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: WHAANIAMHE]T + TICPUHIONPUIIA APTHHUH.

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. [Ipenapat Homunpen A bu-gopre He m0MKEH NPUMEHATHCA
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
HapylnieHHeM (QYHKIIUU TICYCHHU.
[Tpu ymepeHHOM HapylIeHUU (PYHKIIMH ITe€YEeHU KOPPEKIIUS 1036l HE TpeOyeTcs.

eTH
JlexapcTBennsblil npenapat Homumpen A bu-dopre He pekomeHayercs aetsM 1o 18 met u3-3a
OTCYTCTBHSI JIaHHBIX 00 5(P(GEeKTUBHOCTH H OE€30MaCHOCTHM TPUMEHEHHUs Tpernapara y
MAIMEHTOB JAaHHOW BO3PACTHOM TPYIITIBL.

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
CyJIb(OHMITAMHIAM.

— VYmepenHoe uin Tsokenoe Hapyumenue ¢pynkimu nodek (KK amxe 60 mi/mMun).

— [Ileuenounas sHuedanonarus.

— Tsxenoe HapyuieHUue QYHKIMH TEYESHHU.

— T'unoxkannemus.



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

— Ilepuon rpynHoro BckapmiauBanus (cM paszaen 4.6).

Ilepunoonpun

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

— AwnruoneBporudeckuii orek (orek KBuHKe) B aHaMmHe3e Ha (poHe mpuema Ipyrux
uHruoutopos AIID (cm. paznen 4.4).

— HacnencTBeHHBINH/MANONATHYECKUN aHTHOHEBPOTHYECKUH OTEK.

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

— CoBMecTHOE MpPUMEHEHHE C QJIUCKUPEHOM U  JIEKAPCTBEHHBIMU  IIpernapaTami,
COJIepXKALMMH aJTUCKUPEH, Y MALUEHTOB C CaxapHbIM TUa0ETOM W/WUIM YMEPEHHBIM WIIH
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 NMPUMEHEHHE C aHTaroHucramu penentopoB anruorensuHa Il (APA 1) y
NAlMEHTOB ¢ MabeTHYecKoil HepponaTuel (cM. pasaen 4.4).

— CoBMecTHOE NpUMEHEHUEe ¢ KoMOMHauueill BaicapraH+cakyOutpui. Homunpen A bu-
dopTe HeNB3s MPUHUMATh paHee, yeM depe3 36 4acoB IMoOcie MPUMEHEHHUs IOCIeTHEH
710361 KOMOMHAIMHU BajicapTaH + cakyOuTpui (cM. pasaenst 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
SIUHCTBEHHOH (QYHKIIMOHUPYIOIIEH mouku (cM. paszen 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 creayer NpUMEHATh Yy TAIMEHTOB, HAXOJAIIUXCS Ha
reMO/IMan3e, a TAK)KE Y MAIEHTOB C HEJICYCHOUW Cep/ICTHON HEAOCTATOYHOCTHIO B CTaIUU

JCKOMIICHCAIIUH.

4.4. OcoOble yka3aHHSl M MepPbl IPEJOCTOPOKHOCTH IPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO




CucrtemHble 3a00J€BaHMSA COEIUHMUTENBHOM TKaHM (B TOM YHCIE, CHUCTEMHas KpacHas
BOJYaHKA, CKJIEpOJEpMHUS M  JIp.); COINYTCTBYIOIEE NPHUMEHEHHE aJUIONypUHOJIA,
IIUTOCTATUKOB U UMMYHOJICIIPECCAHTOB, MU MPOKanHaMHa (PUCK pa3BUTH HEUTPONICHUU U
arpaHyJIolIMTO3a), COIYTCTBYIOIIAs TEpANUs IIpenapaTaMu JIUTHUS, IIpenapaTaMu allucKUpeHa
y NanueHToB 0e3 caxapHOro auadera WIM HapylleHUH (QyHKIUM IOYeK, aHTaroHHUCTaMHU
peuentopoB anrunoreHsuHa Il (APA II) y manmentoB 0e3 auabeTuueckoil HedpomaTuw,
npernapaTamM 30JI0Ta, HECTEPOUAHBIMU IIPOTUBOBOCHIANUTENbHbIMU npenaparamu (HIIBIID),
0aKkI0)eHOM, KOPTHKOCTEpOUJIaMH, HHTHOMTOpaMu HempwinduHa (cM. pazgen 4.5.),
npenapaTamy, KOTOpble MOT'YT BbI3BaTh yAJUHEHHE nHTepBana QT Ha ajekTpokapauorpaMmme
(OKI), cepieuHbIMU INIMKO3UAAMH, JIEKAPCTBEHHBIMU IIPENIapaTaMu, KOTOPbIE MOTYT BbI3BATh
HOJTMMOP(HYIO JKEIYTOUYKOBYIO TaXUKAPAUIO THIIA «ITUPYIT», YTHETEHHE KOCTHOMO3TOBOTO
KPOBETBOPEHHsI, CHW)KEHHBIH O00BEM HUPKYJIHPYIOIMEH KpoBU (IIpHEM JAMYPETHKOB,
OecconeBast aMeTa, pBOTa, JAMapes, TeMOAMAIM3), HIIeMH4yeckas OO0JIe3Hb cepaua,
1epeOpoBacKyIsApHble 3a00JIeBaHUs, PEHOBACKYJSpHAs TUIEPTEH3Us, caxapHblil aualer,
NEPBUYHBIM TUNEpaIbAOCTEPOHU3M, XpOHMUEcKas cepiaeuyHass HegocrtarouHocts (I1-1V
¢yHkunonanpHOro Kiacca mo kiaccupukanmu NYHA), HapymeHus (QyHKIMU TICYSHH U
[OYeK, TunepypukemMuss (0COOEHHO  CONPOBOXKIAMOINAACS  HOJArpodl M ypaTHbIM
HedponuTuasom), 1abmwibHOCTh AJl, MOXWIOH BO3pacT, MHPOBEACHHE TEeMOAMAIN3A C
IPUMEHEHUEM BBICOKOIPOTOYHBIX MEMOpaH WM JIeCeHCHUOMIM3auus, Nepesn MNpolenypoi
adepesa nunonporenHoB HU3K0M tiotHoctu JIITHII, cocrosiHue mocne TpaHCIUIaHTAIIUU
MOYKH, XUPYpPruYecKoe BMENIaTeIbCTBO/aHECTE3Us, CTEHO3 A0PTAJIbHOTO WJIM MHUTPaIbHOTO
KJIaraHa/runeprpoduyeckas 00CTpyKTHBHAs Kap/inoOMHoONaTus, aTEpOCKIIEPO3,
NPEJCTaBUTEIN HETPOMAHOM pachl (MeHee BbIpaXeHHbIH J(P(EKT OT MNpPUMEHEHHUS),
CIIOPTCMEHBI (BO3MO’KHA IOJIOKUTENIbHASL peaKlusl MU JTOMUHI-KOHTPOJIE), COMYTCTBYIOLIAs
Tepanus KaluicOeperaromuMu TUYpeTUKaMH, IpernapataMd Kajlus Wi y TalUueHTOB C
NOBBILIEHHBIM ~ COJIEpKaHMEM Kajlus B IUIa3Me, THIEpKaJueMHs, TUIOHATpUeMHUs,
OTSITOILIEHHBIM aJIJIEProJIOTHYECKUIl aHAMHE3, ajulepruyeckas peaklus Ha NeHUIWUIMH B
aHaMHese.

Obwee 0na unoanamuoa U nepuHoonpuid

IIpenapamul aumus

CoBMecTHOE IIPUMEHCHUC KOM6I/IHaHI/II/I nHAanaMuaa v rnnepruHaonpuia ¢ npemaparaMu JIATHA
00BIYHO HE peKOMeHIyeTcs (cM. pasnen 4.5).

Hapywenue ¢pynxyuu nouex

Tepanus Homumnpen A bu-¢opre nmpoTHBONOKa3aHa MalUeHTaM C YMEPEHHBIM M TSDKENbIM



HapymenueMm ¢yakuun modek (KK wmenee 60 mu/muH). Y HEKOTOPBIX MAIMEHTOB C
apTepuanbHOl runepreH3ueil 6e3 MpeaIIecTBYIOMEro OYEBUAHOIO HapylleHUs (QyHKIUH
NoYeK Ha (oHE Teparnuu MOTYT MOSBHUTHCS JAOOpaTOpHBIE MPHU3HAKH (DYHKIMOHAIBHOM
[IOYEYHON HEJOCTATOYHOCTU. B 3TOM ciydae nedyeHue cienyer npekpatutb. B nanpHeiem
MOYKHO BO300HOBUTh KOMOMHHMPOBAHHYIO TEpaIMIO, IPUMEHSS HU3KHE J03bl IPENnaparos,
1100 MPUMEHATH TOJIBKO OJMH U3 IPenapaToB.

TakuM nanueHTaM HEOOXOOUM pETrYJSIpHBIA KOHTPOJb KOHILEHTpPAllMd HOHOB Kallus H
KpeaTWHUHA B KPOBU — uepe3 2 HeleNH IOCie Haydaua Tepanuyd M B JaIbHEUIIEM 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, IPU CTEHO3€ ITOYEYHON apTepuHu.

JlexapctBennbiii npenapar 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 600HO-3IEKMPOIUMHO20 bananca

B ciydae ucxoHOM TMIIOHATPUEMHH CYIIECTBYET PHUCK BHE3AITHOTO Pa3BUTHS apTEepPHAIBHOM
TUIIOTEH3UH, B YaCTHOCTH, Yy MAalUMEHTOB CO CTEHO30M IouyedHoil aprepuu. Ilostomy
HEOOXOIUMO TIPOBEJIEHHE CHUCTEMATUYECKON OLIEHKM CHMITOMOB O00€3BOKMBAaHUS U
CHI)KEHUSI 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.

TpansuTopHass apTepualibHasi THUIMOTEH3WS 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 IpUMEHEHNE UHaNaMu/ia U MEPUHIONPUIIa HE MPeI0TBPAIlaeT pa3BUTHE
TUIOKAIMEMUH, OCOOEHHO Yy TMAIMeHTOB C CaXapHbIM JAMa0eToM WIM TOYE€YHOH
HeJocTaToOyHOCThI0. Kak U B cilydyae mpuMeHeHHus Jito00ro TMIIOTEH3MBHOIO IMpernapara B
KOMOWHAIIMHA C JUYPETHKOM, HEOOXOIUM PETyJISIPHBIH KOHTPOJb KOHIIEHTpAIMH KajHs B

IJj1asmMe KpOBH.



HNunamamung

Ileyenounas snyeganonamus

[lpyn Hanwuumu HapymIeHUH QYHKIUM [EYCHU MPUEM THA3HIHBIX W THA3HIOTOJ00HBIX
JTUYPETUKOB MOKET IPUBECTH, OCOOCHHO B CITydae AJICKTPOJIUTHOTO AUcOaaHca, K Pa3BUTHIO
MEYCHOYHOHN HHIe(alonaTu, KOTOpas MOXKET MPOrpeccHpoBaTh IO MEYEHOYHOM KOMbI. B
TaKOW CUTyalluH ClieAyeT HEMEJICHHO PEeKPaTUTh MpUeM JUYypEeTHKa.
DomouyscmeumenbHOCMb

Ha ¢one mpueMa THA3MIHBIX U THA3UAOINOJOOHBIX UYPETUKOB COOOIIATIOCH O CIIy4asix
pa3BUTHs peakiuid (HoTouyBCTBUTENBbHOCTH (cM. paznen 4.8). B ciydae pa3BuTus peakuui
¢dboTouyBCTBUTEIBHOCTH Ha (DOHE mMpuema mpernapara cienyeT Mpekpatutb jeudeHue. [Ipu
HEOOXOIUMOCTH TPOJIOJDKEHUS TePAIHH JHYPETUKAMH, PEKOMEHIYETCS 3allUINaTh KOXKHBIE
MIOKPOBEI OT BO3JICHCTBHSI COJTHCUHBIX JTyUei WIM UCKYCCTBEHHBIX YIbTPa(HUOIICTOBBIX JIyUeH.
Boono-snexkmponumusiii 6aranc

KOHueHmpauuﬂ UOHO6 HAMpuUs 6 nidime Kpoeu

KoHmeHTpanuio HOHOB HATPUS B IJIa3Me KPOBH HEOOXOAMMO ONPEACTIATH 0 Hadaia JICUCHHS,
a 3aTeM PEryJSIPHO KOHTPOJIMPOBATh Ha (hoHE mpuema npenapaTa. CHIDKEHHE KOHIIEHTPAIIH
MOHOB HATpusi Ha HAyaJbHOM JTalle MOXET HE CONPOBOXKAATHCA KIMHUYECKHUMU
CHMIITOMaMH, TI03TOMY HEOOXOJIUM peryJspHBIN JabopaTopHbIii KOHTpOJb. bonee yacThiit
KOHTPOJIb COACPKaHNA NOHOB HATPHA ITOKAa3aH MaluCHTaAM C HUPPO30OM IMCUCHU M MallUCHTaM
noxwmioro Bo3pacta (cMm. pazgensl 4.8 u 4.9). JledeHne mHOOBIMH JMYPETHKAMH MOXKET
BbI3BaTh I'MIIOHATPUEMUIO, HHOTAA C OYEHb CEPhE3HBIMHU IMOCIEACTBUSAMU. [ MnoHaTpuemus,
COIIPOBOK/AIOIASCS TUIIOBOJIEMUEH, MOXET MPUBOAMTH K PAa3BUTUIO OOE3BOKMBAHUS U
opTocTaTnyeckoi THMoTeH3ud. COMyTCTBYIOIEe CHW)KEHHE COACpP)KaHUS HOHOB XJIopa
MOYKET MPHUBECTH K PAa3BUTHIO BTOPHUYHOTO KOMIIEHCATOPHOTO METabOJIMYECKOTO alkano3a:
4acTOTa €ro BOZHUKHOBEHUS U CTENIEHb BBIPQ)KEHHOCTH HE3HAUUTENbHBIE.

R'OHueHmpauuﬂ UOHO6 KAaJjluAd 6 niasme Kposu

CHIKEHUE KOHIICHTPAINH KIS ¢ THITOKAJTUEMHUECH SIBJISICTCS OCHOBHBIM PUCKOM, CBSI3aHHBIM
C TepamuWiel THA3WIHBIMH M THA3HUIOMOAOOHBIMU JUYPETHKAMH. | UITOKAITHMEMHS MOKET
BBI3BaTh MBIIIEYHBIE paccTpoiicTBa. CoobIIanock o ciydasx pabJoMHOIN3a, B OCHOBHOM Ha
(b oHE TSHKEION TUITOKATHEMUHU.

HeoOxomumo Tpeaynpexaath PUCK CHWKCHHS KOHIICHTPAIlMd WOHOB Kaiuus (MeHee
3,4 MMOJIB/IT) y CIEAYIONIMX KaTerOpui MAIlMEHTOB M3 TPYIITBI BEICOKOTO PHCKA: IMAIIHEHTOB
MOXKUJIOTO BO3pacTa W/WIM UCTOUICHHBIX TMAIMEHTOB KakK TMOJydYaloluX, TaKk H He

noJiyqaromunux COYCTAHHYHO MCAUKAMCHTO3HYIO TCPAIIUIO, MMAlIMCHTOB C MUPPO3OM IICUCHU C



OTEKaMH M AaCIHUTOM, HIIEMUYECKOW OOJIE3HBIO CEp/la, CEpICYHOH HEIO0CTaTOYHOCTHIO.
['mnokanuemus y 3TUX MAlMEHTOB YCUIMBAET TOKCHYECKOE ICHCTBUE CEPJCUHBIX TITMKO3UI0B
¥ TIOBBIIIAET PUCK PA3BUTHUS HAPYIICHUH pUTMA.

K rpymme noBbIIIEHHOTO pUCKa TaKXe OTHOCATCS MAalMEHTHI C yIIMHEHHBIM HHTepBasioMm QT
Ha OKI', kak BpO’KA€HHBIM, TaK U BBI3BAaHHBIM JICHCTBHEM JICKAPCTBEHHBIX CPE/ICTB.
['mnokanuemus, Takxe, Kak U OpaguKapaus, CIOCOOCTBYET Pa3BUTHIO TSDKEJIBIX HAPYIICHUH
CepACYHOr0 PUTMA, OCOOCHHO MOIUMOP(HHON KETYJOUYKOBOKH TaXUKApIUHU TUMA «ITUPYIT»,
KOTOpast MOXKET ObITh (paTambHOH. BO Bcex OMMCaHHBIX BBHIINIE Clydasx HeoOXoaum Oosee
YacThIil KOHTPOJIb COJEpXKAaHUS HOHOB Kanus B IUIa3Me KpoBH. llepBoe u3MmepeHune
KOHLIEHTPALMK MOHOB KaJMsl HEOOXOIMMO HMPOBECTH B TEUYEHHE IEPBOI HENEeNM OT Hadania
TEpanu.

[Tpu BBIABIICHUH THITOKAIMEMHUH JOJDKHA IIPOBOAUTHCS COOTBETCTBYIOMIAs KOPPEKIIHSI.

KOHueHmpauuﬂ UOHO6 KajlbUuA 6 niasme Kposu

TI/IaSI/II[HbIe n TI/IHSI/II[OHO,I[O6HBIC ANYPCTUKU MOT'YT YMCHBIIATHL BBIBEACHUC MOHOB KaJIbLIUS
IMo4YKaMu, NpHUBOJA K HE3HAYUTCIIBHOMY U BPEMCHHOMY IMOBBINICHHUIO KOHIUCHTPAIKU KaJlbIIUA
B IIJIa3M€ KPOBH. BLIpa)KCHHOG IMOBBIIICHHUC KOHICHTPpAIMUW HMOHOB KaJlbIIUA MOXET OBITH
CBsA3aHO C HCAHAIHOCTUPOBAHHLIM TIHIICPIIAPATHPCO30M. Hepen HCCICOA0BAaHUECM (bYHKI_[I/II/I
MNapamyTOBUAHBIX KCJIC3 CJICAYCT OTMCHUTD IIPUEM NUYPCTUICCKUX CPCACTB.

