COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 08.08.2022 N= 18560

OBIIAS] XAPAKTEPUCTHUKA JIEKAPCTBEHAGPEG HIPERAPATA 7007

1. HAMMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPEITAPATA
[Ipectapuym A, 5 Mr, TaOJIeTKH, JUCIIEPrHUPyEMbIE B TIOJIOCTH PTa

[Ipectapuym A, 10 mr, TabeTKH, TUCIIEPTUPYEMBIE B TIOJIOCTH pTa

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JelicTBytoliiee BENIECTBO: MEPUHIONPHUIIA APTUHHH.

IIpecrapuym A, 5 mr, Ta6J'IeTKI/I, AUCIICPIrUupyEMBIC B ITOJIOCTH pTa

Kaxxnas Ttabmerka comepKHT S5 MI TEpHHIONpWIA apruHuHa (cooTBeTcTBYEeT 3,395 wr
MIEPUHIONIPHUIIA).
BcnomoratenbHble BelecTBa, HaTUYME KOTOPBHIX HANO YYUTHIBATH B COCTaBe JIEKAPCTBEHHOTO

npenapara: JJakTo3bl MoHOTHIpaT — 62,73 mr, acnaptam — 0,2 Mr (cm. pasnen 4.4).

IIpecrapuym A, 10 Mr, TaOJIETKH, AUCHEPTUPYEMBIE B ITOJIOCTH PTA

Kaxnass tabnerka comepkut 10 Mr mepunmonpmia apruHuHa (cooTBeTCTBYeT 6,790 Mr
MIePUHIOIIPHUIIA).

BcnomoratenbHble BelecTBa, HaTUYME KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: JJakTo3sl MoHOTHUIpaT — 125,46 mr, acnaptam — 0,4 mr (cMm. pasaen 4.4).

[TonHBIN CTIMCOK BCIOMOTaTENIbHBIX BEIIECTB MIPEACTABIICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTku, nucreprupyemMsle B MOJIOCTH PTa.

Kpyrisie 1BOSKOBBINYKIIbIE Ta0IETKH O€1I0r0 I[BETA.

4. KJIMHUYECKUE JAHHBIE
41. Tloka3aHu$sl K IPUMEHEHHUIO
JlexapcTBennsiii ipenapar [Ipectapuym A moka3aH K MPUMEHEHHIO y B3POCIIbIX MMAIIMEHTOB:

* apTepuaibHasi THIIEPTEH3US;

*  XpOHHUYECKas CepAcuHas HEAOCTaTOYHOCTB;

* MpoQuIaKTHKa MMOBTOPHOTO MHCYJbTa (KOMOMHHMPOBAHHAS Tepalus C MHAAMAMUJIOM) Y
NAlMEHTOB, NEPEeHECHINX HWHCYJIbT WJIM TPAaH3UTOPHOE HAapyIIEHHE MO3TOBOIO
KpOBOOOpAIIEHUS 110 UILIEMUYECKOMY THILY;

* crabwibHag UBC: cHuxkeHne prucka cepieyHO-COCYUCTBIX OCIOXKHEHUH Y TAaI[MEeHTOB CO

crabuinsHoil UBC.
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COOTBETCTEYET 3KCINEPTHON
ot 08.08.2022 N= 18560

(NOCNEQCBATENEHOCTE 0007)

4.2. Cnocobd npuMeHeHHUs U J103bI

1Y OTUETY

PexxuM J103upoBaHus

BryTpb 110 01HOI TabJIeTKe OJIMH Pa3 B JICHb, JKEIATEILHO YTPOM Tepe] €I0M.

[Tpu BBIGOpE 03Bl CIIEYET YUYUTHIBATH OCOOCHHOCTH KJIMHUYECKOH cuTyanuu (cM. pasaen 4.4) u
cTerneHb cHwkeHus A/l Ha ¢hoHe TPOBOIUMON TEpaITHH.

Apmepuanvrnasn cunepmen3us

JlexapctBenHblii nmpenapat IIpecrapuymMm A MOXHO INPUMEHATH Kak B MOHOTEpANMH, Tak U B
COCTaBe KOMOMHUPOBaHHOU Tepanuu (cM. pazaensl 4.3, 4.4,4.5u 5.1).

PekomennyemMas HauanbHas 03a COCTABIISIET 5 MT | pa3 B CyTKH.

Y DanueHToB C BBIPAKEHHON AaKTHUBHOCTBIO CHUCTEMBl PEHMH-AHTMOTEH3MH-aJIbJ0CTEPOH
(0COOCHHO TIpH PEHOBACKYJISIPHOW THUIEPTEH3UH, TUIIOBOJIEMUN H/MIM CHIDKEHUH COJICPYKAHHS
3JIEKTPOJIUTOB IUIa3Mbl KPOBU, IEKOMIIEHCAIIUM XPOHUYECKOW CEpIeYHON HEJOCTATOYHOCTH WU
TSDKEJION CTENEeHU apTepHalIbHOM TMIEPTeH3MH) TOCye MpUueMa MmepBoil 103kl MpernapaTa MOXKET
pa3BUThCS BbIpakeHHOE cHUKeHUe AJl. B Hayasie Tepanuu Takue MauueHThl JOJKHBI HAXOAUThCS
O] TIIATEIHFHBIM MEIUIIMHCKHM HaOmofeHneM. PekomeHmyemass HadanbHAs 71032 Ui TaKUX
MaIMeHTOB cocTaBisieT 2,5 mr 1 pa3 B cyTku. st obecrieyeHns yka3aHHOTO pEKUMA JO3UPOBAHUS
CleyeT MPUMEHSTh MePUHAONPUIICOIepIKaIIlie MPenapaThl B TO3UPOBKE 5 MT B opMe AeTUMON
TaOJIeTKU.

B cinydae HeoOxoaumocTu yepe3 Mecsl] MOCiE€ Hayajla Tepanud MOXHO YBEIMYUTH 03y
npenapata 10 10 mr 1 pa3 B cyTku.

B Havanme Tepanuum JiekapcTBEHHBIM npemnapatoM IIpecrapuym A MOXET BO3HHUKATh
CUMITOMAaTUYeCcKasi apTepualibHas TUIIOTEH3MS. Y NAIMEHTOB, OJHOBPEMEHHO MOJIyYarOIUX
JUYpPETUKU, PHUCK pa3BUTUS apTepuUaIbHOW TUIOTEH3MM BBIIE B CBS3M C BO3MOXKHOM
TUIIOBOJIEMHEN U CHUKEHUEM COJEpPKaHUS JIEKTPOJIUTOB IuIa3Mbl KpoBU. CieyeT cobio1aTh
OCTOPOXXHOCTB IPU IPUMEHEHHH JIEKApCTBEHHOTO Ipenapata [Ipecrapuym A y 1aHHOW IpymIibl
MAIEHTOB.

Pexkomenmyercsi, 1O BO3MOXXHOCTH, NPEKPAaTHTh TMPHEM JTUYPETUKOB 3a 2-3 JHA [0
IpeJnojiaraeMoro Hauaja Tepanuu JIeKapcTBeHHbIM IipenapatoM [Ipectapuym A (cm. pasaen
4.4).

IIpy HEBO3MOXHOCTM OTMEHUTH JUYPETUKH, HadalbHas [03a JIEKAPCTBEHHOrO IIpernapara
[Tpectapuym A nosmkHa cocTaBisaTh 2,5 Mr. [[i1s obecrieueHus: yka3aHHOTO pekUMa JO3UPOBaHUS
cleyeT MPUMEHTh MePUHAOIPUIICOIEpPIKAIUE TTPenapaThl B 103UPOBKE 5 MI' B hopMe AeTUMOi
tabnetku. [Ipu 3TOM HEOOXOAMMO KOHTPOJMPOBATH (PYHKIUIO MOYEK U COAEp)KaHUE Kallus B
CBIBOPOTKE KpOBHU. B nanpHelimieM, B ciydyae HEOOXOAMMOCTH, /1032 IpenapaTa MOXXET ObITH

yBenuueHa. [Ipu Heo6X0AMMOCTH MpUeM IUYPETUKOB MOKHO BO30OHOBUTD.
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COOTBETCTEYET 3KCINEPTHON
ot 08.08.2022 N= 18560

V U1 oKUIIOTO BO3pacTa JIeUeHUe ClienyeT HaHuHATh dﬂ&ﬁ%“gyﬁ%%ﬂh EGégﬁgt}éHm

1Y OTUETY

YKa3aHHOTO PEeKUMa JI03UPOBAHUS CIIEIYET IPUMEHSITh MEPUHIONPHUIICOCPKAIIME MTPETapaThl B
J03UpoBKe 5 MT B popme nenumoii Tabnerku. [Ipu HeoOXoauMoCTH Yepe3 Mecsll Iocie Havyana
Tepanuu 03y MOKHO YBEJIMYUTH /10 5 MT' B CYTKH, a 3aTeM J10 10 MI' B CYTKH € y4ETOM COCTOSTHUS
byHKIMH movek (cM. Tad. 1).

Cepoeunas nedocmamounocmo

JleueHne MaMEeHTOB C XPOHUYECKOM CepIeYHOI HEJOCTAaTOYHOCTHIO JIEKAPCTBEHHBIM IIPErapaToM
[Ipecrapuym A B koMOMHAIUu C KajduiiHecOeperarwoluMu JUYPETUKAMU W/WIH JUTOKCHHOM
u/unu 6era-apeHo0I0KaTOpaMH, PEKOMEHAYeTCS HayMHaTh MOJ THIATENbHBIM MEIUIUHCKUM
HaOJII0/IeHUEM, Ha3Hayas IpernapaT B HadajabHOW 03¢ 2,5 MI OAMH pa3 B J€Hb, yTpoM. Jlis
o0ecrieyeHns yKa3aHHOTO PeXUMa JO3UPOBAHUS CIEAYeT MPUMEHSITh IIEPHHIONPHIICOAepKAIIIE
npemnapaTsl B JO3UPOBKe 5 MI' B opme nenumMoil Tabnetku. Uepes ABe HeJenu JIeYeHHs J03a
mpernapata MOXET ObITh MOBBINIEHA JO 5 MI OAWH pa3 B JCHb MPU YCIOBUU XOpPOILIEH
MEPEHOCUMOCTH J03bI 2,5 MT U YAOBIETBOPUTEIHHOIO OTBETA HA MPOBOIUMYIO TEPAIHIO.

VY manueHToB ¢ TSOKENOW CEepIevYHON HEeNOCTaTOYHOCTBIO, a TAKKe Y MAllMeHTOB W3 TPYIIIBI
BBICOKOTO pHUCKa (TIAIMEHTHI C HApyMIEHHON (YHKIMEH IMOYeK W TEHACHIUEeH K HapyIICHHIO
BOJIHO-DJIEKTPOJIUTHOTO OallaHca, MAlUEHThl, OJHOBPEMEHHO MOJydalolue AUYPETUKH W/WIH
COCYAOPACIIUPSIONINE JEKApCTBEHHBbIE IIpemapaThl), JEYeHHE JOJDKHO OBITh HA4aTo IMOJ]
THIATEIHHBIM MEIUIIMHCKUM Ha0IoeHueM (cM. paszaen 4.4).

VY MamMeHToB C BBICOKMM PHCKOM DPa3BUTHS CHMIITOMAaTHYECKOW apTepUAIbHOW THIIOTEH3UH,
HalpuMep, CO CHUKEHHBIM COJIepKaHHEM AJIEKTPOIUTOB MPU HATMYUHU UM 0€3 THITOHATPUEMUH,
C THUIOBOJIEMHEH WJIM C HWHTEHCUBHOM Tepamuedl IuypeTHKaMu, Iepel HadajioM Mpuéma
JIEKapCTBEHHOTO Tmpemnapara [Ipecrapuym A, 1O BO3MOXKHOCTH, TMEPEUYHCICHHBIE COCTOSHUS
JIOJDKHBI OBITh CKOpPpeKTHUpOBaHbl. Takue mokaszarenn kak BenwmuuHa AJl, GyHKIHMS movek u
coJiepKaHue Kajus B IUIa3Me KPOBU JIOJDKHBI KOHTPOJIMPOBATHCS Kak IMepel] HayalloM, Tak U B
npoliecce Tepanuu.

Ipoghunaxmuxa noemoproco uHcyibma (KOMOUHUPOBAHHASL MePanUsl ¢ UHOANAMUOOM,)

VY manueHToB ¢ 1epedpoBacKyISIpHBIMU 3a00JIEBaHUSIMH B aHAMHE3€, TEPAINIO JIEKAPCTBEHHBIM
npenapatoM IIpectapuym A cienyer HauuHATh € 1036l 2,5 MI' B TEUEHHE MEPBBIX JIBYX HEJEINb.
Jns  ofecriedeHuss ~ yKa3aHHOTO  peXXMMa  JIO3UPOBAHUS  CJeIyeT  IpPUMEHSTH
NEePUHJIONPUIICOIepKalllie Mpenaparsl B T03UpoBKe 5 MI B popme aenumoil TabneTku. 3atem
CJIEZyeT YBEIMYHTH JI03y J0 5 MT OJMH pa3 B CYTKH B T€UCHHE IMOCIEAYIONINX IBYX HEIENb JI0
MPUMEHEHUS WHAMaMU/Ia.

Tepanuio cieayeT HayMHATH B JII00O€ (OT JBYX HENENb J0 HECKOJIBKHUX JIET) BpeMs IOcie

IIEPEHECEHHOTO UHCYJIbTA.

Crpanuna 3 u3 33



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 08.08.2022 N= 18560

UBC: crudicenue pucka cepoedHo-cocyoucmsix )Cﬂomnw%%mr%gé%b@':;zl_ﬁégé&a&x

UHpapkm Muokapoa u/unu KOpOHApHy1o pesacKyIapu3ayuio

V¥ nanuenTtoB co ctadbunbHbIM TedeHneM BC tepanuto gekapcTBEHHBIM IIpEnapaTom
[Ipecrapuym A cienyer HauMHATh € 103bl 5 MT 1 pa3 B CyTKH.

Yepes 2 Henenu, NpH XOpolleld MEPEeHOCUMOCTH Ipenapara U ¢ y4€TOM COCTOSIHMS (DYyHKIMU
MOYEK, /1032 MOKET ObITh yBenuueHa 70 10 mr 1 pa3 B CyTKH.

[TarmeHnTaM MOKUIIOTO BO3pacTa ClIEAyeT HauMHaTh TEPANUIo ¢ 103bl 2,5 Mr 1 pa3 B CyTKH B
TedyeHue 0JHOM Henenu. i o0ecrneueHns yKka3aHHOTO peKruMa 103UPpOBaHMsI ClIe1yeT IPUMEHATh
NEPUHAONPUIICOIEPIKAILNE [IPenapaTsl B JO3UPOBKE 5 MI B (hopMe AenuMoi TabJIeTKH. 3aTeM
ClIeyeT YBEIMYUTh 03y 10 5 MI' OJIMH pa3 B CYTKM B TE€UEHUE CIEAYIOLIEH Henenu. 3areMm, C
y4€TOM COCTOSIHUS (PYHKLIMHU MOYEK, J03Y MOKHO yBenu4yuTh 10 10 Mr 1 pa3 B cyTku (cM. Tadm.
1). YBennuuBath 103y Ipenapara MOXKHO TOJIBKO IPH €ro Xopolled NepeHOCUMOCTH B paHee
PEKOMEHI0BaHHOMU J103€.

Ocobvie epynnvl nayuenmos

Hayuenmui ¢ NOYEeYHOU HedOCMamo4YHOCHbIO

VY manmeHToB ¢ MOYEYHOW HEJOCTATOYHOCTHIO 03y Iperapara CleayeT MoJ0UpaTh ¢ y4&ToM
kinupeHca kpeatunuHa (KK).
Tabmuma 1. [lo3upoBKa JIeKapCTBEHHOTO Imperapara Ilpecrapuym A 10pH  TOYSUHOU

HEAOCTATOYHOCTHU

KK (Ma/mun.) Pexomenayemas 103a

Oonee unu paBeH 60 S Mr/cyt

6onee i paseH 30 u menee 60 | 2,5 mr/cyT

6onee 15 u menee 30 2,5 Mr yepes JieHb

[Mamuentsl Ha remomuanuze*| 2,5 Mr B 1eHb quanmsa

MmeHee 15

* ouanusnoiii knupenc nepunoonpunrama — 10 ma/mun. Ipenapam ciedyem npunumams nocie
nposedeHus npoyedypsbl OUAIU3A.

