OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

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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4.2. Cnocobd npuMeHeHHUs U J103bI

PexxuM 1o3upoBaHus

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 MI | 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 CTETEeHU apTepUaIbHOM TMIIEPTEH3UH) TOCTe MpueMa MepBoil 103kl Mpenapara 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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V 7u1; OKUIIOTO BO3pacTa JIeUeHUE CIIeIyeT HaurHaTh C 10361 2,5 MT B CyTKH. J[J1s1 obecrieueHus
YKa3aHHOTO PEKUMa JO3UPOBAHUS CIIEIyeT MPUMEHSTh IEPUHIONPUIICOACPKAIINE MPEnapaThl B
J03UpOBKE 5 MT B popme nenumoii Tabnerku. [Ipun Heo6X0AMMOCTH yepe3 Mecsll 1Mociie Havyaja
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-apeHo0I0KaTOpaMU, PEKOMEHAYEeTCS HAa4MHATh MOJ TUIATEIbHBIM MEAMIIMHCKUM
HaOJII0/IeHUEM, Ha3Hauas IpernapaT B HadajlbHOW 103€ 2,5 MI OJMH pa3 B J€Hb, yTpoM. Jlis
o0ecrieyeHns yKa3aHHOTO PeXUMa JO3UPOBAHUS CIEAYeT MPUMEHSITh IIEPHHIONPHIICOAepKAIIIE
npenapaTsl B JO3UPOBKEe 5 MI' B opme JenuMoil Tabnetku. Uepes ABe HeAenu JIEUEHUs 103a
mpernapata MOXET ObITh MOBBIIIEHA 1O 5 MI OAMH pa3 B JCHb MPU YCIOBUU XOPOLICH
MEPEHOCUMOCTH J03bI 2,5 MT U YAOBIETBOPUTEIHHOIO OTBETA HA MPOBOIUMYIO TEPAIHIO.

VY manueHToB ¢ TSOKENOW CEepIevYHON HEeNOCTaTOYHOCTBIO, a TAKKe Y MAllMeHTOB W3 TPYIIIBI
BBICOKOTO pHUCKa (MAlMEHTHI C HAPYIICHHOW (YHKIUEH MOYEK W TCHICHIMEH K HapyIICHUIO
BOJIHO-DJIEKTPOJIUTHOTO OallaHca, MAlUEHThl, OJHOBPEMEHHO MOJydalolue AUYPETUKH W/WIH
COCYAOPACIIUPSIONINE JEKApCTBEHHBbIE IIpemapaThl), JEYeHHE JOJDKHO OBITh HA4aTo IMOJ]
THIATEIHHBIM MEIUIIMHCKUM HaOmoeHueM (cM. pasaen 4.4).

VY ManueHTOB C BBICOKUM PHUCKOM DPAa3BUTHUS CHUMIITOMATHYECKON apTepUabHON THUIIOTCH3HH,
HaIpUMep, CO CHIXKEHHBIM COZIepKaHUEM JIEKTPOIUTOB MPU HAIMYHH WU 6€3 THITOHATPUEMUH,
C THUIOBOJIEMHEH WM C WHTEHCUBHOW Tepamued AMypeTHKamH, TMepen HadaioM mpuéma
JIeKapCTBEHHOTO Tmpemnapara [Ipecrapuym A, 1O BO3MOXKHOCTH, TMEPEYHCICHHBIE COCTOSHUS
JOJKHBI OBITh CKOPPEKTUPOBAaHBI. Takue rmokaszarenu kak BenmuumHa AJl, QyHKOHs mouexk u
coJlep’KaHue Kallusl B TJIa3M€ KPOBU JIOJKHBI KOHTPOJIUPOBATHCS KaK MEpe] HadaloM, TaK U B
npoliecce Tepanuu.

Ipoghunaxmuxa noemoproco uHcyibma (KOMOUHUPOBAHHASL MePANUsL C UHOANAMUOOM,)

VY manueHToB ¢ 1epedpoBacKyISIpHBIMU 3a00JIEBaHUSIMH B aHAMHE3€, TEPAINIO JIEKAPCTBEHHBIM
npenapaTtoM [Ipectapuym A crienyer HAUMHATH C 03B 2,5 MT' B TEUEHUE TMEPBIX ABYX HEAETb.
Hns o0ecrieyeHHss ~ YKa3aHHOTO  peXHMa  JI03UPOBAHUS clenyer MPUMEHSITh
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.

Tepamnuto ciemyer HauyMHATH B J00O€ (OT ABYX HeEIENIb /10 HECKOJIBKUX JIET) BpeMs MocTe

IIEPEHECEHHOTO UHCYJIbTA.
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UEC: chudicenue pucka cepoeurHo-cocyOucmulx OCI0HCHEHUL Y NAYUEHMO8, PaHee NePeHécuuux
UHpapKm Muokapoa u/unu KOpOHApHy1o pesacKyIapu3ayuio

V¥ nanuenTtoB co ctadbuibHbIM TedeHrneM VBC Tepanuio 1ekapcTBEHHBIM IpEnapaTom
[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 CleAyeT HauMHaTh TEpaluio ¢ J03bl 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 O3y JI0 O MI' OJIMH pa3 B CYTKM B TEUEHHUE CIEAYIOLIEH Helenu. 3aTeMm, C
y4€TOM COCTOSIHUS (PYHKLIMHU MOYEK, J03Y MOKHO yBenu4yuTh 10 10 Mr 1 pa3 B cyTku (cM. TadI.
1). YBennuuBath 103y Ipenapara MOXKHO TOJIBKO IPH €ro Xopolled NepeHOCUMOCTH B paHee
PEKOMEHI0BaHHOMU J103€.

Ocobvie epynnvl nayuenmos

Tayuenmui ¢ noueunou He00CImMamo4HOCmbIO

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 MT 4epes3 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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eTu

JlexapcTBenHsbIi nnpenapart [Ipectapuym A He pekoMeHAyeTCs IETSAM U oApocTKaMm 1o 18 set us-
3a OTCYTCTBHSI JaHHBIX 00 3(h(h)eKTUBHOCTHU 1 OE30MMaCHOCTH MPUMEHEHHUS Mperapara y manueHToB
JTAaHHOW BO3pPACTHOM I'PYIIIIBI.

B Hacrosiiiee Bpemst HET JOCTAaTOUHBIX JaHHBIX MO 0€30IacHOCTU U 3P PEKTUBHOCTH IPUMEHEHHUS
NEepUHIOINpUIA Y JETeH U MOIPOCTKOB B Bo3pacte 10 18 net. Mmeromuecs: JaHHbIE, OMUCAHHBIE B
paszgene 5.1 He MO3BOJAIOT JelaTh PEKOMEHAAIMHU MO crnoco0y MPUMEHEHHS M J03UPOBKAM
npenapara y MalueHTOB JaHHON BO3PACTHOM IPyIIIbIL.

Cnoco0 rmpuMeHeHus

BHyTpb, OMH pa3 B CyTKH, JKEIAaTEJbHO YTPOM, Iepea MpueMoM mnuimu. TabneTky ciemyer

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

4.3. IIpoTuBoOMOKAa3aHUs

* TUIEPYYBCTBUTEJIBHOCTb K MEPUHIONPHIY, WIA K J0OOOMY M3 BCIIOMOTraTelIbHbIX
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);

*  HAaCJEICTBEHHBIN/MANONATHYECKUI aHTHOHEBPOTUYECKUH 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
NalMeHToB ¢ Auadberndeckoil Hedponatuelt (cM. pazaen 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);

* DOKCTpakoplnopajpHas Tepamus, BeAylas K KOHTAKTY KpPOBH C OTPHULATEIBHO
3apsHKEHHBIMU TIOBEPXHOCTAMH (cM. pazgen 4.5);

* BBIPDOKEHHBIM JBYCTOPOHHMM CTEHO3 IIOYEUHBIX apTepuil WM CTEHO3 apTepHUH

€IMHCTBEHHOH (PyHKIIMOHUPYIOIIEH MOYKH (CM. TaKxke paszzien 4.4).
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4.4. OcoOble yka3aHus U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHHU U

C 0CTOPOKHOCTBLIO

JIByCTOPOHHUI  CT€HO3 IIOYEYHBIX AapTepUld WIM CTEHO3 AapTEepUU  EIUHCTBECHHOU
(GYHKLIMOHMPYIOIIEH  IOYKM, TOYeYHass  HEAOCTaTOYHOCTb, CHUCTEMHblEe  3a00JeBaHMS
COCJMHUTENIBHOM TKaHM (CHCTEeMHas KpacHas BOJIYaHKA, CKIEpOJEpMHUA U Jp.), Tepamus
MMMYHOCYIIPECCOpPaMH, aJUIOIypUHOJIOM, IIPOKAMHAMUJIOM (PUCK pa3BUTHA HEHUTPOICHUH,
arpaHyJIOIMTO3a), CHIDKEHHBI 00beM UPKYIUPYIOLIeH KpoBH (IpUEM TNYpPETUKOB, OeccoseBast
JMeTa, pBOTa, JAuapes), CTEHOKapAus, liepeOpoBacKyJsipHbIE 3a00JieBaHUs, PEHOBACKYJISPHas
TUIIEPTEH3Us, caxapHbli nuadeT, NepBUYHBIN I'MIIEpaIbJI0CTEPOHU3M, XPOHUYECKAs CepAeyHast
HenoctaToyHocTh [V yHKIMoOHanbHOrO Kiacca mo kinaccupukanmu NYHA, coBmecTHOE
NpUMEHEHHE KaluiicOeperalommx JIUypeTHKOB, MPErnapaToB Kajus, KaJuHCOoAep KaIlix
3aMEHMTEeJeH MUIIEBOM COJU U JIMTHUS, AIUCKUPEHA U INPernaparoB, COJACPXKAIUX aJHCKHUPEH Y
HalMeHTOB 0e3 caxapHoro AuadeTa WM HapylUIeHuH (QYHKLIUH [T0YeK, aHTarOHKCTOB PELIEITOPOB
anruotensuna |l (APA II) y nanueHtoB 0e3 auabeTHUeCKON HEPpOMaTHH, THIEPKATHEMHES,
XHPYpPrUYecKOe  BMENIATEIbCTBO/OOIIAs  aHECTEe3Ws, TIEeMOJUAIN3 C  HCIOJIb30BAHUEM
BBICOKOIIPOTOYHBIX MEMOpaH, IeCEHCHOMITM3UPYIOIIAs Tepanus, agepe3 JIUMONPOTEHHOB HIU3KOM
wiotHoct  (JIIIHIIT),  cocrosstHue  mocie — TpaHCIUIAHTALlMKM  OYKH,  AOPTaJbHbIMA
CTEHO3/MUTPAJIbHBIN CTEHO3/TUNepTpOodpHUecKas OOCTPYKTHUBHAS KapJHOMHUOINIATHsI, TPUMEHEHHE
y NalMEHTOB HETPOUIHOMN PACHI.