Konuenmpayus enokossl 8 kposu

HCO6XOHI/IMO KOHTPOJUPOBATh KOHICHTPAIUIO TJIFOKO3blI B KPOBH Yy MAIIUCHTOB C CaxapHbIM
I[I/Ia6eTOM, 0COOEHHO KOTTa KOHICHTpAald NOHOB KaJIusgd HU3Kasl.

Mouesas kucioma

VYV nmanueHToB ¢ MOBBINIEHHOW KOHUEHTPAalMed MOYE€BOM KHCIOTHI B IJIa3ME€ KPOBU MMEETCS
TEHJCHIIMS K YBEJTMYEHHNIO YaCTOThl BOSHUKHOBEHHUS MTPUCTYIIOB MOJarphl.

Huypemuueckue cpedocmea u (hyHKyus nouex

TuasunHele M THA3UIONOAOOHBIE IUYpEeTUKU 3((PEKTHBHBI B TOJHOM Mepe TONbKO Y
MalMeHTOB C HOPMAJbHOW WM HE3HAYUTEIHHO HAPYIICHHOW (YHKIMEH TOuYeK
(KOHIIEHTpaNHs KPEaTHHUHA y B3POCIBIX MAMEHTOB HIDKE 25 MT/1 1tk 220 MKMOJIB/IT).

VY NOXWIBIX MalMEHTOB YPOBEHb KpPEaTHMHHMHA B IUIa3ME€ KPOBH JOJDKEH OLIEHUBAThCS C
Yy4eTOM BO3pacTa, Beca U 1oJja, B COOTBETCTBHH ¢ ¢popmynoit Kokpodra:

Knupenc kpeatununa (KK) = (140 — Bo3pact) X Bec/0,814 X KOHLIEHTpalus KpeaTUHUHA,

rJe: BO3pacT — BO3pacT IAMEHTAa B TIOJAX; BEC — Macca Tela B KI; KOHIEHTpalus
KpeaTHHUHA — KOHIIEHTPAllKsl KPeaTHHUHA B TUIa3Me KPOBU B MKMOJIB/JI.

d)opMlea noAXOoAUuT IJid MYKYHH ITOXKWIIOTO BO3pacTa; I KCHIIWH ITOXWIIOTO BO3pacCTa



clenyeT YMHOXKHUTD pe3yiabTaT Ha Kodddunment 0,85.

B nHavane neyeHus IMypeTHKOM y HAlMEHTOB M3-3a I'MIIOBOJIEMMHU (BCIEICTBHE BBIBEICHUS
BOJIbI 1 MOHOB HATpPUsl) MOXKET HAOIIOAThCS BPEMEHHOE CHMIKEHUE CKOPOCTH KIIyOOUKOBOM
GuIbTpaui M yBEIMUYCHHE KOHICHTPAlMM MOYEBUHBI M KpEaTWHWHA B IUIa3Me KPOBH. JTa
TpaH3UTOpHas (PyHKIMOHAJIbHAsI IOYEYHasl HEJIOCTaTOYHOCTb HE MMEET HeOJIaronpHUsTHBIX
HOCJEACTBUM Ul NAlMEHTOB C HCXOJHO HOPMaJIbHOW (yHKIMEH IOYeK, OJHAKO MOXKET
yCYTyOIsTh YK€ UMEBILIEECs JO Havaia JIeYeHUs HapyleHHe QyHKIMHA MOYeK.

Cnopmcmenvl

CrnoprcMeHaM cielyeT oOpaTUTh BHUMAHUE HA TO, YTO JIEKAPCTBEHHBIN Mpenapar COAepKUT
JEUCTBYIOIIEE BEIECTBO, KOTOPOE MOXKET JaBaThb IIOJOXKHUTEIBHBIM pe3yiabTaT IIpU
IIPOBEJCHUH JIONIMHT-TECTA.

Xopuouoanvuwiii einom/Ocmpas muonus/Bmopuunas 3axkpbimoy201oHas 21aykoma
CynbdoHamMupl U UX MPOU3BOAHBIE MOTYT BBI3bIBATH HMOCHMHKPA3MYECKYIO PEAKIHIO,
HOPUBOJAILIYI0O K Pa3BUTHIO XOPUOUJAIBHOTO BBINOTA C JE(PEKTOM IOJs 3pEHHs, OCTPOM
MHONMU U OCTPOMY HPHUCTYIy BTOPUYHOW 3aKpbITOYrOJbHOW TIJIayKOMbl. CHMIITOMBI
BKJIIOYAIOT: BHE3AIIHOE CHUKEHHE OCTPOTHl 3peHMs] WM Oonb B TIJla3ax, KOTOpbIE
IIPOSIBIIAIOTCA, KaK MIPaBWIIO, B TEYEHHE HECKOJIBKUX YAaCOB MJIM HENENIb OT Hadaja Tepaluu
TUA3UAHBIM/THA3UA0NONO0HBIM  IuypeTukoM. Ilpm  oTcyTcTBMM  JledeHUs  ocTpast
3aKpBITOYrOJbHAsl IJIayKoMa MOXET IpPUBECTHM K HeoOpaTtumoil mnortepe 3peHus. llpu
NOSIBJIGHUH CHMIITOMOB HEOOXOAMMO KaK MOJKHO OBICTpee MpeKpaTUTb MpUeM
THA3UAHOT0/THA3UI0NI0I00HOT0  AMypeTuKka. Ecinm BHYTpUIVIa3HOE JaBlieHHE OCTaeTCs
HEKOHTPOJIMPYEMBIM, MOXET MOTPeOOBaThCSI HEOTIOKHOE MEAMKAMEHTO3HOE JIEUCHHE WIIH
XUPYPru4ecKoe BMeIaTrenabcTBO. (MDAaKkTOpOM pHCKa pa3BUTHS OCTPOM 3aKPBITOYTOJIBHOW
[JIayKOMBI SIBJISIETCSl aJlJlepruyeckas peakuus Ha M[pPOU3BOAHBIE Cylb(pOHAMMIA WIH
NEHULWIJINH B aHAMHE3E.

Ilepungonpun

Hsotinas 6roxkaoa penun-aneuomensun-anrboocmeponosoti cucmemol (PAAC)

Wmerorcss naHHble 00 YBEJIWYEHHM PUCKA BO3HUKHOBEHHUS apTepUaIbHOW T'HMIIOTEH3UH,
TUIEpKAIMEMUU W CHIDKGHMM  (QYHKIMM TOYeK (BKJIOYas OCTPYHO  IOYEYHYIO
HE/I0CTaTOYHOCTh) TPU COBMECTHOM TNpuMeHeHHu HHruoutopoB AIID c¢ APA |l wmm
anuckupeHoM. Ilostomy nBoitHas Onokaga PAAC mocpeacTBoM codeTaHUs WHTHOMTOpa
AII® ¢ APA Il unu anuckupeHom He pekomeHayetcs (cM. paszaenst 4.5 u 5.1). Ecnu aBoiinas

0s10kama abCoMOTHO HEOOXOAMMA, TO ATO JOHKHO BBIMOTHATHCS TI0JI CTPOTHM HAOIIOCHUEM



CHEIHAICTa TPU PETyIIpHOM KOHTpOJe (YHKIMHM TOYEK, COAEpPMKAaHHUS DJIEKTPOJIUTOB B
maasme Kpou v A/l

[Ipumenenune unruburopoB AIID B coueranuu c aHTaroHucramu perentopos APA |l
MPOTUBONOKA3aHO Y TAIMEHTOB ¢ JuabeTudeckor Hedpomaruel W HE PEKOMEHIYETCs Y
JPYTUX MAeHToB (cM. pasaensl 4.3 u 4.5).

Kanuticbepecarowue Ouypemuxu, npenapamsl Kauus, Kaiuicooepacawue 3ameHumenu
nuwesoll cou u nuuiesvle 000a6KU

He pexomeHmyeTcss COBMECTHOE TpPHUMEHEHUE NEPUHIONPUIA H  KaIHicOeperaronmx
JUYPETUKOB, a TAKXKE MPENapaToB KaJIUs, KATMACOAEPKAIIUX 3aMEHUTENICH TUIIEBOM COIM U
MHUINEBBIX 100aBOK (cM. paszaen 4.5).
Hetimponenus/azpanynoyumos/mpomooyumonenus/aHemus.

Hmerorcss cooOmIeHHSI O Pa3BUTHH HEUTPOIICHUU/arpaHyJIONUTO3a, TPOMOOIMTONICHUN U
aHemuu Ha ¢oHe nprueMa HHrHOUTOpoB AIID. V manueHToB ¢ HOPMaNbHOU (QYHKIIHEH MOYeK
u 0e3 COmyTCTBYIOIIMX (PAKTOPOB pHCKAa HEWUTpOINEeHUs Bo3HUKaeT peako. C kpaiiHei
OCTOPOXKHOCTBIO CIIEJIyeT MPUMEHSATh MEPHHIONPUI Ha (oHE CHUCTEMHBIX 3a00JIeBaHUN
COCTMHUTEIIFHON TKaHW, a Takke, Ha (JOHE MpHeMa MMMYHOJICIPECCAHTOB, AJUIOMYPUHOIIA
WM IPOKanHaMUa, WK MPU COYETaHUU 3TUX (AKTOPOB, OCOOEHHO Yy MAIIMEHTOB C UCXOJIHO
HapyHICHHON (YHKIUEH MoYeK.

Y HEKOTOpBIX NAIMCHTOB BO3HHMKAIM TSDKEJbIE HWHQPEKIMOHHBIC 3a00JICBaHUS, B psJIe
Clly4aeB, yCTOHYMBBIE K HWHTEHCHUBHOM aHTHOMOTHKOTepanuu. Ilpu HazHaueHUU
NEPUHAONPHUIIA TAKUM NAUEHTAM PEKOMEHIYETCsS MEePUOANYECKH KOHTPOJIUPOBATH YHUCIIO
JEHKOIMTOB B KpoBU. [larueHTHl MOMDKHBI COOOWIATh Bpady O JOOBIX MpU3HAKAX
UHGEKITMOHHBIX 3a00JieBaHMi (HarpumMep, 00JIb B TOpIie, Juxopaaka) (cM. pasaenst 4.5 u 4.8).
AHEMHSI MOXKET pa3BUBATHCS Y MAIMEHTOB MOCIE TPAHCIUIAHTAIMYA TTOYKH WK Y TIAIUEHTOB,
HaXOSAIIUXCS Ha reMoauanuse. [Ipu 3ToM cHUKEHHE TeMOroOuHa TeM OOIbIIE, YEM BBIIIE
OBl ero mepBOHAYAJbHBIA TOKa3aTeNb. ITOT HA(PQeKT, MOo-BUAUMOMY, HE SBISETCS
JI0303aBUCUMBIM, HO MOXET OBITh CBsI3aH C MEXaHU3MOM JeWcTBUS MHTHOHTOpOB AllD.
He3nauntensHOe CHIKEHHE TeMOTIIOOMHA TTPOUCXOAUT B TEUCHHUE MEPBBIX O MECSIEB, 3aTeM
OH OCTaeTcs CTa0WIBHBIM M TOJHOCTHIO BOCCTAaHABIMBAETCS IMOCIE OTMEHHI mpemapara. Y
TaKUX TMAlMEHTOB JICUEHUE MOXKET OBITh MPOAOHKEHO, OJIHAKO IeMaTOJOTUYECKUE aHATHU3BI
JIOJDKHBI TIPOBOJUTHCS PETYIISIPHO.

Penosackynapuas cunepmen3zus

VY mnainueHToB € JBYCTOPOHHHUM CT€HO30M IIOYEUYHBIX apTEepUdl WM CTEHO30M apTepuu

€IMHCTBEHHON (YHKIMOHUpYIOMIEH MOYKM Ha QoHe mnpuMeHeHus wuuruoutopa AllD



BO3PACTaeT PUCK PAa3BUTHS THUIOTECH3WH W TMOYEYHON HEAOCTAaToO4HOCTH (cM. pasmen 4.3).
[TpreM AMYypPETHKOB MOJKET OBITH IOMOJHUTCIBHBIM (hakTopoMm pucka (cm. pasgen 4.3).
Yxyamenne (QyHKIUH TMOYEK MOXKET HAOMIOAAThCs YK€ MPU HE3HAYMTEIbHOM H3MEHEHUH
KOHLEHTPAllUl KpEaTMHUHA B CHIBOPOTKE KPOBH, AAKE y MALMEHTOB C OJHOCTOPOHHUM
CTEHO30M MOYEYHON apTepHH.

MeTon0oM JeueHus: peHOBACKYJIIPHOW THMEPTEH3UU SIBISETCS peBacKylspuzauusa. Tem He
MeHee, npuMeHeHue UHruouTopoB AIID MoxkeT oka3bIBaTh IOJIOKHUTEIBHOE JIEHCTBUE Y
JTAHHOW KaTeropuu NalMEeHTOB, KaK OKUAAIOIINX OIIEpaTUBHOIO BMEIIATENLCTBA, TAK U B TOM
cilydae, Korja XUpypruueckoe BMEIaTeIbCTBO IPOBECTH HEBO3MOKHO.

[Tpumenenue nexkapcTBeHHOro npenapara Homunpen A bu-dopre He moka3zaHo manueHTam ¢
YCTAaHOBJICHHBIM WJIM MPENIOoJIaraéMbIM CTEHO30M IIOYEYHOM apTepuu, TaK Kak Yy TaKHX
NAlUEHTOB TEPaNMI0 CIeAyeT HauuHaTh B YCJIOBMSIX CTallMOHapa ¢ 0Oojee HU3KUX [103
KOMOHMHAIIMY WHIAMAMK/IA ¥ TIEPUHAOIPUIIA.

Tosviwennas wygcmeumenbHOCHb/AH2UOHEBPOMUYECKULL OMeK

[Tpu npueme uarHONTOpPOB AIID, B TOM UHKCIIe M MIEPUHIONPHIIA, B PEIKUX CIydasX MOXKET
HAOJII0/IaThCSl Pa3BUTHE AHTMOHEBPOTUYECKOTO OTEKa JIMLA, KOHEUHOCTEW, Iy0, s3bIKa,
TOJIOCOBBIX CKJIQJ0K W/uiu Toptanu (cMm. pasgen 4.8). DTo MOXKeT MNPOU30WTH B JHOOOMU
nepuo Tepanud. lIpu MOSBIEHUHM CHUMITOMOB MpPHEM MEPUHIONPUIA JOKEH OBITh
HEMEJIEHHO MPEKpallieH, a MalueHT JOJKEeH Ha0I01aThCs 10 TEX MOp, OKa MPU3HAKKU OTEKa
HE HWCYE3HYT MOJHOCTHIO. Eciam oTek 3aTparuBaeT TOJIBKO JHMIIO U TyObl, TO OH OOBIYHO
MPOXOJUT CaMOCTOSITENIFHO, TPU STOM B KayecTBE CHMITOMATHYECKOW Tepamuy MOTYT
MPUMEHSThCS aHTUTHCTAMUHHBIE CPEJICTBA.

AHTMOHEBPOTUYECKUN OTEK, COMPOBOXKIAIOLIUICS OTEKOM TOPTaHHU, MOXKET NPUBECTU K
JaeTanpHOMY Hcxony. OTek s3bIKa, IOJIOCOBBIX CKJIAJIOK WJIM TOPTAaHU MOXKET MPUBECTU K
OOCTPYKIMH JbIXaTeNbHBIX MyTel. [Ipy MOsIBIEHUH TaKUX CUMIITOMOB CIEAyeT HEMEICHHO
HayaTh MPOBOJUTH COOTBETCTBYIOIIYIO TEpaNHIo, HApUMeEp, BBECTU MOAKOXKHO SMUHE(PUH
(ampenamuH) B pasBegenuu 1:1000 (0,3 —0,5mi) w/mnm  o0OecnednTh TPOXOAMMOCTH
JIBIXATEITbHBIX MyTEH.

Coobmanocs 0 6ojee BHICOKOM PUCKE Pa3BUTHS aHTMOHEBPOTHYECKOI'O OTEKA y MAallMEeHTOB
HETPOMJIHOM pachl.

VY nmanueHToB, B aHaMHe3€ KOTOPBIX OTMEYaJicsi aHTMOHEBPOTHUECKUM OTEK, HE CBSI3aHHBIN ¢
nprueMoM HHrHOUTOpoB AII®D, MokeT OBITh MOBBIIIEH PUCK €r0 Pa3BUTHS IpPU IMpUEMe
npernapaToB 3TOM Tpymibl (cM. pasaen 4.3).

B  penkux cnywasx Ha Qone Tepanuum  uHruoutopamu AIlD  pa3BuBaercs
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AQHTMOHEBPOTUYECKHUI OTeK KullleyHuka. [Ipu 3ToM y manueHToB oTMevanach 00Jib B JKUBOTE
KaK HM30JIMPOBAaHHBIA CHMIOTOM WJIM B COYETAHUU C TOIIHOTOM M PBOTOM, B HEKOTOPBIX
ciydasix 0e3 MpEeIIeCTBYIOUIET0 AHTHOHEBPOTHYECKOTO OTEKa JIMIa U MPU HOPMAIBHOM
ypoBHe akTuBHOCTH Cl-3cTepasbl. /lnarHo3 ycraHaBIMBajiCS C MOMOIIBIO KOMIIBIOTEPHOM
ToMorpapuu  OpIOIIHOM MOJIOCTH, YJIBTPa3BYKOBOTO HCCJIENOBAaHUS MJIM B MOMEHT
XUPYpPruyeckoro BMemiateabcTBa. CHMITOMBI MPOXOAMIN IIOCNE MpEeKpalleHHusl IpHema
uHruouropoB AIl®. [losromy y mamueHTOB ¢ 00yibl0 B 00JAaCTH JKMBOTA, MOIYYAIOLIHX
unruouropsl AIl®, mpu mnpoBeaeHun nuddepeHIuaTbHON JAUATHOCTUKA HE00XO0IUMO
YUUTHIBATh BO3MOKHOCTh Pa3BUTHUSI aHTHOHEBPOTHUYECKOT'O OTEKa KUIIEYHUKA.

