet AII® MoryT ycuivMBaTh THIOTEH3UBHBIA 3PQEKT psaa CpencTB s oOuiei
a"ecte3uu (cM. pasnen 4.4).

Cumnamomumemuxu

CHUMIIaTOMUMETHKHU MOTYT OCHa0JIsATh aHTUTUIIEPTEH3UBHBINA 3 ekt nHruoutopoB AllD.
Ilpenapamul 3010ma

Coo0manoch 0 penKux CIydasx HHUTPUTOUIHBIX peakiuuil (C TaKMMH CHMITOMAMH, Kak
THIIEPEeMHUs KOXKH JIMIA, TOIIHOTA, PBOTA, THIIOTEH3Ms) y TMAMEHTOB Ha ()OHE COBMECTHOTO
npuMeHeHuss THruOuTopoB AIID, B ToM yucIiie NEPUHAONPUIA, U HHBEKIIMOHHOTO TpenapaTa

3010Ta (aypOTHOMAJIaT HATPHUs).

4.6. @epTHIBHOCTH, 0EPEMEHHOCTH U JAKTALHUSA

JlexapcTtBenHslit mpenapat Honunpen A bu-¢opte npotuBonokasad npu 0epeMeHHOCTH.
JlexapcTtBennblii npenapar Homunpen A bu-dopre mporuBomokazan B MepHOJ TPYyAHOTO
BckapminBaHus. HeoOXonMMo OIEHUTh 3HAUMMOCTh TEpanuu Jis MaTepu U TNPUHATh
pelIeHre O TMPEKpPAIlEHWH TPYAHOTO BCKAapMIIMBaHUS WJIA O NPEKpalleHUH IpueMa

npemnapara.
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bepemeHHOCTD

Hnoanamuo

JlaHHbIe 0 MPUMEHEHUH UHAaMua Y OEpeMEHHBIX JKEHIIUH OTCYTCTBYIOT WJIM OTPAHUYEHBI
(Menee 300 ucxonoB OepeMeHHOCTH). [UTENBHOE MPUMEHEHNUE THUA3HIHBIX JTUYPETHKOB B
Il TpumecTpe OepeMEHHOCTH MOJXKET BbI3BAaTh TMIIOBOJIEMHUIO y MaTe€pH, a TAKKe CHIKEHHUE
MaTOYHO-IIJIALIEHTAPHOTO KPOBOTOKA, YTO NPUBOAUT K (DETOIUIALEHTAPHOM HIIEMUU MU
3aJIepXKKE pa3BUTHS IUIOJA.

HccnenoBanust Ha IKUBOTHBIX HE BBISIBIJIM TPSAMOTO WM HEOPSMOTO0 TOKCHYECKOTO
BO3/ICHCTBUS Ha PEIPOAYKTUBHYIO (DYHKIIMIO.

B kadecTBe Mepbl MPEIOCTOPOXKHOCTU PEKOMEHIyeTCsl M30eraTtb NPUMEHEHUs MHIanaMuia
BO BpeMsi OEpEMEHHOCTH.

Ilepunoonpun

B Hacrosimuii MOMEHT HET yOeIUTEIbHBIX AMUIEMHUOJIOTHYECKUX TaHHBIX O TepaTOr€HHOM
pucke npu npueme uHruoutopos AIID B mepBoM TpumecTpe OEpEeMEHHOCTH, OJHAKO
HEKOTOpOE yBEIMYEHHE pPHUCKA HApyIICHWH pa3BUTUS IUI0OAA HUCKIIOYUTH  HEJb3S.
[TanenTKam, MIIAHUPYIOMMM OEPEMEHHOCTb, CIEyeT OTMEHHUTH JISKAPCTBEHHBIH Mpenapar u
HAa3HAUUTh JIpyrMe€ THMIIOTEH3UBHbIE CPEJCTBA, pa3pelIeHHble M NPUMEHEHHUS MpU
OepeMEeHHOCTH, el TOJbKO Tepanus uHruouropamu AIlD He apnsercs Heooxonumon. [Ipu
BBISIBIICHIH O€PEeMEHHOCTH CIIEAyeT HEMEUIEHHO MPEKPAaTUTh Tepanuto nHruouropamu AI1D
U TIpY HEOOXOAMMOCTH Ha3HAYUTH PYTYIO TEPAIHIO.

N3BectHO, uro Tepanus uuruouropamu AIID Bo Il u Il Tpumecrpax OGepemeHHOCTH
OKa3bIBaeT (PETOTOKCHYECKOe AECUCTBUE HA IUIOJ Yy 4YeJOoBeKa (CHMKeHHE (PYHKIUM IOYeK,
OJIUTOTUAPAMHHOH, 3aMeJJIeHHue OCCH(PHUKAINK KOCTEH ueperna) U TOKCHYECKOe JeWCTBUE Ha
HOBOPOXKJIEHHOTO (ITOYEYHasi HEIOCTATOYHOCTb, TUITOTEH3HsI, TUHTICPKATHEMHUST ).

Ecnn mnamumentka mnomywana wuHruOutopsl AII® co Il tpumectpa OepeMeHHOCTH,
pPEKOMEH/IyeTCsl MPOBECTH YJIbTPa3BYKOBOE MCCIEOBAaHME IUIOAA JUIS OLIEHKH COCTOSHUS
yepena ¥ QYHKIMH [TOYEK.

MunaneHipl, mMatepu KOTOpbIX moiy4danu uHruoutopsl AIID Bo Bpems OepeMeHHOCTH,
JIOJDKHBI OBITH TIIATEBHO 00CIEA0BAHbI HA MPEIMET TUTIOTEH3UH (CM. pasaen 4.4).

JlakTanus

JlexapctBennbiii npenapatr Homumnpen A bu-dopre mpoTuBomokasaH B HEpUOA TPYIHOIO
BCKapMJIBaHHS.

Hnoanamuo

B Hacrosmuii MOMEHT HET I[OCTOBGpHOfI I/IH(I)OpMaI_[I/II/I O BBIACJIICHHUH HHAAIIaMKJa U €TI0
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METa0O0JIUTOB C TPYIHBIM MOJIOKOM.

Y HOBOPOXXJICHHOTO MOXET Pa3BUTHCS IMOBBIIICHHAS YYBCTBHUTEIBHOCTh K MPOM3BOJIHBIM
cynb(hoHAMUIA U THITOKATHEMHSL.

Puck 111 HOBOPOKICHHBIX/MIIAJZICHIICB HEJb3sI HCKITIOYaTh.

Wupanamun O1M30K 1O CTPYKTYPE K THA3UIHBIM JHYPETUKAM, IPUEM MPUMEHEHHE KOTOPBIX
BBI3BIBAET YMCHBIIICHHE KOJIMYECTBA IPYAHOTO MOJIOKA HITU TTO/IaBJICHHUE JIAKTAIHH.
Wupanamu IpOTUBOIIOKA3aH B TIEPUO/] TPYAHOTO BCKAPMIIMBAHUSI.

Illepunoonpun

BBugy orcyrcTBUS WH(pOpMAIMM, KacaloUeHcs NPUMEHEHUs TEPUHIONPUIA B TEPHOJ
IPyJIHOTO BCKAPMIIMBAHUS, €ro IPUEM HE PEKOMEHIIOBAaH, MPEANOYTUTEIIbHEE MPUMEHSTh
JpyTHe mpenaparsl ¢ 00jee n3y4eHHbIM IpoduIeM 0€30IaCHOCTH, 0COOCHHO TIPU KOPMIICHUU
HOBOPOK/ICHHBIX U HEJJOHOIICHHBIX JCTEH.

DepTUabHOCTD

Obwee ons uHoanamuda U nepuHOoOnpuUId

WccnenoBanusi penpoayKTUBHOM TOKCHYHOCTH TIOKa3ajid OTCYTCTBHE BIHMSHHS Ha
bepTunpHOCTE Y KpbIc 000ero moja. [IpeAmono)uTebHo, BIHSHUE HAa (EPTHILHOCTH Y

YCJIOBCKA OTCYTCTBYCT.