Cradunbnas UBC

I[Tpu pa3zBuTHM 11000T0 3MM30/1a HECTAOUIBHOMN CTEHOKAp UK B TE€UEHUE IEPBOTO MECsIa Tepanuu
JIEKapCTBEHHbIM IpenapatoMm IIpecrapuym A cieayeT OLEHUTh NPEUMYLIECTBA U PUCK JI0
IIPOJIOJKEHHUSI TEPAIUN.

AprepranbHasi THIIOTEH3US

Nuru6uropsr AII® moryT BbI3bIBaTh pe3koe cHkenue AJl. Cumnromaruyeckas apTepuanbHas
TUIIOTEH3MsI PEIKO pa3BUBAETCA Yy MALMEHTOB C HEOCIOXHEHHBIM TEUEHHEM apTEepUAIbLHON
runepreH3uu. Puck upeamepHoro cHuxeHust AJl moBbliieH y nanueHToB co cHmkeHHbIM 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
runepTeH3uu (cM. pazzuensl 4.5 u 4.8). CuMmnroMaTHueckas apTepuaibHas TUIIOTEH3Us MOXKET
HaAOJII0/IaThCS Y MAIIMEHTOB C KJIMHUYECKUMHU IPOSBICHUSIMH CEp/IeYHON HEIOCTATOYHOCTH, BHE
3aBHCHUMOCTH OT HAJIMYHUS MOYEYHOH HEJAOCTATOYHOCTU. DTO Oojiee BEPOATHO Yy MALMEHTOB C
CEpJICYHOM HENOCTaTOUYHOCTBIO TSDKENOM CTENEHHU, KaK peakuus Ha HNOPUEM «IIETIEBBIX»
JUYPETUKOB B BBICOKMX J103aX, THUIOHAaTPUEMUIO WIH (YHKIHMOHAIBHYIO [OYEUHYIO

HEAOCTATOYHOCTD. v MAalUMCHTOB C IIOBBIIICHHBIM PHUCKOM Pa3BUTHA CUMIITOMaTHYECKON
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apTepuanbHO TMIIOTEH3UH HEOOXOAMMO TILATEIBLHO KOHTpONHMpoBaTh AJl, PyHKLHMIO MMOYEK U
coJiepKaHue KaJlnsl B CHIBOPOTKE KPOBH B Hauasle TEpanuy U Ipu MoA00pe 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 IPHUBECTU K
UH(papKTy MUOKap/a WIK HApyIIEHHIO MO3TOBOTO KPOBOOOPAIICHHUS.

B cnyuae pa3Butus aprepuaibHOI THIIOTEH3UU NAMEHT JAO0JDKEH OBITh MEepPEeBEAEH B MOJOKCHHE
«1&Xa» Ha CIMHE C MIPUIIOAHATHIMU Horamu. Ilpn HEOOXOUMOCTH ClleyeT BOCHOIHUTh 00beM
LUPKYJIUPYIOLIEH KpPOBU IpH IOMOIIM BHYyTpuBeHHOro BBeaeHus 0,9 % pactBopa Harpus
xnopuaa. [Ipexonsmias aprepraibHas THIIOTEH3US HE SBISETCS NPENSTCTBUEM ISl JallbHEHIIero
npuéma npenapara. [locne BoccranoBnenuss OLIK u A/l nedenue MoxxeT OBITH MPOJOIHKEHO. Y
HEKOTOPBIX MAIlMEHTOB C XPOHUYECKOH cepaeuHoil HenoctaToyHOCThio (XCH) M HOpMalbHBIM
WK CHWKeHHbIM AJl nekapcTBeHHbI npenapaT Ilpectapuym A MOXET BbI3BIBATh
JIOTNIOJIHUTENbHOE CHIDKEeHUE AJl. DTOT 3Q ekt npeackasyeM U 00bIYHO He TPeOyeT MpeKpalleHus
tepanuu. [Ipyu MosIBIEHNH CHMITOMOB BBIPQKEHHOTO CHWKEHUSI A/l clieayeT yMEeHbIIUTh 03y
npernapara Uil MPeKpaTUTh ero MpUeM.

MuTpalbHBEINA CTEHO3/ a0pTaJILHBIN CTGHOS/FI/IHCDTDOd)I/I‘IeCKaH O6CTDVKTI/IBH3H KapAnOMHMOIIATHUA

JlexapctBennbiii mpemnapat IIpecrapuym A, xak u apyrue uHruoutopsl AIlD nomxeH c
OCTOPO’KHOCTBIO HA3HAYAThCA C MHUTPAJIBHBIM CTEHO30M, a TaKXe MalMeHTaM C OOCTPYKIIHEH
BBIXOJTHOTO TPaKTa JIEBOTO KEITyJ0uKa (a0pTaIbHBIM CTEHO3, TUIiepTpoduueckas 00CTpyKTUBHAS
KapJIMOMHUONIATHS ).

Hapyuienue d)VHKHI/II/I NOYCK

[Taiuentam ¢ moueyHoit HemoctaroyHocThio (KK Menee 60 wmii/MuH) HaudaiabHyIO 103y
JekapcTBeHHoro npemnapara [Ipecrapuym A BbiOupatoT B 3aBucuMoctu oT 3HaueHus KK (cwm.
pa3znen 4.2) u 3aTeM B 3aBUCUMOCTH OT TepamneBTHuUeckoro 3¢ddekra. J[ns Takux ManUeHTOB
HE00XO0/IUM peryJIipHbIil KOHTPOJIb KOHLIEHTPAILIMH KpEaTHHUHA U KaJIUsl 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 HEJJOCTATOUHOCTH, KaK MPaBUIIO, 00paTUMOH.

VY nanueHTtoB C JBYCTOPOHHHM CT€HO30M IIOYEYHBIX apTepHil MM CTEHO30M apTepuu
€MHCTBEHHOM MOYKU (0COOEHHO MPH HAIMYUU MOYEYHON HEJOCTAaTOYHOCTH) Ha (hoHE Tepanuu
uHruouropamu AIl® BO3MOXXHO TOBBIIIEHHE KOHLEHTPAIMM MOYEBHMHBI W KpeaTWHUHA B

CBIBOPOTKC KpPOBH, 00BIYHO npoxoadmee IMmpu OTMCHE TCpallruu. I[OHOJ'IHI/ITCJ'ILHOC HaJIN4ue
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PEHOBACKYJISIPHOM THUIEPTEH3MH OOYCIIaBIMBAaET TMOBBIIMICHHBIM PHUCK pa3BUTHUS TAKENON
apTepUaIbHON TMIIOTEH3UU U IOYEYHOM HEJJOCTATOYHOCTH Y TAKUX MALIUEHTOB.

JledeHue TakMX NAIMEHTOB HAYHMHAIOT TIOJ[ TIIATEIBHBIM MEIUIIMHCKAM HAOIIOJCHHEM C
NPUMEHEHHEM HU3KUX /03 Mpernapara U JajbHEeHIIUM aJeKBaTHbIM mojadopom a03. Cruemyer
BPEMEHHO MPEKPATUTh JICYEHUE JUYPETUKAMU U IPOBOJIUTH PETYJIAPHBINA KOHTPOJIb COAEPIKAHMS
KaJIMSl M KPEaTUHUHA B TUIA3M€E KPOBU HA MPOTSKEHUU NIEPBBIX HECKOJIBKUX HEJIEb TEPAIIUH.

Y HEKOTOpHIX TAIMEHTOB C apTepUANbHON TUIepTeH3Wel O0e3 yKa3aHus Ha Haaudue
MPEIIECTBYIOLIETO 3a00JIeBaHUs COCYIOB MOYEK MOKET MOBBILIATHCS] KOHIICHTPAIUS MOYEBUHBI
U KpeaTHHUHA B CHIBOPOTKE KPOBU, OCOOEHHO IIPU OJJHOBPEMEHHOM IIPUMEHEHUH JUYPETHUECKUX
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,
OBLITM OTMEUYCHBI CITyYan pa3BUTHS aHAPIIAKTHUECKUX PEAKINI Ha (OoHE Teparnuu HHTuOUTOpaMHu
AII®. B nog0o0HBIX CUTYalUSX CIEIYyEeT PACCMOTPETh BO3MOKHOCTh Ha3HAYEHUS THIIOTEH3UBHOTO
mpernapara Ipyroro Kjiacca Wid UCIOIb30BaHUs AUATU3HON MEMOpaHbI IPYroro TUIIA.

TpauncmiagTanus HO4YKU

JlanHble O TpPUMEHEHUHU JIeKapCcTBEHHOro mnpemnapara [Ipectapuym A y maiueHTOB IMOCIHE
TpPaHCIUIAHTAIIMH MTOYKH OTCYTCTBYIOT.

PeHoBacKynsipHas TMIIEPTEH3US

VY nanueHToB C JBYCTOPOHHHMM CTEHO30M IIOYEYHBIX apTepUil MM CTEHO30M apTepuu
€MHCTBEHHON (YHKIMOHUpYIOIEH nouku Ha (oHe Tepanuu uHruouropamu AIID Bospactaer
PHUCK DPa3BUTHs apTEpUAIBHOM THMIOTEH3UH U MOYEYHOM HEJOCTaTO4YHOCTU (cM. paszzen 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 OJHOCTOPOHHHM CTEHO30M IOYEHYHOMN
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 aHTHOHEBPOTUUYECKOTO OTEKA JINIA, BEPXHUX U
HIDKHUX KOHEYHOCTEH, Ty0, CIM3HCTHIX 000JIOYEK, S3bIKa, TOJOCOBBIX CKIIAJOK M/MIM TOPTaHH
(cMm. pazzen 4.8). Ilpu mosiBIEHHMH CHMOTOMOB INMPHEM Mperapara J0JKeH ObITh HEeMEIEHHO

IpeKpalé, a MalueHT AODKEH HaOMIoAaThes 0 Te€X IOp, MOKa MPU3HAKM OTEKA HE MCYE3HYT
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noJiHOCThI0. Eciiu 0TE€K 3aTparuBaeT TONBKO JIUIO U TYObl, TO €r0 MPOSIBICHUS OOBIYHO MPOXOAST
CaMOCTOATENIBHO, XOTS JUIsl JICYEHHsS CUMIITOMOB MOTYT IIPUMEHSTBHCS AHTUTMCTAMUHHBIE
CpencTBa.

