COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 02.07.2024 N= 13273

OBIIAS XAPAKTEPUCTHUKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPEITAPATA

Heb6uBatop, 5 mr, TabneTky.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBI COCTAB

JleiicTByrol1I€€ BEIIECTBO: HEOUBOJIOJ.

Kaxnas tabnetka comepxkut 5,45 Mr HeOWBOJIONA THAPOXJOPUIA, B TepecdeTe Ha 5 MT
HeOUBOJIONIA.

BcnomorareiabHbIe BCIICCTBA, HAJIMYUC KOTOPLIX HAJA0 YUYHUTBIBATH B COCTABC JICKAPCTBCHHOI'O
mpernapara: JIakTo3bsl MOHOTHaApar (cM. pasaen 4.3, 4.4).

[TonHeIi TepeyeHb BCIOMOTaTEIbHBIX BEIIECTB IPUBENICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku.
benas wnm nmoutu Genas kpyriasi JBOSIKOBBINYKJIas TablieTka ¢ KpecTooOpa3HOUl puckoi Ha

OJHOM CTOpOHE.

4. KIMHNYECKHUE JAHHBIE

4.1. IToxka3aHus K NPUMEHEHUIO

[Ipenmapar HeGuBaTop mnpumeHsiercs JUlsl JICYEHHUS B3pPOCIBIX MAlMEHTOB MPU CIEIYIOIINX
COCTOSIHUSIX:

- apTepuabHasi TUIIEPTEH3US,

- cTa0WIIbHAsA XpOHUYECKas cepieuHas HeJJOCTaATOYHOCTD JIETKOW U Cpe/iHel CTENeHH TSXKECTH (B
cocTaBe KOMOMHHPOBAHHOW Tepanuu) y nanueHToB crapuie 70 ner.

4.2. PexxuM 103MPOBAHUS M CTIOCO0 MPUMEHEHH

PexxuM 103upoBaHUS

Apmepuanvnasn cunepmen3us

Cpennsist cyTo4yHas J103a JUlsl JIeUeHHs apTepuallbHOM THIIEPTEH3UM COCTABISET 5 MI HEOMBOJI0JIA
(1 TaGnerka). AHTUTMNIEpTEeH3UBHBIN 3()(ekT pa3BuBaercs yepe3 1 — 2 Henenu, a B psijie CllydaeB
ONTUMAJIbHBIN AP PEKT JOCTUraeTCs I CIyCTs 4 HEIeNH.

Bo3MoxHO nmpuMeHeHne npenapaTa B MOHOTEpAMK MM B COCTaBe KOMOMHUPOBAHHOI Tepanuu

B COUCTAaHHU C JPYT'UMHU CpCACTBAMHU, CHUKAOIIUMU apTCPUAIIBHOC TABJICHUC (AI[) I[O CuXx I10p
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HeOmuBoJONA, S Mr ¢ 12,5 — 25 Mr ruIpoxJIOpTHA3HIA.

Xpornuueckas cepoeynas neoocmamoyrnocmo (XCH)

Jleuenue crabmibHOi XCH M0MDKHO HAYMHATHCS C TIOCTENIEHHOTO YBEIMUEHUS 1036 HEOMBOJIOIA
710 TOCTUKEHUS MHAUBUAYAIbHON ONTUMAJILHON MojepKuBatoliel 1o3bl. Y nanueHToB ¢ XCH
B HayvaJie JIeYeHUs1 HEOMBOJIOIOM HE JIOJIKHO OBITh MHU30/10B OCTPOM CEpJICYHON HETOCTATOUHOCTH
B Te€UeHHUE mocleaHux 6 Henenb. Jlewammii Bpad OJDKEH UMETh JOCTATOYHBIA OMBIT JICUCHUS
nanuentoB ¢ XCH.

Y manueHToB, TMONYYalOUUX TEPalUui0 CepJAeYHO-COCYIUCTHIMU TMpenapaTamu, BKIIIOUYas
TUYPETUKU W/WIM JUTOKCUH W/WIW WHTHOWTOPHl aHTMOTEH3WH IpeBpamiaroniero QpepMeHta
(AIl®) w/mnm aHTaroOHWCTHI pPELENTOpPOB aHrWoTeHsuHa |l, omTuMmanbHBIE [103BI JIAHHBIX
JIEKapCTBEHHBIX MPENapaToB JA0HKHBI ObITh TOJ00paHbI B TEUCHHE 2 HEIETb 10 Havyajla Tepanuu
HEOHBOJIOJIOM.

B nauane newyenuss moabop 103k HEOMBOJIONA HEOOXOAMMO OCYIIECTBIISITH TOCTEIIEHHO, C
WHTEPBAJIOM OT OJHOW JI0 JBYX HEICNb MEXIY KaXIbIM MOCICTYIOIINM YBEIUYCHHUEM JI03bI B
3aBUCHMOCTH OT TEPEHOCHMOCTH TAIMEHTOM Kaxaou mo3bl. [logbop m0o3b1 HE0OX0auMOo
OCYIIECTBIISATH IO CIEMYIONIEH cXeme: 103a, cocTaBisomast 1,25 Mr nebuBosona (4 tadmerkn) 1
pa3 B CYTKH, MOXKET ObITh YBeJIMuY€Ha cHavana 1o 2,5 — 5 mr He6uBosona (Y2 tabnetku uiu 1
TabJeTKa) OJIMH pa3 B CYTKH, a 3aTeM — 110 10 mr HeOuBooma (2 Tabnetku) 1 pas B CyTKH.
MakcumanbHas CyTodHas 03a coctapisier 10 Mr HeOuBoIOIa.

B nayvane nedeHus v mpu Ka)KJ0M MOCIEAYIONIEM YBEIHMUEHUH J103bI MAIUEHTY CIIeyeT He MEeHee
2-X 4acOB HaXOJUTHCS MOJ] HaOJI0IEHUEM Bpaya, YTOObI YOSTUTHCS, YTO KIMHUYECKOE COCTOSTHUE
ocraercsi cTabuibHBIM (ocoOenHo: AJl, yacroTa cepaeunbix cokpamieHuit (HCC), oTcyTCTBYIOT
HapyUIeHHs MPOBOJUMOCTU U CUMITOMBI Jekomnencauuu XCH).

W3-3a BO3HHKHOBEHHMS TMMOOOYHBIX 3(PPEeKTOB He BceM MalUeHTaM YyAaeTcs JOCTUYb
MaKCUMaJIbHOW PEKOMEHJI0BAaHHOW /1036l HeOMBooNa. [Ipu HEOOXOIUMOCTH YK€ NTOCTUTHYTYIO
7103y MO>KHO CTYIIEHYAaTO CHU3UTh U M0 BO3MOXXHOCTH, BHOBb K HE BEpHYThHCA.

B mepuon tuTpoBaHus 4036l HeOMBOJIONA, B ciaydae yxyameHus tedeHus XCH wunu npu
HEMEePEeHOCUMOCTH Tpernapara, peKOMEHIYeTCsl CHayalla CHU3UThH J103y HEOHBOJIONA WK MpU
HE0OXOUMOCTH (MIPU MOSBJICHUMU TSDKENOW apTepuaabHOM THUIIOTOHUH, MPOrPEeCcCUPOBAHUU
CUMIITOMOB CEP/ICYHON HEJOCTATOYHOCTH C PAa3BUTHUEM OCTPOrO OTEKa JIETKUX, KapAHUOTE€HHOTO
II10Ka, CHMIITOMHOM Opaaukapanu uiu AB O61okaabl), HEMEIEHHO €r0 OTMEHHTb.

Jleuenue HeOuBOMOIO0M cTabunbHOM XCH siBisieTcs, Kak MPaBUIIO, ATUTEIbHBIM.
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He pekoMeHIIyeTcs pe3kas OTMeHa Tepamiu HeOHBobHohr. Tak: KAl HTo  MOKeT FpuBectu K

YXYJICHUIO TEYEHUSI CEpJeYHON HEAOCTaTOYHOCTH. Ecnum oTMeHa mpemapara HeoOXoauma, TO
7103y CJIelyeT CHUXKATh [10ATAIHO, YMEHBIIIAsl €€ B JiBa pa3a C UHTEPBAJIOM B OJHY HEZEINIO.

Oco0ble rpyIinbl NAIMEHTOB

Iayuenmsi ¢ HapyweHuem yHKyuu novex

Apmepuanvras cunepmensus

PexoMenj0BaHHAs HaYalIbHAS 7032 y MAIMEHTOB C TIOYSYHON HEIOCTATOYHOCTHIO COCTABIISIET 2,5
Mr HeOuBosona B cyTku (%2 Tabnerku). [Ipu HEOOXOAUMOCTH CyTOUHYIO 03y MOXKHO YBEIUYHUTH
10 5 mr (1 TabrmeTka 0JJHOKPATHO).