4.7. Bausinue Ha CIIOCOOHOCThH YIPABJIATH TPAHCIHIOPTHBIMHU CPEACTBAMHA U paﬁoTaTb C
MeEXaHu3MaMHu

0O0a ﬂeﬁCTByIOIHHX BCIICCTBA, KaKk II0 OTACJIbHOCTH, TaK MW B KOM6I/IHaLII/II/I
vuHaanamMung + NEpUHAOIIPUII, HC OKa3bIBAIOT BJIMAHHA Ha CIIOCOOHOCTH YIpaBJIATb
aBTOMOOMIIEM HJIH APYyruMnu MEXaHHU3MaMU. v HCKOTOPLIX IMAIIUCHTOB OCOOCHHO B Hayajie
TCpaliiu UJn Ipu ,I[O6aBJ'IeHI/II/I K HpOBOI[I/IMOI\/’I TEpaIuu JpYTUX T'HIIOTCH3UBHBIX IIPCIIApATOB
MOTYT BO3HUKATb MHAWBUAYAJIIBHBIC PCAKIMU, CBA3AHHBLIC CO CHUKCHHEM AI[ BCJ'ICI[CTBI/IC
3TOr0 CII0OCOOHOCTH YHPaBJIATH aBTOMOOMJIEM WU APYruMn MCXaHU3MaMH MOXKCT OBITh

HapylIeHa.

4.8. HexenatelbHble peaKIuu

Pesrome mmpoduing 0e301macHOCTH

[lepunmonpun oOKa3bIBaeT HMHrHOUpYIOlIee JeiiCTBHE Ha CUCTEMY «PEHHH-aHTMOTEH3WH-
anproctepon» (PAAC) u yMmeHbIIaeT BbIBEIEHHE MOHOB Kallusl MOYKaMu Ha (hOHE mpuema
uHAamamuaa. Y 6 % manueHToB Ha (poHe MpUMEHEHUs JIeKapCTBEHHOTo mpenapara Homumnpen
A bu-popre ObBUIO OTMEYEHO pa3BUTHE THUIOKAIUEMHH (COAepKaHUE Kallusg MeHee

3,4 MMOIB/7).
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HawnGoiee yacTeiMu HEXKENATETLHBIMU PEAKITUSIMHU SIBJISUTHCH:

- JUId UWHIANaMUJa: TUIMOKAIMEMHS, PEaKIMH THIEPYyBCTBUTEIBHOCTH, B OCHOBHOM
KOXKHBIE, Y MMAIIMEHTOB, MPEAPACIIOIO0KEHHBIX K aJUICPTUYECKUM U aCTMATUYECKUM PEaKIIHIM,
Y MaKyJIO-TIaiyJe3Hasl ChlIlb;

- JUIA TIePUHIOINpPHJIA: TOJIOBOKPY)XKCHHE, TOJIOBHAas OOJb, IapecTe3us, IHUCTeB3HS,
HapyIlIeHUEe 3PCHHsI, BEPTUTO, 3BOH B YIIIax, apTepuaibHas THIOTCH3HUs, Kallleb, OJIbIIIKA,
00JIb B KUBOTE, 3am0p, JAUCHENCHs, IUapes, TOLIHOTAa, PBOTA, KOXKHBIA 3yJ, KOKHAS CHIMb,
cI1a3M MBIIIII ¥ aCTCHUS.

TabanuHoe pE3I0OME HEKENATEILHBIX PEAKINN

YacToTa HexenaTeIbHbIX PEaKINA, HAOIIOIABIINXCS BO BPEMsI KIIMHMYECKUX HCCIICAOBAHMM
W/WIA TP TIOCTMapKETUHTOBOM HAOIIIOJICHUH, MPHUBEJACHA B BHJC CICAYIOMICH TIpalaluu:
oueHb yacto (>1/10); gacro (>1/100, <1/10); uweuacro (>1/1000, <1/100); peaxo (>1/10000,
<1/1000); ouenr penko (<1/10000); wacrora Hem3BecTHa (4acTOTa HE MOKET OBITH

noacuuTaHa 1o JOCTYIITHbIM I[aHHBIM).

MedDRA Yacrora
He:xenateabHble
Kaacchbl 1 cucTeMbl
peakumnu HNupanamujg Mepungonpui
OpPraHoB
Nudexunu u uHBaA3ZUN Punut - Ouensb penko
Cunapom HealeKBaTHOM
JHIOKPUHHbIE CeKpelun
- Penxo
HApyLIeHUs AHTUIUYPETUYECKOTO
ropmona (CHCA/T')
Do3uHOpUIHS - Hewacto*
ATpaHynonuTos (cm.
Ouensb penko Ouensb penko
paznen 4.4)
Hapymenus co
AnmacTudeckass aHeEMUS OueHb penko -
CTOPOHBI KPOBH M
ITannuToneHus - Ouensb penko
JuM@paTuyeckou
Jletikonenus OueHb penko OueHnb penko
CHCTEMBbI
Heittponenus (cM.
- OueHb penko
paznen 4.4)
I'emonuTHyeckas Ouens penko Ouensb penko
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MedDRA
Kuaccol 1 cucreMsl

OpraHos

HexenareanHble

peakuuu

Yacrora

Nupanamuna

IHepunaonpu

aHCMUA

TpomOoruTonieHus (cm.

pasznen 4.4)

Ouenb penko

OueHb peniko

Hapymenus co
CTOPOHBI HMMMYHHOM

CHUCTEMBbI

['MnepuyBCTBUTEILHOCTD
(peakuuu, B OCHOBHOM
KOJKHBIC, Y TIAIUCHTOB C
PEIPACIIONIOKEHHOCTHIO
K aJUIEPrUYECKUM K
ACTMAaTUYCCKUM

peaxkuusm)

Yacto

Hapymenus
MeTaloau3ma u

NIUTAHUA

[M'unornukemust (cMm.

pasnensl 4.4 u 4.5)

Heuacro*

I'unepkanuemust,
oOpatumast Ipu OTMEHE
npemnapara (cM. paszen

4.4)

Heuacto*

I'unonarpuemus (cM.

paznen 4.4)

Heuacto

Heuacro*

I'mnoxnopemust

Penko

T'unnomarumnemus

Penko

FI/IHepKaHBI_II/IeMI/IH

Ouensb penko

['unoxanunemus

Yacto

Ilcuxuyeckue

HapyIIEeHUs

JIaOWILHOCTE

HACTPOCHUS

Heuacto

Henpeccust

Heuacro*

Hapymenue cua

Heuacto

CnyTaHHOCTh CO3HAHHUS

OueHb penko

Hapymenus co
CTOPOHBI HEPBHOM

CHUCTEMBI

['onoBokpyxeHue

Yacrto

TosoBHAs 001

Penko

Yacrto

[TapecTesus

Penko

Yacrto
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MedDRA
Kuaccol 1 cucreMsl

OpraHos

Yacrora
He:xenaTeabHble
peakunu Nupanamuna Hepungonpu
Hucres3us - Yacro
COHJIMBOCTB - Heuacto*
O6MopoK YacToTa Hen3BecTHA Heuacro*

HNHCcynbT, BO3MOXKHO
BCJICJCTBHEC
YPE3MEPHOTO CHUKECHUS
AJl y manueHToB u3
IPYIIIBI BBICOKOTO pUCKa

(cMm. pasnen 4.4)

OueHb peniko

Ileuenounas
sHIedaTONaTHs Y
MMalEHTOB C
IMEYCHOYHOU

HEJIOCTATOYHOCTHIO (CM.

