COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 17.04.2025 N= 10261

OBLIASI XAPAKTEPUCTHUKA JEKAPCTBEHHOI'O TTPEHAPATA> “701)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

He6GuBoion, 5 Mr, TabJeTKH

2. KAUECTBEHHbIA U KOJIMYECTBEHHBIN COCTAB

JleticTByto11ee BemecTBO: HEOUBOJIOI.

Kaxxnas Tabnerka cogepuT 5 Mr HeOUBoIIoIIa (B BUAE THAPOXIOPHUIA).

BcnomorarenabHble BCIICCTBA, HAJIMUMUC KOTOPBIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: jaktosa (cm. pasuen 4.3., 4.4.).

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEUIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku.

TabeTku 6e710r0 UK MOYTH OEJIOTO I[BETa, KPYTJIbIe, INTOCKOIMINHAPUIECKOU (hOpMBI, ¢ hacKoi
U KpecTooOpa3HON PUCKOI Ha OJTHON CTOPOHE.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxa3aHusi K NPMMEHEHUIO

[IpenapaT nokasaH K IPUMEHEHUIO y B3pOCbIX cTapiie 18 jeT A neueHus:

- apTepuagbHOM TMIEPTEH3UH;

- CTaOMJIBHON XPOHUYECKOM CepACUYHON HETOCTATOYHOCTH JIETKOW U CPETHEN CTENEHH TSHKECTH (B
COCTaBe KOMOMHHPOBAHHOM Tepanuu) y marueHToB crapiie 70 jer.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

ApTepuanbHasi THIEPTEH3UI

Cyrounas mgo3a cocraBimsger S5 mr HeOuBosona (1 TabGnerka mpemapata HebuBoson).
AHTUTHIIEpTEH3UBHBIN 3 eKT pa3BuBaeTcs depe3 -2 Hemenw, B psAc ClydaeB OMTHUMATLHBINA
a¢deKT qocTUraeTcs JUIIb CITyCTs 4 HeIemH.

[Tpenapatr HebuBOI0I MOXKHO MPUMEHSTh KaK B MOHOTEPANUU, TaK U B KOMOMHAIIMK C APYTUMHU
TUIOTEH3UBHBIMU cpelicTBaMu. Jlo cUX MOp JOMOJMHUTENIbHBIA aHTUTUIEPTEH3UBHBIN 3¢ deKT
HAOIIOIAJICST TONBKO MPU KOMOMHAIIMK HEOMBOJIONA 5 MT' ¢ THAPOXJIOPOTHUAZUIOM B 103e 12,5—
25 mr.

Ocobvle epynnvl nayuenmos

Hayuenmul ¢ noueunou He00Cmamo4HoCmbto

PGKOMGHI[OBaHHa}I HaydaJibHas AO03a y MallUCHTOB C OYEYHOU HEAOCTAaTOYHOCTHIO COCTaBJISACT
2,5 Mmr nebOuBosona (1/2 Tabmerkum npemapara HebGuBomon) B cytku. [Ipm HeoOxommmocTu

CYTOUYHYIO 7103y MOXKHO YBEUYUTH 710 5 MT (1 TabneTka).
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Hayuenmul ¢ neuenounoul He00CmAamo4HOCbIO

JlaHHbIE O MpPHUMEHEHHHM HEOMBOJIOJA Y MAIMEHTOB C IMEUYEHOYHOM HEJIOCTATOYHOCTBHIO WM
HapyleHHeM (YHKLIUHU Me4YeHu orpaHuyeHsl. [loaToMy npumenenue npenapara HebGuBomion y
JTUX MALMEHTOB IPOTUBOIIOKA3aHO.