Hayuenmul ¢ neuenounou He00Cmamo4HoCmbIO

[TatenTam ¢ HapymieHHeM (QYHKIMM MTEYEHU KOPPEKLIMHU 103kl He TpedyeTcs (cM. pasnensl 4.4 u

5.2).
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COOTBETCTEYET 3KCINEPTHON
ot 08.08.2022 N= 18560

(NOCNEQCBATENEHOCTE 0007)

1Y OTUETY

C€TH

JlexapcTBennsiii mpenapar [Ipecrapuym A He peKOMEHIyeTCs IETSIM U TOAPOCTKaM 10 18 et usz-
3a OTCYTCTBHSI JaHHBIX 00 3()()eKTUBHOCTH M O€30MaCHOCTH IPUMEHEHHUS Mperapara y NaleHToB
JTAaHHOW BO3pPACTHOM I'PYIIIIBI.

B nacTosiee BpeMsi HET JOCTaTOYHBIX JIAHHBIX 110 0e301acHOCTH U () (PEKTUBHOCTH MPUMEHEHUS
NEepUHIOIpUIIA Y JEeTeH U MOJPOCTKOB B Bo3pacte 10 18 net. merouecs: JaHHbIE, OMUCAHHBIE B
paszmene 5.1 He MO3BOJAIOT JefaTh PEKOMEHJAIMH MO CIOCO0Yy MPUMEHEHUS U JTO3UPOBKAM
npernapara y HaleHTOB JaHHON BO3PACTHOM IPYIIIHL.

Cnoco0 IIpuMeHeHus

BHyTpb, OIMH pa3 B CYTKH, JK€IaTEJIbHO YTPOM, Nepel NmpueMoM muum. TabineTky ciemyer

MMOJIOKHUTDL Ha A3BIK U IMMOCJIC TOI'O, KaK OHA paCTBOPUTCS Ha A3BIKC, IPOIJIOTUTH €€ CO CIIFOHOIA.

4.3. IIpoTuBoOMOKAa3aHUs

* THIEPUYYBCTBUTEIBHOCTh K NEPUHAONPUITY, WIM K JIIOOOMYy U3 BCIIOMOTaTEIbHBIX
BEILIECTBaM, IEPEYHUCICHHBIX B pasaene 6.1, npyrum unruouropam Alld;

* aHruoHeBpoTHueckuid OT€K (oT€k KBHMHKE) B aHaMHe3e, CBSA3aHHBIH C TNPUEMOM
unruoutopa AII® (cm. paznen 4.4);

*  HacJIeJCTBEHHBIN/UANONATUYECKUN aHTHOHEBPOTHUECKUI OTEK;

* OepeMEeHHOCTH U JakTauus (cM. pazzaensl 4.4 u 4.6);

* COBMECTHOE IPUMEHEHHE C AJUCKUPEHOM U JICKapCTBEHHBIMHM IpernapaTamu,
COJIepKALIMMHU AJTUCKUPEH, Y MALMEHTOB C CaxapHbIM AUa0ETOM U/WIH YMEPEHHBIMH WU
TSKEJIBIMU HapyLIEHUSIMU (YHKIMH MOYeK (CKOpocTh KiTyOoukoBoi ¢unbTpanuu (CKD)
< 60 M1/Mun/1,73 M? IIONTAM HOBEPXHOCTH Tena) (cM. pasaenst 4.5 u 5.1);

* COBMECTHOE NPUMEHEHHE C aHTaroHucramu penentopoB anruoreHsuHa II (APA II) y
MAIMEHTOB ¢ AuadeTndeckoi HedponaTueit (cMm. paznen 4.4);

* COBMECTHOE IIpUMEHEHHE C KOMOMHMPOBAHHBIMU JIEKApPCTBEHHBIMM IpernapaTamu,
colepXkallUMM BaicapTaH + cakyOuTpwi. Mexay MNpueMoM mocienHeill  J03blI
cakyOuTpuIIa 1 BaJicapTaHa ¥ HadajoM JeueHus npenapatoM [Ipecrapuym A HE0OX0aMMO
BBIZICpKaTh UHTEPBa He MeHee 36 yacoB (cM. pasnensl 4.4 u 4.5);

* DKCTpakopIiopalbHas Tepamus, Beayllas K KOHTaKTy KpPOBH C OTpHUIATEIbHO
3apsHKEHHBIMU TIOBEPXHOCTAMH (cM. pazgen 4.5);

* BBIP@XEHHBIH JIBYCTOPOHHUI CTEHO3 TOYEYHBIX apTepHUil MM CTEHO3 apTepuu

€IMHCTBCHHOHN (DYHKIITMOHUPYIOIICH TOYKH (CM. Takxke pazzien 4.4).

Crpanuna 5 n3 33



COOTBETCTEBY ET_ 3K

ot 08.08.2022 N= 1

4.4. OcoOble yKa3aHUS U MepPbI PETOCTOPOKHOCTH nﬂﬁpﬂﬁ%&éﬁﬁ

C 0CTOPOKHOCTBLIO

JIByCTOPOHHUI  CT€HO3 IIOYEYHBIX AapTepUld WIM CTEHO3 AapTEepUU  EIUHCTBECHHOU
GYyHKIUMOHUpPYIOIIEH  TMOYKHM, T[OYeYyHas  HEeJAOCTaTOYHOCTh, CHUCTEMHbIe  3a00JieBaHUs
COCIMHUTEIIbHON TKaHU (CHCTeMHas KpacHas BOJYaHKa, CKIEPOJEpPMHsS M JAp.), Tepamus
MMMYHOCYIIPECCOpPaMH, aJUIOIypUHOJIOM, IIPOKAMHAMUJIOM (PUCK pa3BUTHA HEHUTPOICHUH,
arpaHyJIOINTO3a), CHIYKEHHBI 00beM IIUPKYIUPYIONIEH KpoBH (IpUEM TUYPETHKOB, OeccolieBast
JUeTa, pBOTa, AWapes), CTEHOKapHaus, LepeOpoBacKysspHbIE 3a00JeBaHUs, PEHOBACKYJISpHAas
TUIEPTEH3Us, CaXapHbli NuabeT, MepBUYHBIN THIIEPAIbIOCTEPOHU3M, XPOHUYECKAs CepleUHas
HenoctaToyHocTh [V yHKIMoOHanbHOrO Kiacca mo kinaccupukanmu NYHA, coBmecTHOE
NpUMEHEHHE KaluiicOeperalommx JIUypeTUKOB, MPENapaToB Kauus, KaJluHCOIep KaIlIiX
3aMEHUTENIeN MUIIEBOM COJM U JIUTHS, aTUCKUPEHA U IPEenaparoB, COJAEpKallUX AJIUCKUPEH Y
MaueHToB 0e3 caxapHoro Auadera Wi HapylIeHUH (QyHKIIUU MOYEeK, aHTarOHUCTOB PELENTOPOB
anruotensuna |l (APA II) y nanueHtoB 0e3 auabeTHUecKON HepONaTHh, THIEPKaTHEMHES,
XHPYpPrUYecKOe  BMENIATEIbCTBO/OOIIAs  aHECTEe3Ws, TIEeMOJUAIN3 C  HCIOJIb30BAHUEM
BBICOKOIIPOTOYHBIX MEMOpaH, IeCEHCHOMITM3UPYIOIIAs Tepanus, agepe3 JIUMONPOTEHHOB HIU3KOM
wiotHoctu  (JIITHII),  cocrostHme  mocne — TpaHCIUIAHTAI[MM  TOYKH,  AOPTAJIbHBIM
CTEHO3/MUTpaIbHBINA CTEHO3/THIIEpTpOdrYecKass 0OCTPYKTHBHAS KapAHMOMHUONATHS, IPUMEHEHHE
y NalMEHTOB HETPOUIHOMN PACHI.

Cradunbnas UBC

HpI/I pa3BUTHU 1I000ro0 OIIHU304a HeCTaOMIbHOMI CTCHOKAapAWU B TCYCHUC IICPBOI'0 MECALla TCpallnn
JICKApCTBCHHBIM IIPCIIapaToOM HpeCTapHyM A CJICAYyCT OLCHUTHL IMPEUMYHICCTBA U PHUCK 10
MMPOAOJIDKCHUA TCPAIInu.

AprepranbHasi THIIOTEH3US

Nuru6uropsr AII® moryT BbI3bIBaTh pe3koe cHkenue AJl. Cumnromaruyeckas apTepuanbHas
TUIIOTEH3MsI PEIKO pa3BUBAETCA Yy MALMEHTOB C HEOCIOXHEHHBIM TEUEHHEM apTEepUAIbLHON
runepreH3uu. Puck upeamepHoro cHmkeHus A/l moBbliieH y nanueHToB co cHukeHHbIM OLLK,
YTO MOXKET OTMEYaThCs Ha JOHE Tepanuu JNypeTUKaMHU, IPH COONIIOIEHUN CTPOroi OeccoseBoit
JUETHI, AMATN3E, AMApEE U PBOTE, a TAK)KE Y NALUEHTOB € TSOKEION CTENIEHbIO PEHNH-3aBUCUMOMN
runepreH3uu (cM. pazzuensl 4.5 u 4.8). CuMnToMaTHuecKkas apTepuaibHas TUIIOTEH3UsS MOXKET
HaAOJII0/IaThCS Y MAIIMEHTOB C KJIMHUYECKUMHU IPOSBICHUSIMH CEp/IeYHON HEIOCTATOYHOCTH, BHE
3aBHCHUMOCTH OT HAJIMYHUS MOYEYHOH HEJAOCTATOYHOCTU. DTO Oojiee BEPOATHO Yy MALMEHTOB C
CEpJCYHOM HENOCTaTOUYHOCTBIO TSDKENONW CTENEHU, KaK peaklus Ha MPUEM «IIETIEBBIX»
JUYPETUKOB B BBICOKMX J103aX, THUIOHAaTPUEMUIO WIH (YHKIHMOHAIBHYIO [OYEUHYIO

HEAOCTATOYHOCTD. v MAalUMCHTOB C IIOBBIIICHHBIM PHUCKOM Pa3BUTHA CUMIITOMaTHYECKON

Crpanuna 6 n3 33



COOTBETCTEYET 3KCINEPTHON
ot 08.08.2022 N= 18560

apTepUAaNbHOM TUIMOTEH3MH HEOOXOIUMO TIIATEILHO Kbﬂﬁ:ojﬁ%' 'S M I:r'wﬂ'ml_pﬂd-' Ho4eK u

1Y OTUETY

CoJIep’KaHue Kalusl B CBIBOPOTKE KPOBH B Hayajle TEPANUU U IIPU 110A00pE 1035l JIEKAPCTBEHHOTO
npenapara [Ipecrapuym A (cm. paznenst 4.2 u 4.8).

[TonoOHbII moaxoa mnpumeHsercss Wy mnamueHToB ¢ HMBC wu  mepedpoBacKyIsIpHBIMU
3a00JI€BaHUSAMH, y KOTOPBIX BBIPDAKEHHAs apTepuaibHas TUIOTEH3Us MOXKET IPUBECTU K
UH(papKTy MUOKap/a WIK HApyIIEHHIO MO3TOBOTO KPOBOOOPAIICHHUS.

B cnyuae pa3Butus aprepuaibHOI THIIOTEH3UU NAMEHT JAO0JDKEH OBITh MEepPEeBEAEH B MOJOKCHHE
«1&Xay» Ha CIMHE C MPUIIOAHATHIMU Horamu. Ilpn HEOOXOAUMOCTH ClleAyeT BOCIIOIHUTh 00BbEM
LUPKYJIUPYIOLIEH KpOBU INpH IOMOIIM BHYyTpuBeHHOro BBeaeHus 0,9 % pactBopa Hatpus
xnopuaa. [Ipexonsmias aprepraibHas THIIOTEH3US HE SBISETCS NPENSTCTBUEM ISl JallbHEHIIero
npuéma npenapara. [locne Boccranosienust OLIK u A/l neuenre MoxeT OBITH MPOJOIKEHO. Y
HEKOTOPBIX MAIlMEHTOB C XPOHUYECKOH cepaeuHoi HepoctarouHOCThio (XCH) M HOpManbHBIM
WK CHWKeHHbIM AJl nekapcTBeHHbI npenapaT Ilpectapuym A MOXET BbI3BIBATh
JIOTNIOJIHUTENbHOE CHIDKEeHUE AJl. DTOT 3Q ekt npeackasyeM U 00bIYHO He TPeOyeT MpeKpalleHus
tepanuu. [Ipu MosIBIEHNH CUMIITOMOB BBIPQ)KEHHOTO CHIDKEHUSI A/l clieayeT yMEeHbIIUTh 03y
npernapara Uil MPeKpaTUTh ero MpUeM.

MuTtpanbHbII CTEHO3/ aopTalbHBIN CTGHOS/FI/IHCDTDOd)I/I‘IeCKaH O6CTDVKTI/IBH3H KapAnOMHMOIIATHUA

JlexapctBennbiii mpemnapat IIpecrapuym A, kak u apyrue uHruoutopsl AIID momxeH c
OCTOPOXHOCTBIO Ha3HAYAThCS C MHUTPAIBHBIM CTCHO30M, a TAaK)Ke MAIUECHTaM ¢ OOCTPYKITHCH
BBIXOJTHOTO TPaKTa JIEBOTO KEITyJ0uKa (a0pTaIbHBIM CTEHO3, TUIiepTpoduueckas 00CTpyKTUBHAS
KapJIMOMHUONIATHS ).

Hapyuienue d)VHKHI/II/I NOYCK

[Taiuentam ¢ moueyHoit HemoctatrodHocThio (KK wmenee 60 wmui/MuH) HaudaidbHYHO /103y
JekapcTBeHHoro npemnapara [Ipecrapuym A BbiOupatoT B 3aBucuMoctu oT 3HaueHus KK (cwm.
pasznen 4.2) u 3areM B 3aBHCUMOCTH OT TepamneBTHYeckoro 3¢ddexra. Jlns Takux ManueHTOB
HE00XO0/IUM peryJisipHbIil KOHTPOJIb KOHLIEHTPAIIMM KPEeaTHHUHA U KaJlusl B CBIBOPOTKE KPOBH (CM.
pasnen 4.8).

ApTtepuanbHasi TUIIOTEH3Us, KOTOpasi MHOTJ]a pa3BUBaeTCs B Havase npuéma nHruouropon AIlD
y manueHToB ¢ cumnromarudeckoil XCH, MoxeT mpuBeCTH K yXYIIIEHUIO (YHKIHMU MOYEK.
Bo3MoxHO pa3BUTHE OCTPOIl MOUYEUHOI HEAOCTATOUHOCTH, KaK MPaBUIIO0, 00PaTUMOM.

VY nanueHTtoB C JBYCTOPOHHHM CT€HO30M IIOYEYHBIX apTepHil MM CTEHO30M apTepuu
€MHCTBEHHOM MOYKU (0COOEHHO MPH HAIMYUU MOYEYHON HEJOCTAaTOYHOCTH) Ha (hoHE Tepanuu
uHruouropamun AIl® BO3MOXXHO TOBBIIIEHHE KOHIEHTPAIMM MOYEBMHBI M KpEaTWHUHA B

CBIBOPOTKC KpPOBH, 00BIYHO npoxoadmee IMmpu OTMCHE TCpallruu. I[OHOJ'IHI/ITCJ'ILHOC HaJIN4ue
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apTepUaIbHOW TMIIOTEH3UU U MOYEYHON HEJOCTATOYHOCTH Y TAKUX MALIMEHTOB.

JledeHue TakMX NAIMEHTOB HAYMHAIOT TIOJ[ TIIATEIHBIM MEIUIIMHCKUM HAOIIOJICHHEM C
NPUMEHEHHEM HU3KUX /03 Mpernapara U JajbHEeHIIUM aJeKBaTHbIM mojadopom a03. Cruemyer
BPEMEHHO MPEKPATUTh JICYEHUE JUYPETUKAMU U IPOBOJIUTH PETYJIAPHBINA KOHTPOJIb COAEPIKAHMS
KaJIMS M KPEaTUHUHA B TUIA3M€E KPOBU HA MPOTSKEHUU NIEPBBIX HECKOJIBKUX HEJIEb TEPAITUH.