AHIMOHEBPOTUYECKUI OTEK, COMPOBOXKIAKOLIMICA OTEKOM TOpPTAaHU, MOXET MPUBECTH K
netanbHOMY Hcxoay. OTEK s3bIKa, TOJIOCOBBIX CKJIAJOK WM TOPTaHU 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 myTeil. [lanMeHT [OOoKeH HaxOoIUThCA IMOJ TIIATEIbHBIM
MEAUIIMHCKUM HAOIIOACHUEM J0 MOJHOTO U CTOMKOTO NCYE3HOBEHHS] CUMIITOMOB.

Y DnauMeHTOoB € AHTMOHEBPOTMYECKUMM OTEKOM B AaHAMHE3€, HE CBA3AHHBIM C IMPUEMOM
uHruouTOpoB AIID, MOKeT OBITH MOBBIIIEH PUCK €r0 Pa3BUTUS NpU NpUEME MpernapaToB TON
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 TOLIHOTOM M PBOTOM, B HEKOTOPBIX Cily4asx Oe€3 Mpe/liecTBYIOLIETo
AQHT'MOHEBPOTUYECKOr0 OTEKAa JMUAa M Hpu HOpMaidbHOM ypoBHe Cl-acrepassl. Jluarnos
YCTaHABIIMBAJICS C IOMOIIBbIO KOMIBIOTEPHON TOMOTpaduu OPIOLIHOM MOIOCTH, YIHTPA3BYKOBOTO
UCCJIEOBAHUS WIM TPU XUPYPrHUUECKOM BMelIarenbcTBe. CHUMIOTOMBI HCYE3aU  IOCIE
npekpamieHus npuéma nHruouTopo AII®. [TosromMy y manueHToB ¢ O0JIBIO B 00JIACTH JKUBOTA,
nonyvaromux uHrHOuTopel All®D, npu mnpoBeneHnn audQepeHINaTbHON AUArHOCTHKH
HEOO0XO/IMMO YUYHUTHIBaTh BO3MOXHOCTb PAa3BUTHS AaHTMOHEBPOTHUYECKOTO OTEKA KUILIEUYHUKA (CM.
pazzaen 4.8).

CoBMecTHOE INPUMCHCHHEC C KOM6I/IHI/IDOBaHHI>IMI/I JICKAPCTBCHHBIMU openaparamu,

COZIEPKAIIIMMHU BaJICApTaH + CakyOUTPUII

CoBMecTHOE NpUMEHEHHE MEpPUHJONpHIAa ¢  KOMOMHUPOBAaHHBIMU  JIEKAPCTBEHHBIMU
npenapaTami, CoJepKallliMHU BajcapTaH + CaKyOMTpHJI, IPOTUBOIOKA3aHO, TaK KaK MOBBIIICH
PHUCK pa3BUTHUSI aHTHOHEBPOTHUYECKOT0 OTEKA (CM. paznen 4.3).

[lpumeHeHre KOMOMHHMPOBAHHOTO JICKAPCTBEHHOTO IMIperapara, COIep)Kallero BajcapTaH +
cakyOUTpuII, BO3MOKHO HE paHee, 4yeM yepe3 36 yacoB 1ociie NociaeIHero npuéma nepuH10npuia.
[TpuMeHeHne MepUHIONPHIIAa BO3MOXKHO HE paHee, 4eM uepe3 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 HENTPaAILHON SHIONENTHIA3bI
NEP (nampumep, panekaaorpui), nHruoOuTropoB MTOR (Hampumep, cupoimmyc, 3BEpoIUMYC,

TeMCI/IpOJ'II/IMYC) 1 TJHUITHUHOB (Haan/IMep, JJUHArJIUIITHH, CaKCarjiulTHH, CHTarJuIITHH,
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BWJJIATJIMIITHH) MOXET TIOBBICUTh PHUCK aHTHOHEBPOTHYECKOTO OTeKa (HampuMmep, OTeK
JBIXATENBbHBIX MyTEH WIIH SI3bIKa, COMPOBOKIAIOIIUIICS pECTUPATOPHBIMU HAPYIICHUSIMHU WK 0e3
HUX) (cM. pazzuen 4.5). B 3To# ¢Bs3u HEOOXOUMO TIIATEIILHO B3BECUTHh COOTHOIIICHHUE MOJIb3bI U
pHCKa Iepe] Ha3HauYCHHEM paleKaaoTpuiaa, HHruouropoB MTOR (Hampumep, CHPOIHMYC,
9BEPOJIUMYC, TEMCHPOJIMMYC) M TJIMOTHHOB (HampuMep, JMHATJIWITHH, CaKCArJIMIITHH,

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

AHad)I/IJ'IaKTOI/IHHBIe pPCaKIMM IIpu ITPOBCACHHUH ad)epesa JIMITONIPOTEMHOB HHU3KON TJIOTHOCTH

(JIITHIT)

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

adepesa JIITHII ¢ ucronp3oBaHrEM JIEKCTpaH Cysb(}aTa MOTYT pa3BUBATHCS YTPOKAIOIIUE KUIHH
aHaduuakTouaHble peakuuu. s mpenoTBpalieHMs aHAa(UIAKTOMIHOM peakuuu ClemayeT
BpPEMEHHO IpeKpalaTh Tepanuto uaruouropom AIlD nepen kaxxaoi npoueaypoit adepesa.

AHad)I/IJ'IaKTOI/IHHBIe PCAKIIMH IIpH IMMPOBCACHUN )IeCCHCI/I6I/IJ'II/ISaHI/II/I

HmeroTcs oTaenbHBIE COOOMICHWS O pPa3BUTUU aHA(DUIAKTOMAHBIX PEAKIHMHA y MaIlHeHTOB,
noJsrydaroux HHruoutopsl AII® Bo BpeMs JeCEHCUOUIM3UPYIOLLEH Tepaluu, HallpuMep, sI0M
[EPENOHYATOKPBUIBIX HACEKOMBIX. Y OTHX NAalMEHTOB IOJ00HBIE pPEAKIMU YyIaBalOCh
OPEJOTBPATUTh MyTEM BPEMEHHOM OTMEHbl MHrHOUTOpOB AIID, HO mpu ciaydaliHOM WM
HEaKKypaTHOM BO300HOBJICHUHU JIEUEHUS PEAKIIMY MOTJIM Pa3BUTHCSI BHOBD.

HaDVIHeHI/Ie d)VHKIII/II/I IICYCHU

B penkux cnydasx Ha Qone npuéma uHruoutopo AIID Habmomancss CHUHIPOM pPa3BUTHS
XOJIECTAaTUYECKON JKEITYXH C MepexoJoM B (YIbMHHAHTHBI HEKpPO3 MEYEHU, HHOI/a C
JETabHBIM UCXO0J0M. MeXaHu3M pa3BUTHS 3TOr0 CUHApPOMa HesdceH. Ipu mosiBIeHUN KeNTyXu
WIM 3HAYUTEIIbHOM IIOBBIIIEHUN AKTUBHOCTU «IE€YEHOYHBIX» (EepMEHTOB Ha (oHE Mpuéma
uHruouropo AIl® crenyer npekparuTh nNpuéM mpemnapara (cM. paszgen 4.8), NalUeHT J0JKEeH
HaXOJUTHCS 10T COOTBETCTBYIOIIUM MEAUIIMHCKUM HAOJII0/IECHUEM.

HetiTpornienust/arpanyaonuTo3/TpoOMOOIIUTOIIEHUS/ aHEMHUS

Ha ¢one npuéma wunrubutopo AII® MoOryr BO3HMKAaTh HEWTPOIIEHUS/arpaHyJIOIHUTO3,
TPOMOOIIMTONEHUS U aHEeMUs. Y MAlMEHTOB ¢ HOPMAIbHOM (yHKIMEH MOYEeK U NMPH OTCYTCTBUU
JPYTUX OTATOMIAIONINX (PAKTOPOB HEUTporeHus pa3BuBaercs peako. C 0co00il 0CTOPOKHOCTHIO
CIEIyIOT TPUMEHATh TMEPUHIONPUI y TMAalUEHTOB C CHCTEMHBIMH 3a00JeBaHUSIMHU
COCTMHUTENIbHON TKaHu, Ha ¢oHEe mpuéMa HUMMYHOJIENPECCAHTOB, aJUIONYpPUHOJA WIH
pOoKauHaMK/a, UM MIPU COUYETAaHUU 3TUX (PaKTOPOB pUCKa, OCOOEHHO MPH HAMYUU UCXOJHOTO

HapylmeHus QyHKIH MOYeK.
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VY HEKOTOpBIX MAIMEHTOB BO3HHUKAIHU TOKEIbIE WHPEKIMH, B PSIE CIy4daeB, yCTOMYUBBIE K
WHTCHCUBHOW  aHTUOWOTUKOTepanuu. [lpu  Ha3Haue€HWW  JIGKQPCTBEHHOTO  Mperapara
[TpecrapuyMm A TakuM MalUeHTaM PEKOMEHYETCS MEPUOTNICCKH KOHTPOJIMPOBATh COACPKAHKE
JICUKOITUTOB B KPOBH. [1aliieHThI JOIDKHBI COOOIIATE Bpavy O JIFOOBIX MPU3HAKaX HH()EKIIMOHHBIX
3aboeBanuii (Hapumep, O0JIb B TOpJIe, IUXOPATKA).

DTHHYECKHE DAZIAYUS

Crnenyer yuuThIBaTh, YTO Yy MALMEHTOB HETPOUIHON pachl PUCK Pa3BUTHS AHTMOHEBPOTHUYECKOTO
otéka 6osee Boicok. Kak u apyrue uaruoutopsl AI1®D, nekapcrBeHHsil npenapat [Ipecrapuym A
MeHee 3(pPeKTUBEH B OTHOILIEHUU CHIDKEeHUs A/l y MallMeHTOB HETPOUTHON Pachl.

Jannblii 3pPexT BO3MOKHO CBSI3aH C BEIPAXKECHHBIM MPeo0IajaHneM HU3KOPEHUHOBOTO CTaTyca y
ITALMEHTOB HErPOUIHOM pachl C ApTEPUAIIBHOU THIIEPTECH3UEH.