Xponuueckas cepoeunas HedOCmamoyHoOCHb

CriennanbHOH KOPPEKIMH J03bl Yy MALMEHTOB C IOYEYHOM HENOCTATOYHOCTBIO JIETKOM U
YMEpPEHHOH CTENeHH TSDKECTH (CKOpocTh KiryboukoBoi prmsTparun (CK®D) 89 — 30 mu/mun/1,73
M? TIOmAnM TOBEPXHOCTH Telda) He TpedyeTcd, Tak Kak TUTpAlHs A0 MAaKCHMAIbHOM
MIEPEHOCUMOM 03Bl OCYIIECTBIISIETCS MHAWBUAYaidbHO. OIbiTa NPUMEHEHUs Ipenapara y
MAIMEHTOB C MOYEUHOM HEI0CTATOYHOCTHIO TSHKENION CTETeHU TSKECTH (CKOPOCTh KITyOOUYKOBOM
umstpammm  (CK® < 30 ma/mmn/1,73 M? miomagm moBepxHOCTH Tena) HeT. Ilostomy
MIpUMEHEHHE HeOUBOJIONIA Y ATUX MAIlMEHTOB HE PEKOMEH/TIyETCs.

Iayuenmui ¢ Hapywienuem yHKyuu nevenu

JlaHHBIE O NPUMEHEHUM HEOMBOJIOJA y NAlMEHTOB C IEYCHOYHOH HENOCTaTOYHOCTBIO WIIH
HapylleHueM (QYHKIMM [e4eHH orpaHuyeHsl. IlosTomMy npumeHeHune HEOMBOJIONA Yy 3THX
MAIMEHTOB TPOTUBOIIOKA3aHO.

Hauuenmbz noOJ2HCUI0Co 8o3pacma

Apmepuanvras cunepmensus

VY manmeHToB crapiie 65 JeT peKoOMeHI0BaHHasl HadalbHas J103a COCTABIAET 2,5 Mr HeOMBOJI0JIa
(%2 tabmetku) exenneBHo. IIpu HEOOXOAUMOCTH 1032 MOXET OBITH yBEIMYEHA JO 5 ML
HebuBonona (1 tabnerka). OnHAKO, YUUTHIBAs HEJOCTATOUHBIM OMBIT MPUMEHEHUS Mpernapara y
MAlUMEeHTOB cTapiie 75 JeT, ClelyeT MPOSBIATh OCTOPOKHOCTh M MPOBOAWTH TIIATEIHHOE
00cIe0BaHNEe TaKUX MAallIEHTOB.

XDOHM'{€CKCI}1 cepdeqHaﬂ HeQoCmamo4yHoCms

CriennanbHOM KOPPEKIUHU J103bI y JAHHOW BO3PACTHOM KaTeropuu He TpedyeTrcs, Tak Kak
TUTpALUA 10 MAaKCUMAJIbHOM IEPEHOCUMOM JI03bl OCYILIECTBIIAETCS MHAUBUAYAIBHO.

eTu
bezomacHocth u 3dexTuBHOCTS MpUMEHEHUs HeOWBONONA y JeTeil B Bo3pacTe 1m0 18 yer He

YCTAHOBJICHEIL. I[aHHLIe OTCYTCTBYIOT.
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Cnoco0 mpuMeHeHus

BHyTpb, O1MH pa3 B CYyTKH, JKEIATEIBHO B OJTHO U TO K€ BPEMsi, HE3aBUCUMO OT BPEMEHH IpHeMa

MIUIIHY, HE Pa3KEBBIBAsI U 3aIIMBasi JOCTATOYHBIM KOJIMYECTBOM JKUAKOCTH.

4.3. [IpoTrnBONOKA3aHUSA

® TUNEPYYBCTBUTEIHHOCTh K HEOWBOJIONY WJIM K JIOOOMY H3 BCIIOMOTaTEIbHBIX BEHIECTB,
IIEPEUUCIICHHBIX B pa3jene 6.1;

e medeHoyHas HenoctarouHocTh (kmacc B m C mo knaccubpukanmm Yainna-ITsro) wm
HapyIeHus: GyHKIUH TTeYCHU;

e ocTpas cepAeyHas HEIOCTaTOYHOCTh, KAapAWOTEHHBIH IIOK, XpOHWYECKas CepAcdHas
HEJIOCTaTOYHOCTh B CTaJWU JEKOMIEHcauuu (TpeOyromas BHYTPUBEHHOTO BBEICHUS
MperapaToB, 00JIaIAI0IINX MTOJIOKUTEIEHBIM HHOTPOITHBIM JICHCTBUEM);

e TspKeNas apTepuanbHas runoreHsus (cuctonnueckoe AJl menee 90 MM pT. CT.);

® CHHJPOM CIIa00OCTH CHHYCOBOTO Y3714, BKIIOUasi CHHOAYPHUKYJISIPHYIO OJIOKady;

e arpuoBeHTpuKyJspHas (AB) 6nokana Il u |1l crenenu (0e3 aneKTpOKapAMOCTUMYIISATOPA);

o Opamukapaus (UCC menee 60 ya/MuH 10 Havana Tepanun);

e HeneueHHas  (QeoxpomouuTroma  (0e3  OJHOBpPEMEHHOrO0  TpUMEHEHus  anbda-
aJpEeHO0JIOKATOPOB);

e MeTaOOJUYECKHH aluaos3;

e OpoHXOCIa3M U OpOHXHAJIbHASI aCTMa B aHAMHE3E,

® TSDKENbIC HApYIIEHUS MepudepruIecKoro KpoBooOpaIieHus;

® HEMEPEeHOCUMOCTb JIAKTO3bl, JEPUIUT JaKTa3bl M CHUHAPOM TIIIOKO30-TaJIaKTO3HOMN
MajibabcopOoIuu;

e Bo3pact 10 18 ner (3ddexkTuBHOCT, M GE30MACHOCTH Yy JAHHOM BO3PACTHOW TPYIIIBI HE
W3YyYeHBI);

® OJIHOBPEMEHHOE MpUMEHEHUE C QIOKTAPEHUHOM, CYJIbTONPHAOM (CM. pazzael 4.5);

e [EpPHUOJ I'PYIHOTO BCKapMIIMBaHUs (cM. pa3zaen 4.6).

4.4. OcoOble yKa3aHHUs U MePbI NPEI0CTOPOKHOCTH NPH NPMMEHEHUH

C 0CTOPOKHOCTBIO

® [OYeYHas HEJJOCTATOYHOCTh TSDKEJION cTeneHu (CKopocTh Kiry6oukoBoil ¢punbrparuu (CKD)
<30 mu1/mMun/1,73 M? I7I01a1M TOBEPXHOCTH TeNa);

e caxapHbIil 1uaber;

e runepPyHKIHs IUTOBUIHOM JKee3bl;

e ajulepruueckue 3a0oJieBaHUs B aHAMHE3e, TICOpHas;

e XpoHHuYeckas oOcTpykTuBHas 6ose3Hb jJerkux (XOBJI);
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cuHapoMm Peiino);
® aTPUOBEHTPHKYJIpHas Ojokana | crenenw;
e creHokapaus [IpuHnmerana;
e BO3pacT crapue 75 Jer;
e aprepuanbHAas THIIOTECH3HS;
e (eoxpomoruToMa (IIPH OJHOBPEMEHHOM IIPUMEHEHHH anb(a-aapeHo0I0KaTOPOB);
® XHPYpPTrUYECKHE BMEIIATEIbCTBA M O0IIast aHeCTe3N,
® [IPOBEJEHUE JECEHCUOMIN3UPYIOIIEH Tepanuu;
e OEpPEMEHHOCTb.

Oco0ble YKa3aHusa

IIpexpawenue mepanuu unyu « CUHOPOM OMMEHBLY

He cnenyer pesko mpepbiBaTh Je4eHHE HEOMBOJIOIOM 0Oe3 KpaiHel HeoOxomumoctu. Criemyer
co0ro1aTh 0co0yI0 OCTOPOKHOCTD MPU HEOOXOAUMOCTH MPEKpALICHHS Tepaluy y NalUeHTOB C
uiemuyeckoit  Oonesnpto cepana (MBC), Tak kak OTMEYanoCh YTSIKEICHUE MPUCTYIIOB
CTCHOKApJMH, Pa3BUTHE HH(APKTA MUOKAapAa W BO3HHUKHOBEHHE KEIYJOYKOBBIX aPUTMHUHN Y
nanueHToB ¢ MBC mpuw BHe3amHOM mpekpaiieHnu npueMa Oera-aapeHoOnokatopoB. Ecim
MpeKpaleHue JIeYeHUsT HEeOoOXOIMMO, TO /103y HEOHMBOJIONA CIIEAYeT CHIDKATh IMOCTENEHHO B
TeyeHue 1 — 2 Henenb. B ciyyae 3HaUUTENBHOTO YTSKEICHUS CTEHOKAPIUU UM Pa3BUTHS OCTPOTO
KOPOHApHOT'O CHHApPOMA CJIeIyeT BpEMEHHO BO30OHOBUTH ITPHEM HEOHBOJIONA.