YacToTa HeM3BeCTHA

paznensi 4.3 u 4.4)
Hapymenne 3penns YacToTra Hens3BecTHa Yacto
Muonus (cM. pazzaen
YacroTa HEU3BECTHA -
4.4)
Hapymenus co
HeueTkocTs 3peHns YacToTra Hens3BecTHA -
CTOPOHBI OPraHa
Ocrtpas
3peHus
3aKpBITOYTOJIbHAS YacroTa HEU3BECTHA -
riiaykoma
XopuouJanbHbIi BBINOT | YacToTa HEM3BECTHA -
Hapymenus co Bepruro Penko Yacto
CTOPOHBI OPraHa ciyxa
3BOH B yIlIax - Yacto
U JIaOMpHHTA
Ouryiienue
- Hewacro*
Hapymenus co cepaneOueHus
CTOPOHBI cepaua Taxukapaus - Hewacro*

CreHokapaus (cm.

Ouensb penko
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MedDRA YacrtoTa
HexenareanHble

Kuaaccel 1 cucTeMBI
peakunu Nupanamuna Hepungonpu
OpPraHoB

paznen 4.4)

Hapymenus purma
cepaua (B TOM 4uCIie
Opaaukapaus,
KEIyI0UYKOBast OdeHb penko OdeHb penko
TaXHKapIus U
bubdpmmIAIHS

npeacepauii)

Wudapkr muokapaa,
BO3MOKHO, BCIIEJICTBHUE
HA30BITOYHOTO CHYDKEHMUS
- Ouensb penko

AJl y manyieHToB u3
IPYIIBI BBICOKOTO PHCKa

(cMm. pasgen 4.4)

[Tonumopduas
HKEITyIOUKOBast
TaXUKapaAus THIA
YacroTa HEU3BECTHA -
«THPYIT» (BO3ZMOXKHO CO
CMEpTENbHBIM UCXOJIOM)

(cM. paznenst 4.4 u 4.5)

AprepuasbHas
TUIIOTEH3HUS U
CBA3aHHBIC C OTUM OueHb penko Yacto
Hapymenus co CHUMIITOMBI (CM. pa3jen

CTOPOHBI COCY/10B 4.4)

Backynut - Hewacto*

[Tpunuesl - Penxo*

Cunapowm Peiino - YacroTa HEn3BeCTHA

Hapyuienusi co Karens (cm. pa3aen 4.4) - Yacro

CTOPOHBI AbIXaTeJNbHOM OnpImka - Yacto

CHUCTEMBbI, OPraHoOB BpOHXOCHEBM - Heuacto
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MedDRA Yacrora
He:xenateabHblIe
Kiacchel ¥ cCTEeMBI
peakunu Nupanamuna Hepungonpu
OPraHoB
TPYAHOM KJIETKH U Do3uHOpUITBHAS
- OueHb peniko
CcpeloCTeHus ITHEBMOHHS
Bomr B ;xuBOTE - Yacro
3anop Penko Yacto
Hunapest - Yacro
Hucnerncus - Yacto
KenynouHo-KulevHbIe
TomrxaoTa Penxo Yacto
HApYLIeHUS
PBota Heuacto Yacto
CyXx0oCTh CIU3UCTOM
Penko Heuacto

000I0YKH IOJIOCTH pTa

ITankpeatur

OueHb penko

OueHb peniko

Hapymenus co
CTOPOHBI NIEYECHHU U
JKeJTYeBbIBOJSALINX

nyrei

Ienatut (cm. pasznen 4.4)

YactoTa HEU3BECTHA

Ouensb penko

Hapymenne QyHximm

OueHb penko

Hapymenus co
CTOPOHBI KOKH U

NMOJAKOKHBIX TKaHeH

NEeYeHU
KoxHnslii 3yx - Yacto
Koxxnas cbimb - Yacto

Makyno-namnyJse3Has
Yacro -
ChIIb
Kpanusnuna (cM. pazaen
OueHb penko Heuacto
4.4)
AHTMOHEBPOTHYECKUI
) OdeHsb penko Heuacrto
oték (cMm. pasaen 4.4)
[Typmypa Heuacro -
[ToBbIlIEHHOE
- Heuwacro
MIOTOOT/IEIICHHE
Peaknus
YacroTra HEU3BECTHA Hewacro*
(hOTOYYBCTBUTEITLHOCTH
[Tem¢uronn - Heuwacto*
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MedDRA
Kuaccol 1 cucreMsl

OpraHos

HexenareanHble

peaKkuuu

Yacrora

Nupanamuna

IHepunaonpu

ObocTpenue ncopurasa

Penko*

MmuorodopmHas

spureMa

OueHb peniko

Tokcuueckuii
3MUEPMAIbHBINA

HEKpOJIn3

Ouensb penko

Cungpom CtuBeHca-

OueHb penko

J>KOHCOHA
Cna3m MblI1IIL YacTora Hens3BecTHA Yacto
Bo3moxHO yXyaiieHue
y>Ke UMeroLeincs
Hapymenus co YacroTa HeU3BECTHA -
CUCTEMHOM KpacHOU
CTOPOHBI MbIIICYHOM,
BOJIYAHKH
CKeJICTHOM U
Aptpanrus - Heuwacto™
COeIMHHUTEIbHOH TKAHU
Muanrus Yacrora HEU3BECTHA Heuacro*
Mpimeynast cnabocte | YacToTa HeM3BECTHA -
Pabgomuonus YacToTa Heu3BeCcTHA -
[Toyeunas
OueHsb penko Heuacrto
Hapymenus co HEJI0CTaTOYHOCTh
CTOPOHBI NOYEK U Octpas noueynas
. - Penxo
MOYEBbIBOASIIIMX ITyTel HEJ0CTaTOYHOCTh
Anypus/onurypus - Penxo*
Hapymenus co
CTOPOHBI
OpeKTuibHas
penpoayKTHBHOMI Heuacro Heuacro
TUCHYHKITUS
CHCTEMbI M MOJIOYHBIX
JKeJie3
OO0mmue HapylIeHUS U ActeHus - Yacro
peaknum B MecTe bone B rpyaHOi KiIETKE - Heuacro*
BBeJeHU s Henomoranue - Heuacro*
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MedDRA Yacrora
He:xenateabHblIe
Kiacchel ¥ cCTEeMBI
peakunu Nupanamuna Hepungonpu
OPraHoB
[epudepuueckue orexku - Heuwacro™
Jluxopaaka - Heuacto*
IToBrIIEHHAS
Penxo -
YTOMJIIEMOCTD
IloBbrmienue
KOHIIEHTpaLK1 - Heuacrto*
MOYEBHUHBI B KPOBU
IloBbrmienue
KOHIICHTPALUU - Heuacro*

JlabopaTopHble u
HHCTPYMEHTAJIbHbIE

JaHHbIE

Kp€aTHHHWHA B KPOBU

['unepounupyOonHemMus - Penko
[ToBbIlIEeHNE aKTUBHOCTH
«TIEYEHOYHBIX) YacroTa HEU3BECTHA Penxo
(bepMeHTOB

CHmXeHne reMoriioonua
Y TeMaTOKpHTa (CM.

paznen 4.4)

Ouensb penko

TloBrIIEHME
KOHIIEHTPALUH TIFOKO3bI

B KPOBH

YactoTa HEU3BECTHA

IloBrIIeHNE
KOHLEHTPALUX MOYEBOM

KHCJIOTBI B KPOBH

YacToTa HEM3BECTHA

VY MHenue uHTepBaa
QT na OKT (cm.
paznensl 4.4 u 4.5)

YactoTa HEU3BECTHA

TpaBmbl,
HHTOKCHUKAIIUU U

OCJIOKHEHHsI TIPoIexyp

ITanenne

Heuacro*

* OI_ICHKa YaCTOTbl HEKECIATCIIbHBIX peaKLIHfI, BBISABJICHHBIX I10 CIIOHTAHHBIM COO6I_I_ICHI/I$IM,

MMpOBCACHA HAa OCHOBAHUU JaHHBIX PE3YJIbTATOB KIIMHUYCCKUX HCCJIeIOBaHUI.
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Omnwncanne OTACIbHBIX HEXKEIATSIbHBIX PEaKIIHii:

