OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
[Ipecranc, 5 mMr + 5 mr, TaGNEeTKH.

[Ipecranc, 5 mr + 10 mr, TabneTku.

[Ipecranc, 10 Mr + 5 mr, TabeTKH.

[Ipecranc, 10 mr + 10 mr, TabneTky.

2. KAUECTBEHHBIN U KOJITMYECTBEHHBII COCTAB
JleficTByoIME BEIECTBA: AMJIOAUIINH + IIEPUHIONIPUIL.

IIpecranc, 5 mr + 5 mr, TabaeTKu

Kaxxnas Tabnerka comepxut 6,935 mr amnioaunuHa 6e3miara, SKBUBAJICHTHOTO 5 MI' aMJIOAWITHHA, |
5 MT IepUHAONPUIIa APTUHUHA, SKBUBAJIEHTHOTO 3,395 Mr nepuHaonpuia.

BemecTBa, Hamu4re KOTOPHIX HA/I0 YUYUTHIBATH B COCTABE JIEKAPCTBEHHOTO MIpemapaTa: JakTo3a (CM.
pasnen 4.4).

IIpecranc, 5 mr + 10 mr, TabJIeTKH

Kaxxnast tabnetka comepxut 6,935 Mr amnoaunuaa 6e3uiara, 5KBUBAJICHTHOTO 5 MI' aMJIOJIUTINHA, U
10 Mr nepuHzIoNpUIa apruHUHA, IKBUBAJIEHTHOIO 6,79 MI mepuHaoIpuiIa.

Bemiecta, Hanmune KOTOPBIX HAZ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO Tpernapara: JJakto3a (CM.
pasnen 4.4).

IIpecranc, 10 mr + 5 mr, TaOJIETKH

Kaxxnas Tabnetka cogepxkut 13,87 Mr amnogunuaa 0e3unaTa, SKBHBaJIeHTHOro 10 Mr amiogunuHa,
U 5 MT IEpUHIOIpHUIIa aprTMHUHA, SKBUBAJIEHTHOTO 3,395 Mr nepuHaonpuia.

BemecTBa, Hamu4re KOTOPHIX HA/I0 YUYUTHIBATH B COCTABE JIEKAPCTBEHHOTO MIpemapaTa: JakTo3a (CM.
pasnen 4.4).

IIpecrtanc, 10 mr + 10 mr, TabJeTKH

Kaxxnast rabnetka cogepxut 13,87 mr amiiogunuHa 6e3usaTa, 5KBUBAJICHTHOTO 10 MT amiiogunuHa,
u 10 Mr nepuHIONpUIa apTUHKHA, 3KBUBAJIEHTHOTO 6,79 MI nepuHaonpuia.

Bemiecta, Hanmune KOTOPBIX HAZ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO Tpernapara: JJakto3a (CM.
pasnen 4.4).

[Tonublii mepeyeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEICH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabmeTku.

IIpecranc, 5 mr + 5 mr, TabaeTKu

[IpomonroBareie IBOSKOBBIMYKIIBIE TaOJIETKH OEJIOT0O I[BETa, C TPaBUPOBKON «5 / 5» Ha oxHOU
CTOPOHE U *5° — Ha IPYTOW.

IIpecranc, 5 mr + 10 mr, TabJIeTKH




TpeyronbHbIe IBOSKOBBITYKIIbIE TaOIETKH OEI0T0 1IBETA, C TPaBUPOBKOH «5 / 10» Ha 0fHOM cTOpOHE
u *5° — Ha OpyTOi.

IIpecranc, 10 mr + 5 mr, TabJIeTKH

KBanpatHbie TBOSKOBBINTYKJIbIE TabJETKH O€TI0T0 11BETa, ¢ TpaBUpOBKO «10 / 5» Ha oHOM cTOpOHE
1 %5 — Ha IpyToii.

IIpecranc, 10 mr + 10 mr, TaOJIeTKH

Kpyriibie 1BOSIKOBBIMYKJIbIE TaOIeTKH Oenoro 1nsera, ¢ rpaBupoBkoit «10 / 10» Ha ofHOI cTopoHE U
5" — Ha Ipyroi.

4. KIMHUYECKHUE JAHHBIE

4.1. IlokazaHusl K NPUMEHEHH IO

IIpenapar IIpecranc nokasaH K IPUMEHEHUIO Y B3POCIIBIX.

AptepuanbHas tuneprensus (Al) w/mnmm wmemudeckas Oose3ns cepama (MBC): crabwibHas
CTCHOKAapAWs HAIPsAKCHUA Yy IMAllUCHTOB, KOTOPbLIM Tpe6yeTc;1 TCpanrgd amMJIIOOUIIMHOM U
MEPUHAOTIPUIIOM.

4.2. Pe:xuM 103UPOBAHUSA M CIIOCO0 MPUMEHEHHS

PexxumM no3upoBanus

Pexomennyemas no3a — 1 TabneTka B CyTKH.
JlekapcTBennslil npenapat [Ipectanc He mpeaHa3HA4YeH AJ1s1 HAYaJIbHON TEpaIuu.

Jo3a nekapctBeHHOT0 Mpenapata [Ipecranc mogdupaeTcst mocie paHee MPOBEACHHOTO TUTPOBAHUS
7103 OTACIBHBIX KOMIIOHCHTOB TIperapara; IepHHIONPIIIa U aMJIOIUITMHA y TTarueHToB ¢ Al™ u/umm
HBC.

[Ipu TepameBTHUECKOW HEOOXOAMMOCTH J03a JIEKAPCTBEHHOTro mpemnapara IIpectaHc MOXeT ObITh
HU3MCHCHA WK MPCABAPUTCIIBHO MOKCT GBITB IMPOBCACH I/IHI[I/IBI/I,Z[yaJIBHI:II\/JI HO,Z[60p 103 OTACIBbHBIX
KOMITOHEHTOB.

Oco0ble rpyInbl MalUeHTOB

J]uua noosiCun020 so3pacma u nayuermaosl C NoYeuHolU HedoCmamoYHOCMbIO

BriBenenue mnepuHaonpuiata y MAalMEHTOB IOXKMUIOIO BO3pacTa M MAIUMEHTOB C IOYEYHOU
HEJOCTAaTOYHOCThIO 3aMeanieHo. IloaToMy y TakuMX NalMEHTOB HEOOXOAMMO pEryJsipHO
KOHTPOJHUPOBATh KOHIIEHTPALMIO KPEaTHHUHA U KaJlus B IJ1a3Me KPOBH.

JlexapcTBeHHbIH npenapat [Ipectanc MokeT ObITh Ha3HAUEH MAIIMEHTaM C KIMPEHCOM KpeaTHHHHA
(KK) paBHBIM miu nipeBsimatomum 60 Mia/MuH.

JlexapctBennblii mpernapar [Ipectanc mnpotuBomokaszan mnamueHTam ¢ KK menee 60 mur/muH
(cm. pa3gen 4.3.).

[ManenTam ¢ HapylmeHHeM (QYHKIMH TOYEK PEKOMEHAYETCS HHIUBUAYAJIbHBIA MOI00p 103
aMJIOIMIIMHA U NIEPUHIOIIpUIIA.

AMJ'IO[[I/IHI/IH, HpI/IMerleMI)IfI B OKBUBAJICHTHBIX J103aX, OJWHAKOBO XOpOIIO HECPCHOCHUTCA
MalqMCHTAMH KaK IIOKHJIOTO BO3pacTa, TaK H boiee MOJIOABIMH IallMCHTaMHM. He Tpe6yeTc51
HU3MCHCHUA PCKHUMA AO3HUPOBAHUA Yy MALMUCHTOB ITOXKHIIOTO BO3pacCTa, OJHAKO YBCIIMYCHUC HOO3LI
CJICAYCT IPOBOAUTDL C OCTOPOKHOCTBIO.



N3meHeHre KOHIIEHTpallMM aMJIOJUIIMHA B MJIa3M€ KPOBU HE KOPPEIUPYET CO CTEHEHBIO TSHKECTH
MOYEYHON HEJIOCTATOYHOCTH. AMJIOAUIIMH HE BBIBOAUTCA U3 OpraHU3Ma MOCPEICTBOM JUajun3a.

Hat;uenmbz C NEeYEeHOYHOU HeOOCMAMOYHOCHbIO

JInsi manuMeHToB ¢ JIETKOW WM YMEPEHHOM TEYEHOYHON HEeIOCTaTOYHOCTBIO TOI00p 03Bl
HE00X0IMMO TPOBOJIUTE C OCTOPOKHOCTHIO. PeKoMeH TyeTcst HaunHATh IPUEM Tpernapara ¢ HU3KUX
103 (cm. paznmenst 4.4. 1 5.2.).

Bribop ontumanpHOW HauvalbHOM M TOJAEPKUBAIOMICH MO03bI JUIS TMAIMEHTOB C IEYEHOYHOU
HEJOCTaTOYHOCTBIO CJIENYyEeT IPOBOAWTH MHAWBHIYAJIbHO, IPUMEHSAs IpenapaTsl aMJIOAMIIMHA H
IepuHAoNpUiIa B MoHOTepanud. PapMakOKMHETHKA aMIIOAMIIMHA Yy IIallMEHTOB C TsKEION
NIEYCHOYHON HEJOCTAaTOYHOCTBIO HE u3ydeHa. [l Takux IalMeHTOB IIpUEM aMIIOAMIIMHA
HE00X0AMMO HA4YaTh C HAUMEHBIIEH JJO3bI M YBEIMYUBATH €€ TOCTEIICHHO.

C€TH

bezonacHocts u 3 dexTuBHOCTH penapata [Ipectanc y aereit B Bo3pacte ot 0 10 18 neT Ha JaHHBIN
MOMEHT HE yCTaHOBJICHBI. [laHHbIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

BayTps, 110 1 Tabnerke 1 pa3 B CyTKH, IPEAMOYTUTENHHO YTPOM, TIEPET MPUEMOM MHIIHU. TalbIeTKy
CJICAYCT IJIOTaTh LUCJIUKOM, HC pa3’KCBbIBAA, 3al1Bas BOILOI\/JI.

4.3. IlpoTruBONOKA3aHUSA

e [ 'unepuyyBCTBUTEIBHOCTh K NEPUHIOIPUILY, IpyTruM UHruOoUTOpamM
aHruoreH3uHNpeBpamaromero ¢epmenra (AIlD), amnogunuHy, IpyruM MPOU3BOIHBIM
JUTUAPONIUPUINHA WIK K JH000MY U3 BCIIOMOraTeNbHBIX BELIECTB, IEPEUYHUCICHHBIX B pa3zele
6.1.

e AmnrunoneBpotuueckuil oTek (orek KBuHKe) B aHamHe3e (B TOM uucie Ha (OHE MpHeMa IPYrux
uHruouTOpOoB AIlD).

e HacnencTBeHHBIN/MANONIATUYECKUI aHTHOHEBPOTHIECKUN OTEK.

e bepemeHHoCTh U JakTanus (cM. pasaen 4.6.).

e CoBMecTHOE MPUMEHEHHE C AJIUCKUPEHOM M JIEKapCTBEHHBIMM IIpernapaTtaMu, COJAepKallluMU
QIMCKUPEH, Y MTAMEHTOB C CaXapHBIM TUa0eTOM /MM YMEPEHHBIM WJIH TSHKEIIBIM HapyIICHUEM
¢byHKIMU mouyek (ckopocTh kiryOoukoBoi uubTpanuu (CK®) <60 mu/mun/1,73 m? miomanu
MOBEPXHOCTHU Tena) (cM. pasaenst 4.5. u 5.1.).

e CoBMeCTHOE TPUMEHEHHE C aHTaroHucTaMu perentopos anrnorensuna Il (APA II) y nanuenton
¢ nuaberudeckoil Hepponarueit (cM. pasaen 4.4.).

e CoBMecTHOE TpUMEHEHHE C KOMOWHHPOBAHHBIMHM  JIGKAPCTBEHHBIMU  IIperapaTamu,
COJIEpXKaIIMMU CaKyOuTpuil/BasicapTaH (cM. paznensi 4.4. u 4.5.).

e DKCTpakoprnopajbHas Tepanus, BeAyllas K KOHTaKTy KPOBH C OTPULATEIbHO 3apsKEHHBIMU
MOBEpXHOCTAMH (CM. pazzen 4.5.).

e BpIpaKeHHBIN BYCTOPOHHUN CTEHO3 IIOYEUYHBIX apTEpUN MM CTEHO3 apTepUU €IUHCTBECHHOU
(byHKIHOHUpYIOIEH TOUKH (CM. pasnen 4.4.).

e Tskenas aprepuanbHasi TUIOTEH3Us (CHCTOIMUECKOe apTepuaibHoe naBienue (AJl) menee 90
MM PT.CT.).

e [llok (BxitOUasi KapAMOT€HHBIN).

e OOCTpyKLHs BBIXOAHOI'O TpaKTa JIEBOTO KENyJl0ouKa (HalpUMep, BbIPAKEHHBIH CTEHO3 YCThs
AOpTHI).

e ['‘eMonMHAMMYECKH HECTaOMJIbHAs cepjieyHas HeIOCTaTOYHOCTh IOCIE OCTPOro HHpapkra
MHOKapa.



e [loueunas negocrarounocth (KK menee 60 mur/muH).
4.4. OcoOble yka3aHusi H Mepbl IPeI0CTOPOKHOCTH NPH NPHUMEHECHUHT

IIpemapar  Ilpectanc  cieayeT  Ha3Ha4aTh C  OCTOPOXXHOCTBIO  TPU  CIIEIYIOLIUX
3200J1€BAHUAX/COCTOSTHUSIX

CTEHO3 OYEYHOH apTepuH (B TOM YHCIIE IBYCTOPOHHUI ), €IMHCTBEHHAs (QYHKIMOHUPYIOIIAsl TOYKa,
MEYCHOYHas]  HEIOCTaTOYHOCTh, TOYEYHAs HEJOCTaTOYHOCTh, CHUCTEMHBIC  3a00JIeBaHUS
COEIMHUTENIbHOM TKaHU (B TOM YHCJIE CHCTEMHas KpacHas BOJYaHKA, CKJIEPOAECpMUS), Tepamus
MMMYHOJIETIPECCAHTAMH, QJUIOMYPHHOJIOM, MPOKAMHAMUIOM (PUCK pa3BUTHS HEHUTPOTICHHH,
arpaHyJIoOlMTO3a), CHWKEHHBIM o0BeM 1upKynupytomed kpoBu (OLIK) (mpueM auypeTukos,
OeccoeBas queTa, ppoTa, AUapesi), aHrHOHEBPOTUIECKHI OTEK, IIepeOpOBaCKyIsIpHbIC 3a00JIeBaHNUS,
pEHOBACKyJIsipHasl ~THIEPTEH3Us, caxapHblii auaber, MEpPBUYHBIN  T'HIEpPaIbI0CTEPOHU3M,
XpoHuueckass cepnaeuHas HenoctatouyHocTh (XCH), coBMecTHOE mpUMEHEHHE JTaHTPOJIEHA,
ACTpaMyCTHHA, KaluicOeperamomux AUYPETUKOB, IMpenapaToB Kaius, KaJluicoaep Kalux
3aMEHHTEJICH MUIIEeBOM COJI U TIPENapaToB JUTHS, KIAPUTPOMHULIMHA, TAKPOIUMYCa, IIUKJIOCTIOPUHA,
WHTUOUTOPOB WM MHAYKTOpoB m3odepmenta CYP3A4, rumepkanuemusi, XUPYpruvyeckoe
BMEIIATENILCTBO/00IIasl aHECTEe3Usl, MOKUIIOW BO3PACT, JACCEHCHOWIHM3UpYIoIas Tepamus, adepes
JUTIOTIPOTENHOB HU3KOH MJIOTHOCTH (JITTHIT), AopTaJIbHBIN CTEHO3/MHUTPATLHBII
CTeHo3/runepTpopuieckas OOCTPYKTHBHAS KAapAMOMHONATHS, MPUMEHEHHE Y MalUCHTOB
Herpougnoit pacel, XCH nemmemuueckoit stuonoruu III-IV dyskimmonanpHOro Kiacca 1o
knaccudukanuu NYHA.

OcoOble yKazaHWd, OTHOCSIIMECS K AaMJIOAMIMHY M MEPUHIONPUIY, NPUMEHUMBI U K
JeKapcTBeHHOMY InpenapaTty [Ipecranc.

AMtomunuH

D¢ dexkTuBHOCTS U 0€30MACHOCTH MPUMEHEHHs aMJIOJUIHMHA TMPH TUIIEPTOHUYECKOM KpU3e He
yCTaHOBJICHA.

Cepoeunas Hedocmamo4Hocms
JleyeHune MaIMEHTOB C CEPACYHON HEJOCTATOYHOCTBIO CIIEIYET MPOBOIUTH C OCTOPOKHOCTHIO.

IIpu nmpumenennn amnoaumnuHa y nanueHtoB ¢ XCH II u IV ¢yHkumonampHOro Kjiacca mo
kinaccudukanuu NYHA Bo3MOXHO pa3BUTHE OTEKa JIETKUX. BIIOKaTOphl «MEJIEHHBIX)» KaJbIIUEBBIX
kananoB (BMKK), Bkitouast aMmIIoAUIuH, HEOOXOAUMO C OCTOPOKHOCTBIO IIPUMEHSTH Y MTAIIUEHTOB C
3aCTOMHON CEpAEYHONW HEIOCTATOYHOCTBIO, B CBS3U C BO3MOXXHBIM YBEJIIMYEHUEM pUCKA Pa3BUTHS
HEXEJaTeNbHBIX SIBIIGHUM CO CTOPOHBI CEPJCYHO-COCYIMCTOM CHUCTEMBbl U YBEIIMYEHHUEM pHUCKA
CMEpPTH.

Tleuenounas nedocmamourocms

VY nauueHTOB ¢ HapylleHHeM (QyHKUIUM nedeHu nepuon noaysbiBeaeHus (Ti2) m miomanp mnox
KpuBON «koHUEHTpauus-BpeMs» (AUC) amyiogunuHa yBEIMYMBAIOTCS. PexomeHmanuu 1o
JI03UPOBAHUIO MpenapaTa He ycTaHoBjeHbl. [IpueM amionunuHa HE0OXOAMMO HayaTh ¢ Haubosee
HU3KHX J103 ¥ COOJII0aTh MEPhI MPEAOCTOPOKHOCTH KaK B Hayalle JICUCHHUs], TaK U MPH YBEIUYCHUN
no3bl. IlanmeHTaMm ¢ TsXKeNOW IEYEeHOYHOM HEJOCTaTOYHOCTHIO IOBBIIATH 103y CIEAyeT
MOCTENICHHO, 00ecreunBasi TIATEeIbHbIII MOHUTOPUHT KIIMHUYECKOT'O COCTOSIHUSI.

Hauuenmw nos2HCU1020 s0o3pacma

Y MAalUCHTOB IMOXWJIIOTO BO3pacCTa YBCIMYCHUC O3Bl CICAYCT MPOBOAUTH € OCTOPOKHOCTHIO
(cm. pazmenbr 4.2. 1 5.2.).