3abonesanusn cepdeuno-cocyoucmou cucmemol

Kontpone AJl u UCC B Hayase npuemMa rnpemnapara J0JDKeH ObITh eKeaHeBHBIM. Kak u npyrue
OeTa-apeHO0I0KAaTOPhI, HEOMBOJION MOXKET BBI3BIBATH yaiMHeHHe uHTepBanma PQ na OKI.
Crnenyer ¢ OCTOPOXKHOCTBIO MPHUMEHSITh HEOMBOJION Yy MAIlMEHTOB C aTPUOBEHTPUKYISPHOM
Omokanoi | crenenu, HapyHmIeHUSIMU MPOBOAUMOCTH CEpPJla, CHHKONAIBHBIMU COCTOSIHUSIMU B
anamHe3e. OJHOBpeMEHHOE TNpUMEHEHUE HEeOMBOJIONA C JIEKAPCTBEHHBIMH Ipenaparamu,
crocoOHbIMU yAuHATE HHTepBai PQ Ha OKI', BO3MOXHO TOJIBKO B TOM CIIy4ae, €CIU OKHaaeMast
M0JIb3a JUI TAllMeHTa MEePEBEIINBACT BOZMOKHBINA PUCK PAa3BUTHS WIH YTKEICHUS HApyIICHUN
MIPOBOJMMOCTH Cepia.

Bazocnacmuueckas cmenokapous (cmenoxapous Ilpunymemana)

HecenexTtuBHble OeTa-apeHOOIOKATOPbl MOTYT YBEIMYUBATh YacTOTY U MPOJODKUTEIBHOCTh
AQHTMHO3HBIX MPHUCTYNOB Yy TMAalMEHTOB C Ba30CIMACTHYECKOM CTeHOKapAaue (CTeHOKapIuei

[Ipunimerana), BCIEACTBUE  ONOCPEJOBAHHOW  alb(a-perenTtopaMu  Ba30KOHCTPHUKIMH
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CTEHOKAPAUHU CJIENYET IPUMEHATH C OCTOPOKHOCTBIO.
bpaouxapous

Bbera-agpenoOnokaTopsl MOTYT BBI3bIBaTh Opaaukapauto. Ilpu ymensmenun YCC B mokoe MeHee
50 — 55 yn/MuH cietyeT yMEHBIINUTD J03Y WIH MIPEKPATUTh IPUEeM HEOMBOJIONIA.

3abonesanusn nepugepuueckux cocyoos

OCTOpOXKHOCTh HEOOXoIuMa IMpH MPUMEHEHWHM HEOMBOJIOJA Y MAlMEHTOB C 3a00JeBaHHSIMU
nepudepuyeckux cocylIoB (B TOM 4YHCIE C CHHAPOMOM PeifHO), moOckoinbKy Oerta-
a7ipeHO0JI0KaTOPbl MOTYT YCHJIMBATh CUMIITOMBI apTepUAIbHON HEIOCTATOYHOCTH.
Jlexomnencuposannas XCH

bera-anpeHo0n0kaTopbl HE AOKHBI IPUMEHATHCA IpHU AekoMiieHcuposanHoit XCH no tex mnop,
[IOKa COCTOSIHWE MalMeHTa He crabuinsupyercs. HeOnuBoion MOXHO MPUMEHATh ISl Teparuu
crabmipHO XCH merkoit m cpemHel CTENEHH TSHKECTH OJHOBPEMEHHO C THA3HUIHBIMU
IAMYpEeTUKAMH, JUTOKCHHOM, uHTHOMTOpaMd All® wim  aHTaroHUCTaMu  PEIenTOpOB
anruotensuna Il (APA 1I).

Xponuueckas oocmpykmuenas 6onesus aeekux (XObJI)

[TaruenTam ¢ GpOHXOCHACTUYECKUMU 3a00J€BaHUSIMH MOXKHO Ha3HAdaThb KapAHWOCENIEKTUBHBIE
OeTai-apeHOOIOKATOPEl B CIyd4ae HEMEPEHOCHMMOCTH W/WIH HEeIDPEKTUBHOCTH APYTHUX
TUIIOTEH3UBHBIX CPE/ICTB.

bera-anpeHo010KaToOphl clielyeT IPUMEHSATh C OCTOPOKHOCTBIO y MAlMEHTOB C XPOHHYECKOM
OOCTPYKTUBHOM OOJIE3HBIO JIETKUX, ITOCKOIBKY MOXET YCUIUTHCS OpoHXOCHa3M. Y MalueHTOB C
MPeIpaclooKEHHOCTRI0O K OpoHXOCHmasMy IMpu TmpueMe OeTa-aapeHOOTIOKAaTOPOB MOXKET
pPa3BUTbCS OJBIINIKA B pE3yJibTaTe TIOBBIIICHUS COMPOTUBICHUS JbIXaTElbHBIX IyTEH.
HeoOxomumo TiiarenbHOe HaOMIOEHUE 3a TAaKMMHU TMAlMEHTaMHM B Hayaje JICUEHUS U TNpPU
YBEJIMUYEHUU J03bI Mpernapara, a Takke CHIKEHHE JJ03bl HeOMBOJI0JIa TIPU MOSIBJICHUN HAYalIbHBIX
npu3HakoB Oponxocnasma. [lepen Hayanom nedeHrs peKOMEHIYeTcsl MPOBOIUTh HCCIEI0BaHNE
(GYHKIIMM BHEIIHETO [bIXaHWs Yy MAlMeHTOB C HalW4YhMeM B aHamMHe3e OpPOHXOJIETOYHBIX
3a00JIeBaHUH.

VY xkypunbmukoB 3G HeKTUBHOCTH OeTa-aApeHOOIOKATOPOB HIKE, YEM Y HEKYPSILIUX.

Caxapnviii ouabem

HeOuBosion He BIUseT HAa KOHUEHTPAILMIO TJIIOKO3bl B IUIa3Me KPOBU Y MAIlMEHTOB C CaxapHbIM
maberom. TeMm He MeHee, clieyeT COOJIOAaTh OCTOPOKHOCTb IMPH JICYEHUH ITHX MAIMEHTOB,
MIOCKOJIbKY HEOMBOJIOJI MOJKET MAacKHpOBaTh OIPEJC/IEHHbIE CHMITOMBI TUIOTJIMKEMUU
(HampuMep, TaXUKap/I1I0), BEI3BAHHBIC MPUMEHEHHEM TUTIOTJIMKEMUYECKUX CPEJICTB IS TprueMa

BHYTPb M UHCYJIMHA.
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CIOHTAHHOM TUIIOTJIMKEMUU TpPHUMEHEHHE OeTa-aapeHO0I0KaTOPOB MOXET NPUBECTH K
YXYIUIEHUIO KOHTPOJSI TJIMKEMHUH W YBEJIMYCHHIO BPEMEHHM BOCCTAaHOBJICHHUS IIOCIIE
THIOTTIMKEMHUH. B TakoM ciydae MOXeT moTpeOoBaThCs KOPPEKIHsS T03bl THITOTIMKEMHYECKIX
CpeACTB Ul prUeMa BHYTpb U MHCyIUHA. Takoi 3¢dpdekr 0O0braHO BO3HMKAN HA (OHE JICUCHUS
HECEJICKTUBHBIMU  OeTa-aipeHO0IOKaTOpaMl ¥ MEHEE BEpOSTeH MpH  NPUMEHEHHU
KapJIMOCEJIEKTUBHBIX 0eTa1-aJpeH00I0KaTOPOB (TaKuX, KaK HEOWBOJION).

Tupeomoxcuxo3

[Ipn runepyHKIMK [IUTOBUIHOM >Kene3bl OeTa-aJpeHOOJOKaTOpsl MOTYT MAacKHpPOBATh
TAXWKApAWI0 W YMEHBIIATh BBIPHXEHHOCTh CHMIITOMOB THPEOTOKCHKO3a. Pe3kas oTMmeHa
mperaparta  MOXET  BbI3BaTh ~ OOOCTpEHHE CHMOTOMOB  3a00NieBaHWsI W Pa3BUTHE
TUPEOTOKCHIECKOTO KpHU3a.

Deoxpomoyumoma

[TaimenTam ¢ heoXpoMOITUTOMOM JI0 HaYalla MPUMEHEHUS JTF0O0Tro OeTa-aapeHoookaropa (B T.4.
HeOMBOJI0J1a) HE0OX0IMMO HA3HAYUTH aTb(a-aapeHoOI0KaATOP.

