MWHWUCTEPCTBO 34PABOOXPAHEHWNA POCCUNCKOWN GEAEPALINN
NHCTPYKLUMA
no mMeAnLMHCKOMY NPUMEHEHUIO NeKapCTBEHHOMO npenapara

NPECTMNON® (PRESTILOL®)

PernctpaunoHHbin Homep: /1M-004521

Toprosoe HaumeHoBaHue: Mpectunon®

MeagyHapoaHoe HenaTeHTOBAHHOE UM FPYNNMPOBOYHOE HaMMeHOBaHMe: buconponon +
MNepuHgonpun

JlekapcTBeHHaa popma:

TabneTkn, NOKPbITbIE NNEHOYHON 0H0NOYKOM

Cocras

1 TabneTKa, NOKPbITaA NNI€HOYHON 06ONOYKOM, COAEPHKUT:

Ona O3MPOBKM 5 mr+5 mr:

Appo

OenictByowme BelwectBa: 6buconponona d¢ymapar 5 mr (4to cootBetctByeT 4,24 mr
6uconponona), nepuHaoNpUAa aprmHKH 5 Mr (4to cooTseTcTayeT 3,39 Mmr nepuHaonNpuna).
BcnomoraTenbHble BeLWecTBa. Le1t0103a MUKPOKPUCTANNMYECKan, Kanbuma KapboHar,
Kpaxman npeXenaTMHU3MPOBaHHbIN, KapboKcMmeTunkpaxman HaTpwuA, HaTpumA
KpPOCKapMennosa, KpeMHWUIM KONNOoUAHbIN 6e3BOAHbIN, MarHma cteapart.

MneHoyHan ob6onoyka

Fnuuepon, runpomennosa, makporon 6000, marHuA cTeapaT, TMTaHa AMOKCUA, KpacuTenb
Kenesa OKCUA, KeNTbl, KpacuTeNb Kene3a OKCUA KPacHbIN.

Ona no3nposku 5 mr+ 10 mr:

Aapo

OenictBylowme BelectBa: 6buconponona d¢ymapar 5 mr (4to cootBetctByeT 4,24 mr
6uconponona), nepuHgonpuaa apruinH 10 mr (4to cooTseTtcTyeT 6,79 mr nepmHaonpuna).
BcnomoraTenbHble BELWECTBa: LLeN10/103a MUKPOKPUCTANINYECKan, KanbLma KapboHar,
Kpaxman npexenaTMHN3MPOBaHHbIN, KapboKCcMMETUAKpaxman HaTpus, HaTpuA
KPOCKapMennosa, KpeMHWUI KONNOUAHbIN 6e3BOAHbIN, MarHma cteapart.

MneHo4yHana 060n04Ka

Fnuuepon, rmnpomennosa, makporon 6000, marHuA cTeapaT, TMTaHa AMOKCUA, KpacuTenb
YKenesa oKCmg, KenTbli, KpacuTe b Kene3a OKCUA, KPacHbI.

Onsa no3nposkn 10 mr + 5 mr:



Aapo

JevictBylouwme BeuwecTtBa: buconponona ¢ymapar 10 mr (4to cootsetctByeT 8,49 mr
6uconponona), nepuHAoNpUAa aprmHUH 5 mr (4Tto cooTseTcTayeT 3,39 mr nepuHaonpuna).
BcnomoraTenbHble BewecTsa. Lent103a MUKPOKPUCTANIMYECKadA, Kanbumna KapboHar,
Kpaxman npeXenaTMHU3NPOBaAHHbIN, KapboKcMmeTunKkpaxman HaTpwuA, HaTpuA
KpPOCKapMenno3a, KpeMHUN KONNOUAHbIA 6e3BOAHbIN, MarHUA cTeapar.

MneHo4yHasa obonouKa

Fnuuepon, runpomennosa, makporon 6000, marHuAa cTeapaT, TUTaHa AWMOKCUA, KpacuTenb
Kenesa OKCUA, KeNTbl, KpacuTeNb Kene3a OKCUA KPacHbIN.

Ona aosnposkm 10 mr + 10 mr:

Aapo

Oencteyowme Bewecta: buconponona ¢ymapar 10 mr (uto cootsetctByeT 8,49 mr
6uconponona), nepuHgonpuaa aprmHuH 10 mr (4to cootsetcTByeT 6,79 mMr nepuHaoONPUANA).
BcnomoraTenbHble BELWECTBA: LeNN0103a MUKPOKPUCTANIMYECKAs, KabLna KapboHaT,
Kpaxman NpeXKenaTMHU3NPOBaAHHbIMN, KapboKkcMmeTunkpaxman HaTpuAa, HaTpuA
KPOCKapMenno3a, KpeMHUN KONNoUAHbIA 6e3BOAHbIN, MarHUA cTeapar.

MneHo4yHasa obonouKa

Fnuuepon, runpomennosa, makporon 6000, marHuA cTeapaT, TMTaHa ALMOKCUA, KpacuTenb

Kenesa okcny XKenToli, Kpacutenb XKenesa okcnag KpaCHblﬁ.

OnuncaHune
Tabnetkn no 5 mr+5 mr:
NpoAoATroBaTble  ABOAKOBbINYK/Able  Tabnetku, NOKpbITblE nAeHoYHOM o60104KOM

OpPaH}XeBOPO30BOro LBeTa, C Pa3aeIMTeNbHON PUCKOM, C FPaBUPOBKOM «5/5» Ha 0AHOMN CTOpOHe

[
" = rpaBUPOBKOW «» Ha APYroi CTOpoHe.

Tabnetkn no 5 mr+10 mr:
nNpoAo/roBathle  ABOAKOBbINYKAble  TabneTKM, NOKpbiTbie  NAeHOo4YHOW  060JI0uKOM

OpPaHXeBOPO30BOro LBeTa, C pasae/nTenbHOM PUCKOW, c rpaBupoBkon «5/10» Ha oaHoM

[
-

CTOpOHE U rPaBMPOBKOM «» Ha APYron CTOpoHe.

Tabnetkm no 10 mr+5 Mmr: Kpyrable ABOAKOBbINYKAble TabneTKW, NOKPbITble MNJAEeHOYHOM

060/104KOM OpPaHKEBO-PO30OBOrO LBETa, C rpasupoBkon «10/5» Ha OAHON CTOpPOHE U C
[ Y=Y
rPaBUPOBKOM «» Ha APYron CTopoHe. =~



Tabnetkn no 10 mr+10 mr: npogonroBaTbie ABOSKOBbINYK/ble TabNETKM, NOKPbITbIE NAEHOYHOM
060/104KOM OpaHKEBOPO30BOro LBeTa, € rpasMpoBkon «10/10» Ha opHOW CTOPOHE U C

[
rPaBUPOBKOM «» Ha APYroi CTOpoHe. =~

dapmaKoTepaneBTMYECKasA rpynna
fMNoTeH3MBHOE CPeACTBO KOMbBUHUMpoBaHHOe (Bi-aapeHobsoKaTop cenekTusBHbiM + AN
MHIMOUTOP).

Kog ATX: C09BX02

dapmaKkonormyeckoe gencreme

dapmakogmHammKa

MexaHnsm aencTeua

buconponon

Buconponon npepacrasnaet coboit BbICOKOCENEKTUBHbIM B0KaTOp 6eTai-aApeHOopPeLEenTopoB,
He 06n1ajaloWMN  CTUMYAUPYIOWMM U COOTBETCTBYIOWMM  MembpaHocTabuansmnpyowmm
aencreuem. OH NpoABAAET AMWb He3HAauuTeNbHOe CPOACTBO K beTar-agpeHopeuentopam
rNafKux MblwL, GPOHXOB M COCYAOB, a TaKXKe K OeTaz-agpeHopeLenTopam, y4acTBYHOWMM B
meTabonnyeckoi perynaumn. Taknm obpasom, 6UCONPONOA B LLESIOM He OKa3bIBaeT BAUAHUA Ha
CONpPOTUB/IEHWNE AbIXaTe/IbHbIX MyTeM U MeTabonnyeckme NPOoLLeCChl, B KOTOPbIX y4acTBYHOT beTas-
agpeHopeuenTopbl. M3bupaTenbHoe paenctene 6buconponona Ha 6eTtajagpeHopeLenTopbl
COXpaHAeTCA U 33 NpeaesiaMu AMaNa30Ha TepaneBTMYECcKMX 403. MepuHaonpun

MNepuHaonpun — nHrMbUTOP depmeHTa, NPeBpaLLAIOLLErO AaHTMOTEH3UH | B aHrMoteHsuH 11
(MHrMBUTOP AM®). AHrMoTeH3MHNpespalwaowmin pepmenT (AMD), nan kudasa II, asnsercs
9K30MNenTuAa3on, KOTOpaA  OCYLLEeCTBAAET KaK nNpeBpalieHne aHrnoteHsmHa [ B
COCYAOCYKMBatOLLEe BelecTBO aHrMoTeHsuH II, Tak u pacnag 6pagukuHuHa, obnagatowero
cocyaopaclmnparwmMm AencTBMEM, A0 HeaKTMBHOro rentanentnga. UHrmbuposaHune AMNO
NPMBOAMUT K CHUXKEHMIO KOHUEHTpauuu aHrmoteHsmHa II B nnasme KposBW, YTO BbI3biBaeT
yBe/IMYeHMe aKTUBHOCTU PEHWMHA NAa3mbl KPOBKU (MO MEXaHM3MY «OTpULATENbHOM 0bpaTHOM
CBA3WN») U YMEHbLLUEHME CEKPELMM aNbaoCTePOHA.

MockonbKy AM® nHaKTMBUpPYET BpaAnKMHWH, NnogasneHne AP conpoBoXKAaeTCA NOBbIWEHNEM
aKTUBHOCTU KaK LUMPKYAMPYIOLWEN, TaK U TKAHEBOM Ka/lIMKPEUH-KUHUHOBOM CUCTEMbI, PN STOM
TaK)KXe aKTUBUPYETCA CMCTeEMA NPOCTarnaHaMHOB. BO3MOXHO, 4TO 3TOT 3 dEKT ABNAETCA YACTbio
MeXaHM3Ma aHTUTMNEePTEH3MBHOIO AENCTBUSA MHIMOMTOPOB AlMND, a TakKe MexaHU3Ma pasBUTUA

HEeKOTOpbIX N0B6OYHbIX 3dpPeKkToB (Hanpumep, Kalas).



MepuvHAONPWUA OKasblBaeT TepaneBTMYECKOoe AencTeuMe bnarofaps aKTMBHOMY meTaboauty
nepuvHaonpunaty. lpyrme metabonuntbl He OKasblBalOT MHIMBUpytoLwero genctema Ha AMND in
Vitro.

dapmakogmHamuyeckmne apPeKTsbl

buconponon

Buconponon He oKasbiBaeT 3HAYMMbIX OTPULATENBbHBIX NHOTPOMHbLIX 3P PEKTOB.

MakcMmanbHoe aencteme oTmedaetca yepes 3-4 yaca nocne npuvema npenapata. [MOCKONbKY
nepuo nonysbiBegeHuns coctasnseT 10-12 yacos, buconponon aencreyet B TeyeHme 24 yacos.
MaKCMManbHbIN aHTUIMNEPTEH3UBHBbIN 3pdeKT buconponona obblMHO pocCTUraeTca yepes 2
Hepenw.

Mpn OAHOKPAaTHOM nNpuemMe MauMeHTamu C Uwemunyeckon bonesHbto cepaua (MBC) 6es
XPOHWUYECKOM cepaeyHor HepocTaTodHocTM (XCH) Buconponon ypexkaeT 4acToTy CepaeyHbIX
cokpaweHmnn (YCC) mn ypapHbIn obbem, 4TO BedeT K CHUMKEHUIO CepaedyHoro Bblbpoca u
notpebnenma Kucnopoga. [pu  NOCTOAHHOM  NPUMEHEHUMUM  UCXOAHO  MOBbILWEHHOE
nepndpepuyeckoe cocyguctoe ConpoTMBaeHUEe CHUXKaeTcA. CHUXKEeHMe aKTUMBHOCTU pPeHWHa B
nnasme KpPOBM PAacCMATPUBAOT KaK OAMH W3 MEXAHM3MOB [AEWUCTBUA, JieXKalWMX B OCHOBE
aHTUIMNepTeH3UBHOro apdpekTa beTa-aapeHOH6N0KaTOPOB.

Buconponon yMeHbLlaeT CMMNATO-afpPeHePrnYecKyto peakumio, 610KMpysA
b6eTaagpeHopeLenTopbl cepaua. 3To BeaeT K ypexeHno YCC M cOKpaTMMOCTM MUOKapaa, B
pe3ynbTaTe Yero ymeHbluaeTcAa NOTPebHOCTb MMOKapAa B KUCNOPOAE, YTO ABNAETCA Tpebyembim
addeKkTom npu cTeHokapamu, ceasaHHon ¢ UBC. MepuHaonpun

ApTepuanbHas runepTeHsuna

MepuHAONPUA ABNAETCA CPEACTBOM ANA IeYEHMA apTEPUA/IbHON TMNEePTEH3NN N06OIM cCTeneHu
TAXKecTn. Ha ¢oHe ero npumeHeHMs OTMEeYaeTCA CHUMKEHME KaK CUCTO/IMYECKOro, Tak W
AMACTONNYECKOTO apTepmanbHOro gasneHua (ALl) B NONOXKEHUN «1exKa» N «CTOA».
MepuHAoNpua ymeHbLIaeT obuiee nepndepmyeckoe cocyamncToe CONpoTUBAEHNE, YTO NPUBOANUT
K CHUXeHuto ALl n ynyydweHunio nepudepmnyeckoro KpoBoToka 6e3 nameHeHns YCC.

Kak npaBuio, npyem nepuHAONPUIA YBENMYMBAET NOYEYHbIN KPOBOTOK, CKOPOCTb K1yHOUKOBOM
¢unbTpaumm (CKP) npu sTom 06bIMHO HE U3MEHAETCA.

KnnHuyeckana appekTnsHOCTb 1 6e30nacHOCTb

buconponon

B uccneposaHmm ¢ yyactmem naumeHtoB ¢ XCH III u IV ¢yHKUMOHanbHOro Knacca no
knaccudumrkaumm NYHA, nmetowmx dpakumnio Bbibpoca <35% no AaHHbIM 3XOKapauorpadum,

6b1210 NOKa3aHo cHUMKeHue oblen cmepTtHocTr ¢ 17,3% po 11,8%. Habntopganocb ymeHblleHne



CNy4yaeB BHE3anHOMW CMepTU U COKpalleHWe 4Yucna 3MNM3040B, CBA3AHHbLIX C CepaevHOM
Hef0CTaTOYHOCTblO, Tpebylowmx rocnutannsaunun. B utore 6bln0 NOKasaHO 3HayuTeslbHOE
ynydweHne GyHKUMOHaNbHOro ctatyca XCH no knaccudpukaumm NYHA. NepuHaonpun
ApTepuanbHas runepTeHsua:

MaKCMManbHbIM  AHTUIMNEPTEH3UBHLIN  3PdeKT pa3BmBaeTcA 4Yepe3d 4-6 yacoB nocne
OAHOKPATHOrO MpMema BHYTPb W COXPaAHAETCA B Te4yeHue, KaK MUHMMYM, 24 4acos:
HabnopatoTca  ocTaTouyHble 3¢¢deKTbl, KoTopble cocTaBaAwT npumepHo 87-100% ot
MaKcMManbHbix 3pdekToB. CHUKeHne ALl npoucxoauT BbICTPO. Y NaUMEHTOB, pearMpyowmx Ha
neyeHue, Hopmanusauma ALl pocTuraeTca B npegenax MecAaua U coxpaHaeTca 6e3 pas3suTuA
Taxmdunakcmm.

MpekpaleHre Tepanuun He Bbi3biBaeT 3dpdeKTa «puUKoLLeTa».

MepuHAONPUA YMEHbLUAET rMNepTpoPUIo NeBOrO KenyaouKa.

MepuHaoONpuA OKa3sblBaeT cocyaopaclmpsatowee aencrsnme. OH cnocobCcTByeT BOCCTAHOBAEHUIO
3N1aCTUYHOCTM KPYMHbIX apTePUn U YMEHbLUEHWNIO COOTHOLEHUA TO/ILLMHA CTEHKU:NPOCBET ANA
MENKUX apTePUA.

BcnomoraTenbHaa Tepanua TWMAsUAHbIMW - ANYPETUKAMW  BbI3bIBAET CUHEPruo no  Tuny
cymmunpoBaHua adpdektoB. KombuHauma mHrnbutopa AMNP mn TMasmaHoro guypetuKa TakKe
CHUXKAET PUCK PA3BUTUA TMNOKANNEMNK, CBA3AHHDbIN C Ie4EHNEM AUYPETUKOM.

MauneHTbl co cTabmnbHON UweMnyeckol 6onesHbIo cepaua:

3pPeKTMBHOCTb NPUMEHEHMA NEPUHAONPUAE ¥ NauueHToB cTaplie 18 net co ctabunbHolt UBC
6e3 KanHuyecknx cumntomoB XCH wu3yyanacb B xode 4-netHero wuccnepoBanua. 90 %
YY4aCTHMKOB MUCCNeAO0BaHMA paHee nepeHecan WHPApKT MUOKapaa w/unuv npoueaypy
peBackynsapmsaumn. BONbLIMHCTBO NALMEHTOB NOAYYanM NeKapCTBEHHbIE NpenapaTbl HA OCHOBE
CTaHZaPTHOM Tepanuu, BKAOYAA MHIMOUTOpPLI arperaunm Tpomb6oLNTOB, TMNOAUNINAEMUYECKNE
cpencTBa u b6eta-agpeHobaoKkaTopbl. OCHOBHbIM Kputepmuem 3¢pdeKTMBHOCTM Oblia COCTaBHaA
KOHEeYHaA TOYKa, BK/OYAOWAA CepAedYHO-COCYAUCTYI0O CMEPTHOCTb, HedaTaNbHbI WMHPAPKT
MWOKapAa U/Man oCTaHOBKY cepaua C yCnewHon peaHnmaumen.