Tloueunas neoocmamounocms

HaHI/IeHTBI C TIOYCUHOH HEAOCTATOYHOCTBIO MOT'YT IIPUHUMATL aMJIOAUIIMH B CTaHAAPTHBIX J03aX.
M3MmeneHus 1ia3MeHHBIX KOHLIGHTpaL[I/Iﬁ aMJIOJUIIMHAa HC KOPPCIUPYIOT CO CTCIICHBIO MOYEYHOM
HEAOCTATOYHOCTH. AMJ'IOI[I/IHI/IH HC BBIBOAUTCS U3 OpraHu3Ma noCpeaCcTBOM Jrain3a.

[lepunaonpui

FunepuyecmeumeﬂbHocmb, a%tzuoneepomu%cxuﬁ omekK

IIpu nmpueme unruburopoB AII®, B TOM uucie W NEPUHAONPHIA, B PEIKUX CIy4asX MOXKET
HaOJI0/1aThCs pa3BUTHE AHTHMOHEBPOTUYECKOTO OTEKa JIMLA, KOHEYHOCTEW, TIy0, CIHM3UCTBIX
000J10Y€K, S3bIKa, TOJIOCOBBIX CKIIAJI0K U/WIH TopTaHu (cM. pa3zaen 4.8.). AHTHOHEBPOTUYECKH OTEK
MOXET pa3BUThCA Cpazy Iocie Hadaja JiedeHus uHruouTopamu AllD, omHako THKETbII
AQHTMOHEBPOTHUYECKUH OTEK MOXKET TAaKXKE Pa3BUTHCS IOCIE UIUTEIBHOTO JICUCHUs] MHIMOUTOpaMu
AII® B TeueHHE HECKOIBKUX MeCsLEB WK JieT.[Ipy nosBIeHNH BBIIIEYKa3aHHBIX CHMIITOMOB IIPUEM
mpernapara J0JDKeH ObITh HEMEUIEHHO IpEeKpallleH, a MAIlMeHT J0JDKeH HaOM0aThes A0 TeX Mop,
MOKa MPU3HAKKU OTeKa HEe UCUE3HYT MOJTHOCTHIO. ECIM 0TeK 3aTparuBaeT TOJIBKO JIUIIO U TYOBl, TO €T0
MPOSIBJICHUSI OOBIYHO TPOXOJAT CAMOCTOSATENBbHO, XOTS JUISL JICUEHHS CHUMITOMOB MOTYT
MIPUMEHATHCS] AHTUTUCTAMUHHBIE CPECTBA.

MenuuuHCKUM paboTHUKaM HEOOXOAMMO KOHTPOJHMPOBATH OTBET HA JICYCHHE, YUYHUTHIBAs, UTO
CTaH/JapTHBIC METOABI TEpaluy TUCTAMHH-ONOCPEAOBAHHOTO AaHTHOHEBPOTHYECKOTO OTE€KAa MOTYT
OBITH HEAPPEKTUBHBI IPU OPaTUKUHIH-OTIOCPETOBAHHOM aHTHOHEBPOTHUECKOM OTEKE.

AHTMOHEBPOTHYECKUH OTEK, CONPOBOKAAIONINIICS OTEKOM TOPTaHU, MOXKET IIPUBECTH K JICTATBHOMY
ucxony. OTeK s3bIKa, TOJOCOBBIX CKIAJAOK WJIM TOPTaHH MOXET MPHUBECTH K OOCTPYKIMU
JbIXaTeNbHbIX MyTel. [Ipy NosBIeHUH TaKUX CUMIITOMOB CIIEAyeT HEMEJIEHHO BBECTH AMHUHE(DPUH
(ampeHanuH) MOJKOKHO M/UIH 00ECTIEYUTh MPOXOAUMOCTbD JbIXaTeNbHBIX MyTel. [lanuent nomxexn
HaXOJAUTHCS MO/ MEAULIUHCKUM HAOJIOAEHNUEM J10 MTOJIHOTO U CTOMKOI0 MCUE3HOBEHUSI CUMIITOMOB.

VY nanueHToB ¢ otekoM KBHHKe B aHaMHe3e, HE CBSI3aHHBIM C TpUeMoM UHTHOUTOpoB AIID, Moxer
OBITBH MOBBIIICH PUCK €TO PA3BUTHS NP TIPUEME TIPETIapaToOB ATOU rpymmsl (cM. pazaen 4.3.).

B peaxux ciydasx Ha ¢oHe Tepanuu uHruouropamu All® pa3zBrBaics aHTMOHEBPOTHUYECKHUI OTEK
kuieyHuka. [Ipy aTom y nanmeHToB oTMeuanach 00Jb B )KUBOTE KaK M30JUPOBAHHBIM CUMIITOM WM
B COYETAaHUM C TOIIHOTOM WM pPBOTOM, B HEKOTOPBIX Cilydasx, O€3 NpeAlIeCTBYIOIIEro
AQHTMOHEBPOTUYECKOIO0 OTeKa JIMa W 1pu HopMaidbHOM YypoBHe Cl-3ctepasbl. JlnarHos
YCTQHABJIMBAJCS C MOMOILBIO KOMIBIOTEPHOM TOMOrpaduu OpraHoB OpIOUIHOM TMOJOCTH,
yJIbTPa3ByKOBOT'O HCCIIEIOBAaHUS WM B MOMEHT XUPYPrUYecKOro BMelaTenbcTBa. CHMMOTOMBI
MIPOXOAMIM TOCIIe MpekpaiieHus: npuema uHruoutopos AII®D. IlosTomy y manueHToB ¢ 0OJBIO B
o0iacT KHMBOTa, NOdydaromux wHruOuTopsl AIl®, npu mnpoBenernu nuddepeHITnaTEHON
JMAarHOCTUKH HEOOXOJUMO YUYHUTHIBATh BO3MOXKHOCTb DPa3BUTHS aHTMOHEBPOTHYECKOIO OTEKa
KHIIIeuHuKa (cM. pasuen 4.8.).

Coemecmmnoe npumeHrenue ¢ KOMOUHUPOBAHHBIMU NeKAPCMBEHHbIMU NPENapamaml, COOepICaujumu
sancapman + caxyoumpun

CoBMecTHOE MPUMEHEHHE NEePUHAONPUIa ¢ KOMOMHUPOBAHHBIMU JIEKAPCTBEHHBIMU MpenapaTaMy,
COJIEpKalllUMK BajcapTaH + CaKyOMTpui, MPOTHBOIIOKA3aHO, TaK KaK IOBBILIEH PUCK pPa3BUTHUS
aHTMOHEBPOTHYECKOro oTeka (cM. paszen 4.3.). [IpuMeHeHre KOMOMHUPOBAHHOTO JIEKAPCTBEHHOTO
Ipernapara, CoAep Kallero BajcapTas + cakyOUTpuII, BO3MOKHO HE paHee, ueM yepe3 36 4acoB 1ociie
MocJeHero nmpuemMa nepunaonpuia. [lpumenenue nepuHAONpUiIa BO3MOXKHO HE paHee, ueM 4epes
36 dacoB TmOcle TpPEeKpalmieHWs NpueMa KOMOMHHMPOBAHHOTO JIEKAPCTBEHHOTO IIperapara,
coJiepKallero BajacapTal + cakyourpuia (cMm. pasnensl 4.3. u 4.5.). Ilpu coBMeCTHOM NpUMEHEHUU
uHrnouTOpoB AllD ¢ npyruMu HHrHOMTOPAMH HETIPIIU3MHA (HAIPUMED, PalleKaJoTPHIIOM) TaKKe
MOJKET OBbITh IOBBIIIEH PUCK PAa3BUTUSI aHTMOHEBPOTUYECKOI0 OTeKa (cM. pa3zaen 4.5.). Y manueHros,
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MOJTyYaIOIUX MEePUHONPUII, NTEpe] Ha4yaJIoOM JICUeHHs] MHIMOUTOpaMHU dHKedalnHa3bl (HarpuMep,
paneKkajoTpUIOM) HEOOXOMMO MMPOBECTH TIIATEIBHYIO OIEHKY COOTHOIIECHUS PUCK/TIONb3A.

Cosmecmnoe npumenenue c uneubumopamu mTOR (nanpumep, CUpoIUMycom, 6epOUMYCOM,
MeMCUPOIUMYCOM)

[Tpu coBMmecTHOM npuMeHeHnH ¢ uHruouTopamu mTOR (Hanmpumep, CUPOIMMYCOM, IBEPOIUMYCOM,
TEMCHPOJIMMYCOM) MOJKET IHOBBIIIATHCS PUCK PA3BUTUSI aHTMOHEBPOTUYECKOIO OTEKa (HarpuMep,
OTEK JBIXaTEeNbHBIX MyTeH WM A3bIKa C HApyIICHUEM (QYHKUUH IbIXaHUs Wik 0e3 Hero) (cM. pasaen

4.5.).
Anagpunraxmouounsie peakyuu npu nposedenuu agepesa JIIHIT

B penaxux crnydasx y manmMeHToOB, Tojydaroniux WHruowtopel AIID, nmpu mpoBeaeHuu adepesa
JIIHIT ¢ wucnonp30BaHMEM JEKCTpaHa Cyjib(ara MOTYT pa3BUBATHCS YrPOXKAIOUIUE >KU3HU
aHa(uIakTouAHbBIE peakuuu. /g npeaoTBpalieHns aHa(UIaKTOMIHON PeaKLuu CIielyeT BPEMEHHO
MpeKpaTUTh Tepanuio uHruouTopom AIlD nepen kaxnoil mporenypoii apepesa.

Anaghunaxmouonwvie peaxyuu npu npogedeHuU 0eceHCudUIU3aAYUY

HmeroTcst oThenbHbIe COOOIICHHST O Pa3BUTUM aHA(WIAKTOMIHBIX pEakIUid y MaIHeHTOB,
noy4aromux UHruouTopel AII® Bo Bpems neceHCHOMNIM3UpPYIIEH Tepanuu (Hampumep, sSI0M
MEePETOHYATOKPBIIBIX HACEKOMBIX). Y ITHX K€ MalUEeHTOB aHA(DUIAKTOMIHON peakluy y/aBaaoch
n30ekaTh MyTeM BPeMEHHOW oTMeHBI MHTHOUTOpOB AIID, a mpu ciydailHOM mpueme mperapara
aHaUITAKTOUIHAS peaKIus BO3ZHUKANIA CHOBA.

Hevimponenus/acpanynoyumos/mpomboyumonenus/anemust

NwmeroTcst cooOImeHus 0 pa3BUTUN HEHTPOIIEHUH/arpanyI01nuTO3a, TPOMOOIIMTOTIEHUN I aHEMHUH Ha
(dhone npuema nHruOMTOPOB AIID. Y manueHToB ¢ HOpMaTbHON (HYHKIMEH MOYEK U MPU OTCYTCTBUH
JPYTUX COMYTCTBYIOUIMX (DaKTOpOB HEHTpomeHus pa3BuBaercs peako. C KpailHel 0CTOPOKHOCTBIO
clelyeT MPUMEHATh MEePUHAONPII Ha (JOHE CUCTEMHBIX 3a00JIeBaHUN COETUHUTENHLHON TKaHU, a
TaKke Ha (poHe mpueMa MMMYHOJENPECCAHTOB, AJUIOMYPHUHONA WM MPOKauHAMUIA, OCOOEHHO Y
MAIMEeHTOB C HAPYIICHHON (QyHKIIMEH IMOYEK.

VY HEKOTOpHIX MAllMEHTOB BO3HMKAIU TsKeNble MH()EKIMOHHbIE 3a00J€BaHUs, B PsJie CIydaes,
YCTOMYMBBIE K WHTCHCUBHOW aHTHOMOTHKOTEpanuu. [Ipy NpUMEHEHWH TEepPHHIONPHIA TaKUM
MalnyeHTaM pPEKOMEHIyeTCs IEePHOANYECKH KOHTPOJIMPOBATH YPOBEHb JICHKOLMTOB B KPOBH.
[ManieHTHI JODKHBI COOOIIATh Bpady O JFOOBIX MpHU3HAKaX WHQPEKIHMOHHBIX 3a00JeBaHUN
(Hampumep, 607 B TOpIIe, TUXOPAKA).

Penosackynsapuas eunepmensus

VY ManueHToB ¢ IBYCTOPOHHUM CTEHO30M IOYEUHBIX apTEPUN WIIA CTEHO30M apTEPUN €IMHCTBEHHOU
GbyHKIHOHHpYIOMEeH moukn Ha (oHe Tepamuu mHrnOMTOopamu AIID Bo3pacTaeT pUCK Pa3BUTHS
apTepuanbHOM TMIIOTEH3MM U TOYEYHOH HejocTaTouyHocTu. [IpueM AMypeTMKOB MOXKET OBITh
JOTIONTHUTEIBHBIM (pakTOpoM pucka (cM. paszmen 4.3.). YxyamieHne (QYyHKIMH TOYEK MOXKET
HAOJMIOAAThCS YK€ MpPU HE3HAUUTEIbHOM HM3MEHEHUM KOHLEHTpallMHd KpeaTUHHHAa B CHIBOPOTKE
KpPOBH, JJa)K€ Y ALIUEHTOB C OJTHOCTOPOHHUM CTEHO30M ITIOYEYHOHN apTEepHUHN.

eoiinas 6n1oxkaoa penun-aneuomenzun-arboocmeponosoti cucmemuvl (PAAC)

Nwmerorcs  naHHble 00 yBEIMYEHHWHM pPUCKA BO3HUKHOBEHHS apTEPUAIBHON TUIIOTEH3HH,
TUIEepKAIMEMHUH U HapyIIeHus (PyHKIMU NTOYEeK (BKII0YAst OCTPYIO MOYEYHYIO HEJJOCTATOYHOCTD) U
coBMeCTHOM npuMeHeHnu MHruoutopoB AIID ¢ APA Il unu anuckupenom. IloaTomy nBoiiHas
6mokana PAAC mocpencTBOM COBMECTHOrO NMpUMEHEHUs MHruoutopo AIID c¢ aHTaroHucramu
peuenitopoB anruoTeH3uHa Il nnm anuckupeHom He pekomenayercs (cM. pasaenst 4.5. u 5.1.). Ecnu
nBoWHas Oiokaga aOCOMIOTHO HEOOXoauMa, TO 3TO JOJDKHO BBIMOJIHATHCS TOJA CTPOIMM
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HAOJIOACHNUEM CHEIMAINCTa TPH PErYSIPHOM KOHTpOJie (YHKUIMH II0YEK, KOHIEHTPAIUU
3JIEKTPOJUTOB B KpoBU U AJI.

[Tpumenenne nnruOuTopoB AII® B coyeTaHHUM C aHTArOHHUCTAaMHU PELENTOPOB aHruoreH3uHa Il
IIPOTHBOINOKA3aHO Yy MALIMEHTOB C JUa0eTHYeCKoW HedpomaTueil u He PeKOMEHAyeTcs y APYrux
MaueHToB (cM. pazaensl 4.3. u 4.5.).

Tlepsuunbiii cunepanboocmeponusm

HaL[I/IeHTBI C TMNCPBUYHBIM THICPAIBIOCTCPOHU3MOM, KaK IIPaBHUJIO, HC BOCIHPUHMMYHUBLI K
AQHTUTHUIICPTCH3UBHBIM TIpemaparaM, JCHCTBHE KOTOPBIX OCHOBaHO Ha wuHruOmpoBanmu PAAC.
ITosTOMy IIpUMEHEHHE IIpenapara y TakKUX IalUEHTOB HE PEKOMEHIYETCS.

ApmepuaﬂbHaﬂ 2UNOMeH3Us

WNuruburopsr AII® moryT BeI3BIBaTH pe3koe cHkeHne AJl. CuMmToMaTHueckas apTepuabHas
TMIIOTEH3U PEAKO pa3BUBACTCS Y MALMEHTOB 0€3 COyTCTBYIONUX 3a00seBaHui. Puck upesmepHoOro
cHIDKeHHsT A/l MOBBIIIEH y MAalMEHTOB CO CHIDKEHHBIM OOBEMOM IMPKYJIUPYIOMIEH KPOBH, YTO
MOJKET OTMeUaThbcs Ha (JOHE Tepanuu AUYypeTHKaMU, IPU COONIIOIEHUH CTPOroi 6eccoseBoil TUeTHI,
reMoJuan3e, Auapee M PBOTE, a TAKKE y NALUEHTOB C TsDKEIOW creneHblo Al ¢ BBICOKOM
aKTUBHOCTHIO peHUHA (cM. pazzaensl 4.5. u 4.8.). Y MalmMeHToB ¢ MOBBIIIICHHBIM PUCKOM Pa3BUTHUS
CHUMIITOMAaTHYECKON apTepualbHOW THIIOTEH3MHM HEOO0XOAMMO TIIATEIbHO KOHTpoiupoBaTh AJl,
(GYHKIMIO MOYEK U COAEp)KaHUE Kallusl B CHIBOPOTKE KPOBU BO BpEMs TEPANUU JIEKAPCTBEHHBIM
npenaparoM IIpecranc.

[Tomo6HbBIN TOAX0J MPUMEHSAETCSs W Yy MAalUEeHTOB CO CTEHOKapauell M 1epeOpOoBacCKyISPHBIMU
3200JIeBaHUSAMH, Y KOTOPBIX BBIPAKECHHAS apTepHabHasi THIIOTECH3US MOXET NMPUBECTU K MHDAPKTY
MHUOKap/ia WM HapyUICHHIO MO3TOBOTO KPOBOOOPAIIEHUSI.

B cnyuae pa3BuTHS apTepualbHOW THIOTEH3UM HAIMEHT JOJDKEH OBITh NMEpeBEACH B IMOJOXKECHHE
«JIeKa» Ha CIMHE C MPUIIOAHATHIMU HoraMu. [Ipu HeoOXOAMMOCTH CllefyeT BOCHOJHHUTh 00bEM
LUPKYJUPYIOLIEN KPOBH IIPU NTOMOILM BHYTpUBEHHOTO BBeeHus 0,9 % pacTBopa HaTpus XJI0puaa.
[Ipexoasimias apTepuanbHas TUIIOTEH3USI HE SBISAETCS MPEMSATCTBUEM Js JaJbHEUIIEro mpuema
npemnapara. [locie BoccTaHOBIEHUsT 00beMa LUPKYIUpYIoLed KpoBu U Al neueHne MoxkeT ObITh
IIPOJOJIKCHO.

Mumpanvubiii cmenos/aopmanshulii cmenos/2unepmpoguueckas KapoOuoMuonamus

[epunponpun, kak u apyrue WHTHOUTOpHl AIID, MOMKEH C OCTOPOKHOCTHIO HAa3HAYATHCS
MaleHTaM ¢ OOCTpPYKLHEH BBIXOJHOTO TpaKTa JEBOr0 JKeIyJouyka (aopTalbHbIH CTEHO3,
runeprpodudeckasi OOCTPYKTHUBHAS KapIUOMHOIATHS), a TaKkKe IMalUeHTaM C MHUTPAIbHBIM
CTCHO30M.