Obwue xupypeuueckue emeulamenbcmea u 00ujas anecmesust

[Tpu HEOOXOMMOCTH TIPOBENICHHSI XUPYPTUIECKUX BMEIIATEIECTB CIIEIyeT MpeaynpeInTh Bpada-
aHecTe3HoJora 0 TOM, YTO MAI[MEHT NMPUHUMAET OeTa-aJpeHoOI0KaTOPhl (PUCK JIEKApCTBEHHBIX
B3aMMOJICHCTBUI C pa3BUTHEM OpaauapuTMUN U apTepuaibHOUW runoreHsun). Ha ¢one nmpuema
HEOMBOJIONIA CJIEYyeT C OCTOPOXKHOCTBbIO NPUMEHSATH CPEACTBA JUIsl HApKO3a, YrHETaroIllue
COKpaTUMOCTh MHOKapaa. Jlyis oOuieil aHecTe3un peKOMEHIyeTCs MPUMEHEHHE IMPEenapaToB C
MUHUMAaJIbHO OTPUIATENIbHBIM HHOTPOIIHBIM JACHCTBHUEM.

Pekomenayercss 0e3 sBHOM HEOOXOAMMOCTHM HE IMpeKpamaTh IMpHeM HeOuBoioia B
nepuonepanuoHHoM nepuoae (T.K. Ojokama OeTa-aipeHOPELENTOPOB  CHIKAET  PHUCK
BO3HMKHOBEHHS apUTMHUI BO BpeMs BBOJHOTO Hapko3a M HHTyOanuu Tpaxeu). B ciyuae
HEOOXOJMMOCTH TpPEpBhIBAHUS JICUYCHUS HEOMBOJIOJIIOM Tepel MPOBEACHHUEM XHUPYpPru4ecKOoro
BMEIIATENIbCTBA, Mpernapar cielyeT OTMEHUTh HEe MeHee YeM 3a 24 Jaca 710 orneparu.

Peaxyuu nosviuennot vygcmeumenvHocmu

bera-anpeHo010KaTOpbl MOTYT MOBBICUTh YYBCTBUTEIBHOCTh K ajulepreHaM M TsDKECThb
aHapWIAKTUYECKUX  peaKlUi/peakiuii TUIepYyBCTBUTEIbHOCTU. [IpuMeHeHne OOBIYHBIX
TepaneBTUYECKUX 7103 MHUHepprHa (apeHaanHa) Ha GoHe npueMa OeTa-aJpeHo0IOKaTOPOB He
BCerja MPHUBOJUT K JOCTH)KEHUIO >KEIaeMoro KimHuueckoro s¢dekrta. Takum obpazom,
HE00X0IMMO cOOII0IaTh OCTOPOXKHOCTh MPU HAa3HAYCHUH OeTa-aipeHO0I0KaTOPOB MAllMEHTaM C
TSOKENBIMUA  pEaKkIUsIMM THUIEPYYBCTBUTENBHOCTH B aHaMHe3€ WM MPOXOJIIUM  Kypc

JIECEHCUONIN3AIIUH.
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Ilcopuaz

[lpu pemeHnn BoOmpoca O NPUMEHCHWU HEOWBOJIONA Yy TALMEHTOB C IICOPHA30M CJEIyeT
TIIATEILHO COOTHECTH MPEAINOIaraeMyto MMoJib3y OT IMPUMEHEHHUS TperapaTa i BO3MOXHBIN PUCK
000CTpeHMs TeUeHUs TICoprasa.

Konmaxmmuuie nun3ol

HaHI/IeHTBI, MMOJIB3YIOIHECA KOHTAKTHBIMH JIMH3aMH, MJOJDKHBI YYMTBIBATb, 4YTO Ha q)OHC
pUMEHEHHs OeTa-aIpeHO0IOKaTOPOB BO3MOXKHO CHIDKEHHE MPOMYKIUH CIC3HON JKHIKOCTH.
I[OKJ'H/IHI/I‘ICCKI/Ie HCCIICAOBaHUA C HCIIOJb30BAHUECM CTAaHAAPTHBIX MCETOAUK HC BbIABUIIN
TCHOTOKCHYECKOTO U KaHIIEPOTCHHOI'O I[eﬁCTBHfI Y 4CJIOBCKaA.

BcnoMorarenpHble BellecTBa

[Ipenapatr HeOuBarop coaepxut nakTo3sl MOHOruapar. Ilamuenram ¢ peako BcTpedaromiencs
HACJIEICTBEHHOW HENEPEHOCUMOCTBIO TalaKTO3bl, AE(PUIIMTOM JIaKTa3bl JIOMAPEN WK TIIFOKO30-
rajlakTo3HOH ManibabcopOuueit He cieayeT npuHuMaTh npenapatr He6usatop.

4.5. B3amMoaeHcTBME € JAPYIMMHM JIEKAPCTBEHHbIMHM IIpenaparamMd W JApyrue BH/bI
B3aMMO/AeiCTBUA

dapmakoguHaMHUYECKHE B3AUMOJENCTBUSI

HpOl’l’luGOl’lOK(l3aHHbl€ KOM6uHaL;uu

Dnokmagenun

bera-agpeHOOIOKAaTOPEI  MOTYT TPEMSITCTBOBATh KOMIIEHCATOPHBIM — PEAKIHSIM  CEpIEUHO-
COCYIMICTOM CHCTEMBI B OTBET Ha apTEPUANBHYIO THIIOTEH3UIO WM IIOK, KOTOPhIE MOTYT OBITh
BBI3BaHbI (IIOKTA)ECHUHOM.

Cynbmonpuo

HeOuBosion He cienyeT Ha3HauaTh OJHOBPEMEHHO C CYJIBTOIPHUIOM, IOCKOJBKY CYIIECTBYET
MOBBIIICHHBIA PHCK BO3HHKHOBEHHSI JKEIYJOYKOBOW apUTMHH, OCOOEHHO IMOJUMOPQHON
KEITyTOYKOBOW TaXUKAPIUH TUTIA KITHPYITH.

Hepexomenoosannvie kombunayuu

[Ipu 0HOBPEMEHHOM NPUMEHEHHWH HEOHMBOJIONA C aHTHAPUTMHYCCKMMHU cpeacTBamu | kiacca
(HarpuMep, XWHUWAWH, THAPOXMHUIWH, IUOCH30JIMH, (DICKaWHH[, IU30NUPAMUJ, JIMIOKAWH,
MEKCHJICTHH, Tporad)eHOH) BO3MOXHO Y/IJIMHEHUE BPEMEHHU aTPUOBEHTPUKYJIIPHOTO TPOBEACHUS
Y YCUJICHUE OTPUIATEILHOIO HHOTPOITHOTO JCHCTBUSI.

[Ipn ogHOBpEeMEHHOM MpPUMEHEHUHU OeTa-aipeHOONIOKaTOPOB C OJOKATOpaMU «MEIJICHHBIX)
kanpiueBbix kaHanoB (BMKK) (Hanpumep, Bepanamu, IUITHA3eM) YCUIMBAETCS OTPHUIIATETLHOE
JecTBHE Ha COKpaTUMOCTh W AB-mpoBogumocTs. BHyTpuBEHHOE BBEACHHE Bepamammia
OJTHOBPEMEHHO ¢ 0eTa-a[peHOOIOKAaTOPOM MOKET TMPUBOAUTHL K TSKEIOW apTepuaibHOU

TUIIOTCH3UHU U AB-6J’IOK3.)I€.



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 02.07.2024 N= 13273

[Ipy OIHOBPEMEHHOM NPUMEHEHHHU C THUIOTEH SHBHLIMW%M:'EQHE%-EG '}E%hm

(HampuMep, KIOHMIWH, TyaH(palWH, MOKCOHHIMH, METHJIJONA, PHWIMEHUAWH) BO3MOXKHO
yxynmenue teueHuss XCH 3a cuer cHUKEHUS HEHTPaTIbHOT0 CUMIIATHYECKOT0 TOHYCA (CHIKEHHE
YCC u cepaeunoro BeIOpoca, Bazoauiaraius). Pe3kas oTMeHa, 0COOEHHO B CIIydae Mpe bl Iyero
OTKa3a OT Tepanuu OeTa-O0JOKaTOpaMH MOXET YBEIMYUTh PHCK Pa3BHTHUS «PUKOLIECTHOI»
apTepUaIbHON TUIIEPTECH3UU.