Y HEKOTOpHIX TAIMEHTOB C apTepUANbHON TUIepTeH3Wel O0e3 yKa3aHus Ha Haaudue
MPEIIECTBYIOLIETO 3a00JIeBaHUs COCYIOB MOYEK MOKET MOBBILIATHCS] KOHIICHTPAIUS MOYEBUHBI
U KpeaTHHUHA B CBIBOPOTKE KPOBU, OCOOEHHO IIPU OJTHOBPEMEHHOM IIPUMEHEHUH JUYPETUUECKUX
cpencTB. JlaHHbIe M13MEHEHUS! OOBIYHO BBIPAKEHBI HE3HAYUTEIILHO U HOCSAT OOpAaTUMBIIA XapaKTep.
BeposTHOCTE pa3zBUTHs ATUX HAPYLWIEHUN BbBILIE Y NMALMEHTOB C MOYEYHON HEAOCTATOUYHOCTHIO B
aHamHe3e. B Takux chmydasx MOXKeT NOTpPeOOBaThCS OTMEHA WM YMEHBIICHHE J03bI
JeKapcTBeHHOro npemnapara [Ipecrapuym A u/unm quypeTuka.

I'emoaunanus

VY nanueHToB, HAXOAUIUXCS HA TEMOJIMAIIA3E C UCIIOIB30BAHUEM BBICOKOMIPOTOYHBIX MEMOpaH,
OBLIM OTMEUYCHBI CITyYan pa3BUTHS aHAPWIAKTHUECKUX PEaKINii Ha OHE Teparnuy HHTHOUTOpaMu
AII®. B 1o00HBIX CUTYaLIUAX CIEIYET PACCMOTPETh BOZMOKHOCTh Ha3HAYEHUS THIIOTEH3UBHOTO
mpernapara Ipyroro Kjiacca Wid UCIOIb30BaHUs AUATU3HON MEMOpaHbI IPYroro TUIIA.

TpauncmiagTanus HO4YKU

JlanHble O TpPUMEHEHUHU JIeKapCcTBEHHOro mpemnapara [Ipectapuym A y mnamueHTOB IOCIHE
TpaHCIUIaHTAIUU TOYKH OTCYTCTBYIOT.

PeHoBacKynsipHas TMIIEPTEH3US

VY nanueHToB C JBYCTOPOHHHMM CTEHO30M IIOYEYHBIX apTepUil MM CTEHO30M apTepuu
€MHCTBEHHON (YHKIMOHUpYIOIEH nouku Ha (oHe Tepanuu uHruouropamu AIID Bospactaer
PHCK Pa3BUTHS apTEpUAIbHOM TMIIOTEH3UM U MOYEYHON HEeAOCTaToOuHOCTH (cM. paszen 4.3).
[IpuMeHeHHe AUYPETHUKOB MOXET OBITh JOMOJHUTENBHBIM (DAaKTOPOM pHUCKA. YXYyIIIEHHE
(GYHKIIMM MMOYEK MOKET HaONI0AAaThbCs YXKE€ MPU HE3HAYUTEIbHOM W3MEHEHUH KOHLEHTpaluu
KpeaTMHHHA B CHIBOPOTKE KPOBM, JaXX€ y MAllMEHTOB C OJHOCTOPOHHUM CTEHO30M IOYEHHOM
apTepHH.

[IoBpIIICHHAS YYB CTBUTCIBHOCTD/ AHTHOHEBPOTHUUYECKUM OTEK

[Tpu npuéme unrud6uropos AIlD, B ToMm yrcie U NepUHIONPHIIA, B PEIKUX CIy4asxX U B JII0OOM
nepuojie Tepanuy MOXKeT HaOI0JaThCsl pa3BUTHE AaHTHOHEBPOTHUECKOTO OTEKA JIMIIA, BEPXHUX U
HIDKHUX KOHEYHOCTEH, Ty0, CIM3HCTHIX 000JIOUEK, S3bIKa, TOJOCOBBIX CKIJIAZIOK M/MIIM TOPTaHH
(cMm. pazzen 4.8). Ilpu mosiBIEHHMH CHMOTOMOB INMPHEM Mperapara J0JKeH ObITh HEeMEIEHHO

mpeKpami€, a MalueHT JOJDKEH HaOMI0JaThCs 10 TeX MOp, MOKa MPU3HAKKA OTEKA HE MCUYE3HYT
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CaMOCTOATENIBHO, XOTS JUIsl JICYEHHsS CUMIITOMOB MOTYT IIPUMEHSTBHCS AHTUTMCTAMUHHBIE
CpencTBa.

AHIMOHEBPOTUYECKUN OTEK, COMNPOBOXKAAKOUIUICA OTEKOM TOpPTAaHU, MOXKET MPUBECTH K
netanbHOMY Hcxoay. OTEK s3bIKa, TOJIOCOBBIX CKJIAJOK WM TOPTAHUM MOXKET IPUBECTH K
OOCTPYKIMH JbIXaTEIbHBIX IMyTel. [Ipyu MOsSBICHUU TaKMX CUMOTOMOB TpeOyeTcss HEOTIOXKHAs
Tepanus, B TOM YHCJE, MTOJKOKHOE BBeJIeHUE dnuHedprHa (aApeHaIMHA) W/HIU o0ecreueHue
MPOXOAMMOCTH JbIXaTelabHbIX IyTeil. [lanMeHT [OJKeH HaxOIWThCS TMOJ TIIATEIbHBIM
MEAUIIMHCKUM HAOIIOACHUEM J0 MOJHOTO U CTOMKOTO NCYE3HOBEHHS] CUMIITOMOB.

Y DnauMeHTOoB € AHTMOHEBPOTMYECKUMM OTEKOM B AaHAMHE3€, HE CBA3AHHBIM C IMPUEMOM
uHruouTOpoB AII®D, MOKET OBITH MOBBIIIEH PUCK €r0 PAa3BUTHA MPH MpHUEME MpEnapaToB ATOH
rpynnsl (cM. pazzaen 4.3).

B peaxux ciydasx Ha ¢pone Tepanuu uHruoutopamu AI1® pa3BuBaics aHTHOHEBPOTHUECKUN OTEK
KkuieyHuka. [Ipu 5ToM y manueHToB oTMeuanach 00J1b B )KUBOTE KaK M30JIMPOBAHHBIN CUMITOM
WIM B COYETaHUM C TOIIHOTOM M pPBOTOM, B HEKOTOPHIX Ciydasx O€3 MpelleCTBYIOLIETO
AQHT'MOHEBPOTUYECKOr0 OTEKAa JMUAa M Hpu HOpMaidbHOM ypoBHe Cl-acrepassl. Jluarnos
YCTaHABIIMBAJICS C IOMOIIBbIO KOMIBIOTEPHON TOMOTpaduu OPIOLIHOM MOIOCTH, YIHTPA3BYKOBOTO
UCCJIEOBAHUS WIM TpPU XUPYPrHUECKOM BMemareabcTBe. CHMITOMBI  HCUE3aIM  IOCTE
npekpamieHus npuéma nHruouTopo AII®. [TosromMy y manueHToB ¢ O0JIBIO B 00JIACTH JKUBOTA,
nonyvaromux uHrHOuTopel All®D, npu mnpoBeneHnn audQepeHINaTbHON AUArHOCTHKH
HEO0XO/IMMO YUYHUTHIBATh BO3MOXHOCTh Pa3BUTHS aHTMOHEBPOTHUYECKOTO OTEKA KUIIEYHUKA (CM.
pazzaen 4.8).

CoBMecTHOE INPpUMCHCHHEC C KOM6I/IHI/I‘[)OBaHHI>IMI/I JICKAPCTBCHHBIMU openaparamMu,

COZIEPKAIIIMMHU BaJICApTaH + CakyOUTPUII

CoBMecTHOE NpUMEHEHHE MEpPUHJONpHIAa ¢  KOMOMHUPOBAaHHBIMU  JIEKAPCTBEHHBIMU
npenapaTami, CoJAepKallliMU BajcapTaH + CaKyOMTpHII, MPOTHBOIOKA3aHO, TaK KaK MOBBIIIEH
PHUCK pa3BUTHUSI aHTHOHEBPOTHUYECKOT0 OTEKA (CM. pazjnen 4.3).

[lpumeHeHre KOMOMHHMPOBAHHOTO JICKAPCTBEHHOTO IMIperapara, COIep)Kallero BajcapTaH +
cakyOUTpuII, BO3MOKHO HE paHee, 4yeM yepe3 36 4acoB 1oclie nociaeIHero npuéma nepuHI0npuia.
[TpuMeHeHne MepUHIONIPHIIa BO3MOXKHO HE paHee, ueM yepes 36 yacoB nocie npuéma rnocieanei
710361 KOMOMHHPOBAHHOTO JICKAPCTBEHHOTO ITpernapara, CoJAep KaIlero BajacapTal + cakyOonTpui
(cm. paznenst 4.3 u 4.5).

OnHoBpeMeHHOE puMeHeHHe HHruouTopoB AIID 1 HHrHOUTOPOB HEUTPATLHON SHAOMENTH A3k
NEP (nampumep, panekaaorpui), nHruoOuTropoB MTOR (Hampumep, cupoimmyc, 3BEpoIUMYC,

TeMCI/IpOJ'II/IMYC) 1 TJHUITHUHOB (Haan/IMep, JJUHArJIUIITHH, CaKCarjiulTHH, CHTarJuIITHH,
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JBIXATEIbHBIX MyTEH WM SI3bIKa, COMPOBOKIAIONIUIICS PECTUPATOPHBIMHI HAPYIICHUSIMU W 0e3
HUX) (cM. pazzuen 4.5). B 3To# ¢Bs3u HEOOXOUMO TIIATEIILHO B3BECUTHh COOTHOIIICHHUE MOJIb3bI U
pHCKa Iepe] Ha3HauYCHHEM paleKkagoTpuiaa, HHruouTopoB MTOR (Hampumep, CHPOIHMYC,
9BEPOJIUMYC, TEMCHPOJIMMYC) M TJIMITHHOB (HAmpuMep, JIMHATJIMITHH, CaKCArJIMIITHH,

CUTArJUITHH, BUJIATIMIITHH) Y HAMEHTOB, IPUHUMArOUX HHruourop AI1®.

AHad)I/IJ'IaKTOI/IHHBIe PCAKIIMU IIpU ITPOBCACHHUU a(bepesa JIMIIONPOTEHMHOB HHW3KOH IIJIOTHOCTH

(JIITHIT)

B penkux ciydasx y nmanueHToB, MOJydaromux HHruOuTopsl AIID, mpu npoBeneHHH MpoLeTyphl

adepesa JIITHII ¢ ucronp3oBaHrEM JIEKCTpaH Cysb(}aTa MOTYT pa3BUBATHCS YTPOKAIOIIUE KUIHH
aHaduiuakTouHble peakuuu. s mpenoTBpalieHus aHaQUIAKTOMAHOM peakUuu CclenyeT
BpPEMEHHO IpeKpalaTh Tepanuto uaruouropom AIlD nepen kaxxaoi npoueaypoit adepesa.

AHad)I/IJ'IaKTOI/IHHBIe PCAKIIMH IIpH IMMPOBCACHUN HGCCHCHGI/IHI/ISaHI/II/I

HmeroTcs oTaenbHBIE COOOIICHHST O Pa3BUTUU aHA(DHMIAKTOWIHBIX PEAKIHA y MalUeHTOB,
nosryyaroux HHruoutopsl AII® Bo BpeMs JeceHCUOMIM3UPYIOLIEH Tepanuu, HalpuMep, SA0M
[EPENOHYATOKPBUIBIX HACEKOMBIX. Y OTHX NAalMEHTOB IOJ00HBIE pPEAKIMU YyIaBalOCh
OPEJOTBPATUTh MyTEM BPEMEHHOM OTMEHbl MHrHOUTOpOB AIID, HO mpu ciaydaliHOM WM
HEaKKypaTHOM BO300HOBJICHUHU JICUEHUS PEAKIIMU MOTJIU Pa3BUTHCSI BHOBbD.

HaDVIHCHI/Ie d)VHKIII/II/I IISCYCHU

B penkux cnydasx Ha Qone npuéma uHruoutopo AIID Habmomancss CHUHIPOM pPa3BUTHS
XOJIECTAaTUYECKON JKEITYXH C MepexoJoM B (YIbMHHAHTHBI HEKpPO3 MEYEHU, HHOI/a C
JIeTaIbHBIM UCXO0J0M. MeXaHU3M pa3BUTHS 3TOT0 CUHApPOMa HesceH. [Ipu nmosiBieHnn KenTyxu
WIM 3HAYUTEIIbHOM TMOBBIIIEHUH AKTHUBHOCTH «IMEYEHOYHBIX» (EepMEeHTOB Ha (¢oHe mnpuéma
uHruouropo AIl® crenyer npekparuTh nNpuéM mpemnapara (cM. paszgen 4.8), NalUeHT J0JKEeH
HaXOJUTHCS MOJ1 COOTBETCTBYIOIIUM MEIUIIMHCKAM HAOII0IE€HUEM.

HetiTpornienust/arpanyaonuTo3/TpoOMOOIIUTOIIEHUS/ aHEMHUS

Ha ¢one npuéma wunrubutopo AII® MoOryr BO3HHMKAaTh HEWTPOIEHUS/arpaHyJIONUTO3,
TPOMOOIIMTONEHUS U aHEeMUs. Y MAlMEHTOB ¢ HOPMAIbHOM (yHKIMEH MOYEeK U NMPH OTCYTCTBUU
JPYTUX OTATOMIAIONINX (PAKTOPOB HEUTpoIeHus pazBuBaercs peako. C 0coboil 0cTOPOKHOCTHIO
CIEIyIOT TPUMEHATh MEPUHJIONPUI Yy TMAUEHTOB C CHUCTEMHBIMU 3a00JIeBaHUSIMU
COCTMHUTENIbHON TKaHu, Ha ¢oHEe mpuéMa HUMMYHOJIENPECCAHTOB, aJUIONYpPUHOJA WIH
pOoKauHaMK/a, UM TIPU COUYETaHUU 3TUX (PAKTOPOB pUCKa, OCOOEHHO MPH HAIWYMUA MUCXOIHOTO

HapylmeHus QyHKIH MOYeK.

Crpanuna 10 u3 33



COOTBETC TEI d ET KL

vy HCKOTOPBIX IMAIMCHTOB BO3HHKAJIA TSDKEID

WHTCHCUBHOW  aHTUOWOTUKOTepanuu. [lpu  Ha3HaueHWW  JICKAPCTBEHHOTO  Mperapara
[TpecrapuyMm A TakuM MalMEHTaM PEKOMEHyETCS MEPUOINICCKU KOHTPOIUPOBATH COJEPIKAHUE
JICUKOITUTOB B KPOBH. [1aIlieHThI JOIKHBI COOOIIATE Bpavy O JIFOOBIX MPH3HAKaX HH()EKIIMOHHBIX
3aboeBanuii (Hapumep, O0JIb B TOpJIe, IUXOPATKA).

DTHHYECKHE DAZIAYUS

CrnenyeT yuuThIBaTh, YTO Y MALMEHTOB HETPOUHON pachl pUCK Pa3BUTHS AaHTMOHEBPOTHUYECKOIO
otéka 6osiee BoicoK. Kak u apyrue uaruourops! AIID, nekapcrBeHHsbIi npenapat [Ipecrapuym A
MeHee 3(pPeKTUBEH B OTHOILIEHUU CHIDKEeHUs A/l y MallMeHTOB HETPOUTHON Pachl.

Jannblii 3 PexT BO3MOKHO CBSI3aH C BEIpAKEHHBIM MPeodiafaHneM HU3KOPSHHHOBOTO CTaTyca y
ITALMEHTOB HErPOUIHOM pachl C ApTEPUATIbHOU TMIIEPTECH3UEH.

Kaenp

Ha ¢one tepanuu uaruéutopom AIID moxkeT BO3HHKATh YIMOPHBIM CyXO#l Kalleidb, KOTOPBIi
MpeKpalaercss Iocjie OTMEHBI Mpenapara. OJTO CJelyeT YYUThIBaTh MpPU MPOBEACHHUH
QG epeHIaIbHON THarHOCTUKY KIS,

XHUpYPrudecKoe BMEIIATEILCTBO/ 06HIa$I AHCCTC3UA

VY nanMeHToB, KOTOPBIM IUIAHUPYETCS NPOBEIEHUE OOIIMPHBIX ONEpalui WIM HpUMEHEHHE
CPE/ICTB ISl aHECTE3UH, BHI3BIBAIOIINX apTEPHAIbHYIO THIIOTEH3HIO, IPUMEHEHUE IEPUHIONPHUIIA
MOXeET OJIOKMPOBATh 00pa3oBaHue aHrHOTeH3MHA 1] Ha poHe KOMITIEHCATOPHOTO BHICBOOOXKICHUS
pennHa. JledeHue cieayeT MpeKpaTHTh 3a CYTKH 10 omepauuu. [Ipu pa3BuTum apTepuanbHON
TUIIOTEH3UU N0 yKa3aHHOMY MeXaHHu3MYy cieayeT noaaepxusarb AJl myrém Bocnonanenus OLIK.