Hoowcunvie nayuenmol

VY marueHToB crapiie 65 neT peKOMEHIOBaHHAsI HadalbHAsI 1033 COCTABIsET 2,5 MI HEOMBOJIOIIA
(1/2 Tabnetku npenapara HebuBonoxn) B cyTku. [Ipy He0OX0IMMOCTH CYyTOUHAS 1032 MOXKET OBITh
yBenudeHa 10 S5 mr HeOmBosoma (1 Tabnerka mpemapara HeGuBonon). OmHako, y4UTHIBas
HEJI0OCTaTOYHBIN OMBIT MPUMEHEHHUs npenapaTta HeOuBoson y manueHToB crapiie 75 JeT, caeayer
MPOSIBIISATE OCTOPOKHOCTH M MPOBOUTH TIIATEILHOE 00CIEI0BAHNE TAKUX MMAIIUEHTOB.

XpoHHYECKasa cepAcuHas HeI0CTaTOUYHOCTh

Jleyenune cTabMIIBHONM XpOHUUECKOU cepaeuHoi HempocTtaTouHOoCTH (XCH) momKHO HAaUMHATBCS C
MOCTENIEHHOW TUTpalMK 103kl HEOMBOJIONA O JOCTHXKEHUS WHAMBHAYAIbHON ONTUMAalIbHON
noepKuBatromiei 1o3el. Y nanueHToB ¢ XCH B Hauae ieueHus: HEOUBOJIOIOM HE IOJKHO OBITh
AMU30/I0B OCTPOM CEpACUHON HEIOCTATOUYHOCTH B T€UEHUE MociaeAHnX 6 Henenb. Jlevamuii Bpau
NOJDKEH UMETh JOCTATOUYHBIN OMEBIT JeueHus manueaToB ¢ XCH.

Y nanueHToB, MNOIyYaroIIMX TEpPamuio CEepJACYHO-COCYIUCThIMU MpernapaTamMH, BKIIOYas
JMYPETUKU U/WITA TUTOKCHH W/UITM HHTHOUTOPBI aHTMOTEH3UHIpeBpamaromero gepmenta (AIID)
W/WIA aHTaroHUCThl perentopoB anruoreHsmHa Il (APA 1I), ontumanbHbIE H03BI JaHHBIX
JIEKapCTBEHHBIX MPENnapaToB JOHKHBI OBITh [T000paHbl B TeUeHUE 2 Helesb A0 Hayalla Tepanuu
HEOUBOJIOIOM.

B navane neyenus nmonoop 1036l npenapara He6nBo101 HEOOXOMMO OCYILIECTBIISATH MEIJICHHO,
C WHTEpBaJIOM OT | 10 2 Hemenab MEeXAY KaKIbIM MOCIEIYIOUIUM YBEIHMYEHHEM J103bl B
3aBHCHUMOCTH OT TE€PEHOCHMMOCTH MallMeHTOM Kaxaoil no3bl. [lomgbop m03b1 HEoOXOoAMMO
OCYIIECTBIISITh TIO CIEAYIONICH cxeme: J03a, cocTaistomas 1,25 mr HebuBosona (1/4 Tabnetku
npenapata HeOuBonon) oauH pa3 B CyTKH, MOKET OBITh YBEIMYEHa CHadaia 10 2,5-5 mr
HeOuBoona (1/2 Tabnetku nim 1 Tabnerka) oauH pa3 B CyTKH, a 3aTeM — A0 10 mr HeOuBosona (2
TabneTku npenapara Hebuposor) onuH pas B CyTKH.

MakcumanbHasi CyTodHas g03a cocrapiser 10 Mr HeOuBoIOIA.

B nauane nieueHus 1 Ipu KaxkJ10M MOCJIEYIOIEM YBEIMUEHUH 1O3bI MMALIUEHTY CJIeAyeT HE MEHEe
2 4acoB HAXOJUTKCS MO/ HAOIIOIEHUEM Bpada, YTOOBI YOSAUTHCS, YTO KIMHUYECKOE COCTOSIHUE
oCTaeTcsi cTabUIbLHBIM (0COOCHHO apTepuanbHoe naBiaeHue (A/l), yacTora cepaeuHO-COCYIUCTHIX
cokpamernii (UYCC); OTCYTCTBYIOT HapymICHUS MPOBOJUMOCTH W CHMIITOMBI JICKOMIICHCAIIUN
XCH).