CoBMecTHOE TNpPUMEHEHHE MEPUHAONpPHIA ¢ KOMOMHHPOBAaHHBIMHM JIEKAPCTBEHHBIMU
npenapaTtamMi, COACp)KallMMK — BaJicapTaH + CaKyOWTpHJI, MPOTHBOIIOKA3aHO, TaK Kak
MOBBIINIEH PUCK PAa3BUTHSA AaHTHOHEBPOTHYECKOro oTeka (cM. pasmen 4.3). [lpumenenue
KOMOMHHMPOBAHHOTO JIEKAPCTBEHHOTO IMpemnapara, COAepiKallero BajcapTaH + cakyOuTpui,
BO3MOXKHO HE paHee, 4eM uepe3 36 4acoB MOCie MOCIEAHEro MpueMa IMEepUHAONPUIIA.
[IpumeHeHne EpUHIONIPIIIA BOBMOXKHO HE paHee, ueM 4epe3 36 4acoB Mociie MpeKpanieHus
npruema KOMOWHUPOBAaHHOTO JIEKapCTBEHHOTO npemnapara, coJIeprKallero
BasicapTan + cakyoutpui (cM. pasaens 4.3 u 4.5).

CoBMecTHOe npumeHeHHe HUHruouTopoB AIID ¢ mHrHOUTOpamMu HempuiIM3UHA (HAMpUMED,
pauekagorpwioM), unruOuropamu mMTOR (Hanpumep, CHUPOIUMYCOM, 3BEPOTUMYCOM,
TEMCHUPOJIUMYCOM) ¥ TJUNTHHAMHU (HampuMep, JIMHATJIUITHHOM, CaKCarJHIITHHOM,
CUTArJIMNTHHOM, BWIJATJIMIITUHOM) MOXXET IMPHUBECTH K IOBBIIIEHHOMY PHCKY pa3BUTHUS
AQHTMOHEBPOTHUYECKOTO OTeKa (Hampumep, OTEKY JbIXaTeJbHBIX IyTed WIM s3bIKa, C
HapyIIeHHEeM JbIXaHus Wik 0e3 Hero) (cMm. pasaen 4.5). Crneayer co0r01aTh OCTOPOKHOCTD
NpU  Ha3HAUYCHWH parekagoTpuiia, uHruoutopoB mTOR (mampumep, cupoiaumyca,
HBEPOIMMYCA, TEMCUPOIMMYCA) U TJIMITUHOB (HApPUMEp, JUHATIUITHHA, CAKCATrJIUMNTHHA,
CUTArJUNTHHA, BUJIATJIUIITHHA) YV TTAIIMEHTOB, YKe MpUHUMAromuX HHruoutop AIlID.
AnaghunaxkmouoHvle peaxkyuu npu nposedeHur 0eceHCcuoOUIU3ayul

HmeroTcss  OTAETBbHBIE COOOIIEHWSI O PAa3BUTHU JUIMTENBHBIX, YTPOXKAIOMMX IKU3HU
aHAQUITAKTOUTHBIX pPEaKIMid y TAIlMEeHTOB, MoNydaroumx WHruoutopel AIID Bo Bpems
JIECEHCUOMIM3UPYIOIIEH Tepanuu S10M NepernOHYaTOKPbUIBIX HACEKOMBIX (ITYeNbl, OCHI).
Wuruburtopelr AIl® HeoOXoauMO TPHUMEHATh C OCTOPOKHOCTBIO Y CKJIOHHBIX K
QUICPTUYECKIM  PEaKIMsIM TAIMeHTOB, MPOXOMSIIUX MPOIEAYPhl ECEHCUONITH3AIHH.
Cnenyer wu3beratb mnpuMmeHeHuss uHruouropa All® nanueHTam, MONydYarOUIMM

HMMYHOTCpAIIUI0 AO0M MCPCIIOHYATOKPBUIBIX HACCKOMBIX. Tem He MeHee, Yy HanucHTOB,
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KOTOPBIM HE00XOAMMO Kak IpuMeHeHne HHruouTopoB AII®D, Tak U npoBeneHHe MPOLEAY P
JleCEeHCUOnIN3aluy, aHaQWIAKTOMIHOW peakUUd MOXKHO H30eXaThb IIyTeM BPEMEHHOM
otMmeHbl unrudutopa AIID He menee, yem 3a 24 yaca 10 Hayaa NPOLETYPHI.
Anagpunakmouonvie peakyuu npu npogedenuu agepesa TUNONPOMeUH08 HU3KOU NIOMHOCIU
(VIITHII)

B penkux ciydasx y manueHToB, nonydarouux nHruontopsl AIl®, npu nposenenun agepesa
JIIHIT c¢ wucnonb30BaHUEM JEKCTpaHa cyibdara pa3sBUBAINCH YTrPOXKAIOIIUE KHU3HH
aHauiIakTOUHBIE peakuuu. s mpenoTBpamieHus aHA(QUIAKTOMIAHON peaKIuH CIeayeT
BPEMEHHO IpeKpamiarh Tepanuto nHruouropom AIID nepexn kax o nporemaypoit adepesa.
Tayuenmoi, naxoosawuecs na cemoouanuse

VY nauueHTtoB, mnosydamomux uHruouropel AII®, mnpu mnpoBeneHuu remoauanuza c
IIPIMEHEHHEM BBICOKOMPOTOYHBIX MeMmOpad (mampumep, AN69®) 6buln  OTMeueHSI
aHaduakTouHbIe peakiuu. [IoaToMy kenarenbHO NPUMEHAT, MEMOPaHy APYroro THIa WK
HIPUMEHSATh TMIIOTEH3UBHOE CPEJCTBO APYroi hapMaKkoTepaneBTUYECKON IPYIIIbL.
Tlepsuunwiii cunepanboocmeponusm

[TarueHTsl ¢ NEPBUYHBIM TUIEPAIBIOCTEPOHU3MOM, KakK MPaBUIO, HE BOCIPUUMYMBBI K
AQHTUTUIIEPTEH3UBHBIM IIperaparam, JecTBUEe KOTOPhIX OCHOBaHO Ha MHruOupoBanuu PAAC.
[ToaTomMy IpyMeEHEHHE IIpenapara y TAKUX MalueHTOB HE PEKOMEHy€ETC.

Kaweno

Ha ¢one tepanuu narnouropom AIID MoxkeT oTMeuaThCsi CyXOM YHOPHBIN Kallleslb, KOTOPBIH
ucye3aeT Iociie OTMEHBI IpenapaTa. [Ipu mosiBleHMH y NanueHTa CyXoro Kauuli CIeRyeT
IIOMHHUTH O BO3MOKHOM SITPOT€HHOM XapakTepe 3TOoro cuMmmnroma. Ecim nedamumii Bpay
CUMTaET, 4To Tepanusi nuHruoutopom AII® HeoOXxoauMa MalKMEHTy, BO3MOXKHO MPOJOHKEHNE
npuemMa npenapara.

Puck apmepuanvnoi cunomensuu u/unu noueunou HedocmamouyHocmu (v NAYUEHMO8 ¢
cepOeuHoll He0OCMAamMoYHOCIbIO, HaApYUeHUeM 800HO-3JIeKMPOIUMHO20 balanca u m.o.)

[Tpr HEKOTOPBIX MATOJOTMYECKUX COCTOSTHUSAX MOXKET OTMEUaThCsl 3HAUMTEIbHAs aKTUBaLUs
CUCTEMBI «PEHUH-aHTMOTEH3UH-aJIbJOCTEPOH», OCOOEHHO MPH BBIPAXKEHHOMN TUIIOBOJIEMUU U
CHIDKEHHM COJIEpKaHMs JIEKTPOJIMTOB B IIa3Me KpoBU (Ha ¢oHe OecconeBOW AMETHl WU
JUINTEJILHOTO TpHeMa JTUYPETUKOB), y MAIMEHTOB € HCXOAHO HHU3KUM AJl, cTeHozom
IIOYEYHON apTepHUH, 3aCTOMHOW CEpIEYHOM HENOCTATOYHOCTHK) WM LHUPPO3OM IEYEHH C
OTE€KaMH U aCIUTOM.

[lpumenenne wunruOutopa AIID Bo3biBaeT Onokagy PAAC u  mostomy MoOXer

COIIPOBOKAATHCA PE3KUM CHUKCHUCM AI[ W/VJIH TTOBBIIICHHEM KOHICHTpAllMU KpC€aTUHHUHA B
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iasMe  KpOBHM, CBHUJACTEIbCTBYIOIIMM O Pa3BUTUU  (PYHKIMOHAIBHONH  MOYEYHOU
HEJOCTATOYHOCTU. DTHU SBJICHUS 4Yallle HaOJI0Ial0TCs MpU MpHEMe MEepPBOil 103bI IpenapaTa
WIM B TEUYEHUE IMEpPBBIX JABYX HEAEAb Tepanuu. B penkux ciydasx 3TH COCTOSHUS
pa3BUBAIOTCSI OCTPO U B JAPYTrH€ CPOKU Tepanuu. B Takux cilydasx npu BO300OHOBJIEHUU
Tepanuu PeKOMEH]IyeTcs MPUMEHSTh IpernapaTr B 0ojiee HU3KOW J03€ W 3aTeM IOCTEIIEHHO
YBEJIMYUBATH J103Y.

Tooscunoii 6ozpacm

[lepen HavanoM mpHeMa NEPUHAONPHIA HEOOXOJUMO OLEHHTh (PYHKIMOHAIBHYIO
AaKTUBHOCTH TIOYEK U COJIep KaHUE Kallus B IJ1a3Me KpoBU. B Hawane Tepanuu 103y npemnapara
noA0UPAIOT, y4YUThIBasi CTeNeHb CHIKeHUs AJl, ocoOeHHO B ciyyae 00€3BOKMBaHUS U
MOTEpU AIEKTPOJIUTOB. [10100HBIE MEpPBI MO3BOJISIIOT N30€kKaTh Pe3Koro cHIkeHust A/Jl.
Amepocknepos

Puck aprepuanbHON TUIMOTEH3MHM CYIIECTBYET Yy BCEX NAI[MEHTOB, OJHAKO OCOOYIO
OCTOPOXHOCTh CIIEAYyeT COON0aTh, MPUMEHsS MpermapaT y MalUueHTOB C HIIEeMHYECKON
00JIE3HBIO CepAlla U HEJOCTATOYHOCTHIO MO3TOBOTO KpOBOOOpAalIeHHs. Y TaKWX MAIMEHTOB
JIeUEHUE ClIelyeT HauMHaTh ¢ HU3KUX /103 IIperapara.

Cepoeunas HedocmamouHoCcmv/msicenas cepoeunds He0oCmamo4HOCHb

[Taruentam ¢ Tspkenol cepaeuHoil HemocraTouHocThio (IV (dyHKIMOHANBEHOTO Kilacca 1o
kiaccudukamuun NYHA) npumenenue npenapata Honunpen A bu-dopre He mokasaHo, Tak
KaK y TakuxX NAIMeHTOB Tepamnus JODKHA HauMHAThCs ¢ OoJjiee HU3KUX /103 KOMOWHAIUU
MHAAMaMU/Ia ¥ IEPUHAONPUIIA U MO TIATeNbHBIM BpauyeOHBIM KOHTPOJIEM.

[TatMeHTh! ¢ apTepUaibHON I'MIIEPTEH3UEH M UIIEMHYECKOW OOJIE3HBIO Cepilla He IOJKHBI
npekpamars npueM Oera-aapeHo010KkaTopoB: UHTHOUTOpPHl AIID HOMKHBI MPUMEHSTHCS
BMecCTe ¢ OeTa-aipeHo0I0KaTopamu.

Tayuenmsi ¢ caxapuvim ouabemom

VY nDanMeHToB € MHCYJIMHO3aBUCHUMBIM CaxXapHbIM JIua0eToM (OMacHOCTh CIIOHTAHHOTO
YBEIMUEHUS] COJAEpKaHMsI Kanusi) Tepanus npenaparom Homunpen A bu-dopre
Helesnecoo0pasHa, TMOCKOJAbKY y TaKUX [MAlUMEHTOB JIEYeHHE JOHKHO HayuHAThCs C
MUHHUMAQJIBHBIX 103 HWHJANaMuJa M MEepUHJIONPHIA U MPOXOAUTh IMOJ TMOCTOSHHBIM
BpaueOHBIM KOHTPOJIEM.

HeoOxoaumo THIaTENbHO KOHTPOJIMPOBATh TNIMKEMHUIO y MAIIMEHTOB C CaXapHbIM JUAa0ETOM,
paHee MOJy4yaBUINX MEPOPATbHBIE CaXapOCHMKAIOIINE TIpenapaTsl UM WHCYJIUH, & UMEHHO B
TEUSHHE TIePBOT0 Mecsia Tepanuu nHruontopom AIID (cm. paznen 4.5).

Omuuueckue pasiudus
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[Tepungonpun, kak u npyrue WHrHOUTOpH AIID, OKa3biBaeT SBHO MEHEE BBIPAKEHHOE
AQHTUTUIIEPTEH3UBHOE [EHCTBUE Yy MAUUEHTOB HEIPOMAHOM PACBl IO CPABHEHUIO C
NpPEJCTaBUTEIISIMU JIPYyTUX pac. Bo3MOXHO, 3TO pasiauuue OOYyCIOBICHO TEM, 4YTO Y
MALUEHTOB C APTEPUAIBHOW THUIIEPTEH3UEW HETrPOMJHOM pachl Halle OTMEYAeTCsd HU3Kas
AKTUBHOCTb PEHUHA.

Xupypauueckoe emeuiamenscmeo/anecmesus

[Tpumenenne uarnO6UTOpoB AIID MOXKET MPUBECTH K apTEPHATIBLHON TMIOTEH3UH, OCOOCHHO
[P COBMECTHOM NMPUMEHEHHH CPEACTB /ISl aHECTE3MH, 00JIaaloIuX aHTUTHIIEPTEH3UBHBIM
JIICUCTBUEM.

[TosToMy pekomMeHIyeTcsi IO BO3MOXHOCTH MPEKpaTuTh IpueM HUHruouropos AllD
JUIMTEJIIBHOTO  JIEMCTBMS, TAKUX KaK IEpUHIONPHI, 3a CYTKH JO XHUPYPrU4ECKOIo
BMEILIATEIbCTBA.

Cmeno3 aopmanbHo2o uiu MUMpAIbHO20 Klanauwosleunepmpoghuueckas 06CmpyKMuGHast
KapoOuoMuonamusi

WNuaruburoper AII® H0MKHBI C OCTOPOKHOCTBIO HA3HAYATHCS MAIMEHTaM C OOCTPYKIUEH
BBIHOCSIIETO TPAKTA JIEBOTO JKEITy10YKA.

Ileuenounas nedocmamouynocmo

B penkux ciaydasx Ha ¢one npuema uHruouropoB AIID Bo3HMKAET XoyecTaTHyecKas
xentyxa. Ilpu mporpeccupoBaHWU 3TOTO CHHIpPOMa BO3MOXKHO pa3BHTHE (DYIbMHUHAHTHOTO
HEKpO3a IMEYEHH, WHOIZAA C JIETAJbHBIM HCXOJIOM. MexaHu3M pa3BUTHS 3TOTO CHHIPOMA
HesiceH. [Ipu mosBneHUM KENTyXM WM NpPU 3HAYUTEIBHOM IIOBBIIEHHHM AKTUBHOCTHU
NEUYEHOYHbIX (epMEeHTOB Ha (oHe mnpuema uHruOuTOpoB AIlD mnamueHty criemyer
npekpatuTh npuemM uHruoutopa AIlD u HaxoaWTbCS MOJ COOTBETCTBYIOIIMM CHTYyallud
HaOroIeHneM Bpada (cM. paszen 4.8).

T'uneprxanuemus

['nepkanuemMust MOXKET pa3BUBATLCS BO BpeMs JieueHus: nuaruouropamu AIl®D, B Tom umcie,
u nepunaonpuioMm. Muarun6utopsr AII® mMoryT BbI3bIBaTh T'MIIEPKATUEMHIO, TOCKOJIBKY OHU
MHTHOUPYIOT BBICBOOOXKIEHUE allbI0CTepOHa. DP(PEKT 0OBIYHO HE3HAYUTEIIEH Y MAIlUEHTOB C
HOpMalibHOU (yHKIMeH mnodek. DakTopaMu pHCKa THIEPKAIMEMHM SBIAIOTCS IMOYEeYHAs
HEJI0CTaTOYHOCTh, YXYy/ALIeHWEe (YHKIUHU MOYeK, Bo3pacT crapiue 70 jeT, caxapHblil qualer,
HEKOTOPBIE  COINYTCTBYIOIIME  COCTOSIHMSA, B  YacTHOCTH, JEerWjaparanus, ocTpas
JEKOMIICHCAllUsSI ~ CepAECYHON  JesTeNbHOCTH, METa0OJMYEeCKH  alua03, COBMECTHOE
NpUMEHEHHE KaluiicOeperaomumx IUypeTUKoB (TaKUX KaK CHHPOHOJIAKTOH, SIUIEPEHOH,

TPUAMTCPCH, aMI/IJ'IOpI/IIl), a TaKiKC MpPCrapaToB KaJvusd HUIN KMHﬁCOZ{Cp)K&H.IHX 3aMEHUTEeNeH
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IUILEBOM CONH, a TaKKe MPUMEHEHHE JPYTuX MpernapaTroB, CIOCOOCTBYIOLIMX MOBBILICHUIO
COJEpXaHUs Kalus B IUIa3Me€ KpOBHM (HampuMmep, TIelNapHuHbl, KO-TPUMOKCA30J], TaKxkKe
U3BECTHBI Kak KOMOMHAIUs Cylb(haMeToKca3oll + TPUMETONPUM, APYTrHe WHTUOUTOPHI
AII®, anTaroHUCTH perenTopoB anruoteHsuna ll, aneruncanununosas kucnorta (3 r/CyTKH U
Oonee), HMHrHOUTOPHI IHKIOOKCHTeHasbl-2 (IIOI-2) u  HeceneKTHUBHBIE HECTEPOHUIHBIC
nporuBoBocnianutenbHpie  npenaparel  (HIIBII), wuMMyHOnmempeccaHThl, Takue  Kak
IUKJIOCTIOPHH WJIM TAaKPOJIUMYC, TPUMETONPUM), ¥ OCOOCHHO aHTAarOHHUCTOB AlIbJIOCTEPOHA
WIr 6JIOKaTOPOB PEIETITOPOB AHTMOTEH3UHA.