Tepanua nepuHgonpuaom TepT-6yTMnammHOM B Ao3e 8 Mr/cyTKu (3KkBuBaneHTHo 10 mr
nepuHAoNpuaa apruHMHa) NPUMBOAMAA K CYLLECTBEHHOMY CHUXEeHUI abCcoNoTHOro pucka
ocnoXHeHUM Ha 1,9 % (cHu)KeHue oTHocuTenbHoro pucka - 20%). Y nauneHToB, paHee
nepeHecwnx MHGAPKT MUOKapaa Uan npoueaypy peBacKynApusaunmn, CHUKeHne abcontoTHoOro
pucka coctaBunio 2,2% (CHUXeHne OTHOCUTENbHOro pucka — 22,4%) no cpaBHEHWUIO € rpynnoi
nnaue6o. Mpun pgobaBneHnn nepmMHAONPMAA NaUMEHTAM, NoayYaBWKUM beTa-aapeHobaoKaTop,

Ha6mo,u,anoc1: 3HaYMTEeNbHOE  CHUXeHMe abcontoTHOro PUCKa Cepﬂ,e‘-IHO—COCYLI,MCTOﬁ



CMepPTHOCTU, HedaTanbHOro WHPapKTa MUOKapAa W/MAM OCTAaHOBKM cepgua C yCnewHowM
peaHnmaumen - Ha 2,2% (CHUXKeHMe OTHOCUTENbHOro pucka - 24%) no cpaBHEHUIO C Tepanuen
6eTa-aapeHoba0KaTOpamm H6e3 gobasneHMA NnepuHaonpuia.

[BoiiHaa 6/10Kaaa peHNH-aHIMOTEH3UH-aNbA0CTEPOHOBOM cuctembl (PAAC):

MmetoTca gaHHble KAMHUYECKUX UCCNefoBaHUA KOMBUMHUPOBAHHOW Tepanuu ¢ NpUMeHeHUem
nHrnbutopa AMN® n aHTaroHucta peuentopa aHrmoteHsnHa I (APA II).

MpoBOAMNOCL KAMHUYECKOE MUCCAefOoBaHME C yvyacTMeM MNAUMEHTOB, MMEILWMX B aHaMHese
KapgmoBackynsapHoe unu uepebposackynspHoe 3abonesaHne, n(MH6O caxapHbii gnabet 2 Tmna,
COMPOBOXKAANOLWMNCA NOATBEPKAEHHBIM MOPAKEHNEM OpPraHa-MULLEHW, 3 TaKKe UCCnefoBaHmA
C y4acTMeM NaLUMEeHTOB C caxapHbim anabetom 2 Tmna u anabetmyeckon HepponaTtume.
[aHHble nccnefoBaHUM He BbIABMAM 3HAYMMOTO NONOXKUTENBHOTO BAUAHMA KOMOBUHMPOBAHHOM
TepanuMm Ha BO3HUKHOBEHWE MOYEYHbIX U/UNU KapANOBACKYNAPHbBIX COBbITUI M Ha NOKasaTenm
CMEPTHOCTH, B TO BPEMA KaK PUCK PasBUTUA T[UNEPKAIMEMUK, OCTPON MOYEYHOM
HefO0CTaTOYHOCTU  W/UNM  APTEePUANbHOM  TUMOTEH3UM  YBE/IMYMBANCA MO CPABHEHUID C
MOHOTepanuen.

MPUHMMAA BO BHMMAHME CXOXKWMe BHYTpUrpynnosble ¢apmMakoAMHAMMYECKME CBOMCTBA
nHrnomtopos AN® n APA 11, gaHHble pe3yabTaTbl MOXHO OXMAATb ANA B3aUMOAENCTBMA NOObIX
ApPYrux NpenapaTos, NpeAcTaBuTeien KnaccoB MHrMbutopos ANd n APA II.

Moatomy mHrmémuTopbl AM® n APA Il He cnepyeT NPUMEHATb O4HOBPEMEHHO Y NMALMEHTOB C
AnabeTnyeckol HedpponaTuei.

MmetoTcA paHHble KAMHWYECKOrO WCCNeAO0BAaHMA MO M3YYEeHUD BAUAHMA AobasBneHuA
a/IMCKMPEHA K CTaHZApTHOM Tepanun nHrnoutopom AN nam APA II y naumeHTOB ¢ caxapHbIm
Avnabetom 2 TMNA M XPOHMYECKMM 3aboneBaHMEM MNOYEK UAM  KapAMOBACKYASPHbLIM
3aboneBaHnem, nMbo wMMelOWMX CcOYeTaHMe 3TUX 3aboneBaHui. WMccnepoBaHue 6biio
NpeKkpaweHo AOCPOYHO B CBA3M C BO3POCLWIMM PUCKOM BO3HWKHOBEHWA HebnaronpuATHbIX
ncxonos. KapanoBackynApHaA CMepTb M MHCYAbT OTMEYaanCb Yalle B rpynne MauueHTos,
NOly4aroLWMX aIMCKMPEH, MO CPAaBHEHUIO C rpynnon nnauebo; TakKe HexkenatenbHble ABAEHUA
N cepbe3Hble HexenaTeNbHble ABNAeHUA ocoboro mMHTepeca (rMnepkasvemusa, apTepuanbHas
rMNOTEH3MA N HapyweHUAa GYHKLMM NOYEK) PErMCTPUPOBANIMCD Yalle B rpynne aAnCKMpeHa, 4em
B rpynne nnauebo.

MauuneHTbl gEeTCKOro Bo3pacTa:

[JaHHble Mo 6e30nacHOCTU M 3GPEKTUBHOCTM NpUMeHeHus npenapata Mpectunon® y peteit

OTCYTCTBYIOT.

dapmaKOKMHETUKA



CKopocTb M cTeneHb BcacbiBaHMA 6uconponona W nepuHAONpuUaa B cOoCTaBe npenapaTta
Mpectnnon® He MMeeT CyLECTBEHHbIX OTAMYMI OT (PapMaKOKMHETUKM 6uconponona u
nepuHAoNpuaa Npu nx Nnpueme No oTAeNbHOCTU B BUAE MOHOTepanuu. buconponon
BcacbiBaHue

Buconponon noutn nonHoctbro (>90%) BcacbiBaeTCA U3 KeNyAoHHO-KULWEYHOro TpaKTa. Benay
He3HauynTenbHoro metabonmnsama npu NePBOM NPOXOXKAEHUN Yepe3 nevyeHb (NPUBAU3UTENBHO
10%), ero 6MOAOCTYNHOCTL NOCNE NPUeMa BHYTpPb cocTaBaseT npumepHo 90%.

Pacnpepnenenune

O6bem pacnpegeneHuns paseH 3,5 n/kr. CBAsbiBaHMe buconposiona ¢ 6enkamu nnasmbl KPOBU
coctasnfaet npumepHo 30%.

MeTaboan3m U BbiBeAEHMUE

Buconponon BbiBOAUTCA M3 opraHmama asyma nytamu. 50% nopggepraetca metabonmsmy B
neyeHn c obpas3oBaHMEM HEaKTUBHbIX MeTabo/MTOB, KOTOpPble 3aTeM BbIBOAATCA MOYKAMM.
Octaswureca 50% BbiBOAATCA NOYKAMU B HEU3IMEHEHHOWN dopme. OBLIUIA KAMPEHC cocTasaAeT
npubansmtencHo 15 n/u. Nepuropa nonyebiBeAeHUA U3 NAa3Mbl Kposu coctasnaeT 10-12 vacos,
yTo obecneymBaeT coxpaHeHne addekTa B TeyeHue 24 YacoB Nocne npMema oAuH Pas B CYTKMU.

Ocobble rpynnbl NaLUNMEHTOB

dapmaKoKkMHeTnKa buconponona HOCUT NMHEMHbIA XapaKTep M He 3aBUCMT OT BO3pacTa.
MocKoNbKy BbiBEAEHME NPOUCXOAUT YePE3 MOYKU N NeYeHb B PaBHOM CTENEHU, KOPPEKLMNA A03bl
ANA NauMeHTOB C HapylWeHUsMU GYHKUMW NEeYEHU WAM NOYEYHOM HeAoCTAaTOYHOCTbIO He
TpebyeTtca. PapmMaKOKMHETUKA Y NALUMEHTOB C XPOHMYECKON cepAeyvyHOo Hea0CTaTOMHOCTbIO U
HapyweHUAMKN OJYHKUMM NEevYeHn WAM NoyYeK He wu3yyanacb. Y naumentoB ¢ XCH III
dYHKUMOHAaNbHOro Knacca no knaccnoukaumm NYHA KoHueHTpaums 6uconponona B niasme
KPOBM Bbllle, N Nepuo, NoNyBbiBeAeHNA UMeeT 60NbLUYI0 NPOAC/IKUTENBHOCTb, MO CPABHEHMIO
C aHaNOrMYHbIMK MOKasaTeNsMM y 340P0BbIX A0bpoBOAbLEB. MaKcMManibHasa KOHUEHTpaUmMa B
nnasme Kposu B paBHoBecHoMba3e cocTasnaet 64+21 Hr/mn npu npueme cytodHon ao3bl 10 mr,
a nepuog nonyebiBegeHMA cocTaBasaeT 17+5 vacos. MNepuHgonpun

BcacbiBaHue

Mpn npueme BHYTPb NepuHAONPUA ObICTPO BCACbIBAETCA, MaKCMMasibHas KOHUEHTpauusa B
nnasme KpoBWM AocTuraeTcs B TedeHue 1 vaca. lepuog nonysbiBeAeHWUS U3 M1a3Mbl KPOBU

cocTtasnset 1 vac. Pacnpegenenue

Ob6bvem pacnpeneneHma cBo6OAHOro nepuHaonpuaaTa coctasnset npubnamsmtenoHo 0,2 n/kr.
CBA3b NepuHAONpuAaTa ¢ 6eKaMun Naasmbl KPOBK, raBHbIM 0bpasom, c AN, coctasnsaeT 20%

n HOCUT AO3O3aBMCMMbIl7I XapakKTep.



MeTabonmsm

MepuHagonpun npeactasnset cobon nponekapcrtso. 27% ot obwero KoanyecTsa NPUHATOrO
BHYTPb NepMHA0NPUIA NOCTYNaeT B KPOBOTOK B BUAE aKTUBHOTO MeTabonnTa nepuHAoNpuAaTa.
MOMMMO aKTUBHOTO NEPUHAONPUNATA, NepuHAONPKA obpasyeT NATb HEAKTUBHbIX MeTabonnToB.
KoHueHTpauma nepuHAoONpuAaTa B njaasme KpoBM JOCTUraeT MakKCMMyMa B TedyeHue 3-4 yacos.
Mpvem NUWKM CHUXKAET CKOpPOCTb Npeobpa3oBaHWA MNepuHAONPWUAA B NEPUHOONPUNAT U,
cnepoBaTenbHO, ero 6MoAOCTYNHOCTb, MOSTOMY MEPUHAONPUAA APTUHWUH cedyeT NPUHUMaTb
BHYTPb O4MH pa3 B AeHb YTPOM 40 efpbl.

BbiBeaeHue

MepuHaonpunaT BbIBOAUTCA M3 OPraHM3Ma MOYKAMWU, U KOHEYHbIA nepuos MnosyBblBeAeHUA
cBoboaHOW ¢pakumm coctaBnseT npubansutenbHo 17 4acoB, B pe3ynbTaTe pPaBHOBECHOE
COCTOAHME A0CTUraeTcA B TeyeHue 4 CyTOK.

JInHeHOCTb

Bbino MoKasaHo, YTO 3aBMCMMOCTb MeXAy A030M MEepUHOONPMAA U KOHUEHTpauuen ero B
nnaasme KPOBU MMEET IMHEMHbIN XapaKTep.

Ocobble rpynnbl NaunMeHToB

BoiBeaeHMe nepuHaonpunata 3ameaseHo Yy MNauMeHTOB MOMKWMAOro BO3pacTa, a TaKkKe y
NauMeHToB C CEPAEYHOM MAN NOYEYHON HeAOoCTAaTOYHOCTbIO. MpK NoYeyYHoM HeAOCTaTOYHOCTH
KenateNbHO KOPPEeKTUPOoBaTb 403y B 3aBUCMMOCTM OT CTENeHM HapyweHus GyHKUMKM noyek
(KNMpEeHC KpeaTUHUHA).

OnannsHbin KNnpeHc nepuHagonpunata coctasaseT 70 ma/muH.

dapMaKOKMHETMKa nepuHAonpuna y MNauMeHTOB C LMPPO3OM MeYeHU HOCUT M3MEHEHHbIN
XapaKTep: NeYeHOUHbI KAMPEHC MCXOAHOM MONIEKYNbl CHUXKEH B ABa pas3a. Tem He MeHee
Ko/In4ecTBo 0bpasytoLeroca nepmMHAoNpuAaTa He ymeHblUaeTca, U, CheoBaTe/ibHO, KOPPEKLUK

£03bl He TpebyeTca (cm. pasgennl «Cnocob npumeHeHns 1 A03bl» U «Ocobble yKasaHnsa»).

lMoka3aHWA K NpUMeHEeHNIo

JleyeHune apTepmnanbHON rMNepTeH3UM U/Mnm cTabunbHOM MWemmyeckon 6onesHu cepaua u/mnm
CTabUNbHON XPOHMYECKON CcepaeyvYHol HeadoCTaTOMHOCTM CO CHUMKEHHOM CUCTOJINYECKOM
OYHKUMEN NeBOro Kenygoudka Yy B3POC/AbIX MNAUMEHTOB, KOTOPbIM MOKasaHa TepanuA

61CoNPOI0IOM U NEPUHAONPUIOM B COOTBETCTBYHOLLMX A,03aX.

NMpoTMBONOKa3aHUA



F'Mnep4yyBCTBUTENBHOCTL K Buconponony, nepuHgonpuay, opyrum nHrnbutopam AN® wuam
BCNOMOraTe/IbHbIM BeLLecTBamM, BXOAALLMM B COCTaB npenapata (cm. pasgen «Coctasy)
Octpaa cepaeyvyHaa HeAoCTaTOMHOCTb MAM  3NM304bl  AEeKOMMNEeHcauun cepaevyHomn
HeAO0CTaTOYHOCTU, Koraa TpebyeTca BHYTPUBEHHOE BBEAEHME MHOTPOMHbIX NPEnapaToB
KapauoreHHbIn Wok

ATtpuoBeHTpukynapHasa (AV) 6n1oKaga 2 uam 3 cteneHun (b6es3 anekTpoKapAMoCTUMYASTOpPa)
CUHApPOM €NaboCcTM CUHYCHOTO y3/1a

CuHoaTpmanbHaa 6a1okaga

BbipaxkeHHas bpagukapgma (YCC meHee 60 ya/muR)

TAarkenaa apTepuanbHan rMnoTeH3na (CMCToNNYecKoe apTepuanbHoe gasneHme meHee 100
MM PT.CT.)

Tarkenana 6GpoHxManbHaA aCTMa UM TAXKENAA XPOHUYECKana 06CTPYKTUBHAA 601e3Hb Nerkmx
* BblpaKeHHble HapylweHUa nepudepmuyeckoro apTepuasbHOro KpoBoobpalleHuAa uam
TAXenble Gopmbl cMHAPOMA PeitHO

HeneueHas ¢eoxpomountoma (cm. pasaen «Ocobble yKasaHUs»)

MeTtabonnyeckmin aumaos

AHTrMOHeBpPOTUYECKMI OTeK (0TeK KBMHKe) Ha doHe npuema apyrux nHrnoutopos AN s
aHamHese (cMm. pa3gen «Ocobble yKa3aHUsa»)

HacnepncTBeHHbIN UAKM MANONATUYECKUIA QHTMOHEBPOTUYECKMI OTEK

BepemeHHOCTb 1 Nepuoa rpyAHOro BckapmamnsaHma (cm. pasgensl «Ocobble yKazaHUsa» U

«MpmeHeHne Npu 6epemMeHHOCTN U B NepUOA, rPYAHOTO BCKAPMIMBAHUNA»)

Konnanc

Bospacrt go 18 ner

OgHoBpeMeHHOE NPMMEHEHME C NpenapaTamun, COA4EPKALLMMM ANIMCKUPEH, Y NALMEHTOB C
caxapHbIM AnabeTom nam HapyweHnem GyHKumMi nodek (CKO<60mn/mnn/1,73m2 nnowaam
NoBepXHOCTU Tena) (cm. pasgensl «PapmakogmHaMuka» n «Blanmopencrame ¢ gpyrumm
JNIEKapCTBEHHbIMM NpenapaTamm»)

OpHoBpeMeHHOe NPUMEHEHWE C aHTAarOHUCTaMK pelenTopoB aHrnoteHsmHa 11 (APA 1) y
nauueHToB ¢ anabeTtnyeckol HepponaTuei (cm. pasgen «Ocobble yKasaHUA»)
OpHoBpemMeHHOE MpPUMEHeHWE C KOMBMHauuMen CcakybuTpun+sancapTaH (CM. TaKKe
pasgenbl  «Ocobble yKasaHuA», «B3aumopencteMe C  APYrUMM  IEKAPCTBEHHbIMM

npenapatamm»).



. JKCcTpakopnopanbHasa TepanuA, NPUBOAAWEAA K KOHTAKTYy KPOBM C OTPUUATENbHO
3apAXKEHHbIMW NOBEPXHOCTAMM (cm. TakKe pasgen «Bsammopgeiicteme ¢ Apyrumu
NIeKapCTBEHHbIMW NpenapaTamm»)

. BblpaXKeHHbI  ABYCTOPOHHWUIM CTEHO3 MNOYEYHbIX aPTEPUA UAM  CTEHO3 apTepumn

€4MHCTBEHHOW QYHKUMOHMPYIOLWEN NOYKN (CM. TaKKe pasgen «Ocobble yKasaHUA»).