Hapywenue ¢pynkyuu nouex

[ManmenTtam ¢ moyeunoit HegocratouHocThio (KK < 60 Mi/mMuH) pekoMeHayeTcss MHIUBUTYalbHBIH
noabop 103 mepuHAonpuia W amioaunuHa (cMm. pasaen 4.2.). Takum mamueHTam HE0OXOoAUM
PETYISIPHBIN KOHTPOJIb COACPXKaHUS Kalnus U KpeaTHHUHA B CHIBOPOTKE KpOBU (cM. pazzaen 4.8.).

VY nanueHToB C IBYCTOPOHHHUM CT€HO30M IIOYEYHON apTEPUH WIA CTEHO30M apTepUU €AMHCTBEHHON
oYKy Ha ¢oHe Tepanuu nHruouropamu AII®D BO3MOKHO MOBBIIIEHNE KOHLIEHTPALIMH MOYEBHUHBI U
KpeaTHHUHA B CBIBOPOTKE KPOBH, OOBIYHO MpOXOsAlIee Mpyu oTMeHe Tepanuu. Yamie 3ToT 3ddekr
OTMEYACTCI y IMAUUEHTOB C IO0YE€YHOM HEIOCTATOYHOCTBIO. JIONOIMHUTEIBHOE HaIU4Ke
PEHOBACKYJIIPHOM TUIEPTEH3UH OO0YCIaBIMBAE€T MOBBILIEHHBIH PUCK Pa3BUTUS  TSDKEIOU
apTepUalIbHON TUIIOTEH3UH U MIOYE€YHOU HETOCTATOYHOCTH Y TAKUX MAallUEHTOB.

vy HCKOTOPLIX MAMCHTOB C Al 06e3 IMPU3HAKOB MOPAXCHUA COCYAOB ITOYCK BO3SMOKHO IMOBBINICHUC
KOHICHTpalIUKM MOUYCBUHBI U KpCaTUHHHA B CBIBOPOTKE KPOBH, 0COOEHHO npu OAHOBPEMCHHOM
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HA3HAYECHUH TEPUHIONPUIIA C TUYPETUKOM, OOBIYHO HE3HAUMTENIbHOE M Impexojsuiee. Yare 3ToT
3¢ dexT oTMeuaeTcs y MalMeHTOB ¢ IPEAIIECTBYIONUM HapyllleHneM GyHKIUH TOYeK.

Tleuenounas nedocmamourocms

B peaxux cnydasx Ha ¢pone npuema uarnoutopo AIID Bo3HMKaeT XonecTaTuaeckas xenryxa. [Ipu
MPOTPECCUPOBAHUN ITOTO CHUHAPOMA BO3MOXKHO pa3BUTHE (PYIBMHUHAHTHOTO HEKPO3a MEYCHH,
WHOTJa C JIETAJIBHBIM HCXOJ0M. MexaHu3M pPa3BUTHUS 3TOro CUHApoMma HesceH. [lpu mosBieHun
JKCIITYXH UJIU 3HAYUTCIILHOT'O ITOBBIIICHUA aKTUBHOCTH «KIICUCHOYHBIX» Q)epMCHTOB Ha (1)0H€ npucma
uHruouTopoB AIl® mnammeHTam clieayeT NPeKpaTuTh npueM mnpemnapata (cm. pazaen 4.8.) u
HaxXOJUTHCH IO COOTBECTCTBYIOIIUM CUTyallun Ha6J'IIOI[CHI/IeM Bpayda.

Omuuueckue pasiudus

VY manmueHToOB HETpOMIHOM pachl Halle, 4eM Y MpeacTaBUTeNed ApYrux pac, Ha (oHe mpuema
uHruouTOpoB AII®D pa3zBuBaeTCs aHTHOHEBPOTUYECKHM OTEK.

[epunponpun, kak u Apyrue UHruoutopsl AIID, BO3MOXHO, OKa3bIBae€T MEHEE BBIPAXKEHHOE
AHTUTUIIEPTEH3UBHOE ACHCTBHE y MMALIMEHTOB HETPOUIHOMN PACHI 110 CPABHEHUIO C IPEICTABUTEIIMU
apyrux pac. Bo3sMoxHo, 3T0 pa3nudre 00ycIOBICHO TEM, YTO y MauueHToB ¢ Al HerpouHO# pacsl
yaie OTMEYaeTCs HU3Kask akTUBHOCTh PEHUHA.

Kaweno

Ha ¢one Tepanum wmarnéutopom AIID MokeT BO3HUKATh CyxoW Kamienb. Kamens IIUTEIBHO
coxpansercs Ha (oHe MpreMa IMpenapaToB 3TOU TPYIIIBI K UCUE3AET MOCIIE UX OTMEHBI. DTO CIEIyeT
YUUTHIBATh NPU NpoBeAeHUN U dHepeHIINaTbHON TUAaTHOCTUKY KaIIlIs.

Xupypzuuecxoe eMewamerbcmeo/o&qaﬂ anecmesus

VY manueHTOB, KOTOPBIM IUIAaHUPYETCS MPOBEIEHUE OOIIMPHBIX ONEpaluil WIM HCIOJIb30BaHHE
CpCaACTB [JI1 QaHCCTC3HMH, BbI3BIBAIOIMIUX APTCPHUAJIBHYIO THUIIOTCH3UIO, TMCPHUHIAOIIPUIT MOXKET
0JIoKkMpoBaTh 0Opa3oBaHue aHTHOTeH3WHA [l Ha QoHE KOMIEHCATOPHOTO BHICBOOOXKIACHHUS PEHHUHA.
Jleyenue cieyeT NpeKpaTUTh 3a CYyTKH 10 onepauuu. [Ipu pa3Butun aprepuanbHON THIIOTEH3UU 110
YKa3aHHOMY Me€XaHu3My cieayet noanepxusarb AJl mytem Bocnonnenus: OLIK.

T'uneprxanuemus

l'unepkanuemMuss MOKET pa3BUBATbCA BO BpeMs jeueHus uHruouropamu AIID, B Tom uucie, u
nepuHaonpuiaoM. DakTopaMu pUCKAa THUIEPKATMEMHMM SBISAIOTCA IOYEYHAs HEJOCTaTOYHOCT,
yXyaumeHue (QyHKUMM T1o4YeK, Bo3pacT crapme 70 jer, caxapHblii Juaber, HEKOTOphle
COITyTCTBYIOIIME COCTOSIHMA (neruaparanus, octpas nekomneHcanus XCH, merabonnueckuit
aly03), COBMECTHOE NMPUMEHEHHE KalnicOeperaromux IMypeTHKOB (TaKUX KaK CITMPOHOJIAKTOH,
SIUIEPEHOH, TPUAMTEPEH, WM aMUJIOPH[I), a TAKKe IMpernapaTroB Kajlus WIH KaJIUHCOJepKalux
3aMEHUTEJIEN MOBAapeHHOM COJM, a TakXKe NPUMEHEHHE JPYruX IpernapaToB, CHOCOOCTBYIOLIUX
MOBBIIICHUIO COJAEP)KAaHUS KalUsl B IUIa3Me KPOBU (Hampumep, rermaphH, KO-TPUMOKCA30J, TaKXKe
M3BECTHBIN Kak KOMOMHaIM cylbaMeTokcason + Tpumeronpum). [I[pumeneHme npenapaToB Kanus,
Kanuiicoeperamnmx IUypeTUKOB, KaJduicolepKalluX 3aMEHHMTEeNeld MUIIEeBOH COJIM  MOXET
MIPUBECTH K 3HAYUTEIHHOMY TOBBIIICHUIO COJEPKAHUS KaIHs B KPOBH, OCOOCHHO y TAIIMEHTOB CO
CHIDKEHHOM (QyHKLHMEH nmouek. [ unepkaareMus MOXeT IPUBECTH K CEPbE3HBIM, HHOTAA (haTaIbHBIM
HapyIIEHUsIM cepaedHoro putma. Ecim HeoOXOAMMO COBMECTHOE NMPUMEHEHHE MEePHHIONPHIA U
yKa3aHHBIX BBIIIE IPENapaToB, JEYCHHE JOJKHO HPOBOIUTHCS C OCTOPOXKHOCTbIO Ha (oHE
PETYJISIPHOTO KOHTPOJISL COJIEPKaHUsI HOHOB KaJlHs B CBIBOPOTKE KPOBH (CM. pazjnen 4.5.).



Iayuenmwi ¢ caxapuvim ouabemom

[Ipu Ha3HaueHUH MpenapaTa NalUeHTaM ¢ CaxapHbIM J1abeTOM, OTyUYaolUM FUIOTIMKEMUYECKHEe
CpeICcTBa AJIsl MpHeMa BHYTPh WIJIM WHCYJIWH, B TEUEHHUE TEPBOTO Mecsla Tepanuud HEoOXOAMMO
TIIATEIbHO KOHTPOJIMPOBATh KOHIIEHTPALIMIO TIIOKO3bI B KPOBHU (CM. pazaen 4.5.).

[Ipecranc

Oco0ble yKa3aHusl, Kacarolluecs: aMJIOJUINMHA, U TIEPUHONPUIIA, OTHOCITCA U K JEKapCTBEHHOMY
npemnapary [Ipecranc.

JlexapcTBeHHbBIE B3aUMOJIENCTBUA

CoBMecTHOE TIPHMEHEHHE JIEKapCTBEHHOrO Tpemnapara llpecTaHc ¢ mpenapaTtamMu JIUTHSA,
KaJuiicOeperaonMy THypeTUKaMHy, KaJHicoAepKallluMU 3aMEHHUTESIMA WM JaHTPOJICHOM HE
pekoMenayetcs (cM. pazaen 4.5.).

BcrnioMorarenbHEBIC BEIIECTBA

IIpecranc coxmepkut nakTo3y. JlaHHBIM JIEKAPCTBEHHBIM MpenapaT HE CJEeAyeT MNPUHUMATh
MalKUEeHTaM C PEIKO BCTPEUAIOIIeiicss HACIeICTBEHHOM HETIEPEHOCUMOCTBIO TaIaKTO3bl, JTAKTa3HOM
HEJIOCTATOYHOCTHIO MJIH TIFOK030-TaJaKTO3HON MajibabcopOIuei.

4.5. B3aumogeiicTBue ¢ [JPYTHMH JIeKAPCTBEHHbIMHM IIpenaparaMd M Jpyrue BHABI
B3aUMO/EHCTBUSA

AMIIOTUTIMH

Kombunayuu, ne pexomenoyemvie Kk npumeHneHuro

Hanumponen (sHympusenoe 666()61—!1/{8)

VYV nabopaTOpHBIX XKHUBOTHBIX OBUTA OTMEYEHBI Cydan (GUOPHILIALNH KETYTOYKOB C JICTATbHBIM
MCXOJIOM U KOJIIaricoM Ha (DOHE MPUMEHEHHS BepanaMuia i BHYyTPUBEHHOTO BBEJICHUS TaHTPOJICHA,
COITPOBOJKIABIIIUECS TUIECpKaIneMueil. BcenencTBue pucka pa3BUTHS THIIEPKATUEMHH CIIETYET
UCKITIOYUTH coBMecTHBINM pueM BMKK, B ToM uuncie amiaoqunuHa, y MaiydeHTOB, MOIBEPKEHHBIX
37I0KaYECTBEHHOW THIIEPTEPMHH, a TAKXKE MPH JICUCHUHN 3]I0Ka4eCTBEHHON TUTIEPTEPMUH.

Couemanue npenapamos, mpebyoujee 0c06020 HUMAHUS

HUnoykmopuwl uzochepmenma CYP3A4

[Ipu coBMEeCTHOM NPHUMEHEHMM H3y4YeHHBIX MHAYKTOpoB M30(pepmeHTa CYP3A4, KoHIEHTpauus
aMJIOIMTIHA B TIa3Me KPOBH MOKET BapbHpoBaThes. [loaToMmy HE0OX011MMO KOHTpompoBaTh Al n
KOPPEKTUPOBATH 103y Tperapara Kak BO BpeMsl JICUSHHUs, TaK U ITOCIE COBMECTHOTO IPUMEHEHHS (B
YaCTHOCTH, NPH COBMECTHOM NPUMEHEHHWH C CHWJIBHBIMH WHAyKTOpamu u3zodpepmenta CYP3A4
(TakuMu Kak pudaMuLmH, 3BepoO0i MPOIBIPSIBICHHBIN).

HUneubumopwol uzopepmenma CYP3A4

CoBMecTHOE MPUMEHEHHE aMJIOIMIIMHA U CHJIBHBIX JTMOO YMEpEHHBIX MHIMOUTOPOB H30(epMeHTa
CYP3A4 (unruOurtopsl mnporeassl, IPOTUBOTPUOKOBBIE MpenaparThl IPYIIIbl a30J0B, MAaKPOJIU/BI,
HanpuMmep, SpUTPOMULIMH WM KJIAPUTPOMHIIMH, BEparnaMuil WIM JUITHA3e€M) MOXET HMPUBECTH K
CYILLIECTBEHHOMY YBEJIMYEHUIO KOHLEHTPALUN amyioaunuHa. KnuHudeckue nposiBIeHUs yKa3aHHbIX
(apMaKOKMHETUYECKMX OTKJIOHEHHH MOTYT ObITh 00Jiee BBIPAKEHHBIMHU Y MALMEHTOB MOXUIIOTO
BO3pacTa, B CBSI3U C UEM MOXKET NOTPEOOBATHCS MOHUTOPUHT KJIMHUUECKOTIO COCTOSIHUS U KOPPEKLIUS
J103bl. Y NAIUEHTOB, MPUHUMAIOIINX aMJIOAUIIMH OAHOBPEMEHHO € KJIAPUTPOMMIIMHOM, IOBBILICH



PUCK pa3BUTHA apTepuaibHOW runoreH3ud. Crenyer NPOBOAWUTH TIIATEIBHOE HAOMIOIEHUE
MAalMEHTOB, IPUHUMAIOIIHUX aMJIOIUIINH OAHOBPEMEHHO C KIIADUTPOMULIMHOM.

Couemanue npenapamos, mpebyroujee HUMAHUS

AMITOIUNVH yCHUIMBAET THIIOTCH3WBHOE JICUCTBHE MTPENapaToB, 001a1af0IINX aHTUTUIIEPTEH3UBHBIM
IEHCTBUEM.

Taxkponumyc

CYH_IGCTByCT PUCK MNOBBIMICHUA KOHICHTPAIIMU TAKPOJIUMYCa B IJIa3MC KPOBHU NPH COBMCCTHOM
NMPUMEHEHUH ¢ amjoaunuHoM. Bo wm30exanue ToKcHYecKux 3(PGEKTOB TakpojauMyca IpH
COBMECTHOM IMPHUMEHEHHH 3TUX INpernapaToB TpeOyeTcss KOHTPOJIb KOHIEHTPAUU TAaKpOJIHMyca B
TUTa3Me KPOBH M KOPPEKIIUS €T0 03Bl IIPU HEOOXOIMMOCTH.

Hneubumopwvr mTOR

Nurn6utoper mTOR, Takue kak CHPOTUMYC, TEMCHPOJIMMYC U 3BEPOITUMYC, SIBIISIOTCS CyOCTpaTaMu
nzopepmenta CYP3A. Amnonunus siBisieTcst cnadbiM uHruoutopom nzopepmenta CYP3A. Ilpu
COBMECTHOM MPHUMEHEHUH aMJIOJUIIUH MOKET YBEJIMYHUTh SKCNO3ULINI0 HHIHOuTOpoB mTOR.

QMKJZOCI’ZOQMH

HccrnenoBanusi B3auMOJCHCTBHS aMJIOAMIIMHA W IUKJIOCTIOPHHA HE MPOBOJIWINCH Y 3J0POBBIX
NOOPOBOJIBIIEB WM B JIPYTUX TOMYJSAINHSX, 34 UCKIIOYCHHEM TAIlMeHTOB, MEPEHECIINX
TPAaHCIUIAHTAIIMIO TIOYKH, Y KOTOPBIX OTMEYajach BapHaOCIbHOCTH TOBBIMICHHUS HaWMEHBIITUX
KOHIIEHTpalUi UKIOCIIOpUHA B mia3Me kpoBH (B cpeanem ot 0 no 40 %). CienyeTr paccMOTpeTh
BO3MOYKHOCTh KOHTPOJISi KOHIEHTPAIIMY IMKJIOCIIOpMHA B TUIa3Me KPOBH Yy TAIMEHTOB TIOCIHE
TpaHCIUIAaHTAIIMH TIOYKU MPU OJTHOBPEMEHHOM MPUMEHEHUHU ¢ amioaunuHoM. [Ipu HeobxomumocTu
71032 IIUKJIOCTIOPHHA JIOJKHA OBITh CHH)KCHA.

Cumeacmamun

[Ipu coBMeCTHOM TprieMe HEeCKOJBKHUX /103 amjoaunuaa o 10 mr u cumBacTtatuHa 1mo 80 mMr ObLIO
OTMEUYEHO YBEJIIMYEHUE SKCMO3ULIUU CUMBACTaTUHA HA 77 % MO CPAaBHEHHIO C W30JUPOBAHHBIM
MPUEMOM CHMBACTaTHHA. Y TAIMEHTOB, MPUHUMAIOIIUX aMJIOJUIIHH, CIEIYyEeT OTPAaHUYHUTH IIPHEM
cuMBacTaThHa /10 20 MI B CyTKH.

/Jpyaue kombunayuu n1ekapcmeeHnbix cpeocms

B Xone KIMHUYECKUX HUCCIIENOBAHMM JICKAPCTBEHHBIX B3aUMOJCHCTBUN aMIIOJUIIMH HE OKa3bIBaj
BIIMSTHUS Ha (papMaKOKHMHETHKY aTOpBacTaTHHA, IUTOKCHHA, BapapruHa WiIH HUKIOCTIOPHHA.

CoBMecCTHBIN NpUeM aMJIOAMIIMHA U YHoTpeOsieHue rpedndpyToB Win rpeindpyToBoro coka He
PEKOMEHAYETCSI, B CBSI3U C BO3MOXKHBIM IMOBBIILIEHUEM OMOJOCTYIHOCTH aMJIOJUIINHA Y HEKOTOPBIX
MAIEHTOB, YTO, B CBOIO OYEPE]lb, MOXKET MPUBECTU K YCUIICHHUIO 3P PeKTOB CHIDKEHU A/l

[lepunaonpwi

JlaHHBIE KIMHUYECKUX HCCIIEOBAaHUM IMOKa3bIBaloOT, 4TO JABOIHas Onokaga PAAC B pesynbrare
OJTHOBpeMeHHOTo TpuemMa UHruOuTopoB AIID, APA Il unn anuckupeHa MpUBOIUT K yBEITUUICHUIO
4acTOThl BO3HUKHOBEHHUS TAKUX HEXKEJATEJIBHBIX pEaKIU, KaK apTepuanbHas TUIIOTEH3Hs,
THIEePKAIMEMHUS U HAPYIICHUsT PYHKIWH MTOYEK (BKIIOUYAs OCTPYIO MOYEUHYIO HEAOCTATOYHOCTH ), TIO
CPaBHEHHIO C CUTYallUsIMHU, KOT'1a IPUMEHSETCS TOJIBKO OJIMH Npenapar, Bozaeicreyromuii Ha PAAC
(cm. pazpener 4.3,4.4.u 5.1.).