' nnepkamueMus

['unepkanuemMusi MOXKET pa3BUBAThCS BO BpeMs jedueHus uaruouropamu AIID, B Tom uucne, u
nepusonpuioM. Maruburopst AII® MoryT BeI3BaTh THIEPKAINEMHUIO, TAK KAK OHU UHTUOUPYIOT
CEKPELHUIO albJ0oCTepOHa. DTOT PPEeKT OOBIYHO HE3HAUUTENIEH y MAallMEeHTOB ¢ HOPMAaJIbHOM
¢dyHkuueit novyek. PakTopaMu pUCKa THIIEPKATUEMHMU SIBIISIOTCS MOYEYHAs HEJIO0CTaTOYHOCTh,
CHI)KEHHME (YHKIMHU T1O04YeK, Bo3pacT crapme 70 Jer, caxapHblii [auabeT, HEKOTOpble
COITYTCTBYIOIIIME COCTOSIHUS, B YACTHOCTH JI€THJIpaTallys, OCTpas cepliedHasl HeIOCTaTOYHOCTb,
METa0OJIMUECKUI alnu03 U COBMECTHBIN NMpUEM KanuiicOeperaronmx AMYPETUKOB (TaKUX Kak
CIUPOHOJIAKTOH M €ro IPOU3BOJHOE DIUIEPEHOH, TPUAMTEPEH, AMMJIOpHUI), IHUIIEBBIX
00aBOK/TIpenapaToB Kajusl WIM KalIUWCOAEp)KalUX 3aMEHUTENeH MUIIEBOM COJIM, a TaKkKe
INPUMEHEHHE JPYTUX MpernapaTroB, CIOCOOCTBYIONIMX MOBBIIMICHUIO COAECPKAHUS Kalusl B KPOBU
(HampuMep, TemapuH, KO-TPUMOKCa30d ((pUKCHpOBaHHAs KOMOMHAIMS cCylib(haMeToKcaszosia |
TPUMETOIIPHMa), U OCOOEHHO AaHTAaroHHCTOB ajbJOCTEPOHA WJIM AHTarOHWCTOB PELENTOPOB

anrnotensuHa II (APA 1I).
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KaJUHCOJAep/KalMX 3aMEHUTENEH IUIIEBOM COJM MOXKET IPUBECTH K 3HAUYUTEIBHOMY
MOBBIIICHUIO COJCPKAaHUS Kallusl B KPOBH, OCOOEHHO Yy MAIMEHTOB CO CHIDKEHHOH (yHKIMeH
noyek. ['mmepkamuemuss MOXET IPUBECTH K CEPbE3HBIM, MHOIZA (aTalbHbIM HapylIEHHUSIM
cepaeuyHoro purma. KanuiicOeperaromye IUypeTMKM W @HTAarOHUCTBI  PELENTOPOB
anrunotensuHa |l (APA 1) cienyer npuMeHSTh ¢ OCTOPOKHOCTBIO y MAIMEHTOB, IPUHUMAFOIIUX
uHruouropsl AIl®; npu 3T0M HEOOXOIUM MOHHTOPUHT YPOBHS KajHs B CHIBOPOTKE KPOBU H
¢yHkuun nouek. Ecaum  HeoOXoQuM COBMECTHBIM INpPUEM JIEKApCTBEHHOI'O Ipenapara
[Ipectapuym A ¥ yKa3aHHBIX BBbIIIE [IPENaparoB, JEYEHHE JODKHO IPOBOAMUTHCS C
OCTOPOXKHOCTBIO Ha (POHE PETYISAPHOTO KOHTPOJIS COACPIKAHUS KaIHs B CHIBOPOTKE KPOBH (CM.
paznen 4.5).

ITamueHTEI ¢ caxapHbIM I[I/Ia6eTOM

[lpy Ha3HayeHWW Tpenapara MalUEHTaM C CaXapHbIM  JUAa0ETOM,  IOJyYaroIIuM
THITOTJIMKEMHYECKUE CPEACTBa Ul puéMa BHYTPbh WIM WHCYJIMH, B TCUCHHE TEPBOrO Mecsla
tepanuu THruouTopoM AlID HE0OXOAMMO pEryIsipHO KOHTPOIUPOBATH KOHLIEHTPALIUIO TIIFOKO3bI
B KpOBH (CM. pazzen 4.5).

IIpenapaThbl TUTHUS

CoBMecTHOE NMPUMEHEHHE JIEKapCTBEHHOro npenapara [Ipecrapuym A u npemnapaToB JIUTUS HE
pexkomenayetcs (cm. pazzaen 4.5).

KanuiicOeperarolme 1MypeTuky, Ipenaparsl KajlIus, KaJIUNCoaepKalle 3aMESHUTEN MUILIEBOM

COJIM U ITMIIICBBIC I[O63.BKI/I

He pexomenayeTcsi coBMeCTHOE MpUMEHEHUE MePUHA0NPUIIA U KaTuiicOeperaronx J1MypPEeTUKOB,
a TaKXKe MpenaparoB Kajaus, KAIMHCOAEPKAIIUX 3aMEHUTENICH MHINEBOM COJMM W TNHUIIEBBIX
n06aBok (cM. paznen 4.5).

JIBoiiHag 6xokaga PAAC

EcTh naHHbBIE, CBUJETEILCTBYIOLIME O TOM, YTO COBMECTHOE IMpUMeHeHHe MHruoutTopoB AllID,
AQHTaroOHMCTOB PELENTOPOB AHTHOTEH3MHA Il MM anMCKHpeHa MOBBIMIAET PUCK apTEPUATIBLHON
TUIOTEH3UH, TUINEPKATUEMUN M CHIDKEHUS (PYHKIMM MMOYeK (BKJIIOYAs OCTPYIO IOYEUYHYIO
HEJI0CTaTOYHOCTh). Takum oOpa3om, aBoitHas O10kaga PAAC myTéM cOBMECTHOTO MPUMEHEHUS
uHrHOUTOpOoB AIID, aHTaroHNUCTOB peNEenTOpOB aHruoTeH3WHa Il WM amuckupeHa He
pexoMeHioBaHa (cM. pasaensl 4.5 u 5.1). Eciau Tepanus ¢ moMoIsio ABOMHOM G10Kaapl MpU3HAHA
aOCOJIIOTHO HEOOXOAMMOM, €€ CcleIyeT MPOBOAUTH TOJIBKO TIOJ CTPOTUM MEIUITUHCKUM
KOHTPOJIEM U MPH PETYJIIPHOM KOHTPOJIE GYHKIMH ITOYEK, COJEPKAHUS DIEKTPOIUTOB B KPOBU U

APTCPHUAIIBHOI'O JaBJICHUA.

Crpanuna 12 u3 33



COOTEBETC TEu ¥ ET -'I‘"' ) 1 OTYETY

[IpotrBOMOKa3aHO MPUMEHEHUE HHTUONTOPOB AIID B c&ﬂaMﬁT;@EHaMp}_peﬁe Té)pOB

anruorensuHa Il y mamuentoB ¢ nuabernueckoil HedpomaThed U HE PEKOMEHAYETCs y JPYTHX
nanueHToB (cM. pazzaen 4.3).

[lepBUYHEBIN THIEPATILI0CTEPOHU3M

[TauMeHTsl ¢ NEPBUYHBIM TUIEPAIBIOCTEPOHU3MOM, KaK IPABUJIO, HE BOCIHPUUMYMBHI K
AQHTUTUIIEPTEH3UBHBIM Iperaparam, JAeWCTBUE KOTOPBIX OCHOBaHO Ha mHruOupoBanuu PAAC.
Takum 00pa3oM, MPUMEHEHUE JAHHOTO JIEKAPCTBEHHOTO Mperapara y TaKHX IalueHTOB He
pPEKOMEH1yeTcH.
eTu

JlexapcTBennsiii ipenapar [Ipectapuym A He pekomMeHayeTcs aeTsM 10 18 JieT u3-3a OTCyTCTBUS
JMaHHBIX 00 3¢ (eKTUBHOCTH W 0€30MacHOCTH NPUMEHEHUs Ipernapara y IMalueHTOB JaHHON
BO3PACTHOM TPYIIIBL.

BcnomorarensHbIe BEIECTBA

JlexapctBennsblit npemnapar [Ipecrapuym A copepKHUT I1akTo3bl MOHOTUApAT. [lanentam ¢ peako
BCTpEYAIOIIEHCS HACIEeICTBEHHON HETTEPEHOCUMOCTBIO T'aJIaKTO3bI, TOTHBIM IE(DUIIUTOM JIAKTa3bl
WIN TIIIOKO30-TaJIaKTO3HOHM ManbaOcopOIueil He clieyeT MPUHUMATh 3TOT Ipenapar.

JlexapctBennbiii mpemnapat Ilpectapuym A cofepXuT acmapTam - UCTOYHHMK (eHUIaTaHHHA.
[IpumeHeHrne NEKapCTBEHHOrO Mpemapara MOXKET OKas3aThCsl OMACHBIM JJis IalUeHTOB C

(eHUIKeTOHypUEH.

4.5. B3amMmopeiicTBHe € JAPYIMMH JICKADCTBEHHBIMH IIpenapataMd W JApyrue BHIbI
B3aMMO/EHCTBUA

I[aHHI)Ie KIIMHUYECCKUX I/ICCJ’IGI[OBaHI/II\/JI ITOKa3bIBAKT, YTO HBOfIHaSI 6J101<a)1a PCHUH-aHTMOTCH3UH-

anpaocteporoBoii cucteMsl (PAAC) B pe3ynbTaTe 0THOBPEMEHHOTO TTpréMa HHTHOuTOpoB AIlD,

APA Il wunm anuckupeHa MNPUBOAWT K YBEIMYEHUIO 4YacTOThl BO3HUKHOBEHHUS TaKHUX

HE)KEIIATEJIbHBIX SBJICHUM, KaK apTepuaibHas TUIOTEH3Msl, TUIEPKAIMEMHs WU HapylICHHs

GyHKIMH MTOYeK (BKJIFOYAsi OCTPYIO MOYEUHYIO HEIOCTATOYHOCTH ), 10 CPABHEHHUIO C CUTYAIlUsMH,

KOrI'/la IPUMEHSETCS TOJIBKO OMH Ipenapat, BozaeiicTByomuil Ha PAAC (cM. paznenst 4.3, 4.4 u
5.1).

.HeKaDCTBeHHBIe npemnapaThel, TOBBIMAIOIINEC PUCK AHTHOHEBPOTUYCCKOI'O OTCKAa

OpnHoBpemMeHHOe mpuMeHeHHue UHTUOuTOpoB AII® ¢ KOMOMHHUPOBAHHBIMH JIEKAPCTBEHHBIMU
npenapaTamMi, COJEpXKallMMH BajcapTaH + CaKyOUTpHJI, MPOTHBOIOKA3aHO, IMOCKOJIbKY 3TO
MOBBIIIAET PUCK AHTMOHEBPOTHYECKOTO oTeka (cM. pazaensl 4.3 u 4.4). UHtepBan mexnay

MPUEMOM TIOCJIETHEH 03Bl TMEPUHIONPHIA M HAYaJIOM JICYEHHUs MPernapaTroM, COACpPKaIIuM
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BaJicapTaH + CaKyOUTPHJI, TOJDKEH COCTaBJIAThH HE MeHeér’alg' ;&%Q'ﬁéﬁwgﬁokﬁﬁc%ﬁmﬁ

1Y OTUETY

JI03bI BaJIcapTaHa ¥ CaKyOMTpHIIa M HAYAJIOM JICYCHUS TIEPUHIONPHIOM HEOOXOANMO BBIIEP)KATh
uHTEpBajJ He MeHee 36 "yacoB (cM. pazaensl 4.3 u 4.4).

OnHoBpeMeHHOe mpuMeHeHne HHruouTopoB AIID c¢ panekanorpuioM, uarubutopamu MTOR
(HampuMep, CHPOIMMYC, IBEPOIUMYC, TEMCUPOJIUMYC) ¥ TIIUITHHAMY (HaIIpUMeEp, JTMHATIIUIITHH,
CaKCarJHUITUH, CUTATIMOTHH, BWIAATIUNTAH) MOKET IPHBECTH K IOBBIIICHHOMY pHUCKY

AHTMOHEBPOTHUYECKOIr0 OTeKa (CcM. pazzein 4.4).

JlekapCTBEHHBIE CPEJICTBA, BHI3HIBAIOIINE THIICPKAITMEMUIO

HecMmoTpst Ha TO, 4TO copep)kaHUE Kajlusl B CHIBOPOTKE KPOBHM OOBIYHO OCTAaeTcs B Ipeaesnax
HOpPMBI, THUIEPKAIMEMUsS MOXKET BO3HUKHYTh Y HEKOTOPBIX IAallUEHTOB, HPUHUMAIOIINX
[Ipecrapuym A. Hexoropble JeKapCTBEHHbIE Mpenaparbl MWIA [penaparbl  JApYrux
(apMaKoJIOTHUYECKUX KJIACCOB MOTYT IOBBIIIATH PUCK PAa3BUTUS T'MIIEPKATMEMHU: AJTHUCKUPEH U
IMCKUPEHCOIeprKalllue Mpenaparbl, COIM Kajlaus, KanuicoOeperarouye AMypeTUKU (Hampumep,
CIHPOHOJIAKTOH, TPUAMTEPEH WM aMUIopun), MHTHOUTOpbl AIID, aHTaroHHCTHI PEIENTOpPOB
anrunotensuHa II (APA 1I), Hecrepounnbsie mnpotuBoBocnanuTenbHble npenaparsl (HIIBII),
renapyuHbl, IMMYHOJEIIPECCAHThI, TAaKHE KaK LUKIOCIIOPUH WU TaKpPOJIMMYC, JIEKapCTBEHHbIE
npenaparbl, COAEp)KallMe TPUMETONPUM, B TOM 4YHcie (DUKCHPOBAHHYIO KOMOMHAIIHIO
cynbaMeToKkcazoia W TPUMETONpuUMa (KO-TPUMOKCA30J), IIOCKOJIBbKY H3BECTHO, YTO
TPUMETONPUM JIEHCTBYET KaK KaluicOeperarommii JuypeTHK, TAKOW KaKk aMHIIOpUI.

CoderaHne 3TUX JIEKapCTBEHHBIX MPENapaToB MOBBIIIAET PUCK TMIIEpKaTuEMUN. B cBs3u ¢ aTM
OJIHOBPEMEHHOE ITpUMEHEHHE npenapara IpectapuyM A ¢ yka3aHHBIMU BbIIIE IIpENapaTaMHu He
pexomenayercs. Ecnv ONHOBpEMEHHOE NPHUMEHEHHWE I0KA3aHO, UX CIELYET HCIOJb30BaThb C

OCTOPOKHOCTBIO U TP YaCTOM MOHHUTOPHHI'C YPOBHA KaJIusd B CHIBOPOTKEC KPOBH.

CoBMECTHOE IPUMEHEHNE MPOTHUBOIIOKA3aHO (CM. pas3acia 43)

Anuckupen u n1ekapcmeenHvle npenapamaol, cooepircaujue atucCKupeH

[IpoTuBONOKa3aHO y MAIMEHTOB C CaxapHbIM JUA0ETOM W/MIM YMEPEHHBIM WU TSKEIBIM
HapylieHneM (QYHKIUHU [OYEeK UM HE PEKOMEHAYEeTCs Yy JPYruX MHaIlMeHTOB: BO3PAacTaeT PHUCK
pasBUTHs TUNEPKATUEMHUH, YXyAUIeHHUs (YHKIMHU TMOYEK U TOBBIMIEHHS YacTOTHI CEepJeuHO-

COCyI[PICTOﬁ 3a00JIEBAEMOCTH H CMCPTHOCTH.
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Cosmecmuas mepanusi uneuoumopamu AIlD anmaéﬂﬁl’éﬁ%‘z}%gﬁ%ﬂ?'ﬁlfu%‘é‘ﬁéuua

1Y OTUETY

[TpoTuBONOKa3aHO MpUMeHEeHnE HHTHOUTOPOB AIID B coyeTaHUM C aHTAarOHUCTAMH PELETITOPOB

anruorensuna |l (APA II) y maiueHToB ¢ quabeTrueckoi Hedpomarueit (cM. pazaen 4.3).