C OCTOPOXKHOCTbIO

MaumMeHTbl C NOBbIWEHHbIM PWUCKOM PA3BUTUA BbIPA*KEHHOW apTEPUANIbHOM TUMNOTEH3UK,
rTMNoBONEMMUA U rMnoHaTpuemua (Bcneacteue becconesor AueTbl U/MAM NpeaLwecTsyowen
Tepanuu AnypeTukamu, Ananusa, pBoTbl, AMapen), uepebpoBackynspHble 3abonesaHuA (B Tom
yncne HeAOCTATOYHOCTb MO3rOBOro0 KpPOBOODOpaALLeHMA), KOPOHApPHaA He[oCTaTOYHOCT,
AHTMOHEBPOTMYECKUI OTEK B aHAMHe3e, NaLMeHTbl HErPoOuAHOM pachkl, GaKTOPbl PUCKA PA3BUTUA
rmnepkaanemmm, KombuHauma C npenapaTtamv  AUTUA, OAHOBPEMEHHbIM npuem C
Kanuicbeperamowmmm anypeTukamm, npenapatamm, CoAepKallMmm conmn Kanma, baokatopamum
pPeuenTopoB QAHMMOTEH3WHA, OAHOBPEMEHHOE MNPUMEHEHME C aNUCKUPEHCOAEpPKAWMMMU
npenapatamu, KoMbuHauuAa C 6AOKATOpamMM  «MeAJIEHHbIX»  Ka/bUWMEBbIX KaHanoB.,
aHTHapUTMUYECKMMK cpeacTBamm [ Knacca nam runoTeH3nBHbIMKM NpenapaTamu LEeHTPaAbHOro
AeNCcTBMA, pe3Koe NpeKpalleHne Tepanun, bpaaukapaus, AV 6nokaga 1 cteneHn, MUTpanbHbIi
CTEeHO3, QaopTaNbHbIX  CTEHO3, runepTpodMyeckaa  KapAMOMMONATUA,  CTEeHOKapAauA
MpuHumeTana, HapyweHue ¢yHKumm nodek (CKO<I0Mn/MuH), peHoBaACKyNApHasA rMnepTeHsums,
ABYCTOPOHHWUWA CTEHO3 MOYEYHbIX APTEPUN, CTEHO3 apTepuun EeAUHCTBEHHOM MNOYKM (PUCK
Pa3BUTUA TAXKENION apTEPUANIbHON FTMNOTEH3MM N NOYEYHOM HEeA0CTaTOYHOCTK), NALMEHTbI Nocne
TPAHCMN/IAHTALMW NOYKKU, FreMogmanun3 C UCMOb30BAHMEM BbICOKOMPOTOUYHbIX MeMbpaH (puck
pPa3BUTUA aHAPUNAKTOUAHbIX PeaKkuuin), nauueHTbl NpU NpoBeAeHWU npouenypbl adepesa
NIMNONPOTEMHOB HU3KOM naoTHocTM (JIMHIM), nauMeHTbl BO BpemaA AeceHcMbunmsnpytowero
NleyeHus, HenTponeHua/arpaHynounTos/TpombounToneHmna/aHemms, 6poHxocnasm
(bpoHxuanbHaa actMma, 0b6CTPYKTUBHbIE 3ab0/1eBaHMA AblXaTe/bHbIX NyTel), caxapHbln anabet 1
TUNA U CaxapHbl AnabeT 2 TMNA CO 3HAYUTENbHbIMU KONEBAHUAMM KOHLEHTPALMN FHOKO3bI B
KpPOBM, CTPOras AMeTa, OKKA03NOHHbIe 3ab01eBaHUA nepudepuyeckmx apTepuin, Xxmpypruiyeckoe
BMellaTenbcTo/obuan aHecTe3nAa (PUCK Pa3BUTUA YpPe3MepHOro CHuxeHua A/l), ncopwmas,
beoxpomounToma, rMNepTUpeos, TAXKesble HapyweHUA OYHKUMW NedYeHn, PecTpUKTUBHAA
KapANOMMONATHA, BPOXKAEHHbIE MOPOKN cepALa, FreMOgMHAMUYECKMN 3HAYMMble OpraHMYecKue
NopaXeHuna KaanaHoB cepAaua, MHPaApPKT MUOKapAa, NEPEHECEeHHbIN B nocnegHue 3 mecaua,

BPOXAEHHbIN AeduumT rnokoso-6-bocdataernaporeHasol (egMHUYHbIE CAyYan Pa3BUTUA



reMoanuTUYeCKOM aHeMVIM), 3aboneBaHun COGAMHMTeﬂbHOVI TKaHU (B TOM 4Yucne cuctemHan

KpacHaa BONYaHKa, cCKnepoaepmuma), aenpeccua (B TOM Yncsie B aHaMHese).

MpumeHeHWe Nnpn GepemeHHOCTU U B Mepmoa, rpyAHOIro BCKapMaMBaHMA

PenpoayKtnBHaa GyHKUUA:

KnuHWueckne faHHble 0 BAMAHMKM npenapata Mpectnnon® Ha penpoayKTUBHYIO GYHKLMIO
OTCYTCTBYIOT.

bepemeHHOCTb!

YUuTbiBaa BAMAHME OTAENbHbIX KOMMNOHEHTOB [aHHOW KoM6uHauuu, npenapat Mpectunon®
NPOTMBOMOKasaH npu bepemeHHOCTU. Buconponon

Buconponon obnapaet dpapmakonornyeckumm spdekTammn, KOTopble MOryT OKa3aTb HEraTUBHOE
BAUAHME Ha TeyeHne 6epeMeHHOCTU W/MAN COCTOAHWE NN0AA/HOBOPONKAEHHOFO (CHUXKEHWe
NnAaLeHTapHOrO KPOBOTOKa, COMPOBOXAAMOLLEECA 33a4ePKKOM poCTa N1oAa, BHYTPUYTPOOHOM
rmbenbto nnoaa, npepbiBaHMEeM HepemeHHOCTU WU NPEeXAEBPEMEHHbIMU POAAMU, a TaKKe
HeXkenaTenbHble fABAEHMA (Hanpumep, rUMNOTAMKeMUMA U OBpaaukapaua) y naoga wam
HOBOpPOXAEHHOro). Ecnn Heobxoamma Tepanua 6eTa-agpeHob6aOKaTOpamMu, TO B AaHHOM
CUTyaumu npeanoyTeHune cneayet oTaaBaTb beTai-agpeHobnoKkaTopam. buconponon He cnegyeT
NPUMeHATb BO BpemA BepemeHHOCTW, ecnm AnA 3TOro HeT abCoNIOTHLbIX MOKasaHun. Ecam
neyeHune 6MconponoaOM NPU3HAHO HEOBXOAUMBIM, CneayeT NPOBOAUTb MOHUTOPUHI MaTOYHO-
NNAUEHTAPHOrO KPOBOTOKA M pocTa naoga. Ecam noasnsetca HebnaronpuaTHoe BAMAHME HA
TeyeHMe 6epeMeHHOCTM WAW pa3BUTUE NAoJa, Cneayetr PAcCMOTPETb anbTepHaTUBHbIE
BAPWAHTbI Ie4eHUA. 3a HOBOPOXKAEHHbBIM AO/IKEH ObITb YCTAHOBNEH TLLATE/bHBIA MOHUTOPWUHT.
MosaBNeHNA CMMNTOMOB FMNOTANMKEMUM U BpaauKkapamm o0bbIMHO MOXKHO OXMAATb B TeyeHue
nepsbix 3 AHEN KU3HKU. NepuHaoNpun

B HacToAWMIM MOMEHT HET HEeONPOBEPKUMbIX INMUAEMNONOTMYECKUX AAHHBIX O TEPaTOreHHOM
pucke npu npueme MHrnbmutopos AN B nepsom Tpumectpe bepemeHHOCTU. O4HAKO HeNb3A
NCKNOYUTb HeBONbLIOE YBENMYEHME PUCKA BO3HUKHOBEHUA HAPYLLIEHUI Pa3BUTMA Nao4a.
MaumeHTKam, nAaHuMpylOWKUM  HepemeHHOCTb, cneayeT  Ha3HAuMTb  aJbTePHATUBHOE
rTMNOTEH3MBHOE CPeACTBO C YCTAHOBNEHHbIM npodunem 6e30nacHOCTU ANA NPUMEHEHUA BO
Bpema b6epemeHHocTU. [lpu ycTaHOBNEHUN b6epemeHHOCTU nevyeHne uHrnbutopamu Al
cnefyeTr HeMeasieHHO MpeKpatuTb U, ecan HeobxoAMMO, Ha3HauWuTb aNbTEPHATUBHYHO
TMNOTEH3MBHYIO Tepanuio.

MN3BecTHO, 4TO Tepanua MHrMbutTopom AMP Bo BTOPOM M TpeTbeM TpumecTpax bepemeHHOCTH

MOXET OKa3blBaTb PETOTOKCUYECKOE AENCTBME Ha NA0A Y YesioBeKa (CHUXKeHNe GYHKUUM MOYEK,



ONUTOTUAPAMHWMOH, 3afeprKKa occMduKauumM KocTel yepena) M NpMBOAUTL K Pa3BUTUIO
OC/NIOXHEHUM Yy HOBOPOXAEHHOro (no4yeyHaa HeAOCTATOYHOCTb, apTEepPMasibHaA TMMNOTEH3UA,
runepkannemms). B cnyyae sosgenctensa nHrnbutopos AP sBo BTOpom M TpeTbem TpUmecTpe
6epeMeHHOCTM peKOMeHAYeTCA NPOBECTU YbTPA3BYKOBOE UCCAeA0BaHME ANA OUEHKM GYHKLMMU
MOYeK M COCTOAHMA KOCTEN Yepena naoaa.

HoBopoKaeHHbIe, MaTepu KOTOPbIX Moay4ann MHrmbutopbl AMNP Bo BpemAa bepemeHHOCTH,
OONXKHbI HaxoguTbCcA NOA, TWaTefibHbIM MeAUUUHCKUM KOHTPOAeM W3-3a pUCKa pasBUTUA
apTepuanbHOM rMnoTeHsumn (cm. pasgensl «[poTMBonoKasaHma» U «Ocobble yKazaHUA»).
Mepuog rpyaHOro BCKapManBaHuA:

MpenapaT Mpectnnon® npoTMBONOKasaH B MEPUOA, FPYAHOTO BCKapMAMBaHMA. HeussecTHo,
BblaenaeTca nm buconponon C rpygHbiIM MONOKOM Yy 4YenoBeKa. Bcneactsue oTcyTCTBUA
MHbOPMaLMM OTHOCUTENIbHO NPUMEHEHUA NEPUHA0NPUIA B NEPUOA FPYLAHOrO BCKaPMIMBAHUA,
ero npvem NpoTMBONOKa3aH. B nepuoa rpyaHOro BCKapMAMBaHUA peKoOMeHAYyeTCA NPUMEHATb
apyrve npenapatbl, ¢ 6onee wu3yyeHHbIM npodunem 6HesonacHocT, ocobeHHO npwm

BCKapM/IMBaHUN HOBOPOXAEHHbLIX NN HEAOHOLWWEHHbIX AGTEVI.

Cnocob npumeHeHuA u Jo3bl

BHyTpb, Nno 1 Tabnetke 1 pas B CyTKM yTPOM nepes NpUeMom MULLM.

MauneHTam, KOTOpPbIM NOKasaH npuem 2,5 mr 6uconponona u 2,5 mr nepuHaonpuna cneayet
nPUHUMaTB Y2 TabneTkn npenapata Mpectnnon® 5 Mr+5 Mr oauH pas B AeHb.

MauneHTam, KOTOpbIM MOKa3saH npuem 2,5 mr buconponona u 5 mr nepuHaonpuna cneayet
npUHUMaTh Y2 TabneTkn npenapata Mpectnnon® 5 mr+10 mr oAWH pa3s B AeHb.

Ocobble rpynnbl NaunMeHToB

MauneHTbl € HapyweHuamn OGyHKUMKM novek (cm. pasgenbl «Ocobble yKasaHuA» W
«PapMaKOKMHETUKA» ).
NauueHTam C HapylweHmem OyHKUMM nodek npenapaT Mpectunon® HasHauaetca c yyeTom

3HaYeHUM KInpeHCa KpeatTnHMHA, KakK YKa3aHO B Ta6/w|u,e.

KnnpeHc PekomeHgoBaHHaA Ao3a

KpeaTnHMHa Tabnetka Tabnetka Tabnetka Tabnetka
(MA/muH) 5Mmr+5 mr 5mr+10 mr 10 mr+5 mr 10 mr+10 mr




Clcr 2 60 OpHa Tabnetka % Tabnetkn| OgHa TabneTka He cnegyet

Mpectunona® Mpectunona® Mpectnnona® NPUHUMATb.

5 mr+5 mr 5mr+10 mr 10 mr+5 mr PekomeHayetca }
MHAMBUAYANbHbIN
noabop no3
OoTAEeNbHbIX
KOMMOHEHTOB.

30<Clcr< 60 | Y5 Tabnetkn| He cnepyet He cnepyet He cnepyet

Npectnnona® NPUHMMATb. NPUHMMATb. NPUHMMATb.

5 Mr+5 mr PekomeHayetca | PekomeHayeTtca | PekomeHayeTca
WHAVBUAYANbHbLIA | UHAMBUAYANbHbIN | MHAMBUAYA/bHbIN
noabop [o03 | noabop no3 | noabop no3
OTAEeNbHbIX OTAENbHbIX OoTAEeNbHbIX
KOMMOHEHTOB. KOMMOHEHTOB. KOMMOHEHTOB.

Clcr < 30 He cnenyet He cnepnyet He cnenyet He cnenyet

NPUHMMATb. NPUHMMATb. NPUHMMATb. NPUHMMATb.

PekomeHgyeTca PekomeHgyeTca PekomeHgyeTca PekomeHpgyetca

MHAMBUAYANbHbIN | MHAMBUAYANbHbIN | UHAMBUAYANbHBIN | UHANBUAYANbHbIN

noabop no3 | nogbop no3 | noagbop no3 | noabop 003

oTAEeNbHbIX oTAEeNbHbIX oTAEeNbHbIX oTAEeNbHbIX

KOMMNOHEHTOB. KOMMNOHEHTOB. KOMMOHEHTOB. KOMMOHEHTOB.

MaumeHTbl C HapyweHuamu OGYHKUMM nedyeHn (cm. pasgenbl «Ocobble yKasaHuA» U

«PapMaKOKMHETUKA» ).

MaymeHTam ¢ HapyweHUAMU GYHKLMU NEeYEeHN KOPPEKLUUS A03bl He TpebyeTcs.

MNoxunnble naymneHTbl

MNpenapaT cnegyet HasHayaTb B COOTBETCTBMM C pPeKOMeHZauuMamu AnA MauMeHToB C

HapylweHnemM GpyHKLMM NOYEK.

[eTn n NnoapoCcTKM

Be30nacHOCTb U 3PpPEKTUBHOCTL NPUMeHeHUa npenapata MNpectnnon®y aeTtelt M NOAPOCTKOB He

ycTaHoBneHa. COOTBETCTBYIOLLME AAaHHbIE OTCYTCTBYIOT. [l03TOMY HasHayYeHMe npenapaTa AeTam

M NOoAPOCTKAM HE PEKOMEHA0BAHO.

Mo6oyHoe aelicteume

Hanbonee yacTble HexenaTenbHble peakunn npu npneme 6V|conponona BK/IIOYAKOT rO/I0BHYHO

60/1b, FONIOBOKPYXKEHUE, YXYALWEHNE TEYEHUA CEPAEYHOWM HeAOCTaTOYHOCTU, apTepuanbHyto

rMMNOTEH3MI0, OLLYLLEHME NOX0104aHMNA KOHEYHOCTEM, TOWHOTY, PBOTY, 60/1b B XXUBOTE, ANAPEIO,

3anop, aCTeHUo U NOBbIWEHHY YTOMIAEMOCTb.