ﬂeKapcm€€HHbl€ cpedcmea, ébl3blearoujue cunepKaiuemuro

HekoTopsie mpenapaTbl MOTYT YBEIMUUTh PUCK Pa3BUTHUS TUNEPKATUEMHH: ATUCKUPEH, COJIU KaJHs,

KanuiicOeperarolye AMypeTUKu, HHruoutopsl AII®D, aHTaroHUCTHl peLenTopoB aHruoTeH3uHa Il

(APA 1I), HectepounHble mnpoTuBoBocnanurenbHsle mnpenapatel  (HIIBII), remapunsl,
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MMMYHOJENPECCAHTHI (TaKue KaK HUKIOCIIOPUH WU TAKPOJIUMYC), TPUMETOIPUM U JIEKAPCTBEHHBIE
npenaparsl, COJAEpXkKaIliue KO-TpUMOKca3on (cynbdamMerokca3on + Tpumeronpum). KomOunamms
STUX IIPENapaToB MOBBIIACT PUCK PA3BUTHS THIIEPKATIUEMUU.

Cosmecmuoe NpUMEHEHUE NPpoOmMuUueoNnoOKaA3aAHo

Anuckupen u 1ekapcmeennble nNpenapamol, Canl?D/CCll(/lue AJlUCKUper

CoBmecTHOe TmpuMeHeHHe HWHruouTOpoB AlID c mnpemapatamu, coaepKaIllMMH aIUCKUPEH,
MPOTUBOIIOKA3aHO Y TMAIMEHTOB C CaxXapHbIM JUA0ETOM W/WIM YMEPEHHBIM WU TSHKEIbIM
HapymenueM Qyakimu nouek (CK® < 60 ma/mun/1,73 M? nomaam moBepXHOCTH Tena) (CM. paszien
4.3.). BozpacraeT puUCK pa3BUTUS THIEPKAIMEMHUH, YXYAIEHUS (YHKIHUU IOYEK, CEplEHHO-
COCYAMCTOM 3a001€Ba€MOCTH U CMEPTHOCTH.

IDKCmpaKopnopaibHas mepanus

DKCTpaKOpIOpaIbHbIE METOABl JICYCHHs, BEOyIIMEe K KOHTAKTY KPOBH C OTPUIATEIHHO
3apsKCHHBIMHU TTOBCPXHOCTAMHU, TAKHC KaK AHAINA3 WA FCMO(I)I/IJIBTpaLII/IH C HCIIOJIB30BAaHHUEM
HEKOTOPBIX BRICOKOIIPOTOYHBIX MeMOpaH (Harpumep, MOJUaKpUIOHUTPUIIOBRIX ), Wik adepes JITTHIT
C HCIIOJIb30BaHUEM JIeKCTpaHa Cyjb(ara, IPOTUBONOKA3aHbl M3-3a YBEIMUYCHHS PUCKA Pa3BUTHUS
TSOKETBIX aHaQUIAKTOMIHBIX peakuuid (cMm. pazgen 4.3.). Ecam mamuwenty HeoOxommma
IKCTpaKOpIIOpaIbHasl Teparusi, CIeIyeT PACCMOTPETh BO3MOKHOCTh HCIIOJI30BAHUS APYTOTO THIIA
IMaTN3HOW MeMOpPaHbI WIIH JPYToro Kilacca aHTHTHIIEPTEH3UBHBIX TPENapaToB.

Cosmecmnoe npumenenue ¢ KOM6UHMDO€CZHHblMM JIeKApCmMeEeHHbIMU npenapamdamu, CO@QDO!CCZWMMM
sajicapman ~+ CCZKV5MI’I’IDMJZ

CoBMecTHOE TIpUMEHEHHE TMEPUHIONpPHIA ¢ KOMOMHaUMeH BajcapTaH +  CaKyOHTpHI
IIPOTHBOIOKA3aHO, TaK KaK IOJABJICHHE HENPWIM3MHA Ha (OHE COBMECTHOIO IPUMEHEHHUs
uHruburopa AII® MoXeT yBeIMYUTh PUCK Pa3BUTHs aHTMOHEBPOTHUECKOro oreka. IIpumenenue
KOMOMHAIMK BajicapTaH + CakyOMTpHJI, BO3MOXHO HE paHee, 4yeM uepe3 36 yacoB Iocje MpueMa
MoCJIeHEN 1036l nepuHaonpuia. IIpuMeHenue nepuHaoNpuiIa BO3MOKHO HE paHEE, YEM depes
36 "acoB 1mociie mpreMa IMocyIeHeH 0361 KOMOMHAIIMY BaJicapTaH + cakyOuTpui (cM. pa3aeisl 4.3.
n4.4.).

Kombunayuu, ne pexomenoyemvie Kk npumeneruro

AﬂuCKMD@H U 1eKapCcni6erHrble npenapanivl, COO@DD!CGWM@ ANMUCKUPDEH

VY manueHToB, He UMEIOIIUX CaXapHOTo nquadeTra Wik HapyIIeHUs (PyHKIIUH ITOYeK

(CK® < 60 wmua/mun/1,73 M? muomaaM MOBEPXHOCTH TeNa), MOBBIIIEH PHCK Pa3BUTHS
THIEPKAIMEMHH, YXYIIICHUS (YHKIWW TOYEK W TOBBIIICHUS YaCTOTHI CEPIECYHO-COCYAMCTOU
3a00JIeBa€MOCTH U CMEPTHOCTH (cM. paznen 4.4.).

Couemanue mepanuu ¢ uncubumopamu AII® u APA 11

[Io mMmeromuMcs TUTEPAaTypHBIM JAHHBIM, y MALUEHTOB C YCTAHOBJIEHHOW aT€POCKIEPOTUYECKOU
00JI€3HBIO, CEPIEYHON HEJOCTaTOYHOCTHIO WJIM CaxapHbIM JAMA0ETOM C IMOPAKEHUEM OpPraHOB-
MHUIIIeHeH coBMecTHOE puMeHeHne HHrHOuTopoB AIID u APA Il npuBoAUT K yBEIUYEHUIO YACTOTHI
Pa3BUTHSI apTepUAITBHON TUIIOTEH3UH, 0OMOpPOKa, TUIIEPKATTUEMHUN U YXyAUICHUS (PYHKIIUH TTOYEK
(BKIJIIOUAst OCTPYIO MOYEUHYIO HEJJOCTATOUHOCTD) 110 CPABHEHUIO C CUTYALMSIMU, KOT/1a IPUMEHSIETCs
TOJIbKO OJIMH Tipemnapatr, BosaeicTByrommuii Ha PAAC. Ilpumenenue nBoitHoit Onmokamsl PAAC
(mampumep, ogHoBpeMeHHbINH mpueM HHruouTopoB AII® u APA II) momkHO OBITH OrpaHUYEHO
€IMHUYHBIMH CIIyYasMd CO CTPOTHM KOHTPOJIEM (PYHKIUH IOYEK, COICPKAHUS Kalusi B IUIa3Me
kpoBu 1 A/l (cMm. paznen 4.4.).
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Dempamycmun

CoBMecCTHOE IPUMEHEHNE MOXKET MPUBECTU K MOBBIIICHUIO PUCKA Pa3BUTHUs NOOOUYHBIX 3PPEKTOB,
TaKUX KaK aHTMOHEBpPOTHYECKUH oTeK (0Tek KBuHKE).

Ko-mpumoxcaszon (cyavhamemorcaszon + mpumemonpum)

IIpu cOBMECTHOM NMPUMEHEHHUHU C KO-TPUMOKCA30JI0M (CyIb(haMeTOKCa30il + TPUMETOIPUM) MOXKET
MOBBIIIATHCS PUCK PA3BUTHUS TUIepKaiueMuu (cM. pasaen 4.4.).

Kaﬂudcﬁepezaiomue Ouypemuku (Hanpwwep, mpuamvmepen, CZMMJZODM()) U coau Kanusd

[N'unepkanuemus (C BO3MOXHBIM JIETAILHBIM UCXO0JIOM), OCOOCHHO MPHU HAPYIIEHUN (DYHKITUH TTOUYEK
(ammutuBHBIE 2P PEKTHI, CBA3aHHBIE C TUTIEPKATHEMUEH ).

Coueranue TEPHHIONPHIA C  BBHIMICYIOMSHYTHIMH  JICKAPCTBEHHBIMH  TIperiapaTaMd  He
pekomenayercst (cMm. pazznen 4.4.). Ecinu, TeM He MeHee, COBMECTHOE NMPUMEHEHHE MOKAa3aHO, UX
ClIelyeT TPHMEHSATh C COOJIIOJICHHEM Mep TMPEIOCTOPOKHOCTH M PErYJSIPHBIM KOHTPOJIEM
COJIepKaHUs KaJus B CBIBOPOTKE KPOBH.

OcobenHoctu npuMeHeHus cnuponoakTora mpu XCH onucansl nanee mo Tekcty (cM. pasnen 4.5.,
noapaszaen «Coueranue nmpenaparon, Tpedyromiee 0co00ro BHUMAaHUS).

Ipenapamol 1umus

[Ipu coBMecTHOM NpPHUMEHEHMM MIpenaparoB JUTHA W UHruouropoB AIID coobmiamocs 00
00paTUMOM MOBBIIIEHUU COJAEPKAHUA JIUTHUS B IUIa3M€ KPOBHM M CBSI3aHHBIX C 3TUM TOKCHYECKHX
s dekTax (TOKENTbIX Helporokcuueckux 3¢dexrax). CoBMECTHOE MPUMEHEHHE MEPUHIONPHIA U
[IpernapaTtoB JMTUS He pekoMmeHayercs. llpm HeoOXOAMMOCTH NpOBENEHHs TakoW Tepanuu
HEO0XO/IUM PEeryJIsSIpHBIN KOHTPOJIb COJCPKAHUS JIUTHUS B IJ1a3Me KpoBH (cM. paszzen 4.4.).

Couemanue npenapamos, mpedyoujee 0co6020 BHUMAHUS

Tunoznuxemuueckue cpedcmea (UHCYAUH, NPOU3BOOHBIE CYIbDOHUIMOYE8UNHbL)

DNHUIEMHOIOTUYECKHIE UCCIICIOBAHMS TTOKA3aJId, YTO COBMECTHOE TPUMEHEHNE HHTHOUTOpOoB ATlID
U TUIOTJIMKEMUYECKHUX CPEACTB (MHCYJIMHBI, IEPOPAIbHBIE CaXapOCHIKAIOIIUE IIPEMapaThl) MOXKET
yCI/IJ'II/IBaTB FI/IHOFJ'II/IKGMI/I‘-IGCKI/Iﬁ 3(1)(1)€KT I/IHCy.]'II/IHa 1 TUIIOTJTINKCMHUYCCKUX CpCI{CTB JJI an/IeMa
BHYTPH BIUIOTH JI0 Pa3BUTHUS THNOrIukeMud. JJanubii 3 ekt BeposiTHee BCero MOKHO Ha0II01aTh
B HGpBI)IG HCICIIN COBMECTHOI'O HpI/IMeHeHI/IH ny ITAagUCHTOB C HapyHIGHI/IeM q)YHKIII/II/I IIOYCK.

Kanuiinecbepezarowiue ouypemuxu

VY nmanueHToB, MOMyYaromnuX JNYPETHKH, OCOOCHHO Yy MAIMEHTOB C THITOBOJIEMHEH W/WIIA CHU)KEHHOU
KOHIIEHTpalMel coliel, B Hayalle Tepamnuu MEePUHAONPHIOM MOXKET HaOII0JaThCS Ype3MepHOe
cHmkeHue AJl, puck pas3BUTUS KOTOPOIO MOXHO YMEHBIIHUTH IyTEM OTMEHBI JUYPETHYECKOIO
CpPEACTBA, BOCIIOJIHEHUEM IIOTEPHU KUIAKOCTHU WM COJIEH MEPE] HavyajOM TEPANUU MEPUHIAOIPUIIOM,
a TaK)Ke HAa3HAYCHUEM IIEPUHIONIPUIIA B HU3KOH J103€ C JAIBHEUIIINM IIOCTEIICHHBIM €€ YBEJIMYCHHUEM.

Ilpu AI' y maliieHToB C TUMIOBOJIEMHUEH MM CHIDKEHHOM KOHIIEHTpauuen coliell Ha (oHe Tepanuu
Ty pETUKAaMU, THYPETHKH JTOJIKHBI OBITH TMOO OTMEHEHBI [0 Havajia MpuMeHeHust uHruouropa AI1D
(mpu 5TOM KanmuitHecOeperawmul TUypeTUK MOXKET OBbITh TMO3/IHEee BHOBb Ha3HA4eH), JU00
uarnburop AIID nomkeH OBITh Ha3HAYEH B HU3KOH 03¢ C JaJIbHEHIIMM IIOCTETICHHBIM €e
YBEJIIMUEHHUEM.

Ilpu npumenenuu ouypemuros ¢ ciyuae XCH warnoutop AII® nomkeH ObITh Ha3HAYCH B OYCHB
HU3KOM 703¢, BO3MOXKHO, TIIOCJIE YMCHBIICHUS JI03bl TMPHUMEHSEMOTO0  OJHOBPEMEHHO
KaJMifHeCOepeTaromiero Iy peTuKa.

Bo Bcex cmywasx ¢yHKIMA Moyek (KOHUEHTpalMs KpeaTWHUHA) JOJDKHA KOHTPOJIUPOBATHCA B
TIepBbIe HEAETH NMPUMEHEHUSI HHTHOUTOpoB ATID.
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Kanuticbepezarowue ouypemuku (3naeperon, CRupoHOIAKMON)

[IpumeHeHue 31uIepeHoHa WM CIIMPOHOJIAKTOHA B 103aX OT 12,5 Mr 10 50 MT B CYTKHM ¥ HU3KHX 103
uHru6uropos AIlD:

[Ipu neuwenun XCH I1-1IV ¢ynkmmonanpHOro kmacca mno kinaccuduramuu NYHA c¢ dpakoueit
BbIOpoca JsieBoro skemypouka <40 % y HalMeHToB, paHee Moiy4yaBIIUX HMHrHOMTOpHl AllD n
«TIETJIEBBIE» JAUYPETHKH, CYIECTBYET PUCK PAa3BUTHUS I'MIIEPKAINEMHUH (C BO3MOXKHBIM JIETAIbHBIM
HCXO0/I0M), OCOOEHHO B Cllyyae HECOOJIIOJCHHS PEKOMEHJIAIMI OTHOCHTEIBHO 3TOW KOMOMHAIMU
IIPEenaparos..

[lepen npuMeHeHnEM JaHHOW KOMOMHALIMY JIEKAPCTBEHHBIX MPENapaToB HEOOXOIUMO yOeaUThCS B
OTCYTCTBUM TMIEPKATUEMUN U HApYIICHUs (QYyHKIMH OYEK.

Pexomenayercs peryisipHO KOHTPOJIUPOBATH KOHILICHTPALMIO KpEaTMHWHA U Kajaus B KPOBHU:
€XKXCHEJIENIBbHO B IIEPBBIN MECSI] JICYCHUS U €KEMECIYHO B ITOCIECTYIOIIEM.

Pavyexadompun

Ha ¢one npuema unrudburopo AIID (B T.4. mepuHaompuia) MOXKET HAONIOAATHCS Pa3BUTHE
AHT'MOHCBPOTHUYCCKOI'O OTCKaA. 9T10T PUCK MOXCT MOBBIIATHCSA MPU COBMCCTHOM IMPUMCHCHHUU C
parexkanoTpriIoM (TipenapaTom, MPUMEHSIEMBIM IS JICYSHUST OCTPOH THape ).

Hneubumopwvt mTOR (muwenu panamuyuna MaeKonumaowux) (Hanpumep, CUpoIUMYC, 36epOIUMYC,
MeMcupoIUMyc)

IIpu coBmecTHOM mnpuMeHeHMH ¢ uHruouropamu mTOR moBBIIIAETCS PUCK  Pa3BUTHUSA
AHTMOHEBPOTHUYECKOTO OTeKa (cM. pazzaen 4.4.).

Hecmepououwvie npomusosocnarumenvhvle _npenapamwl  (HIIBII), exniouas evicokue 003bl
AUeMUACAIUYUIO80U Kucaomul (= 3 2/cymku)

[Ipu omHOBpemMeHHOM MpuMeHeHnH UHruouropo AIID ¢ HIIBII (aneruncanunuioBas KUCIOTa B
J103€, OKa3bIBAIONIEH MPOTUBOBOCTIAIMTENILHOE IEHCTBHE, MHTHOUTOPHI MUKI0OKcurenassl-2 (L{OT'-
2) u "HecenektuBHbie HIIBIT), MmoxkeT HaOmronaTbes ocinalbieHne aHTUTUIEPTEH3UBHOTO A dekTa.
CoBmecTtHOe npumeHeHre nHruoutopo AIl® u HIIBII mMoxeTr npuBoANUTh K YBEIMYEHUIO pUCKA
yXyAlleHUus (QYHKIMH TIOYeK, BKJIIOYAas pa3BUTHE OCTPOM TMMOYEUYHOM HEAOCTATOYHOCTH H
YBEJIIMUEHUIO COJEP’KaHUSl Kajusl B CHIBOPOTKE KPOBHM, OCOOCHHO Yy MAlMEHTOB CO CHM)KEHHOM
¢bynkiuei noyek. CraeayeT co00IaTh OCTOPOKHOCTH TP MPUMEHEHIH KOMOWHAIIUY TIpernapara u
HIIBII, ocoOeHHO y MAIMEHTOB TOXWIOTo Bo3pacrta. [lanmueHTaM HEOOXOJAMMO KOMIICHCHPOBATH
MOTEPIO KUAKOCTU U TIIATEIHHO KOHTPOIMPOBATH (PYHKIIMIO TOYEK KaK B Hayaje JICYCHHs], TaK U
MIEPUOINYECKH B IIPOLIECCE JICUCHMUS.

Pexombunanmnvie mxanesoie aKmueamopbvl nid3MuUHOcEHA (VtPA, aﬂmenﬂasa)

[ManenTsl, momydaBiue HHruOuTOpsl AIID M monydvaromue anteruiasy Juist TPOMOOTUTHYECKON
Tepanuy TMpH OCTPOM HIIEMHYECKOM HHCYJIbTE, MOTYT HMMETh MOBBIIICHHBI PUCK pPa3BUTHSA
AQHTMOHEBPOTUYECKOTO OTEKA.

Couemanue npenapamos, mpebyroujee BHUMAHUS

T nunmunot (JZMHCZZJluanH, cakcazaunmuH, cumazjiunmun, GMﬂOGZJZLlnmuH)

I[Ipu coBmMecTHOM mpuMeHeHHH C uHruOutopamu AllD Bo3pacTaeTr pHCK Ppa3BUTUA
AQHTMOHEBPOTUYECKOT'O OTEKA BCJICACTBUE CHIDKCHHS aKTUBHOCTH nunentuauinentuaassl [V (IAIT1-
IV) non aeiicTBueM IIIMNTHHA.