[IpumeHeHue mpenapaTtoB Kauus, KaluiicOeperarmommx IUypeTUKOB, KaJIUHCOIepKallux
3aMEHMTEJEeH MUIIEBOI COJIM MOXKET NMPUBECTU K 3HAYUTEIBLHOMY MOBBILICHUIO COACPKAHUSA
KaJHusi B KPOBH, OCOOCHHO y MAIMEHTOB CO CHW)KEHHOW (QyHKuuei mouek. ['mmepkamuemus
MOXKET TPUBECTH K CEephe3HBIM, WHOT/AA (PaTalbHBIM HAPYUICHHSM CEPIEYHOTO PHUTMA.
KanuiicOeperaronye IuypeTukd U OJOKAaTOphl PELENTOPOB aAHTMOTEH3MHA CIEAyeT
IOPUMEHATh C OCTOPOYKHOCTBIO Yy NAllMEHTOB, HOdydaroumx uHruouropsl AIID, a Tarke
CJIeZlyeT KOHTPOJIIMPOBATh YPOBEHD KaJIUsl B CBIBOPOTKE M (DYHKITHIO MTOYEK.

Ecnmn HeoO0XoIuMO COBMECTHOE TPHUMEHEHHE YKa3aHHBIX BBIIIE MPENapaToB, JICUCHHE
JIOJDKHO HPOBOJUTHCA C OCTOPOKHOCTBIO Ha (POHE PETyJSIPHOTO KOHTPOJS COJEpKaHMs
KOHIICHTPALIUK HOHOB KaJusi B CHIBOPOTKE KPOBU (cM. pasnen 4.5).

Bcnomozamenvhvie gewjecmea

JlexapctBennbiii mnpemnapar Homumnpen A bu-¢opre coaep uT JIakTO3bl MOHOTHJIpAT.
[TanpenTamM C pelnko BCTpeyarolleicsi HacleACTBEHHOW HENepeHOCHMMOCTBIO TajlaKTO3bl,
Ne(QUIUTOM JaKTa3bl WM TIIIOKO30-TaJIaKTO3HOM MaibabcopOuuelt He cienyeT MpUHUMATh
ATOT Iperapar.

Cooeporcanue nampust

Homunpen A bu-dote conepxxut menee, ueM | mmonb Hatpus (23 mr) B TabieTke, TO €CTh

MPAKTUYCCKU HE COACPIKUT HATPUA.

4.5. B3ammopeilicTBHe ¢ JPYTHMH JIEKAPCTBEHHBIMH NpenapaTamMu M JApyrue BHIbI
B3aUMOAeliCTBUA

Obwee 0na unoanamuoa U nepuHoonpuld

CoBMecTHOE NPUMCHCHHUE HE PCKOMCHAYETCA

IIpenapamuer aumus
[Ipy coBMeCTHOM MpPHUMEHEHHM IpernapaTroB JUTHUS U UHruoutopo AIID coolmranock 00

06paTI/IMOM MOBBIIICHUU COACPIKAHUA JIUTUA B IIJIa3ME€ KPOBU W CBA3AHHBIX C 3THUM
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Tokcuueckux dddekxrax. CoBMECTHOE TpPUMEHEHHWE KOMOWHAIMKA TICPUHAONpHUIA H
WHIaNaMKIa ¢ TIperapaTtaMy JUTHS He peKoMeHayeTcs. [Ipu HeoOXOIUMOCTH MPOBEICHUS
TAaKOW TEepanuu CIeAyeT PeryjsipHO KOHTPOJIHPOBATH COJICpPKAHUE JIMTHS B TUIa3ME KPOBU
(cM. pasnen 4.4).

CoBMECTHOE IIPUMEHCHHE TDC6V€T 0co0oi OCTOPOKHOCTHU

baknoghen

VYcunenne aHturunepreHsuBHoro naeiicreus. Crnenyer koHTposupoBate A/l u, npu
HEOO0XOIMMOCTH, KOPPEKTUPOBATH 036l AHTUTUIIEPTEH3UBHBIX MIPETIAPATOB.

Hecmepouonwvie npomusosocnanumenvuvie npenapamol (HIIBII) (éxniouas evicokue 003bi
AyemuaICatuyuIo80L KUCI0mol > 3 2/CymKu)

[Tpu coBmecTHOM nmpumenennu HHrHOnTOpoB AIID u HIIBII (anermicanuunioBas KUCIOTa B
J103€, OKa3bIBAIOIICH MPOTUBOBOCHAIUTEIFHOE JCHCTBHE, HHTHOUTOPHI IHUKIOOKCUTEHA3bI-2
(I10I'-2) n HecenextuBHbie HIIBIT) MoxxeT HabmomaTbesi ociiabiaeHUE aHTUTUIIEPTEH3UBHOTO
adpdexra. CoBmectHoe mnpumeHenne uHrHOMTOpoB AIID m HIIBII moker mpuBOIUTH K
YBEIMYCHUIO PHUCKA YXYIIIEHUS (YHKIMH IOYEK, BKIIOYAs Pa3BUTHE OCTPOH IMOYEHHOM
HEIOCTaTOYHOCTH, W YBEIMYCHHUIO COJEP)KAHHS Kallusi B CBIBOPOTKE KPOBU, OCOOEHHO Yy
MAIMEHTOB C MCXOJHO CHIKEHHOHM ¢yHkimeill mouyek. CrnemyeT coOnrofaTh OCTOPOKHOCTH
npu npumMeHeHun komOuHarmu npenapata U HIIBII, ocobeHHO y MOXHIIBIX HaI[MEHTOB.
[TaneHTHl JODKHBI TOMYYaTh aJEKBATHOE KOJIMYECTBO JKUAKOCTH, PEKOMEHIYETCS
KOHTPOJMPOBATh (DYHKIIMIO MTOYEK KaK B Ha4Yaje COBMECTHOU TEpaIHH, TaK W MEPUOJINICCKH B
IIPOLIECCE JICUECHMUS.

CoBMecTHOE IpUMEHEHHE TPeOYET BHUMAHHUS

Tpuyuxnuueckue anmuoenpeccanmol, AHMUNCUXOMUYECKUE CPeOCMEd (HelpOoIenmuKiL)
[TpemapaTsl 3TUX KJIACCOB yCHJIMBAIOT aHTHTHUIIEPTCH3UBHBIA 3PPEKT U YBEIUIHBAIOT PUCK
OpPTOCTATUYECKON TUMOTEH3UH (aIAUTHBHBIN YPHEKT).

Hnoanamuo

CoBMecTHOE ITpUMeEHEHME TpedyeT 0c000il OCTOPOKHOCTH

IIpenapamol, cnocobHvle 6bI13b16aMb NOTUMOPPHYIO HCETYOOUKOBYIO MAXUKAPOUIO MUNA
«nupysmy»

W3-3a pucka pa3BUTHsI TUIOKAIMEMUU CIEIYET COOMI0IaTh OCTOPOKHOCTh MPU COBMECTHOM
HAa3HAYCHWHM WHJAMaMUJa C T[penapaTtamMd, CIIOCOOHBIMH BBI3BIBAaTh MOJUMOP(PHYIO
KEJTYJTOUKOBYIO TAXUKAPAUIO THIIA KITUPYIT», TAKUMH KaK:

® aHTHAPUTMHYECKHE JIEKapCTBEHHBIC MpemnapaThl |A kimacca (XMHHMIWH, THIPOXUHHIWH,

nu3onupamu, npokanHamuna) u IC kinacca (diaekanuun);
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e aHTHApUTMHUYECKHUE JekapcTBeHHble mpemnaparbl Ill kmacca (ammomapon, cotanodn,
noderunna, HOyTHINI, OPETUIIHS TO3UIIAT, JPOHEIAPOH);

e HeiporenTuku: (PEHOTHA3WHBI (XJIOPIPOMAa3WH, IMaMEeMa3WH, JIEBOMEIPOMAa3uH,
THOpUJA3uH, Tpudiayonepasut, ¢uypeHasun), OeH3aMuabl (aMUCYIBIIPHI, CYJIBIUPUL,
CYJbTONPH[, THANPUI), OYTUPO(GEHOHBI (IPOMEPUION, TAIONEPHUION), MTUMO3HUI,
CEpTUHIOI,

®  AHTHJCIPECCAHTHL: TPHULUUKINYECKHE AaHTUJCTIPECCAHTHI, CEJICKTHBHBIE HHTHOUTOPHI
00paTHOro 3axBaTa CEpPOTOHUHA (LIUTAIONPAM, ICIIUTAJIONPAM);

e anTHOaKTepUalIbHBIC CpPEACTBA: (TOPXHWHOJIOHBI (JIEBO(MIOKCAIIMH, MOKCH(IOKCAIUH,
cnapdiokcanud, HUIPO(IOKCAMH); MaKpOIUAbl (IPUTPOMUILMH NPU BHYTPUBEHHOM
BBEJICHUU, Aa3UTPOMUIIMH, KIAPUTPOMUIIUH, POKCUTPOMHUIIMH, CHHUPAMHUIIUH); KO-
TPUMOKCA301I;

®  [POTHBOIPUOKOBEBIE CPENCTBA psijia a30JI0B (BOPUKOHA30J, UTPAKOHA30J, KETOKOHA3OII,
dirykoHason);

® [POTHBOMAISAPHIHBIE CpPEACTBa (XUHHH, XJOPOXHH, Me(IOXHH, TalopaHTPHH,
nymedaHTpuH);

®  aHTHAHTMHAJIbHBIE CpPe/ICTBA (paHOJIa3UH, OenpuII);

® [POTHBOOMYXOJIEBbIE TMpenapaThl M HMMMYHOMOIYJSTOPHl (BaHIAETaHHO, MBIIIbIKA
TPUOKCH/]I, OKCATTUTUIATHH, TAKPOIUMYC, aHATPETU);

®  [IPOTHUBOPBOTHBIE CPEICTBA (OHIAHCETPOH);

® CpEICTBA, BIUAIOIIME HAa MOTOPHKY JKEJyJIOYHO-KMIIEYHOTOo TpakTa (LU3ampuf,
JIOMIIEPHJIOH );

®  AHTUTUMCTaMUHHBIE Cpe/ICTBa (aCTeMU30J, TepheHauH, MU30JIACTHH);

e [poyMe: TEHTAMHIWH, Jau(deMaHWJ, BUHKAaMUH TIpU BHYTPUBEHHOM BBEJCHHH,
Ba30MPECCHUH, TEPIUNPECCUH, KETaHCEepuH, MpoOyKkoa, mpornodon, ceBodurypaH,
TEPOAWIIHH, IIHII0CTA30II.

Crnenyer npoBOAUTh NPO(PUIAKTHKY THUIOKATUEMUU U, TIPU HEOOXOJUMOCTH, €€ KOPPEKIIHIO;

KOHTpoJpoBath uHTepBan QT.

IIpenapamol, cnocodmbie 6b13b16aMb SUNOKATUEMUTO

AMdorepuniuie B (B/B), INIOKO- W MHUHEPaJOKOPTHUKOCTEPOUIBl (TIPU  CUCTEMHOM

NPUMEHEHNN), TETPAKO3aKTHJ, CIAOWUTENbHBIE CpPEICTBA, CTUMYJIHPYIOIIUE MOTOPHKY

KUIIEYHUKA. YBEIUYCHHE PHCKA PAa3BUTHS TUMOKaIHeMUd (aaguTUBHBIA 3 dekr).

Heo0xoauM KOHTpOJb CO/AEp)KaHUS Kalus B IUIa3Me€ KPOBM, IPU HEOOXOIMMOCTH — €ro

koppekuus. Ocoboe BHUMaHHE CIEAYeT YACNATh MalldeHTaM, OJJHOBPEMEHHO MOJIy4aloluM
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cepaeuHble TIUKo3ubl. ClenyeT MPUMEHATh CIIa0UTEIbHBIE CPEICTBA, HE CTUMYJIUPYIONTHE
MOTOPHUKY KUIIICYHHUKA.

Cepoeunbie 2nuKo3udbl

['mnokannemust yCHJIMBAET TOKCUYECKOE IEUCTBUE CEPICUHBIX TIIMKO3UI0B. [Ipu coBMecTHOM
MPUMEHEHUH MHAANaMUJIa U CEPJICUYHbIX TJIMKO3UAOB CIEAYET KOHTPOJIUPOBATH COACPKAHUE
Kalusg B Ia3Me KpoBu u mokaszarenu OKI' u, mpu HEOOXOIUMOCTH, KOPPEKTUPOBATh
TEpaIuIo.

Annonypunon

[Ipy cOBMECTHOM NMPUMEHEHWHU C WHJAMNaMHUJOM BO3MOKHO TMOBBIIIEHHWE YACTOTHI peakiui
TUIEPYYyBCTBUTEIBHOCTH.

CoBMecTHOE INPUMCHCHHUC TDG6VCT BHUMAHUA

Kanuiicbepecarowue ouypemuxu (amuiopuo, CRUPOHOIAKMOH, MPUAMMEDPEH)

Takoe couetanue 00OOCHOBAHO y HEKOTOPBIX ManueHTOB. [Ipu 3TOM MOxkeT HaOmomaThcs
TUINOKAIMEMUsl WM TUNepKaiueMus (B YacTHOCTH, Yy TAIMEHTOB C MOYEYHOU
HEJOCTATOYHOCTHIO MJIM caxapHbIM nuadetom). Ecim HeoOXoIuMo COBMECTHOE TPUMEHEHUE
MHJANaMHUIa U YKa3aHHBIX BBIIIE KalUiiCOEperammx AWypeTHKOB, CIEIyeT MPOBOAHUTH
KOHTPOJIb COZAEpkaHus Kaius B IutasMe Kpou u mapameTpoB OKI'. Ilpu HeoOxoammocTu
CXeMa JIeUeHUsI MOKET ObITh IIepPecCMOTpPEHa.

Mempopmun

@yHKIMOHATIbHAs OYEeYHasi HEJ0CTaTOYHOCTh, KOTOpasi MOXKET BO3HMKATh Ha (poHe mpuema
JINYPETUKOB, 0OCOOEHHO «IIE€TJIEBBIX», P COBMECTHOM MPUMEHEHUU MeT(HhOpMUHA TOBBIIIAET
PHCK DPa3BUTHUS MOJIOYHOKHUCIOro anujo3a. He crienyer NpUMEHATh METQOPMHH, €CIH
KOHIEHTpalusl KpeaTUHWHA B IJIa3Me KPOBU IpeBbimaeT 15 mr/n (135 MKMOJB/T) y My»KUuH
1 12 mr/n (110 MKMOJIB/IT) Y )KESHIIUH.

Hoocoodepaicawue konmpacmuvie seuyecmsa

O06e3BoXxMBaHNE OpraHU3Ma Ha (hOHE MpHeMa ANYPEeTHUECKUX MPENapaToB yBEINIUBAET PUCK
pPa3BUTHUSI OCTPOW MOYEYHOM HEIOCTATOYHOCTH, OCOOCHHO INpPH NMPUMEHEHUU BBICOKUX 03
HOACOJEpKAIMX  KOHTPACTHBIX  BemecTB. Ilepen npumeHeHmeM  HOACOAEpPKAIIUX
KOHTPACTHBIX BEIECTB MAI[MeHTaM HEOOXO0MMO KOMIIEHCUPOBATh MOTEPIO KHUIKOCTH.
Kanvyuii (conu)

[Ipy CcoBMECTHOM NPHUMEHEHHH BO3MOXKHO Ppa3BUTHE TUIEPKAJIbIUEMHH BCIEJICTBUE
CHIDKEHUSI SKCKPEIMHA NOHOB KAJTBITUS TIOYKAMHU.

LJuxnocnopun, maxponumyc

Bo3M0XHO TOBEIILIEHNE KOHICHTpAIMK KpCaTHUHHWHA B IUIA3MC KpPOBU 0e3 U3MEHEHHMS
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KOHIIEHTPALMH IIUKJIOCIIOPUHA B IUIa3Me KPOBH, AK€ IIPU HOPMAJIBHOM COZEP>KaHUM BOJbI U
MOHOB HaTpPHUS.

Kopmuxocmepouowl, mempakozaxmuo (npu cucmemHom npumMeHeHu)

YMeHbIIEHHE aHTUTUIIEPTEH3UBHOTO P deKTa (3aJepkKKa COIU U BOJbI Ha (JOHE MPUMEHEHUS
KOPTUKOCTEPOUIOB).

Ilepunoonpun

JlanHple KIMHWYECKHX HWCCICIOBAaHUN TIOKAa3bIBAIOT, 4TO JABOWHas Oiokaga PAAC B
pe3ysibTaTeé COBMECTHOro mnpuMeHeHuss uHruoutopoB AIID, APA |l win anuckupena
IPUBOAUT K YBEIUMYEHHUIO YaCTOThl BO3HUKHOBEHUS TaKUX HEXKEIATENbHbIX SIBJICHUH Kak
apTepuanbHas TUIOTEH3Us, TUIIEPKAIIMEMUs U CHUKEHUE (DYHKIUM MOYeK (BKIIOYAs OCTPYIO
MOYEYHYIO HEJOCTATOYHOCTH), 110 CPABHEHMIO C CUTYalUsIMHU, KOIJla NPUMEHSETCS TOJIBKO
oJIiH mpemnapar, Bo3aeicTytomuit Ha PAAC (cm. pasaenst 4.3, 4.4 u 5.1).