Hanbonee uactble HerKenatesbHble peakuMn nNpu npuveme nepuHAONPUAA, O KOTOPbIX

coobLWanocb B KAMHUYECKMX UCCNeAOBaHUAX, BKAKOYAIOT rOMI0BHYIO 60/b, FON0BOKPYXKEHMUE,




BEPTUro, NAPEecTesnto, HapyLWeHUA 3PeHUs, WYM B yLIaX, apTePUanbHYIO TMNOTEH3MUIO, Kallenb,
OAbILWKY, TOWHOTY, pPBOTY, 60/Nb B XXMBOTE, AMapeto, 3anop, AUCTEB3UID, ANCNENCUIO, KOMKHbIN
3y, KOMKHYIO CbiMb, MblLLIEYHbIE CNa3mbl U aCTEHUIO.
[Ona 0603HaYeHMA 4YacTOTbl HerKenaTesbHblX ABMEHMW, O KOTOpPbIX coobuwanocb BO Bpems
KNMHUYECKUX NCccNeaoBaHU U/Mamn B NOCTPErnMCTPaLMOHHbIN Nnepuoa npu pasaenbHOM npueme
6uconposiona nan nepmHAONPUIA, UCNOSb3yeTca caeayoLwan Knaccupurkaums:

OueHb yacTo (= 1/10 cnyyaes)

Yacto (= 1/100, < 1/10) Heuacto (= 1/1000, < 1/100) Pegko (= 1/10000, < 1/1000)
OuyeHb peako (< 1/10000)

YacToTa HemsBecCTHa (4acToTa HE MOMKET OblTb YCTAHOB/JEHA, MCXOAA W3 AOCTYMHbIX

JAHHbIX)
Knaccel n  cuctembl| HexkenaTenbHble ABAEH 1A YacroTa
opraHoB MedDRA
buconponon MepunHgonpun
Nuderumn n | PuHnt Pegko OueHb pegKko
MHBa3nmn
HapyweHusa co | 3o3uHOPUNMUA - Heyacto*
CTOPOHbI KPOBM 7
AMmdaTHyecKoii ArpaHynoumTtos (cm. pasgen| - OueHb peako
CUCTEMDbI «0cobble yKazaHuA»)
MNaHymTOnEeHma - OueHb pegKo
NenkoneHus - OueHb peako
HelTponeHus (cm. paspgen| - OueHb peako
«0Ocobble yKazaHuA»)
TpombouutoneHuma (em. | - OueHb peako
pa3aen «Ocobbie Us»)
YKasaH
femonuntnyeckaa aHemuma vy | - OueHb peako
NauMeHTOB C  BPOMKAEHHOM
Hef0CTaTOMHOCTbIO TNHOKO306-
docdataernaporeHasnol (M-6-
oarn)
HapyweHus co| f'mnornMkemua (cm. pasgensl - Heyacto*
CTOPOHbI 0bMeHa «Ocobble YKasaHuAa» n
BELLECTB M NMUTAHUA «B3anmogpeiicteume ¢ opyrumu




Knaccel n  cuctembl| HexenatenbHble ABNEHUA YacroTa
opraHoB MedDRA
buconponon MepunHgonpun

NleKapCTBEHHbIMM

npenapaTtamm»)

fMnepkanvemusa, obpaTumas - Heuacto*

nocsie OTMeHbI Npenapara

f'MnoHaTpmuemusa - Hevacto*
MNMcuxunyeckune HapyweHuna HacTpoeHunA - Heuacto
HapyLweHwuA

HapyweHua cHa Heuacto Heuacto

Jenpeccusa Heuacto -

HouHble Kowmapsl, | Pegko -

raantoumMHaumu

CnyTaHHOCTb CO3HaHUA - OueHb peako
HapyweHus co | FfonosHasa 6onb** Yacto YacTto
CTOPOHDI 2pBHOM

fonoBoKpyXKeHne™** YacTto YacTto
CUCTEMbI

Bepturo - Yacto

Auncressuna - Yacto

MNapecrtesua - Yacto

CoHnmnBoCTb - Heuacto*

O6bmopok Pegko Heyacto*
HapyweHusa co | HapyweHusa 3peHus - Yacto
CTOPOHDI opraHa

CHuXKeHHOe cnesooTaeneHne | Pegko -
3peHusn

(yunTbiBaTb Yy  NALMEHTOB,

MCMONb3YIOWMNX  KOHTAKTHble

JINH3bI)

KOHBIOHKTUBUT OueHb peako -
HapyweHua co | lWym B ywax - YacTto
CTOPOHDI opraHa

cnyxa

HapyweHua cnyxa

Peako




HapyweHusa

CTOPOHbI cepal

co

OwyuieHne cepauedbmeHns

Heuacto*

TaxmKapgma

Heuacto*

bpagukapgma

OueHb YacTo

YxygweHue TeyeHus

cepAedYyHon HeaoCTaTOYHOCTH

YacTo

Knaccbl wu

CncTtembl

opraHoB MedDRA

HexkenatenbHble sBAeHUA

YacToTa

buconponon

MNepuHpgonpun

HapyweHue AV

NpPOBOAMMOCTM

Heyvacto

Apntmua

OueHb pegKko

CreHoKapaua

OueHb pegKko

NHdpapKT MWOKapAa,

BO3MOXHO, BcneacTeune
ypesmepHoro cHmxeHmna ALl y
nauMeHToB n3 rpynnol
BbICOKOTO pPUCKa (CMm. pa3aen

«Ocobble yKazaHua»)

OueHb pegKo

HapyweHusa

co

CTOPOHbI COCYA0B

CHmkenne AL un addekTbl,
CBA3aHHbIE C 3TUM

YacTo

YacTo

OuwylieHre noxonoaaHua uam
OHEMEHMA KOHEeYHOoCTelN

YacTo

OpTOCTaTM‘-IeCKaFI r’MnoTeH3unA

Heyacto

Backynut

Heuacto*

NHcynbT, BO3MOXHO,
BCNeAcTBME 4ypesmepHoro
CHW}XeHnAa ALl y nauneHTos n3
rpynnbl BbICOKOTO pUCKa (CM.
pa3sgen «0Ocobble yKazaHMA»)

OueHb pegKko

Kawenb

YacTo




HapyweHusa co | OapblwkKa - Yacto
CTOPOHDI
. BpoHxocnasm Heuacto Heyacto
AbIXaTeNbHOM
cnucrTemsol, OpraHoB | 303MHOPUNBbHAA NHEBMOHMUA - OueHb pegKko
rPYOHON  KNETKU U
cpenocTeHus
HapyweHuna co bonb B XuBoTte Yacto Yacto
CTOPOHDI
3anop Yacto Yacto
*KeNyaAoUYHOKMLLEYHOTro
TPaKTa dnapea Yacto Yacto
TowHoTa Yacto Yacto
Knaccel n  cuctemol| HexkenaTtenbHble ABAEHUA YacroTa
opraHoB MedDRA
Buconponon MNepuHpgonpun
PBoTa Yacto Yacto
Ancnencma - Yacto
CyxocTb CAU3UCTOM | - Hevacto
060/104KM NONOCTH pTa
MNaHkpeaTnT - OueHb pegKko
HapyweHuna co UnTonmutmnueckmi wnn | Peako OueHb peako

CTOPOHbI MeYEHN U
KenyesbliBOAALLUX
nytemn

X0NecTaTM4eckuim renatut (cm.
pasnen «Ocobble yKasaHuA»)

HapyweHua co
CTOPOHbI  KOXM W
NOAKOXHOM
KNeT4yaTKu

Ko)XHas cbinb

YacTo

KoxHbi 3y4,

YacTo

AHTMOHEBPOTUYECKUN oTekK

NMua,  KOHeyHocTel,  ryb,
CAM3UCTbIX 000/I0YEK, N3blKa,
ro/1IocoBomn wenu n/mnm
ropTaHu (cm. pasgen

«Ocobble yKkazaHua»)

Heuacto

KpanueHuua

Heuacto




Peakunu

d)OTOHYBCTB NUTENBbHOCTU

Heuacto*

MNemdurona

Heuacto*

fmneprugpos

HeyacTo

Peakuumn

rMnepyyBCTBUTENBHOCTU (3YA,
NOKPaCHEHWe, KOXKHanA CbliMb)

Peako

YcyrybneHue TeyeHus

ncopuasa

Pepko*

MHorodopmHasa apuTema

OueHb pegKo

Anoneumna

OueHb peako

BeTta-agpeHobnokaTopbl

MoryT BbI3bIBATb
ycyrybnatb TeyeHume

nnn

OueHb peako

Knaccel n  cuctembl| HexenaTenbHble ABneHUA YacroTa
opraHoB MedDRA
buconponon MepunHgonpun

ncopuasa Uam MoryT Bbi3blBaTb

noasaeHne

ncopunasonogo6HomM cbinu
HapyweHua co | MblweyHble cnasmbl Heuvacto Yacto
CTOPOHbI MblweyHas cnabocTb Heuacto -
KOCTHOMbILLEYHOW

ApTpanrua - Hevacto*
CUCTEMbI n

. Mwuanrua - Heuvacro*

COeMHUTENbHOMN
TKaHU
HapyweHua co | HapyweHune dpyHKLUUM NoYeK - Heuacto
CTOPOHbI MOYEeK W

OcTtpan noyeyHas | - OueHb pegKo
MOYEBbIBOAALLUX
nyten HeAO0CTAaTOYHOCTb

HapyweHune noteHunmn Pegko -




HapyweHua co dpeKTunbHaa guchyHKLMA - HeyacTto
CTOPOHDI
penpoayKTUBHOM
CUCTEMbI M MOJIOYHbIX
Kenes
Obwme HapyweHus u | ActeHua Yacto Yacto
OC/IOXHEeHUA B mecTe
MNoBblWeHHaa yTOMAAEMOCTb Yacto -
BBEAEHUA
bonb B rpygm - Heyacto*
HepomoraHue - Heyacto*
Mepudepunyeckmne oTeku - Hevacto*
Mneptepmma - Heyacto*
JNTabopaTopHbie MoBbiweHne KOHUEHTpauum| - Hevacto*
MOYEBMHbI B KPOBMU
nokasatenm w
e3ynbTaTbl rmx
pesy ,a,|i>y MNosblweHne KOHLLeHTpaumn| - Heuacto
obcnenoBaHni
KpeaTMHMHA B KPOBU
MNosblweHne aKTMBHOCTK | PegKo Pegko
«MNeYeHOoYHbIX» TPaHCaMMNHA3
MNoBbiWeHMe KoOHUEeHTpauum - Pepko
6unmpyburHa B Kposu
MNoBblWeHMEe KOHUEHTPaLUK Pegko -
Knaccel n  cuctemol| HexkenaTtenbHble ABAEHUA YacroTa
opraHoB MedDRA
buconponon MepunHgonpun
TPUrINLEPNAOB
CHMKeHMe remornobuHa WU| - OueHb peako™
remaTtokpuTta (cm. pasgen
«0cobble yKazaHuA»)
Tpasmbl, MapeHwns - Hevacto*
MHTOKCMKaLNK

N OCNOXKHEHUA
MaHUNYNALUNA




* QOueHKa 4YacToTbl HeMKenaTeNibHblX pPeaKuWi, BbiABAEHHbIX MO CMOHTAaHHbIM COOBLEHUAM,
npoBeAeHa Ha OCHOBAHWM AaHHbIX PE3Y/IbTAaTOB KNIMHUYECKUX UCCNEA0BAHNN.
**06blYHO CUMNTOMbI HablOAANUCL B HaYane Tepanmn. OHM 06bIYHO BbINU BbipaXKeHbI B IETKOM

cteneHn n 4acto Npoxoanaun B Te4eHune 1-2 Heaenb.

Cnyyan BO3HWMKHOBEHMSA CUMHAPOMA HeafeKBaTHOW CEKPeunn aHTUANYPETUYECKOro ropmoHa
OblIM OTMEYEHbl MPU MNPUMEHEHUN APYrUX WHIM6UTOpoB AM®. CUHAPOM HeaaeKBaTHOM
CeKpeuun aHTUANYPETUYECKOTO FOPMOHA MO YacToTe BO3HMKHOBEHMA OTHOCWUTCA K OYE€Hb
pPefKUM, HO BO3MOXHbIM OCNOXHEHUAM, OBycnoBNeHHbIM Tepanuein uHrubutopamu AN,

BK/1IOYaA nepuHaonpun.

Mepenosnposka

[laHHble No NepeAo3MpPOBKe y YenoBeka npenapatom Mpectnnon® oTcyTcTBYIOT.

buconponon

CvumnTombl: Hambonee 4acTbiMM NPU3HAKaMM, Pa3BUTUA KOTOPbIX MOMKHO OXuaaTb npwu
nepenosnpoBke  beTa-agpeHobsokaTopamn, ABAAOTCA  OpaauKapaua, apTepuasnbHas
rmnoTeHsma, OpoHXxocnasm, OCTpPasa CepAeyHana HeAoCTAaTOMHOCTb M runoravkemus. [o
HaCTOALLEro BpemeHu 6b110 ONMCAHO NMLWb HECKO/IbKO CyYaeB Nepeso3npoBKK Bruconpoaona
(MakcumanbHaa pgosa: 2000 mr), KoTopble MMeNM MecTo Yy MauueHTOB C apTepuanbHoM
runepteHsuneit n/mnm UBC, ¢ pazsutnem bpagukapanmn n/vnv aptepuanbHom runoTeHsnn. Y scex
OMUCaHHbIX  MNAUMEHTOB  HACcTynuao  Bbi3gopoBaeHue.  CreneHb  MHAMBUAYANbHOM
YyBCTBUTENbHOCTM K OBMCONpPOJIoNY NpU OAHOKPAaTHOM MNpUMEME BbICOKOM A03bl BapbupyeT B
LWMPOKUX Npeaenax, U, BepoAaTHO, NaUMeHTbl C CepaedYHO HeJ0CTaTOMHOCTbIO ABAALOTCA bonee
YyBCTBUTE/IbHbIMW.

JleyeHne: B c/yyae nepefo3VMPOBKU  JiedeHMe cedyeT MpPekpaTuTb M NpoBOAUTL
NoAAEPKUBAIOWYIO CUMMTOMATUYECKYIO Tepanuio. MMeloTca OorpaHuYeHHble  AaHHble,
CBMAOETEeNbCTBYOWME O TOM, YTO BUCONPONON NAOXO BbIBOAUTCA NpU Ananmse. Ha ocHoBaHUM
OXMOaeMbIX dapmaKonormyeckmx adpdekTOoB n pekomeHZaumum ans apyrnx
6eTaaapeHOb/10KATOPOB c/ieayeT PacCMOTPETb BOSMOXKHOCTb NMPUHATUA CeAYIOWNX mep:
bpagukapauna: BHYTpMBEHHOe BBeAeHMe aTtponuHa. Ecanm addeKkT HepoCcTaTouHbIM, C
OCTOPOKHOCTbIO MOXHO BBECTM M3OMNPEeHaAnH WaM Apyroe cpeactso, obnagatollee
NONOUTE/IbHbIM XPOHOTPOMHbLIM AencTBMEM. MHOoraa moxeT notpeboBaTbcsA TpPaHCBEHO3Hasn

YCTaHOBKA UCKYCCTBEHHOIO BOAUTENA PUTMaA.



BblparkeHHaa apTepuanbHaa T[UMNOTEH3UA: cAefdyeT MpPOBECTM BHYTPUMBEHHOE BBeAEHWE
XUAKOCTEN M COCYAOCYKMBaOWMX npenapatoB. MoxeT 6biTb 3pPEKTUBHBIM BHYTPUBEHHOE
BBEAEHME IIOKAroHa.

AV 6nokaga (2 wan 3 cteneHun): TpebyeTca TWATENbHbIA MOHUTOPUHT COCTOAHUA MAUMEHTA U
MHOY3MA M30NpPeHannMHa WAW TPaHCBEHO3HAA YCTAaHOBKA MCKYCCTBEHHOrO BOAMTENA PUTMA.
OcTpoe yxyAweHuMe TeyeHUs CepaedyHOr HeAoCTAaTOYHOCTU: BHYTPUBEHHOE BBeAeHWe
ANYPETUKOB, MHOTPOMHbIX CPEACTB, COCYA0PACLIMPAIOLLUX CPEACTB.

BpoHxocnasm: BBegeHMe BPOHXOUMTUKOB, TaKMX KaK M30MNPEeHaNuH, 6eTaz-cCMMNaTOMUMETUKM
UM ammMHOPUNNNH.

TMNornnKemMuA: BHyTPUBEHHOE BBEAEHME [/TIOKO3bl.

MepuHaonpun CUMNTOMbI:

[aHHble 0 Nnepefo03MpPOBKe Yy YeN0BEKA OrpaHMyeHbl. CUMNTOMBI, CBA3aHHbIE C Nepeao3npoOBKOM
MHrMGUTOPOB AMD, MOryT BKAOYATb aAPTEPUANbHYIO TUMNOTEH3UIO, UMPKYNATOPHbINA LUOK,
HapyLeHWA BOAHO-31EKTPOIUTHOIO HanaHca, NOYEYHYHO HeA0CTaTOMHOCTb, TMNEePBEHTUAALNIO,
TaxMKapguio, owyuieHme cepauebuenuna, bpagmMkapaunto, roNoBOKpyKeHne, HecnoKoncTBo m
Kawenb.

JleyeHune: gna neyeHWa nepeso3MPOBKM PEKOMEHAYETCA BHYTpMBEHHaA MHOY3MA pacTBopa
xnopuaa HatpuaA B KoHUeHTpaunn 9 mr/mn (0,9%). Mpu BbiparkeHHOW apTepUaNbHOM TMNOTEH3UMU
naumeHTa cnenyet ynoXuTb B MOJIOKEHUE «1eXa» Ha CMUHE C NPUNOAHATbIMU HOoramu. Mpu
HeobxoAMMOCTM MOKeT OblTb BHYTPMBEHHO BBeAeH aHrnoteHsuH Il w/mam  pacteBop
KaTexonamumHoB. MNepuHAoNpUA MoXKeT ObITb BbIBEAEH U3 CUCTEMHOIO KPOBOTOKA C MOMOLLbHO
remoamnanmsa (cm. pasgen «Ocobble yKasaHuA»). lNpu pasBUTUM YCTOMYMBOM K Tepanuu
6pagnkapaun  moxeT noTpeboBaTbCA YCTAHOBKA  MCKYCCTBEHHOrO BOAMUTENA  PUTMA.
HeobxoaMmoO NOCTOAHHO KOHTPOAMPOBATb MOKa3aTeNM OCHOBHbBIX KU3HEHHbIX QYHKLMA

OpraHM3ma, KOHLEHTPALUMIO SNEKTPOIUTOB U KPeaTUHMHA B CbIBOPOTKE KPOBW.

B3anmopgencteme ¢ APyrMmn IeKapCcTBEHHbIMM NpenapaTamu

B3aumopgencteme mexay 6UconposioIom U NepuHAO0NPUAOM He Habo4anoch B UCCNeA0BaAHUAX
C yyacTMem 340p0Bbix 406POBObLEB. HMXe npeacTaBneHa MHGoOpmMaLmnsa 0 B3aMMOAENCTBUAX C
APYrMMM npenapatamu.

JlekapcTBeHHble npenapaThl, Bbi3blBalOWME TUMNEPKaANEMUIO: HeKoTopble NeKapCTBEHHble
npenaparbl M KAaccbl NpenapaTtoB MOryT NOBbILWATL PUCK PAa3BUTUA TMNEPKANNEMMUU: aIUCKUPEH,
COMM Kanusa, Kanuicbeperawowme [UypeTUKU, UHrMbutopbl AN, 610KaTopbl peuenTopoB

aHrnoteHsuHa I, HecTepouaHble NPOTMBOBOCNANUTE/IbHbIE IeKapCTBEHHbIe Npenapatsl (HMBM),



renapuHbl, UMMyHOOENPECCAHTbI, TaKNUE KaK UMKAOCNOPUH UAN TAKPOAUMYC, TOUMETONPUM.