Cumnamomumemuxu

MoryT ocna0isTh aHTUTHIIEPTEH3UBHBIN 3D PekT nHruouTopos AI1D.
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Ilpenapamul 3010ma

Coo0mianoch 0 peIKux ciay4yasx HUTPUTOUJHBIX peakuui (C TAKMMH CUMIITOMaMU, KaK THIIEpeMuUs
KOXH JIMIIA, TOIIHOTA, PBOTA, TUIOTEH3MS) Yy MAalUEeHTOB Ha ()OHE COBMECTHOTO IMPHUMECHECHHUS
uaruouTopoB AIID, B TOM 4UmClIe NEpUHIONPHWIA, W WHBEKIIMOHHOTO TIpermapara 30JI0Ta
(aypoTrnomanat HaTpus).

Annonypunon, UMMYHOCYRpECccUgHble CheOdCmaed, KOPMUKOCmepouosl (Npu CUCTNEMHOM NDUMEHEHUUL)
U NPOKAUHAMUO

CoBmecTHOE npuMeHeHne ¢ nHruonTopamu AIID MOXKET COMPOBOXKIATHCS MOBHIIIICHHBIM PUCKOM
JEUKONEHUH, OCOOECHHO Y MAllMEHTOB C MMEIOLIMMHUCS HapyIICHUAMHU (YHKINHU TTOYEK.

Cpeocmea 0151 obwell anecmesuu

CoBmecTHOe npuMeHeHne HHruouTopoB AIID u cpeact g 001l aHeCTe3UH MOXKET MTPUBOAUTH
K TUTIOTEH3UBHOMY (D PeKTy.

[Ipecranc
Couemanue npenapamos, mpeobyroujee 000020 BHUMAHUSL
baxnodhen

Bo3MOXHO ycuiieHME aHTUTHOEpTeH3UBHOrO pAedcTBus. Crienyer KoHTpoiupoBaTh AJl, mnpu
HE00X0IUMOCTH, TPeOYeTCs KOPPEKIHS O3Bl aMJIOTUITHHA.

Couemanue npenapamos, mpedyoujee 6HUMAHUSA

Tunomensusnvie cpeocmea (Hanpumep, bema-adpeHodA0KAMOopsbl) U 6A300UIAMAMODbL

B03MOXHO yCHIIEHWE aHTHUTHIICPTSH3WBHOTO 3(dekta mepuHaonpwia u amioaunuHa. Ciemxyer
cOONIOAAaTh OCTOPOXKHOCTH TMPH COBMECTHOM MPUMEHEHHMH C HUTPOTIUICPUHOM, APYyTUMU
HUTpAaTaMy WIH JAPYTHMH Ba3OAMJIaTaTOPaMH, MOCKOJBKY HPH 3TOM BO3MOXKHO JIOTIOJHHUTEIHLHOE
cHmxkeHue AJl.

Kopmuxocmepouovl (Munepaio- u 2ni0KOKOPMUKOCMepouobl), mempako3aKkmuo

CHIKEHME aHTUTHIEPTEH3UBHOIO JNEUCTBUS (3aIepKKa >KUJIKOCTU M MOHOB HATPHUsS B PE3YyJIbTATE
NENCTBHS KOPTUKOCTEPOUJIOB).

Anvha-adpernobrokamopul (npazo3un, aibdy303un, 00KCA303UH, MAMCYI03UH, MePA303UH)

Ycunenne AHTUTUIICPTCH3WUBHOT'O I[CI\/JICTBI/H[ 1 MOBBIICHUEC PUCKaA OpTOCTaTH‘IGCKOﬁ TUITIOTCH3UMU.

Amughocmumn

B03MOXHO ycHIIeHHE aHTUTHIIEPTEH3UBHOTO (P (eKTa aMIIOUITHHA.

Tpuuuriuyeckue anmuoenpeccanmol/HeupoienmuKu/cpeocmea 05 oowel anecmesuu

Ycunenne AHTUTUIICPTCH3WUBHOT'O I[CI\/JICTBI/ISI 1 MOBBIICHUEC PHUCKaA OpTOCTaTI/ILIGCKOf/i THUITOTCH3UH.
4.6. DepTUWIBHOCTD, 0€PEMEHHOCTb U JIAKTALUS

[IpenapaT npoTuBONOKa3aH Mpu OEPEMEHHOCTH U JIAKTAIIHH.

Heo6x0a1Mo 01IeHUTh 3HAYMMOCTb TEPANNK JJ1s1 MaTE€PH, YTOOBI IPUHATH PELICHHUE O MPEKPALCHUN
IPyAHOIO BCKapMIJIMBaHMsI UJIM 00 OTMEHE Mpenapara.

bepeMeHnHoCTh
Amnoounun

be3omacHocTh IMPUMCHCHUS aMJIOAUIINHA ITPU 6CpeMCHHOCTI/I HC YCTAaHOBJICHA.
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B 3KCHepI/IMeHTaJIBHBIX HCCIICAOBAHUAX Ha XHWBOTHBIX q)eTOTOKCI/I‘IeCKOG 158 3M6pI/IOTOKCI/I‘IeCKOG
JCHCTBUE TIperapaTa yCTaHOBJICHBI NMPH MPHUMEHEHWH €r0 B BBICOKHX J03aX. [IpuMeHeHHWE TpH
OepeMEeHHOCTH BO3MOXKHO TOJILKO B CIy4yae OTCYTCTBUS Ooyiee 6€30MacHOM albTepHATHBBI M KOT/Ia
3a00seBaHre HECET OOJIBIITUI PHUCK TSI MAaTEPH U TIJI0/1A.

Ilepunoonpun

[Ipumenenne wunrHOUTOpOB AIID HE pEeKOMEHIOBAaHO K NPUMEHEHHIO B IIEPBOM TPUMECTPE
oepemenHoctu (cM. pazaen 4.4.). [lpumenenue uaru6utopoB All® mpotuBomnokazano Bo II u III
TpuUMecTpax 0epeMeHHOCTH (CM. pasnensl 4.3. u 4.4.).

B HaCTOHH_II/Iﬁ MOMCHT HCT HCOIIPOBCPIKUMBIX SMTUACMHUOJIOTHIYCCKUX JAHHBIX O TCPATOTCHHOM PUCKC
npu npueMe HHrUOUTOpoB AIID B mepBom Tpumectpe OepemeHHOocTH. OmHAKO HEOOJBIIOE
YBCIMYCHUC PHCKAa BO3HUKHOBCHUA HapymeHI/II\/JI pasBuTUA 1JIoAa HWCKIHOYUTL HCEJIb34. HpI/I
IUIAHUPOBAHUHM OEPEMEHHOCTH CJIeyeT OTMEHMTDH MpenaparT U Ha3HAYUTh JPYTUe TUIIOTEH3UBHBIC
CpeZCTBa, pa3pelleHHbIe I MpUMEHeHHs npu OepeMenHocTH. [Ipu HacTymiIeHun GepeMeHHOCTH
cleayeT HEMEIJIEHHO TMpEeKpaTuTh Tepanuto uHruoutopamu AllD u, mpum HEOOXOIUMOCTH,
Ha3HAYUTH JPYTYIO TEPAIIUIO.

N3BectHO, uTO BO3aeiicTBue mHTHOUTOPOB AII® Ha mox Bo II u Il TpumecTpax GepemeHHOCTH
MOJKET HPUBOJUTH K HAPYUICHUIO €0 Pa3BUTHUS (CHWKEHHE (PYHKIUHM MOYEK, OJUTOTHAPAMHUOH,
3aMeIeHre occu(UKaIMK KOCTEH yepena) U pa3BUTHIO OCI0KHEHUH Y HOBOPOXKIEHHOTO (IToYe4Has
HCAOCTATOYHOCTD, apTCpHaIbHAA T'MIIOTCH3HUA, FI/IHepKaJII/IeMI/IH).

Ecmu manmentka mosrydana wHruOutopsl AIID Bo Bpems II umum III TpumecTtpa GepemeHHOCTH,
pEKOMEHAYETCA NPOBECTU YIBTPA3BYKOBOE HCCIEHOBAHUE i1 OLIEHKU COCTOSIHUS Yepena u
(byHKIMM oYek 1m1oaa/peOeHKa.

HoBoposxieHHbIe, MaTepy KOTOPBIX MOTy4aan HHruouTopsl AIID Bo BpeMst 6epeMEeHHOCTH, JOTKHBI
HAXOJUTHCS TOJ| TIIATEIbHBIM MEIWIMHCKAM KOHTPOJIEM H3-3a PHUCKA PAa3BUTHUS apTepHAIIBHOM
runoreH3uu (cm. pasgensl 4.3. u 4.4.).

JlakTanms

Amnoounun

AMJIOIUTINH BBIBOJMUTCS C TPYJIHBIM MOJIOKOM. {01 MAaTEPUHCKOM 03bl, MOJy4YEHHAs MJIAJCHIIEM,
OLICHUBAJIACh C MEXKBAPTWIBHBIM AuanazoHoM oT 3 a0 7 %, ¢ makcumyMmoM 10 15 %. Bnusnue
aMJIOIMIIMHA HA MJIQJICHIIEB HEU3BECTHO.

Pemienne o mNpoaODKEHUM/TPEKpALIEHUH Tepanuyd WM TPYAHOTO BCKAPMIIMBAHUS CJENyeT
MIPUHUMATb, YYUTHIBAS MOJIb3Y OT KOPMJIEHUS I'PYIbI0 17151 peO€HKa U MOJIb3y OT IpHUeMa aMJIOAUIINHA
JUISL MATEPH.

Ilepunoonpun

BcenenctBue orcytcTBus uH(OpManMM, KacaloomleHcs NPUMEHEHUs MEpHUHAONpUiIa B TEPUO
KOPMJICHUS TPYABIO, IPUEM MIEPUHIONIPUIIA HE PEKOMEHI0BAaH, PEAMNOYTUTEIbHEE IPUICPKUBATHCA
B TMEpHOJ KOPMJIEHUS TPYyIbl0 albTEPHATUBHOTO J€UeHUs ¢ Oojee H3yYeHHBIM MpoduiieM
0€301acHOCTH, OCOOEHHO IPU BCKAPMJIMBAHUM HOBOPOXKICHHBIX WM HEIOHOIICHHBIX JCTEH.
OTCyTCTBYIOT JaHHBIE OTHOCUTENIBHO SKCKPELIMH NEPUHIONPUIIA C TPYAHBIM MOJIOKOM.

DdepTiIbHOCTD

Amnoounun

VY HeKoTOpbIX MmanueHToB, noixyyaBmux bBMKK, 0bumr 00HapyKeHBI OMOXMMUYECKHE H3MEHEHUS B
roJIOBKE criepmMaTto3ouaoB. OHAKO B HACTOALIEE BPEMS HET JOCTATOYHBIX KIMHUYECKUX IAHHBIX
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OTHOCHUTCIBHO IOTCHLUHAJIBHOI'O BJIMAHHUA aMJIOJWMIIMHA Ha q)epTI/IJIBHOCTI:. B HUCCIICOJOBAHUHM Ha
KpbICax OBUIH BBISIBJICHBI HE)KeJIaTEAbLHbIE BIUSHUS Ha d)epTHHBHOCTB Yy CaMIIOB.

Ilepunoonpun
He BbIsSIBIICHO BIHSIHUS MIEPUHIONPHIIIA HA PEIPOAYKTHBHYIO QYHKINIO WM HEPTHILHOCTb.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeAcTBAMH W padorath ¢
MeXaHM3MaMH

Ha ¢one npuema nexapcTBeHHOTO mpemnapata [Ipectanc kKakoro-mmdo OTpHUIIATEILHOTO BIUSHUS Ha
CIIOCOOHOCTH YNPaBJIATh TPAHCIIOPTHBIMU CPEACTBAMH M pa0OTaTh C MEXaHU3MaMH He Ha0JII01aJ10Ch.
AMJIOUTINH MOKET OKa3bIBaTh HECYIIECTBEHHOE WU c1ab0e BIUSHUE HA CIIOCOOHOCTDH YIIPABIISTH
TPAHCIIOPTHBIMH CPEACTBAMH U paboTaTh ¢ MexaHu3MaMu. [IpH TonoBOKpyKEHUH, TOJIOBHOM O0H,
YCTaJIOCTH, BSUIOCTH WJIM TOIIHOTE y MAIUEHTOB MOKET HAOIIOAAThCS CHIYKEHUE CKOPOCTH PEAKITHH.
PexomMeHnayercs co0n0aaTh OCTOPOKHOCTh, OCOOCHHO B Hayase JCUYEHHUS.

4.8. HexkesaTe/ibHbIE peaKINU

Pesrome mpoduist 6e3onacHOCTH

Haunbonee yactble He)XenaTelbHbIE PEAKIMU MPH MpHEME MEPUHIONPHIA U aMIIOJUIINHA B BHUJIE
MOHOTEPAIHH: OTEK, COHJINBOCTh, TOJIOBOKPYKEHHE, TOJIOBHASI 00JIh (0COOEHHO B HaYaJe JICUEHH),
JUCTEB3Us (pacCTpOMCTBO BKyca), apecTe3usl, HapyLEeHUs 3peHus (BKJI0Yasl AUILIONHIO), 3BOH B
ylllax, BEPTUTO, OIIYIIEHHWE CEepALEONEeHMs], «IPUIUBBD) KPOBHM K KOXE JIMIA, apTepuaibHas
THIIOTEH3UA (M CUMIITOMBI, CBSI3aHHBIE C 3TUM), OJIBIIIIKA, Kalllellb, 00JIb B )KUBOTE, TOIIHOTA, PBOTA,
JUCTIeTICHSI, U3MEHEHHUE YacTOThl U XapaKTepa CTyja, Juapes, 3armop, KOXKHBIA 3y, KOKHas ChIIb,
9K3aHTEMa, IPUITYXJIOCTh B 00JACTH CYCTaBOB (IIPUITYXJIOCTh B 00JACTH JIOJBIKEK), CIIa3Mbl MBIIIIIL,
MOBBILIEHHAS YTOMJIIEMOCTb, aCTEHUSI.

TabauyHOE PEe3IOME HEXKENATEIbHBIX DEAKIIUI

HexxenarenpHble peaknuu, KIACCH(QHUIMPOBAHHBIE KaK BO3MOXKHO CBSI3aHHBIE C Tepamnuen
KOMIIOHEHTaMHu Tmpemnapara [IpecTaHc, MO JaHHBIM KJIMHUYECKOTO MCCJICIOBAHUS M  OIbITA
MMOCTPETHCTPAIIIOHHOTO MMPUMEHEHHSI MTePEUNCIICHBI B Tabymie | mo KiaccaM CHCTEM OPTaHOB H
a0COJIIOTHOM 4YacTOTe BCTPEYaeMOCTH. YacToTa BCTPEUAEMOCTH OIPEICIISCTCS  CIEAYIOIIMM
obpa3om: oueHb gacto (> 1/10), gacto (> 1/100, HO <1/10), Hewacto (> 1/1 000, o <1/100), penko
(> 1/10 000, o <1/1000), ouenp pemko (<1/10000), ywacTtora Heu3BecTHa (Ha OCHOBAHUU
MMEIOIUXCS TAHHBIX OIEHUTH HEBO3MOIKHO).

Tabmuia 1
Ilepeuennb Yacrora
CHCTEMHO-OPTaHHbIX HeskenaTenbHble peakuu PN — o
kjaaccoB (COK)
WHdexkunu u nHBa3nu Punur Heuacto OueHb penko
Hapymenus co cropons! | Do3uHoduiws - Hewacto*
KpoBH U TuMbarudeckoil | Jleiikonenust / Heiirpornenus (cMm. | OueHb penko OueHb peako
CUCTEMBI pasnen 4.4.)
ArpaHynoOnMTO3 WIM TaHIUTONEHHS | - Odenb peako
(cm. pasnen 4.4.)
TpomboruTonenus (cM. pasaen 4.4.) OueHb pelIKo OueHb penKo
I'emonuTHyeckast aHeMHUsl y MAlUEHTOB | - Ouenb penko
C BpOXIECHHOH HENOCTATOYHOCTHIO
TIF0K030-6-(hochaTaeruporeHasbl
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Ilepeuenn Yacrora
CHCTEeMHO-OPraHHbIX HexenaTeabHble peakuuu AMJIOHIHH T me
kiaaccoB (COK)
Hapymenust co cropons! | I 'nnepyyBCTBUTENBHOCTD OueHb penko Heuacro
MMMYHHOM CHCTEMBI
OHIOKPUHHBIE CuHIpPOM  HEaJACKBAaTHOM  CEKpeUuu | - Penxo
HapyIICHUS AHTHINYPETHIECKOTO TOpMOHa
(CHCAAD)
Hapymenus co cropons! | I'unornukemus (cM. pasaenst 4.4.u4.5.) | - Heuacto*
MeTabonu3Ma M muTaHus | ['unepkanuemus, oOpatumas — Tocie | - Hewacto*
OTMEHBI TIpenapara (cM. pasnen 4.4.)
I'unonaTpuemMus - Heuacto*
['uneprnukemMus OueHb penko -
IIcuxuueckue Becconuuma Heuacrto -
HapyuIieHus JlaGmibHOCT, HacTpoeHms (BKouas | Hewacto Heuacto
TPEBOXKHOCTB)
Henpeccus Heuwacto Heuacto*
Hapymenue cHa - Heuacto
Hapymenus co cropons! | CornmuBocTh (0ocobenno B Havanme | Yacto Hewacto*
HEPBHOM CHCTEMBI JICUEHUs)
T'onoBokpyxenue (ocobenHo B Hauane | Yacrto Yacto
JICYCHMS)
lonmoHas Gomb (ocobenHo B Hawame | Yacto Yacrto
JIeUEHUs)
Jucressust (pacCTpoHCTBO BKyca) Heuacto Yacto
Tpemop Heuacto -
['unecres3us Heuacto -
[Tapectes3us Heuacto Yacto
OOMOpOYHBIE COCTOSHUS HeuacTto Heuacro*
CnyTaHHOCTh CO3HAHHUS Penxo Ouens peako

['unepTonyc OueHb pesIKo -
[Tepudepudeckas HefiponaTus Ou4eHs penKo -

WHCynsT,  BO3MOXKHO  BCIEICTBHE | - Odenp peako
ypesMepHoro  cHmwkenus Al y

MAIMEHTOB U3 IPYIIbI BEICOKOTO PHCKa
(cm. paznen 4.4.)

OKcTpanupaMuIHbIe paccrporictBa | Hacrora -
(9KCTpanupaMuIHBII CHHIPOM) HEeHW3BeCTHA
Hapyienus co cropons! | Hapyuienue 3penus Yacto Yacrto
OopraHa 3peHus Junmonus YacTto -
Hapymenus co cropons! | 3BOH B yIIax Heuacto Yacto
opraHa ciyxa u | Bepturo - Yacto
JTa0MpHUHTA
Hapymenus co cropons! | Ourymenne cepaneOneHus YacTto HewacTo*
cepaua Taxukapaus - Heuacto*
Crenokapaus (cM. pazaen 4.4.) - Odenp peako
Wudapkr  Muokapna, BO3MOXXHO, | OueHb peako OueHsb peako

BCIICICTBHE YPE3MEPHOTO CHIDKCHUS
AJl y manyeHTOB U3 TPYMIBI BEICOKOTO
pucka (cM. paznen 4.4.)