Bo Bpems uccnenosanmii 11 u 111 ¢assl, cpaBHUBaIOKX HHAATaMU B 103UpoBKe 1,5 1 2,5 Mr
0 KOHLEHTpAIlMM KaJus B IUIa3M€ KPOBH, OBLI YCTAHOBIECH J0303aBHUCUMBIA 3(dexT
HHAAIIaMuaa:

- uHAanamMu 1,5 Mr: KOHIIEHTpanus Kajaus B Tuia3Me KpoBu <3,4 MMoJIb/1 HaOmoaanack y 10
% manuenToB, <3,2 mmonb/1 — y 4 % manueHtoB nocie 4—6 Hemenb nedenus. [locie 12
HEJeINb JICUCHUsSI CpelHee CHIDKCHHE KOHIICHTPAIMH Kallis B IUIa3Me KpoBU coctaBuiio 0,23
MMOJIB/JI.

- MHAanamMu 2,5 Mr: KOHIICHTPpalUs Kajaus B TuIazMe KpoBH <3,4 MMOJIB/J HaOMoAa1ach y 25
% mnaruenToB, <3,2 mmoabs/1 — y 10 % mamuentoB nociie 4—6 Hexens seueHus. [locne 12
HEJIeNb JICUCHUS CPeHee CHIDKEHUE KOHIIEHTPAIMU Kajius B Iuta3Me kpoBu coctaBmiio (0,41

MMOJIB/ 1.

COO6HI€HI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PECAKIINAX

BaxxHo cooOmarb O 10/103pEBAaEMBbIX HEKEIATENbHBIX pPEAKIHUAX I10CJI€ PETUCTPALUU
JIEKapCTBEHHOTO TMpernapara ¢ I[elbl0 O00ecleueHus: HENPEephIBHOTO MOHUTOPHHTA
COOTHOILIEHUS «I10JIb3a — PUCK» JIEKaPCTBEHHOTO Iperapara.

MenuuuHCKUM  pabOTHUKAaM — PEKOMEHAYeTCcs cooOmarb O JIOOBIX  IMOJI03PEBAEMBIX
HE)KENaTeJIbHbIX pEeaKlUsAX JIEKApCTBEHHOrO Ipenapara dYepe3 HalMOHAIbHbIE CHCTEMBbI
COOOLIEHHsT O  HEXENaTeNbHbIX  peakUuusiX  TocyJapcTB —wieHOB  EBpasmiickoro

9KOHOMHUYCCKOI'o COro3a.

Poccuiickasa ®@eoepayus:

109012, r. MockBa, CnaBsiHCKas miomaib, 1. 4, ctp. 1

®denepanbHas cinyx0a 1Mo Haa3opy B cdepe 3apaBooxpanenus (PocaapaBuanzop)
Ten.: +7 (800) 550 99 03

D moura; pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

Pecnyonuxa Apmenus:
0051, r. Epesan, mp. Komuraca 49/5
AO3T «Hay4nblif IEHTp SKCIIEPTHU3BI JIEKAPCTB U MEAUIIMHCKUX TEXHOJIOTHIA UM. aKaJeMHUKa

3. I'abpuensHa»

33


mailto:pharm@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru/

Ten.: +374 (60) 83 00 73, +374 (10) 23 08 96, +374 (10) 23 16 82
Tenedon ropsucii TMHUN OTAEa MOHUTOpUHTa Oe3onmacHocTr jekapers: +374 (10) 20 05 05,
+374 (96) 22 05 05

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

http://pharm.am

Pecnybnuxa Benapyco:

220037, r. Munck, ToBapuieckuii niep., A. 2a

VII «lleHTp 3KCrepTU3 U UCTIBITAHUHN B 3APABOOXPAHCHUN»
Ten.: +375 (17) 231 85 14

dakc: +375 (17) 252 53 58

Tenedon oraena papmaxonaazopa: +375 (17) 242 00 29
On. moura: rceth@rceth.by, rcpl@rceth.by
http://www.rceth.by

Pecnybnuxa Kazaxcman:

010000, r. Acrana, paiion baiikonslp, yia. A.manosa, 13 (BL «Hypcaynet 2»)

PT'II na IIXB «Hanuonanbnsiil LleHTp 3KCepTH3bI IEKAPCTBEHHBIX CPEJCTB U MEAUIIMHCKUX
u3nenuity Komurera MemaumuHCKOro M (papMameBTHYECKOTO KOHTpOJs MMHHCTEpPCTBA
3apaBooxpanenust Pecniyonuku Kazaxcran

Ten.: +7 (717) 278 99 11

D11 noura: farm@dari.kz

http://www.ndda.kz

Keipevizckasn Pecnybnuka:

720044, r. buiukexk, yiu. 3-1 Jlunus, 25

JlemapraMeHT JEKapCTBEHHBIX CpPEACTB W MEIUIMHCKUX U3Jenuid npu MuHucTepcTBE
3npaBooxpanenust Keipreizckoit Pecry6nuku

Ten.: +996 (312) 2192 78

371. mouta: dlsmi@pharm.kg

http://pharm.kg

4.9. Ilepeno3dupoBka
CumMnTOMBI

HaunbGonee BCPOATHBIM CHMIITOMOM IIEPCAO3UPOBKU ABJIACTCA apTCpHAJIbHAsA TUIIOTCH3MUA,
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MHOTJ]a B COYETAaHUM C TOUIHOTOM, PBOTOM, CyJ0pPOraMH, TOJOBOKPYKEHHEM, COHJIUBOCTHIO,
CIyTaHHOCTBIO CO3HAHUS, OJIUTYpHUEH, KOTOopas MOXKET NepelTu B aHypuio (B pe3ysbTare
TUINOBOJIEMHM).  TakKe  MOTYT  BO3HHUKATh  BOJHO-IJICKTPOJMTHBIC  HApYIICHUS
(runoHaTpUEMHUS, TUIIOKAJIUEMUS ).

Jleuenue

[lepBble Mepbl, KOTOpbIE HEOOXOAMMO NPEANPHUHSITH, COCTOST B OBICTPOM BBIBEICHUU
NPHUHITOTO Tpernapara: MPOMBIBAHUE JKEIyJIKa W/WIM TPUEM aKTHBUPOBAHHOTO YIS C
NOCJEAYIOIUM  BOCCTAHOBJICHHMEM  BOJHO-DJIEKTPOJIMTHOrO  OamaHca B YCIOBHSX
CHEIUAM3UPOBAHHOTO LIEHTPA.

B ciydae BbipaxkeHHOro cHUKeHUSI A/l ciieqyer mepeBecTd MalleHTa B MOJIOKEHUE «JIeKa»
Ha CIIMHE C TIPUITOHITHIMU HOTaMH.

[Ipy HEOOXOOUMOCTH MOXET OBITh BBIIOJIHEHO BOCIIOJNHEHHE O0BbEMa JKUAKOCTH IIyTEM
BHYTPUBEHHON MH(Y3UM H30TOHUYECKOTO COJEBOTO pacTBopa (Hampumep, BHYTPUBEHHAas
unoy3us 0,9 % pactBopa XJopuaa HATpus) WIH JIIOOBIM APYTUM CIHOCOOOM BOCIOJIHEHUS
o0bema xunkoctu. [lepunnonpunar, akTuBHas (Gopma MEPUHIONPHIIA, MOXKET OBITh YAaJeH

U3 OpraHM3Ma ¢ IIOMOIIIBIO Auanu3a (CM. pasaen 5.2).