Drcmpakopnopanvhvie Memoosl 1e4eHus

9KCTpaKOpHOpaJIBHBIe MCTOJbI JICHCHUSA, NPHUBOIAIIMUC K KOHTAKTY KPOBHU C OTpPpULATCIILHO
3apPsKCHHBIMA ITOBCPXHOCTAMU, TAKHEC KaK JUAIN3 HIIN I‘GMO(l)I/IJIBTpaL[I/ISI C HUCIIOJB30BaHUEM
HEKOTOPBIX BBICOKOIPOTOYHBIX MeMOpaH (Hampumep, MOJUAKPUIOHUTPUIOBBIE MEMOpaHbI) W
adepe3 JUIONPOTCHHOB HH3KOW IUIOTHOCTH C HCIIOJNIb30BAaHHEM JIeKCTpaHa cyJib(ara,
IPOTHBOIIOKA3aHbI N3-32 YBEJIMYCHUS PUCKA PA3BUTHS TSDKENBIX aHA()MITAKTOMIHBIX PEaKIHii (CM.
paznen 4.3). Eciu Takoe JieyeHHE HEOOXOAUMO, CIIEIYET PAacCMOTPETh BO3MOXKHOCTH
UCIIOJIB30BaHUsl JIPYTOr0 THIIA JMAIM3HOW MEMOpaHbl WIM TPUMEHEHHs JPYyroro Kiacca

AHTUTHIICPTCH3UBHLIX IIPCIIapaToOB.

CoBMecCTHOE ITPUMEHEHIE HE pekoMenaverces (cMm. pasuern 4.4).

Anuckupen u 1exapcmeennvie npenapamol, CO0epHcaujue arucKupet
VY manueHToB, He UMEIOIINX CaXapHOTo quadeTa Uiy HapylleHus (PyHKIIUHU MTOYEK, MOBHIIIECH PUCK
pa3BUTHS TUMNEPKATMEMUU, YXYIIMIeHUs (YHKIMH MOYEK U TOBBIIICHHUS YaCTOTHI CEPICHHO-

COCYIUCTOH 3a00JIEBaEMOCTH U CMEPTHOCTH.

Cosmecmuasn mepanus uneubumopamu AIIP u anmazonucmamu peyenmopos aHeuomeH3uHa

B nwureparype cooOmianoch, 4YTO y TMAalMEHTOB C YCTAHOBJIEHHBIM AaTe€pPOCKIEPOTHYECKUM
3a00J1€BaHUEM, CEPAECYHOM HENOCTaTOYHOCThIO WM CaXxapHbIM [HAa0ETOM € MOpaKEHUEM
OpraHoB-MUIIEHEH, oJHOBpeMeHHas Tepanusi uHruoutopom AII® u APA II csszana ¢ Gonee
BBICOKOW 4YacCTOTOM pa3BUTUS apTepUAIbHOW TUIOTEH3UH, OOMOpOKa, TUIEPKATUEMHUU H
yXyauleHus: GyHKIMU MOoYeK (BKJIHYas OCTPYIO MOYEYHYIO HEJOCTaTOYHOCTh) MO CPABHEHUIO C
IPUMEHEHHUEM TOJIKO OJIHOTO Tpernapara, Biustouiero Ha PAAC. JIBoitnas Onokana (Hanpumep,
npu couetanuu uaruouropa AII® ¢ APA II) nomxHa ObITh OrpaHUYeHa OTJAEIBHBIMU CIIyYasiMH

C TIIATEIBHBIM MOHUTOPUHTOM (DYHKIIUU MOYEK, coaepx anus kamus u AJl.
Aempamycmun

CoBMecTHOE NMPUMEHEHHE MOXKET MPHUBECTH K MOBBIIIEHUIO pUCKA MOOOYHBIX 3PHEKTOB, TAKUX

KaK aH'MOHCBP OTUYECKHM OTEK.
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Kanuiticbepezarowue ouypemuxu (maxue xax mp uammeﬁgil,:'&;my;%gfzgﬁuh@%ﬂT b 0007)

['unepkanuemMus (C BO3MOXHBIM JIETAIBHBIM HCXO/0M), OCOOCHHO INMPH HAPYUICHUU (YHKIIUU
noyek (aaauTuBHBIE 3()(EKThI, CBA3aHHBIC C THIIEPKATUEMUEH ).

Coueranue NEPUHAONPWIA C BBIIIEYIIOMSHYTBIMU JIEKAPCTBEHHBIMHM IpernapaTaMyd He
pexomenayercst (cMm. pasznen 4.4). Ecnum coBMecTHOE NpUMEHEHHE I0Ka3aHO, HMX CIEeAyeT
IPUMEHSTH, COOTI0Iasi MEPBI IPEAOCTOPOKHOCTH U PErYJISIPHO KOHTPOJIHUPYS COJIEPKAHUE KaTH
B CBIBOPOTKE KPOBH.

Oco0eHHOCTH TPUMEHEHUS! CIIMPOHOIAKTOHA MPU CEpACUHON HEJOCTaTOYHOCTH OIKCAHBI Jaliee

I10 TCKCTY.

Ilpenapamul rumus

[Ipy coBMeCTHOM NMPUMEHEHUH MpenaparoB JUTHS U UHrUOUTOpoB AIID MokeT oTMeuaThCs
oOpaTuMoe yBEIWYCHHE KOHIIEHTPAlMU JUTHS B CBHIBOPOTKE KPOBU U CBSI3aHHBIE C ATHM
Tokcuyeckue 3¢dextel. CoBMECTHOE MPUMEHEHHE MEPUHIONpPHIA M MpernapaToB JHUTUS HE
pexkomenayetcs. [lpy HEOOXOIUMOCTH TPUMEHEHHUS TaKOH KOMOWHAIIMU CIIEIYEeT MPOBOAUTH

PEryJIsIpHbII KOHTPOJIb KOHLIEHTPALK JIUTHS B IIJIa3Me KPOBH (CM. paznen 4.4).

CoBMeCTHOE IIPUMEHEHUE, KOTOPOE TD66VCT 0coboi OCTOPOKHOCTHU

T'unoenuxemuueckue cpedcmea (UHCYIUH, UNO2IUKEMUYecKUe cpeocmea OJisk nPUéma Hympb)

[To pe3ynbraTaM >MHUIEMHOIOTUYECKUX UCCIEAOBAaHUI puMeHeHne HHruonTopoB AIID moxer
YCUJIMBATh TUIOTVIMKEMUYECKUH 3 (GEKT NHCYIMHA U THIOTTTMKEMUUECKUX CPEJICTB s puémMa
BHYTPb BIUIOTh JI0 pa3BUTHS IHnoriaukeMun. Kak mpaBuio, 3To HaOm01aeTcs B MEPBbIE HEAETH

IMPOBCACHU A OHHOBpCMeHHOﬁ TCpaIiMy U 'y NalUCHTOB C HAPYUICHUCM q)YHKIII/II/I IIOYCK.

baxnogen
YcunuBaer aHTUTUNepTeH3uBHBIH  >Pdext wuHruoutopoB AllD. Cnemyer TIIATENBHO
KOHTPOJMPOBaTh ypoBeHb AJ[ m, B ciydae HEOOXOIMMOCTH, IO3MPOBKY THIOTEH3UBHBIX

IperapaToB.

Kanutinecoepezarowue ouypemuxu

VY nanueHToB, NOJy4YaroUX TUyPEeTHKH, OCOOCHHO BBIBOSIINE KUAKOCTh U/UIIHM COJIM, B HaUajie
tepanuu uHruoutopom AIID mMoxker HabmoIaThCS Upe3MepHoe cHIbKeHHUe AJl, pUCK pa3BUTHS
KOTOPOIr'0 MOYKHO YMEHBIIUTH IIyTEM OTMEHBI IUYPETHYECKOTO CPEICTBA, BOCIIOJIHEHUEM II0TEPU
KUAKOCTH WIM COJEM Iepel HadaloM Tepanuu MEepPUHIONPUIIOM, a TakKe Ha3HAuCHUEM

MEpUHIOIIPUTIA B HU3KOM J03€ C }I&J’IBH@fIHII/IM IMOCTCIICHHBIM €€ YBCIIMUCHUCM.
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(NOCNEQCBATENEHOCTE 0007)

1Y OTUETY

Ilpu apmepuanvroui cunepmen3uu y MallieHTOB, TOTYYAOIINX TUYPETHUKH, 0COOCHHO BBIBOISIIINE
KUJKOCTh W/WIHM COJIM, NTUYPETUKU IOJDKHBI OBITH OO OTMEHEHBI JO Hadaia MPUMECHCHHUS
uaruouTopa AIID (mpu sToM KanmitHecOeperaroui TUypeTUK MOXET OBITh I03]HEE BHOBD
Ha3HaueH), b0 uHruoOutop AIID nomwkeH ObITh Ha3HAYEH B HU3KOW J103€ C JATbHEUIINM

IMOCTCIICHHEBIM €€ YBCIUMYCHUCM.

Ilpu npumenenuu ouypemuxos 8 ciyiae XpOHU4ecKol cepoeyHoll HedoCmamo4HoCmy THIUOUTOp
AIl® nomxeH ObITh Ha3HaUY€H B OYEHb HHM3KOM J/103€, BO3MOXKHO IOCII€ YMEHBIIECHUS J03bI
IPUMEHSIEMOT0 OJHOBPEMEHHO KaluiiHecOeperaromero 1nypeTHKa.

Bo Bcex ciydasx QyHKIHS MoYek (KOHIICHTpAIUsl KPeaTHHWHA) JODKHA KOHTPOJIUPOBATHCS B

nepBbIe HeleIN MpUMeHeHUsT HHTuOuTopoB AIID.

Kanuticbepezarowgue ouypemuku (3niepeHoH, CRUPOHOIAKMOH)

[TprimMeHeHue dIIepeHOHa WK CIIMPOHOJIAKTOHA B 103axX OT 12,5 mr 10 50 Mr B CyTKHM M HU3KHX
103 naruouropoB AII®: mpu tepanuu cepreunoit Hegocrarounoctu Il - IV ¢yHKIHOHAIBEHOTO
kiacca no knaccuduxanuun NYHA ¢ dpakuueit BeiOpoca neBoro skenygouka < 40 % u panee
npuMeHsiBIIUMUca uHruOutopamu AllD u «meTneBbIMU» TUYpPETHKAMH, CYIIECTBYET PHUCK
TUTIEPKaTuEeMUU (C BO3MOXXHBIM JIETAJBHBIM HCXOJIOM), OCOOEGHHO B Cily4ae HECOOJIOJCHHS
PEKOMEHTalUi OTHOCUTEIILHO 3TOW KOMOWHAIMH MPEIapaToB.

[Tepen npuMeHeHnEM JaHHOM KOMOMHALIMY JIEKapCTBEHHBIX MIPENapaToB, HEOOXOIUMO YO IUThCs
B OTCYTCTBHUH THIIEPKAIIMEMUU U HAPYIICHUHN (PYHKIIMH MOYEK.

PexoMennyercss peryiasipHO KOHTPOJIMPOBATh KOHIIEHTPALMIO KPEaTWHHWHA U Kallusi B KPOBH:

CXCHCICIBHO B HepBI)II\/JI MECAL JICUCHUA U CKEMECAYHO B IMMOCICAYIOIIEM.

HIIBII, sxnouas evlcokue 003bl ayemuicaluyuirogou kuciomol (> 3 2/cym)

CoBmectHOe npumeHeHne uHruoutopos AIl® c¢ HIIBII (anetnncanuuuioBas KUCIOTa B J103€,
OKa3bIBAIOLIEH MPOTUBOBOCIIAIUTENIbHOE IEHCTBUE, MHTUOUTOPHI IMKI00Kcurenassl-2 (LIOI-2) u
HecenekTuBHble HIIBII), MoxeT mpHuBECTH K CHHXXEHHMIO AHTUTHMIIEPTEH3UBHOTO JIEHCTBHS
uHruouropos Alld. CoBmectHoe npumenenue nHruoutopos AII® u HIIBIT moxeT npuBoIuThH
K yXyALIeHUI0 (YHKIUU TOYEK, BKJIOYas pa3BUTHE OCTPOM MOUYEYHOW HEIOCTATOYHOCTH, U
YBEJIMUEHUIO COJIEP)KaHUS KallHs B CBIBOPOTKE KPOBU, OCOOEHHO y MAIlMEHTOB CO CHUXKEHHOU 10
Hauasna jeyeHus QyHkiuen noyek. Creayet coOIr0AaTh OCTOPOKHOCTD ITPH HA3HAUEHUH TAaHHOMH

KOM6I/IHaI_[I/II/I, 0COOEHHO Yy Jia1 MMOXKUJIOTO BO3pacTa. ITanupeHTHl J0JKHBI oJIiy4aTb aICKBATHOC
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KOJIMYECTBO JKUJIKOCTH, U PEKOMEHAYETCS TIATeIbHO KMI;O}IEQ&E’I'ETW% EBI'{E;(','-'I(%IK B

Ha4aJi¢, TaK U B IIPOLCCCC JICUHCHU .

Pexombunanmuuvle mrxanegvle akmusamopul niasmunozena (rtPA, anmennasa)
[TaniuenTsl, mosrydasiue HHrHOUTOPHI AIID 1 mosydaronue anTeriasy s TpPOMOOTUTHIECKOM
Tepanuu MpPU OCTPOM HIIEMHUYECKOM HHCYJIBTE, MOTYT MMETh IMOBBIIMICHHBIA PUCK Pa3BUTH

AHT'MOHCBPOTUYCCKOI'O OTCKaA.

CoBMeCTHOE TPUMEHEHHUE, KOTOPOE TD66VCT OonpeAcIEHHON OCTOPOKHOCTH

l'unomensusnvie npenapamul u 6a300UNAMAMOPbL
AHTHUTUNIEPTEH3UBHBIH 3(P(PEKT NEepUHIONPHIA MOXET YCHIUBAThCA IPH OJHOBPEMEHHOM
IIPUMEHEHUU C JAPYTMMHM TMIIOTEH3UBHBIMHU, COCYIOPACIIUPSAIOIIMMHU CPEACTBAMH, BKIIHOYAs

HHUTPATBI KOPOTKOI'O U IMIPOJIOHI'HPOBAHHOI'O ﬂeﬁCTBHH.

Tpuyuxnuueckue anmuoenpeccanmol, AHMUNCUXOMUYECKUE CPeOCmEa (HetpoienmuKu) u
cpeocmea 07151 obujell aHecmesuu
CoBMectHOe mnpuMeHeHue ¢ uHruouropamu AllD MoxkeT NPUBOIUTH K  YCUICHUIO

AHTUTUIIEPTEH3UBHOTO JIeHCcTBUS (CM. pasien 4.4).

Cumnamomumemuxu

MoryT 0cnabnaTh aHTUTUIIEPTEH3UBHBINA Y3PPekT UHruouTOopoB AllD.

IIpenapamul 3010ma

[Tpu npumenenuu nuaruOutopoB AII®, B ToM vKciie nepuHAONIpUIIA, HAIIUEHTaMH, TOJIy4al0IUMU
BHYTPHBEHHO Ipernapar 30j0Ta (HaTpusi aypoTHOMAasaT), B PEIKHUX CIydasx cooOasoch o
Pa3sBUTHHM HUTPUTOMIHBIX PEAKLUUN — CUMITOMOKOMILIEKCE, BKIIOYAIOLIEM B ce0s TUIIEPEMUIO

KOYKH JIMIIA, TOUTHOTY, PBOTY, ApTEPHUAIbHYI0 THIIOTEH3HIO.

4.6. ®epTHIBHOCTb, 0EPEMEHHOCTD W JAKTALMS

bepemeHnHoCTh

JlexapctBenHnsblit npenapar [Ipectapuym A npoTHBOIIOKa3aH BO BpeMsi OEpeMEHHOCTH (CM. pa3fen
4.3).