KOM6MHaLI,MM 3TUX NPEenapaToB yBEINYUBAKOT PUCK Pa3BUTUA TMNEPKANTNEMUN.

OaHOBpPEMEHHbIV NpMem NPOTUBOMNOKA3aH (cM. pasgen «[MpoTMBONOKa3aHUA»):

AnncknpeH: OaHoBpeMeHHbIN npuem npenapata Mpectnon® u annuckMpeHa NPOTMBOMNOKa3aH
naLMeHTamM C CaxapHbIM AnabeTom Uan HapyweHUAMU GYHKLMM NOYEK, MOCKObKY CyLLecTByeT
PUCK Pa3BUTUA TUNEPKANNEMUN, yXyalweHna OGYHKUMM MNOYEeK M NOBbIWEHUA YacToTbl
cepaedyHococyancTon 3a6onesaemoctTy U CMEPTHOCTH.

JKCTpaKkopnopasbHble MeTOAbl Ie4eHUA: IKCTPAaKopnopabHble MeTOAbl 1eYeHns, Nnpusogawme
K KOHTaKTy KPOBW C OTPULATENbHO 3apPAMKEHHbIMU MOBEPXHOCTAMM, TAaKME KaK ANANU3 UK
remopuabTpauma C UCNONb30BAaHMEM HEKOTOPbIX BbICOKOMPOTOYHbIX MeMbpaH (Hanpumep,
NONIMAKPUNOHUTPUAOBbIE MembpaHbl) M adepe3 AMMONPOTEMHOB HU3KOM MAOTHOCTU C
NCNonb30BaHMEM AeKCTpaHa cynbdaTta, NPOTUBOMOKA3aHbl U3-3a YBENIMYEHMA PUCKA Pa3BUTUA
TAMeNbIX aHadMAaKTOMAHbIX peakuunii (cm. pasgen «MpoTuBonokasaHus»). Ecam Takoe nevyeHune
HeobxoaMMmo, cnepyeT PacCMOTPETb BO3SMOXKHOCTb MCMO/Ib30BAHUA APYroro Tuna AuMannusHoun
MeMb6paHbl UM NPUMEHEHWA APYTOr0 KNAacca aHTUIMNEepPTEH3UBHbIX NPenapaTos.

CakybuTtpun + BancapTaH: NPOTUBOMOKA3aHO OAHOBPEMEHHOE NPUMEHEHWE NepuHaonpuna ¢
KoMbBuHaumel cakybutpun + BascapTaH Tak Kak NoAaBfeHUe HenpuanM3nMHa OAHOBPEMEHHO C
npumeHeHnem MHrMbutopa AMN® moKeT NOBbIWATL PUCK PA3BUTUA AHTMOHEBPOTUYECKOTO OTEKA.
MpumeHeHne KOMBMHaLMK CakybUTpUA + BancapTaH BO3MOXKHO He paHee, Yem Yepe3 36 yacos
nocne npuema nocnegHen Ao03bl nepuHgonpuaa. NpumeHeHMe NepuHAONPUAA BO3MOXKHO He
paHee, yem 4yepe3 36 4yacoB nocne npuvema nocnegHen [03bl KOMOMHAUUKM cakybuTpun +
BasicapTaH (cm. pasgensdl «[poTMBonokasaHmna» n «Ocobble ykasaHuA»).

O4HOBPEMEHHbIN NPUEM HE PEKOMEHA0BAH:

B cBA3M ¢ buconpoaonom:

TMNOTEH3MBHbIE CPEACTBA LLEHTPANbHOrO AENCTBUSA, TaKME KaK KNOHUAUH U Apyrue (Hanpumep,
MeTUNA0Na, MOKCOHUAWH, PUAMEHUANH). OAHOBPEMEHHbIN MPUEM TUMNOTEH3UBHbLIX CPEACTB
LEHTPaNbHOro AEeNCTBUA MOMKET MPUBECTU K YXYALIEHMIO TeYEeHUA cepaeYyHo Hea0CTaTOYHOCTH
33 CYET CHUMKEHUA LEHTPA/SIbHOrO CMMMNATUYECKOro TOHyca (CHMMKEHMEe 4acToTbl CcepAeyHbIX
COKpaLLEHWNN U cepaeyHOoro Bbibpoca, pacliMpeHne cocyaos). Peskoe npekpalieHue Tepanuu,
0cobeHHO A0 NMpPeALecTBYIOWEro CHUXeHUsA A03bl 6eTaagpeHob10KkaTopa, MOXKET YBEANYUTL
PUCK Pa3BUTUA «PUKOLLETHON» apTePMaNbHON TMNepTEeH3UN.

AHTMapuTMMyeckme cpeactBa I Knacca (Hanpumep, XWUHUAMH, AM30NUPaMUA, NUAOKaAUH,

deHuTonH, onekanHma, nponadeHoH): COBMECTHOE MNPUMEHEHME MOXKeT BAUATb Ha



aTPUOBEHTPUKYNAPHYIO MPOBOAMMOCTb, @ TaKXe YCMAMBATb OTPULLATE/IbHbIM MHOTPOMHbIN
apoeKT.

BnokaTopbl «MeAsIeHHbIX» KaNbUMEBbLIX KaHaNOB (Bepanamui W, B MEHbLUEN CTeMeHMu,
anntnasem):  OTpuuaTenbHoe  BAUAHME Ha  COKpaTUTENbHYHD  CMOCOBGHOCTb U
aTPMOBEHTPUKYAAPHYIO MNPOBOAMMOCTb. BHyTpMBEHHOe BBegeHMe BepanaMuaa NauueHTam,
nonyvarowmum 6eta-agpeHobNOKaTOPbI, MOXKET MNPMBECTM K BblPAXKEHHON apTepuasibHOM
TMNOTEH3UN N aTPUOBEHTPUKYNAPHOM BaoKkage.

B cBA3M C NepnHAONPUIOM:

ANVNCKUPEH: Y NAUNEHTOB, HE MMEIOLLMX CaxapHOro guabeTta nan HapyweHnsa GyHKLMM NOYek,
TaKXXe BO3pacTaeT pPWUCK BO3HWMKHOBEHWUA TUMNEPKANMEMUU, YXYALWEHUA OGYHKLUMM MOYeK,
NOBbILEHMA YACTOTbl PA3BUTUA HeXKeNaTeNbHbIX ABMIEHUA CO CTOPOHbI CepAeYHO-COCYANCTOM
CUCTEMbBI U CMEPTHOCTM OT CepAevHO-CoCyaNCTbIX 3aboneBaHuA.

OaHoBpemeHHoe nevyeHne nHrnbutopamm AMod n APA:

[aHHble  KAMHWYECKUX WUCCnedoBaHMM  MOKasa/M, 4YTO ABOMHAa 670Kaga  pPeHuH-
aHIMOTEH3MHANbAOCTEPOHOBOM  CUCTEMbI  MyTEM  KOMOMHWMPOBAHHOrO  MPUMEHeHUA
nHrnbutopos AMN®, 610KkaTopos peLenTopoB aHrMoTeHsnHa Il nnm annckupeHa ceasaHa c bonee
BbICOKOM YaCTOTOM Pa3BUTUA TAaKUX HEXKeNaTeNbHbIX ABNEHUM, KaK apTepuanbHasa rMnoTeH3us,
rMnepKannemMma U CHUXeHne GyHKUUKM novek (BKAOYAA OCTPYO NOYEYHYI0 HeAOCTAaTOYHOCTb),
MO CPaBHEHWUIO C NPUMEHEHMEM TOJIbKO OAHOro npenapata, Bamatowero Ha PAAC (cm. pasgensl
«MpoTnBonokaszaHua», «Ocobble yKasaHua» U «PapmakognHaMmMKa»).

B nntepatype 6binM onmcaHbl Cayvau, Koraa y NnauMeHToB C NOATBEPKAEHHBIM aTEPOCK/IEPO30M,
cepAeyYHON HefoCTAaTOYHOCTbIO UM CaxapHbiM aMabeTom C nMopaxKeHWemM OpraHoOB-MULLEHEMN,
oA HOBpPEMEHHOE NpuMeHeHue nHrmbutopa AM® n 6aokaTopa peLenTopoB aHrMoTeH3MHA bblo
cBA3aHO ¢ 6onee BbICOKOM YACTOTOM pPa3BUTMA apTepuanbHOM TUNOTEH3MKU, OOMOPOKOB,
rmnepKannemMmn n yxygleHma GyHKLMmM noyvek (BKAKYaA OCTPYO NOYEYHYHO HeAO0CTaTOUYHOCTb),
No CpaBHEHUIO C MPUMEHEHMEM TO/MIbKO OAHOro npenapaTa, BavaAwowero Ha PAAC. [1BoMHas
6n0Kaga (Hanpumep, C NOMOLLBID KOMBUHAUUK MHIMBUTOpa AMN®P 1 aHTaroHMcTa peLenTopos
aHrnoteHsmHa II) pomkHa 6bITb OrpaHMyeHa €eAMHUYHBIMU  CAYYAAMM € TWATE/bHbIM
MOHUTOPUHIOM GYHKLMM NOYEK, YPOBHA KAaNNA M apTepUanbHOro AasneHna. 3cTpamycTmH: Ectb
PUCK YBE/IMYEHUA YACTOTbl PA3BUTUA TAKMX HEXKENATENbHbIX ABNIEHWUN, KaK AaHTMOHEBPOTUYECKUIA
OTEK.

Mpn opHOBpEMEHHOM MNPUMEHEHUM KO-TPMMOKcasona (Tpumertonpum-+cynbdameToKkcason)

MOKET MOBbILATLCA PUCK PA3BUTUA rMNepKannemmm (cm. pasgen «Ocobble yKazaHUs»).



Kanuiicbeperawowme ANypeTUKM (Hanpumep, TPUAMTEPEH, amuaopug), conu kKanusa: MoxkeT
pa3BUTbCA rMNepKannemma (C BO3IMOXKHbIM IeTaNbHbIM UCX0A0M), OCOBEHHO NPU COYETaHUU C
NoYeyHON HeAOCTAaTOYHOCTbIO (A0NONHUTENbHbIE 3GdEKTbl, CBA3aHHbIE C rMNepKaanemuen).
OpHoBpeMeHHOEe NPUMEHEHNE NEPUHAONPUIA N YKA3aHHbIX BblLe IeKapCTBEHHbIX MPenapaTos
He pekomeHayeTca (cm. pasgen «Ocobble ykasaHuA»). B cnyyvae, ecnn ogHoBpemeHHoe
npumeHeHne HeobxoaMmo, UX cneayeT NPUMEHATb C cobatoaeHneM mep NPeAOCTOPOXKHOCTU U
perynapHbiM KOHTPONEM COAEPKAHUA KAa/IMA B CbIBOPOTKE KpoBU. MHPOpMaLma 0 npuMmeHeHUN
CNMUPOHO/IAKTOHA NPU CepAEeYHOM HELOCTAaTOMHOCTM ONMCAHa AaNee Mo TEKCTY.

Mpenapatbl auTnA: Mpn 04HOBPEMEHHOM NPUMEHEHUM NPENapaToB ANTUA U HTMBUTOpOB AMND
6b110 onncaHo obpaTmoe NOBbIWEHWE KOHUEHTPALMWU IUTUA B KPOBWU WU CBA3AHHbIE C 3TUM
TOKcu4yeckue adpdektol. NpmeHeHMe nepuHAONpPMUAa OL4HOBPEMEHHO C NpenapaTamm AUTUA He
PEKOMEHA0BAHO, HO €CANM NPUMEHEHWE TaKoM KOMOMHAUMKM MPU3HAHO HeobXxoAUMBbIM,
TpebyeTcA TWaTeNbHbI MOHUTOPUHT KOHLEHTPALMM IMTUA B CbIBOPOTKE KPOBM.

OaHoBpemMeHHbIN npuem TpebyeT 0cobo OCTOPOIKHOCTU:

B cBA3M ¢ 6MCONPOAI0AOM N NEPUHAONPUIOM:

fMnornnkemumyeckme CpeacTsa (MHCYAWHbI, TMNOTMKEMUYECKME CPeacTBa ANA NEpPOpasibHOro
NPUMEHeHUA):

Ha ocHOBaHMM 3NNMAEMNONOIMYECKUX NCCAELOBAHUIA MOKHO NPEANON0KUTDL, YTO NMPUMEHEHNE
nHrnomtopos AMNP oOAHOBPEMEHHO C TUMNOMIUKEMUYECKUMU CpeacTBaMu  (MHCYNWHDI,
rMNOrINKEMUYECKNE cpeacTBa ANAa  NEepopasbHOro  MNPUMEHEHUS) MOKET YCMAMBaATb
TMNOrANKEMUNYECKNIM 3 PEKT C PUCKOM Pa3BUTMA TMNOFANKEMUN. Pa3BuTre gaHHOro peHoMeHa,
no-sMaumomy, 6onee BepoATHO B MepBble HeAEe/M KOMOMHMPOBAHHOM Tepanuu, a TakXke Yy
naumMeHToB C HapyweHuem ¢yHKUMKM no4vek. OAHOBpPEMEHHbIM npuem 6Guconponona ¢
WHCY/IMHOM W MepopasibHbIMW TMNOFINKEMUYECKMMM CPEACTBAMM MOXKET BbI3blBaTb YCUIEHME
rmunornMkemumyeckoro s¢pdekra. bnokaga 6eTta-agpeHopeLenTopoB MOXKET MACKMpPOBaTb
CMMNTOMbI TMNOFANKEMUMN.

HectepongHblie NPOTMBOBOCNANUTE/IbHbIE NleKapCTBEHHbIe npenapatsl (BKNOYaA
aLeTUNCAaZMLMAOBYIO KUCAOTY B [Jo3ax = 3 r/cyTku): [MNpuem npenapata [pectunon®
oAHoBpemeHHO ¢ HIMBIM (T.e. aueTMNCannMUMNOBON KUCNOTOM B [A03aX, OKasblBalOLMX
NPOTMBOBOCNANNTE/NIbHOE AENCTBUE, WHIMOUTOPOB LMKAOOKCUTEeHasbl-2 M HEeCeNneKTUBHbIX
HMBM) moXeT npuBecTM K o0cnabneHuo TrUNOTEeH3MBHOrO Aencteus 6buconponona w
nepuHaonpuna.

Kpome TOro, ogHoBpemeHHbIn npuem wuHrmbutopos AM® u HIMBM MmoxeT npusBectn K

NOBLIWEHNIO PUCKA YXyAWeHUs YHKUMM NOYEeK, BKAOYAA BO3MOMKHOCTb Pa3BUTMA OCTPOM



NOYEYHON HEeAOCTAaTOYHOCTU, a TaKXKe YBE/IMYEHUIO COAEPKAHUA Kanua B CbIBOPOTKE KPOBMW,
0cO6EeHHO Yy NALMEHTOB C UCXOAHO CHUXEHHOW GyHKLMEN nodeK. Takyto KOMOMHauuo cnepyet
Ha3Ha4yaTb C OCTOPOXKHOCTbO, 0COBEHHO MOXWbIM MauMeHTam. MNMauneHTbl AO0MKHbI NONYYaTb
afeKBaTHOE KO/MIMYECTBO KUAKOCTU, PEKOMEHAYETCA KOHTPOAMPOBATb QYHKLUMIO MOYEK Kak B
Hayasie KOMBMHMPOBAHHOM TepanunK, Tak U NepPUoSMUYECKM B NPOLLECCE NEYEHNA.
fMNoTeH3MBHbIE M cocyaopacwmpalome cpeacrtsa; Og4HOBPEMEHHbI NPUEM TMNOTEH3UBHBIX U
COCYA0PaCLUMPAIOLLNX CPeACTB (TaKUX KaK HUTPOIMUEPWH, APYyrue HUTPaATbl WUAU Apyrue
cocyaopaclumMpAoLLIMe CpeacTBa) AN APYTUX NEKAaPCTBEHHbIX MPenapaTos, KoTopble obnagatoT
CNOCOBHOCTbIO CHMXKATb ALl (Hanpumep, TPUUMKAMYECKME aHTUAEenpeccaHTbl, 6apbutyparol,
$GeHOTHA3MHbI), MOXKEeT YCUAMBATb aHTUTUNEepTeH3MBHble 3ddeKkTbl nepuHaonpuna u
6buconposnona.

TpUUMKNMYECKME aHTMAENPECCAHTbI/AHTUNCUXOTUYECKME CpeacTBa/cpenctsa  gna  obuwen
aHecteann: OAHOBPEMEHHbIN nNpuem WHIM6UTOpoB AMP C HEKOTOPbIMU AHECTETUKAMM,
TPULMKNNYECKUMMN aHTUAENPECCAHTAMM U QHTUNCUXOTUYECKUMM CPeACTBaMU MOXKET NPUBECTU
K AOMNONIHUTENBbHOMY CHUMEHWUIO apPTEPMAIbHOIO AaBAEHUSA.

OAHOBPEMEHHbIN MNpuem 6MCONPONoAa M AHECTETUKOB MOMKET MNPUBECTU K YMEHbLIEHUIO
pedNeKTOPHOM TaxMKapauu U YBEIMYEHUIO PUCKA apTepUaibHON TMNOTEH3UN.
CumnaTomumeTuKkn: OfHOBPEMEHHbIN Npuem bruconpoaona n 6eTa-cMMNaTOMUMETUKOB (TaKMX
KaK n3onpeHanuH, fobyTaMuH) MOXKET NPUBECTU K CHUXKeHUIO apdeKTa 06omx npenapaTos.
CMMNaTOMUMETUKM, KOTOpble aKTUBMPYIOT Kak b6eTa- Tak M anbda-agpeHopeLentopbl
(Hanpumep, HOpaApeHaNVH, afpPeHaNMH): KOMBUHAUMA C BUCONPONIONIOM MOXKET BblABUTH
onocpenoBaHHble  anbda-agpeHopeuenTopaMmmn  cocyaocyxusawowme  3pdeKkTbl  ITUX
npenapaToB, YTO MOXET MPUBECTU K MOBbIWEHUIO APTEPUANBHOTO AABNEHUA U YCUNEHUIO
nepemexkatowenca XxpomoTbl. Takne B3aMMOAENCTBUA Bonee XapaKTepHbl AR HECENEKTUBHbIX
6eTaazapeHOb/IOKAaTOPOB.