Kaenp

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

XHUpYPrudecKoe BMEIIATEILCTBO/ O6HIa$I AHCCTC3UA

VY NanueHToB, KOTOPBIM IUIAHUPYETCS NMPOBEAEHHE OOIIMPHBIX ONepanuil WM MpUMEHEHUE
CPE/ICTB ISl aHECTE3UH, BHI3BIBAIOIINX apTEPHAIbHYIO THIIOTEH3HIO, IPUMEHEHUE IEPUHIONPHUIIA
MOXET OJIOKMPOBATh 00pa3oBaHne aHTHOTeH3MHA 1] Ha (pOoHE KOMITEHCATOPHOTO BBHICBOOOKICHUS
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 JieueHus uaruonropamu 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 THIIEPKATUEMHMM SIBISIOTCS MOYEYHAs HEIO0CTaTOYHOCTh,
CHI)KEHHME (YHKIMHU T1O04YeK, Bo3pacT crapme 70 Jer, caxapHblii [auabeT, HEKOTOpble
COITYTCTBYIOIIIME COCTOSIHUS, B YACTHOCTH JI€THJIpaTallys, OCTpas cepliedHasl HeIOCTaTOYHOCTb,
METa0OJIMUECKUI aln03 U COBMECTHBIN NMpUEM KainuiicOeperaronmx 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-TPUMOKCa30id ((pUKCHpOBaHHAs KOMOMHAIMS cCylib(haMeToKcaszosia U
TPUMETOIIPHMa), U OCOOEHHO AaHTAaroHHCTOB ajbJOCTEPOHA WJIM AHTarOHWCTOB PELENTOPOB

anrnotensuHa II (APA 1I).
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[IpumeHneHne TUIIEBBIX J100ABOK/TIpENapaToB Kaius, KaJduiCcOEperalomux JIUYPETHKOB,
KQIMUCOAEPKAIIMX 3aMEHHUTENEH NUIIEBOM COJIM MOXKET IPUBECTH K 3HAYUTEIBHOMY
MOBBIIIICHUIO COJICPXKAHUS Kalusl B KPOBH, OCOOCHHO y TAIIMEHTOB CO CHI)KCHHOH (YHKIIHEH
nouek. ['umepkanueMuss MOKET NPUBECTH K CEpPhE3HBIM, HMHOTAA (aTajbHbIM HaPYLICHUSIM
cepaeuHoro putMma. KanuiicOeperaromue AMYpeTHKHM W aHTArOHUCTBI  PELIETITOPOB
anrunotensuHa |l (APA 1) cienyer npuMeHSTh ¢ OCTOPOKHOCTBIO y MAIMEHTOB, IPUHUMAFOIIUX
uHrHOuTOpHl AII®; TpU 3TOM HEOOXOAMM MOHUTOPHHI YPOBHS KAJIHUS B CHIBOPOTKE KPOBHU H
byukmun nouek. Eciam  HeoOXoauM COBMECTHBIM MpHEM JIEKAPCTBEHHOTO IMperapara
[Ipecrapuym A W yKa3aHHBIX BBIIIE TNPENapaTroB, JEUEHUE JOHKHO MPOBOAUTHCS C
OCTOPOXKHOCTBIO Ha (POHE PETYISAPHOTO KOHTPOJIS COACPIKAHUS KaIHs B CHIBOPOTKE KPOBH (CM.
paznen 4.5).

ITamueHTEI ¢ caxapHbIM I[I/Ia6CTOM

[lpy Ha3HayeHWW Tpenapara MalUEHTaM C CaXxapHbBIM  JUA0ETOM,  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 JIEKapCTBEHHOTO Mpenapata I[Ipectapuym A u mpemapaToB JUTHUS HE
pexkomenayetcs (cm. pazzaen 4.5).

KanuiicOeperarolme 1MypeTuky, Ipenaparsl KajlIus, KaJIUNCoaepKalle 3aMESHUTEN MUILIEBOM

COJIM U ITMIIICBBIC I[O68.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 naHHbIE, CBUJETEILCTBYIOLIME O TOM, YTO COBMECTHOE IMpHUMeHeHHe MHruoutopoB AIlID,
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 cOBMECTHOrO NMPUMEHEHUS
uHrHOUTOpOoB AIID, aHTaroHNUCTOB peNEenTOpOB aHruoTeH3WHa Il WM amuckupeHa He
pexoMeHioBaHa (cM. pasaensl 4.5 u 5.1). Eciau Tepanus ¢ moMoIsio ABOMHOM G10Kaapl MpU3HAHA
aOCOJIIOTHO HEOOXOoAMMOM, €€ CcleyeT MPOBOAUTH TOJIBKO TIOJ CTPOTUM MEIUITUHCKUM
KOHTPOJIEM U MPH PETYJIIPHOM KOHTPOJIE GYHKIMH ITOYEK, COJEPKAHUS DIEKTPOIUTOB B KPOBU U

APTCPHUAIIBHOI'O JaBJICHUA.
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[IporrBOMOKa3aHO MpuMeHeHne HHTHONTOpoB AIID B coyeTaHNM ¢ aHTarOHUCTaMH PEIENTOPOB
anruorensuHa Il y manuentoB ¢ nuabermueckoil HedpomaTHeld 1 He PEKOMEHIYETCsl y IPYTUX
nanueHToB (cM. pazzaen 4.3).

[lepBUYHEBIN THIEPATILI0CTEPOHU3M

[TauMeHTsl ¢ NEPBUYHBIM TUIEPAIBIOCTEPOHU3MOM, KakK IPAaBUJIO, HE BOCHPUUMYHUBBI K
AQHTUTUIIEPTEH3UBHBIM Iperaparam, JAeWCTBUE KOTOPBIX OCHOBaHO Ha mHruOupoBanuu PAAC.
Takum 00pa3oM, NMPUMEHEHHE JaHHOTO JIEKAPCTBEHHOTO Mperapara y TaKHX MalueHTOB He
pPEKOMEH1yeTcH.
eTu

JlexapcTBennsiii ipenapar [Ipectapuym A He pekoMeHayeTcs JeTsM 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 HETIEPEHOCUMOCTBIO T'aJIaKTO3bI, TOTHBIM IE(DUIIITOM JIAKTa3bl
WJIM TJII0KO30-TAJIaKTO3HOHM MalibabcopOLuel He clieayeT IPUHUMATh 3TOT Ipenapar.

JlexapctBennbiii mpemnapat Ilpectapuym A cofepXuT acmapTam - UCTOYHHMK (eHUIaTaHHHA.
[IpumeHeHne JNEKapCTBEHHOI'O IMpenapara MOXKET OKa3aTbCsl OMACHBIM JJis IalUeHTOB C

(eHUIKeTOHypUEH.

4.5. B3amMmopelicTBHe C JAPYIMMH JICKADCTBEHHBIMH MpenapataMu H JApyrue BHIbI
B3aMMO/EHCTBUA
JlaHHblEe KIMHUYECKUX MCCIIEJOBAaHUM MOKA3bIBAIOT, YTO JIBOMHAs OJOKa/la peHUH-aHTMOTEH3UH-
anbroctepoHoBoii cuctemsl (PAAC) B pe3yibTare 0JHOBpeMeHHOro puéma HHruouTopos AI1D,
APA 1l wunm anuckupeHa MPUBOAUT K YBEIMUYEHUIO YacTOThl BO3HUKHOBEHMS TaKHX
HE)KEIIATEJIbHBIX SBJICHUM, KaK apTepuaibHas TUIOTEH3Msl, TUIEPKAIMEMHs WU HapylICHHs
GyHKIUM MOYeK (BKIH0Yas OCTPYIO MOUYEUHYIO0 HEAOCTATOYHOCTD), 10 CPABHEHHUIO C CUTYALIUIMU,
KOrI'Jla IpUMEHSETCS TOJIBKO OAMH Ipenapat, BozeicTByomuii 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
MOBBIIIIAET PUCK AHTHOHEBpPOTHYEeCKOoro oteka (cMm. pazaensl 4.3 u 4.4). MHTepBan Mexmy

IPUEMOM IMOCNIEHEeN J03bl MEPUHIONPUIA M HAyajloM JICUEHUs IpernapaTroM, COJepKallium

Crpannna 13 u3 33



BaJicapTaH + CaKyOUTPHJI, TOJDKEH COCTABJIATh HE MeHee 36 yacoB. Mexay mprueMoM MoceaHen
JI03bI BaJicapTaHa U CaKyOUTpHIIa U HA4aJIOM JICUEHHUS MTEPUHIONPUIOM HEOOX0IUMMO BBIIEPKaTh
uHTEpBajJ He MeHee 36 "yacoB (cM. pazaensl 4.3 u 4.4).

OnHoBpeMeHHOE MpuMeHeHHe HHruouTopoB AIID c¢ panekanorpuiom, uaruoutopamu MTOR
(Hampumep, CUPOIIUMYC, IBEPOIUMYC, TEMCUPOIUMYC) U MIMIITHHAMU (HAallpUMep, JIMHATJIUIITUH,
CaKCarjuITUH, CUTArJIMOTUH, BUJIIATJIMIITHH) MOXXET NPUBECTH K TOBBIIIEHHOMY PHCKY

AHTMOHEBPOTHUYECKOIr0 OTeKa (CcM. pazzein 4.4).

JlekapCTBEHHBIE CPEJICTBA, BHI3HIBAIONINE THIIEPKAITHEMHUIO

HecMmoTpst Ha TO, 4TO copep)kaHUE Kajlusl B CHIBOPOTKE KPOBHM OOBIYHO OCTAaeTcs B Ipeaesnax
HOpPMBbI, THUIEPKAIMEMUS MOXET BO3HUKHYTb Yy HEKOTOpBIX IallMEHTOB, MPUHUMAIOLIUX
IIpecrapuym A. Hekoropble JieKapCTBEHHBIE Ipenaparbl WM Ipenaparbl  JIpYyrux
(apMaKoJIOTHYECKUX KJIaCCOB MOTYT IOBBIIATH PUCK PAa3BUTUS T'MIIEPKAIMEMHM: AJTUCKUPEH U
IMCKUPEHCOIeprKalllue Mpenaparbl, COIM Kajlaus, KanuicoOeperaromue AUypeTUKH (Hampumep,
CHHPOHOJIAKTOH, TPUAMTEPEH WM aMUIOpun), MHTHOUTOpbl AIID, aHTaroHHCTHI PEIENTOPOB
anrnotensuHa II (APA II), Hecrepounnbsie npotuBoBocnanuTenbHble npenaparsl (HIIBII),
renapuHbl, IMMYHOJEIIPECCAHThI, TAKME KaK LUKIOCIOPHH WM TaKpOJUMYC, JEKAapPCTBEHHBIE
npenaparbl, COAEp)KallMe TPUMETONPUM, B TOM 4YHcie (DUKCHPOBAHHYIO KOMOMHAIIHIO
cynbpaMeToKkcazoila W TPUMETONpuMa (KO-TPUMOKCA30J), IIOCKOJIBKY H3BECTHO, YTO
TPUMETONPUM JIEHCTBYET KaK KaluicOeperarommii JuypeTHK, TAKOW KaKk aMHIIOpUI.