Aputmus  (Bkmovas  Opaaukapauio, | Hewacto OueHb pesKo
KEITy IOYKOBYIO TaXUKapaAUI0 "

GUOPHILIAINIO TIPEACEePAniA)

«IIpUIHBBIY KPOBH K KOXKE JIHIA Yacto Penko*
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Ilepeyenn
CHCTEMHO-OPTraHHbIX
rkiaaccoB (COK)
Hapymenus co ctopoHsl

COCyZI0B

Yacrora
HexenateabHble peaknuu
AMJIOIUTINH Hepungonpua
ApTtepuanbHas TUIIOTEH3US (n | Hewacto Yacro

3¢ (eKTh, CBSI3aHHBIE C APTEPUATBHOM
THIIOTCH3HECH )

Backynur OueHs penKo HewacTo*
Cunapowm Peitno - Yacrora
HEU3BECTHA
Hapyuienus co ctopons! | Onpliika Yacto Yacrto
IBIXaTeIIbHOM cHCcTeMEl, | Kamens Heuacro Yacro
OpraHoB rpyaHOd | BpoHxocnasm - Heuacro

KIICTKH U CPEAOCTCHUA

D03uHO(MIIbHAS] THEBMOHUS

Ouens peako

Hapymienust co cTOpoHbI

anepnﬂam}l JACCCH

OueHsb penko

KEIIYIOYHO-KUIIEYHOTO | bojb B »KUBOTE Yacto Yacto
TPaKTa; TowmHoTa YacTto Yacrto
PBoTta HeuacTto Yacto
Hucnencus YacTto Yacto
H3meHenmne 4yacToThl 1 Xapakrepa ctyna | Yacto -
CyxocCTb BO PTY Heuacto Heuacto
Huapest Yacto Yacto
3amop Yacro Yacro
[Tankpeatur Ouensb penko Ouens peako
lacTput OueHb pesIKo -
Hapymenus co cropons! | 'enaTut, xxenryxa Ou4eHs penKo -
TeYEeHU u | [utonurudeckuid WA | - Ouens peako
JKETUYEBBIBOSIINX XOJIECTaTUYECKUN TEenaTUT (CM. pasjen
myTei 4.4)
[loBrIIeHTE aktuBHOCTH | OYEHBb pelKo -

«IEYeHOYHBIX» (QepMEeHTOB (Hanboiee
YacTO B COUETAHUH C XOJIECTA30M)

Hapyuienust co ctoponsl
KOXXKH W  TMOIKOKHBIX
TKaHelu

Otex KBuHKE (aHTHOHEBPOTHYECKHUIA
OTEK)

OueHsb penko

AHTHOHEBPOTUYECKUNA  OTEK  JIHIIA,
KOHEYHOCTEH, ryo, CIU3HMCTBIX
000JI0Y€EK, SI3BIKA, T'OJOCOBBIX CKJIAJIO0K
u/vunu ropranu (cM. pasnen 4.4.)

OueHsb penko

Heuacto

MsorogopmMHasi spurema

Ouensb penko

Ouens peako

Anonenus Heuacrto -
[Typnypa HeuacTto -
M3menenne 11BeTa KOXXu Heuwacto -
IloBpIIcHHAS TOTIUBOCTH Heuacro Heuacto
KoxHbIil 3y Heuacto Yacto
DK3aHTEMA Heuacto Yacro
Kosxxnast ceimb Hewacto Yacro
KpanuBauma (cM. pazaen 4.4.) Heuacto Heuacto
Peakiinu (oTOUYBCTBUTEIBHOCTH OueHs penko Heuacto*
[Memdurona - Heuacto*
O06ocTpeHne coprasa - Penxo

Cunnpom CtueHca-/[>koHCOHA

Ou4eHs penKo

OKkchoIMaTUBHBIN IepMaTHUT

OueHsb penko

Toxcuueckuit SMUIEPMAIIBHBIN
HEKPOJIH3

Yacrora
HEW3BECTHA
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Ilepeuenn Yacrora
CHCTEeMHO-OPraHHbIX HexenaTeabHble peakuuu AMJIOHIHH T me
kiaaccoB (COK)
Hapymenus co ctopons! | [Ipumyxinocte B obmactu  cycraBoB | Yacto -
MBIIIEYHOH, KOCTHOW U | (IPUOYXJIOCTh B 00NACTH JOABLKEK)
COCIMHUTENBHON TKAaHU | ApTpairus Heuacto Heuacto*
Muanrust Hewacto Hewacto*
MBl1I€UHBIE CIIa3MBbl YacTto Yacto
bosib B ciuHe HeuacTto -
Hapyuenus co cropons! | Hapyuienue Moueucnyckanus, | Heuacto -
MOYEK U | HUKTYpUsl, HOJUIAKUYPHUS
MOYEBBIBOJAIIMX NTyTeH | IToyeunas HeqOCTATOYHOCTD - Heuacto
OcTtpas noyeyHasi HeI0CTaTOYHOCTh - Penxo
Anypust/Onurypus - Peaxo*
Hapymienuns co cropons! | OpekTuiibHas TUChYHKITHS Heuacto Heuacto
pEeNpOAYKTUBHOU I'muekomacTus Heuacto -
CHUCTEMBl M MOJIOUHBIX
JKene3
O6mme wnHapymenus u | OTeku OueHsb 9acTo -
peakuuu B mecte | [lepudeprueckne OTeKn - Heuacto*
BBCIICHUA IToBBIIIEHHAs. YTOMJIIEMOCTh YacTto -
bonb B IpyiHOM KIIETKE Heuacto Heuacto*
ActeHus Yacto Yacrto
bonp Heuacto -
Henomoranue Heuacto Heuacto*
Jluxopajka - Heuacto*
JlaboparopHbie U | YBennyeHne Macchl Tena, cHuxkeHue | Hewacro -
WHCTPYMEHTAJIbHBIC Macchl Teja
JIaHHbIE [ToBblllieHHE KOHIEHTPALIUM MOYEBHUHBI | - Hewacro*
B KPOBU
[ToBbIICHHE KOHIIEHTpaluHu | - Heuacto*
KpEaTUHUHA B KPOBU
[ToBbllieHUE KOHIIEHTpaIuu | - Penxo
OnnupyOHHa B KPOBH
[ToBblIEeHKE aKTUBHOCTH | - Penxo
«TIEYEHOYHBIX» (hepPMEHTOB
CHmkeHne remMorio0nHa u|- OdeHsb peako
TEeMaTOKPUTA
TpaBmbl, uHTOKCUKauuu | [laneHue - Heuacto*

Y OCJIOKHEHHSI TIPOIIETY D

*(O1eHKa YaCTOThI HEXKEJIATCIbHbIX peaKHHﬁ, BBISBJICHHBIX 110 CIIOHTAHHBIM COO6H.[eHI/I}IM, IIPpOBE€ACHA HA OCHOBAHUU

JAaHHBIX PE3YyJIbTATOB KIMHUYECKUX HCCJICIOBAHUM.

Coo011eHne 0 Moa03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxHo coo0mare O MOJ03pEBAaEMbIX HEKENATENbHBIX pEaKkIUsIX IOClIe perucTpanuu
JIEKapCTBEHHOI'0 Ipernapara C Lelblo 00eCleueHus: HENPEPHIBHOTO MOHUTOPHHIA COOTHOIIEHUS
«T0JIb3a — PHUCK» JIEKApCTBEHHOTO Ipenapata. MeIMIMHCKUM pPAaOOTHUKAM pPEKOMEHIyeTCs
coo0IaTh 0 JHOOBIX MOJ03PEBAEMBIX HEXKETATENbHBIX PEAKIMAX JEKApCTBEHHOIO IIpenapara 4epes
HallMOHAJIbHBIE CHUCTEMBI COOOILEHUS O HEXKeJaTelIbHbIX pPEAKIMAX TOCYAapCTB — YICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COHO3A.
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Poccuiickas @edepayus

®denepanbHas ciysx0a 1mo Haa3opy B chepe 3apaBooxpanenus (Poc3apaBHanzop)
Anpec: 109012, r. Mocksa, CnaBstHCKasl miiomaip, 1. 4, ctp. 1

Ten.: +7 (800) 550 99 03

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

Pecnv6ﬂu1<a Apmenus

I'HKO «lleHTp 3KCTIEpTU3BI JEKAPCTB U MEAUITUHCKUX TEXHOJIOTHUI»

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

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

lopsivast muHMS OTIEeTIa MOHUTOPHUHTA Oe30macHocT JiekapeTs: (+374 10) 20 05 05, (+374 96) 22 05
05

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

http://pharm.am

Pecnybauxa Benapyco

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

®axc.: +375 (17) 242 00 29

On. mourta: repl@rceth.by

http://www.rceth.by

Pecnyonuxa Kazaxcman

PITI na I[IXB «HauuoHanmbHbIM LEHTP 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEIACTB M MEIULIMHCKHX
maenuii»  Komurera MemunuHCKOro W ¢apMareBTHUYECKOro KOHTpOJs  MUHHUCTEpCTBa
3npaBooxpaneHus Pecny6omuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonslp, ya. A. Umanosa, 13 (bL «Hypcayner 2»)

Ten.: +7 (7172) 235 135

On. mouta: farm@dari.kz

http://www.ndda.kz

Kuipevizckas Pecnybnuka

JlemapTaMeHT JIEKapCTBEHHBIX CPEACTB M MEAMLUMHCKUX U3Jenuil mnpu  MuHUCTEpCTBE
3npaBooxpanenus Koipreizckoit Pecry6nvku

Anpec: 720044, r. bumkexk, yi. 3-a Jlunus, 25

Ten.: +996 (312) 21 92 78

On. nouta: pharm@dlsmi.kg

http://dlsmi.kg

4.9. llepexo3upoBka

Nudopmanus o mepeo3upoBKe Iperapara y 4eloBeKa OTCYTCTBYET.
AMIIO TUTIMH

WNudopmanus o mepeo3upoBKe aMIIOWITHHA y YeIOBEKa OTpaHUYICHA.
Cumnmomuwi

UpesmepHas nepudepuueckas BazoAWJIATalMsl, NPUBOAAIIAS K PeQIEKTOPHOW TaxWKapIuu, U
BBIPAKECHHOE U CTOMKOE CHWKeHue AJl, B TOM 4uciie C pa3BUTHEM LIOKA U JIETAJIbHOTO UCXO/a.
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Coo0manoch 0 peIkux Clydasx HEKapJAHOTeHHOTO OTeKa JIETKUX B PE3ysbTaTe Mepeio3upOBKU
aMJIOJTUTTMHOM, KOTOPBIA MOJKET MPOSBIATHCA C 3aJepkKKoi (depe3 24—48 vacoB mocie mpuema
npemnapaTta BHYTpb) U TpeOOBaTh MCKYCCTBEHHON BEHTWJISAIMM JETKHX. PaHHUE peaHMMAaIOHHBIC
MepOnpHsITHS (BKJIIOYas THIEPBOJEMHUIO) JUIS TOJACpKaHUS Tepdy3un U CEpAEYHOTO BhIOpoca
MOTYT SIBJISATBCS yCYTyOISIOINUMEU (PaKTOpaMu.

Jleuenue

Bripaxkennoe cHmxkenue AJl, BbI3BaHHOE IEPEIO3MPOBKON aMIIOAMIIMHA, TpeOyeT MpOBEICHHUs
aKTUBHBIX MEpONPUATHH, HANpPaBICHHbIX Ha MOAJEpKaHHE (QYHKLUU CEpleYHO-COCYAUCTON
CHCTEMBI, BKJIIOYasi KOHTPOJb IOKa3aTeNeil paboThl cepAla U JIETKHX, BO3BBIIICHHOE MOJOXKCHHUE
KoHeyHocTel 1 KoHTpoias OLIK u nuypesa.

Jns  BOCCTaHOBIEHUS TOHyca cocynoB u AJ[ Moxer OBITh TOJNE3HBIM TNPUMEHEHHE
COCYJIOCY’KHMBAIOIIETO Mpernapara, €CJIM HET IPOTUBOIIOKA3aHUH K €ro IPUMEHEHHIO, Il yCTPAaHEHUS
MOCTIEICTBUH OJIOKA/IbI KAJBIIMEBBIX KAHATIOB — BHYTPHUBEHHOE BBEJICHHUE KaJIbILIMs TIIIOKOHATA.

B HekoTOppIx ciayyasx MoOKeT ObITb dS(QQEKTUBHBIM MpOMbIBaHHE keiayaka. [lpuem
AKTUBHPOBAHHOIO YIJI1 B TEUEHHUE IEPBBIX 2 4acoB IMOCIE IpHeMa amjoaunuHa B no3e 10 mr
MIPUBOAMT K 33JI€PKKE BCACBIBAHMS MPETIaparTa.

Tak kax AMJIOAUIIMH aKTUBHO CBA3BIBACTCA C OeJIKaMH I71a3Mbl KpOBH, reMOJualin3 HGZ—)(i)(I)eKTI/IBCH.

[lepunaonpu

JlanHbIe 0 IepeI03UPOBKE NEPUHAOIIPUIIA Y YEJIOBEKA OTPAaHUYCHBI.
Cumnmomul

[Tpu nepenoszupoBke MHrHOMTOPoB AIID MOXKET OTMEHaThCsl BBIpaKEHHOE CHUkeHue AJl, mok,
HapyIllIEeHUs] BOJHO-JIEKTPOJIMTHOrO OajlaHca, IOY€YHas HEJOCTATOYHOCTh, TMIEPBEHTHIIALMS,
TaxuKapaus, cepaueduenue, Opaaukapans, TOJIOBOKpYKeHHEe, 0eCIIOKOHCTBO, Kalllelb.

Jleuenue

BryTtpuBenHast HQY3UsI HU30TOHUYECKOTO COJIEBOTO pacTBopa (HampumMmep, BHyTpUBEHHAss HHDY3Us
0,9 % pactBopa HaTpus xjopuaa). [Ipu 3HaunTeIbHOM CHIDKeHUH Al clielyeT nmepeBecTH maiueHTa
B TOJIOKEHHUE «IEXKa» HA CIUHE C MPHUIIOAHATHIMUA HOramH. [Ipm HEOOXOIUMOCTH MOXET OBbITh
BHYTPHUBEHHO BBEJICH PaCTBOP KaTexoJaMUHOB. C IMOMOIIBIO THaTi3a MOKHO yIaTUTh IEPUHIOTIPHIT
U3 CHCTEMHOTO KpoBOTOKa (cM. pasnen 4.4.). Ilpu pa3BuTHH yCTOWYMBOW K TEpanuu OpaauKapauu
MOXKET TMOTpPeOOBaThCS YCTAHOBKA AJIEKTPOKAPAUOCTUMYJSATOpPA. HeoOXomumMo TOCTOSHHO
KOHTPOJIMPOBATh IIOKA3aTeId OCHOBHBIX JKU3HCHHBIX (YHKIMA oOpraHu3Ma, KOHIICHTPAIIUIO
KpeaTHHWHA U JJICKTPOJIUTOB B CBIBOPOTKE KPOBH.
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5. PAPMAKOJIOTUYECKUE CBOMCTBA
5.1. ®apmakoanHaMH4YecKHe CBOCTBA

Dapmakomepanesmuyeckas 2epynna: CpeacTBa, JEUCTBYIOIIME HAa PEHUH-AaHTHOTEH3MHOBYIO
cucteMy; WUHrHOMTOpPHI AII® B KOMOWHAIMU C APYrUMU cpeacTBamu; HHruOuTopbl AIID B
KOMOHMHAIH ¢ OJIOKATOPAMU KaTbIIMEBBIX KAaHAIIOB.

Koo ATX: CO9BB04

AMIIOTUTIMH

Mexanusm Ooelicmeus

Amnomunus - —  BMKK, npousBomHOoe — ITUTHApONMPHAWMHA.  AMIOJUNHMH  MHTHOUpYeET
TpaHCMEMOpPAHHBIA Mepexo]l MOHOB KaJlbLUs B KapAMOMUOLIMTHI M TIJIAAKOMBIIICYHBIE KIETKU
COCYAUCTOM CTEHKHU.

AHTUTHUTIEPTEH3UBHOE  JCHCTBUE  aMJIOJUIMHA  OOYCJOBJICHO TPSIMBIM  PacCiIabIISIONIIM
BO3JECHCTBUEM HA [JIQAKOMBILIEYHbIE KIETKH COCYIHMCTOM CTEHKH. JleTalbHbIi MEXaHU3M,
MOCPEJCTBOM KOTOPOTO AaMJIOJIUIHUH OCYIIECTBIAECT AHTUAHTHMHAJIBHOE JEUCTBUE, HE BIIOJHE
YCTaHOBJICH, HO W3BECTHO, 4YTO AaMJIOAWIHH YMEHBIIAEeT OOIIYI0 HIIEMUYECKYI0 HAarpy3Ky
MOCPECTBOM JIBYX JIEUCTBUIA:

. BBI3BIBACT paCIIMpPeHHE TNepudeprudecKux apTepuoi, yMeHbInas oOlnee mepudepudeckoe
COTIPOTHUBIIEHHE COCY10B (TTocTHArpy3Ky). Ilockonbky vactoTa cepaeunsix cokpamienuit (HCC) npu
9TOM HE U3MEHSETCS, MOTPEOHOCTh MUOKAp/Ia B KUCIIOPO/I€ CHIKACTCS.

. BBI3bIBACT pacIIMpPeHHe KOPOHAPHBIX apTepuil U apTepUOIT KaK B UILIEMU3UPOBAHHOM, TaK U B
MHTAKTHOH 30HaX. x AujiaTanus yBCJIMYHUBACT MOCTYIUICHUC KHUCJIIOPOJa B MUOKAP/J Yy MAllUCHTOB C
Ba30CIaCTHYECKOM CTeHOKapauen (cteHokapaus [IpuHIMeTana, uiu BapuaHTHAs CTEHOKApIus ).

Knunuuecras sghghexkmusnocmo u 6e3onacnocmo

VYV mamuentoB ¢ Al mpuem ammogunuHa | pa3 B CyTKH 0OecleunMBacT KIMHHUYECKH 3HAYUMOE
cHIbKeHHE A/l B MOJOXKEHUM «CTOS» U «JIeka» B TeueHue 24 4. AHTUTUIIEPTEH3UBHOE IEHCTBUE
pa3BHUBaeTCS MEJIEHHO, B CBSI3U C YEM, pa3BUTHE OCTPON apTepHabHOM IMIIOTEH3UN HEXapaKTEPHO.