B HacrosAmuii MOMEHT HET HEONPOBEPKUMBIX 3MHUAEMHUOJIOTHUECKUX JAHHBIX O TEPATOr€HHOM
pucke npu npuéme uHruouropos AIID B mepBoM Tpumectpe O6epemeHHOCTH. OIHAKO HENb3s

UCKJIIOYUTHh HEOOJNbIIOE YBETUUYEHNE PUCKAa BOSHUKHOBEHMs HapylleHu# pa3ButTus miona. [lpu
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doXo ko,

1Y OTUETY

MJIAHUPOBAHUM OEPEMEHHOCTH, €CIIU TEeparus HHFM6M@%&1§‘&%'€JIEQQ§; H

CllelyeT IepEelTH Ha NPUMEHEHHUE APYTUX aHTUTMIIEPTEH3UBHBIX MPENapaToB ¢ YCTaHOBJIEHHBIM
npoduiieM 0€30MacHOCTH Uil MPUMEHEHUS B IepuoJ OepeMeHHOCTH. [Ipu TuarHoCTHpOBaHHOM
OepeMeHHOCTH, CIIeyeT HEMEJIEHHO MPEeKpaTUTh MpUEM Mpernapara U, IpH HEOOXOAUMOCTH,
Ha3HAYUTh AJIbTEPHATUBHYIO TEPAIUIO.

N3BecTHO, uTO BO3AeiicTBUEe UHTHOUTOPOB AII® Ha miox Bo I u Il Tpumectpax 6epemeHHOCTH
MOYET MPUBOJUTH K HAPYIICHHUIO €r0 pa3BUTHS (CHI)KEHUE (QYHKIUH MTOYEK, OJIUTOTUIPAMHHOH,
3aMeJUIeHHe OCCHU(HMKAIMU KOCTEH ueperna) M Pa3BUTHIO OCJIOKHEHUN Y HOBOPOXKIEHHOTO
(moveyHasi HEIOCTATOYHOCTh, apTepUaIbHas TUIIOTEH3US, TUIIEPKAIUEMUsI ).

Ecnu manuentka nomydana uaruOutopsl AII® Bo Bpems Il mm III Tpumectpa GepemMeHHOCTH,
PEKOMEH/IyeTCsl IPOBECTH YIIbTPa3ByKOBOE 00CIIeIOBaHUE /ISl OLIEHKU COCTOSIHHSI KOCTEH ueperna
U QYHKIMH TTOYEK.

HoBopoxxnéunsle, Matepu KOTOpbIX Mosydanu uHruoutopsl AIID Bo Bpemsi GepeMeHHOCTH,
JOJIKHBI HAXOJIUTHCS MO HAOMIOIEHUEM H3-32 PHCKA Pa3BUTHUS apTEPHAILHOM TUIIOTEH3UH (CM.

pasznensl 4.3 u 4.4).

JlakTauus

BcenencrBue orcyTcTBUS MH(OPMAlMM OTHOCUTENIBHO HPUMEHEHHs MEPUHIONPHIIA B MEPUOJ
IPYAHOTO BCKApMJIMBAHMSL, €r0 IPUEM HE peKOMeHayeTcs. IIpeanoyTuTenbHo IPpUMEHATh Ipyrue
npenapatsl ¢ 6oee U3y4eHHBIM IpoQuiieM 0e30MaCHOCTH B IMEPHOA TPYTHOTO BCKApMIIMBAHUS,

0COOCHHO IIpu BCKapMJIMBaHHUU HOBOpO)KI[éHHBIX WJIM HEJOHOIIIEHHBIX AETEH.

DdepTUabHOCTD

He ycranoBieHo BIMsiHUS Ha PENPOTyKTUBHYIO QYHKIIUIO I (DEPTUIILHOCTb.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeACTBAMH H PadoTaTh €
MeXaHUu3MaMHu

JlexapcTBennsiii npemnapat [Ipectapuym A cieayeTr ¢ OCTOPOKHOCTHIO MPUMEHSTH MallMEHTaM,

YIOPAaBISAIOIUM TPAaHCIOPTHBIMU CPEACTBAMM W 3aHUMAIOUIMMCS BHJAMHU JI€ATEIbHOCTH,

TpeOYIOLUMMH TIOBBIIICHHOM KOHIEHTpAllud BHUMaHMA M OBICTPOM peakiuu, B CBS3H C

OIMaCHOCTBIO PA3BUTHUA apTepI/Iam)Hoﬁ TUIIOTCH3WU W T'OJIOBOKPYIKCHUA.

4.8. HexxesnaTesibHbIE peaKIUU
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PestoMe mipoduiis 6e30IacHOCTH (MOCNEAOBATENEHOCTE 000

[Tpoduns 6e30MacHOCTH MEPUHIONPUIIA COOTBETCTBYET MPOMUII0 0€30MaCHOCTH WHTHOUTOPOB
ATlD.

Hawubonee yacThie HeXeJaTelbHbIC PEAKIMU TPH MPUEME MEPUHIONPUIA, OTMEUYCHHbBIC MPH
NPOBEJCHUN KIMHUYECKUX HCCICIOBAHUI: TOJIOBOKPY)KECHHE, TOJIOBHAs 00jb, MapecTe3us,
BEPTUTO, HAPYIICHUS 3pEHUS, 3BOH B yIIaX, apTepralibHas TUTIOTEH3HsI, KaIlleJb, OJIbIIIKA, 00JIb B
JKHBOTE, 3a110p, AUapest, TUCreB3us (pacCTpOUCTBO BKycCa), AUCICIICHS, TOIIIHOTA, PBOTA, KOKHBIN

3y, KOXKHasA ChbIIIb, CIIa3MbIl MBIIII], aCTCHH.

Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIINi

[lepeunciieHHbIC HIU)KE HEXKENATEIbHBIC PEAKIMU, OTMEUCHHBIC MPU MPOBEICHUH KIMHHYECKHUX
WCCJICIOBAaHUM W/WJIM MOCTPETUCTPAMOHHOM MPUMEHEHUH TMEePUHAOIPHIIA, TPUBEACHBI B BHUJIEC
cleayrollel rpagaum: o4ensb yacto (>1/10); gacro (>1/100, <1/10); newacro (>1/1000, <1/100);
penko (=1/10000, <1/1000); ouens peako (<1/10000); HeyTOYHEHHOM YACTOTHI (4ACTOTA HE MOXKET
OBITH TMOJACYMTAHA IO JOCTYNMHBIM AaHHBIM). Tabnuna 2. TabnuuHOe pe3toMe HEeXKeNaTeNbHBIX

peaKuuit

MedDRA HexenatenbHble peakiuu Yacrora

Kiaccel u cucteMbl OpraHoB

Hapymenust co cTOpoHbI KPOBH H Do3uHOpMIHSA Heuacro*

JuM(paTHYeCKoil CHCTeMBbI ArpaHynonuros WIN
OueHb penko
ITIAaHIIUTOIICHUA

CHuxeHre reMorioOnHa u
Ouens penko
reMaToKpHuTa

JlelikoneHus/HEUTPOIIEHUS OueHb penko

I'emonutnueckas anemus y
MaLIUEHTOB C BPOXKIEHHOU

HEJ0CTaTOYHOCTHIO OueHb penko
TIIF0K0306-

docdarnerunaporeHasbl

TpomOGounToneHus OueHb penko

Hapyumienust co CTOpOHBI Cunapom HeaJeKBaTHOM Penxo
JHIAOKPHHHOH CHCTEMbI CEeKpeLuun
AHTUJINYPETUYECKOTO

ropmona (CHCA/I)
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ERLEL A B

HapyuieHnust co cTopoHbI anrnnxeﬁgﬁ%éﬁ r'_b';é‘ﬂg'ﬁ;s}-Em:'H"" LTS 0007
Heuwacro*
MeTad0JIM3Ma U MUTAHUA 4.4u4.5)
l'unepkanuemusi, oOpaTuMas
rociie OTMeHsI npenapara (cM. | Hewacto*
paznen 4.4)
['unonarpuemus Heuacto*
Ilcuxnyeckne HApyHIeHUsI Henpeccust Heuwacro*
JIabunbHOCTH HACTPOCHUS Heuacto
Hapymenue cua Heuacto
Hapymenusi co cTOpOHBbI HEPBHOM lNosoBokpyxeHUE Yacto
CHCTEMBI [onoBHas 60716 Yacro
ITapecresus Yacro
Bepruro Yacro
CoHIHBOCTH Heuwacro*
O6mopok Heuwacro*
CryTaHHOCTh CO3HAHUS OueHb penko
HapyuieHusi co CTOpOHBI Oprana Hapymienue 3penust Yacrto
3peHus
HapyuieHnusi co cTOpoHbI Oprana 3BOH B yIIax Yacrto
cJyxa u JIaOUPUHTA
Hapyuienust co cTopoHbI cepana Omrymenue cepaneOneHus HeuacTto*
Taxukapaus Heuacro*
Crenokapaus (cM. pazzaen 4.4) | Oduenb peako
AputMmus OueHb penko
Nudapkr MHUOKapa,
BO3MOJKHO, BCJICJICTBUE
M30BITOYHOTO CHIDKCHUS Al y
Ouensb penko
MAIMEHTOB u3 TpyTIIbI
BBICOKOTO PHCKaA (CM. pa3ien
4.4)
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=

HapyieHust co CTOPOHBI COCYT10B

MOCHEOQUEATE

MEADCTE 0007)

Ap pUaTbHas TUIIOTEH3US
(u306bITOuHOE CHIKEeHHE AJl)

Yacro
U CBSI3aHHBIE C TUM
CUMIITOMBI
Backymut Heuacto*
[Tpunussi Penxo*
Nucynsr, BO3MOXHO,
BCJIC/ICTBUE Ype3MEepHOTO

cHwkeHuss AJl y manueHToB
W3 TPYIIBI BBICOKOTO PHUCKA

(cm. paznen 4.4).

Ouenb penko

Cungpowm Peiino Heyrounennoit
YacTOThI
Hapyuienus co cropoHbl Kamens Yacro
AbIXaTeJIbHOH CHCTEMbI, OPTAaHOB OJbITIIKA Yacro
IPYIHON KJIETKH U CPeI0CTeHUS
Py P bponxocmnazm Heuwacro

D03UHOPUIIbHAS THEBMOHUS

Ouensb penko

Keayno4yHo-Kue4YHble HAPYIICHUS

Punut Ouensb penko
boub B xuBOTE Yacro
3anop Yacrto
Muapes Yacro
Hucres3us (paccTpoiicTBO

Yacto
BKycCa)
Hucnencus Yacto
TomHoTa Yacto
PBota Yacto
CyxocTb BO pTY Heuacto

[Tankpearut

OueHnb penko

HapyueHnusi co CTOPOHBI IEYEHH U

AKeJTYCBbIBOAAIIINX nyTeﬁ

lematut  (XOJIECTATUUYECKHI
WM IHUTOJMUTUYECKUN) (CM.

paznen 4.4).

Ouens penko
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HapymeHnnst co cTOPOHBI KOXKH U

NOAKOKHBIX TKAHEH

Kohisait 2y L|' MOCAEOOBATER J(']_'a'_(tﬁ'(: To 0007
Kosxnas ceinb Yacro
Kpamueauna (cm. paznen 4.4) | Hewacto
AHIMOHEBPOTUYECKUH  OTEK

TUIa, KOHEYHOCTEH, TYO,

CIIM3UCTBIX 000JI0YEK, s3bIKa, | HewacTo
TOJIOCOBBIX CKJI/I0K U/WIH

ropranu (cM. pazzaen 4.4)

Peakuun Heuwacro*
(hOTOYYBCTBUTEITHLHOCTH

[Temduroun Heuacro*
[ToBeimieHHoe orootaenenue | Hewacro
ObocTtpeHnue ncopuasza Penxo*

MmuorodopmHas 3puTemMa

OueHb penko

Hapyumienusi co cTOpoHbI MbIIIEYHOM, | MbllIeUHbIE ClIa3MBbl Yacro

CKeJICTHOM U COeJMHUTEeIbHON TKAHU Aprpairus Heuacro*
Muanrus Heuacro*

Hapyumenus co cTOpoHbI NOYeK U [Toueunas Henocrarounocts | Hewacro

MO'€BbIBOSIIINX MyTeH Octpast moyeuHast Penxo
HEZ0CTaTOYHOCTh
Anypus/onurypus Penko*

Hapymenust co cTopoHbl OpekTuibHas TuchyHKIUSA Heuacro

PeNnpoAyYKTHUBHOI cuCTeMbI

MOJIOYHBIX KeJie3

OO0mmue HapylIeHUsI H peaKIiu B Acrenus Yacro

MECTE BBECHNS Bob B rpyHOiL KiteTKe Heuacro*
Henomoranue Heuacto*
[epudepuyeckue oreku Heuacto*
JInxopazaka Heuacto*
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JIaﬁopaTopHLIe /1 TToBeLLICHUE KOHLICHTPAIIUU egacro®

HHCTPYMEHTAJIbHBIC TaHHbLIC MOUYCBUHEBI B KPOBU

[ToBeimenne  koHmeHTpanuu | Hewacto*

KpCaTHuHHUHA B KPOBU

[ToBbilieHne KoHIEHTpauuu | Penko

OmMpyOrHa B KPOBU

[ToBbi1IEHTE akTuBHOCTH | Penko

«TEYEHOYHBIX» (PEPMEHTOB

TpaBMbl, HHTOKCUKAIIUN U ITagenue Heuacrto*

0CJIOKHEHHUsI PoLeyp

* OI/;GHKCI yacmonibl HeofceﬂameﬂbelxpeaKuuﬁ, BblS6/IEHHbIX NO CNOHMAHHbIM COO6W€HM£M,

npoeedena HAa OCHoeaHUuu OaHHblxpeayﬂbmamoe KJIUHUYECKUX UCCTIe008AHUII.

HexenaTenbHble IBICHUS, OTMEUCHHBIC B KIMHUYECKUX MCCIIEA0OBAHUIX

B wuccnenoanun EUROPA mnpoBonauiach perucTpanus TOJNBKO CEPbE3HBIX HEXKENaTeNIbHbIX
senernid. CepbE3HbIe HeXKeNaTebHbIC IBJICHNUS ObLTH 0TMeueHBI y 16 (0,3 %) manuenToB B TpyIine
nepungonpuia u 'y 12 (0,2 %) nanuentroB B rpymme riane6o. B rpynne nepungonpuna y 6
HalMEeHTOB ObIJIO OTMEYEHO BhIpaXKeHHOE CHIbKeHUE A/l, y 3 manueHToB — aHTHOHEBPOTUYECKUI
oT€K, y 1 manueHTa — BHe3amHas OCTaHOBKa cepjua. YactoTa oTMEHBI Ipenapara u3-3a Kaiis,
BBIPQXEHHOIO CHIKEHUS AJl Win Jpyrux ciydaeB HENEpeHOCHMOCTH Obula BbIIIE B TpYIIE

NEPUHAONPUIIA IO CPABHEHUIO C TPYMNIION Iu1aeoo.

Coo0111eHne 0 MoI03PEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

BaxHo cooOmare O NOJO3pEBAacMbIX HEKENATENbHBIX pEeaKUUsAX II0CIe PErucTpanuu
JIEKapCTBEHHOTO Iperapara C Lelblo 00eCreyeHHs HeMPEepbIBHOIO MOHUTOPHUHIA COOTHOIIEHUS
«T10JIb3a — PUCK» JIEKAPCTBEHHOT0 IipenapaTta. MeIUIMHCKUM U papMalieBTUYECKHM pabOTHUKAM
PEKOMEHYeTCsl COOOLIATH O JIFOOBIX MOA03PEBAEMBIX HEXKENIATEIbHBIX PEAKLIUAX JIEKAPCTBEHHOTO
npernapara yepe3 HallhOHAJIbHbIE CHCTEMBI COOOIIIEHUS O HEXKENaTeIbHbIX PEeaKLUsiX rocyJapCTB

— wIeHOB EBpa3uiickoro 5KOHOMUYECKOIO COH03a.

Poccuiickas @enepanus
109012, r. Mocksa, CnaBsiHCKas IIOMAAb, 1. 4, cTp. 1

®denepanpHas cayx0a 1Mo Haa30py B cdepe 3paBoOOXpaHEHUS
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Ten.: +7 (499) 578-06-70, +7 (499) 578-02-20 (MOCNEQOBATENEBHOCTE 0007)

D, moura: pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

JlaHHBIE O MEepe03UPOBKE Mpenapara y 4eioBeKa OrpaHHUYCHBI.

CHMIITOMBI

CuMITOMBI, CBS3aHHBIC C TIEPEeI03UPOBKOM HHruONTOpaMu AII®D, MOTyT BKITIOUATh: BEIPAXKEHHOE
cHmkenne AJl, TUPKYyJIATOPHBIN MIOK, HAPYIIECHUS BOIHO-3JIEKTPOJIUTHOTO OanaHca, MOYCYHYIO
HEJIO0CTAaTOYHOCTh, THIEPBEHTIIIAINIO, TAXUKAPIUIO, OIIYIICHUE CepaIeOneHUs, OpaTuKapanro,

TOJIOBOKPYIKCHUC, 0ECIOKOMCTBO M KallleJlb.