CoderaHne 3TUX JIEKapCTBEHHBIX NIPENapaToB MOBBINIAET PUCK THIIEpKaIUEMHUH. 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
HapylieHueM (QYHKIUHU [OYEK UM HE PEKOMEHAYETCS Yy JPYruX MHaIMeHTOB: BO3PACTaeT PHUCK
pasBUTHs TUNEPKATUEMHUH, YXyAUIeHHUs (YHKIMHU TMOYEK U TOBBIMIEHHS YacTOTHI CEepJeuHO-

COCyI[PICTOﬁ 3a00JIEBAEMOCTH H CMCPTHOCTH.
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Cosmecmuasn mepanusa uneubumopamu AIl® u anmazonucmamu peyenmopos aHeUOMeH3UHd
[TpoTuBONOKa3aHO MpUMeHEeHnE HHTHOUTOpOB AIID B coyeTaHUM C aHTAarOHUCTAMH PELETITOPOB

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

Drcmpakopnopanvhvie Memoosl 1e4eHus

9KCTpaKOpHOpa.HBHBIe MCTOJbI JICHCHUSA, NPHUBOIAIIMUC K KOHTAKTY KPOBHU C OTpPpULATCIILHO
3apPsKCHHBIMA ITOBCPXHOCTAMU, TAKHEC KaK JUAIN3 HIIN I‘eMO(l)I/IJIBTpaI_[I/IS'I C HUCIIOJB30BaHUEM
HEKOTOPBIX BBICOKOIPOTOYHBIX MeMOpaH (Hampumep, MOJUAKPUIOHUTPUIOBBIE MEMOpaHbI) W
adepe3 JUIONPOTCHHOB HH3KOW IUIOTHOCTH C HCIIOJNIb30BAaHHEM JIeKCTpaHa cyJib(ara,
IPOTHBOIOKA3aHbI N3-32 YBEJIMYCHUS PUCKA PA3BUTHS TSDKENBIX aHA(MITAKTOMIHBIX PEaKIui (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 nmanueHToB, HE UMEIOIINX CaXxapHOoro Auadera Wi HapylieHus (GYHKIIMH TOYEK, MOBBIIIEH 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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Kanuiicbepecarowue ouypemuxu (maxue kax mpuammepeH, amuiopuo), Coau Kaaus
['unepkanuemusi (C BO3MOXHBIM JIETAIBHBIM HCXOAOM), OCOOCHHO TpHU HAPYIMIEHUH (YHKIIUU
nouek (aanuTuBHbIC 3()()EKTHI, CBI3aHHBIC C THIIEPKATUEMUEH ).

CoueraHnue TMEPUHIONPHIA C BBHINICYIIOMSHYTHIMH JICKAPCTBCHHBIMH —TIperapaTaMd He
pekomenayercs (cM. paszmen 4.4). Ecnm coBMecTHOE NPUMEHEHHE TI0Ka3aHO, HMX CIEIyeT
MPUMEHSTh, COOTIOasi MEPBI MPEAOCTOPOKHOCTH U PETYIIIPHO KOHTPOIHUPYSI COACPKAHUE KAITUS
B CBIBOPOTKE KPOBH.

OCOOCHHOCTH TIPUMEHEHUS CITUPOHOJIAKTOHA TIPU CEPJICYHON HEIOCTATOYHOCTH OMUCAHBI Jlajiee

I10 TCKCTY.

Ilpenapamul rumus

[Ipy coBMeCTHOM NMPUMEHEHUH MpenaparoB JUTHS U UHrUOUTOpoB AIID MokeT oTMeuaThCs
oOpaTuMoe yBEIWYEHHE KOHIIGHTPAIlMM JUTHS B CBIBOPOTKE KPOBU U CBSA3AHHBIE C ITUM
Tokcuyeckue 3¢dextel. CoBMECTHOE MPUMEHEHHE MEPUHIONpPHIA M MpernapaToB JHUTUS HE
pexomenayercs. [Ipy HEOOXOAMMOCTH NMPUMEHEHHS] TaKOH KOMOWHAIIMU CIIEAYET IPOBOJUTH

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 MHCYIMHA U THIOTIMKEMUUYECKUX CPEJCTB A mpuéma
BHYTPb BIUIOTh JI0 pa3BUTHs runoriaukeMud. Kak mpaBuio, 3To HaOo1aeTcs B EpBbIe HElEnH

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

baxnogen
VYeunuBaer aHTUrunepreH3uBHbIM 3pdexr wuHruoutopoB AllD. Craenyer TIATENBHO
KOHTPOJMPOBaTh ypoBeHb AJ[ u, B ciyyae HEOOXOIWMOCTH, TO3MPOBKY THUIIOTEH3WBHBIX

IperapaToB.

Kanutinecoepezarowue ouypemuxu

VY nanueHToB, NOJy4YaroUX TUyPEeTHKH, OCOOCHHO BBIBOSIINE KUAKOCTh U/UIIHM COJIM, B HaUajie
tepanuu uHruOuTopom AIID moker HabmOgaTHCS Upe3MepHoe cHIbKeHne AJl, puck pa3BuUTHS
KOTOpPOI'0 MOXHO YMEHBIINUTD IIyTEM OTMEHBI IUYPETUYECKOTO CPEACTBA, BOCIIOJHEHUEM IOTEPH
KHUJIKOCTH HJIM COJIeH mepea HayaJoM Tepanmuy MEepUHIONPHIIOM, a TaKkKe Ha3HaYeHUEM

MEpUHIOIIPUTIA B HU3KOM J03€ C HaﬂbHeﬁMHM IMOCTCIICHHBIM €€ YBCIIMUCHUCM.
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Ilpu apmepuanvrou cunepmen3uu y MallieHTOB, TOTYYAOIINX TUYPETHUKH, 0COOCHHO BHIBOISIIINE
KUJKOCTh W/WIHM COJIM, NTUYPETUKU IOJDKHBI OBITH OO OTMEHEHBI JO Hadaia MPUMECHCHHUS
uaruouTopa AIID (mpu sToM KanmitHecOeperaronmi TuypeTUK MOXKET OBITh IMO3/JHEE BHOBB
HazHadeH), b0 uHrHOuTOop AIID nomwkeH ObITh Ha3HAYeH B HU3KOHM J103€ C JAJIbHEHIIMM

IMOCTCIICHHEBIM €€ YBCIUMYCHUCM.

Ilpu npumenenuu ouypemuxos 8 ciyiae XpOHU4ecKol cepoeyHoll HedoCmamo4HoCmy THIUOUTOp
AIl® nomxeH ObITh Ha3HAUYE€H B OYEHb HHU3KOH J/103€, BO3MOXKHO IOCJI€ YMEHBIIEHUS J03bI
NPUMEHSIEMOT0 OHOBPEMEHHO KaluiHecOeperaromero 1nypeTruka.

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

nepBbIe HeleIN MpUMeHeHUsT HHTuOuTopoB AIID.

Kanuticbepezarowgue ouypemuxu (3niepeHoH, CRUPOHOIAKMOH)

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

[Tepen npumMeHeHNEM JaHHOM KOMOMHAILINY JIEKapCTBEHHBIX MTPENapaToB, HEOOXOIUMO YOeTUThCs
B OTCYTCTBUH THIIEPKATUEMHUH U HApyIIeHUH (QYHKIIUU TOYEK.

PexoMennyercss peryiasipHO KOHTPOJIMPOBATh KOHIIEHTPALMIO KPEaTWHHWHA U Kallusi B KPOBH:

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

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

CoBmectHOe npumeHeHne HHruouTopos AIl® ¢ HIIBII (anetmicanuuuioBasi KMCIOTa B J103€,
OKa3bIBAIOLIEH MPOTUBOBOCIIAIUTENIbHOE IEHCTBUE, MHTUOUTOPHI IMKI00Kcurenassl-2 (LIOI-2) u
HecenekTuBHble HIIBII), MoxeT mpHuBECTH K CHHXXEHHMIO AHTUTHMIIEPTEH3UBHOTO JIEHCTBHS
uHruouropoB All®. CoBmectHoe npumenenue nHruoutTopos AII® u HIIBIT MoxxeT npuBOAUTH
K yXyALIeHUI0 (YHKIUU TOYEK, BKJIOYas pa3BUTHE OCTPOM MOUYEYHOW HEIOCTATOYHOCTH, U
YBEJIMUEHUIO COJIEP)KaHUS KallHs B CBIBOPOTKE KPOBU, OCOOEHHO y MAIlMEHTOB CO CHUXKEHHOU 10
Hauasna jedeHus QyHkiuen noyek. Crneayer coOnoiaTh OCTOPOKHOCTD MTPU Ha3HAUYEHUH JTaHHOMN

KOM6I/IHaI_[I/II/I, 0COOCHHO Yy Jia1 MMOXKUJIOTO BO3pacTa. ITanupeHTHl J0JKHBI oJIiy4aTb aICKBATHOC
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KOJINYCCTBO XKUAKOCTH, U PEKOMCHAYETCA TINATCIBHO KOHTPOJIUPOBATH Q)YHKHI/IIO ITOYCK, KaK B

Ha4aJi¢, TaK U B IIPOLCCCC JICUCHUH.

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

AHT'MOHCBPOTUYCCKOI'O OTCKaA.

CoBMeCTHOE IIPUMEHEHIUE, KOTOPOE TD66VCT onpeAacIéHHON 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 JIeHCTBUSL.