VY mammeHToB CO CTEHOKapaued mpueM amjogunuHa 1 pa3 B CYyTKH yBeJIMYMBaeT oOliee BpeMs
(u3HYECKO HArpy3KH, YBEIIMIUBACT BPEMs JIO PA3BUTHS MPHUCTYIIAa CTEHOKAPIUU H 10 TIOSIBIICHUS
nenpeccun cermeHta ST Ha 1 MM, a Takke CHM)KAET 4YaCTOTYy HPHUCTYNOB CTEHOKapIUU M
MoTpeOIIeHNEe HUTPOTIIUIICPUHA TIO]T SI3BIK.

AMIIOUIIMH HE OKa3bIBae€T HEOJArompUsATHBIX MeTabonuyeckux 3((EeKToB M HEe BIMIET Ha
KOHLEHTPALMIO JIMIUJIOB I1a3Mbl KpoBH. IIpemapaT MOXXET NpPUMEHATbCA Yy NAlMEHTOB C
COITyTCTBYIOIIEH OPOHXMANBHOM aCTMOM, CaXapHbIM T1abeTOM U MOAarpoi.

Hwemuueckas bonesns cepoua (UBEC)

PesynbraThl OLEHKM 3(QQPEKTUBHOCTH CBHJETEIBCTBYIOT O TOM, YTO MpPHEM aMJIOJUIIHMHA
XapaKTepU3yeTCs] MEHBIIUM KOJUYECTBOM CIIy4yaeB IOCHUTAIM3ALMU 10 MOBOJY CTEHOKAPAUMU U
MIPOBEICHUS NPOoLEAYp peBacKysipu3anun y nanueHToB ¢ UbC.

Cepoeunas He0oCmamo4HoCcmb

Pe3ynbTathl reMOIMHAMUYECKUX UCCIIEIOBAHMIM, a TAKXKE PE3yIbTaThl KITMHUYECKUX UCCIEI0BAHUI
¢ ydactuem mnarueHToB ¢ XCH II-1V ¢ynkumonameHOTO Kitacca mo kiaccudukanuu NYHA
MPOIEMOHCTPUPOBAJIN, YTO aMJIOAUIINH HE MPUBOJUT K KIMHUYECKOMY YXYJUIEHUIO, OCHOBBIBASICh
Ha JIaHHBIX MO MEPEHOCUMOCTH (PU3MYECKON Harpy3kH, (ppakuuu BbIOpoca JIEBOIO KeNyaouKa U
KIIMHUYECKUX CUMITOMAX.
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V¥ namentos ¢ XCH III-1V ¢ynkuonansHoro knacca no knaccudukanuu NYHA, Ha pone npuema
JIUTOKCUHA, AWYPETHKOB M MHTuOuTopoB AII®D, ObIO mOKa3aHO, YTO NMpHUEM aMJIOAWINHA He
MPUBOAUT K TOBBIIICHUIO PUCKA CMEPTHOCTH WJIM CMEPTHOCTH U 3a00JI€BAEMOCTH, CBSI3aHHOH C
CEep/ICYHON HETOCTATOYHOCTHIO.

B 1onrocpo4yHsIX UCCIENOBAHMAX Y MALUEHTOB C XPOHUUECKON CEPACUYHON HEA0CTaTOYHOCTHIO 111 1
IV dynknmonanpHOro kiacca mo knaccudpukanun NYHA 6e3 knmuandeckux cumntoMoB UBC wim
O00BEKTUBHBIX JAHHBIX, CBUJETENbCTBYIOMUX 0 Hamuuuu UBC, Ha ¢oHe nmpuéma cTaOMIBHBIX 103
uHruouropos AII®, cepaeyHbIX INIMKO3UAOB U IUYPETUKOB MOKa3aJl, YTO NPHEM aMJIOAMIIMHA HE
OKa3bIBaCT BIMAHUS Ha OOIIMIA MMOKa3aTeNlb CMEPTHOCTH OT CEPJCUYHO-COCYIUCTHIX 3a00sieBaHui. Y
JAaHHOW TIONMYJAIMM NAlMEHTOB IPUMEHEHWE AaMJIOJWIIMHA COIPOBOXKIAIOCH YBEINYCHHEM
KOJINYeCTBA COOOIICHUH O pa3BUTUH OTEKA JIETKUX.

[podunaxmura unapkma muoxapoa

D¢ dexTuBHOCTH U O€30MaCHOCTh TPUMEHEHHs amitoaumnuHa (2,5—10 mr/cyt), nmuzuHonpuia (10—40
Mr/cyT) u xjopranuaona (12,5-25 Mr/cyT) B kadecTBe mpernapaTta «IepBOM JTUHUW» H3ydanach y
MAIMEHTOB C MATKOM WM YMEpeHHOM creneHbto Al u, 1o kpaiiHed Mepe, OJHUM U3
JOTIONTHUTENBHBIX (hakTopoB pucka UBC.

He BBIABIEHO CYIIECTBEHHBIX PA3IMUYUil IO OCHOBHOMY KpPUTEpPHUIO OLIEHKU (KOMOMHHMPOBAHHBIN
MOoKa3aTesab 4YacTOThI JieTalbHbIX ucxon0B oT MBC u yactoTta HedaTanbHbIX HHPAPKTOB MHOKap/a)
MCXKAY I'pylnmaMi aMJIOAUIIMHA U XJIOPTAJIUIO0HA. Yacrora Pa3BUTHA cepnequﬁ HEJOCTAaTOYHOCTH B
rpynmne amyIoAuNKHA Obljla CYIIECTBEHHO BBIIIE, YeM B rpymme xjopTtanugona — 10,2 % u 7,7 %
COOTBETCTBCHHO. He BEISBICHO CYHICCTBCHHBIX paSJII/I‘-II/II\/'I 06H_I€I\/JI HJaCTOThI JCTAJIbHBIX HUCXOJ0B B
rpynne aMjIouIMHA U XJIOPTATUA0HA.

[lepunaonpui

Mexanusm Ooelicmeus

[lepunponpun — HMHTHOUTOP (epMeHTa, MPEeBpAINAIONIET0 AHTHMOTeH3MH | B aHrmoreHsuH Il
(maTHONTOp AII®). AHrMoTeH3WHNpeBpamammuil ¢GepMeHT, win KuHUHA3a I, sBisercs
9K30IENTUAA30M, KOTOpask OCYIIECTBIAET KaK IIPEBPAILlEHNE aHTHOTEH3MHA | B cocyjocyKHBaroliee
BellecTBO aHruoTeHsuH II, tak m pacnax OpaaMKMHMHA, O0JAJAIOLIET0 COCYAOPACHIMPSIONIMM
NENCTBUEM, 1O HEAKTUBHOI'O T€NTANENTHA.

WNuruduposanne AII® npuBoAUT K CHUKEHUIO KOHLIEHTpallUK auruoteH3uHa 1 B miasme kpoBu, 4To
BBI3BIBACT YBEJIIMYEHHWE AKTMBHOCTH DPEHUHA IIa3Mbl KPOBU (II0 MEXaHU3MY «OTPHULATEbHOU
00paTHOM CBSI3M») U YMEHBIIICHUE CEKPEIIUHU aJIbJI0CTEPOHA.

[Tockonbky AII® nHakTUBUpYeT OpaauKuUHMH, nojaBieHue AIID conpoBoXaaeTcs: MOBBILICHUEM
AKTUBHOCTH KaK HUPKYJIUPYIOMIEH, TaK M TKAaHEBON KaJUIMKPEHH-KWHUHOBOW CHCTEMBI, IPU STOM
TaKXXe aKTUBHUPYETCsl CHUCTEMa MpOoCTariaHIuHOB. Bo3M0OXkHO, 4T0 3TOT 3((eKT sABIsIETCS YacTbIO
MeXaHW3Ma aHTUTMIEPTEH3UBHOIO AeicTBUs MHrHOuTOpoB AIID, a Takke MexaHM3Ma pa3BUTUSA
HEKOTOPBIX TOOOUYHBIX 3P (PEKTOB MpenapaToB JAHHOTO Kiacca (HarpuMep, Karis).

[lepunponpun OKa3bIBae€T TEPANCBTHUECKOE JCHCTBHE Ojaromaps axkTHBHOMY METa0OJHTY,
nepuHaonpuiary. J{pyrue MetaboauThl He 0OKa3blBatoT MHIHOupytomiero aeictsust Ha AIID in vitro.

Knunuuecras sghghexmusnocmo u 6e3onacnocmo

ApmepuaﬂbHaﬂ cunepmeHn3us

[lepunponpun sBisercst npenapatoM ais jedeHus Al mo6oit cremenu Tsoxectu. Ha ¢one ero
MIPUMEHEHHS OTMEYAeTCs CHUYKEHUE KaK CUCTOIMYECKOr0, TaK U AUACTONNYECKOT0 A/l B OI0KEHUH
«JICKA» U «CTOS».
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[Mepurnonpun yMmeHbinaet obiiee nepudepruueckKoe COCyIUCTOe COMPOTHBIICHUE, YTO MPUBOIUT K
CHWKEHUIO MOBBITIIeHHOTO A/l 1 ymyumieHuto nepudepudeckoro kpoBotoka 6e3 nsmenenus YCC.

Kak mnpaBuno, npuém nepuHIonpuia yBEJIUYMBAET IMOYeuyHbld KpoBOTOK, CK® mpu 3TOoM He
U3MEHSETCS.

AHTUTUIIEPTEH3UBHOE [EHCTBUE Ipenapara JOCTUraeT MakcuMyma uepe3 4—6 uacoB Mocie
OJTHOKPATHOT'O NPHEMa BHYTPb U COXpaHsETCs B TEUCHHE 24 4acoB.

AHTUTUIIEPTEH3UBHOE AEUCTBUE uepe3 24 yaca mocie OJHOKPATHOIO NpUEMa BHYTPb COCTABIISET
okoJio 87—100 % OoT MakCUMallbHOTO AHTUTHUIIEPTEH3UBHOTO P deKTa.

CHmxenne AJl mocTuraercsi JOCTaTOYHO OBICTPO.

TepaneBtudeckuii 3pdexT HacTymaeT MeHee 4YeM dYepe3 | Mecsl] OT Hayajga Tepalud U He
conpoBoXxaaeTcs Taxuduakcueid. [Ipekparienre neueHns He BhI3bIBACT dP(HEKTa «PUKOIICTAY.

[lepunponpun oOka3bplBae€T COCYAOpACHIMPSIONIEEe JEHCTBHE, CIIOCOOCTBYET BOCCTaHOBJIEHHUIO
3JaCTUYHOCTU KPYIMHBIX apTEPUM U CTPYKTYPbl COCYIHUCTOM CTEHKU MEJIKUX apTEpHil, a TaKxke
YMEHBUIAET THIEPTPOUIO JIEBOTO KETyI0UKA.

Cmaburvnas uwemuyeckas bonesms cepoua (UBC)

D¢ heKTUBHOCTh MPUMEHEHUS TIEpUHAONpIIIA y narueHToB (12218 maruenToB crapuie 18 ser) co
crabmibHoi MBC 6e3 xnmnanveckux cumnromoB XCH n3ydanace B xoe 4-1€THETO UCCIIEI0BaHMUS.
90 % y4acTHHMKOB HCCIIEIOBAaHUS paHee MEePEHECIN OCTPbId MHPAPKT MUOKap/a W/WIH IPOUEAypY
peBaCKYJIISIPU3AIUH.

BoNbIIMHCTBO MAalMEHTOB MOJYYHJIM MOMHUMO HMCCIEAYEeMOro IMpenapara CTaHIapTHYIO Tepalluio,
BKJIIOYAsi aHTHArpETaHThl, THIIOJIMITUIEMUYECKHUE CPeACcTBa U Oera-aapeHo01okaTopsl. B kadectse
OCHOBHOTO KpuTepusi 3(PdeKTUBHOCTH ObUTa BbhIOpaHA KOMOWHUpOBaHHAsT KOHEYHAs TOYKa,
BKJIIOYAIOIIAsl CEPJCUYHO-COCYAUCTYI0O CMEPTHOCTb, HedaTanbHBIH WHGAPKT MHOKapaa W/Win
OCTaHOBKY Cep/lla C yCIEITHON peaHuMaIUeN.

Tepanus nepuHIONPUIOM TPETOYTUIAMUHOM B 703€ 8 MI/CYT, OAHMH pa3 B JIeHb (3KBUBaJIEHTHO 10
MI' NEPUHJONpPUIIA aprMHMHA) MPUBOJAWIA K CYIIECTBEHHOMY CHMKEHHUIO a0COJIIOTHOTO PHCKa B
OTHOILIEHUH KOMOMHUPOBAHHOM KOHEUHOU TOUKH 1,9 %, y manmeHToB, paHee nepeHecnx HHPapKT
MHUOKap/Aa W/HIU IPOoIeypy peBacKyJIIpH3aln, CHIDKEHHE aOCOIIOTHOTO pUCcKa cocTtaBmiio 2,2 %
110 CPABHEHUIO C Ipymnmnoii mianebo.

Jlsounas baokada peHuH-anzuomeHnsut-aiboocmeponosou cucmemol (PAAC)

Hmerorcst aHHbIe IBYX KIMHUYECKUX HCCIIETOBAaHUI KOMOWHHUPOBAHHOM Tepanuy ¢ MPUMEHEHUEM
uarnouropa AIID u Gokatopa peunenrtopa anruotensuna I1 (APA 1I).

[IpoBouIOCH KIMHUYECKOE HCCIEOBAaHUE C Y4YyaCTHEM NAalMEeHTOB, HMMEIOIUX B aHaMHeE3e
KapJMOBACKYJISIPHOE WM IIepeOpOBacKyIsIpHOEC 3a0ojieBaHUe, JIMOO caxapHbd auaber 2 TuMa,
COITPOBOKIAIOIIUIICS MOATBEPKIEHHBIM MMOPAXKEHUEM OpraHa-MMILIEHH, a TaKKe HUCCIIEIOBAaHUS C
y4acTHEM MalMEeHTOB C CaXapHbIM A1adeToM 2 Tula 1 1uabeTuyecKkoil HepponaTuen.

JlaHHBIE MCCIEeNOBaHUN HE BBISBMIM 3HAYMMOIO IOJIOKUTEIBHOIO BIMSHUS KOMOMHHPOBAHHOU
Tepany Ha BO3HHUKHOBEHHE MOYECYHBIX W/WIIM KapIAHOBACKYJSPHBIX COOBITMH M Ha TOKa3aTeNd
CMEPTHOCTH, B TO BPEMs KaK PUCK Pa3BUTHs FMIEPKATUEMUN, OCTPOU MOYEYHON HENOCTATOYHOCTH
W/WIJIH TUTIOTEH3WHU YBEITMYUBAJICS TI0 CPABHEHHIO C MOHOTEpAITHEH.

[IpuHumass BO BHUMaHHMsS CXOXHE BHYTPUTPYIIOBBIE (apMakoJIUHAMUYECKHE CBOICTBa
naruouTopoB AIID u APA II, naHHbIe pe3yabTaThl MOXHO OXKHUAATH JJIS B3aUMOJCHCTBHS JTFOOBIX
JIpYTHX IpernaparoB, npeactaBuTeneii kiaaccoB HHruOuTopoB AIID u APA 1I.
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B cBsI3M ¢ 3TMM IPOTHBOIIOKAa3aHO TpUMeHeHne UHruouTopoB AII®D B coueTaHNM ¢ aHTArOHUCTAMU
penienitopoB anrnoTeH3uHa Il y manueHToB ¢ quadeTHieckoil HepormaTuei.

HNwmerorcsa AAHHBIC KIIMHUYCCKOI'O HMCCICIOBAHUSA 110 HU3YUYCHHUIO IIOJIOKHUTCIBHOI'O BJIMAHUSA OT
n00aBIICHHs aJTUCKUPEHA K CTaHAapTHOUM Tepanuu uHruoutopoM AII®D wimu APA I y manueHToB ¢
caxapHbIM AMAa0ETOM 2 THMA U XPOHUYECKUM 3a00JIEBaHUEM IOYEK, WM KapAHOBACKYISIPHBIM
3a00seBaHueM, TUOO UMEIOIINX CoYeTaHUe ITHX 3abosneBanuii. MccnenoBanue OBIIO MpEKpaIieHo
AOCPOYHO B CBA3M C BO3pOCHIMM PHCKOM BO3HUKHOBCHUSA HGGHaFOHpI/IHTHBIX HUCXO0O0B.
KapaunoBackynsipHas cMepTh U MHCYJIBT OTMEUAJUCh Yallle B TPYMIE MAalMEeHTOB, MOIyYalolIuX
QIUCKUPEH, TI0 CPABHEHUIO C TPYMIOHN Iiane0o; Takke HEKeNaTeNbHbIE PEaKINH U CEPbe3HbIS
HeXeJlaTeIbHbIE PeaKIMi 0co00r0o NHTepeca (TUIepKaIneMus, TUIIOTEeH3Us U HapyLIeHUs PYHKIIUU
MOYEK) PETUCTPUPOBAINCH YaIlle B TPYIINE aTUCKUPEHa, YeM B TPYIIIE Mmanedo.

AMIIOTUIIMH, ICPUHIOIIPHIT

D¢ hekTUBHOCTH NP IUTEIBHOM MPUMEHEHUH aMJIOJUIIMHA B KOMOMHALIMYU C TIEPUHIOIPUIIOM U
aTeHoJIoa B KOMOMHAIMY ¢ OeHAPODIyMETHA3HUIOM Y MaMeHTOB B Bo3pacte oT 40 1o 79 net ¢ AT’
U, 110 MEHBIIIEH Mepe, TpeMs U3 JONOJIHUTEIbHBIX (aKTOPOB pUCKa OblIa H3yUYeHa.

OcHOBHOH KpuUTepuil ONEHKH 3(PGHEKTUBHOCTH — KOMOWHHPOBAHHBIA TIOKA3aTelb YaCTOTHI
HedaTanbHOro HH(papKkTa MUOKap/a (B TOM uucie, 6e3601eBoro) u jeranbHbix uexonos UBC.

YacToTa OCIIOXKHEHHWI, TPETyCMOTPEHHBIX OCHOBHBIM KPHTEPUEM OLEHKH, B TpyIIe
amioMnuHa/nepuHonpuia oeia Ha 10 % Hike, ueM B TpyIie aTreHoona/6enapodaymernasua,
OJJHAKO  3TO  pa3iuyue He  ObUI0  CTAaTHCTHYECKH  JOCTOBepHBIM. B rpynme
aMJIOIMIIMHA/TIEPUHIONIPUIIA  OTMEYAJIOCh  JJOCTOBEPHOE CHIIKEHHME YaCTOThl  OCJIOKHEHMH,
MPEAYCMOTPEHHBIX JIOTIOTHUTEIBHBIMA KpuTepusiMu 3 dextuBHOCTH (Kpome (aTtambHOH U
HedaTaabHON cepAeYHON HEJOCTATOYHOCTH).

5.2. PapmakoKkuHeTHYECKHE CBOMCTBA

Bennuuna abcopOrun nepuHAONpUiIa U aMJIOJUITMHA TIPU IPUMEHEHUH JICKapCTBEHHOT'O Ipernapara
IIpecTaHc CyIECTBEHHO HE OTIMYAETCS OT TAKOBOM ITPU NPUMEHEHUH MOHOIIPENapaToB.