Kombunayuu, komopule ciedyem npumeHsims ¢ 0CMOPOICHOCHBIO

[Ipn ogHOBpEeMEHHOM NPHUMEHEHUU HEOMBOJIONA ¢ aHTHapuTMUueckuMmu cpeactBamu |l knacca
(HampuMmep, aMHMOJapOH) MOXeT HabmogaThesl yAJuHEeHue BpeMmeHu AB-nposenenus.
OpHOoBpeMEHHOE NPUMEHEHHE HeOMBOJIONA M JIEKAPCTBEHHBIX CPEICTB JJs OOIIel aHecTe3uu
MOJKET BBI3BIBATH TOAABICHHE PE(ICKTOPHOW TaxXUKapJUH W YBEIMYMBATH PHUCK DPa3BUTHUS
aprepuaibHOM runoreH3ud. OOMIMM MpaBWIIOM SBIISIETCS HEOOXOAMMOCTh H30eraTb pe3Koi
OTMEHBI OeTa-aJPeHOOIOKaTOPOB. AHECTE3UOJIOT JODKEH OBITh MPOMH(MOPMUPOBAH O TIpUEME
MaueHToOM HeOUBOJIONIA.

[Ipy OmHOBpEMEHHOM NPHUMEHEHWH HEOMBOJONA C WHCYJIMHOM U THIIOTIUKEMHYECKIMHU
CpeICTBaMH JUIsl TIpUeMa BHYTPh HEOMBOJION HE BIIMSET Ha KOHLEHTPALMIO TIJIIOKO3bI, OJTHAKO
MO’KET MaCKHPOBATh CHMIITOMBI THITOTITMKEMHH (OIIYIIEHUE «CePALCONSHUS, TaXUKAPIHS).
[Ipu ogHOBpEMEHHOM NMPUMEHEHUH HEOMBOJIOA ¢ 6aKI0()heHOM (MUOpPETIaKCaHT) U aMU(OCTHHOM
(aHTMHEOIUTACTUYECKUH Mpenapar) BO3MOXKHO CHI)KEHUE apTepHalIbHOTO AaBJICHNUs, YTO TpeOyeT
COOTBETCTBYIOLIEH KOPPEKLUH 1036l HEOMBOJIOA.

IIpu oTHOBpEMEHHOM IPUMEHEHUU HEOMBOJIONIA C (DUHTOJIMMOJIOM BO3MOXKHO ITOTEHIIMPOBaHUE
OTPULIATEJIBHOTO XPOHOTPOMHOro 3¢ dexra Oera-aapeHOOIOKaTOPOB U PA3BUTHE BBIPAXKEHHOMH
Opanukapauu. [Ipn He06X0MMOCTH OJJHOBPEMEHHOI'O IPUMEHEHUS CIIelyeT COOII0AaTh 0CO0yI0
OCTOPOYKHOCTb.

Kombunayuu, komopvule cnedyem npunumams 60 6HUMAHUE

IIpy OOHOBPEMEHHOM NPUMEHEHMHM HEOMBOJONA M CEPACYHBIX TIJIMKO3MJIOB BO3MOXKHO
yBenuueHue BpeMeHn AB-npoBeaenus. B KIMHUYECKUX MCCIeIOBAaHUAX HE MOJyYeHO JaHHBIX O
HIMYMM B3aMMOJAEHCTBUS JBYX IpenaparoB. HeOGuBonon He Biauser Ha (hapMaKOKUHETHUKY
JUTOKCHHA.

IIpu onHOBpemeHHOM mpuMeHeHuH HeOuBosona ¢ BMKK murmaponupuauHoBoro psaa
(HarmpuMep, aMJIOAMIINH, (DETOJUNHH, JIAUUAWNNH, HUGEIUNUH, HUKAPIUIHNH, HUMOJHIIUH,
HUTPEH/IUIINH) BO3MOXKHO YBEIMYEHHUE PUCKA PAa3BUTHs apTepUATIbHON TMIIOTEH3UH U CHI)KEHUE

COKpPATUMOCTH JICBOI'O KCIIyAOUKA Yy MAI[UCHTOB C XCH.
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[Ipn ogHOBpEMEHHOM MPUMEHEHHH HEOMBOIQIA C w&&%%éﬁIﬁgh%Q@&gAHMn,

O6apOuTyparaMu M TPOU3BOJHBIMU (PEHOTHA3HMHA MOXET YCHUJIMBATHCS AHTUTUIEPTECH3UBHOE
neiictBue (aaauTUBHBIN 3 deKT).

Hectepounnbie  mporuBoBocmanutenbHble  npenaparel  (HIIBII) He  Bausitor  Ha
AHTUTUIIEPTCH3UBHOE JIHCTBHE HEOMBOJIOMA.

CuMnaTtoMUMeTHYeCKHUe CPeACTBa MOTYT CHHXaTh 3(PQPEKTHBHOCTh OeTa-aapeHOOIOKAaTOPOB.
Bbera-agpeHOMUMETHKH MOTYT BECTH K HEOTPAaHHUEHHOHN ajb(a-aJpeHepruuecKorl aKTHBHOCTH
CHMITATOMUMETHYECKUX areHToB ¢ anb(pa- u Oera-agpeHepruueckumu dddekramu (puck
pa3BUTHS apTePHATBHON TUTIEPTEH3UH, TSDKEIOH OpaauKapAuy U OCTAHOBKU CEpLa).

dapMaKOKMHETHYECKOE B3aUMOJIENCTBUE

[Ipy  onHOBpEMEHHOM TIPUMEHEHHMH HEOMBOJONA C  JICKAPCTBEHHBIMH  CpE/ICTBAMH,
WHTUOUPYIOIIUMU  OOpaTHBIA  3axBaT  CEPOTOHWHA, WJIM  JIPYTUMH  CPEJICTBAMHU,
onotpanchopmupytommmucs ¢ ydactuem mzodpepmenta CYP2D6 (mampumep, mapoKCeTHH,
(GIIyOKCeTHH, THOPHJA3WH ¥ XWHHUIWH), KOHIEHTpalHs HEOWBOJNONAa B TIUIa3Me KpPOBH
YBEJIIMYMBACTCS U META00IM3M HEOWBOJIONA 3aMEIISIETCS, YTO MOXET MPUBOIUTH K PAa3BHTHIO
BBIPOKEHHOW OpaTuKapaIuy U HeKeJaTSIIbHBIM PEaKIHsIM.

[Tpu oTHOBpEMEHHOM MPUMEHEHHH HEOMBOJIONA C IIMMETHIMHOM KOHIICHTpanus HeOMBOJIOa B
MJIa3Me KPOBH YBEIIMUMBACTCS 0€3 BIUSHUS Ha TePANeBTHUCCKUI AP HEKT.

OpHoBpeMeHHOE MpUMEHEeHHe HeOMBOJIOIAa U PAHUTUINHA HE BIMSIET Ha (JapMaKOKMHETUYECKUE
napameTpsl HebuBoJona. He61Boo1 mpruHUMaloT BO BpeMs €/1bl, a aHTALUHOE CPEJCTBO MEXKIY
MpHeMaMH MUIIN, TAKUM 00pa3oM, MpenapaThl MOKHO MPUMEHSATH OJJHOBPEMEHHO.

[Ipn ogHOBpEMEHHOM NPHUMEHEHUU HEOMBOJIONA C HHUKAPIUIUHOM KOHIEHTpAalWs aKTUBHBIX
BEIIECTB B IJIa3M€ KPOBU HECKOJIbKO YBEITMYHMBAIOTCS, OJHAKO HE BIUSIOT HA TEPANEBTUYECKUIN
b dexT.

OpaHoBpeMeHHBIN MpueM HEOUBOJIONA U 3TaHOJa, (ypOoceMuia Ui THAPOXJIOPTHAZH/IA HE BIHSIET
Ha (apMaKOKHMHETUKY HEOMBOIIOIA.