5.  ®APMAKOJOIMYECKHUE CBOMCTBA

5.1. dapmakoauHaAMH4YeCKHe CBOICTBA

dapmakoTepaneBTHUEcKas TpyIIa; Cpe/icTBa, JeHCTBYIOINE HAa PEHUH-aHTMOTEH3UHOBYIO
CHCTEMY; HHITHOMTOPBI aHTMOTeH3HHITpeBpalnatoniero pepmenta (AIID), komOuHanuy;
uHruoutopsl AIl® u nuypeTuky.

Kox ATX: CO9BA0O4

Homunpen A bu-¢popre — KOMOMHHMpOBaHHBIM Ipemnapar, COAEpXKAlMi HWHAANaAMHIl U
nepuHaonpuwia apruHud. ®dapmakonoruyeckue CBOMCTBA JIEKAPCTBEHHOrO IMpenapaTa
Homunpen A bu-dopre coueraroT B cebe OTACIbHBIE CBONCTBA KAXI0T0 U3 KOMIIOHEHTOB.

Mexanusm neificTBus

Honunpen A bBu-¢hopme

KoMOuHamust wHmanamuga ¥ TEPUHIONPUIA YCUIUBAET AHTUTUIIEPTCH3UBHOE JEWCTBUE
KaXXIIOTO U3 HUX.

Hnoanamuo

WupgamamMui OTHOCHTCS K Tpymnmne cyiab(OHAMUIOB, MO (PapMaKoIOTHUYECKHM CBOHCTBaM
OJIM30K K THA3HIHBIM TUypeTHKaM. MHnanamMua WHruoupyer peabcopOIuio HOHOB HATpUs B

KOPTUKAJIbHOM CEIrMCHTC IICTJIN FeHne, 4dTO ONPUBOIUT K YBCIWYCHHIO BBIBCACHUA ITOYKaMU
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MOHOB HATpPHUsl, XJIOpAa U B MEHbILIEH CTENIEHU MOHOB Kallus W MarHus, yCUJIUBas TEM CaMbIM

Uype3, U CHIKasl apTepHalibHOE JIaBJICHHE.

Ilepunoonpun

[Tepunmonpun — uHTHOUTOP epMeHTa, MpeBpaiarIero aHruoTer3ud | B anruorensus |

(uarubuTop anrmoTeHsmHIpeBpamaroniero ¢epmenra (AIID). AIID, win kunuHaza |,

ABIIIETCS HK30IENTUAA30M, KOTOpas OCYIIECTBIISIET Kak IMpeBpallleHue aHruoreHsuHa | B

COCYAOCYKHBAIOILIEE BELIECTBO aHruoTeHsuH Il, Tak u paspymenue OpaJWKUHMHA,

00J1a/1a1011IET0 COCYA0PACILIUPSIOLINM JIEHCTBUEM, 10 HEAKTUBHOTO IeNTaNeNnTUIA.

B pe3ynbrate nepuHAONPUIL:

- CHIDKAeT CEKPELHIO aJbJ0CTePOHa,;

- [0 TPHUHIUITY OTPHIATEIHHOW OOpaTHOW CBS3M YBEIMYMBACT AKTUBHOCTh pPEHHUHA B
I1a3Me KpOBU;

- [pU JIMTEIHHOM MPUMEHEHWU YMEHbIIaeT olmiee mnepudepruueckoe COCyaucToe
conpotusiienue (OIICC), uro 0o0yciaoBieHO, B OCHOBHOM, JACWCTBUEM Ha COCYIbl B
MBIIITAX U MOYKaX. OTU 3(P(EKTs HE COMPOBOKIAIOTCS 3aJCPKKOW HMOHOB HATPUS H
YKUJKOCTH WM Pa3BUTHEM pe(ICKTOPHON TaXUKaAPIHH.

[Tepunonpun HOpMaTU3yeT paboTy MUOKap/Aa, CHUXKAsl IPEAHATPY3KY U OCTHATPY3KY.

[Ipy wm3ydeHuu nokazaTesneld TEMOJAMHAMUKH Yy TMAIUEHTOB C XPOHUYECKOW CepJedHOMN

HenocTatoyHOCThIO (XCH) Ob1TO BBISIBICHO:

- CHIDKEHHE JIaBJICHUS HAIOJHEHUSI B JIEBOM U ITPaBOM XKeEJTy10UKaxX CepaLa;

- camkenne OIICC;

- YBEJIMYEHHUE CEepJIeYHOT0 BHIOpOCA M YBEIMUEHUE CEPICYHOTO MHJIEKCa,

- YCWJIEHHE MBIILIEYHOT 0 epru(pepruaeckoro KpoOBOTOKA.

dapmakoguaammueckue dYOHEKTHI

Anmucunepmensugnoe oencmeue

Hoaunpen A Bu-chopme

JlexapcTBeHHBIN npenapar Honunpen A bu-gpopre OKa3bIBACT J10303aBUCUMOE
AHTUTUIIEPTEH3UBHOE JIEWCTBUE, KaK HA JUACTOJIMYECKOE, TaK U Ha cucronndeckoe AJl Kak B
MIOJIO)KEHUHU «CTOS», TaK M WIeka». AHTUTUIIEPTEH3UBHOE ACHCTBUE COXPAHSIETCA B TEUECHUE
24 4y. CrabunpHBI TepaneBTHUYECKHH 3¢ dekT pa3BuBaeTcs MeHee ueM uepe3 1 mecsI] oOT
Hayajla Tepalmuu W HE CONMpoBOXKIaeTcss Taxuduiaakcuen. I[IpexpamieHue edeHuss He
BBI3BIBAET CUHJPOMA «OTMEHBDY.

JlexapcTtBenHsblit npenapat Homunpen A bu-opre ymeHnbaer crenens runeprpoduu J1eBoro

xenypouka (I'JDK), ymywmaer snactuuHocTh aptepuii, cHmwkaer OIICC, He Biauser Ha
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MeTabonrM3M JUNUA0B (OOIUI  XOJIECTEPUH, XOJECTEPHH JIMIONPOTEHHOB BBICOKOM
motHocty (JITIBIT) u munonpotenHoB Hu3koi miiotHoctu (JITTHIT), Tpurnumepub).
Jloka3aHo BIUSHHE NPUMEHEHUs KOMOMHAIMM MHAamaMuaa U nepunionpuia Ha [JDK B
CPaBHEHUM C DHHAJANPUIOM. Y IMAUMEHTOB C aprepuanbHoM runepreHsuen u [JDK,
MOJYyYaBIIUX Tepanuio uHmanamugoMm 0,625 mr/mepunaonpuaoM 3pOyMHHOM 2 MI
(3KBUBAJICHTHO 2,5 MI' IEPUHIONPHIIA ApPTUHIHA) HJIH SHAIAMPUIOM B 03¢ 10 MI ofiMH pa3 B
CYTKH, U TIPH YBEIMYCHUH 03Bl MHAAMAMUAA 10 2,5 MI' U TIepUHIONpHIIa 3pOyMHUHa 10 8 MI
(oxBuBaJIeHTHO 10 Mr mepuHAONpWIA aprUHUHA), WUiIW SHananpuia a0 40 Mr oiuH pa3 B
CYTKH, OTMEUYEHO 0oJjiee 3HaYMMOe CHIYKEHUE MHIeKca Macchl jeBoro xenynouka (MMJDK) B
rpyIIe WHIANaMUI+TIEpUHIONPWI IO CPaBHEHUIO C rpynmno sHajmanpwia. Ilpu stom
HauOosiee 3Haummoe BimsHue Ha HMMIDK orMeuaercs mpu mNpUMEHEHWM WHJANIAMU]IA
2,5 mr/nepunonpuia 3poymMuHa 8 mr.

Takxe oTMeueHO Oojee BBIPAKEHHOE AHTUTUIIEPTEH3MBHOE JeiicTBue Ha (oHe
KOMOMHHMPOBAaHHOW Tepanuu HMHAANAMUIOM U TEPUHIONPHIOM IO CpPaBHEHUIO C
HHAJIAIIPUIIOM.