Tpuyuxnuueckue anmuoenpeccanmol, AHMUNCUXOMUYECKUE CPeOCmEa (HeupoienmuKu) 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®D, B ToM yKcie nepuHI0Npuia, NallMeHTaMu, OJy4aloluMU
BHYTPHBEHHO Ipernapar 30j0Ta (HaTpusi aypoTHOMAasaT), B PEIKHUX CIydasx cooOasoch o
Pa3sBUTHM HUTPUTOMJHBIX PEAKLUUH — CUMITOMOKOMILIEKCE, BKIIOYAIOLIEM B ce0sl 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 HacrosAmui MOMEHT HET HEONPOBEPKUMBIX JIHMAEMHUOIOTMUYECKUX JAHHBIX O TEPATOrE€HHOM
pucke npu npuéme uHruoutopos AIldD B mepBoMm Tpumectpe OepemeHHOCTH. OHAKO HENb3s

UCKJIIOYUTHh HEOOJNbIIOE YBETUUYEHNE PUCKAa BOSHUKHOBEHMs HapylleHu# pa3ButTus miona. [lpu
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MJIAaHUPOBAHUM OEPEMEHHOCTH, eclii Tepamnus HHruoutopoM AIID cumraercs HEOOXOIUMOH,
cleayeT MepelTu Ha MPUMEHEHHE APYTUX aHTUTHIEPTEH3UBHBIX MPENapaToB ¢ YCTaHOBJICHHBIM
npoduiieM 0€30MacHOCTH Uil MPUMEHEHUS B IepuoJ OepeMeHHOCTH. [Ipu TuarHoCTHpOBaHHOM
OepeMeHHOCTH, ClIeyeT HEMEUJIEHHO MPEeKpaTUTh MpuéM Ipenapara U, MpH HEOOXOAUMOCTH,
HA3HAYUTh aJIbTEPHATUBHYIO TEPAIUIO.

N3BecTHO, uTO BO3AeiicTBUEe MHTHOUTOPOB AII® Ha miox Bo I u Il Tpumectpax 6epemeHHOCTH
MOJKET MPUBOIUTH K HAPYIICHHUIO €T0 PAa3BUTHS (CHMKEHUE (PDYHKIIMH IMOYEK, OJUTOTUIPAMHUOH,
3aMeJUIeHHe OCCHU(PHMKAIMU KOCTeH ueperna) U Pa3BUTUIO OCIOKHEHUH y HOBOPOXKIAEHHOTO
(moyeyHasi HEIOCTATOYHOCTh, ApTEepPHUATIbHAS TUIIOTEH3US, TUTIEPKAIUEMUS ).

Ecnu manuentka nomydana uaruOutopsl AII® Bo Bpems Il mm III Tpumectpa GepemMeHHOCTH,
PEKOMEH/IyeTCsl IPOBECTHU YIIBTPa3ByKOBOE 00CIIeJOBaHUE IS OLIEHKU COCTOSTHUS KOCTEH yeperna
U QYHKIMH TTOYEK.

HoBopoxxnéuusle, Matepu KOTOpbIX monydanu UHruOutopel AIID Bo Bpemsi OGepeMeHHOCTH,
JOJIKHBI HAXOJIUTHCS MO HAOMIOIEHUEM H3-32 PHCKA Pa3BUTHUS apTEPHAILHOM TUIIOTEH3UH (CM.

pasznensl 4.3 u 4.4).

JlakTauus

Bcenencreue orcyTcTBUS MH(OPMAIMM OTHOCHUTENIBHO HMPHUMEHEHMs MEepUHIONpHIA B IMEPUOJ
IPYAHOTO BCKApMJIMBAHMSL, €r0 IPUEM HE peKOMeHayeTcs. IIpeanoyTuTenbHo IPpUMEHATh Ipyrue
npenapatsl ¢ 6oee U3y4eHHBIM IpoQuiieM 0e30MaCHOCTH B IMEPHOA TPYTHOTO BCKApMIIMBAHUS,

0COOCHHO IIpu BCKapMJIMBaHHUU HOBOpO)I(,I[éHHBIX WX HEJOHOIIECHHBIX JETEH.

DdepTUabHOCTD

He ycranoBieHo BIMsiHUS Ha PENPOTyKTUBHYIO QYHKIHIO WM (DEPTUIILHOCTD.

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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Pesrome mpoduist 6e3onacHoCTH

[Tpodmie Ge30mMacHOCTH NEPUHAONPUIA COOTBETCTBYET NPO(UII0 OE30MaCHOCTH MHTHOUTOPOB
AlID.

HanbGomnee uacTele HexenaTelbHBIE PEaKIMU TPH IMpHEME NEPUHJONpPUIA, OTMEUYEHHBIC IPH
NPOBEJCHUN KIMHUYECKUX HCCIEIOBAHUI: TOJIOBOKPY)KEHHE, T'OJOBHAas OOJb, MapecTe3us,
BEPTUTO, HAPYIICHUS 3PEHUS, 3BOH B yIlIaX, apTepualibHasi THIIOTEH3MS, Kalllelb, OJIbIIIKa, 0OJb B
KHUBOTE, 3a110p, Auapesi, TMCreB3us (PacCTpOUCTBO BKycCa), AUCHENCHS, TOIIHOTA, pPBOTA, KOKHBIN

3y, KOXKHasA ChIIlb, CIIa3Mbl MBIIIIL, aCTCHH.

Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIINi

[lepeuncienHble HUXKE HEXeNaTeIbHbIE PEaKIUH, OTMEUYEHHBIC MPU MPOBEICHUN KIMHHYECKUX
WCCJICIOBAaHUM W/WIIM MOCTPETrUCTPAMOHHOM MPUMEHEHUH MEePUHAONPUIIA, TPUBEICHBI B BHUJIEC
cleyroIel rpagaum: o4enb yacto (>1/10); gvacto (>1/100, <1/10); newacto (=1/1000, <1/100);
penko (=1/10000, <1/1000); ouens peako (<1/10000); HeyTOYHEHHOM YACTOTHI (4ACTOTA HE MOXKET
OBITH MOJCYMTAHA IO JOCTYIHBIM AaHHbIM). TaOmuma 2. TabauuHOoe pe3toMe HeKeIaTesIbHbIX

peaKkuuii

MedDRA HexenatenbHble peakiuu Yacrora

Kiaccel u cucteMbl OpraHoB

HapyueHnust co CTOPOHbI KPOBH H Do3uHOpUIHS Heuacro*

JMM(aTHIECKOH CHCTEMBI ArpanyonuTo3 WIH
Ouens penko
TaHIUTOIICHUA

CHuxeHre reMorioOnHa u
Ouens penko
reMaToKpHuTa

JlelikoneHus/HEUTPOIIEHUS OueHb penko

I'emonutuueckas anemus y
MMALIUEHTOB C BPOKIAEHHOU

HEJ0CTaTOYHOCTHIO OueHb penko
TJII0K03006-

dbocdatneruaporeHasbl

TpomOGounToneHus OueHb penko

Hapyumienust co CTOpOHBI Cunapom HeaJeKBaTHOM Penxo
JHIAOKPHHHOH CHCTEMbI CEeKpeLuun
AHTUJINYPETUYECKOTO

ropmona (CHCA/I)
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HapymeHnusi co CTOPOHBI

l'unornukemust (cM. pazaenbl

Heuwacro*

MeTa00/M3MAa U MUTAHUSA 4.4u4.5)

l'unepkanuemusi, oOpaTuMas

rociie OTMeHsI npenapara (cM. | Hewacto*

paznen 4.4)

['unonarpuemus Heuacto*
Ilcuxuyeckne HAPpYLIEHUA Henpeccust Heuacto*

JIabunbHOCTH HACTPOCHUS Heuacro

Hapymenue cna Heuacro
Hapymenusi co cTOpOHBbI HEPBHOM lNosoBokpyxeHUE Yacto
CHCTEMBI TonosHas 6o1b Yacro

ITapecresus Yacro

Bepruro Yacro

CoHnuBOCTH Heuacro*

O6Mopok Heuacto*

CHYTaHHOCTB CO3HaHHuA

OueHb penko

Hapyuienust co cTopoHbI Oprana Hapymenue 3penus Yacto

3peHust

Hapyuienust co cTopoHbI Oprana 3BOH B ymIax Yacto

cJayXxa u JJa0upuHTA

Hapymenust co cTopons! cepana Omrymienue cepuedreHus Heuacro*
Taxukapaus Heuacro*

Crenokapaus (cM. pazzaen 4.4)

Ouens penko

AputMmus OueHb penko
Wndapkr MHUOKap/a,
BO3MOJKHO, BCJIEJICTBHE

n30bITOYHOTO CHUXKEeHUS AJl y
MallUEHTOB u3 TPYIIIbI
BBICOKOT'O pHCKa (CM. pasjen

4.4)

Ouensb penko
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HapyieHust co CTOPOHBI COCYT10B

AprepuanbHas ~ TMIIOTEH3US

(u306bITOuHOE CHIKEeHHE AJl)

Yacro
U CBSI3aHHBIE C 3TUM
CUMIITOMBI
Backynurt Heuacto*
[Tpunussi Penxo*
Nucynsr, BO3MOXHO,
BCJIEJICTBUE YpE3MEPHOTO

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

Do3uHO(PMIbHAS THEBMOHUS

Ouensb penko

Keayno4yHo-Kue4YHble HAPYIICHUS

Punut Ouensb penko
boub B xuBOTE Yacro
3amnop 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

MOAKOKHBIX TKaHel

KoxHnslii 3y1 Yacro
Kosxnas ceinb Yacro
KpamuBauna (cm. pasnen 4.4) | Hewacto
AHIMOHEBPOTUYECKUH  OTEK

7, KOHEYHOCTEH, ryo0,

CIIM3UCTBIX 000JI0YEK, si3bIKa, | Hewacro
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*

Hapymienus co cTOpoHbI 04eK U [loueunas Hegocrarounocts | 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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JlabopaTopHble n [loBbiienne  koHueHtpanmu | Hewacro*

HHCTPYMCHTAJIbHbIC TaHHbIC MOUYCBUHLBI B KPOBU

[ToBeimenne  koHmeHTpanuu | Hewacto*

KpCaTHuHHUHA B KPOBU

[ToBbilieHne KoHIEHTpauuu | Penko

OunnpyOuHa B KpOBH

[ToBbi1IEHTE akTuBHOCTH | Penko

«TEYEHOYHBIX» (PEPMEHTOB

TpaBMbl, HHTOKCUKAIIUN U ITagenue Heuacrto*

0CJIOKHEHHUsI PoLeyp

* OI/;GHKCI yacmonibl HeofceﬂameﬂbelxpeaKuuﬁ, BblS6/IEHHbIX NO CNOHMAHHbIM COO6I/L{€HZ/lﬂM,

npoeedeHa HAa OCHoeaHUuu adHHblxp€3y]lmelm06 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 ciy4daeB HENEpeHOCHMOCTH ObUIa BbIIIE B IpyIIe

NEPUHAONPUIIA IO CPABHEHUIO C TPYMNIION Iu1aeoo.