Heb6uBomnon He BnusieT Ha papMaKOKHMHETUKY U apMaKOJMHAMUKY BapQapuHa.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JAKTALMS

bepemeHnHoCcTh

Heb6uBonon obnagaer ¢papMakoIOrH4ecKUMH CBOMCTBaAMH, CIOCOOHBIMHU OKa3bIBaTh HEraTUBHOE
BIIUSIHUE HAa TE€YCHHE OCPEeMEHHOCTH W/WIH IUIOJI/HOBOPOKIEHHOro. (1 Bcex mpemapaToB W3
Kjacca Oera-aipeHOOJIOKATOPOB XapaKTepHO CHUKEHHE IUIAIEHTApHOTO KPOBOTOKA, YTO
ACCOIMUPYETCS C YBEIMYECHUEM YacTOTHI CIIy4aeB 3aJePKKU Pa3BUTHS IJI0]1a, BHYTPUYTPOOHOI
CMEPTH TUIOAA, BBIKUABIIICH WM MPEKICBPEMEHHBIX POAOB. BO3MOXKHO TakKe pa3BUTHE TaKUX

HCEXKCIIATCIIbHBIX HBHCHHﬁ, KaK T'UIIOI''TMKEMHA H 6pa,[[I/IKapI[I/I${ Yy mjioJa Wi HOBOPOXKIACHHOI'O
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Tepanuu 0eTa-apeHo0I0KaTOpaMH OTAAETCS MPEANOYTeHNE OeTa1-CeNEKTUBHBIM IpenapaTaM.
HeOuBoson He 10KeH MPUMEHATHCS BO BpeMs OepemenHocTH. [Ipu OepeMeHHOCTH HEOUBOIION
HA3HAYaloT TOJBKO I10 )KM3HEHHO BA)XHBIM IIOKa3aHUSAM, KOTJa I0Jib3a JUIsl MAaTepH MPEBBIILIACT
BO3MOXHBIN PUCK JUISI IUIOJA WIM HOBOPOXKIEHHOro. Eciu jeuenne HeOUBOJI0J10M HEOOXO0AUMO,
TO HY)XHO TPOBOJUTH HAOIIOACHUE 32 MATOYHO-TIIAIEHTAPHBIM KPOBOTOKOM M POCTOM IjIoza. B
Clly4ae OTPULATEILHOTO BIUSIHUSI Ha TeUeHUE OEPEMEHHOCTH U 101 I0JKHA ObITh pacCMOTpEHa
BO3MOXHOCTh aJIbTEpPHATUBHOM Tepanuu. Jlo/keH MPOBOJUTHCS TINATEIbHBIH MOHUTOPHHT
COCTOSIHUSI HOBOpOKJIeHHOro. [losBIeHNEe CUMITOMOB THIIOTTIMKEMUN U OpaauKapAuu OOBIYHO
MO>KHO OKUJATh B TEUEHUE MEPBBIX 3 AHEN )KU3HHU.

Jlakranus

WccnenoBanust Ha UBOTHBIX IOKa3alM, YTO HEOMBOJION BBIAEISETCS C I'PYAHBIM MOJOKOM.
JlaHHBIE O TOM, BBLAETSETCS JIM HEOUBOJION C TPYIHBIM MOJIOKOM Y Y€JIOBEKa, OTCYTCTBYET.
BonbmuHcTBO GeTa-010kaTOpoB, B OCOOCHHOCTH JUNO(UIBHBIE COECIUHEHHS, TaKue Kak
HEOMBOJION U €r0 aKTHUBHBbIE META0OJUTHI, B TOM WM WHOW CTENEHH MPOHUKAIOT B IPyAHOE
MOJIOKO. PHCK ISl HOBOPOXKJIEHHBIX WJIM TPYIHBIX JNETeH yCTaHOBUTH HEBO3MOXkHO. [loaTomy
MaTepu, IPUHUMAIOIIME HEOUBOJION, TOJIKHBI TPEKPATUTh TPYIHOE BCKapMJIIUBaHUE.

DepTUILHOCTE

Heb6uBomnon He oka3bIBai BAUSHUS HAa PEPTUIHHOCTH KPBIC, OJTHAKO MTPH UCIIOJIb30BAHUH J103, B 19
u OoJsiee pa3 MPEBBIIIAIOIINX MAKCUMAIIbHYIO PEKOMEHIYEMYIO JI03Y JAJISl YelIOBeKa, OTMEYaIoCch
HeOIaronpusaTHOE BO3JICHCTBUE Ha PENPOAYKTHBHbBIE OPraHbl CAMIIOB U CAMOK Y KPBIC U MBIIIIEH.
Bnusinue HebuBosoaa Ha PEePTHIILHOCTD YEIOBEKA HE YCTaHOBIICHO.

4.7. Bansinue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh C
MeXaHU3MaMH

B nepuop neuenus npenaparom Hebupartop cienyer coOar0aaTh OCTOPOKHOCT IPU YIIPaBICHUN
TPAHCIOPTHBIMU CPEICTBAMHU, MEXaHU3MaMU U 3aHATUSAX MOTEHUIUATbHO OMACHBIMH BHUAAMU
NESTeNbHOCTH, TPEOYIOIIMMH  TOBBIIICHHON  KOHIIGHTpPAIllMM BHUMAaHHS H  OBICTPOTHI
MICUXOMOTOPHBIX PEAKIH B CBSI3U C BEPOSITHOCTHIO PA3BUTHUSL TAaKUX MOOOUYHBIX 3(P(HEKTOB Kak
TOJIOBOKPY>KEHHE U MOBBIIICHHAS yTOMIISIEMOCTb.

4.8. HexxennaTesibHbIE peaKkIumn

Tabnuunoe pPE3IOME HEKEIATEIbHBIX PEAKIINH

Hexenatensubie peaknuu (HP) cucrematusupoBanbl B cooTBercTBUH ¢ Kitaccudukarmeit
BcemupHoit opranusanuu 3apaBooxpanenus (BO3): ouens uacto (>1/10), wacto (>1/100, <1/10),
HevacTo (>1/1000, <1/100), peako (>1/10000, <1/1000), ouennr peaxo (<1/10000), wactoTa

HCHU3BCCTHA (Ha OCHOBAHWH UMCIOIIUXCA JaHHBIX OIICHUTD HeBO3MO)KHO).
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CucTeMHO-OpranHblii ki1ace | Yacrora Hexearennusre peakmar | - - | = DT
Hapymennss co  croponsl | Hactora AHTMOHEBPOTUUYECKUH OTEK,
MMMYHHON CHUCTEMBbI HEU3BECTHA | TMIEPYYBCTBUTEIbHOCTD
[Icuxuueckre HapyLIEHUS Heuacto Henpeccusi, «KOIIMapHBIE» CHOBUICHUS
Hapymennss co  croponsl | Hacto ['onoBnast 00J1b, TOJIOBOKPYIKEHUE,
HEPBHOU CHUCTEMBI fapecTesns

Ouenb peako | O6MoOpok
Hapymennss co  cropons! | Hewacto Hapymenne 3penus
opraHa 3peHus
Hapymennss co  cropons! | Hewacto bpanukapaus, cepieynas HeJOCTaTOYHOCTb,
cepama 3amenenne AB-npoBoaumocT
Hapymennss co  cropons! | Hewacto Boipaxxennoe cumxenue AJl, ycyryonenue
COCYJIOB IepeMeKaroIENCss XPOMOTBI
Hapymenuss co  cropons! | Hacto Onpimika
JIbIXaTeNbHOM CUCTEMBI,
opraHoB rpyaHoil kietku u | Hewacro bponxocnasm
CPEIOCTEHUS
Kenynouno-kuureuHbie Yacto TomHoTa, 3am0p, Iuapest
HapYIIEHUS Heuacto Jucnencus, MeTeopusm, ppoTa
Hapymenns co ctopoHbl Heuacto KosHbIl 3y/1, KO’KHASI CBIITb SPUTEMATO3HOTO
KOXH U MOAKOKHBIX TKaHEeH XapakTepa

Ouensb penko | YceyryOneHune TedeHusl coprasa

YacTtoTa Kpanusauna

HEU3BECTHA
Hapymenns co ctopoHbl Heuacto DOpeKTriIbHas TUCHYHKITHS
PENpOAYKTUBHON CUCTEMBI U
MOJIOYHBIX XKEJIE3
OOuiue HapyIlLIeHUs U Yacro [ToBpIIIEHHAs] YTOMIIAEMOCTbD, OTEKH
peaKuuu B MECTE BBEACHHUS

COO6H.[€HI/IC 0 ITOAO03PEBACMBIX HEXKECIIATCIIbHBIX PCAKIIUAX

Baxuo

cooOIIaTh O TOAO03PEBACMBIX HEXKeNaTeIbHBIX PEAKUMAX I0CIe perucTpanuu
JICKapCTBEHHOI'O Mpernapara ¢ Lelbio 00ecreyeHns HeNpepbIBHOIO MOHUTOPUHIAa COOTHOLLICHHUS
«T10JIb3a — PHUCK» JIEKapCTBEHHOI'O Ipenapara. MeIuIMHCKUM pPa0OTHUKAM PEKOMEH]yeTCs
coo0Imare O JIIOOBIX MOJ03PEBACMbIX HEXKEJIATENIbHBIX PEaKIMIX JEKapCTBEHHOI'O Iperapara
yepe3 HallMOHAJIbHbIE CUCTEMbI COOOIIEHUSI O HEXKENATEeNIbHBIX PeakUsaX IOCyJapCTB — YIECHOB
EBpa3uiickoro 5K0OHOMHUYECKOTO COI03a:

Poccuiickas ®edepayus

Anpec: 109012, r. MockBa, CnaBsiHCKasi TUIOMIab, 1. 4, cTp. 1

denepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpanenus (PocaapasHanzop)

Tenedon: +7 800 550 99 03

OnekrpoHHas nmoura: pharm@roszdravnadzor.gov.ru

12
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CaiiT B HH(OPMALMOHHO-TEIeKOMMYHHKAIHOHI0f cetH Kiieprersy: | =/ 1EHUCTE D00T)

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMOTOMBI

Bripaxxennoe camwxenne AJl, cuHycoBas Opaaukapausi, OpoHXOCHa3M M OCTpas cepaedHas
HEJ0CTaTOYHOCTb.