Hnoanamuo

AHTHUTUIIEPTEH3UBHOE JIEUCTBUE TMPOSIBISIETCS MpPU IPUMEHEHUU I[Ipenapara B J103aX,
OKa3bIBAIOUIMX MUHUMAJIbHOE TUYPETHUYECKOE IEHCTBUE.

AHTUTHIIEPTEH3UBHOE JIEWCTBHE NHAAAMU/IA CBA3AHO C YIYUIIEHUEM AJIaCTUYECKUX CBOMCTB
KpynHbIX apTepuii, ymensiienuem OIICC.

Nupanamuy ymesnsiiaer crenedb [JDK, He BauseT Ha KOHLEHTpALUIO JIMIIMIOB B IUIa3Me
KPOBU: TPUIIIMLEPUIOB, obuiero xonecrepuna, JITTHIL, JITIBII; yrneBonHsiii oOMeH (B TOM
YHCJIE y MAalUEHTOB C COMYTCTBYIOIIMM CaXxapHbIM TUA0ETOM).

Ilepunoonpun

[Tepunnonpun 3¢ (eKTUBEH B TEpaUK apTepHAIbHON THIEPTEH3UH JTH000H CTENeHU TSHKECTH.
AHTHTUIIEpTEeH3UBHOE JIefiCTBHE MpenapaTa JOCTHUraeT MakcuMyma uepe3 4-6 dacoB mocie
OJIHOKpPaTHOT'O IpHeMa BHYTPb M cOXpaHsieTcss B TeueHue 24 yacoB. Yepes 24 uvaca mocine
npueMa Impemnapara HaOoaercsi BelpaxkeHHoe (rmopsaka 80 %) octaTouHoe MHTHOMpPOBaHKE
AllD.

[Tepunonpui OKa3pIBa€T AaHTUTUIIEPTEH3UBHOE JEHCTBUE Y NAIIMEHTOB KaK C HU3KOM, TaK U C
HOpPMaJIbHOW aKTUBHOCTHIO PEHHHA B TJIa3Me KPOBH.

CoBMecTHOE  MPUMEHEHHE  THUA3HIHBIX  JUYPETHUKOB  YCHUJIMBAeT  BBIPAXKEHHOCTh

aHTUTUIEPTeH3UBHOTO JeiictBui. Kpome storo, komOunHupoBanue wunruouropa AllD u
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TUA3UJIHOTO JUypeTHKa TaKkKe MPUBOAUT K CHUKEHHMIO PUCKA Pa3BUTHUS THIIOKAJIMEMHH Ha
done npuema TUypeTUKOB.

Kinnnanueckas 3dhdhekTUBHOCTE U 0€30IIACHOCTD

Heouinas 6aoxada penun-aneuomensut-aivoocmeponogotl cucmemst (PAAC)
HmeroTcst aHHbIE KIMHUYECKUX MCCIEI0BaHNN KOMOMHUPOBAHHOM Tepanuy ¢ IpUMEHEHUEM
uaruouropa AII® ¢ antaronncramu penentopos anruorensuna Il (APA 11).
[TpoBoAMINCh KIMHUYECKHUE HCCIEAOBAaHUS C y4aCTUEM IAllUEHTOB, UMEIOLIUX B aHAMHE3E
CepACYHO-COCYTUCTOE WM IIepeOpoBacKyisipHOe 3a0ojeBaHue, OO caxapHbIi auader
2 TUMA, COIPOBOXKIAIOIIMNCS MOATBEPKICHHBIM IMOPAKEHUEM OpraHa-MUIICHH, a TaKkKe
UCCJICIOBAHMS C yYacTHUEM MAlMeHTOB C CaxapHbIM aUa0eToM 2 Tulla U JUa0eTHYeCKON
HedponaTuei.
JlanHble ucCclieJOBaHMSI HE BBIABUIM Yy [ALMEHTOB, IOJY4aBIIUX KOMOWHHPOBAHHYIO
TEpanuio, 3HAYMMOTO TOJOXKUTEIBHOTO BIUSHUS HAa BO3HHUKHOBEHHE IMOYEYHBIX H/WIK
KapAMOBACKYJISIPHBIX COOBITUH U Ha MOKA3aTeNld CMEPTHOCTH, B TO BPeMsI KaK PUCK Pa3BUTHUS
THIEPKAIMEMHUH, OCTPOM TOYEYHOW HEIOCTATOYHOCTH W/WIM apTEePUATbHON THUIOTCH3UH
YBEJIMYUBAJICS 110 CPABHEHHUIO € NMALUEHTAMMU, [IOJy4YaBLIIMMH MOHOTEPAIUIO.
[IpunrMasi BO BHUMAaHHUE CXOXKH€ BHYTPUTPYHNOBBIE (HapMaKOJWHAMUYECKHE CBONCTBA
unruoutopoB AII® u APA |l, nanHble pe3ynbTaThl MOXKHO OXKHJIATh JJIS1 B3aUMOJICHCTBUS
TOOBIX IPYTUX MPETNapaToB, MpeIcTaBUTeNeH KitaccoB mHruouTOopoB AIID u APA II.
[ToaToMy MpOTUBOIIOKA3aHO MpUMEHEHHEe HHTHOUTOpoB AII®D B coueTaHuu ¢ aHTArOHUCTaMU
peuienTopoB aHrnoTeH3uHa |l y manneHToB ¢ nuabeTnyeckoil HepponaTuei.
MmeroTcst TaHHBIE KIMHUYECKOTO UCCIIEI0BAaHUS 110 N3YYEHHIO TOJOKUTENBHOIO BINSHUSA OT
no0aBlIeHUsT allMCKUpeHa K cTaHaapTHOW Tepanuu uHrubutopom AIID wmnum APA Il y
MallMeHTOB C CaxapHbIM JuabeToM 2 TUMA W XPOHUYECKUM 3a00J]€BaHMEM TIOYEK WITH
CepAEYHO-COCYTUCTBIM 3a00sieBaHUEM, JHOO MMEIOLIMX COYeTaHHue 3TUX 3abosieBaHU.
HccnenoBanue ObUIO MPEKPAIIEHO JOCPOYHO B CBSA3U C BO3POCHIMM PUCKOM BO3HUKHOBEHHUS
He)KeNaTeNbHbIX HMCcX0/10B. CepreyHo-cocyAucTas CMEPTh W HMHCYJIbT BO3HHMKAJIM 4Yalle B
rpynmne ManueHToB, MOJIyYarolluX aJIUCKUPEH, M0 CpaBHEHMIO C rpymnmoil miuanedo. Taxke
HE)KEJIaTeNbHbIE SIBIICHUS M Cephe3Hble HeXKeJaTelbHble SBJIEHUS 0co00ro HHTEpeca
(runepkanueMus, —apTepuanbHas ~ TUMNOTEH3US WM HApylieHus  (YHKIUU  TOYEK)
PETUCTPUPOBAIUCH Yallle B TPYMIe aJUCKUPEHA, YEM B IpyIIe mianeoo.

eTH

OtcyTcTBYIOT 1aHHbIe 0 TpuMeHeHnn Homumpen A bu-¢popTte y neteii.

38



5.2. dapmakokuMHeTHYeCKHe CBOIiCTBA

Hoaunpen A bBu-chopme

CoBMecTHOE  TPUMEHEHHE  WHAAMAMHUJA W TMEPUHAONpPHIA HE  HM3MEHSET WX
(hapMaKOKMHETHUECKUX XapPAKTEPUCTHUK IO CPABHEHUIO C MX Pa3ACIbHBIM IPUMCHCHHUEM.
Hnoanamuo

AOGcopOuus

WMupamamu OBICTPO ¥ MOJTHOCTHIO a0COPOUPYETCs U3 HKEIyT0THO-KUIIICUHOTO TPAKTa.
MakcumanpHasi KOHIIGHTpAlMsI B TIa3Me KPOBHM JOCTUTAeTcs 4depe3 | dac mocie mpuema
nperapara BHyTpPb.