CMMNaTOMMMETUKN MOTYT YMEHbLLATb aHTUTMNEPTEH3UBHbIN 3ddEKT MHrMbutopos AlNd.
B cBA3M c BUCONPONOAOM:

BnoKaTopbl «MeAsIeHHbIX» KalbLMeBbIX KaHa/foB AUMMAPONUMPUAMHOBOrO PAAa, TakMe Kak
denogunuH n amnoaunuH:

OOHOBPEMEHHbIN MPUEM MOXKET YBE/NMUYMBATbL PUCK TUMOTEH3UU, @ TaKXKEe He WCKIYEHO
AanbHellee yxyalleHne HaCOCHOM GYHKLMW KenyaoyKoB cepaua y NauMeHToB C cepaeyvyHom
HEeA0CTaTOYHOCTbIO.

AHTMapuTmmyeckme cpegctsa III Knacca (Hanpumep, amuMoapoH): BO3MOXHO ycuieHue

BAUAHMA Ha aTPUOBEHTPUKYNAPHYO NPOBOANUMOCTb.



MapacumnatoMMMeTUKN: OfHOBPEMEHHbIN MPUEM MOMKET CHUXKATb ATPUOBEHTPUKYNAPHYHO
NPOBOAMMOCTb U NOBbILWATL PUCK Pa3BUTUA BpaanKkapguu.

beta-agpeHob610KaTOpPbl MECTHOIO AENCTBMA (HanpuUMep, r1asHble Kanau, Ha3Havaemble Ans
neyeHna rnaykomol): Mpu ogHOBPEMEHHOM MPUMEHEHUN BO3MOXKHO YCUIEHUE CUCTEMHbIX
adpdeKToB BUCONpoNoNna.

MpenapaTbl HanepcTAHKWU: CHUMKEHWEe YacToTbl CepAeYHbIX COKpaleHun, 3ameaneHue
aTPUOBEHTPUKYNAPHOMN NPOBOAMMOCTMH.

B cBsi3n ¢ NnepuHAONPUNOM:

BaknodeH: YcuneHune aHtTurmnepteHsnsHoro spdekra. Cneayer TWATeNIbHO KOHTPO/AMPOBATH
ypoBseHb Al 1 Npu HEOHXOAMMOCTU CKOPPEKTMPOBATL A03Y FTMNOTEH3MBHOMO Npenaparta.
KanuiHecbeperawwme anypeTmkun. Y naunmeHToB, NONYYaAOWMX ANYPETUKU, U OCOBEHHO Y ny,
CO CHMMXXEHHbIM OOBEMOM UMPKYAUPYIOLLEW KPOBWM W/UNM conen, MoXKeT HabnwaaTbea
ypesmepHoe CHuxKeHue ALl B Hayane Tepanum nHrMbutopom AMN®. BepoAaTHOCTb BO3HUKHOBEHUA
rMNOTEH3MBHbIX 3GPEKTOB MOXKET ObITb CHUMKEHA NyTEM NpeKpalLeHUa Tepanum ANypeTuKkamu,
BOCNONIHEHMA 06bema umpKyanpytowen Kposu (OLUK) nam ysenmyeHuns notpebneHuna conen go
Hayana Tepanuu NEepUHOONPUIOM, @ TaKKe Ha3HaYeHMem nepuHAONpPuUAa B HU3KOWM ao3e C
NOCTEeNEeHHbIM ee yBe/IMYEHNEM.

Mpn apTepuanbHOM TUNEpPTEeH3UM, Korga npealwecTsylowas Tepanua AuypeTMKamu Morna
BbI3BaTb CHMXEHME 0O6bemMa LMPKyAUpYoLeln Kposu/conen, HeobXoAMMO MAM OTMEHUTb
ANYPETUK Nepes, HavyaNoM neveHnsa nHrnbutopom AM® (B sTom cnyvae KanuHecbeperawoLwmim
OMYPETUK no3gHee MOXKeT ObiTb Ha3Ha4YeH BHOBb), UM HavyaTb Tepanuio uHrmbutopom AMNe B
HU3KOM A03e C NocneAyoLWMM NOCTENEHHbIM €€ NOBbILEHMEM.

Y nauymeHnToB ¢ XCH, nony4yarowmx neyeHne AMypetTuKamu, HaunMHaATb NevyeHne MHIMOBUTopom
AN® cnepyet ¢ 04EHb HU3KMX 403 U, MO BO3MOXKHOCTU, MOC/IE CHUXKEHUA [,03bl NPUMEHAEMOro
04HOBPEMEHHO KanuiHecbeperatowero AnypeTmka.

Bo Bcex cnyyanx B Te4EHME HECKONIbKUX NepPBbIX HeaeNb Tepanum nHrnoutopom AN tpebyetca
KOHTPO/Ib GYHKUMKM NoYeK (YPOBHA KpeaTUHMHA).

Kanuicbeperatowme guypeTmkn (annepeHoH, CMMPOHONAKTOH ).

Mpu npveme 3nnepeHOHa WM CMMPOHONAKTOHA B Ao3ax oT 12,5 mr go 50 mr B cyTkM M
NHIMB6UTOPOB AMN® B HM3KMX A03aX: NPU IeYEeHUM NALUEHTOB C CEpPAEYHOM HEAOCTAaTOYHOCTbIO
II — IV ¢yHKumoHanbHoro knacca no knaccudurkaumm NYHA ¢ dpakuymerr soibpoca <40%, m
paHee npoBoAuBLIENCA Tepanuen nHrmbuTopamm AN M neTnesbIMM ANYPETUKAMU, ECTb PUCK
pa3BUTUA TMNEepPKanemmm (C BO3MOKHbIM SIeTasibHbIM MCX0[0M) ocobeHHO nNpu HecobatoaeHUN

NpeAnucaHHbIX PEKOMEHAALMIA OTHOCUTE/IbHO AaHHOM KOMBUHAUMKN NpenapaTos.



Mepen Ha4anoM KOMBUHMPOBAHHOM Tepanuu cneayeT ybeanTbCA B OTCYTCTBUM TMMNEPKAIMEMUN
N HapyweHnn GyHKLMKM nodveKk. PekomeHayeTca perynipHO KOHTPOAMPOBATb KOHLEHTPALMIO
KpeaTUHMHA U Kanua B KPOBU: eXeHefeNlbHO B MepBbl MEeCAL, NeYEHUA U eXeMeCAYHO B
npoLecce nevyeHus.

Pauekagotpun:

Coobwanocb 0 pasBUTUM aHITMOHEBPOTMYECKOTO OTEKa Ha ¢oHe npuema uHrmbutopos AN
(TakMx Kak nepuHgonpwun). PUCK pa3BUTUA aHTMOHEBPOTUYECKOrO OTEKa MOXKEeT BO3pacTu npu
OAHOBPEMEHHOM NPUMEHEHUWN paueKkaaoTpuaa (NpoTMBOAMapenHoe CpeacTBo).

NHrmbutopbl mTOR (MMUWEHM panamMUUMHA MAEKOMUTAKWMX) (Hanpumep, CUPOSUMYC,
9BEPOSIMMYC, TEMCUPOIUMYC).

Mpn coBmecTHOM npumeHeHun ¢ nHrimbmutopamm mTOR, moXKeT NoBbIWATLCA PUCK PA3BUTUA
aHIMOHEBPOTUYECKOTO OTeKa (Cm. pasaen «Ocobble yKasaHuA»).

CoyeTaHMa NeKAapPCTBEHHbIX CPeACTB, TPebyowmne BHUMAHUA:

B cBA3M c bBuconpososiom

MednoxuH: MoBbllweHMe pUCKa pa3BUTUA bpaanKkapauu.

NHrmbutopbl moHoamuHokcugasel (MAO) (3a uckntodeHnem uHrnbutopos MAO Tmna B):
YcuneHue aHTUrMnepTeH3nMBHOro adpdekTa 6eTa-aapeHo0b/10KaToOPoB, HO TaKKe CYLLECTBYET PUCK
rMNepTOHNYECKOro Kpu3a.

B cBA3M C NepnHAONPUAOM

FAMNTUHBL (MUHAMAWNTUH, CAKCAarAUNTUH, CUTArAUNTWUH, BUAAArAUNTUH): [lOBbiWEHME pUCKa
Pa3BUTUA AHTMOHEBPOTUYECKOTO OTEKA BBUAY CHUMKEHUA aKTUBHOCTWU AMNenTUAUA-NenTUAasbl
IV (4NN-1V) nog gencrenem raMnT1HA y NauMeHTOB, NONYYAOLWNX NeveHne NHrimbutopom ANS.
MpenapaTtbl 30n10Ta: Y NauUMEHTOB, MOJyYalOWUX MHBEKLUMOHHbIE NpenapaTbl 3010Ta (HaTpmA
aypoTMOManaT) O4HOBPEMEHHO C MHIMbuTopom AN, BKAOYas nepuHaonpun, 66110 onMcaHo
pa3BUTUE B PeAKMX CNyYaaX HUTPUTOUAHbIX peakumi (NPUAnBbLI KPOBM K ULy, TOWHOTA, PBOTA

M apTepuanbHasa rMnoTeH3us).

Ocobble yKkasaHuA

K npenapaty Mpectnnon® npumeHnmbl Bce 0cobble yKaszaHMA U Mepbl NPeaoCcTOPOXKHOCTH,
OTHOCALLMECA K KaXXAO0MY KOMMOHEHTY.

BbipaXkeHHana apTepuanbHaa runoTeHsunn

NHrmbutopbl AMN® moryT BbI3biBaTb pe3koe cHukeHue A[. BblparkeHHas apTepuanbHas
rTMNOTEH3MA PeaKO Pa3BMBAETCA Y NAUMEHTOB C HEOC/I0XKHEHHbIM TeYeHMem apTepuanbHOMU

rMNepTeH3nn. PUCK Ype3amepHOro CHU»KeHUsA ALl NOBbILWEH Yy NaLMEHTOB CO CHMM¥eHHbIMm OLK,



Hanpumep, Ha GoHe Tepanuun guypeTuKamu, Nnpu cobntogeHnm ctporon becconeBom AneTbl, Npu
remoanannse, guapee Uan pPBOTe, a TaKXKe Yy NALMEHTOB C TAXKENOM CTENEHbIO apTepuanbHOM
rTMNEepPTEeH3MN C BbICOKOM aKTMBHOCTbIO peHMHa (CMm. pasgenbl «B3ammopelictBne ¢ Apyrumu
JIEKAapCTBEHHbIMM NpenapaTammn» KU «loboyHoe pelicTBue»). BblparkeHHas apTepuanbHan
TMNOTEH3MA MOXKEeT HabnAaTbCA Y MNALMEHTOB C KAMHUYECKMMWU NPOABAEHUAMU CepaeyHOM
HeA0CTaTOMHOCTU KaK C Hanuumem, Tak M 6e3 novyeyHoW HeAOCTAaTOYHOCTU. ITOT pUck bonee
BEPOSTEH Y NALMEHTOB C CEPAEYHON HEeAOCTAaTOYHOCTbIO TAMKENION CTEMEHW, KaK peakumns Ha
npuMem «neT/ieBbiX» LOUYPETUKOB, TUMOHATPUEMUID UAN  DYHKLUMOHANBHYIO  MOYEYHYIO
HEeAOCTAaTOYHOCTb. [lauyeHTbl C  MNOBbIWEHHbIM PUCKOM  Pa3BUTUA  CUMMMATOMATUYECKOM
apTepuanbHOM TMNOTEH3MN B NEpMOL Hadaia Tepanmm U KOpPEeKLNmM A03bl A0JKHbI HAX04UTbCS
noA TWATeNbHbIM MEeANUMHCKMM HabntogeHvem. [oaobHbIA noaxod nNpUMEHseTca U K
naumeHtam c MBC unm uepebpoBackynapHbiM 3aboneBaHMeM, Yy KOTOPbIX Ype3mepHoe
CHUXKeHue ALl MOXKeT NPMBECTU K PasBUTUIO MHPAPKTA MMOKapga WAM OCTPOro HapyleHus
MO3roBOro KpoBoobpatlleHus.

Mpu pa3BUTMM apTEPMANBbHOM TMNOTEH3MN NALMEHTA CNeAYET YA0XKUTb B MOJOXKEHME «1E€XKa» U
npuM HeobXxoAMMOCTU MNPOBECTU BHyTpuBeHHoe BaAuBaHue 9 mr/mn (0,9%) pactBopa HaTpua
xnopuaa. Mpexoaswas apTepuasnbHaa TMNOTEH3MA He ABASETCS MNPOTUBOMOKa3aHMem Ans
AanbHelwero npvema npenaparta. Kak npasuao, npuem npenapata MOXeT ObiTb NPOAONKEH
nocne socnoaHeHua OUK n nosbiweHna AL.

Y HeKkoTopbix nauneHToB ¢ XCH, umerowmx HopmanbHoe WAM NOoHUMKeHHoe A[l, moxeT
NPOU30NTU AOMNONHUTENBHOE CHWMKeHMe ALl B pe3ynbTate AeNCTBUA NepuHgonpuna. dToT
addeKT npeackasyem n 0bbIMHO He TpebyeT npekpaleHna Tepanun. MNpu pasBUTUM CUMNTOMOB
apTepuanbHOM TMNOTEH3MN MOXKeT NoTpeboBaTbCs CHUXKEHME A03bl UAM NOoCcTeneHHaa OTMEHa
npenapara, WamM NpUMeHeHMe ero oTAelbHbIX KOMNOHEHTOB B BUAE MOHOTEpanuu.
MnepyyBCTBUTENbHOCTL/aHIMOHEBPOTUYECKUI OTEK

Coobuwanocb 0 peakux cnaydyaax aHIMOHEBPOTMUYECKOrO OTEeKa Auua, KOHeyHocTel, ryo,
CAM3UCTbIX 060N0YEK, A3bIKA, FOJIOCOBOM WEnM W/MAn roptaHM y MNauMeHTOoB, NOAyYaBLUMX
neyeHne MHrnbutopamm AN, srkatovas nepuHgonpun (cm. pasgen «MoboyHoe aencremnes).
YKasaHHble ABAEHUA MOTYT PasBUTbCS B OO0 MOMEHT nedyeHua. B Takux cnyyaax cneayet
HeMeA/leHHO NPeKpaTUTb leyeHne npenapatom MNpectnnon®. Tepanus 6eTa-
agpeHobnoKaTopaMu A0/XKHa ObITb NpoaoKeHa. MNaymMeHT aoaKeH HabaoaaTbea Ao Tex nop,
NMOKa NPU3HAKM OTEKA He MCYE3HYT MNOJHOCTbIO. B Tex cnyyanax, KOrga oTek 3aTparuBaeT TONbKO
Muo U rybbl, cocToaHMe 06bl4HO pa3peluaeTtcs 6e3 neveHuns, Xota gns obneryeHns CMMNTOMOB

MOTYT NPUMEHATbCA aHTUTUCTaMUHHbIE CPeACTBA.



AHIMOHEBPOTMYECKMA OTEK, COMPOBOXAAMLWMNCA OTEKOM TFOPTaHWU, MOXKET MpPuMBEeCTU K
netanbHomy ucxogy. OTeK A3blKa, FOMIOCOBbIX CKAALOK WAM TOPTAHU MOXKET MPUBECTM K
0b6CTpYKUMKN AbiXaTeNbHbIX NyTen. [pu NoABAEHUN TaKUX CMMMNTOMOB TpebyeTca HeoT/I0XKHas
Tepanua, B TOM 4YMC/ie NOAKOXKHOEe BBeAeHue annHedpuHa (agpeHannHa) n/mam obecneyeHune
NPOXOAMMOCTU AbIXaTeNbHbIX NyTel. [MauneHT [O/KeH HaxoguTbCa Nog, MeLUUMHCKUM
HabnogeHMem 40 NONHOro M CTOMKOro MCYE3HOBEHMA CMMNTOMOB. ECin y NnaumeHTa B aHaMHese
€CTb YKa3aHWe Ha aHTMOHEBPOTUYECKUI OTEK, HE CBA3AHHbIN C neveHnem nHrnbmutopom AM®, To
PUCK Pa3BUTMA aHTMOHEBPOTMYECKOrO OTeKa Ha ¢oHe npuema uHrmbutopa AMNP moxeTt ObiTb
noBblileHHbIM (CM. pa3aen «[poTUBOMNOKa3aHUA»).

B pegKkux cnyyasax y naumeHToB, NMOAy4aBWMX NevyeHne uHrmbutopamm AN, 6oin0 onucaHo
pa3BUTUE aHTMOHEBPOTUYECKOrO OTEKa KULEeYHMKaA. Mpu 3ToM y naumeHToB oTmedanacb 60.b B
KMBOTE KaK M30AMPOBAHHbLIA CUMNTOM MW B COYETAHWKU C TOWHOTON M PBOTOM, B HEKOTOPLIX
cnyyasx 6e3 npepalecTByoWero aHrMOHEBPOTMYECKOTO OTEKA INLA U NPU HOPMAJIbHOM YPOBHE
C-1 actepasbl. [lnarHo3 yctaHaBAMBAETCA C NOMOLLbIO KOMMNbIOTEPHOM ToOMorpadumn 6ptowHom
NONOCTU, YNbTPA3BYKOBOIrO UCCEA0BAHUA UM NPU XUPYPIMYECKOM BMeLlaTenbcTee. CUMNTOMB!
ncyesanu nocne npekpalleHmMa npuema MHrnoutopos AMP. MosTomy y nauneHToB ¢ 60abto B
obnactn KuBoTa, Nony4varowmx MHrM6MTOpbLl AMD, Npn nposeaeHun anddepeHuManbHOM
AMarHoCTMKM HeobXoAMMO YYMTbIBaTb BO3MOMHOCTb Pa3BUTUA aHIMOHEBPOTUYECKOro OTeKa
KMLLEYHMKA.