AMIIO TUTIMH
Abcopbyus

[Tocne mpuema BHYTPh aMJIOAMITUH MEJICHHO aOCOpPOMPYETCS M3 JKENTyTOYHO-KHIIEYHOTO TPAaKTa
(OKKT). AGcomoTHast OMOOCTYITHOCTE cocTaBisieT okono 64—80 %. IIpueM mumm He OKa3bIBaeT
BJIMSTHUS HA OMOIOCTYITHOCTH aMJIOTUITHHA.

Pacnpeoenenue

MaxkcumanbpHasi KOHIEHTpalus aMJIOAMIIMHA B IUIa3Me KPOBHU JocCTUraercs depe3 6—12 u mocne
npuema npenapara BHyTpb. O0beM pacnpeneneHus — npumepHo 21 i/kr. B uccnenoBanusix in vitro
ObUIO MOKa3aHO, 4TO OK0JO 97,5 % LUPKYIMPYIOLIEr0 aMJIOJUIINHA CBS3aHO ¢ OeNKaMU IJIa3Mbl
KpOBH.

buompancgopmayus
AMJIOTUTINH METa0OJIM3UPYETCS B TICYCHH C 00Pa30BaHMEM HEAKTUBHBIX META0OIUTOB.
Inumunayus

Koneunsiit Ti»2 amnoaunuua u3 mia3mbl KpoBU cocTaBisieT 35—50 4, 4To MO3BOJSET MPUHUMATD
npenapat 1 pa3 B cyTku. 10 % npuHATON 10361 aMJIOAUIINHA BBIBOAUTCSA B HEU3MEHEHHOM BHJE U 60
% mo4Kamu - B BU/I€ METa0O0JINTOB. AMIIOAUIIMH HE BBIBOJUTCS U3 OPraHU3Ma MOCPEICTBOM JUaIN3A.
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Ocobvle epynnvi nayueHmos

Toueunas neoocmamoynocmo u JUYUA NoAHCUNI020 8o3pacma

Bpemsa or mpuema mpemnapara 10 JOCTHKEHHS MaKCHUMaJIbHOM KOHILIEHTpPAUWMH aMIJIOJHUIIMHA HE
pas3nuyaeTcs y MalueHTOB MOXKUIIOTO U 00JIee MOJIOIOT0 BO3pacTa. Y MallMeHTOB IMOXKHUIIOTO BO3pacTa
OTMEUAETCsl 3aMEJUIEHNE KIIMPEHCA aMJIOIUIIMHA, YTO NpUBOIUT K yBenuueHuto AUC. YBenuueHnue
AUC u T2y naiimentoB ¢ XCH cooTBeTCTBYET npeanonaracMoi BETUYMHE U1 JaHHON BO3paCTHOM
TPYIIIIBL.

VY manmeHToB ¢ HapyuieHHeM (DYHKIMH IMOYeK M3MEHEHHUS! KOHIICHTPAIMU aMIIOJWINHA B TUIa3Me
KPOBU HE KOPPETUPYIOT CO CTETICHBIO MOYCUHON HEIOCTATOYHOCTH. BO3MOXKHO HE3HAYUTEIHHOE
yBenudeHue Ti.

Tleuenounas nedocmamouynocms

JlaHHble 0 MPUMEHEHUHU aMJIOAMIMHA MallMEHTaMH C TIEYEHOYHOM HeTI0CTaTOYHOCTHIO OTPaHUYEHBI.
Yy IanucHTOB C MICUCHOYHOM HEAOCTATOYHOCTBIO HaGJHO,Z[aeTCH CHMIKCHHUC KIIMPCHCA aMJIOAUIINHA,
yTO0 IpuBOIUT K yBenuueHuto T12u AUC npubnuzurensHo Ha 40-60 %.

[lepunaonpui
Abcopbyus

[Ipu npueme BHYTPh MEPUHAONPUIT OBICTPO BCACBHIBACTCS, MAKCUMaJIbHasl KOHIIEHTPAIUS B ITUIa3Me
KpOBH focTuraercs B Teuenue 1 4. Ti2 u3 mia3Mel KpoBH cocTaBiser 1 4.

[Tpuem nuim 3aMeIAeT MpeBpalleHue NEPUHAONPUIA B IEPUHIONIPUIAT, TAKUM 00pa30M BIIUsSA HA
o6uonoctynHocTs. IloaTOMy mpenapar cieayer npuHuMarh 1 pas3 B CyTKH, yTpOM, Iepe IpUueMoM
MUIIH.

Pacnpeoenenue

O6beM pacnpesiesieHrs CBOOOIHOTO MEPUHIOTpUIIaTa cocTaBisgeT npubau3utenbHo 0,2 m/kr. CBsi3b
MepUHIoNpUiIaTa ¢ 6eIKaMHy IIa3Mbl KPOBH, TJ1aBHBIM o0pa3om ¢ AIID, cocraiset okomno 20 % u
HOCHT JJ0303aBUCUMBIN XapaKTep.

buompancgopmayus

[lepunaonpun He o0nagaet papMakoIorndeckoi akTUBHOCTbIO. [Ipubnusurensno 27 % ot obuiero
KOJIMYECTBA MPUHITOTO BHYTPh NEPUHIOTPUIIA TIONAIAET B KPOBOTOK B BHJI€ AKTHBHOTO META0O0INTA
nepunaonpuiara. [lomumo nepunaonpuiara odopasyrores eme 5 MeTaboMTOB, HEe 00JIagarouX
(hapMaKoIOTHYECKON aKTHBHOCThIO. MaKcHManbHasi KOHIIEHTpPAIUS TEepUHAONpHIIaTa B IUIa3Me
KpPOBHU J0CTHraercs yepes 3-4 yaca rnocie npuemMa BHyTpb.

Onumunayus

[lepunponpunar BbIBOAUTCA U3 opraHu3Ma mnoukamu. Koneunslit Tiz cBoOGogHON ¢pakuun
COCTaBJISIET OKOJIO 17 4, MO3TOMY pPaBHOBECHOE COCTOSIHHE JOCTUTAETCsl B TEUEHHE 4-X CYTOK.

Jlunetinocms (nHenrunelinocmn)
CymiecTByeT TMHEHHAS 3aBUCUMOCTD KOHIIEHTPAIIMU TICPUHIONIPIIIA B TIa3Me KPOBH OT €0 JIO3BI.
Ocobvie epynnel nayuenmos

Cepc)elmaﬂ, NnoYeuHas HedOCmamoyHoOCHb U JAUUA NOAHCUI020 8o3pacma

BriBeienue nepuHI0NpUiIaTa 3aMeJICHO Y NAIIMEHTOB MOKUIJIOT0 BO3pacTa, a TaKXkKe y MalUeHTOB C
CepJIeYHON U IOYEYHON HEJOCTaTOUHOCTHIO (CM. pa3zen 4.2.). [loaTomy y AaHHBIX TPy NAlIUEHTOB
HE00XO0AUMO PETYJISIPHO KOHTPOJIUPOBATh KOHIIEHTPALINIO KPEaTHHUHA U KaJlKs B TJIa3Me KPOBH.
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Tleuenounas nedocmamouynocms

Jlnanu3HbIi KIUPEHC MepUHI0TpHUIaTa cocTaBisieT 70 Mi/MuH.

dapmMakOKHMHETHKA MEPUHONPUIIA HApyIlIeHa y MAIleHTOB C IUPPO30M IEUEHH: €ro MeYeHOUHBIN
KJIMPEHC yMEHbIIaeTcs B 2 pa3a. TeM He MeHee, KOJTMYECTBO 00pa3yIoNIerocs MepUHIONpHiIaTa He
YMEHBIIAETCS, YTO HE TPeOYyeT KOPPEeKLUUH 10361 (cM. pasnensl 4.2. u 4.4.).

5.3. JlanHble JOKJIUMHUYECKOH 0e30I1acHOCTH

AMIIOTUTIMH

Penpooykmusnas moxcuunocmo

HccenenoBanus penpoAyKTUBHOM TOKCUYHOCTH HA KPBICAX U MBIIIAX [10KA3aJId YBEJINYEHUE IIEpUOa
BBIHAIIMBAHUS, YBEIMYCHHE TPOIOJIKUTEIBHOCTH POJIOPA3PEIICHHs] U CHIKCHHE BBDKHBACMOCTH
IIOTOMCTBA npu MNPUMCHCHUU npemnapara B J03ax, MPCBLIMIAIOIIUX MaKCHUMAaJbHBIC
PEKOMEHIOBaHHBIE JJI YeJI0BeKa MpUOIM3UTENpHO B 50 pa3 (mpu pacyere B MI/KT).

Hapywenue ¢pepmunvrnocmu

[Ipu npumeHeHnn amioaunuHa B g03ax 10 10 Mr/kr/mess (uto B 8 pa3* nmpepsiaeT MaKCUMAJIBHYIO
PEKOMEHIOBAaHHYIO I 4eloBeka 103y 10 Mr mpu pacuere B MI/m%), BIUAHUS HA (PEPTHILHOCTD Y
KpBIC, TIOJIy4aBIIUX aMJIOJUIIUH (caMmIlbl B TedeHue 64 nHell u camMku B TeueHue 14 gHel 1o
criapuBaHus), OOHApyKeHO He Obulo. B apyrom wmccrnemoBaHWM HA KPBICAX, B KOTOPOM CaMIIbI
ToJTy4ay amyioaunuHa oe3unat B Teuenue 30 mHel B 103€, CpaBHUMOM € 1030 Ui ueoBeka (pu
pacdere B MI/KT), ObUIO OOHapy>KEHO CHW)KCHHE KOHIICHTpAIHMH (OJUTUKYIOCTHMYITHPYIOIIETO
TOPMOHA U TECTOCTEPOHA B IJIa3Me KPOBH, a TAK)KE€ YMEHBIIICHHUE INIOTHOCTH CIIEPMBI U KOJITMYECTBA
3penbIX criepMaTu U kieTok CepTou.

Kanuepozene3, mymaceHes

VYV KpbIC ¥ MBbIIEH, MOJYYaBIIMX aMJIOAMINH C KOPMOM B TE€U€HHE 2 JIeT, B KOHLIEHTpALUSX,
paccuuTaHHBIX i1 oOecreueHus cytouHor mo3el 0,5, 1,25, m 2,5 wMr/kr/cyT, NpU3HAKOB
KaHIIEPOTEHHOCTH OOHapyXeHo He Obuto. HauBbicmias mo3a (1 MbIIed — aHaJOTHYHAS
MaKCHMalIbHON PEeKOMEHI0BAHHON KIMHIYECKOi o3¢ 10 Mr npu pacueTe B MI/M2, a i KpbIC — B 2
paza* ee mpeBblnIaroas) ObuIa 6JIM3Ka K MAKCUMAIIbHOM MePeHOCUMOM J103€ TSl MBIIIeH, HO HE IS
KpBIC.

B xome wuccienoBaHuii MyTarcHe3a HM Ha TEHHOM, HH Ha XPOMOCOMHOM YpoBHE 3(h(}eKToB,
CBSI3aHHBIX C IPUMEHEHUEM IpernapaTa, 00HapyKeHO He ObLIO.

*H3 pacuera Ha Maccy naruenTta 50 Kr.

[lepunaonpuu

B nccrnenoBanusax XpoHUYECKOH TOKCHYHOCTH (Ha KpbhIcax M 00€3bsHaX) IPU NEPOPATBHOM MIPHEME
OpPraHOM-MHUILIEHBIO SIBJISAIOTCS TOYKH, HAPYILIEHUs] HOCSIT 00paTUMBIN XapakTep.

MyTareHHOCTH B HCCIIEJIOBAHUSX in Vitro u in vivo 0OTMeYeHO He OBLIO.

HccnenoBanust penpoayKTUBHOM TOKCHMYHOCTH (Ha KpbIcax, MBbIIIaX, KPOJUKaX U 00e3bsiHaX) HE
BBISIBUWIM MPU3HAKOB 3MOPHOTOKCUYHOCTH WM TepaToreHHocTH. OjHako ObUIO MOKa3aHO, YTO
MHTUOUTOPBl aHTMOTEH3UHIIPEBPALIAIONIEro (epMEeHTa, KaK KIIAcc, OKa3bIBAIOT HEXKEJaTeIbHOE
BO3JICHCTBUE HA IMO3[HEE pa3BUTHUE IUIOJA, YTO MPHUBOAUT K THOENM IJI0Ja M BPOXKJIECHHBIM
HapyIIEHUsIM y TPBI3YHOB M KPOJIMKOB: HAOMIONAIHUCh MOPAXKEHUS MOYEK U POCT MEPUHATAIBHON U
MIOCTHATaJIbHON cMEpTHOCTH. Hu y caMIIOB, HU y CaMOK HE OTMEYaioCh HapyLIEHUs] PepTUIBHOCTH.

KaHIeporeHHOCTH B MCCIIEAOBAHUAX UTMTSILHOIO MPUMEHEHHs MpernapaTa Ha Kpbicax W MBIIIAX
OTMEYEHO HE OBLIO.
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6. DPAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeyenb BCIOMOraTebHbIX BelECTB

Hennrono3a MUKpOKpUCTATIIAYECKAS
JlakT03b1 MOHOTHAPAT

Marnus creapar

Kpemnns 1uokcua KoJJIOUIHBIN O€3BOTHBIN

6.2. HecoBmecTHMOCTB

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHUs1)

3 roxa.

6.4. Oco0Oblie Mepbl PEeJOCTOPOKHOCTH NPH XPAHEHUH
XpaHuTh ipu Teminepatrype He Baiie 25 °C.

6.5. XapakTep u cogepkaHue YIaKOBKH

IIpu npoussoocmee «Cepsve (Mpnanous) Hnoacmpus JImo.», Upranous

ITo 30 TabGnerok BO (1akoH U3 MOJUIPONUIICHA, CHAOKEHHBIH 103aTOPOM U3 MOJIUATHIICHA HU3KOU
IUIOTHOCTH W KPBILIKOM M3 IOJMATUICHA HU3KOW IUIOTHOCTH, COJEPIKaIle BIAronorioniaroIivi
rens (cunukarens). Ilo 1 ¢makoHy ¢ JTUCTKOM-BKJIAJbIIIEM B MayKy KapTOHHYIO C KOHTPOJIEM
MIEPBOT0 BCKPBITHS.

Ipu npouszeoocmee «Cepsve (Mpranous) Unoacmpus JImo.», Upranous u pacgacosxe (ynaxosxe)
00O «CEPBBE PYCy», Poccus

ITo 30 Tabnerok BO (1akoH U3 MOJUIPONUIICHA, CHAOKEHHBIH 103aTOPOM U3 MOJMATHIICHA HU3KOU
IUIOTHOCTH W KPBILIKOM M3 IOJMATUICHA HU3KOW IUIOTHOCTH, COAEPIKAIIe BIAronoriouiaroivi
rens (cunukarens). [lo 1 ¢rmakoHy ¢ JTUCTKOM-BKJIAJbIIIEM B Ma4yKy KapTOHHYIO C KOHTPOJIEM
MIEPBOT0 BCKPBITHS.

Ipu npoussoocmee OO0 «CEPBBE PYC», Poccua

[To 30 Tabnerok BO (py1akOH M3 MOJUIIPONHMIICHA, CHAOKEHHBIN J103aTOPOM U3 MOJUATUIICHA HU3KOM
TUIOTHOCTH W KPBIIIKOM M3 MOJMATUIICHA HU3KOW TUIOTHOCTH, COJEPIKAIlel BJIArOMOTIOIIAOIINN
rens (cunukarens). [lo 1 ¢makoHy ¢ JTUCTKOM-BKJIAIBIIIEM B Ma4YKy KapTOHHYIO C KOHTPOJIEM
MIEPBOTO BCKPBITHSI.

Ynakosexa ons cmayuoHapoes.

ITo 30 TaGnerok BO (u1akoH U3 MOJUIPONUIICHA, CHAOKEHHBIHM 103aTOPOM U3 MOJIUITHIICHA HU3KOU
IUIOTHOCTH M KPBILIKOM W3 MONMATUIIEHA HU3KOW IUIOTHOCTH, COJAEpIKaIle BIaronoriouiaroIivi
resnb (cunukarens). [1o 3 ¢uiakoHa ¢ paBHBIM KOJIMYECTBOM JIMCTKOB-BKJIA/IbIIIEH B TAUKy KAPTOHHYIO
C KOHTPOJIEM IIEPBOI'O BCKPBITHSL.
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6.6. Oco0ble MepbI NMPEIOCTOPOKHOCTH NPH YTHINW3ALUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara HWJid 0TX00B, OJy4YEeHHBIX MOc/Ie IPUMeHEeHHs JIeKapCTBEHHOI 0 penapara, u
ApYrue MAaHUMYJISIMHU € TPenapaTomM

Oco0ble TpeOoBaHMS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

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

7.1. IlpeacTaBuTenb JepKaTelisi PeriCTPALMOHHOIO YI0CTOBEPeHHS

[IpeTen3un moTpedbuTenel HarpaBsATh MO aIpecy:
Poccuiickas @edepayus

AO «CepBbe»

Anpec: 125196, r. Mockaa, yi. Jlecnas, nom 7, stax 7/8/9
Ten.: +7 (495) 937 07 00

O1. moyTa: servier.russia@servier.com

Pecnyonuxa Apmenus

[IpencraBurensctBo komnanuu «Jle Jlabopatyap Cepsre» B Pecrybnuke Apmenus
Anpec: 0002, r. EpeBan, Kentpon, yi. Amupsina, 15, marazun 100

Ten.: (+374 10) 50 50 74

D51, mouTa: pvarmenia@servier.com

Pecnybnuxa benapyco

[IpencraBurensctBo YAO «Les Laboratoires Servier» (®panmysckas Pecnybnuka) B PecrryOnuke
benapycn

Anpec: 220030, r. Munck. yi. MscaukoBa, 70, od. 303

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

On. noura: officeBY @servier.com

Pecnybnuka Kazaxcman u Keipevisckas Pecnyoauxa

TOO «Cepsbe Kazaxcran»

Anpec: Pecrrybnuka Kazaxcran, 050020, r. Anmatsl, np. JocTsik, 310
Ten.: +7 (727) 386 76 62

On. nouta: kazadinfo@servier.com

8. HOMEP (HOMEPA) PETUCTPALIMOHHOTI'O YIOCTOBEPEHUS
JITI-Ne(000575)-(PT-RU)

JITI-Ne(000575)-(TTI-AM)

JITI-Ne000575-T'TI-BY

JITI-Ne000575-TTI-KZ

JITI-Ne(000575)-(TTI-KG)
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9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI O ITPEITAPATA
JlexapcTBEHHBIH Mpenapat OTHOCUTCS K KaTETOpUU OTITyCKa MO PerenTy.

OOmasi xapakTepuCTHKa JIEKApCTBEHHOro mpemnapara [IpectaHc AOCTymHAa B €IUHOM peecTpe
3apEeTUCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEICTB EBpasuilcKOro 3KOHOMHYECKOTO COK3a W Ha
ounmansHOM caire YIIOJITHOMOYE€HHOI'O opraHa (3xcriepTHOM OpraHM3aliM)
http://eec.eaeunion.org/.
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