Pacopenenenue

CBs13b ¢ OenmkamMu 11a3Mbl KpoBU cocTtaBisieT 79 %.

EI/IOTDaHCd)ODMaIH/IH U 3JIMMUHAIIN A

Iepron nonyseiBenenust (T12) cocraBmsier 14-24 yaca (B cpennem 18 yacos). [loBropHOE
NpUMEHEHUE TMpernaparta He MNPUBOAUT K €ro KyMyJsiuM B opraHuzMe. BoiBoautcs B
ocHOBHOM ¢ Mouoi (70 % ot BBemeHHOW 103b1) W KasoM (22 %) B ¢opMe HEaKTHBHBIX
METa0OJIUTOB.

Oco0bIe T'pYIHIIBI NAlIMCHTOB

Hapywenue ¢ynxyuu novex
VY manueHToB C MOYEYHOH HEAOCTATOUHOCTHIO (PapMaKOKMHETHKA HE M3MEHSETCS.

Llepundonpun

AOcopOuus U OMONOCTYIIHOCTD

[Tocne mpuema BHYTph NEPUHAONPHI OBICTPO BCACHIBACTCSA, M MHUKOBAas KOHIEHTpAIMs
pocturaerca B TedeHue | wgaca. Ilepwon momyBbIBeneHMsI NEpUHAONpWIA paBeH | dacy.
[Tpuiem nuiy 3aMeAsIsieT MpeBpallleHue MEepUHIONpUIa B MEPUHIONPHIAT, TAKUM 00pa3oM,
BJIMsISL HA OMOOCTYNHOCTD. [loaTOMYy mepuHIONpUI cliefyeT NPUHUMATh OJMH Pa3 B CYTKH,
YTPOM, IIepe IPUEMOM IHUIIH.

Pacnopenenenne

OOBbeM pacmpenesieHHsT HECBSI3aHHOTO TEPHHIONPHIIATA COCTABISET HPUOIM3UTEIBHO
0,2 n/kr. CBsa3bp mepuHponpuiata ¢ OelkamMu IJIa3Mbl KpPOBH, INIaBHBIM oOpazom ¢ AllD,
3aBHCUT OT KOHILIEHTpAIMK NEPUHIONPHIIA U cocTaBisieT okoio 20 %.

buorpancdopmarms

[Mepunponpun mpexacraBiseT coboi mpoiekapcTBo. [IpubmmsurensHo 27 % oT o0mero
KOJINYECTBA MPUHATOTO BHYTPb MEPHUHIOINpPUIIA TOCTYMAET B KPOBOTOK B BHJI€ AKTUBHOTO

MeTaboauTa NnepuHaoIpuiara. IloMMMO aKTHUBHOI'O HnepuHAOoIIpuiIaTa 06pa3y10T051 CIc 5
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MeTabOoIMTOB, HEe O0amaronMX (HapMaKoJIOTHICCKON aKTUBHOCTBIO. [IMKOBass KOHIIEHTpAIUS
MIEPHHJIONPHUIIATA B IJIa3Me KPOBH JOCTUTACTCS B TeUCHHE 3-4 YacoB.

DIMMUHALIUA

[lepunmonpuiIaT BEIBOJUTCS U3 OpraHW3Ma ¢ MOYOW, M KOHEUHBIM MEPHUO MOTYBBIBEICHUS
(T12) cBOGOIHOMN (paKIMK COCTaBIsIET OKOJO 17 4acoB, B pe3yjbTaTe 4ero PaBHOBECHOE
COCTOSTHUE JIOCTHTaeTCs B TCUCHUE 4 CYTOK.

JInneliHocTh (HENMHENHOCTD)

bela IpoaeMOHCTPUPOBAaHA JIMHEHHAs 3aBUCHUMOCTb MEXIY [030M IEPUHIONPHUIIA U €r0
KOHLEHTpalueH B IIa3Me KPOBHU.

Oco0nlie I'pYHOIIbl TAaMEHTOB

Tayuenmuwr nodwcunozo eospacma

BriBenenue nepuHaonpuiaTa CHUXKAETCS y MOXKHWIBIX MAlMEHTOB, a TAK)KE y MAlMEHTOB C
CepAeYHON MM MOYEYHON HEJOCTAaTOYHOCTHIO.

Hapywenue ¢ynxyuu novex

[lpn Hapymennn (YHKOIUH TIOYEK JKEJATENbHO KOPPEKTHPOBATH /03y B 3aBUCHUMOCTH OT
CTEIICHU HapyIIeHusl (KIMpeHca KPeaTHHUHA).

Juanuz

Juanu3Helil KIMpeHe nepuHaonpuiara cocrasiser 70 MiI/MuH.

Luppo3s neuenu

dapMaKOKMHETHKA NEPUHJONPHIIA Y MALUEHTOB C LIUPPO30OM IE€YEHH HOCUT HU3MEHEHHBIN
XapakTep: MEYEHOYHBIH KIMPEHC MCXOJHOW MOJEKYJIbl CHIDKEH B JiBa pa3za. TeM He MeHee,
KOJIMYECTBO 00pa3yrolerocst MEepUHIONpUIaTa HE YMEHbIIAeTcs, U, CJIeJ0BaTeNbHO,
KOPPEKIIUH JI03bI He TpedyeTcs (cM. pasnenst 4.2 u 4.4).

5.3 JlaHHBbIe JOKJIHHUYECKOH 0e30IaCHOCTH

KomOuHnanus uHaanaMua U nepuHonpuiaa 001aaeT HECKOIbKO OOJbIIeH TOKCUYHOCTBIO,
4yeM €€ KOMIOHEHTHI. [lodeuHble NpoOsiBIEHHA, MO-BUAMMOMY, HE YCHIMBAKOTCS y KpBIC.
Opnako KOMOWHAILMsl BBI3BIBAET JKENYJOYHO-KUIIEUYHYI0 TOKCHYHOCTh Yy cobak, a
TOKCHUYECKOE BO3JIEHCTBUE HAa OEpEMEHHBIX CaMOK, MO-BUJIUMOMY, YCUIIUBAETCS y KpbIC (10
CpaBHEHHIO C IEPUHAONPUIOM) Oe3 TepaToreHHoro 3 pdexra.

Tem He MeHee, 3TH M0OOYHBIE 3P (EKTHl MPOSBISAIOTCS NMPU YPOBHAX /103, 3HAUYUTEIBHO
MPEBBIIIAIOIINX UCTOIb3yEMbIE TEPANIEBTUUECKHUE J103bI.

Jlns unoanamuoa.

Cawmpbie Bbicokue 10361 (B 40-8000 pa3 mpeBbIIIalONIME TEPAeBTHUECKYIO 103Y), BBOJMMEIC

NEepopaJibHO pa3JIMYHbBIM BHUAAM KHBOTHBIX, IIOKa3ajlMl YCHIICHHUC MOYCTOHHBIX CBOICTB
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uHaanmamua. OCHOBHBIE CUMITOMBI OTPABJICHHS, TAKHE KaK OpaJuItHOd W MepudepuyecKas
Ba30JWJIaTaIlsA, BO BPEMs HCCJICIOBAHUN OCTPOM TOKCHYHOCTH HWHJAIaMHUa, BBOJUMOTO
BHYTPUBEHHO WM BHYTPUOPIOMIMHHO, OBLTM CBSI3aHBI ¢ (DapMaKOJIOTHYECKHM JEHCTBUEM
WHIAITaMHUIA.