Jlexapcmeennvie npenapamul, nogviularowue pUcK pazeumus AH2UOHE8POMUIECK020 OmeKa
CoBmectHOe npuMeHeHne MHruOuTopoB AIID ¢ xkomOuHamuel BajcapTaH + CaKyOUTpuMI
IIPOTUBONOKA3aHO, TaK KaK 3TO YBEIMYUBAET PUCK AHTHOHEBPOTHUECKOTO OTEKa (CM. pa3/ielibl
4.3 n 4.4). llpumeHeHne KOMOMHALIMU BaJICApTaH + CaKyOWUTPHUI BO3MOXKHO HE paHee, 4eM
yepe3 36 wyacoB MoOcCie NpPUMEHEHHs NocieqHed 103bl nepusHionpuia. Ilpumenenue
NEepUHAONPUIA BO3MOKHO HE paHee, yeM depe3 36 yacoB Iocje NPUMEHEHUs IHOocieTHeH
J103bI KOMOMHAIIMK BaJIcCapTaH + cakyOuTpui (cM. pasnenst 4.3 u 4.4).

CoBMecTHOe mnpuMeHeHue uHruOutopoB AII® c panekagorpuiom, nHruobutopamu mTOR
(HampuMep, CUPOJMMYCOM, 3BEPOJIMMYCOM, TEMCHUPOJIMMYCOM) M TIUNTHHAMH (Hampumep,
JVHATJIMOTUHOM, CAKCArJIMIITUHOM, CUTArJMITHHOM, BUJIATNIMOTHHOM) MOXET HPUBECTH K
HIOBBIIIICHHOMY PUCKY aHTHOHEBPOTHUYECKOTO OTeKa (cM. pazzen 4.4).

Jlexapcmeennvie npenapamul, 8b13b16aI0UUE CUNEPKATUEMUIO

HecMmoTpst Ha TO, YTO ypOBEHb Kajlusi B CHIBOPOTKE KPOBHU OOBIYHO OCTAETCs B Ipejenax
HOPMBI, Y HEKOTOPBIX MalMeHTOB, NpuHuMmaromux Homumnpen® A bu-dopre, moxer
BO3HUKHYTb TUIIEPKATUEMUSI.

HekoTopele nexapcTBeHHbIE MpemapaThl WM KJIacChl MpPENnapaToB MOTYT YBEJIUYUBATh
YaCTOTYy Pa3BUTHUS TUIIEPKAIMEMUHN: ATUCKUPEH, COJM Kalus, Kanuicoeperaronume J1ypeTuku
(HampuMep, CIUPOHOJAKTOH, TpUAMTEpeH WU amuiiopuna), uHruouropel AIID, APA I,
HIIBII, remapuHbl, MMMYHOJENPECCAHTHI (TaKWe KakK LUKIOCIOPUH WJIM TaKpPOJIHUMYC),
TPUMETONPUM M KO-TPUMOKCa3osl (Cylb(aMeTokca3on + TPUMETONPHUM), IOCKOJIBbKY
TPUMETOIIPUM, KaK H3BECTHO, JEHCTByeT MojoOHO KanuiicOeperamomemMy AMYPETHKY, Kak

AMUJIOPpUA. KOM6I/IHE[I_[I/I$I OTUX JICKAPCTBCHHBIX IIPCMapaTOB YBCIMYUBACT PUCK PA3BUTHA
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runiepkanueMun. I[loatomy coBmectHoe mnpumeHeHne Homumpen® A bu-dopre ¢
BBIILICTICPEYUCIICHHBIMU TIperapaTaMu He peKkoMeHayeTcs. Ecium moka3aHo COBMECTHOE
INPUMEHEHNUE, UX CIEAYET NMPUMEHATH C OCTOPOXXHOCTBIO M C YaCTBIM KOHTPOJIEM YPOBHS
KaJIis B CBIBOPOTKE KPOBH.

CoBMeCTHOE TPMMEHEHNE TPOTHBONOKA3aHO (CM. pa3aci 43)

Anuckupen u 1exapcmeeHmvie npenapanmol, cO0epiIcaujue arucKupeH

CoBMecTHOE mnpruMeHeHue UHruoutopoB AllD ¢ jeKkapCcTBEHHBIMM IIpenapaTamy,
COJepXKALIMMH aTUCKUPEH, MPOTUBOINOKA3aHO y IMALMEHTOB C CaXapHBIM AUa0ETOM W/WiH
YMEpPEHHBIM MM TSDKeIbIM HapymeHueM OyHkupn mnodek (CK® < 60 mun/mun/1,73 M2
IJIOIIAIU TIOBEPXHOCTH Tena) (cM. pazzaen 4.3). Bo3pacTaeT puck pa3BUTHS THIEPKATUEMUH,
yXyaueHus: GyHKIUU TOYEK, CEPACUYHO-COCYTUCTON 3a00I€Ba€MOCTH U CMEPTHOCTH.
Cosmecmuas mepanusi ¢ uveubumopamu AIl® u awmazoHucmamu peyenmopos
AHeUOMEH3UHA

[IpotuBonoka3zano mnpuMeHeHue UHTHOUTOpoB AIID B coueTaHMM C AaHTArOHUCTAMU
peuentopoB anruorensuna Il (APA 1) y manueHToB ¢ auaberrueckoit Hedponartuei (cm.
paszaen 4.3).

DxcmpaxopnopanvHas mepanus

DKCTpaKkopropalbHble METO/bI JICUEHUS, MPUBOISIIINE K KOHTAKTy KPOBH C OTPULIATEIHHO
3apsHKEHHBIMU TTOBEPXHOCTSIMH, TaKHE KaK JUAIN3 WM TeMO(UIBTPaLUs C UCTIOIb30BAHUEM
HEKOTOPBIX BBICOKOIIPOTOYHBIX MeMOpaH (Hampumep, NOJUaKPHUIOHUTPUIIOBBIX), WK adepe3
JUMONPOTENHOB  HU3KOM  IJOTHOCTH C  HCMOJNb30BaHUEM  JIeKCTpaHa  cyib(aTa,
MPOTUBONOKA3aHbl M3-32 YBEIMUCHHUS PUCKA PA3BUTHS TOKEIBIX aHADUIAKTOUTHBIX PEaKIUuit
(em. pasgen 4.3). Ecnu manmeHTy HEOOXOAMMa SKCTpaKopIopaibHas Tepamnus, ClIeayer
paccMOTpEeTh BO3MOKHOCTH HCIIOJIB30BAaHUS JIPYrOTO THIA JWAIM3HONH MeMOpaHbl WU
JIPYroro Kiacca aHTUTHIEPTEH3UBHBIX MTPEmapaToB.

CoBMECTHOE IPUMEHECHUE HE PEKOMEHIYETCS

Anuckupen u n1ekapcmeenHvle npenapamal, cooepircaujue atucKupeH

VY nanueHToB, HE MMEIOIIMX CaxapHOro auabera WM HapylleHus GYHKUUU T[OYeK
(CK® < 60 mn/mun/1,73 M> miomamm MOBEPXHOCTH TeNa), MOBBINEH PHCK Da3BUTHS
TUIEPKATMEMHUH, YXYAIICHUs (PYHKIIUN TOYEK U MOBBIIIEHUS YaCTOThl CEPACYHO-COCYTUCTOM
3a00JIeBaEMOCTH M CMEPTHOCTH (CM. pazaen 4.4).

Couemanue mepanuu ¢ uneuoumopamu AII® u APA ||

[lo wMmerommMcs  JIUTEPAaTYpHBIM  JTaHHBIM, Yy  TAlUEHTOB C  YCTAHOBJICHHOU

aTEPOCKIEPOTHIECKON OOJIE3HBIO, CEPACUHON HEAOCTATOYHOCTHIO UITH CaXapHBIM JTUAOETOM C
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MOPKEHUEM OpraHOB-MUIICHEH OAHOBpeMEeHHOE MpuMeHeHue nHruouTopoB AIID u APA 11
OPUBOIUT K YBEIWYCHHIO YACTOTHl Pa3BUTHs apTepuaibHOW THIOTEH3WH, OOMOpOKa,
TUNEPKATMEMUN W YXYOIICHUS (QYHKIOUH TO0YeK (BKJIIOYAs OCTPYIHO  TOYEHHYIO
HEIOCTaTOYHOCTh), IO CPABHEHUIO C CHUTYalMsIMHU, KOTJa NPUMEHSETCS TOJBKO OJWH
npenapar, Bozaelictpyromuii Ha PAAC. Tlpumenenue apoiiHon 6okansl PAAC (Hanpumep,
B CiIydyae OJHOBpPEeMEHHOTo mnpuMmeHeHus: HHruoutopoB AIID u APA |l) momkHO OBITH
OTPAHHYCHO CIMHUYHBIMU CIYYasiMH CO CTPOTHMM KOHTPOJIEM (YHKIIMH IOYEK, COICPKAHUS
Kajus B tutasme kpoBu U Al (cm. pasaen 4.4).

Aempamycmun

CoBMecTHOE NPUMEHEHHE MOXKET MPUBECTH K TOBBIIICHHIO PUCKA PAa3BUTHS MOOOYHBIX
3¢ PEKTOB, TAKMX KaK aHTHOHEBPOTHUECKUH 0TeK (0Tek KBHHKE).

Kanuiicbepecarowue ouypemuxu (Hanpumep, mpuammepeH, amuiopuo) u Kaiui (coau)
['unepkanuemusi (C BO3MOXKHBIM JIETaIbHBIM UCXOJOM), OCOOEHHO MPHU HAPYIIEHUU (QYHKIUU
nmo4vek (aaauTuBHbIC 3(HPEKTHI, CBI3aHHBIC C THIICPKATHEMUEH ).

CoderaHue TMEpPUHAONPUIA C BBHIIICYNOMSHYTBIMH JICKAPCTBEHHBIMU IIpenapataMud  He
pexomenayercs (cM. paszaen 4.4). Ecinu, TeM HE MeHee, COBMECTHOE IPUMEHEHUE MTOKA3aHo,
UX CIIeAYyEeT IPUMEHSTH C COOIOIEHUEM MEp MPEAOCTOPOKHOCTU M PETYISIPHBIM KOHTPOJIEM
COJIepKaHus Kalusl B CBIBOPOTKE KPOBH.

Oco0OeHHOCTH  TpPUMEHEHHUS  CIUPOHONIAKTOHA  HPH  XPOHMYECKOH  cepledyHon
HEJOCTAaTOYHOCTH OIMMCAHBI J1ajiee M0 TeKCTy (cM. B moapazzaene « CoBMECTHOE MPUMEHEHUE
TpeOyeT 0co00i OCTOPOKHOCTIY).

CoBMecTHOE ITpUMeEHEHME TpedyeT 0c000il OCTOPOKHOCTH

T'unoznuxemuueckue cpedcmea (UHCYIUH, NEPOPATIbHbLE CAXAPOCHUNCAIOujUe Npenapamol)
ONuAEeMUOIOTHYECKUE UCCIEI0BaHMsI TIOKa3alli, YTO COBMECTHOE MPUMEHEHHE UHIMOUTOPOB
All® ¥ TruUnNOriIMKeMUYECKHX CpEeACTB (MHCYJIMHBI, IEpOopalibHble CaXapOCHUXKaroIIue
mpemnaparbl)  MOXKET  yCWJIMBaTh  TUNOMIMKEMHYECKMH  3QQexT  uHCynuHa U
TUIOTIMKEMUYECKUX CPEACTB JJI MpHUeMa BHYTPh BIUIOTH 10 Pa3BUTHSI THIOIVIMKEMHH.
Jannblii 3¢ ekt BeposiTHEE BCET0 MOKHO HAOMIOAAaTh B TEUEHUE MEPBBIX HEAEIh COBMECTHOI
Tepanuu, a TAaKKe y MalMeHTOB C HapyIllleHueM (PYHKIIHH MOYeK.

Kanutinecoepezarowue ouypemuxu

VY nmanueHToB, MOJIYYaoMUX JUYPETHKHA, OCOOCHHO y TAIMEHTOB C THUIMOBOJIEMHEH W/WIN
CHIDKEHHOM KOHIICHTpAIlMen coyiel, B Hadalie Teparuy MePUHI0TIPUIOM MOXKET HAOIIOAaThCS
ype3MepHoe cHukeHue AJl, pucKk pa3BUTHS KOTOPOTO MOKHO YMEHBIIUTh IIyTEM OTMEHBI

ANYPETHYICCKOr0 CpCACTBA, BOCIOJHCHUCM IIOTCPU KUAKOCTHU WA cojieit nepe Ha4dajlomM
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TEepanuu MEPUHIONPUIOM, a TakKKe Ha3HAauYeHUEM IMEepUHAONpHUIa B HHU3KOM J03€ C
JAIbHEUIITUM MOCTEIICHHBIM €€ YBEIHUECHUEM.

Ilpu apmepuanvroli eunepmen3uy 'y TALMEHTOB C TUIIOBOJIEMHEW WIM CHUKEHHOMN
KOHIIGHTpalueil cojeil Ha (oHE Tepanmuu AWYPETHKAMH, AUYPETHKH TOJDKHBI OBITH JTHOO
OTMEHEHBI 10 Hayajga npuMmeHeHus uHruoutopa AIID (mpm sToMm KanmitHecOeperaromun
JUYPETUK MOJKET OBITh IMO3/JHEC BHOBb Ha3HaueH), MO0 mHruoutop AIID moimkeH OBITH
Ha3Ha4YeH B HU3KOM J103€ C JaIbHEUIIUM MOCTENIEHHBIM €€ YBEITMUYECHHUEM.

Ilpu npumenenuu oOuypemuxoe 6 ciyyae 3ACMOUHOU CePOeUHOU HeOOCMAamoYHOCMU
uaruOuTop AII® nomkeH OBITh Ha3HAYEH B OYCHb HU3KOW J03€, BO3MOXHO, IIOCIIEC
YMEHBUICHHUS J03bI IPUMEHSEMOT0 OJJHOBPEMEHHO KaJMifHeCOeperaromnero JMypeTuKa.

Bo Bcex crmyuasx ¢pyHKIus noyek (KOHIIEHTpAIUs KpeaTUHUHA) JOJHKHA KOHTPOIUPOBATHCS B
nepBbIe Heeau npuMeHeHust THruoutopos AIID.

Kanuiicoepezarowue ouypemuxu (3niepenom, CRUpOHOIAKMOH,)

[IpuMmeHeHue SIIEpEeHOHAa WM CIIUPOHOJIAKTOHA B 7103ax oT 12,5 mr mo 50 Mr B cyTku u
HU3KHUX 7103 HHTUOUTOPOB AIID:

[Tpu Tepanuu xpoHudeckoi cepaeunon HepoctatouHocTu |1-1V QyHkmonansHoro Kiacca mno
knaccupukanun NYHA ¢ ¢dpakuueit BeiOpoca neBoro skemymouka <40% wu panee
npuUMeHSBIIUMUCS WHTHOUTOpaMu AIID U «meTieBBIMUY TUYPETUKAMHU, CYHIECTBYET PHCK
THIEPKATAEMHUH (C BO3MOXKHBIM JICTAIBHBIM HCXOJOM), OCOOGHHO B CIIly4ae HECOOIIO/ICHUS
pEeKOMEeHIaluil OTHOCUTEIBHO 3TOM KOMOMHAIIMY [TPETapaToB.

[lepen mnpuMeHeHHEM JaHHOM KOMOWHAIIMM JIEKAPCTBEHHBIX MpernapaToB, HEOOXOINMO
yOeIUTHCS B OTCYTCTBHH THIIEPKATMEMUHU U HAPYIIEHUS GYHKIH MTOYEK.

Pexomenyercst peryisipHO KOHTPOJIMPOBATh KOHIEHTPAIMIO KPEaTHHUHA U KalIHs B KPOBH:
€XKEHE/IeTHbHO B TIEPBBIN MECSAL JICICHUS U €KEMECIIHO B TIOCIIEAYIOIEM.

Pexombunanmuvie mxaneevie akmusamopwi niazmunozena (rtPA, armennasza)

[TarmenTsl, momydaBme uHrHOUTOpel AIlD wu  monywaromue — anreriazy — Ais
TPOMOOJUTUYECKONW Teparmud TpPU OCTPOM HIIEMHYECKOM HMHCYJIbTE, MOTYT HMETh
TIOBBIIIEHHBIN PUCK PA3BUTHSI aHTHOHEBPOTHYECKOTO OTEKA.

CoBMeCTHOE IIPUMEHEHME TPeOYVEeT BHUMAHUS

T'unomen3usHvie cpedcmea u 6a300UIAMAMOPbI

CoBMecTHOE NPUMEHEHHE 3THUX IPENapaToB MOXET YCHIMBAaTh AHTUTHUIEPTEH3UBHOE
JeficTBUe nepuHaonpuia. [Ipy coBMECTHOM NMPUMEHEHMHM C HUTPOTJIULEPUHOM M JIPYTHMH
HUTpAaTaMu WIK JPYTUMHU Ba30AMJIaTaTOpaMU BO3MOKHO JIOTIOJHUTENbHOE cHUXKeHne A/l

A]Z]ZOl’lprHOJZ, yumocmamuvieckue u uMMyHOO@np@CCM@Hbl@ cpe()cmea, cucmemHbsle
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KOPMUKOCMeEpouobl U NPOKAUHAMUO

CoBMecTHOe mpuMeHeHue ¢ uHruoutopamu AIID MOXKeT COMpOBOXKAATHCS MOBBIIICHHBIM
pHCcKOM JielikorieHnu (cM. pasnen 4.4).

Cpeocmea Ons anecmesuu

Nuru6utoper AII® MoryT ycunumBaTh THHOTCH3WBHBIA 3(PGEKT psga CPeACTB s OO
anecresuu (cM. paszaen 4.4).

I nunmunel (runaznunmun, CaKa2aunmuH, CUMAaiIunmuH, 6UI0A2IUNNUH)

IIpu coBmecTHOM npuMeHeHUU ¢ uHruouropamu AlID Bo3pacTaeT pUCK BO3HUKHOBEHUS
AQHTMOHEBPOTUYECKOTO OTEKa BCJIEACTBUE CHUKEHHS aKTUBHOCTU TUMIEHTHUAWUIICNTHIA3bI-4
(DPP-1V) nox ne#icTBHEM IIIMIITHHA.