Nurnéutopbl mTOR (Hanpumep, CUPOAUMYC, 3BEPOJIMMYC, TEPMOSIUMYC):

Mpn coBMecTHOM npumeHeHun ¢ nHrnbmtopamm mTOR (Hanpumep, cnpoanmyc, sBepoanmyc,
TEMCUPOANMYC), NOBLILWAETCA PUCK PA3BUTUA AaHTMOHEBPOTUYECKOTO OTEKa (B TOM Yucne oTek
AbIXaTeNbHbIX NyTeil WAW  A3blKa, COMNPOBOXAAOLWMACA WAW He COMPOBOXAatowmica
HapyweHnem GyHKLUMU AbixaHUA) (cm. pa3gen «B3aumopenctame ¢ ApYyrMMmn NeKapCTBEHHbIMM
npenapatamm»).

KombuHauua cakybutpmun+sancaptaH

B cBA3M C NOBbIWEHHbIM PUCKOM Pa3BUTUA aHIMOHEBPOTUYECKOro OTeKa MNPOTUBOMNOKAa3aHo
OZAHOBPEMEHHOE NPUMEHEHMEe nepuHAoNpuAa ¢ KOMObUHaumen cakybutpun+sancaptaH (cm.
pa3aen «MpoTMBonoKasaHus»). NMpnumeHeHMe KOMOMHALMK CaKyOUTPUN+BancapTaH BO3MOXKHO
He paHblle, Yem Yepe3 36 YacoB nocsie npuema nocneaHen Aosbl nepuHaonpuna. NpumeHenne
nepuMHOONPUAa BO3MOXKHO He paHblue 4yem 4epe3 36 4yacoB nocne npuema KomMbBMHaLUK
cakybuTpun+sancaptaH (cm. pasgenbl «[1poTMBONOKa3aHUA» U «B3aMmoaencrtene ¢ apyrumu
NIeKapCTBEHHbIMKU NpenapaTtamun»). Mpn oAHOBPEMEHHOM NPUMEHEeHUU UHrMbutopos AN c

APYTMMU NHTMBUTOPaMM dHKedaNNHA3bI (HANpUMep, PaLEeKaZoTPUAOM) MOXKET ObITb NOBbILWEH



PUCK Pa3BUTUA AHTMOHEBPOTUYECKOro OTeKa (Ccm. pasaen «Bsaummopenctsvme ¢ apyrumu
NEeKapCTBEHHbIMM  CpeacTBaMm»). Y  NauUMEeHTOB, MNOAYYaAlOWMX MNEepUHAONPUA, nepes
Ha3zHayeHMeM WHIMbUTopoB 3HKedanunHasbl (Hanpumep, paLekagoTpuaa) Heobxogumo
NPOBECTU TLWATE/IbHYHO OLLEHKY COOTHOLLIEHMA PUCK/NONb3a.

MeyeHOYHaA HeAOCTAaTOYHOCTb

B pepkux cnyyasax Ha ¢oHe npuema WMHrMbutopos AN Habnwopgaetca CMHAPOM PA3BUTUA
XONeCTaTUYECKOM XKenTyxu ¢ nepexogom B OYNbMUHAHTHbIA HEKPO3 MevyeHn, WMHorga c
NeTanbHbIM Ucxo40M. MexaHM3M pPa3BUTMA 3TOrO CUHAPOMA HeAceH. MNMauneHTbl, NpuHUMatowme
MHIMbuTopbl AM®, y KOTOPbIX Pa3BUAACH MKENTyXxa MAM 3HAYMMOE MNOBblEHWE AKTUBHOCTU
bepmMeHTOB MeYeHW, [AO0/KHbl  NPEKpaTUTb npuem  UHrnbutopa AN u  nonyuntb
COOTBETCTBYIOLEE MeANUMHCKOe HabatogeHue (cMm. pasaen «MoboyHoe aenctame»).
ITHUYECKMe pasnnuma

Y naumeHTOB HErponaHoOM pacbl HIMBUTOPbI AMN® BbI3bIBAIOT aHIMOHEBPOTUYECKMI OTEK Yalle,
4yem y NauMeHTOB, KOTOPbIe ABNAIOTCA NPeaCcTaBUTEeNAMM APYrMX pac.

Kak n gpyrne nHrnbutopol AN®, y npeacraButenein HErpouaHoOM pacbl NEPUHAONPUI MOXKET
6bITb MeHee 3PPeKTUBHBIM B CHUXKeHUWU ALl, yem y npeacTaBuUTeNen Apyrux pac, YTO MOXKeT
6bITb CBA3AHO C 6onee BbICOKOM PACNPOCTPAHEHHOCTbIO HU3KOPEHWHOBbIX COCTOAHWUMA Yy
nauMeHTOB HErPOUAHOM packl C apTepuanbHON rMnepTeH3nen.

Kawenb

Mpy npumeHeHUN UHIMBEUTOPOB AMNP MOXKET BO3HWKHYTb Kallenb. XapaKTepHO, YTO Kaluesb
ABNAETCA CYXMM, YMOPHbIM W paspellaeTcs Nnocae MpeKkpaweHusa Tepanuu. ITo cneayet
YUYMTbIBATb NpU NpoBeaeHun auddepeHUnanbHOM ANAarHOCTUKM Kalwnsa.

MMnepkanvemus

Y HeKoTOpbIX NAUMEHTOB, MOAyYaloWMX UHIMbUTopbl AN, BKAOYAA nNepuHAONPUA,
Habnt04aN0Ch NOBbIWEHME KOHLLEHTPALUM Kana B CbIBOPOTKE KpoBu. PaKTOpbl pUCKa pasBuTUA
rMnepKkanneMmn BKAKOYAIOT NOYEYHYHO HeL0CTAaTOYHOCTDb, yXyAweHne GyHKUUKU noYveK, Bo3pacT
ctapwe 70 neT, caxapHbl AnabeT, HEKOTOpPble COMYTCTBYIOLME COCTOAHMA (Aervapatauus,
OCTpas AeKoOMMeHcauusa cepaeyHon aeaTeibHOCTU, MeTabonnyeckmMin aumMao3) 1 CoOnyTCTByloLLee
npuMeHeHne Kanuncbeperarowmx AUYPETUKOB (Hanpumep, TaKWUX KaK CNMPOHONAKTOH,
3aNNepeHoH, TPUAMTEpPeH WAM amuaopug), NpenapaToB Kaauva WAW  KanuncoaepKalimx
3ameHuTenen nuwesoin conn/nuwieBbix A06aBOK. PUCKY TaKke noaBepratoTca NauMeHTbl,
NPUHMMAOLLME ApYyrve NpenapaTbl, CNOCOOCTBYOLME NOBbILEHMIO YPOBHSA KanuA B CbIBOPOTKE
KpOBM (Hanpumep, renapuH, KO-TPUMOKCA30n (PUKCMPOBaAHHAA KOMBMHALMA TpUMeTonpmMma u

cynbdameToKcasona). NMpumeHeHMe nNpenapaToB Kaaua, Kanuicbeperawwmx ANypeTMKos Uam



Kanuucomepkawmx 3ameHuTenen conu/nuwesbix A06aBOK, 0COHBEHHO Yy NauMeHTOB C
HapyweHMAMN GYHKLMWN NOYEK, MOXKET NPUBECTU K 3HAUNTEIbHOMY NOBbLIWEHUIO KOHLLEHTPALUUK
Ka/IA B CbIBOPOTKE KPOBU. [MNepKannemma MoxeT NPUBECTU K CEPbe3HbIM, MHOTAA GaTa/ibHbIM,
HapywWeHNAM cepaevyHoro putma. Ecnm oaHOBpPEMEHHbIM NMpuem yKas3aHHbIX Bbile cpeacTs
Heobxoanm, UX cneayeT MPUMEHATb C OCTOPOMKHOCTbIO Ha ¢GOHEe pPerynspHoOro KOHTponA
COAEpPXAHUA KanuAa B CbIBOPOTKE KpoBM (cm. pasgen «B3aumopenctsme ¢ Apyrumu
NIeKapCTBEHHbIMW NpenapaTamm»).

MpenapaTbl AUTHA

OpHoBpemeHHOe NpMMeHeHre NepuHAONPUAA 1 NPenapaTos INTUA He peKkomeHayeTca (CMm.
pa3aen «Bsanmopencreme ¢ 4pyrmMmn NeKapCTBEHHbIMW NpenapaTamm»).

Kanuiicbeperawowme guypeTuKkn, npenapatbl Kanusa, Kaammncogepawme 3aMeHUTeNN NULLEBOM
CONMU U NULLEeBble A06aBKK

He pekomeHayeTcA OAHOBpPEMEHHOE MPUMEHEHME MepuHAONPUAA WU Kanuicbeperatowmx
OMYPETUKOB, A TaKXKe NPenapaTtoB KaauAa, KanuncoaepKalwmx 3aMeHnTeNnen nNULEBOM COMN U
nuuwesbix aobaBok (cm. pasgen «Bsaumopenctesme C  APYrMMU  JIEKAPCTBEHHbIMMU
npenapatamm»).

[BoliHaa 610Kafa peHWH-aHTMOTEH3UH-aNbA0CTEPOHOBOM CUCTEMDI

EcTb AaHHble, CBUAETENLCTBYIOWME O TOM, YTO COBMECTHOE NpumMmeHeHne mHrmoutopos AN,
610KaTOPOB peLenTopoB aHrMoTeHsnHa Il mam anuckMpeHa MNoOBbIWAET PUCK apTepuasbHOM
TMNOTEH3UWN, TUNEPKANIMEMUU U HapyleHUA PYHKUMKM noyeK (BKAKOYAA OCTPYHO MOYEYHYHO
HeAo0CTaTo4HOCTb). Takum obpasom, aBoliHaa 6.10kaga PAAC nyTem COBMECTHOro NpUMeHeHus
nHrnbutopos AM®, 6GnaoOKATOPOB peuenTopoB aHrnoTeHsnHa II wamM  anuckupeHa He
pekomeHgo0BaHa (cM. pasgensl «Bsaumoaencrene ¢ Apyrumun neKapcTBeHHbIMM NpenapaTtamm»
n «®apmakoauHammnKa»). Ecam Tepanma ¢ nomolbio ABOMHOM 610Kagbl Npu3HaHa abcontoTHO
Heobxoammon, ee cneayet NPOBOAUTL TONbKO NOA CTPOTMM MEAMLMHCKMM KOHTPOMEM U Npu
perynsapHoOM KOHTposie GyHKLMM NOYEK, COAEPHKAHNA SINEKTPOAUTOB B KpoBu 1 A/l

He cneayetr npumeHaTb uHrnMbutopol AMN® B coyeTaHum ¢ 6ioKaTopamu peuenTopos
aHrmoTteH3unHa Il y naumneHToB ¢ gMabeTnyeckoi HepponaTuei.

BnokaTopbl «MeaNeHHbIX» KaNbLMEBbIX KaHAN0B, aHTUapUTMUYeckmne cpeactsa I Knacca u
rMNOTEH3MBHbIE CPeACTBa LLeHTPaIbHOIo AEeNCTBUA

OfHOBpeMeHHOe nNpuMeHeHue 6uconponosa U 610KAaTOPOB KaNbUMEBBIX KaHAN0OB, TaKMUX KaK
Bepanamun Uan AMNTUMAsem, aHTUAPUTMUYECKMX cpeacTB I Knacca M rMnoTeH3MBHbIX CPeacTB
LEHTPaNbHOrO AeNCTBMA He pPeKoMeHAOoBaHO (cM. pasgen «Bsammopencrteme ¢ apyrumu

NIeKapCTBEHHbIMW NpenapaTamm»).



OTmeHa npenapaTta

Cnepyet mn3beratb pes3Koro npekpalweHua nevyeHusa beTa-agpeHobaOKaTopamu, O0COBEHHO y
naumeHtoB ¢ UBC, NOCKONbKY 3TO MOMKET MPUBECTU K BPEMEHHOMY YXYALIEHUIO CepAedYHOM
aeatenbHoctu. [1o3y cnepyeT CHUXKATb MOCTENEHHO, WMCMO/b3yA OTAE/NbHble KOMMOHEHTb,
npeanoYTUTENIbHO B TeYeHUe 2 Heae b M NapaniefibHO C HayaNoM 3aMeLLatoLLero aevyeHus (npu
HeobxoaMmMocCTH).

bpagukapgma

Ecnv Bo Bpems nevenmna YCC B cocToaHMM Nokos ypexkaeTtca Ao 50-55 yaapos B MUHYTY U MeHee
My NauMeHTa NoABAAIOTCA CUMNTOMbI, CBA3aHHble C Bpaankapanen, cneayeTt HauyaTb CHUMXKEHME
po3bl npenapata lMpectnnon®, Mcnonb3ya OTAeNbHble KOMMOHEHTbl C NpUeMaeMoit A030M
6uconponona.

AV 6nokapa I ctenenu:

YunTbiBaa OTPULATENbHbIA  APOMOTPONHbLIA  3pdeKT, HasHayaTb 6OeTa-agpeHoba0OKaTOpPbI
nauyeHTam c AV 610Kagoi 1 cteneHn cnegyeT C OCTOPOXKHOCTbIO.

MuTpanbHbIN CTEHO3/a0pTaNbHbIM CTEHO3/TMNEPTPOPUYECKAA KapAMOMMONaTUA

Kak 1 B cnyyae ¢ gpyrumm mHrnbmutopamm AMN®, nepuHaonpun cnegyet ¢ OCTOPOXKHOCTbIO
Ha3Ha4yaTb MaLMeHTamM CO CTEHO30M MMUTPA/ZIbHOrO KnanaHa u o6CTpyKuMeln BbIXOAHOIO TpaKTa
NeBOro enyaouka, Hanpumep, Npy CTEHO3€e a0PTANbHOTO KAanaHa uan npu runeptpodumyeckon
KapgmomumonaTum.

CreHokapaua lMpuHumeTana:

BeTta-apgpeHobnoKaTopbl MOryT YyBeAWMYMBATL YacTOTy W MNPOAO/IKUTENbHOCTb 3NU30408B
CTEHOKapAuM Yy NAUMEHTOB CO CcTeHoKapauen [MMpuHumeTtana. lNpumeHeHMe CceneKTUBHbIX
6eTaiaapeHO0H10KaTOPOB BO3MOXKHO NPU NIerKOM cTeneHn 3a60neBaHMA U TONIbKO B COMETAHUU C
COCYyA0paCLUMPAOWMMU CPeaCTBAMM.

MoyeyHasa HeAOCTAaTOYHOCTb:

B ciyyae NoveyHoM HeJ0CTaTOYHOCTM exeaHeBHan fo3a npenapata Mpectunon® noabupaetca
B 3aBMCMMOCTM OT KIMPEHCa KpeaTuHMHa (cM. pasgen «Cnocob npumeHeHUs 1 Ao3bi»). [Ana aTux
NaLMeHTOB 4acTbto OObIYHOM TepaneBTUYECKON MPAKTUKU ABNAETCA CTAHOAPTHLIA KOHTPO/b
KOHLEHTPaLUMn Kams U KpeaTUHUHA B KpoBM (cM. pa3aen «MoboyHoe gelicteues). Y naumMeHToB
C KAMHWYECKM BbIPAKEHHBIMWM CMMNTOMaMKM CepAevYHON HeAOCTAaTOYHOCTM apTepuanbHas
TMNOTEH3UA B pe3y/nbTaTe Hayana JfevyeHuAa UHrMbutopamm AlMND MoXKeT npuBecTu K
AanbHenwemy  yxyaweHuo  GyHKumMmM  noyvek. Coobwanocb 06 ocTpo  no4vevyHoW

HeA0CTaTOYHOCTU, KOoTopas 0bbl4HO HOCKNA 06PaATUMbI XapaKTep.



Y HEeKOTOpPbIX NALMEHTOB C ABYCTOPOHHMM CTEHO30M MOYEYHbIX apTEPUIN NN CTEHO30M apTepumn
€OVHCTBEHHOW MOYKM, KOTOpble MOAy4Yann Tepanuio uHrubutopamu AMNP, Habaoganocb
NoBblLEHNE YPOBHA MOYEBUHbI U KPpeaTUHMHA B CbIBOPOTKE KPOBM, 0ObIMHO nNpoxoasiiee npu
oTMeHe Tepanuu. 3ToT apPeKT Yalle HabaaaNca y NALMEHTOB C NOYEYHOM HeA0CTaTOYHOCTbLIO.
[lononHWUTENbHOE HAaNMYNE PEHOBACKYNAPHON rMnepTeH3nm o0bycnaBanBaeT NOBbILWEHHbIN PUCK
Pa3BUTUA TAXKENON apTepuanbHOM T[UNOTEH3UM W MNOYEYHOW HeAOCTAaTOYHOCTU Y TaKUX
naumeHToB. JleyeHne y TakKMX NaUMEHTOB caenyeT HAYMHATb C HU3KMX [03 NoA NPUCTasibHbIM
HabnoaeHMeM Bpaya U C OCTOPOXKHbIM TUTPOBAHUEM A03bl. [TOCKONbKY NeYeHne anypeTukamm
MOXeT BHOCMTb CBOW BKNAA, B PasBMTUE OMNMUCAHHbLIX Bblle ABNEHWUW, AWNYPETUKU cneayeT
BPEMEHHO OTMEHUTb U NPOBOAUTL MOHUTOPUHT NOYEYHON GYHKLMM B TEYEHNE NEPBbIX HeaeNb
Tepanuu. Y HEKOTOPbIX NAaLMEHTOB C apTepuanbHON rmnepTeHsnen 6e3 NpnsHaKoB NoparkeHmA
COCYA,0B NOYEK OTMEYA/IOCh MOBbIWEHMNE KOHLEHTPALMM MOYEBUHBI U KPEaTUHMHA B CbIBOPOTKE
KpoBM, 0ObIYHO He3HAUUTENIbHOE U Npexoasallee, ocOBeHHO NP OAHOBPEMEHHOM HA3HAYEHUN
nepuHgonpuna uM auvypetvka. bonee BepoATHO pa3BUTME TaKUX ABNEHMA Yy NALMEHTOB C
HapyweHnem GyHKUNM NOYEK B aHaMHe3e.