Coo0111eHne 0 MoI03PEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

BaxHOo cooOmare O TN0J03pEBacMbIX HEKENATENBHBIX pEeaKUUsAX I0Cle pPErucTpanuu
JIEKapCTBEHHOTO Iperapara C Lelblo 00eCeyeHNs HEMPepbIBHOIO MOHUTOPUHIA COOTHOILICHUS
«T10JIb3a — PUCK» JIEKAPCTBEHHOT0 IipenapaTta. MeIUIMHCKUM U papMalieBTUYECKHM pabOTHUKAM
PEKOMEHYeTCs COOOLIATH O JIFOOBIX MOA03PEBAEMBIX HEXKENATEIbHBIX PEAKIIUAX JIEKAPCTBEHHOTO
npernapara yepe3 HallhOHAJIbHbIE CHCTEMBI COOOIIIEHUS O HEXKENaTeIbHbIX PEeaKLUsiX rocyJapCTB

— wIeHOB EBpa3uiickoro 5KOHOMUYECKOIO COH03a.

Poccuiickas ®@enepanns
109012, r. Mocksa, CnaBsiHCKasl IOk, 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

D, moura: pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

JlanHble 0 NIepe103upOBKE Npenapara y 4eJI0BeKa OrpaHUUEHBI.

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 OpaAuKapIuud MOKET IOTpeOOBaTbCs YCTAHOBKA 3JIEKTPOKAPAHMOCTUMYJISATOPA.
Heo6xouMO MOCTOSIHHO KOHTPOJMPOBATH IIOKA3aTeIM OCHOBHBIX JKM3HEHHBIX (DyHKIHIA

OpraHnu3Ma, KOHOCHTPALUIO KPpEaTUHWHA U JJICKTPOJIUTOB B CIBOPOTKE KPOBH.

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

CUCTEMY; MHIMOUTOPBI aHTMOTEH3UHIIpeBpalatoiiero pepmenta (AIID)

Kox ATX: C09AA04

Mexannsm geficTBUs

[Tepunonpun — MHTUOUTOP pepMeHTa, IpeBpaliaromiero anruotensut I B anruorensux [ ATID,
nnn kuHuHa3za I, sBisieTcs 3K30MENTHIa30il, KOTOpas OCYIIECTBISET KakK IpEeBpalleHue
aHrMoTeH3MHa | B cocynocykuBarolee BEUIECTBO aHruoreHsuH II, Tak u paspymieHue
OpaZMK1HKHA, 00JIaAI0IEr0 COCYI0PACIIUPSIONIUM AEHCTBUEM, 10 HEAKTUBHOT'O T'eNITalenTHaA.

WNurubuposanne AII® npuBoAUT K CHHYKEHUIO KOHIIEHTpAlMu aHruoTen3uHa Il B miasme kposw,
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tel:+74995780670
tel:+74995780220

YTO BBI3bIBACT YBEIMUEHNE aKTUBHOCTH PEHUHA IJIa3MbI KPOBH (IT0 MEXaHU3MY «OTPULIATEIIbHOMN
00paTHOH CBSI3M») U YMEHbBIIIEHNUE CEKPEIIUU aJThIOCTEPOHA.

[TockonbKy aHTHOTEH3WHIPEBpAIAOMU (EpMEHT HHAKTHBUPYET OpaJUKUHWH, IOJaBICHUE
All® conpoBOXIaeTcs MOBBIIIEHUEM AKTUBHOCTH KaK LUPKYJIUPYIOUIEH, TaK M TKaHEBOMU
KaJUIMKPEUH-KUHUHOBOM CHUCTEMBI, MIPH 3TOM TaKkKe aKTUBUPYETCS CUCTEMa MPOCTaryiaHIuHOB.
Bo3MmoxHO, 9TO 3TOT 3P eKT SBISETCS YAaCThIO MEXaHW3Ma AHTUTHIICPTECH3UBHOTO ICHCTBHS
uHrHONTOpOB AIID, a TakKe MEeXaHU3Ma PA3BUTHSI HEKOTOPBIX MOOOYHBIX 3D (PEKTOB MpemapaToB
JAHHOTO KJlacca (Harpumep, Kamuis).

[lepunmonpun oOKa3bpIBa€T TEpaleBTHUECKOE JelcTBUE Oiarojnapsi akTUBHOMY METaOOIHUTY
nepuHaonpuiary. Jpyriue MetaboauThl He OKa3bIBAIOT MHIHOUPYIOMIETO ACHCTBHUS B OTHOIICHHUH

ATI® in vitro.

Kinnanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

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 obuiee nepudepudeckoe cocynucroe comnporusienue (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
AIIACTUYHOCTH KPYMHBIX apTepuil U CTPYKTYPhl COCYIUCTOM CTEHKHU MEJKUX 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'O JNYPETHUKA TAKXKE IMMPUBOJUT K CHUKCHHUIO PHUCKA PA3BUTHA THIIOKAJIMCMHUHN HaA (1)OH€

[pueMa JUypETUKOB.

Cepoeynas nedocmamouHocms
[Tepunnonpun HOpManu3yeT paboTy cep/lia, CHIKas MpeIHarpy3Ky U MOCTHArpy3Ky.
VY manueHToB ¢ XpOHUYECKOH Cep/IeYHON HEAOCTATOYHOCTHIO, MOIYYABIINX MTEPUHIONPHII, OBLIO
BBISBJIEHO:

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

- CHIDKEHHE 0011ero nepudepruyeckoro COnpoTUBICHHS COCY/I0B;

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

iane0o.

Llepebposackynsapuvie 3a601e68aHUsL

Pesynbratel uccnenoBanuss IIPOI'PECC, rnme oneHuBamoch BIMSHUE AKTHBHOM Teparuu
HNEPUHJIONPUIIOM (MOHOTEpaNus Ui B KOMOMHALIMM C UHJAIaMU/I0M) B T€UEHUE 4 JIET Ha PUCK
pa3BUTHS MOBTOPHOTO MHCYJIbTA Y MAIIMEHTOB, UMEIOIIUX 1IepeOpOBaCKyIIIPHBIE 3a00JIeBaHUS B
anamuese. [locne BBOJgHOTO mepuoaa MpPUMEHEHHS MEPUHIONpHUiIa TPEeTOYTHUIAMHHA MO 2 MT
(9KBUBAJICHTHO MEPUHIONIPUIIA ApTUHHUHY 2,5 MT') OJIMH pa3 B ICHb B TEUCHHE JIBYX HEJIeJb U 3aTeM
110 4 Mr (3KBUBaJIEHTHO NEPUHIONPUIIA ApPTUHUHY 5 MT') OJIMH pa3 B IEHb B TEUEHUE MOCIEAYIOINX
NBYX HeJenb, 6105 manueHToB ObLUTH paHIOMU3UPOBAHBI HA ABE rpymnmbl: miamnedo (n = 3054) u
NEPUHIIONPUI TpeTOyTUIaMuH 1Mo 4 Mr (COOTBETCTBYET S5 MI MEpHHIONpUIIA apTUHUHA)
(MoHOTepanus) Wik B KoMOuHaruu ¢ unganamuaom (n = 3051). MuganamMua TOTMOTHUTENHHO
Ha3HayaJicsd NalUeHTaM, HE MMEIOIIMM MpPSAMBIX TOKa3aHUN WM NPOTUBOIOKA3aHUM s
NpPUMEHEHUsS AWYypeTUKoB. JlaHHasg Tepanus Ha3Hadyajlach JOMOJHUTENBHO K CTaHIapTHOM
Tepanuu UHCYIbTA W/UIU apTepUATbHON THIIEPTEH3UU WM APYTUX MATOJIOTHUYECKUX COCTOSHUM.
Bce pannomusupoBaHHBIE MAallMEHTHl MMENM B aHaMHe3e LepeOpoBacKyIsIpHbIE 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) cHusuinach B cpenHeM Ha 9,0/4,0 mm pr.ct. Takke ObUIO MOKa3aHO
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3HAYUTEIBHOE CHI)KEHUE PHCKa BOBHUKHOBEHHUSI IOBTOPHOT'O MHCYJIBTA (KaK HITEMHYECKOTO, TaK

U reMopparndeckoro) nopsiaka 28 % mo cpaBuenuto ¢ miane6o (10,1 % u 13,8 %).

JlonomHUTENbHO OBITO MOKAa3aHO 3HAUYNTENFHOE CHIDKEHHE PHCKA:

- (baTanbHBIX WIM TPUBOASIINX K MHBAJIUIN3AUN HHCYIBTOB;

- OCHOBHBIX CEpJCYHO-COCYUCTHIX OCIOXHEHUH, BKIIOYass MHPAPKT MHOKapaa, B T.4. C
JIETAIbHBIM HCXOJIOM;

- JIEMCHIINH, CBSI3aHHON C HHCYJIBTOM;

- CEpPBE3HBIX YXYALUICHU KOTHUTUBHBIX (DYHKIIUH.

DT0 OBUIO OTMEUYECHO KaK y MAlMEHTOB C apTepPHaIbHON THIIEPTCH3UEH, TaK U MPH HOPMAILHOM

A]Jl, He3aBHCHMO OT BO3pacTa, IMOJa, HAIWYUS WU OTCYTCTBUS CaxapHOro amabera W THUMA

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-
COCYAHMCTYIO CMEpPTHOCTb, He(daTanbHbII HHPAPKT MHUOKapAa W/WIA OCTaHOBKY cepila ¢
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
unruoburtopa 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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CONPOBOXKAAIOUIMICS MTOATBEPKACHHBIM MOPAKEHUEM OpraHa-MHUIIEHH, a TAKXKE UCCIEI0OBaHUS C
y4acTHEM MalUeHTOB C CaxapHbIM AUabeToM 2 Tuma U JuadeTuyeckon HedpomnaTuei.

JlaHHbIe MCCIIeIOBAaHUM HE BBISBHIIM 3HAYUMOI'O MOJOXKHUTEIBHOTO BIUSHUS KOMOMHUPOBAHHOU
Tepanuyu Ha BOSHUKHOBEHME MOYEYHBIX W/WIHM KapIUOBACKYJSPHBIX COOBITUN M HA MOKa3aTelu
CMEPTHOCTH, B TO BpeMs KaK pHUCK Pa3BUTHS TUIEPKATUEMUU, OCTPOH MOYECYHOU
HEOCTaTOYHOCTH W/WIM apTepUAIIbHOM THUIIOTEH3UM YBEIMYHMBAJICS 10 CPAaBHEHUIO C
MOHOTEpaITUE.