Jleyenue

PexoMeH1yeMbIM METO/IOM JIEUEHUs MpU NMEPEA03UPOBKE SIBISIETCS BHyTpUBeHHOE BBeaeHue 0,9
% pactBopa HaTpus xjuopuna. [Ipu BelpaxxeHHOM cHIKeHUU A/l cienyer nepeBecT NalleHTa B
HOJIOKEHHE «I&Ka» HA CIUHE C MPUIOAHATHIMU Horamu. [Ipu HeoOXOAMMOCTH MOKHO BBECTH
BHYTpUBEHHO aHruoreHsuH Il w/wim pactBop karexonamuHoOB. C MOMONIBIO AHANIH3a MOXKHO
YAAIUTh IEPUHIOIPUIT U3 CUCTEMHOTO KPOBOTOKA (CcM. pasnen 4.4). [Ipu pa3Butuu ycToMunuBoil K
Tepanuu OpaauKapIud MOKET IOTpeOOBaTbCcsd YCTAHOBKA 3JIEKTPOKAPAMOCTUMYJISATOPA.
Heo6xonuMo MOCTOSIHHO KOHTPOJMPOBATH IMOKa3aTedd OCHOBHBIX JKU3HEHHBIX (QYHKLUI

OpraHnu3Ma, KOHOCHTPALUIO KPpEaTUHWHA U JJICKTPOJIUTOB B CIBOPOTKE KPOBH.

S. ®APMAKOJIOTTYECKHE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHE CBOMCTBA
®dapmakoTepaneBTUYECKas TpYyIIa: CpPeACTBA, ACHCTBYIOIIUME HA PEHUH-AaHTHMOTEH3MHOBYIO

CUCTEMY; MHIMOUTOPBI aHTMOTEH3UHIIpeBpalatoniero pepmenta (AIID)

Kox ATX: C09AA04

Mexannsm geficTBUs

[Tepungonpun — uHTHOUTOP hepMeHTa, TpeBpaliaroiiero anrnoTeH3us I B anrnorensus 1. AIID,
nnn kuHuHa3za I, sBisieTcs 3K30MenTHIa30i, KOTOpas OCYIIECTBISET KaK MPEeBpalICHUE
aHrMoTeH3sMHa [ B cocynocykuBarollee BelecTBO aHruoreH3uH I, Ttak wm paspymeHue
OpaauKuHUHA, 00IaIaI0IIEr0 COCYIOPACIIUPSIONIUM IEeHCTBUEM, 10 HEAKTUBHOTO TeNTaNeNTHIA.

WNurubuposanne AII® npuBoAUT K CHHYKEHUIO KOHIIEHTpAlMu aHruoTen3uHa Il B miasme kposw,
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‘noc OB HOCTE 07 o
YTO BBI3HIBACT YBEJIMUEHHE AKTUBHOCTU PEHUH l'IJ'IaSMBI"EIDOBT/;I 5:8' XJW irbignti‘henﬂﬂon

1Y OTUETY

00paTHOM CBS3U») U YMEHBIICHUE CEKPEIUHU aJIbJIOCTEPOHA.

[TockonbKy aHTHOTEH3WHIPEBpANIAOIMNUYA (EPMEHT HHAKTHBUPYET OpaJWKHHHH, IMOJaBICHUE
AIl® comnpoBoXaaeTcs MOBBIIIEHUEM AKTUBHOCTH KaK IUPKYJIUPYIOIIEH, TaKk M TKaHEBOU
KaJUIMKPEUH-KUHUHOBOM CHUCTEMBI, MIPH 3TOM TaKkKe aKTUBUPYETCS CUCTEMa MPOCTaryiaHIuHOB.
Bo3MoxkHO, 9TO 3TOT 3PEKT SBISETCS YACThIO MEXaHWU3Ma AHTUTHIICPTECH3WBHOTO ICHCTBUS
uHrHONTOpOB AIID, a TakKe MeXaHU3Ma PA3BUTHSI HEKOTOPBIX MOOOYHBIX 3(PPEKTOB MpenapaTon
JIAHHOTO KJ1acca (Hanmpumep, Karlis).

[lepunmonpun oOKa3bpIBa€T TEpaleBTHUECKOE JelcTBUE Oiarojnapsi akTUBHOMY METaOOIHUTY
nepuHaonpuiary. Jpyrue MetaboauThl He OKa3bIBalOT MHTHOUPYIOMIETO ACUCTBUS B OTHOIICHHH

ATI® in vitro.

Kinuanueckas 3¢ dekTUBHOCTE U 0€30IIaCHOCTE

Apmepuanvnasn cunepmen3us

[Mepurmonpuin 3¢ HEKTHUBEH B TepaIlliy apTEPHATLHON TUIICPTEH3NH JIF000# cTeneHu TsokecTr. Ha
(¢oHe UpUMEHEHHUs Ipenapara OTMEYaeTcs CHW)KEHME KaK CHUCTOJIMYECKOro, TaKk U
JIMACTOJIMYECKOT0 apTepHaIbHOro AaBieHus (A/l) B MOI0KeHUM NMAMEHTA «IeXkKa» U «CTOs.
[Tepunnonpun ymensinaer obuee nepudepudeckoe cocynucroe conpotusienue (OIICC), yro
NPUBOJUT K CHMXKEHHUIO AJl, mpu 3TOoM nepudeprueckuii KpOBOTOK yCKOpsieTcs: 63 M3MEHEHHS
4acToThl cepaeunbix cokpamienuit (HCC).

Kak mnpaBuio, NEpUHAONPWI NPUBOAUT K YBEIWYEHHIO II0YEYHOIO KPOBOTOKA, CKOPOCTH
KIIyOOUKOBOH (PHIIBTPALIH ITPU ITOM HE U3MEHSETCS.

AHTUTHIIEPTEH3UBHOE [EICTBHE IpernapaTa JOCTUraeT MakcuMyma uepe3 4-6 4dacoB mocie
OJIHOKPaTHOT'O NpueMa BHYTpb M coxpaHsierca B TeueHue 24 4. Uepe3 24 uvaca mocie npuema
BHYTpb HaOironaercst BelpakeHHoe (nopsinka 87 - 100 %) ocrarounoe uHruOupoBanue AIID.
CHumxenue AJl nocturaercssi AOCTaTOYHO OBICTPO. Y MAIMEHTOB C MO3UTUBHBIM OTBETOM Ha
nedyeHue HopManuzauuss AJl HacTymaeT B TEYEeHHE Mecslla W coXpaHseTcs: 0e3 pa3BUTHS
TaXU(PUIAKCUH.

[TpekpaiieHue geueHHs He CONPOBOXKAALTCS pa3BUTHEM (P (PeKTa «PUKOIIETay.

[Tepunponpui OKa3bIBaeT COCYAOPACHIMPSIONIEE JeHCTBUE, CIIOCOOCTBYET BOCCTAHOBIICHUIO
3IACTUYHOCTU KPYHHBIX apTEePUl M CTPYKTYPBI COCYJIMCTON CTEHKH MEJIKUX apTepHil, a Takxke
YMEHbIIAET TUMIEPTPOGUIO JIEBOTO KEITYA0UKA.

CoBMmecTHOE Ha3Ha4YCHUE THUA3UHBIX JTUYPETUKOB YCUJIUBAET BBIPAKEHHOCTH

aHTUrUNepTeH3uBHOro Hddexra. Kpome »storo, komOuHupoBanue wuHruouropa AllD wu
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TUA3UAHOI'0 JNYPETHUKA TAaKXKC IMPUBOAUT K CHURKCHUIO bH&éB%%ﬁ?ﬁMé&ﬁél ;Ig—' OHC

IIpueMa JUypETUKOB.

Cepoeynas nedocmamouHocms
[Tepunnonpun HOpManu3yeT paboTy cep/lia, CHIKas MpeIHarpy3Ky U MOCTHArpy3Ky.
Y manueHToB ¢ XpOHUYECKON Cep/IeYHON HEAOCTATOYHOCTHIO, MOIYYaBIINX TIEPUHIONPIII, OBLIO
BBISBJIEHO:

- CHW)XCHUE JABJICHUS HANIOJHEHHUS B JIEBOM U [IPABOM KEJIyJOUKaxX CepALa;

- CHIDKEHHE 0011ero nepudepuyeckoro CONpoTUBICHUS COCYIOB;

- TOBBIIICHUE CEPJCYHOTO BHIOPOCA M YBEITMYCHUE CEPJICTHOTO UHICKCA.
HccnenoBanue mpenapara MO CpaBHEHHIO C IUIanebo mokaszano, 4ro u3meHeHus AJ[ mocne
NEepBOTo IIpHemMa JieKapCTBeHHOro npenapata [Ipecrapuym A 2,5 Mr y naiiMeHTOB ¢ XpOHUYECKOM
cepaeunoit HemoctarouHoctbio (II - Il gyHkimonansHbIN Kinace nmo knaccupuxanu NYHA),
CTaTHUCTUYECKU JIOCTOBEPHO HE OTIMYAIKNCh OT u3MeHeHuit A/Jl, HaOmoaaBImIUXCs ocie npruemMa

iane0o.

LlepebposackynapHule 3a601e6anus.

Pesynbratel uccnenoBanuss [IPOI'PECC, rne oneHuBanoch BiIMSHUE AaKTUBHOW Tepanuu
HNEPUHJIONPUIIOM (MOHOTEpaNus Ui B KOMOMHALIMM C UHJAIaMU/I0M) B T€UEHUE 4 JIET Ha PUCK
pa3BUTHS MOBTOPHOTO MHCYJIbTA Y MAIIMEHTOB, UMEIOIIUX 1IepeOpOBaCKyIIIPHBIE 3a00JIeBaHUS B
aHamHese. Ilocie BBOJHOrO mepuojaa MpPUMEHEHHs MEPUHJIONpPHIA TPEeTOyTHIAaMHHA MO 2 MT
(9KBMBAJICHTHO MEPUH/IONIPHIIA APTUHUHY 2,5 MT') OJIUH Pa3 B JICHb B TEUCHHE JIBYX HE/IENb U 3aTeM
110 4 Mr (3KBUBaJIEHTHO NEPUHIONPUIIA ApPTUHUHY 5 MT') OJIMH pa3 B IEHb B TEUEHUE MOCIEAYIOINX
NBYX HeJenb, 6105 manueHToB OB paHIOMU3UPOBAHBI HA JABE rpymnmbl: mianedo (n = 3054) u
HNepUHAONPUI TpeTOyTHIaMUH 1O 4 Mr (COOTBETCTBYET 5 MI MEpUHIONpHUIIAa apTrUHHHA)
(MOHOTepanus) Ui B KOMOMHaLuu ¢ uHaanamuaoMm (n = 3051). MHganamMua 1OMOIHUTENBHO
Ha3HayaJicsd NalUeHTaM, HE MMEIOIIMM MpPSAMBIX TOKa3aHWW WIM MPOTUBONOKAa3aHUM IS
NpPUMEHEHUsS AWYypeTUKoB. JlaHHasg Tepanus Ha3Hadyajlach JOMOJHUTENBHO K CTaHIapTHOM
Tepanuy UHCYJIbTa W/WIN apTepUanbHOM THIEPTEH3UH WIIH APYTHX MAaTOJIOTMYECKUX COCTOSHUM.
Bce pannomusupoBaHHbIE MallMEHTHl MMENIM B aHaMHe3e LepeOpoBacKyJsIpHbIE 3a00JeBaHUs
(MHCYNBT UM TPAH3UTOPHYIO MIIEMHUYECKYIO aTaKy) B TeUeHHUE nociaennux S5 yer. Bennunna AJ]
HE SBJSIACh KPUTEPHEM BKIHOYEHUsS: 2916 ManveHTOB MMENW apTepUaIbHYH) THIIEPTEH3HI0 U
3189 — mnopmamsHoe AJ[. Ilocme 3,9 ner tepanum BennuuHa AJl (cucronmueckoe/

IUACTONMYECKoe) cHusuiaach B cpeagHeM Ha 9,0/4,0 mm pr.ct. Takke OBUIO MOKa3aHO
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1Y OTUETY

U reMopparndeckoro) nopsiaka 28 % mo cpaBuenuto ¢ miamne6o (10,1 % u 13,8 %).

JIOTIOJTHUTEBHO OBLIO MOKA3aHO 3HAYUTEIBHOE CHIDKCHUE PHCKA:

- (baTanbHBIX WK TPUBOISIIMX K HHBATUIN3AIMN HHCYJIBTOB;

- OCHOBHBIX CEPJCYHO-COCYTUCTBIX OCIOKHEHHH, BKJIOUasi HHPAPKT MHUOKapaa, B T.4. C
JICTAJIbHBIM UCXOA0M,

- JCMCHIINU, CBSI3aHHOU C HUHCYJIbTOM;

- CEPbE3HBIX YXYAIICHUH KOTHUTUBHBIX (DYHKITHIA.

D710 OBLJIO OTMEYEHO KaK y MAI[MEHTOB ¢ apTepHAIbHOM TUIICPTEH3UEH, TaK ¥ PU HOPMAIbHOM

AJl, HE3aBHCHMO OT BO3pacTa, I0J1a, HAJUYUS WM OTCYTCTBHS CaxapHOro auabera W THIIA

UHCYJIbTA.

Cmabunvras uwemuueckas bonesusb cepoya (MbC)

O} dexTuBHOCTh MPUMEHEHHUS epUHIoNpIIIa y manuenToB (12218 manuenTtos crapiie 18 er) co
ctabunpHO MBC 6€3 KIMHMYECKMX CHMIITOMOB XPOHUYECKOW CEpJEeYHON HEI0CTaTOUYHOCTU
u3yvanach B XoJie 4-netHero ucciaeaoBanus. 90 % y4aCTHUKOB MCCIICIOBAaHUS paHee MepeHEeCTn
OCTpBIi MH(APKT MHOKApAa /WK MPOLENypy peBacKyisipu3anuu. BOJIbIIMHCTBO MAIMEHTOB
MOJTyYHJIN TIOMHUMO HCCIIEAYEeMOTo Mpernapara CTaHJapTHYIO TEpaIlnio, BKIIIOYas aHTHATPETaHThI,
THITOJIMITHIEMUYECKHE CPEACTBa U OeTa-apeHo0IoKaTopel. B KauecTBe OCHOBHOTO KPUTEpPUS
s dekTuBHOCTH ObLIa BHIOpaHa KOMOWHUPOBAHHAS KOHEYHAs TOYKA, BKIFOYAOIIAS CEPACUHO-
COCYJIUCTYIO CMEPTHOCTb, HedaTanbHbIi WHGpApKT MHOKapJa W/WIM OCTAHOBKY cepAalia C
YCIIEIIHOW peaHuMalue.

Tepanus nepunaonpuia 5pOyMHUHOM B J103€ 8 MI/CYTKH (3KBUBajeHTHO 10 Mr mepuHaompuia
apruHUHYy) TPUBOAMIA K CYLIECTBEHHOMY CHM)KEHHMIO aOCOIIOTHOTO pHUCKA HACTYIUICHUS
KOMOMHHPOBaHHOW KOHEYHOW ToukH Ha 1,9 % (cHIKeHue OTHOCUTENbHOro pucka — 20 %). V
MAI[MEHTOB, paHee MepeHecnx WHGApPKT MHOKapJa WIH MPOIeNypy PpeBacKyIspHU3aIii,
CHIDKCHHE a0COJFOTHOTO pUCKa cocTaBmIO 2,2 % (CHMKEHUE OTHOCHTENBHOTO prcka — 22,4 %)

110 CPaBHEHUIO C TPYIION 1anedo.

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

WmeroTcst TaHHbIC KJIMHUYECKUX HCCIICIOBaHMI KOMOMHHMPOBAHHOW Tepamuu ¢ MPUMEHEHHEM
unruodurtopa AIl® u antaronucra peuenropa anruorensusa Il (APA 1I).

[IpoBoAMIIOCH KJIMHMYECKOE HCCICAOBAaHWE C y4YacTHEM MAIlMeHTOB, MMEIONIMX B aHAMHE3e

KapJIMOBACKYJISIpPHOE MM LiepeOpoBacKyJssipHOe 3aboieBaHue, MO0 caxapHbli auaber 2 TwuIa,
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COTIPOBOXAIOITUICS TTOATBEPIKACHHBIM IMOPAKEHUEM obFé%&-i‘a’%Efﬁ' 'j]c;ErM:r/fc

y4acTUEM TMAIMEHTOB C CAXapHBIM IUa0eTOM 2 TUIIA U TUa0CTHIECKON HePpOTaTHEH.