Jleuenue

B cnyuae nepeno3upoBKY UM Pa3BUTHS PEAKLIMM FMIIEPUYBCTBUTEIBHOCTH CIEIYET 00ECIEYUTh
MIOCTOSIHHOE HAOJIOJIEHUEe 3a MAlUMEHTOM B YCIOBUSAX TMajaTbl HMHTEHCHUBHON Tepamuu.
PekoMeHnyeTcss KOHTpPOJIb KOHIEHTpAlMU TJIIOKO3bl B IUIa3Me KpoBHU. (s mpemoTBpaieHus
JalbHENIIIEro BCAChIBaHUS Ipernapara M3 JKEITyJOYHO-KUIIEYHOI'O TpaKTa HeoOXOJUMO
MIPOMBIBAHUE >KeNy/Ka, MPUEM aKTUBUPOBAHHOTO YIS U ClHaOUTENBbHOro cpenctBa. Moker
OTpebOBATHCS UCKYCCTBEHHAS! BEHTHIISLIUS JIETKUX.

[Ipu 6paaukapauK WK BbIpaKEHHOW BarOTOHUM CJIeAyeT BBOAUTH BHYTpUBEHHO (B/B) 0,5 — 2 Mr
arporiuHa. [Ipu AB-6mokane (11 — 11l cT.) pexomenayercs B/B BBeZieHNE OeTa-aJpeHOMHUMETHKOB,
npu  ux  HedpdekTMBHOCTH  cleAayeT  paccMOTpeTh  BOMpoc 00  yCTaHOBKE
ANEKTpOKapaAHOCTUMYIsTOpa. [Ipn BhIpa)kKeHHOM CHIKEHMHM AJl M 1IOKE pPEKOMEHIOBAHO
BHYTPUBEHHOE BBEJIEHHE IUIa3MO3aMELIAIONIMX pacTBOPOB M, TMpU  HEOOXOJUMOCTH,
KaTexojaMuHOB. B ciydae oTcyTcTBUS Kenmaemoro 3(@exta — BHYTPUBEHHOE BBEACHUE
rrokarona u3 pacdera 50 — 100 mMkr/kr maccsl Tena. [lpu cepaeuHoi HeTOCTAaTOYHOCTH JICUCHHE
HAYMHAIOT C BBEACHHUS CEPIEYHBIX TJIMKO3WAOB U JAUYPETUKOB, MpPHU OTCYTCTBUHU 3(PdexTa
1enecooOpa3HO BBeIEHUE JOMaMHHA, J00yTaMHHAa Wi BasomuiaraTtopoB. [Ipu Oponxocnaszme
MPUMEHSIOT OPOHXOINIATATOPbI, TAKWE KaK MHTAIAIIMOHHBIE O€Ta2-aIpEHOMUMETHUKH KOPOTKOTO
neiictBus w/miu amuHoQuLUIHH. HeGuBoo, BeposTHO, He OyAeT BHIBOAUTHCS MIPU FEMOINATH3E

B CBSI3H C BBICOKOH CTEITEHBLIO CBSI3BIBAHMSA C O€JIKAMU ILIa3MBbI KpOBH.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. apmakoguHAMHUYECKHE CBOHCTBA

dapMakoTepaneBTUYECKas rpymmna: OeTa-aApeHO0I0KATOPHI; CEJICKTHBHBIC Oera-
aIpeHOOIOKATOPHI.

Kon ATX: CO7AB12

MexaHn3M neicTBUA

HeOuBoson mnpencraBinser coboit pameMar AByX »HaHTHOMepoB: SRRR-nwebuosona (D-
HeOuBosionn) U RSSS-nebuBonona (L-nebuBoion), coderarommii Ba (apMaKoJIOTHUECKUX

JIENCTBUL:
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- D-HeOUBOJIOIN SBISETCS KOHKYPEHTHBIM U CEJIE KTI/IBHH%R&A%Q‘I&%JB&EEB%E&E}%MBIWB;

- L-HeOuBONION OKa3bIBAaET MSTKOE COCYAOPACIIUPSIONICe ESHCTBUE, CBA3AHHOE C BIMSHUEM Ha
cucremy L-apruHuH/OKCHI a30Ta, B MOIyJIMPYET BEICBOOOK ICHUE Ba30IMIATUPYIOMIETO haKkTopa
okcuaa azota (NO) u3 sHIOTEHS COCY/I0B.

dapmakoanaamMmueckie YhhEKTHI

OpnHOKpaTHBIA U MHOTOKpPATHBIN NTPUEM HEOMBOJIONA CHUKAET YacTOTY CEPACUHBIX COKPALIECHUM
(UCC) u A/l B mokoe U npH (pU3HUECKON HArpy3Ke Kak y MalueHTOB ¢ HOpMainbHbIM AJl, Tak U y
MAIMEHTOB C apTepHAIbHON THIEepTeH3Uel. AHTHTUIEPTEeH3UBHBIN 3(PdeKkT coxpaHsercs npu
JUIMTEIbHOM JIeUeHWU. B TepameBTHYECKHX J03aX HEOMBOJIOA He oOnamaer anbpda-
aJpEHEPrMYEeCKUM AaHTaroHn3MoM. Bo BpeMs KpaTKOCpOYHOM M JUIMTEIBHOM Tepanuu
HEOMBOJIOJIOM Yy MAalMEHTOB C apTepUaJbHOW THIEpTEH3UEeH OTMeudaeTcsl CHI)KEHHE OOIIero
nepudepudeckoro comnportupiieHus. Hecmorps na ymensuienne YCC, cCHMKEHUE CeplIeYHOrO
BBIOpOCA B TMOKOE W MpH (PU3NYECKON Harpy3ke MOKET ObIThb OrpaHHYEHO H3-3a YBEJIUYEHUS
yIapHOTro o0bema.

Y TanWeHToB ¢ apTepHabHON rumnepreH3uei HeOuBojon ypennuuBaeT NO-3aBUCHUMBIIA
COCYAMCTBHII OTBET Ha AUETHJIXOJMH, KOTOPBIH CHUXKEH y NAIMEeHTOB C SHAOTEIHAIbHOU
TUChHYHKITUEH.

HccnenoBanust mo m3ydeHHIO 3a00JI€Ba€MOCTH M CMEPTHOCTH Y MamueHToB crapiie 70 Jet co
ctabmibHBIM TeueHneM XCH co cHmkeHHOM niu coxpaneHHou (pakmueit Beiopoca (PB) neBoro
xenynouka (JDK), mokasamu, 9TOo HEOMBOJION, [MOOABJICHHBIM K CTAaHIAPTHOM TEpaIvH,
3HAYUTENILHO yBEJIWYHBAJI BpeMs O BOSHUKHOBEHUS CIIy4aeB CMEPTH WIM TOCIMUTAIU3AILMNH 110
CepJICUHO-COCYTUCTHIM MMPUYUHAM (TIepBUYHASI KOHEYHAs! TOUKa JJIsl OLIEHKH (PPEKTUBHOCTH) CO
CHIDKEHHEM OTHOCUTENILHOTO pucka Ha 14% (cHmKeHHe aOCOM0THOTO pucka coctaBuiio 4,2%).
CHuXeHHe OTHOCUTEJIBHOTO PUCKAa OTMEYANIoCh IOciie 6 MecsIeB JICUeHUS M COXPaHsUIOCh Ha
MPOTSHKEHUH Bcero mnepuoaa HabmogeHus. DPPekTuBHOCTH HEOMBOJIOIA B H3y4aeMOM
MOMYJISIUHU He 3aBHcena OT Bo3pacta, nona u OB JIK. CHukeHre CMEepTHOCTH OT BCEX MPUUMH
HE JOCTHUTJIO CTATUCTHUYECKOM 3HAUMMOCTH 110 CPaBHEHHUIO C Tiaiedo.

BrisiBneHO CHMKEHHE Cly4yaeB BHE3AlHOM CMEPTH y MAIMEeHTOB, MOJY4YaBIIMX HEOWBOJION MO
CpPaBHEHHIO C Iareoo.

DkcrepuMeHThI iN VItr0 u IN ViVO Ha >KMBOTHBIX IOKa3ajid, 4TO HEOWUBOJON He oOsamact
BHYTpPEHHEW CUMIIATOMUMETHYECKON aKTUBHOCTHIO U MEMOPaHOCTAOMIM3UPYIOIUM 3((HEKTOM B
(hapMaKoIOTHYECKUX J03aX.