Cumnamomumemuxu

CHMITATOMUMETHKHU MOTYT OCTIa0JIATh aHTUTUTIEPTCH3UBHBIN 3P dekT naruouTopos AIID.
IIpenapamul 3010ma

Coo0mianoch 0 peaKux CiIydasX HUTPUTOUIHBIX peakiui (C TaKUMHU CHUMITOMaMH, Kak
TUIIEpEMUsl KOXKU JIUIA, TOUIHOTA, PBOTA, TMUIIOTEH3Ms) Y MALIMEHTOB Ha (JOHE COBMECTHOIO
npuMeHeHuss THruouropos All®, B ToM uuncie nepuHAONpUia, U UHBEKIIMOHHOTO Tpernapara

30J10Ta (aypoTHOMAJaT HATPHS).

4.6. ®epTUIBHOCTH, 0€PEMEHHOCTH U JIAKTAIUS

JlexapctBennsiit npenapat Honumnpen A bu-gopte npoTrBonokazaH npu 0epeMeHHOCTH.
JlexapctBennbiii npemnapar Homunpen A bu-dopre mpoTuBomokazaH B HEpUOA TPYIHOTO
BCcKapMiiiBaHus. HeoOXOoIMMO OIEHUTHh 3HAYMMOCTh TEPAUH JJII MaTepd M MPUHATH
pelieHne O TMPEKpalleHHH TPYJHOTO BCKAPMIIMBAHUS WJIM O TMPEKpalleHuu MpueMa
mpemnapara.

bepemeHHOCTD

Hnoanamuo

JlaHHBIC O MPUMEHEHUH HHIATIAMUIA Y OCPEMEHHBIX KCHIIUH OTCYTCTBYIOT MM OTPAHUYCHBI
(Menee 300 ucxomoB OepeMeHHOCTH). [IMTEIbHOE PUMEHEHHUE THUA3UIHBIX JUYPETHKOB B
Il TpumecTpe GepeMEeHHOCTH MOXET BbI3BAaTh TMIOBOJIEMHIO Y MaTepH, a TaKKe CHIDKCHUE
MaTOYHO-TIJIAIIEHTAPHOTO KPOBOTOKA, YTO MPUBOIUT K (eTorianeHTapHoW HIIEMHUH |
3a/IepKKe pa3BUTHS TUIOJA.

HccnenoBanuss Ha >KMBOTHBIX HE BBISBUIM TMPSAMOTO WM HEMPSMOTO TOKCHYECKOTO
BO3JICHCTBUS Ha PENPOAYKTUBHYIO (DYHKIIUIO.

B kadectBe Mephl IPEIOCTOPOKHOCTH PEKOMEHIyeTcsl m30eraTh MPUMEHEHUsT WHJAlaMu/ia

BO BpeMs OEpEeMEHHOCTH.

23



Llepundonpun

B nacTosmuii MOMEHT HeT YOeAMTENbHBIX 3MUIEMHOIOTHYECKUX JAHHBIX O TEPATOreHHOM
pucke mnpu npueme HHruoutopoB AIID B mepBoM TpumecTpe OEpEMEHHOCTH, OJHAKO
HEKOTOpOE yBEIMYEHHE pHUCKA HApyIICHWH pa3BUTUS IUJI0OJAa HUCKIIOYUTH  HEJb3S.
[TarueHTKaM, TUIAHUPYIOLUM OEpEMEHHOCTD, CIIeIyeT OTMEHUTH JIEKAPCTBEHHBIN MpenapaT u
HA3HAYUTh JIpyrue TUIOTEH3UBHbIE CPEACTBA, pa3pelleHHble s NPUMEHEHUS IpU
OepeMEeHHOCTH, eClii TOJbKO Tepanus uHruouropamu AllD ne aBnsercs HeoOxomumon. [Ipu
BBISIBIICHHH O€PEMEHHOCTH CIIEAyeT HEMEUIEHHO MPEKPAaTUTh Tepanuio nHruouropamu AllD
U TIpU HEOOXOJUMOCTH Ha3HAUYUTD JPYTYIO TEPAIUIO.

N3BectHo, uto Ttepanus uHruOutopamu AIID Bo Il u Il TpumecTpax OepemeHHOCTH
OKa3bIBaeT (PETOTOKCHYECKOE ACUCTBUE HA IUIOJ Yy 4YeJoBeKa (CHIDKEHHE (DYHKIMH ITOYEK,
OJIUTOTUAPAMHHOH, 3aMeJIeHHe occu(pUKannuy KOCTel ueperna) U TOKCHYecKoe JIeHCTBUE Ha
HOBOPOXKJIEHHOTO (TI0YeYHass HeAOCTATOYHOCTh, TUIIOTEH3US, TUIIEPKAIUEMUS ).

Ecniu mnamuenTtka mnomyyana wuHruOutopel AIID co |l tpumectpa OepemeHHOCTH,
PEKOMEHAYEeTCS TPOBECTH YJIbTPA3ByKOBOE HCCIEIOBAaHHME IUIOAA JUIS OILCHKH COCTOSHUS
yepena U QyHKIMH [T0YEK.

MunaneHipl, mMatepu KOTOpBIX modydanu HHruoutopsl AIID Bo Bpemsi OepeMeHHOCTH,
JIOJKHBI OBITH TIIATEIBHO 00CIEIOBAHbI HA IIPEAMET TUIIOTEH3UH (cM. paszaen 4.4).

JlakTanus

JlexapctBennbiii npenapar Homumnpen A bu-dopre mpoTtuBomokasaH B HEpUOA T'PYIHOIO
BCKapMIIMBAHHSI.

Hnoanamuo

B Hacrosimuii MOMEHT HET OCTOBepHOW MH(OpMAIMK O BBIICICHUN WHAANAMHUIA WIH €To
METa0O0JIUTOB C TPYIHBIM MOJIOKOM.

Y HOBOPOXJIEHHOI'O MOYET pa3BUTHCS MOBBIIIEHHAS YYBCTBUTEIBHOCTh K IPOU3BOAHBIM
Cyab(pOoHaMH/Ia U TUIIOKATHEMHUS.

Puck 1711 HOBOPOKICHHBIX/MITAZICHIIEB HEITb3sI MUCKITIOYATh.

WNupanamun O1M30K 1O CTPYKTYpPE K THA3UIHBIM JHYPETUKaM, IPUEM NMPUMEHEHHE KOTOPHIX
BBI3BIBAET YMEHBIIICHHE KOJIMYECTBA IPYAHOTO MOJIOKA MJTH 110/1aBJICHUE JIAKTAIHH.
WMupanamu1 NpOTHBOMNOKA3aH B IEPUO]] TPYAHOTO BCKApMIIMBAHUSI.

Ilepunoonpun

BBugy orcyrcTBUS WH(pOpMAIHMH, Kacalollelcs NPUMEHEHHs TEPUHIONPUIA B TEPHOJ

TPYAHOI'O0 BCKapMJIMBaHHA, €ro NpueM HE PCKOMCHAOBAH, MPCANOYTUTCIBHCC NPUMCHATH
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JIpyTue Tpenaparsl ¢ 0ojiee n3ydeHHBIM poduieM 6€301MacHOCTH, 0COOCHHO TTPH KOPMIICHUH
HOBOPOXXKJICHHBIX U HEJIOHOIICHHBIX JCTEH.

DdepTUabHOCTD

Obwee 0ns unoanamuoa U nepuHoonpuLd

HccnenoBanust penpoayKTUBHOM TOKCHYHOCTM IIOKa3ajdd OTCYTCTBHE BIIMSHHUSA Ha
bepTunpHOCTh y KpbIlc 0o0Ooero moja. [IpeamonoxutenbHo, BiIUsSHUE HAa (EPTUIBLHOCTD Y

YeJI0BEKa OTCYTCTBYET.

4.7. BuusiHHe HA CIOCOOHOCTHb YNPABJSTH TPAHCIOPTHBIMHU CPeJACTBAMHU U PadoTaTh ¢
MeXaHNU3MaMu

O6a JEHCTBYIOIIMX BEIIECTBA, Kak MO OTIACIbHOCTH, TaK W B KOMOWHAIUU
WHAAMAMU]l + IEPUHIONPUI, HE OKa3blBAlOT BIHUSHUS HA CIOCOOHOCTh  YNPaBIATh
ABTOMOOWJIEM WM JIPYTUMH MeXaHW3MaMH. Y HEKOTOPBIX MAIlMEeHTOB OCOOCHHO B Haydaje
Tepanuu WIK TIpU T00ABJICHUH K MPOBOJAMMON TEparuu JIPYTrUX TMIIOTEH3UBHBIX MPENapaToB
MOTYT BO3HHMKATh WHIWBUIyaJIbHBIC PEAKIIMH, CBsi3aHHBbIe cOo cHIKeHHueM AJl. Bcnencrtue
3TOr0 CHOCOOHOCTh YIPABISATH ABTOMOOWIIEM WM IPYTMMH MEXaHHW3MaMH MOKET OBITh

HapyuicHa.

4.8. HexenarejbHble peaKIul

Pesrome mpoduiist 0e300acHOCTH

[lepungonpun oOKa3pIBa€T HMHTUOUPYIOIIEE JACHCTBUE HA CHUCTEMY «PEHUH-aHTUOTCH3WH-
anpaoctepon» (PAAC) u yMeHbIIaeT BHIBEJEHHE MOHOB KalMs MOYKamMu Ha (poHe mpuema
uHAanmamua. Y 6 % manueHToB Ha (poHe MpUMeHEeHUs JIeKapCTBEHHOTro npenapara Homumnpen
A bu-popre OBIO OTMEYEHO pa3BUTHE THUIOKATHUEMHH (COIEp)KaHUE Kallusg MEHee
3,4 MmMoOmB/M).

Haubonee yacTeiMu HEXKeENNATETbHBIMU PEAKIIUSIMH SIBIISTUCK:

- Ui WHJANaMHA: PEaKIUH TUIEePYYyBCTBUTEIBHOCTH, B OCHOBHOM KOXHBIE, Y
MAalKEHTOB, MPEAPACIOIOKEHHBIX K AJJIEPTUYECKUM U aCTMATHYECKUM PEaKLUsIM, U MAKYJIO-
TnaryJye3Has ChIlb;

- IS TIEPUHAOINpPHUJA: TOJIOBOKPY)XKCHHE, TOJIOBHAs OOJb, MMapecTe3usi, IUCTEeB3US,
HapyllIEHUE 3PEHHUs], BEPTUTO, 3BOH B YIIAaX, apTepuaibHas TMIOTEH3Us, Kalllelb, OJbIIIKA,
00Jb B KUBOTE, 3aIOp, AUCIEICHUS, TUapes, TOITHOTA, PBOTA, KOXKHBINA 3y, KOKHAs CHIMb,
CIa3M MBIIII] ¥ aCTCHUSI.

TabnmuuHoe pE3I0OME HEKENATCIILHBIX PEAKITNN

YacToTa HeXelaTeIbHBIX peaKuHﬁ, Ha6J'IIOI[aBI_HI/IXC$I BO BpEMs KIIMHUYCCKUX HCCIIeI0BaHUM

25



W/AYM TIPU TTOCTMApKETUHTOBOM HAOJIOJICHUH, MPHBEICHA B BUJE CICAYIONIEH Tpaaaruu:

odeHpb vacto (>1/10); gacto (>1/100, <1/10); mewacro (>1/1000, <1/100); peaxo (>1/10000,

<1/1000); ouens peaxo (<1/10000); HensBecTHO (YAcCTOTa HE MOXKET OBITH IOJCUMUTAHA IO

JIOCTYITHBIM JAHHBIM).

MedDRA Yacrora
He:kenareabHbIe
Kuiaccol 1 cucTeMBbl
peakunu Nupanamung Hepungonpu
OpPraHoB
Nudexunu n
Punur - OueHb penko
HHBAa3HH
DosuHo U - Heuacro*

Hapyumenus co
CTOPOHBI KPOBH U
Jum@paTudecKoi

CUCTEMBbI

ArpanysonuTos (cm.

paznen 4.4)

OdeHsb penko

Ouensb penko

ArmnracTuueckast aHeMust

OueHb penko

ITannuronenusa

OueHb penko

Jletikonenus

OdeHsb penko

Ouensb penko

Hetitponenus (cM.

paznen 4.4)

Ouensb penko

I'emonuTuueckas

aHCMUA

OueHb penko

OueHb peniko

TpombonuTonenus (cMm.

paznen 4.4)

OdeHsb penko

Ouensb penko

Hapymenus co

CTOPOHBI I/IMMyHHOﬁ

FI/IHep‘{yBCTBI/ITeHBHOCTB
(peaKL{I/II/I, B OCHOBHOM
KOJKHBIC, ¥ ITAIUCHTOB C

HPEIPACIIONOKEHHOCTHIO

Yacrto

CHCTEMBI K aJJIEPTUYECKUM U
aCTMAaTHYECKUM
peakiusam)
['unormukemus (cm.
- Heuacrto*
paznensl 4.4 u 4.5)
Hapymenus
I'mnepkanuemus,
MeTado0JM3Ma "
oOpartumasi Ipu OTMEHE
MATAHNUSA - Heuacro*

npernapara (CM. paszen

4.4)
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MedDRA

Kiaacchl H cHCTEMBI

OpraHos

HexenareanHble

peakuuu

YacroTa

Nupanamun

IHepunponpui

I'unonatpuemus (cMm.

paznen 4.4)

HewussectHO

Heuacto*

[Munepkanbruemus

Ouenb penko

CHuKeHue cofepxKaHus
KaJIisl ¥ THIIOKAJIEMHUS,
0CcOOEHHO 3HAaYMMast JIJIst
HalMEeHTOB,
OTHOCSIIIUXCS K TPYTIIe

pucka (cm. paszzen 4.4)

HewussectHO

Ilcuxuueckue

HapyIIeHus

JlabmipHOCTE

HACTPOECHUS

Heuacto

Hapymenue cna

Heuacto

CHYTaHHOCTB CO3HaHHuA

OueHb peniko

Hapymenus co

CTOPOHBI HEPBHOM

CUCTEMbI

I'onoBokpysxeHue

Yacrto

TonoBHAas 00Jib

Penxo

Yacrto

ITapecTesus

Penxo

Yacrto

Jucres3us

Yacrto

COHJIMBOCTH

Heuacro*

O6mopok

HewnzsectHo

Heuacro*

HNHCcynbT, BO3MOXKHO
BCJIEJICTBUE
YpE3MEPHOT0 CHUKEHUS
A/l y naneHToB u3
IPYIIbI BBICOKOTO PUCKa

(cMm. paznen 4.4)

Ouens penko

ITeuenounas
sHIEedanonaTus y
MaIeHTOB C
eYeHOYHOMN

HEJ0CTaTOYHOCTHIO (CM.

HewnssectHo
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MedDRA Yacrora
HexenarenbHble
Kaaccsl u cucrembl
peakunu Nupanamun Hepungonpu
OpPraHoB
paznenbl 4.3 u 4.4)
Hapymenue 3penus HewuspectHo Yacto
Muonus (cM. pazaen
HewussectHo -
4.4)
Hapyumenus co
HeuetkocTs 3peHnus HewnssectHo -
CTOPOHBI OpraHa
Ocrtpas
3peHust
3aKpBITOYTOJIbHAS HeussectHo -
riaykoMa
XOpUOUJaIbHbBIN BBIIIOT HewussectHO -
Hapyumenus co Bepturo Penko Yacro
CTOPOHBI OpraHa
3BOH B yIIax - Yacro
cJyxa u JJa0upUHTA
Omrymenue
- Heuacro*
cepaueOueHus
Taxukapaus - Heuacro*

Hapymenus co

CTOPOHBI cepAla

Crenokapaus (cM.

paznen 4.4)

Ouensb penko

Hapymenns putma
cepaia (B TOM 4HcCiie
Opaaukapaus,
KeITyJ0UKOBast
TaXUKapaus U
bubpumIsIIUS

npeacepauii)

Ouensb penko

Ouensb penko

Wndapkr muokapaa,
BO3MOYKHO, BCJIEJICTBHE
U30BITOYHOT'O CHUKEHHS
AJl y manyieHToB u3
IPYIIIBI BBICOKOTO PUCKa

(cMm. pasaen 4.4)

OueHnb penko
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MedDRA
Kuaccenl u cucremsl

OpraHos

YacrToTa
He:xenateabHblIe
peakunu Nupanamun Hepungonpu
[Tomumopduas
JKEITy J0UKOBas
TaxuKapaus Tumna
HewussectHo -

«IHUPYIT» (BO3MOMKHO CO
CMEPTEJIbHBIM UCXO0JI0M)

(cMm. pasnenst 4.4 u 4.5)

AprepuaiibHas

THIIOTCH3UA U

CBSI3aHHBIE C 3TUM Ouensb penko Yacrto
Hapyumenus co
CHUMIITOMBI (CM. pa3fen
CTOPOHBI COCY/10B
4.4)
Backynur - Hewacto*
Cunapowm Peiino - HewnzsectHo
Hapymenusi co  |Kamens (cMm. paznen 4.4) - Yacro
CTOPOHBI Opplmika - Yacto
AbIXaTeJIbHOMH Bponxocnasm - Heuacto
CHCTEeMbI, OPTaHOB
. D03uHOpUIbHAS
TPYJHOM KJICTKH H - OueHnb penko
ITHEBMOHMS
cpeloCTeHus!
bonsb B xuBOTE - Yacto
3amop Penxo Yacro
Huapes - Yacto
Kenynouno- Hucnerncus - Yacto
KHIIEeYHbIE TomHoTa Penko Yacto
HAPYIICHUS PBota Heuacto Yacro
CyxoCTb CIU3UCTOM
Penxo Heuacro

000JIOYKH TMOJOCTH pPTa

[Tankpeatur

OueHb penko

OueHb penko

Hapymenus co

CTOPOHDLI MCYCHHU U

[enatut (cMm. pasznen 4.4)

HewnzsectHo

Ouensb penko

Hapymenne pyHkimu

Ouensb penko
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MedDRA
Kuaccenl u cucremsl
OpraHos
JKeJIYeBbIBOASIIINX

myTei

HexenareanHble

peakuuu

YacroTa

Nupanamun

IHepunponpui

IICYCHU

Hapyumenus co
CTOPOHBI KOXKH U

NMOAKOKHBIX TKaHel

Kox#nbplit 3y

Yacto

Kosxuas cein

Yacrto

Makyno-namnyJse3Has

CBIIIb

Yacrto

Kpanusnuna (cM. pazaen

4.4)