[Ipunrmass BO BHHMaHMS CXOXKH€ BHYTPHUIPYIIIOBBIE (papMakOAMHAMUYECKUE CBOICTBa
uHruouTopoB AIID u APA 11, nanHbIC pe3yIbTaThl MOYKHO OXKHAATH JIsI B3AUMOICHCTBUS JIFOOBIX
JpyTUX MpenaparoB, MpeacTaBuTeneil kinaccoB Hruoutopos AIID u APA 11

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

HMeroTcst 1aHHbIE KIMHUYECKOIO MCCIIEJOBAHUSA MO U3YYECHUIO IMOJIOKUTEIBHOTO BIUSHHUS OT
no0aBIeHHS allMCKUpPEHa K cTaHAapTHoH Tepanuu unruoutopom AII® wim APA 11 y manuentoB
C caxapHbIM aua0eToM 2 THIAa M XPOHHYECKHM 3a00JIEBaHUEM IOUYEK I KapAHOBACKYJISPHBIM
3a0oJeBaHneM, MO0 MMEIOLINX COUETaHNe ITHX 3a00aeBanuii. MiccnenoBanue ObIIO MPEKPaIIEeHO
JOCPOYHO B CBSI3U C BO3POCIIMM PHCKOM BO3HHMKHOBEHMSI HEOJIarONPHUSATHBIX HMCXOJIOB.
KapauoBackynsipHasi cMepTh M MHCYJIBT OTMEUAIMCh Yalle B IPyIIe NAUUEHTOB, MOIYYarouX
QIMCKUPEH, TI0 CPAaBHEHUIO C TPYNION TUTanedo0; TaKkKe HEeKEeNaTeIbHbIC SBICHHUS U CePbE3HbIC
HE)KeJlaTeJIbHbIE SIBJIEHMSI 0cO00ro MHTepeca (IUIepKaJueMus, apTepualbHas TUIIOTEH3US U
HapylieHuss PyHKIMU TOYEK) PETMCTPUPOBANMCH Yallle B TPyIIeE alIMCKUpPEHa, YeM B TpyMIe

ianedo.

JleT’ ¥ MOJAPOCTKU

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

VimMeroTcsl JTaHHbIE KIMHUYCCKUX HWCCIICOBAHHMA C ydacTHeM 62 TAlMeHTOB C apTepHUaIbHOU
TUTIEpTeH3Ue B Bo3pacTe OT 2 10 15 et co ckopocThio KiyOoukoBO#l ¢uibTpamuu > 30
Mi/muE/ 1,73 M? TIIOIA M OBEPXHOCTH TeNa, KOTOpbIE MOMyJaTd MepHHAONpHI B 103¢e 0,07 Mr/Kr
B cpenHeM. [lo3a mogbupanack MHAUBUIYAIBHO, B 3aBUCHMOCTH OT OOIIETO COCTOSHUS MaIllUeHTa
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 3aBEPILIWIIH MTPOJJICHHBIHN MePHO] HCCIeI0BaHUs, KOTOPBINA COCTaBIIsUT HE MeHee 24

MecseB (cpefHsss NPOAOKUTEIBHOCTh y4YacTHsl B HCCIEAOBAHMM cocTaBwia 44 mecsua).
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[TokazaTrenu CHCTOJIMYECKOTO M AMACTOJIMYECKOTO apTEePUAIbHOTO JaBJICHUS OCTaBaJIUCh
CTaOUIBPHBIMM Ha TPOTSHKCHHHM BCETO IMEpHoJa HMCCIeAOBaHHUS (OT MOMEHTA BKIIOYCHHS B
UCCJICIOBAHUS 10 3aKJIOUUTENIbHOM OLIEHKH) Yy MallMeHTOB, paHee TMOJyYaBIIUX JApPyTHE
TUIIOTEH3UBHbBIE CPEJCTBA, M CHU3WJIKNCH Y MAllMEHTOB, paHEe HE MOJYYaBUIMX THIOTEH3UBHYIO
Teparnuio.

bonee 75 % perteil ipu nociaeaHeM ONpeieICHUN UMENIH CUCTOJIMYECKOe U AuacToinueckoe AJl
MeHbIIIe 95-T0 nepueHTuI.

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

uH(popMaliell OTHOCUTEIBHO 0€30MaCHOCTH MPUMEHEHHSI IEPUHI0IPUIIA.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

AOGcopbuus

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

nosyBeiBesieHus (T1/2) mepunaonpuia U3 mwia3mMbl KpOBU cOCTaBiseT 1 4.

Pacupenenenue

O6wem pacrpeneneHuss cBOOOJHOrO MEPUHIONpPHUIIAaTa COCTaBigeT npuOiausurenbHo 0,2 J/Kr.
CBsi3b IepuHIOIIpHIIATA ¢ OEIKaMU TUIa3MbI KPOBH, TTIaBHBIM 00pa3om ¢ AIID, cocrasuser 20 %,

Y HOCHUT JI0303aBHCUMBIN XapaKTep.

BI/IOTDaHCd)ODMaHI/IH

[lepunnonpun He obnagaeT ¢apMakoJOTHYecKoW akTHBHOCThHIO. [lpubnusurensHo 27 % ot
00111er0 KOJIMYeCTBa a0COPOMPOBAHHOTO NIEPUH/IONIPHIIIA MTOTAAET B KPOBOTOK B BUJIE aKTUBHOTO
MetaboauTa nepuHonpuiaaTa. [lomumo nepungonpuiara, oopasyrorcs euie 5 MeTaboIUTOB, He
oOnajaromux ¢GapMaKoJOTHYecKOM akTHMBHOCTBIO. 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 mpemnapar cieayer IpuHUMaTh BHYTpPb 1 pa3 B CyTKH, yTPOM, NEepe.
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 OpraHuM3Ma IIOYKaMH, U KOHEUHBIHN nepuoa IOJyBBIBCACHUA
CBOOOJTHOW (pakUuu COCTaBIACT NPHOIM3UTENBHO 17 YacoB, B pe3yibTaTe PaBHOBECHOE

COCTOSIHHEC JOCTHUIaCTCs B TCUCHUEC 4 CYTOK.

Oco0Bble IPVIIILI TAIUEHTOB

BriBenenne nepuHaonpuiiaTa 3aMejIeHO y JIMIl MOXKHWIJIOTO BO3pacTa, a TAKKe y IMalMEHTOB C
CEp/IEYHON ¥ 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

JI03BbI IipenapaTa He Tpedyercs (cM. paznensl 4.2 u 4.4).

5.3. JlaHHblIe JOKJIHMHHYECKO 0e30macHOCTH

B wucciienoBaHuAX XPOHHYECKOM TOKCHYHOCTH IIPH IEPOpPAILHOM MpueMe (Ha KpbIcax W
00€e3bsIHaX) OPraHOM-PELEIITOPOM SIBIISIFOTCS TIOYKH, HAPYIIECHHST HOCIT OOpaTHMBII XapakTep.
MyTareHHOCTH B UCCIIe0OBAaHMX IN VItro wim iN VIVO oTMe4eHO He ObLIO.

HccnetoBanus pernpoyKTHBHOW TOKCHYHOCTH (Ha KpbICax, MBIIIAX, KPOJIMKaX U 00e3bsHAX) HE
BBISIBIJIA MTPU3HAKOB 3MOPHOTOKCHYHOCTH WJIM TeparoreHHoCTH. OJHAaKO ObLIO IMOKA3aHo, YTO
WHTUOUTOPHI aHTHOTEH3MHITPEBPAIIIAONIEro (epMEHTa, KaK KIIacC, BBI3BIBAIOT HEOIarONpPUSTHOE
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
MIOCTHATAILHON cMepTHOCTH. DEPTUIIBHOCTD HE HAPYIIAach HU Yy CAMIIOB, HH Y CAMOK KPBIC.

B AOJITOCPOYHBIX UCCIICAOBAHUAX HA KPBICAX U MbIIIAX KAHICPOT€CHHOCTh HE Ha6J'IIOI[aJ'IaCB.

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

HDCCTaDI/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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[Ipectapuym® A, 10 Mr, TaOJETKH, IUCIIEPTHPYEMBIE B TIOJIOCTH PTa

Anecynbdam Kaaus

Acnapram

Maruus creapat

KpeMHust nMoKcH1 KOJIJIOUTHBIN O€3BOAHBIN

Cyxasi cMech JJaKTO3bl U Kpaxmaiia (J1akTo3bl MOHOTHAparta 85 %, kpaxMaia KykKypy3Horo 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 tabieTok BO (pIaKOH M3 MOJUIIPONUIICHA, CHAOXKEHHBIN 103aTOPOM U MPOOKOH, colepKalieit
BJIArONOTJIOLIAOIIN I T€Jlb.

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

6.6. OcoOble Mepbl NPEeI0CTOPOKHOCTH TPH YHHYTOKCHHH HCII0JIb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHbIX TOcJe TPHMEHeHHs
JIEKApPCTBEHHOI'0 Npenapara, 1 Apyrue MaHuIyJsiiMU ¢ NpenapaTom

Oco0Oble TpeboBaHMsI OTCYTCTBYIOT. Bech ocTaBHIMiicS JeKapCTBEHHBIM INpemapar U OTXOJbI
CJIEyeT YHUUYTOXXUTh B COOTBETCTBUU C YCTAHOBJIEHHBIMHA HAIlMOHAJIbHBIM 3aKOHOAATEIbCTBOM

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 nro6oit mH(pOpMaIel o mpenapare, a TakKe B ClIydae BO3HUKHOBEHHS MPETEH3HWH CIeayeT
o0palaTeCcsi K MPeICTAaBUTENIO JIEPKATENsI PETUCTPAIIMOHHOTO YAOCTOBEPEHUS WM JIEPKATEIIO
PErUCTPALIMOHHOTO yI0CTOBEPEHUSI:

Poccuiickag ®eneparus

AO «CepBbe»

Anpec: 125196, r. Mockaa, yi. Jlecnas,
. 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 PETUCTPALIMOHHOTI'O YIOCTOBEPEHMSI
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 mpemapata Ilpecrapyuym A  jgocrynmHa Ha
UHPOPMALIMOHHOM TopTane EBpa3uiickoro 5KOHOMHYECKOTO Co3a B HH(GOPMAIMOHHO-

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