Y 310poBBIX J00pPOBONIBLIEB HEOMBOJIOA HE OKa3blBAET CYIIECTBEHHOIO BIMSHUSA Ha

MEPpCHOCUMOCTDb (bI/I?»I/I"IeCKI/IX Harpys3okK.
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CyliecTByIOmHUE JOKIMHUYECKUE U KIMHUYECKHE nanible’ el BEam HeFdinoro Bt s

HeOMBOJIOJIAa HAa SPEKTUIIbHYIO (PYHKLHUIO Y TAIIMEHTOB C apTepHaAIbHON TUIIEPTEH3UEH.

5.2. dapmakoknHeTHYECKHE CBOHCTBA

AOcopbuus

[Tocne mpuema BHYyTph HEOMBOIION OBICTPO BeackiBaeTcs. [IpreM muim He OKa3bIBaeT BIMSHUS HA
abcopOuuio, MOATOMY HEOHMBOJOI MOXHO TPHHMMATh HE3aBUCUMO OT TMpHeMa IHUIIH.
buonoctynHocTs HEOMBOJIOIIA MTOCTIE TPHEMa BHYTPb COCTaBIIsIECT B cpeHeM 12% y manueHToB ¢
«OBICTPBIM» MeTabom3MoM (3(eKT «mepBOro MPOXOXKICHHS») W OBIBACT MOYTH MOJHOH Yy
MAIUEHTOB C «MEIJIEHHBIM» METa00IU3MOM.

Pacnopenenenne

B nmna3zme kpoBu 00a sHaHTHOMEpa HEOMBOJIOJIA TPEUMYIIIECTBEHHO CBSI3BIBAIOTCS C aJTbOYMHHOM.
Cesi3piBaHMe ¢ OelkamMu TuTa3Mbl KpoOBH cocTaBisieT aisi D-nebuBonona — 98,1%, mnsa L-
HebuBoyona — 97,9%. B paBHOBECHOM COCTOSSHMM W TIPH OJMHAKOBBIX J103aX MaKCHUMabHas
KOHIICHTpallUsi HEM3MEHEHHOTO HEOHMBOJIONA B TUIa3ME KPOBU Yy TAIMEHTOB C «MEICHHBIM»
MeTa0oJIM3MOM TMPUONM3UTENHFHO B 23 pa3a BbIIIE, YeM Y TMAIMEHTOB C «OBICTPHIMY
MeTabomm3MoM. [Ipr COBMECTHOM ydeTe KOHIEHTpAlMii HEM3MEHEHHOT0 HEOWBOJIONIAa U €ro
AKTUBHBIX META0OJUTOB B TUTa3Me€ KPOBHU PA3TMYME B MAKCHMAJBHBIX KOHIICHTPAIIUAX MEXTY
«OBICTPBIMU» MU «MEIJICHHBIMH» MeTabonm3aTopamu coctaBiseTr 1,3 — 1,4 paza. C ydetom
pazIuuuii B CKOPOCTH METab0IM3Ma, 1032 HEOMBOJIOJIA TOJDKHA MTOIOMPATHCS MHANBUYAJILHO: Y
MAIUEHTOB C «MEJUICHHBIM» META00IU3MOM MOT'YT MTPUMEHSATHCS 00JIee HU3KHUE JT03bI.

Buorpancdopmars

HeOuBononm  akTUBHO  MeTa0OJM3UPYETCS, YacCTHYHO C  oOpa3oBaHMEM  aKTUBHBIX
THAPOKCUMETAO0IMTOB IMyTEM QIMIMKINYECKOTO M apOMAaTHYECKOTO THUIAPOKCHINPOBAHUSA,
gacTUYHOrO  N-Ie3ankwimpoBaHusT | TUIFOKYPOHHPOBAaHUS, KpOME TOro, 0O0pa3yroTcs
TJTFOKYPOHHIBI THIPOKCUMETA00IUTOB.

OnIUMHAHALUS

Uepes Henento mociie mpuMeHeHus HeOuBostona 38% 10361 BRIBOAUTCS Movkamu, 48% — depe3
KHIIICYHUK. BhIBe/leHne HEM3MEHEHHOT0 HEOMBOJIONIA Uyepe3 Mouku coctaBisier menee 0,5% ot
JI03bI Tpenapara, npuHAToro BHYTph. [lepuoa nomyBeiBenenus (Ty) y manueHToOB ¢ «OBICTPHIMY
MeTaboIM3MOM: THAPOKCUMETA00IUTOB — 24 yaca, SHAaHTHUOMEpPOB HeOuBosona — 10 yacos; y
MAIUEHTOB C «MEJJICHHBIM» METa00IM3MOM: THIAPOKCUMETA00IUTOB — 48 4acoB, SHAHTHOMEPOB
HebuBomnona — 30 — 50 yacoB. Y manueHToB ¢ «OBICTPBIMY METa00IM3MOM IJIa3MEHHBIN YPOBEHb
RSSS — snantnomepoB (L-neOGuBomona) Heckonbko Bbiie, yueM SRRR — snantuomepon (D-

HG6I/IBOJ'IOJ'Ia). V namueHToB ¢ «MEIJICHHBIM MeTab0IU3MOM 3Ta pa3Hua C1Iec OoJIbIIIE.
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PaBHOBeCHAas KOHIEHTpanus HEOMBOJIONA B [IUIA3ME '-%:BPFE)J"G%BM'E@ECJ&Q TI0B C

«OBICTPBIM» META0OJIM3MOM JOCTHTAeTCS B TeUeHHE 24 4acoB, a s TUAPOKCHUMETaOOIUTOB —
gyepe3 HECKOJIbKO CyTOK. [lma3MeHHbIe KOHIIEHTpauy NpOonopLUuoHaNbHE J03aM oT 1 mr no 30

Mr. Bo3pact narmenTta He BiusieT Ha GapMaKOKHHETUKY Tperapara.

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. Ilepeuenb BcioMoraTe/ibHbIX BelIeCTB

JIakT03BI MOHOTHIPAT

Kpaxman kykypy3Hslii

Kpockapmennosa Hatpust

I'mnpomennosa

[ennrono3a MUKPOKpUCTAIIITNYECKAS

Kpemuust iMokcu1 KOJITOWAHBII

Maruus creapat

6.2. HecoBmecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

4 rona.

6.4. OcoOble MepbI IPEAOCTOPOKHOCTH NPU XPAHEHUH

XpaHuTh Npu Temrneparype He Baiie 25 °C.

6.5. Xapakrep u conepkaHue NePBUYHON YIIAKOBKH

10 tabnerok B Omucrep u3 [IBX menku u amomuaueBOd (oasru. 3 wiam 10 GimctepoB B
KapTOHHYIO [TAYKy BMECTE C MHCTPYKIMEN 11O IPUMEHEHHUIO.

7 tabnerok B Omuctep u3 [IBX mieHku u anromuareBoi (Gosabru. 2 uin 4 01ucTepa B KAPTOHHYIO
MayKy BMECTE C MHCTPYKLUEN IO IPUMEHEHMUIO.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TPH YHHYTOKEHUM  MCIOJb30BAHHOIO
JIEKAPCTBEHHOr0 mpemapara WIH  OTX0A0B, IOJYYeHHBbIX MOCJIe¢ TPUHMEHEHHUS
JIEKAPCTBEHHOI0 Mpenapara v Apyrue MaHUNMyJISAUHMHU C pPenapaTom

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALHIMOHHOI'O YAOCTOBEPEHUA
Nunus
Toppent ®apmacerotukainc Jita.

Torrent House, Off Ashram Road, Ahmedabad 380009
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7.1. lipeacTaBuTelIb AEPKATEIsA PErucTPALMOHHOIO &E&%MﬁTEH EHOCTE 0001)

IIperen3un HOTD€6I/IT€JIeﬁ HalmpaBJIATH 110 aAPECy.

Poccuiickas @enepauus
IIpencraBurensctBo Toppent @apmaceroTukanc JIta.
r. Mockga, 117418, yn. HoBouepemyimkuHckas, 1. 61

Ten: +7 (495) 258 59 90, dpaxc: +7 (495) 258 59 89

8. HOMEP PETHCTPAHMOHHOI'O YAOCTOBEPEHUA

9. JATA NEPBUYHON PETIMCTPAIIMM (IIOATBEPXKIEHHS PETHCTPAIIUM,
HEPEPETUCTPALIUN)

JlaTa epBoOM perucTpanuu:

10. AATA TIEPECMOTPA TEKCTA

OO1as xapakTepucTHKa JIeKapcTBeHHOTo npenapara Hebusatop qoctynHa Ha HH(GOPMalOHHOM
noprane EBpasuiickoro 3KOHOMHUYECKOT0 cor03a B MHPOPMAIMOHHO-KOMMYHUKAIIMOHHOM ceTH

«Hurepuer» http://eec.eaeunion.org.
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