MoskeT noTpeboBaTbCA CHUXKEHME A03bl U/MAN OTMEHA ANYPETUKa U/MAn nepuHaonpuna.
PeHOBacKynapHasa runepTeHsna:

Y nauueHToB C [ABYCTOPOHHMM CTEHO30M MNOYEYHbIX apTeEpPUM WAW CTEHO30M apTepuu
eNHCTBEHHOMN PYHKLUMOHMpPYIOWEN NOYKM Ha PoHe Tepanmm uHrnbmutopamu AN sospacraer
PUCK pPa3BUTUA apTepuanbHON TUMNOTEH3MM W MNOYEYHOW HeAOCTATOYHOCTM (CMm. pasgen
«MpoTnBonNoOKa3aHua»). NpumeHeHne OUYPETUKOB MOXKeT ObiTb AOMNOAHUTENbHBIM GAKTOPOM
puUcka. YxyaweHune GyHKLUKN NOYEK MOXKET HabntoaaTbCA yKe NpU HE3HAYUTEIbHOM U3MEHEHUN
KOHLLEHTPAUUM KpeaTUHMHA B CbIBOPOTKE KPOBWU, AarKe Yy MNAUMEHTOB C OAHOCTOPOHHMM
CTEHO30M NOYEeYHOM apTePUN.

TpaHcnNaHTaUMA NOYKHK

OnbIT NeyYyeHUA NEepUHOONPUIOM APTMHMHOM MALMEHTOB C paHee MnepecarkeHHOW MNOYKOM
OTCYyTCTBYET.

MaumeHTbl, HaXOAALLMECA HA FemoAnannse

Y nauneHToB, NPOXOAALLMX FEMOAMANN3 C TPUMEHEHMEM BbICOKOMPOTOYHbIX MEMBPaAH, KOTopble
noay4yann uHrnoutop AM®, 661N OTMEYeHbl Caydan Pa3BUTUA AaHAPUNAKTOMOHbLIX PEeaKUMN.
TakMm naumeHTam cnepyeT Ha3HayaTb TMNOTEH3MBHbLIA NpenapaT ApPyroro Knacca wam
MCNoNb30BaTb AMaNU3HY0 MeMbpaHy gpyroro Tuna.

AHadunakToMaHbIE peaKkumu Npu npoBeaeHMn adpepesa AMNONPOTEUHOB HU3KOM NOTHOCTU



Y naumeHTOB, NOAyYaroWmMx MHrIMbuTopbl AMD, npn nposeaeHMn npoueaypbl adepesa JIMHM ¢
NPUMEHEeHNeM [eKCTpaH cynbdata peaKo Habnoaanocb pPasBUTUE YIPOXKAIOWMX KUIHU
aHadMNAKTOUAHbBIX peaKkunin. ITM peakuMn yaaBanocb NPenoTBpPaTUTL NyTEeM BPEMEHHOM
OTMeHbl Tepanuu nHrnbutopom AN nepepq, Kaxxgom npouenypomn apepesa.
AHadunakTongHble peakunmn Bo Bpems geceHcmbuamsaumm

Y naumeHTOB, nNosyyatowmx uHrMbutopbl AMNP Bo Bpemsa aeceHcMbunmsupytowein Tepanuum
(Hanpumep, AQOM NEepPenoHYATOKPbINbIX HACEKOMbIX), Habnogannce aHadunaKTouaHble
peakuunun. Takne peakumm ygaBanocb NpeaoTBpaTUTb NyTeM BPEMEHHOW OTMEHbl MHIMOUTOPaA
AN®, HO Npu cny4anHOM BO30OHOBNEHUM NEYEHUA PEeaKLMN MOTIN Pa3BUTLCA BHOBb. Kak u B
cnydae ¢ Apyrumm  6eTa-agpeHobnokatopamu, 6MCOMNPONOA  MOMEeT NOoBbiWaTbh Kak
YyBCTBUTENIbHOCTb K as/lepreHam, Tak U CTENEHb TAXKECTU aHaPUNAKTUYECKNX PEeaKLUM.

NeyeHune snuHeppuHom (aApeHanMHOM) He Bcerga AaeT OXXUAAeMbl TepaneBTUYECKUi
addeKT.

HelTponeHus/arpaHynoymtos/TpomboumtToneHuns/aHemmns

Y NauMeHToB, NOYHaOLLMX NHIMbUTOPBI AN, 6b1nn onucaHbl cnyyam
HelTponeHuu/arpaHyaoumMTo3a, TPOMOOLUTONEHUM U aHEMUKU. Y NALMEHTOB C HOPMA/IbHOM
bYHKLMEN NOYEK U NPU OTCYTCTBUM APYTUX OTArOWAOLWMX GAaKTOPOB HEMTPONEHWNA Pa3BMBaETCA
pegko. [MMepuHaonpun cneayetr € 0coboil OCTOPONKHOCTbIO MPUMEHATb Y MNALMEHTOB C
CUCTEMHbIMK 3a60N1€BaHUAMMU COEANHUTENIbHOM TKAHW, NOAYYalOWMX MMMYHOZENPECCaHTbI,
aNNoNypuHON UAN NPOKAMHAMMKA, UAN NPU COYMETaHUU 3TUX GAKTOPOB PUCKA, 0COBEHHO npu
HaNIMYMM HapyLweHnA GYHKLMM NOYEK B aHaMHe3e. Y HEKOTOPbIX TAaKUX NALMEHTOB pa3BUBAIUCD
TAXKenble MHGEeKUUK, B pase CyvyaeB He NOALAI0WMECA MHTEHCUMBHOM Tepannn aHTMBMOTUKaMM.
Mpn  HasHayeHUW nNepuHAONPUNAA TakKMM  NauMeHTaM  pPeKoMeHAyeTcA  MNpPoBOAMUTb
NepuoanYeckmMii KOHTPONIb COAEP)KaHWUA JIEMKOLMTOB B KPOBM UM MPOMHCTPYKTMPOBATL
naumMeHToB O HeobxoaMMocCTM coobwaTtb Bpady O AOObIXx MNpPU3HAKAX WHOEKUMOHHbIX
3aboneBaHui

(Hanpumep, 60nb B ropne, NNXopaaKa).

BpoHxocnasm (bpoHxmanbHaa actma, obCcTpyKTMBHOE 3aboneBaHue AbixaTenbHbix nyten) Mpu
OpPOHXMANbHON acTMe W APYrUX XPOHUYECKMX OOCTPYKTMBHbIX O0Ne3HAX nerkux cnepyet
npoBOAMTb COMyTCTBylOWee nevyeHMe OpoHxoaunatatopamu. MHorga npu  NpUMeHeHuu
6eTaaapeHOb/IOKATOPOB Yy NAUMEHTOB C OPOHXMANbHOM aCTMON MOMKET MNOBbIWATbCA
CONpPOTUB/IEHME AbIXaTeNbHbIX NyTel, TaKMM 06pa3om, MoxKeT noTpeboBaTbCA NOBbILEHMEe A03bl
6eTa2aApeHOMUMETUKOB.

MaymeHTbl C caxapHbiM guabeTom



PekomeHayeTcAa C OCTOPOXKHOCTbIO Ha3HayaTb npenapar HDECTVIJTOJT® nauyneHTam C CaxapHbiM
I,Cl,l/'la6eTOM, Y KOTOPbIX UMEKT MeCTO 3Ha4YNTE/IbHbIE KonebaHus YPOBHA IMOKO3bl B KPOBU.

CMMNTOMbBI TMNOFIMKEMUN MOTYT MAcKMpoBaTbca addekTamn beta-agpeHob10KaTOPOB.
Crporasa guerta

PekomeHayeTca cobaogaTb OCTOPOXKHOCTb NPU Tepanuu nauMeHToB, cobaAa0WNX CTPOryHo
auety/nocr.

OKKNt03MOHHbIe 3a60n1eBaHMA Nepudepuyeckmx aptepui

Mpu nprveme H6eTa-agpeHOb6/I0KAaTOPOB MOXKET OTMEYaTbCA YXyAlleHne CMMNTOMOB, 0CObeHHO
Ha HaYya/IbHbIX 3Tanax fie4yeHua.

AHecTe3unA

Y nauymeHTOB, KOTOPbIM BbiNOAHAETCA 0bWwas aHecTe3unsa, 6eTa-aaApeHOHA0KATOPblI CHUXKAKOT
4acToTy apUTMUI U ULLEMUU MUOKapAa BO BpeMA BBOAHOM (a3bl HAPKO3a U MHTYOALMN, a TaKKe
B nocneonepaLMoHHOM nepuoge. B HacToAlee BpemA pekomeHAyeTca NpoAo/KaTb Tepanuio
6eTa-agpeHob/i0KaTOpamM B nepuonepaunmoHHOM nepuoge. AHecTesnosior AO0NXKeH ObiTb
NPOMHGOPMMNPOBAH O NPUMEHEHUN beTa-aapeHOH6N0KATOPOB NALMEHTOM BBMAY BO3MOMKHbIX
NEeKApPCTBEHHbIX  B3aMMOAEWCTBMIA, NpuUBOAAWMX K  Bpaguaputmuam,  ocnabneHuto
pedNeKTOPHOM TaxMKapauU WU CHUXKEHWUO pedreKTOPHON CcnocobHOCTM KOMMEHCMPOBATb
addeKTbl, cBA3aHHbIE C KpoBonoTepei. Ecnm nepen onepaumert Heob6XO0AMMO OTMEHWUTH
Tepanuio 6eTaagpeHO6A0KAaTOPOM, 3TO cnepyer AenaTb NOCTEMNEHHO W 3aBEPLWMUTb OTMEHY
npumepHo 3a 48 4YacoBs A0 aHecTe3uu.

Y nauueHToB, KOTOPbIM MNAaHMPYETCA NpoBefeHue OBWMPHbIX onepaumin Uanm nNpumMeHeHue
cpencts  ANA  aHecTe3uu, BbI3bIBAKOWMX  APTEPUANbHYIO  TUMNOTEH3UIO, MPUMEHEHue
nepuvHAonpuaa moxet 6n1okMposaTb obpasoBaHune aHrnoteHsmHa Il Ha poHe KomneHcaTopHOro
BbICBODOOXKAEHMA peHUHA. JledeHne cneayeT NPeKkpaTUTb 3a CyTKM A0 onepauuun. Mpu passutum
apTepuanbHOM TMNOTEH3UM NO YKa3aHHOMY MexaHu3My cnepyeT nogaeprkmsatb ALl nytem
BocnosHeHuna OLLK.

MNcopwuas

MaumeHTam C NCOPMaA3oOM AN UMEIOLMM NCOPUA3 B aHamHese beTa-agpeHo0610KaTopbl MOXKHO
Ha3Ha4yaTb TONbKO NOC/e TWaTe/IbHON OLLEHKN COOTHOLEHWUA NOJb3bl U PUCKOB.
deoxpomoumToma

MauneHTam, c NnoATBEPKAEHHOW UK Nogo3peBaemon peoxpomoumTomon, buconpoaon sceraa
cnefyeT Ha3HavyaTb TO/IbKO B KOMBMHauuK ¢ 6i1oKkaTopom anbda-afpeHopeL,enTopos.
MnepTnpeos

CumnTtombl rmnepTnpeosa MmorytT MaCkMpoBaTbCA Ha d)OHe nedvyeHmA 6MCOI'IpOﬂOﬂOM.



MepBUYHbBIA TMNEPaNbaOCTEPOHMU3M

MaumeHTbl C MNEepBUYHbIM TUNEpPaNbaOCTEPOHU3IMOM, KaK NpaBuiOo, He BOCMPUUMYMBLI K
aHTUIMNEepPTEH3UBHbBIM NpenapaTam, AeNCTBME KOTOPbIX OCHOBAHO Ha MHIMBMposaHum PAAC.
Takum obpasom, NpumeHeHWe AAHHOrO /IeKAPCTBEHHOrO NpenapaTa Yy TAaKMX MaluMeHTOB He
pekomeHayeTcA.

bepemeHHOCTb

MnaHupyowmm 6epemeHHOCTb CaeayeT Ha3HauYUTb aIbTEPHATUBHOE TMNOTEH3UBHOE CPEACTBO
C YCTAHOB/IEHHbIM Npodumaem 6e3onacHOCTU ANA NPUMEHEHUA BO BpeMs bepeMeHHOCTH, 3a
WCKNOYEHNEM CNyYaeB, Korga Tepanua nHrmnobutopamm AN® npusHaetca Heobxoaumoii. Mpu
BbIABNIEHUM BepeMEHHOCTUN NedeHne HIIMbuTopamm AN cnepgyeT Hemea/leHHO NPEKPATUTD U,
€CcNn HeobXxoAMMO, Ha3HaAYUTb A/IbTEPHATUBHYHO TMNOTEH3UBHYIO Tepanuio (CM. pasgensi
«MpoTtuBonoKkasaHua» n «MpumeHeHne npmu bepemeHHOCTM 1 B Nepuog, rpyaHoro
BCKAapPMAIMBaAHUA»).

CepaeyHaa He4OCTAaTOYHOCTb

OnbIT NnpuMeHeHUa buconponona ANsa nevyeHua ceppevyHom HepJoCTaTOYHOCTU Yy NAUMEHTOB CO

cnegyrowummn 3a60/1€BaHNAMM U COCTOSHUAMM OTCYTCTBYET.

. caxapHbit gnabet 1 TMNa,

. TAXKeNble HapyweHna GYHKLUN NoYeK,

. TAXKeNble HapyweHna GYHKLMN NeYeHu,

. PECTPUKTMBHAA KapaMommMonaTus,

. BPOKAEHHbIE MOPOKM cepaLa,

. reMogMHAaMMNYECKM 3HAUYMMble OpPraHUYecKme NoParKeHUA KnanaHoB cepaua,
. MHGAPKT MMOKApAA, NepeHeceHHbIn B nocnegHme 3 mecaua.

Jdenpeccua

PekOMeH/yeTca NpeKkpaTUTL Tepanuio npenapatom Mpectnnon® npu passuTUK genpeccuu.

BAnAHKME Ha cNOCOBHOCTb K YyNPaBieHUIO TPAHCMOPTHbIMM CPEACTBAMU U APYTUMU
MexaH13mamm

Mpenapat Mpectnnon® He oKasblBaeT NPAMOrO BAMAHMA Ha CMOCOBHOCTb K YMpaBAeHMIo
TPaHCNOPTHbIM CPeACcTBOM M paboTe C mMexaHM3MaMM, HO Yy HEKOTOPbIX MaLUeHTOB MOryT
Pa3BUTbCA MHAMBUAYaNbHblE PeakUMM, CBA3aHHble C HU3KMM apTepuanbHbiM AaBAEHUEM,

0CO6EHHO B Hayane feYeHns Unu npu 3ameHe rnpenapara, a TakKe Npu npmeme ¢ aakoronem. B



pesynbTaTe 3TOro CnocobHOCTb K YNpPaB/NE€HUID TPAHCMNOPTHbIM CPeAcTBOM M paboTe C

MeXaHM3MaMM MOKeET bbITb HapylweHa.

dopma BbInycKa

TabneTkun, NOKpbITble NAEHOYHOM 060104KoMN, 5 mr + 5 mr, 5 mr+10 mr, 10 mr + 5 mr, 10

mr + 10 mr.

Mo 29 wnam 30 Tabnetok BO GIaKOH M3 MOAUNPONUAEHA, CHabXeHHbIM [03aToOpoM U3
nonuMatTuaeHa n npobkomn, cogepKawen ocywmutenb (cunukarenb). o 1 ¢dnakoHy BmecTe ¢
WHCTPYKUMEN NO MEAUIMHCKOMY MPUMEHEHUIO B MaYKy KapTOHHYI C KOHTpPOJEemM NepBoro
BCKPbITUA.

YnakoBKa ana craumoHapos: Mo 30 Tabnetok Bo ¢pnakoH U3 noamnponuaeHa, CHab»KeHHbIN
[,03aTOPOM U3 NOANITUAEHA U NPOBKON, cogepKallen ocylwmntTens (CUANKarenn).

Mo 3 dnakoHa no 30 Tabnetok C WMHCTPYyKUMENW NO MEIUIMHCKOMY MNPUMEHEHMIO B MNaYKy

KapTOHHYIO C KOHTPOIEM NEPBOro BCKPbLITUA.

Ycnosus xpaHeHuUs
Mpu TemnepaType He Bbiwe 30 °C.

XpaHUTb B HEAOCTYMHOM A/1A AeTel MecTe.

Cpok rogHoCcTH
2 roaa.

He npymeHATb Mo UCTeYeHMN CpOKa rO4HOCTU, YKAa3aHHOMO Ha yNaKoBKe.

YcnoBua oTnycKa

OTnycKatoT no peuenTy.

[lep:kaTenb perncTpaumoHHoro yaoctoseperus «/labopatopun Cepsbe», PpaHums

MpousseaeHo «/labopatopum Cepsbe UHZACTpU», PpaHuma:
905, wocce CapaH, 45520 Kungun, PpaHuma
905, route de Saran, 45520 Gidy, France

Mo Bcem Bonpocam obpatlatbes B Mpeactasutensctso AO «/labopaTopun CepBbe»



125196, Poccus, r. MockBsa, yn. flecHasa, gom 7

Ten.: (495) 937-0700, dakc: (495) 937-0701

Ha MHCTPYKUMNAX, BNOXKEHHbLIX B MavkKy, AOMOJIHUTE/NIbHO YKa3blBaeTCA ﬂaTMHMLLEVI aorortun

«NabopaTopumn Cepsbe».

CTapLiuii cneumanunct no

peructpaumm JiC E.B. CKpbIHHMKOBA