OueHb penko

Heuacto

AHTMOHEBPOTHYECKUI

o1ék (cMm. pasnen 4.4)

OdeHsb penKo

Heuacto

ITypmypa

Heuacto

IloBrImenHoe

IIOTOOTACIICHUC

Heuacto

Peakius

q)OTOLIYBCTBI/ITeJ'ILHOCTI/I

HewnzsectHo

Heuacro*

[Temdurouns

Heuacro*

ObocTtpeHnue ncopuasza

Penxo*

MHuorogopMmHas

spuTeEMa

- Ouensb penko

Tokcuueckui
ANUAEPMAIIbHBIN

HEKpOJIn3

OdeHsb penko

Cunnpom CrupeHca-

J>xoHCOHAa

Ouensb penko

Hapyumenus co

CrasM MBIIIII

HewnssectHo

Yacrto

CTOPOHBI MbILICYHOM,
CKeJIETHOM "
COeTUHUTEIbHOM

TKAaHHU

Bo3moxHO yxXyaiieHue
YK€ UMEIOIIEHUCs
CUCTEMHOH KpacHOM

BOJIYaHKH

HewnssectHo

30




MedDRA Yacrtora
HexenareanHble
Kiaccbl ¥ cCTEMBI
peakunu Nupanamun Hepungonpu
OpPraHoB
Aptpanrus - Heuwacro™
Muanrus HewussectHo Heuacto*
Melmeynas cirabocThb HewussectHo -
Pabgomuonus HeussectHo -
Hapymenus co [Toueynas
- Heuacto
CTOPOHBI MOYEK U HEOOCTAaTOYHOCTE

MOY€BbIBOASIIINX Octpas noueyHas
. OueHb penko Ouenb penko
nyrei HEJ0CTaTOYHOCTh
Hapyumenus co
CTOPOHBI
DOpeKTUIIbHA
penpoayKTHBHOM - Heuacto
TUCHYHKITUS
CHCTEMBbI B
MOJIOYHBIX JKeJie3
Actenus - Yacto
bonb B rpyaHOi KieTke - Heuacro*
OO0mue HapyIeHUs U Henomoranue - Hewacto*
peaxkuuu B Mecte | [lepudepuueckue oreku - Heuwacro™
BBeJICHUS JIuxopanka - Heuacro*
IToBbllIeHHAs
Penko -
YTOMIISIEMOCTD
[ToBbiIeHNE
KOHIEHTpaluu - Heuwacro*
MOYEBHUHBI B KPOBHU
[ToBblIeHHE
JlabopaTopHble n
KOHIIEHTpAallUU - Heuacro*
HHCTPYMEHTAJIbHbIE
KpeaTUHHHA B KPOBU
JNaHHbIE
lNunep6unpyOuHemMus - Penko
[ToBbIlIEHNE AKTUBHOCTH
«TIE€YEHOYHBIX» HewussectHo Penxo
(bepMeHTOB

31




MedDRA Yacrora
He:xenateabHblIe
Kiaccbl ¥ cCTEMBI
peakunu Nupanamun Hepungonpu
OpPraHoB
CHmXeHue reMoriioonHa
Y TeMaTOKpHTa (CM. - OueHb penko
paznen 4.4)
IloBbrmenue
KOHIICHTPAIUHU TJIFOKO3bI HewussectHo -
B KPOBH
IloBeIIeHNE
KOHIIEHTPAllU MOYEBOI HewussectHo -
KHUCJIOTHI B KPOBH
VYV ummHenue uHTepBaia
QT na OKT (cm. HewussectHo -
paznensl 4.4 u 4.5)
Tpasmbl,
HMHTOKCHKALMH U
Ilagenue - Heuacto*
0CJI0KHEHH S
npoueayp

* OueHKa 4acTOThl HEXXEJIAaTeNbHbIX PEaKIMil, BHIABICHHBIX 110 CIOHTAHHBIM COOOLICHHUSM,
IIPOBEJICHA HA OCHOBAHUU JAHHBIX PE3YJIbTaTOB KIMHUYECKUX UCCIIEIOBAaHUI.

CooO1m1anoch 0 pa3BUTUU CHHIPOMA HEAJEKBAaTHOM CEKpelMH aHTHANYPETHYECKOTO0 TOPMOHA
(CHCAQAI) na done npumenenus: apyrux uaHruoutopos AII®. CHCAJI moxer cuutarbes
OYCHb PEAKHM, HO BO3MOXKHBIM OCJIO)KHEHHEM, OOYCJIOBJICHHBIM Tepanueil MHruOuTOopamu
AII®, Bxaroyast NepuHAOIPUIL

Coo01rIeHne 0 moJ03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxxHo cooOmars O M0J03pEBAaEMBIX HEXKEIATENbHbIX pPEAaKIUAX I0CIE€ PErucTpaluu
JeKapCTBEHHOTO IMperapata ¢ 1elbl0 O00ecleYeHusi HEeNMpepbIBHOTO MOHUTOPHUHIA
COOTHOILEHUS «I10JIb3a — PUCK)» JIEKAPCTBEHHOT'O TIperapara.

MeauuuHCcKUM  pabOTHUKAaM pPEKOMEHIYeTCs CcooOmaTh O JIIOObIX  MMO/JI03PEBAEMBIX
HE)KeNaTeJIbHbIX pEeaKIUsAX JIEKApCTBEHHOrO Ipenapara dYepe3 HalMOHAJIbHBIE CHCTEMbI
COOOIIeHHsT O  HEXENaTeNbHbIX  peakuusX  TocyJapcTB —wieHOB  EBpasmiickoro

9KOHOMHUYECCKOIo COro3a.
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Poccuiickasa ®@eoepayus:

109012, r. Mockga, CnaBsiHCKas II0IIA b, 1. 4, CTp. 1
®DenepanbHas ciry:x0a 1o Haa30py B cdepe 3ApaBOOXpaHEHHUS
Ten.: +7 (800) 550 99 03

D5, mourta; pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.qov.ru

Pecnybnuxa Apmenus:

0051, r. Epesan, ip. Komwuraca 49/5

AO3T «HayuHblii HEHTp PKCIEPTU3bI JICKAPCTB U MEIUIIMHCKUX TEXHOJOTHI MUM. aKaJeMHKa
9. lNabpuensina»

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

Tenedon ropsueii TMHUK OTAEIa MOHUTOpUHTa 6e3onmacHocTu jekapers: +374 (10) 20 05 05,
+374 (96) 22 05 05

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

http://pharm.am

Pecnybnuxa benapyco:

220037, r. Munck, ToBapuimeckuii miep., A. 2a

VII «LleHTp 3KCIepTU3 U UCIIBITAHUI B 3[paBOOXPAHEHUN
Ten.: +375 (17) 231 85 14

daxc: +375 (17) 252 53 58

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

Pecnyonuxa Kazaxcman:

010000, r. Acrana, paiion baiikonsip, yia. A.manoga, 13 (BL] «Hypcayner 2»)

PI'TI na IIXB «HaunonanbHselil LIeHTp sKCEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEAULIMHCKUX
w3nenuit» Komurera MmeaumuHCKOr0 U (apMaleBTUUECKOTO KOHTpolis MUHHUCTEpCTBa
3npaBooxpanenus Pecy6nuku Kazaxcran

Ten.: +7 (717) 278 99 11

O noyta: farm@dari.kz

http://www.ndda.kz
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Kuoipevizckas Pecnyoauka:

720044, r. buikexk, yi. 3-a Jlunus, 25

JlemapraMeHT JIEKapCTBEHHBIX CPEACTB M MEAUUMHCKUAX U3AEIUid Npu MHUHUCTEPCTBE
3npaBooxpanenus Keipreickoi PecryOnuku

Ten.: +996 (312) 2192 78

On. moura: dlsmi@pharm.kg

http://pharm.kg

4.9. Tlepeno3upoBka

CumMnToMbI

Haubonee BeposATHBIM CHUMITOMOM IE€PEIO3UPOBKHU SIBISETCS apTepuaibHas THUIOTEH3HUS,
MHOTJ]a B COYETAaHUM C TOUIHOTOM, PBOTOM, CyJ0pPOraMH, TOJOBOKPYKEHHEM, COHIUBOCTBIO,
CIIyTaHHOCTBIO CO3HAHUS, OJNUTypHUEH, KOTOpas MOKET MEPEeHTH B aHypuIO (B pe3ylibTaTe
rumoBojieMun).  Takke  MOTYT  BO3HHMKATh  BOJHO-IJICKTPOJHMTHBIC  HApyIICHHS
(TUIIOHATPUEMUS, THIIOKATHEMHUS ).

Jleuenue

[lepBbie Mepbl, KOTOpbIE HEOOXOAMMO MPEINPUHATh, COCTOST B OBICTPOM BBIBEIACHHH
NPUHATOTO TIperapara: MPOMBIBAHWE JKENyJKa W/WIM TPUEM aKTUBHUPOBAHHOTO YIS C
NOCJEIYIOIUM  BOCCTAHOBJICHMEM  BOJHO-DJIEKTPOJIMTHOrO  OamaHca B YCIOBHUSX
CHeHaIU3UPOBAHHOTO LIEHTpA.

B ciyuae BeIpaxkeHHOro CHMKEeHUS A/l ciieqyeT nepeBecTH MalMeHTa B IOJOKEHHUE WISKa»
Ha CITMHE C IPUTIOTHATHIMA HOTAMH.

[Tpy HEOOXOOUMOCTH MOXKET OBbITh BBIIOJIHEHO BOCIOJHEHHE O0beMa JKUAKOCTH IyTeM
BHYTPUBEHHOM MH(Y3UM H30TOHHYECKOIO COJEBOIO pacTBopa (HampuMep, BHYTPUBEHHas
undysus 0,9 % pactBopa xjopuga HaTpHs) WU JTIOOBIM JAPYTHM CIOCOOOM BOCITOJTHEHHS
o0bema xunkocTu. [lepuHmonpunar, akTuBHas (Gopma TEPUHIIONIPHIIA, MOXKET OBITh YAaJeH

U3 OpraHu3Ma ¢ MOMOIIBIO Auajiu3a (CM. paszzien 5.2).

5.  ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. dapmakoaMHAMH4YecKHe CBOHCTBa

®apMakoTepaneBTUYECKas IpyIIa: CpEACTBA, ACHCTBYIONNE HA pEHUH-AHTMOTEH3MHOBYIO
CUCTEMY; MHIMOUTOpBI aHTHOTEeH3UHITpeBpaiatoniero pepmenta (AIID), komOuHauy;

uHruouTopsl AIl® u nuypeTuky.

Kon ATX: CO9BA0O4

34


http://pharm.kg/

Homunpen A bu-popre — KOMOMHMpPOBAaHHBIA Tpemapar, CoAepKalluid WHIANAMUI |
nepuHjponpuia apruHuH. DPapMakoJOTrHYecKHe CBOMCTBa JIEKapCTBEHHOIO Ipernapara
Homunpen A bu-dopte coderaior B cede OT/IeNbHBIE CBOWCTBA KAKI0TO U3 KOMIIOHEHTOB.

Mexanunsm geiicTBus

Hoaunpen A bBu-chopme

KoMmOunanust wHmanamuga ¥ NEPUHIONPUIA YCUIUBAET AHTUTUIIEPTEH3UBHOE JeHCTBUE

KaXXJIOTO U3 HUX.

Hnoanamuo

WupganamMu OTHOCHTCS K Trpynmne cyjib(OHAMUIOB, MO (PapMaKOoIOrHUYECKUM CBOHCTBaM

OJIM30K K THA3UJHBIM auypeThkaMm. MHnanamua uHruoupyer peadbcopOIuio HOHOB HATpuUs B

KOPTUKAJIbHOM CETMEHTE MeTJIU ['eHsie, 4TO MPUBOAMUT K YBEJIMUYEHUIO BBHIBEJICHUS MOYKAMU

MOHOB HATpHsl, XJIOpa U B MEHBIIEH CTENEHU MOHOB KaJlusi U MarHus, yCHWJIMBAasi TEM CaMbIM

Uype3, U CHIDKasl apTepHalibHOE JIaBJICHHE.

Illepunoonpun

[Tepurmonpun — uHTHOUTOP epMeHTa, MpeBpaliarIero aHruoTeH3ud | B anrumorensun |

(uaruburop anruoreHsuHnpespamawomero ¢gepmenta (AIlD). AIID, unu kunuzaza |,

ABIISIETCS. HK30MENTUAA30M, KOTOpas OCYIIECTBIISIET Kak MpeBpallleHue aHruoTeHsuHa | B

COCYAOCYKMBaIOIllee BelecTBO aHruotensuH Il, Tak u pazpymenue OpaJWKHUHHHA,

00J1a/1a1011IET0 COCYA0PACIIUPSIOLINM JIEHCTBUEM, 10 HEAKTUBHOTO IeNTanenTuia.

B pesynbrare nepunaonpui:

- CHMJKAeT CEKPELHIO aJbJ0CTEPOHA,;

- 10 TPUHLHUIY OTpUIIATEIbHOW OOpaTHOW CBS3M YBEIMUYMBAET AKTUBHOCTh pPEHWHA B
I1a3Me KpOBU;

- TpH JUIMTETRHOM TIPUMEHEHWU YMEHbINAaeT o0Imiee mepudepruueckoe COCyAUCTOE
conpotusiienne (OIICC), uro oO0ycrnoBieHO, B OCHOBHOM, JCHCTBHEM Ha COCYIbl B
MBIIITAX U MOoYkaxXx. ITU 3(P(EeKTsl He COMPOBOXKIAIOTCS 3aJEPKKOW HMOHOB HATPUS U
JKUJIKOCTH WJIH pa3BUTHEM PedIICKTOPHONU TaXUKaAPIUH.

[Tepunonpui HOpManu3yeT paboTy MUOKapAa, CHUXKasl MPEAHArPY3Ky U OCTHArpy3Ky.

[Ipu wu3ydyeHuu mnokazaTenel reMOAMHAMUKH y MallMEHTOB C XPOHUYECKOW CeplIeuHOM

HepocTaTouHOCThI0 (XCH) ObLUTO BBISIBICHO:

- CHIDKEHHE JIaBJICHUS HAIOJHEHUS B JIEBOM U ITPABOM XKeEJTy10UKaX Cepala;

- camkenune OIICC;

- YBEIMYEHHUE CEePJICYHOTO BHIOpOCA M YBEIMUECHUE CEPICUHOTO MHIEKCa,

- YCWJICHHC MBIIICYHOI'O nepnq)epnqecxoro KpOBOTOKa.
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dapmakognaammryeckie P PeKTrl

Anmucunepmensugnoe oetcmeue

Honunpen A bu-¢hopme

JlekapCTBEHHBII npenapar Homumnpen A bu-dopre OKa3bIBaeT ZI0303aBUCUMOE
AHTUTUIIEPTEH3UBHOE JICHCTBHE, KaK HA INACTOJIUYECKOE, TaK U Ha cucroandyeckoe AJl kak B
IIOJIOKEHUU «CTOS», TAK M <WIeXkKa». AHTUTUIIEPTEH3UBHOE JIEUCTBUE COXPAHAETCA B TCUCHUE
24 4. CrabunpHBIA TepaneBTHUYECKHH 3(dekT pa3BuBaeTcs MeHee ueM uepe3 1 mecsi oT
Hauaja Tepalnuu M HE CONpoBOXAaeTcs Taxupuiakcuend. IIpekpamieHue sedeHuss He
BBI3bIBACT CUHAPOMA «OTMEHBD.

JlexapcTBennsii npenapat Homumnpen A bu-dopre ymeHbIaeT cTeneHb runepTpodun JIeBOro
xkenynouka (I'JDK), ymyumaer snactuyHocTh aprepuii, cHmkaer OIICC, ne Biuser Ha
MeTa0oaM3M JUOUAOB (OOImMHA  XOJECTepUH, XOJECTEPUH JIUMONPOTEHHOB BBICOKOU
motHocty (JITIBIT) u munonporenHoB Hu3koi mnotHoctu (JITTHIT), Tpurnumepub).
Jloka3aHo BIMSHME NPUMEHEHUs KOMOMHALMU MHJanaMuaa u nepusnjonpuna Ha [JDK B
CPaBHEHHUH C DHHAJANpUIOM. Y IMANMEHTOB C apTrepuanbHOM runepreHsuen u [JDK,
NOJy4YaBIIMX —Tepamuio uHpanamuaoMm 0,625 mr/uepuHIONpUIoM  3pOYyMHHOM 2 MT
(SKBMBAJICHTHO 2,5 MI' IEPUHJIONIPHIIA ApTMHUHA) WK SHAJanpuiIoM B fo3e 10 Mr oauH pa3 B
CYTKHU, U NPHU YBEJIMYEHUH 03Bl MHAANAMUAA 10 2,5 MI' U TIepuHIonpuiia 3pOyMHUHa 10 8 MI
(oxBUBaieHTHO 10 Mr mepuHIONpHIIa apruHUHA), WK SHananpwia a0 40 Mr oauH pa3 B
CYTKH, OTMEYEHO 0oJjiee 3HaYMMOE CHWYKEHUE MHIeKca Macchl jieBoro xenynouka (MMJDK) B
rpynne HMHIanaMuA+IEpUHAONPWI IO CPaBHEHHIO € Ipynnoid sHananpuia. llpu stom
HauOonee 3Hauumoe BiusHHMe Ha MMIDK ormeuaercs npu NpUMEHEHHMH HHJANaMuja
2,5 mr/nepuHonpuia 3p0yMuHa 8 Mr.

Takxe oTMeueHO Oojee BBIpAKEHHOE AHTUTUIIEPTEH3MBHOE JelicTBUE Ha  (oHe
KOMOMHUPOBAaHHON Tepanmuy WHAANAMHJIOM U TEPUHIONPUIIOM 10 CPaBHEHUIO C
DHAJIAIIPUIIOM.

Hnoanamuo

AHTUTHIIEPTEH3UBHOE JIECTBUE TMPOSABISAETCS MpH NPUMEHEHUHM TMpenapara B J03ax,
OKa3bIBAIOLIMX MUHUMAJIBHOE TUYPETUUYECKOE IEHCTBUE.