JlaHHbBIC WCCIICIOBAHHUI HE BBISBUIN 3HAYMMOTO MOJIOKUTEIHHOTO BIUSHUS KOMOMHHPOBAHHON
Tepanuyu Ha BOSHUKHOBEHHME MOYEUHBIX W/WIM KapJIUOBACKYJSIPHBIX COOBITUI U Ha MOKa3aTeIn
CMEPTHOCTH, B TO BpeMs KaK pHUCK Pa3BUTHS TUIEPKATUEMUU, OCTPOH MOYECYHOU
HEJOCTATOYHOCTH W/WIM apTePUATbHON TUIIOTCH3UHM YBEIMYMBAJICS 1O CPaBHCHHUIO C
MOHOTEpaITUE.

[Ipunrmass BO BHHMaHMS CXOXKH€ BHYTPHUIPYIIIOBBIE (papMakOAMHAMUYECKUE CBOICTBa
uHruouTopoB AIID u APA 11, naHHbIC pe3yIbTaThl MOYKHO OKHAATH JISl B3AUMOICHCTBUS JIFOOBIX
JpyruX IpernaparoB, IpeacTaBuTenei kiaaccoB uHruoutopos AIID u APA 11

[TosTomy coBmecTHOE puMeHeHre HHruouTopoB AII®D u APA Il npoTuBomnokazaHo y maiueHToB
¢ nuabeTnueckoi HeponaTuen.

HMeroTcst 1aHHbIE KIMHUYECKOIO MCCIIEJOBAHUSA MO U3YYECHUIO IMOJIOKUTEIBHOTO BIUSHHUS OT
no0aBIeHHS allMCKUpEeHa K cTaHAapTHOU Tepanuu uHruoutopom AII® unmu APA 11 y manuentoB
C CaxapHBIM MA0ETOM 2 TUIIA U XPOHHYECKHM 3a00JICBAHUEM IMOYCK HIIM KapAUOBACKYJISIPHBIM
3a0oJeBaHneM, MO0 MMEIOLINX COUETaHNe ITHX 3a00aeBanuii. MiccnenoBanue ObIIO MPEKPaIIEeHO
JOCPOYHO B CBSI3U C BO3POCIIMM PHCKOM BO3HMKHOBEHMSI HEOJIarONPHUSTHBIX HMCXOJIOB.
KapauoBackynsipHasi cMepTh M MHCYJIBT OTMEYAJIMCh Yalle B IPyIIe NAlUEHTOB, MOIYYaroluX
QIMCKUPEH, TI0 CPABHEHUIO C TPYNION Iane0o0; TakKe HEeKENaTeIbHbIC SBICHUS U CEPhE3HBIC
HEXeJaTelbHbIE SBJICHHUS 0CO00TO MHTepeca (TUNEpKaTueMus, apTepuaibHasi TUMOTEH3US M
HapylIeHuss PYHKIMU MOYEK) PETUCTPUPOBANIMCH Yallle B TPyMIe aTUCKUpPEHa, YeM B TPYIIe

ianedo.

JleT’ ¥ MOJAPOCTKU

O} PexTUBHOCTH U 6E30MACHOCTH MPUMEHEHHS IEPUHONPHIIA y IeTEH U MOAPOCTKOB B BO3pACTE
1o 18 et He ycTaHOBIIEHA.

HmMeroTcst TaHHBIE KIMHUYECKUX HWCCIICOBAHHMA C ydacTHeM 62 TalMeHTOB C apTepUabHOMN
TUTIEpTeH3Ue B Bo3pacTe OT 2 10 15 et co ckopocThio KiyOoukoBO#l ¢uibTpamuu > 30
mi/mus/ 1,73 M? TIIOIIAM TOBEPXHOCTH TeNa, KOTOpPBIE MOMyJaan MepHHA0NPHII B A03e 0,07 MI/KT
B cpenHeM. [lo3a mogbupanack MHANBUAYAIBHO, B 3aBUCIMOCTH OT OOIIETO COCTOSIHUS MAIlUeHTa
W TOKa3aTeliel ero apTepruabHOTO JIaBIICHUS B OTBET HA TEPAITHIO, TIPH 3TOM MaKCUMaJTbHAS 7032
cocrasisia 0,135 Mr/kr/cyT.

59 nmanMeHTOB y4acTBOBAlM B  HCCICJOBAHMM HA TMPOTHKEHUH 3-X  MECALCB U
36 ManKMeHTOB 3aBEPILUIH MTPOJICHHBIN MTePHO] UCCIIeI0OBAHUS, KOTOPBII COCTABIISI HE MeHee 24

MecseB (cpefHsss NPOAOKUTEIBHOCTh y4YacTHsl B HCCIEAOBAHMM cocTaBwia 44 mecsua).
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100 (B & HOCTR 0007
ITokazaTenyu CHCTOJIMYECKOTO U JUACTOJIHNYGCKOIO hlarepp;@x‘gx'{og‘o]_ﬁ% ' ;ITtSc'JIaBaJ'H/ICL

CTaOWIbHBIMM Ha MPOTSKEHUU BCEr0 MEpHoJia HcciaeAoBaHUs (OT MOMEHTA BKJIOYEHHUS B
UCCJICIOBAHUS 10 3aKJIOUUTENIbHOM OLIEHKH) Yy MallMeHTOB, paHee TMOJyYaBIIUX JApPyTHE
TUIIOTEH3UBHbBIE CPEJCTBA, M CHU3WJIKNCH Y MAllMEHTOB, paHEe HE MOJYYaBUIMX THIOTEH3UBHYIO
Teparnuio.

bonee 75 % perteit nipu nociaeaHeM ONpeIeICHUN UMEIH CUCTOJIMYECKOe U auacToiinueckoe AJl
MeHbIIIe 95-T0 nepueHTuI.

JlanHble o0 6€30MacHOCTH, MMOJIYYEHHBIE B 3TOM HCCIIEI0BAHUH, COTJIACYIOTCS C YK€ UMEIOLIEeHCs

uH(popMaliell OTHOCUTEIbHO 0€30MaCHOCTH MPUMEHEHHU S IEPUHIO0NIPHUIIA.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

AOGcopbuus

[Ipu mpueme BHYTpPh MEPUHIOMNPHUI OBICTPO BCACHIBACTCS B JKEIYJOYHO-KUIIEYHOM TPAKTE,
MakcuMaibHas koHueHTpauus (Cmax) B mma3Me KpoBu jgocturaercs ueped 1 u. Ilepuop

nosyBeiBesieHus (T1/2) nepunonpuia U3 mwia3mMsl KPOBHU cocTaBiseT | .

Pacupenenenue

O6wem pacrpeneneHuss cBOOOJHOrO MEpUHIONpPHIIATa cocTaBisieT npubmusurensHo 0,2 j/kr.
CBsi3b IepuHIOIIpHIIATA ¢ OEIKaMU TUIa3MbI KPOBH, TTIaBHBIM 00pa3om ¢ AIID, cocrasuser 20 %,

Y HOCHUT JI0303aBHCUMBIN XapaKTep.

BI/IOTDaHC(bODMaHI/IH

[lepunnonpun He obmagaer ¢apmakogoruyecko axkTuBHOCThIO. [IpubnusurensHo 27 % ot
00111er0 KOJIMYeCTBa a0COPOMPOBAHHOTO NIEPUH/IONIPHIIIA MTOTAAET B KPOBOTOK B BUJIE aKTUBHOTO
MetaboauTa nepuHonpuiaaTa. [lomumo nepungonpuiara, oopasyrorcs euie 5 MeTaboIUTOB, He
oOnajaromux ¢GapMakoJOTH4ecKO akTMBHOCTBIO. Cmax MEpUHIONpHIIATA B IUIa3ME KpPOBH
Jocturaercs yepes 3-4 4 rnocie npruemMa BHyTpb.

[Tpuem UM 3aMe i€t NpeBpalleHue NepruHI0IpUiIa B IEPUHIONPUIIAT, TAKUM 00pa3oM, BIHSA
Ha 6uosoctynHocTb. [ToaToMy mpenapar ciaeayer IpuHUMaTh BHYTPb 1 pa3 B CyTKH, yTPOM, Tepe.
IPUEMOM THILH.

bbu10 MoKa3zaHo, 4TO 3aBUCUMOCTh MEXKIY 10301 MEPUHIONPHIIA U KOHIIEHTPAIlMEnd €ro B Iia3mMe

VMMEET JINHEWHBINA XapakTep.
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OIMMUHALNSA

HepI/IHI[OHpI/UIaT BBIBOAUTCA M3 OpraHu3Ma IIOYKaMHu, U KOHEUHBIN Nnepruoa IMOJJYBBIBCIACHHUA
CBOOOJTHOW (pakuuu COCTaBIACT NPHOIM3UTENBHO 17 YacoB, B pe3yibTaTe PaBHOBECHOE

COCTOSIHHEC JOCTHUIaCTCs B TCUCHUEC 4 CYTOK.

Oco0Bble IPVIIILI TAIUEHTOB

BriBenenue nepuHponpuiaaTa 3aMeUIEHO y JIMI MOXKHWJIOTO BO3pacTa, a TAKXKE y MAlUEHTOB C
CEp/IEYHOMN ¥ OYEYHOU HETOCTATOUYHOCTBIO.

Jnanu3HpIi KIUPEHC MepUHIONpIIIaTa cocTaBiseT 70 Mil/MuH.

VY manueHToB ¢ HUPPO30M MEUCHU NMEUEHOYHBIN KIUPEHC NEPUHAOINPUIIa YMEHbIIAeTCs B 2 pa3a.
TeMm He MeHee, KOIMYECTBO 00pa3yIoIIerocs: NepuHAONpUIaTa He YMEHBIIACTCS, U KOPPEKIIHMHU

J03BI IIpenapaTa He Tpedyercs (cM. pasaensl 4.2 u 4.4).

5.3. JlaHHblIe JOKJIHMHHYECKO 0e30macHOCTH

B wucciienoBaHuAX XPOHHYECKOM TOKCHYHOCTH IIPH IEPOpPAILHOM MpueMe (Ha KpbIcax W
00€e3bsIHaX) OPraHOM-PELEIITOPOM SIBIISTFOTCS TIOYKH, HAPYIIEHHST HOCAT 00pAaTHMBIN XapakTep.
MyTareHHOCTH B UCCIIeOBAaHMX IN VItro win in VIVO oTMe4eHO He ObLIO.

HccnetoBanus pernpoyKTHBHOW TOKCHYHOCTH (Ha KpbICax, MBIIIAX, KPOJIMKaX U 00e3bsHAX) HE
BBISIBIJIA MTPU3HAKOB 3MOPHOTOKCHYHOCTH WJIM TeparoreHHoCTH. OJHAaKO ObLIO IMOKA3aHo, YTO
WHTHOUTOPHI aHTHOTEH3MHITPEBPAIIIAONIEro (PepMEHTa, KaK KJIACC, BBI3BIBAIOT HEOIArOIPUSITHOE
BO3JICHCTBHE Ha MMO3/IHEE PA3BUTHE ILTO/IA, IPUBO/ISA K THOCITH MJI0/1a ¥ BPOKICHHBIM e(eKTaM y
IPBI3YHOB M KPOJMKOB: HAOJIOMAINCh MMOPAKCHUS TOYEK M POCT MEPUHATAIBLHOH U
MIOCTHATAIBLHOM cMepTHOCTH. DEePTUIIHHOCTE HE HApYyIIAlach HU Y CaMIIOB, HU Y CAMOK KPBIC.

B AOJITOCPOYHBIX UCCIICAOBAHUAX HA KPBICAX U MbIIIAX KAHICPOT€CHHOCTh HE Ha6HIOH&HaCB.

6. ®APMAIEBTUYECKUE CBOMCTBA
6.1. TlepeyeHb BCIOMOraTe/IbHBIX BElECTB

HDCCT&DI/IVM® A, 5 MT, Ta6J'I€TKI/I, JAUCTICPIrUpyEMBIC B TTIOJIOCTH pPTa

Anecynbdam Kaaus

Acnapram

Maruus creapat

Kpemuwnst nuokcua KoJIOUIHBIN O€3BOHBIN

Cyxas cMech JaKkT03bl U Kpaxmaiia (JJakTo3bl MOHOTHApara 85 %, kpaxmMana KykKypy3Horo 15 %).
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[Mpectapuym® A, 10 mr, TabIeTKH, TUCIEPTHPYEMBIC B ﬂgj{gc:rﬂ% BATENEHOCTE 0007)

Anecynbham kamus

Acnapram

Maruus creapat

KpeMHust nMoKcH1 KOJIJIOUTHBIN O€3BOAHBIN

Cyxasi cMech JJaKTO3bl U Kpaxmaiia (JIJakTo3bl MOHOTHApata 85 %, kpaxmMaia Kykypy3Horo 15 %).

6.2. HecoBMecTHMOCTDH

He npumenumo.

6.3. Cpok rognoctu

3 rona.

6.4. Oco0Oble Mepbl NPeIOCTOPOKHOCTH NMPU XPAHEHUH

XpaHutb 1pu Temieparype He Boie 25°C.

6.5. Xapaxkrep u coaep:kaHHe NePBUYHOI YIAKOBKH
30 TabneTok BO (hJIaKOH M3 TOJHUIIPONHMIICHA, CHAOKEHHBIN J103aTOPOM U MPOOKOH, coaepIKaieit
BJIArOIONIONIAOIIUI Tellb.

ITo 1 ¢pnakoHy ¢ TUCTKOM-BKJIAJBbIILIEM B IAUKy KAPTOHHYIO C KOHTPOJIEM IIEPBOT0 BCKPBITHUS.

6.6. OcoOble Mepbl NPEeI0CTOPOKHOCTH TIPH YHHYTOKCHHH HCII0JIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIM OTX0A0B, TMOJYYEHHbIX TOcCJIe TPHMEHeHHs
JIEKApPCTBEHHOI'0 Npenapara, 1 Apyrue MaHuIyJsiiMU ¢ NpenapaTom

Oco0Oble TpeboBaHMsI OTCYTCTBYIOT. Bech ocTaBHIMiicS JeKapCTBEHHBIM INpemapar U OTXOJbI
CJIelyeT YHUUYTOXXUTh B COOTBETCTBUU C YCTAHOBJIEHHBIMH HAIlMOHAJIBHBIM 3aKOHOJATEILCTBOM

TpeOOBAHUSIMHU.

7. JAEPXKXATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUA
«JIaboparopun CepBbe»
50, yn. Kapno, 92284 Cropen Cenexc

®paHuus

7.1. MIPEACTABUTEJIb JEPKATEJIA PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

[MpereH3un norpedUTENEH HAOPABIATH 110 aIPECY:
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3a mro6oit mH(pOpMaImel o mpenapare, a TakKe B CJIy‘I»IEIeI:IBTOJEPH(ggﬁ_éLEE lﬁHétrl;Jzﬁfrl :CIEII?C',%[YCT

o0palaTbesi K MPEICTaBUTEIIO JepiKaTelsl PErUCTPAIOHHOTO yIOCTOBEPEHHSI WM JICPKATEITIO
PETUCTPAIIMOHHOTO YIOCTOBEPCHHS:

Poccuiickag ®eneparus

AO «CepBbe»

Anpec: 125196, r. Mockaa, yiu. JlecHas,
. 7, otax 7/8/9 Ten.: +7

(495) 937 07 00

dakc: +7 (495) 937 07 01

DOn. modra: servier.russia@servier.com

8.  HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHUS
JITI-Ne(000483)-(PT-RU)

9. JATA IEPBUYHOM PETUCTPAIIMM (ITOATBEPXKJIEHUS PETUCTPALINH,
NEPEPETUCTPALINN)
Jara nepBoii peructpanun: 28.12.2021

10. JATA NIEPECMOTPA TEKCTA
OOmass XapakTepuCTUKa JieKapcTBeHHOro nmpemnapata [lpecrapuym A  jgocrynmHa Ha
UHPOPMALIMOHHOM TopTane EBpa3uiickoro 5KOHOMHYECKOTO Co3a B HH(GOPMAIMOHHO-

KOMMYHHKaIIMOHHOM cetn «HTepHe™» https://eec.eaeunion.org.
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