HccenoBaHust pPENpoOTyKTHBHONM TOKCHYHOCTH HE BBISIBIUIM 3MOPHOTOKCHYECKOTO HIIN
TEPATOr€HHOT'0 JeUCTBHSA, (PEPTHILHOCTD HE HapyIIajIach.

HccnenoBanusi TOKa3alW OTPUIATENBHBIA pE3ylbTaT B OTHOIICHWHW MYTAareHHBIX U
KaHIIEPOTEHHBIX CBOWCTB WHIAAMTAMH/IA.

s nepunoonpuna:

B uccienoBaHuAX XPOHHYECKOH MEpOpabHOM TOKCHYHOCTH (y KPBIC U 00€3bsIH) OpraHOM-
MUIIICHBIO SBJISIFOTCS MIOYKH, TIPUYEM ITOBPESKICHUS HOCAT OOPAaTUMBIN XapakTep.

B uccrienoBanusx in vitro uin in VIVO MyTareHHbIX CBOMCTB HE Ha0JII01aJI0Ch.

HWccnenoBanus penpoayKTUBHON TOKCHUYHOCTH (Y KPBIC, MBIIICH, KPOJHUKOB M 00E3bsiH) HE
BBISIBHJIM TIPU3HAKOB AMOPHOTOKCHYHOCTH WJIM TepaToreHHocTH. OJHAaKo ObUIO MOKa3aHo,
YTO  HWHTHOMTOPHl  AHTHOTCH3WHIIPEBpaImmaromero (QepMeHTa Kak  KIAacC  HUMEIOT
HEOJIAaroNpHUATHOS BO3JCHCTBUE HA MO3IHUX CTATUSAX PA3BUTHS IUIONA, IPHUBOJS K THOETH
IUIO/Ia ¥ BPOJKJACHHBIM TIOCJICJACTBHUSM Yy TPBI3YHOB U KPOJIMKOB: HAOJIOJAINCH TOPAKCHHS
MOYCK W YBEIIMYCHUE TIEPU- U TOCTHATAJIbHON CMEepTHOCTH. DEepTUIIBHOCT HE Hapyliajiach
HU Y CaMIIOB, HU y CAMOK KPBIC.

B monrocpoyHbIX MCCeA0BaHUAX Ha KPBICaX M MBIIIaX KaHIIEPOTCHHBIX CBOWCTB HE
HaOJIFO JAJIOCh.

6. ®APMAIIEBTUUECKHUE CBOKMCTBA
6.1. TlepeyeHb BcOMOraTe/IbHBIX BELECTB
JlakT03BI MOHOTHPAT

Marnus creapar

ManpTonekCTpuH

Kpemuust nuokcu1 KoJIOUTHBIN O€3BOIHBIHN
Kap6okcumerniakpaxmai HaTpus (TUm A)
Obonouka nieHoyHas:

I'muuepon

I'mnpomennosa

Maxkporon 6000

Marnus creapat

Turtana quokcun (E171)
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6.2. HecoBMecTHMOCThH

He npumenumo.

6.3. Cpok rognoctu

3 roxa.

6.4. Oco0Obie Mepbl PETOCTOPOKHOCTH NPHU XPAHEHUH

Xpanutb nipu Temneparype He Boime 30 °C.

6.5. Xapaxkrep u cojaep:KaHue NEPBUYHOI YIAKOBKH

Ipu npoussoocmee na OO0 « CEPBBE PYCy, Poccus:

[To 29 wmm 30 Tabmerok BO (uUiakoHE W3 TOJUIPOINWICHA, CHAOKESHHOM J03aTOPOM U
pOOKOH, COo/IeprKallleil BIaronorIOMAONIHNA Tellb.

[To 1 ¢dnakony (mo 29 wnu 30 TaGneToK) ¢ JMCTKOM-BKJIAQJBIIIEM B Mayke KapTOHHOU ¢
KOHTPOJIEM ITEPBOTO BCKPBITHSI.

Ynakosexa ons cmayuorapoes.

[To 30 TaGmerok BO (IakOHE W3 MOJMUIPOIMJIEHA, CHAOKEHHOM J03aTOPOM M IPOOKOIA,
Ccojiep Kallleil BIaromnorIonaroIii rejb.

[To 3 ¢uakona (mo 30 TabyieTOK) C PaBHBIM KOJHUYECTBOM JIMCTKOB-BKIIAJBIINICH B Iayke
KapTOHHOM C KOHTPOJIEM IIEPBOrO BCKPBITHSL.

IIpu npouseoodcmee na «Cepsve (HUpranous) Hnoacmpus Jimoy, Upranous:

[To 30 Tabnerox Bo (uiakoHe M3 MOJUIPONHIEHA, CHAOXKEHHOM J/103aTOPOM U MPOOKOiA,
COJZIepIKAIICH BIaronorioIArOIUi Iellb.
ITo 1 ¢makony (mo 30 TabaeTOK) C JIUCTKOM-BKJIAJBIIIEM B MauyKe KAPTOHHOU C KOHTPOJIEM

IMEPBOro BCKPLITUA.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TMPH YHUYTOKEHHUHM HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 TMpenapara MJIM OTXOAO0B, MOJY4YEHHbIX IOcJe NPHUMEHEeHUs:
JIEKApPCTBEHHOI'0 NpenapaTa uJjM Apyrue MaHUNyJIsIMHU ¢ penapaToM

Het oco06bIx TpeGoBaHUil K yTHIN3AIUH.

7. JEPXKXATEJDb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S
«Jlaboparopun Cepsrer/Les Laboratoires Servier
50, yn. Kapno, 92284 Cropen Cenekc, @pannusa/50, rue Carnot, 92284 Suresnes Cedex,

France
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7.1. TlpencraBuTe/ib Aep:KaTessi peruCTPAIlMOHHOIO YA0CTOBEPEHUsI

[Iperen3zun HOTDG6I/ITGJIGI>'I HanpasJIATh 110 aaApPECy.

Poccuiickag ®eneparus

AO «CepBbe»

Anpec: 125196, r. Mocksa, yi. JlecHas, gom 7, atax 7/8/9
Ten.: +7 (495) 937 07 00

daxc: +7 (495) 937 07 01

DJ1. oura: Servier.russia@servier.com

PeciyOmimka ApMeHust

[TpencraButenbeTBo «Jlabopatopuu Cepsbey»
Anpec: 0002, r. EpeBan, ynuia Amupsina, 15, marazun 100, Kentpon
Temn.: +374 (10) 50 50 74

D. moura: mariam.antonyan@servier.com

Pecnybauka bemapyces

[MpencraButensctBo YAO «Les Laboratoires Serviery (®panity3ckas Pecryomuka) B
Pecny6nuke benapych

Anpec: 220030, r. MuHck. ya. Mscaukosa, 70, od. 303

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

Dx. moura: officeBY @servier.com

Pecnyonmka Kasaxcran u KeIpreizckas pecrnyOmka

TOO «Cepsbe KazaxcTan»
Anpec: 050020, r. Anmartsl, nip. {octeik, 31007
Ten.: +7 (727) 386 76 62

D1. moura; kazadinfo@servier.com

8. HOMEP PETHCTPAIIMOHHOT'O Y/IOCTOBEPEHUSI
JITI-Ne(001806)-(PT-RU)

9. JATA NEPBUYHOM PETUCTPAIIMU (ITOATBEPKJIEHWS PETUCTPALINN,

INEPEPETUCTPAIIN)

JlaTa niepBoii perucTpanuu:
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13.02.2023
10. JATA INIEPECMOTPA TEKCTA
OO0mas xapakTepuCcTHKa JiekapcTBeHHoro npenapara Homumnpen A bu-dopre gocrymHa Ha

nH(GOPMallMOHHOM TMopTane EBpa3uiickoro 3KOHOMHYECKOIO CO03a B HH(OPMAalMOHHO-

KOMMYHUKaIIMOHHO# cetn « HTepHe» http://eec.eaeunion.org.
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