AHTUTUIIEPTEH3UBHOE IEHCTBUE NHAAAMU/IA CBA3AHO C YIYUIIEHUEM IaCTUYECKUX CBOMCTB
KpynHbIX aptepuid, ymenbmenneM OIICC.

Nunanamun ymensmaer crenedb ['JIDK, He BiMseT Ha KOHLEHTPAIMIO JIMIUIOB B IJIa3Me
KPOBU: TPUIIIMLEPUIOB, obmiero xonecrepuna, JITTHIL, JITIBII; yrneBonusiii oOMeH (B TOM

YHUCJIC Yy MMAIIUCHTOB C COMMYTCTBYIOIIUM CaXapHbIM ,Z[I/Ia6eTOM).
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Llepundonpun

[Tepunnonpuin 3pPexTUBEH B Tepanuy apTepUaIbHONU TUIIEPTEH3UH JII000H CTETEHU TAKECTH.
AHTUTUIIEPTEH3UBHOE JICHCTBUE Mpenapara AOCTUIaeT MakcuMyma uepe3 4-6 yacoB Iociie
OJIHOKpPaTHOI'O IIpUE€Ma BHYTPb M cOXpaHsercss B TeueHue 24 uacoB. Yepes 24 uyaca nocie
npueMa mpernapara HaOmogaeTcs BeipaxxeHHoe (mopsaka 80 %) octaTouHoe HHTHOMpPOBAaHUE
AllD.

[TepuHaonpuIl OKa3bIBAET AHTUTUIIEPTEH3UBHOE JCMCTBHUE Y MALMEHTOB KAaK C HU3KOMW, TaK U €
HOpPMAaJIbHON aKTUBHOCTBIO PEHUHA B IJIa3M€ KPOBH.

CoBMecTHOE  MPUMEHEHHE  THUA3HIHBIX  JUYPETHUKOB  YCHUJIMBAeT  BBIPAXKEHHOCTh
AHTUTUNIEPTEH3UBHOTO neicTBus. Kpome sToro, kxomOuHupoBanue wuHruoutopa AlID u
TUA3UIHOTO JUYPETHKA TAKXKE MPUBOIAUT K CHUKEHUIO PUCKA PA3BUTHSA THUIMOKATUEMUU HA
¢doHe npuema JuypeTHUKOB.

Kinuanueckas 3¢ dekTUBHOCTE U 0€30IIaCHOCTE

Heouinas broxada penun-aneuomensun-arboocmeponogotl cucmemst (PAAC)

HmeroTcst maHHbIe KIMHUYSCKUX MCCIIE0BaHNN KOMOMHUPOBAHHOW Tepaniy C IPUMEHEHUEM
unruoutopa AIl® ¢ antaronucramu peuentopos anruorensuna Il (APA I1).

[TpoBoAMINCH KIMHUYECKUE HCCIEAOBAHUS C Y4aCTUEM IAllMeHTOB, UMEIOIIUX B aHaAMHE3e
CEpJICYHO-COCYIUCTOEe WM LiepeOpoBacKysipHoe 3aboneBanue, nuOO caxapHbli auabder
2 TUTIA, COIPOBOXIAIOIIUICS TOATBEPKICHHBIM IMOPAKEHUEM OpraHa-MHUIIICHH, a TaKKe
WCCJIC/IOBAHMS C Y4YacTHEM IMAllMEHTOB C CaxapHbIM TUa0eTOM 2 TUIMA U JUA0ETUYECKOUN
Hedponatuei.

JlanHbIle WCCIIEIOBaHMSI HE BBIIBUIM Yy TMAalMEHTOB, IMOJYYaBIIUX KOMOWHHPOBAHHYIO
TEepanuio, 3HAYUMOTO TIOJIOKHUTEIHHOTO BJIUSHUS Ha BO3HUKHOBEHHE TOYEYHBIX W/HIIU
KapJIMOBACKYJISIPHBIX COOBITUM M HA MOKA3aTeN CMEPTHOCTH, B TO BPEMs KaK PUCK Pa3BUTHS
TUINEPKATMEMUHU, OCTPOH TMOUYEYHOW HEAOCTATOYHOCTH W/WIM apTepuanbHOW THIIOTEH3UU
YBEJIMYUBAJICS 110 CPABHEHHUIO C MAIUEHTAMH, TTOTy4aBITUMH MOHOTEPAITHIO.

[IpyunuMass BO BHHMaHUE CXOXXH€ BHYTPHUTPYIIIOBbIE (HapMaKOJUHAMUYECKHE CBOMCTBA
uaruouTopoB AII® u APA Il, nanabie pe3ynbTaThl MOKHO OXKHJATh JJISA B3aMMOJCUCTBUS
TOOBIX IPYTUX MPemapaToB, MpeacTaBuTeneil kiaccoB uHruoutopos AII® u APA 1I.
[ToaToMy MPOTUBOIOKA3aHO MPUMEeHEeHHe HHTHOUTOpoB AIID B coueTaHnu C aHTarOHUCTAMHU
penienTopoB anruoTeH3uHa | y manuenToB ¢ quabetndeckoit HepomaTuei.

HmeroTcst TaHHBIE KIMHUYECKOTO HUCCIIEIOBAHUS M0 M3YYEHUIO TIOJIOKUTENBHOTIO BIUSHUS OT
no0aBlieHUs] aTUCKUpeHa K cTaHAapTHOM Tepanuu unHruOutopom AIID wmm APA Il y

MNanucHTOB C CaxapHbIM I(I/Ia6eTOM 2 TMHa u XPOHUYCCKUM 3a00JIeCBAaHUEM IIOYEK HIIH
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CEPICYHO-COCYAUCTBIM 3a00JICBaHUEM, JHUOO HMMEIOMUX COYETaHHEe OTUX 3a00JIeBaHUMU.
HccenoBanue ObLIO MPEKPALICHO JOCPOYHO B CBS3H C BO3POCIIUM PHUCKOM BO3HHUKHOBCHHS
HEeXeNaTeNIbHBIX HCcX0M0B. CepaedHo-CoCyAucTasl CMEPTh W HMHCYJIBT BO3HHKAIM 4Yalle B
rpynIe MalueHTOB, MOJIYYAroIINX AIUCKUPEH, TI0 CPaBHEHHIO C rpymmou mianedo. Taxoke
HEKEJIaTCJIbHBIC SBJICHUS W CEPhE3HbIC HEXKEJIaTeNbHbIC SBJICHHS 0CO00ro HHTEpeca
(rumepKaNMeMus,  apTepHajdbHas  TUNOTCH3US WM HapylieHHs  (YHKIUH  IOYCK)
PETUCTPUPOBAIUCH YaIlle B TPYIINE ATUCKUPEHA, YeM B TpyIIe mianeoo.
CTU

OTcyTCTBYIOT AaHHBIe 0 TpuMeHeHnn Homumpen A bu-dopte y nerei.

5.2. dapmakokMHeTHYeCKHe CBOICTBa

Hoaunpen A Bu-chopme

CoBMeCTHOE  MNPUMEHEHHE  HWHAANamMuja W [EePUHIONpPUIA HE  H3MEHSAET  HUX
(hapMaKOKMHETHUECKUX XapaKTCPUCTUK IO CPABHEHUIO C MIX Pa3ACIbHBIM IPUMCHCHHUEM.
HUnoanamuo

AOGcopOuus

WMupanamu OBICTPO U IMOJIHOCTBIO a0COPOMPYETCS U3 JKEITYT0YHO-KHIIIEUHOTO TPAKTA.
MakcumanbHasi KOHIIGHTpALMsI B TUIa3Me KPOBHM JOCTUTAeTCs depe3 | dac mocie mpuema
nperapara BHYTPb.

Pacnpenenenue

CBs13b ¢ Oenkamu 1m1a3Mbl KpoBU coctasisieT 79 %.

EI/IOTD&HCd)ODMaIII/ISI U 3JIMMUHAIIUA

T1r cocraBnser 14-24 yaca (B cpennem 18 vacos). [loBTopHOE MpUMeHEHHE Tpenapara He
NPUBOJUT K €ro KyMyJsilud B opraHusMme. BwiBogutcs B ocHOBHOM ¢ Mouoi (70 % ot
BBEJICHHOM 103b1) U KaoM (22 %) B (hopMe HEAaKTUBHBIX META0OIUTOB.

Oco0ble TPVIIILI MAIMEHTOB

Hapywenue ¢pynkyuu novex
Y nanmeHToB ¢ MOYeuHO HeIOCTATOYHOCTHIO (hapMaKOKMHETHKA HE U3MEHSETCS.

Ilepundonpun

AOcopbmsa 1 OMOOOCTYITHOCTD

[Tocne mpuema BHYTPh NEPUHIONPHI OBICTPO BCAChIBA€TCA, U IMHKOBas KOHIEHTpaIus
jpocruraercsa B TeueHue | yaca. Ilepuon momyBbIBeeHMS NEpUHIONpUIA paBeH | dacy.
[Tpuem nuimuM 3aMeuIseT MpeBpalleHle MEepUHAONPUIAa B EPUHIONPHIAT, TAKUM 00pazoMm,
BIMSS HA OMOAOCTYNHOCTh. [103TOMY MEepUHIONPHII ClielyeT MPUHUMATh OJUH pa3 B CYTKH,

YTPOM, ITepe MPUEMOM IHIIH.
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Pacnopenenenue

OObeM pacmpenesnieHHss HECBSI3aHHOTO TEPHHIONPHIIATa COCTABISECT HPUOIM3UTEIBEHO
0,2 n/kr. CBsa3p mepuHponpuiata ¢ OelkaMu TJIa3Mbl KPOBH, TNIaBHBIM oOpazom ¢ AllD,
3aBHCHUT OT KOHIIEHTPAIMU IEPUHIONPIIIA U cocTaBisieT okoio 20 %.

BI/IOTDaHC(bODMaHI/IH

[lepunnonpun mnpencraBisier coboil mposiekapcTBo. IlpubGmusutensno 27 % ot obiero
KOJIMYECTBA MPHUHATOrO BHYTPh MEPHHIONPHUIIA TOCTYyNaeT B KPOBOTOK B BUJE AKTHBHOTO
MeTabonuta nepuHaonpuiara. [IoMUMO aKTUBHOTO TEpPUHIONpPHIATA O00pa3yroTcs eme 5
METa0O0JIUTOB, HE 00IaaroMMX (papMaKoIOrHIeCKOW aKTHBHOCTBIO. [IMKOBasi KOHIIEHTpAIHSI
NEPUHAONPUIIATA B IJIa3Me KPOBH JIOCTUTACTCS B TeYCHUE 3-4 YacoB.

DJIMMUHALHS

[TepuHmonpUIAT BHIBOJUTCS W3 OpraHW3Ma ¢ MOYOW, M KOHCUHBIM MEPUOJ MOTYBBIBEICHUS
(T12) cBOOOAHON (pakiMU COCTAaBISIET OKOJIO 17 9acoB, B pe3ysbTaTe 4ero paBHOBECHOEC
COCTOSIHUE JIOCTUTAETCS B TEYCHUE 4 CYTOK.

JInnelHOCTh (HENMMHENHOCTD)

belta mponeMOHCTpUpOBaHa JMHENHAs 3aBUCUMOCTb MEXAY JO30M NEPUHAONpUIA U €ro
KOHLEHTpalueH B IJIa3Me KPOBH.

Oco0nIe T'pYIHIIBI NAIIMCHTOB

Tlayuenmur nodicunoeo eospacma

BriBeienne nepuHIONpHUIIaTa CHUXKACTCS y TMOXKHUIIBIX MAIMEHTOB, a TAKXE Yy TMAallUeHTOB C
CEp/IEYHON WM MOYEYHOU HETOCTATOUYHOCTBIO.

Hapywenue ¢ynkyuu novex

[Ipu HapymieHnn (YHKIMH TOYEK >KETATEIhHO KOPPEKTUPOBATH 103y B 3aBHCHMOCTH OT
CTEMEeHU HapyIIeHUs (KIMPEeHca KpeaTHHUHA).

Juanuz

Jmanv3Helil KIUpeHC NepuHIonpuiaTa coctapuseT 70 Mi/MuUH.

Luppo3 neuenu

dapMaKOKMHETHKA TICPUHJIONPIIIA Y TAIMEHTOB C IUPPO30OM TEYCHH HOCUT HU3MEHEHHBIN
XapakTep: MEYEHOUYHbIH KIMPEHC MCXOJHOM MOJIEKYJbl CHMKEH B JBa pa3za. Tem He MeHee,
KOJIMYECTBO OOpa3yIolIerocss MEpUHIONpUIIaTa HE YMEHbBIIAeTCs, U, CIeA0BaTeIbHO,

KOPPEKIIUH JI03bI He TpebyeTcs (cM. pasnenst 4.2 u 4.4).

6. ®APMAIEBTUUYECKHUE CBOVWCTBA
6.1. IlepeyeHb BcOMOraTe/IbHBIX BElIECTB

JlakT03BI MOHOTHIPAT
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Maruus creapat

ManbToIeKCTpUH

Kpemuust nuokcu KoJIouIHbIN O€3BOAHBIM
KapOoxcumernnkpaxmain HaTpus (Tum A)
Obonouka nienoyHas:

[Nunepon

I'unpomennosa

Makporoiu 6000

Maruus creapat

Turtana guokcun (E171)

6.2. HecoBMEeCTHMOCTDL

He npumennmo.

6.3. Cpok romHocTn

3 rona.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH NPU XPAHEHUH

Xpanuts nipu Temnepatype He Boire 30 °C.

6.5. XapakTep u cojiep:kaHue MEPBUYHOIN YIAKOBKH

IIpu npouseoocmee na OO0 « CEPBBLE PYCy, Poccus:

[To 29 umm 30 Tabnerok BO (uiakoHE W3 MOJUIPONHUIIEHA, CHAOXKEHHOM J103aTOPOM H
poOKOH, cosieprKallell BIaronoromaronui refb.

[To 1 ¢nakony (mo 29 wmmm 30 TaGeTOK) C JIMCTKOM-BKJIAJBIIIEM B IMMayke KAPTOHHOU C
KOHTPOJIEM MIEPBOTO BCKPBITHSI.

Ynakosxa ons cmayuoHapoes.”

ITo 30 tabnerok BO (iakOHE W3 TOJUIPONUICHA, CHA0KEHHOM J03aTOPOM M IMPOOKOIA,
COZEpIKAaIlle BIAaronorjomarondi refp.

[To 3 ¢umakona (mo 30 TabieTOK) C PaBHBIM KOJWYECTBOM JIMCTKOB-BKIIAJBIINICH B Tayke
KapTOHHOMN C KOHTPOJIEM MTEPBOTO BCKPHITHS.

Ipu npoussoocmee na « Cepesve (Upaanous) Uuoacmpus Jimoy, Upranous:

[To 30 Tabnerox BO (akoHEe W3 TOJUIPONIICHA, CHAOXKEHHOM J03aTOPOM U TPOOKOiA,
coZEeprKallleil BIaronorjonatonni reip.
[To 1 ¢nakony (mo 30 TabneToK) ¢ JIMCTKOM-BKIAJBIIIEM B Mayke KapTOHHOW C KOHTPOJEM

MEPBOro BCKPBITUA.
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6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TMPH YHUUYTOKEHHH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara WJIH OTX0A0B, IMOJYYEHHBbIX I0CJe NPUMEHEeHUus
JIEKAPCTBEHHOTI'0 NMpenapara UM Apyrue MAaHUIYJISAUMHU C IPenapaTom

Het oco0bIX TpeOOBaHM K yTHIIM3AIUH.

7. JNEPKATEJIb PETUCTPAIIMOHHOT'O YAOCTOBEPEHUSA
«JIabopartopun Cepsrer/Les Laboratoires Servier
50, yi. Kapno, 92284 Cropen Cenekc, @pannus/50, rue Carnot, 92284 Suresnes Cedex,

France

7.1. IlpencraBuTe b ep:KaTesisi periCTPAllHOHHOIO YA0CTOBEPEeHUs!

IIpereH3un HOTDG6HT€J’I€I>1 HaITpaBJIATh IO aAPECy.

Poccuiickas Penepanusa

AO «Cepsbe»

Anpec: 125196, r. MockBa, yi. JlecHas, qom 7, atax 7/8/9
Temn.: +7 (495) 937 07 00

dakc: +7 (495) 937 07 01

D, moura: Servier.russia@servier.com

PGCHV6HI/IK8. ApMeHus

[TpencraButenscTBO «Jlaboparopuu CepBbe»
Anpec: 0001, r. EpeBan, CeBepHblii mpocnekT 1, 6usnec uentp “Hopxa”
Ten.: +374 (10) 50 50 74

D1, moura; mariam.antonyan@servier.com

PecniyOnmka Bemapych

[MpencraBurenbctBo YAO «Les Laboratoires Serviery (®paniy3ckas Pecriyomnrka) B
Pecniy6onmnke benapychb

Anpec: 220030, r. Munck. yin. Mscuaukosa, 70, od. 303

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

D. noura: officeBY @servier.com

P CCHV6JII/IK8. Kazaxcrad u KeIprei3ckas DCCHV6HI/IK3.

TOO «Cepsbe Kazaxctan»
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Anpec: 050020, r. Anmatsl, nip. Jlocteik, 310T°
Ten.: +7 (727) 386 76 62

D1, moura; kazadinfo@servier.com

8.  HOMEP PETUCTPAIIMOHHOI'O YJOCTOBEPEHUS

9. JIATA IEPBUYHOI PETUCTPAIINH (IIOATBEPKIEHNSI PETUCTPALINH,
MEPEPETUCTPALIMN)

JlaTa nepBoii peructpanuu:
10. JATA INIEPECMOTPA TEKCTA
OO0mas xapakTepUCTHKa JieKapcTBeHHoro npenapara Homumnpen A bu-dopre gocrymna Ha

MHPOPMALIMOHHOM TopTasie EBpa3uiickoro 3KOHOMHUYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHUKaIMoHHO# cetn «MHTepHe» http://eec.eaeunion.org.
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