W3-3a BO3HUKHOBEHUS TOOOYHBIX 3(P(PEKTOB HE BCEM MALMEHTaM y1aeTCs TOCTUYb MaKCUMAJIbHOM
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

CTYNEHYAaTO CHU3UTH U MO0 BO3MOKHOCTH BHOBb K HE BEPHYTHCS.

B mepuon TuTpoBaHWS 103bI HEOMBOJIONA B ciydae yxyameHus Teuenus XCH wnu mpu
HETMEePEHOCHUMOCTH TIperapaTa PeKOMEHIYETCsl CHavajla CHHU3UTh 103y HEOWBOJIONA WIIM TIPU
HEeoOXoAMMOCTH (TIPH TIOSIBICHUU TSKEJIOW apTepUaIbHOM THIOTOHUU, MPOTPECCUPOBAHUU
CHUMIITOMOB CEPJICYHON HEJOCTATOYHOCTHU C PA3BUTHUEM OCTPOrO OTEKa JIETKUX, KApJUOTEHHOIO
II0Ka, CAMIITOMHOM OpaJiuKapanu WIK aTpUOBEHTPHUKYISIpHOM (AB) Gokaabl) HEMEAIEHHO €ro
OTMCHUT.

Jleuenune HebuBosmonoM crabminbHo XCH sBIIsieTcs, Kak MPaBUII0, IITUTEIBHBIM.

He pexomenmyeTcst pe3kas OTMEHA Teparnud HEOWBOJIOIOM, TaK KaK 3TO MOXKET MPHUBECTH K
YXYAIICHUIO TEUEHUS CeplIeYHON HemocrtaTouHocTd. Ecnm oTMeHa mpemapata HeoOXoauma, TO
JI03y CIIETyeT CHIKATh MOATAITHO, YMEHBIIIAsl €€ B JIBAa paza ¢ MHTEPBAJIOM B OJIHY HECIIO.
Ocobvle epynnvl nayuenmos

Hayuenmul ¢ noueunou He00Cmamo4HOCmbto

CnenuanbHasi KOPPEKIUs J03bl y MAIlMEHTOB C IOYEYHOW HEJOCTAaTOYHOCTBIO JIETKOW U
YMEPEHHOW  CTENMEeHW TsKecTH (CKOpocTh  KiyOoukoBoil — umbrpaniun  (CK®) 89—
30 ma/mus/1,73 M> TIOIIAAM TOBEPXHOCTH Tena) He TpebyeTcs, Tak Kak TUTpamus [0
MaKCHUMaJILHOU HepeHOCHMOﬁ A03bI OCYIICCTBIIACTCA NHANBUAYAJIBHO.

OmnbiTa MPpUMEHEHUs TpenapaTa y OOJNbHBIX C MOYEYHON HEIOCTAaTOYHOCTBIO TSKENOH CTeneHH
taxectu (CK® < 30 mn/mMun/1,73 M? momaay moBepxHOCTH Tena) HeT. [109ToMy mpuMeHeHue
HG6I/IBOJ'IO.H8. Y 9TUX MAIIUCHTOB HEC pCKOMCHAYCTCA.

Hayuenmul ¢ neuenounou He00Cmamo4HoCbIO

JlaHHbIE O NpPUMEHEHMM HEOMBOJIOJA Yy MAIMEHTOB C IEYEHOYHOM HEJAOCTATOYHOCTBIO WM
HapyleHHeM (YHKLIMHU Me4eHu orpaHuyeHsl. [loaToMy npumenenue npenapara HebuBoson y
JTUX MMALMEHTOB IIPOTUBOIIOKA3aHO.

Hooicunvie nayuenmol

CriernanibHast KOPPEKIHS 103b1 Y JAHHOW BO3PACTHOM KaTETOPUH He TPEOyeTCsl, TaK KaK TUTPAIIHS
a0 MaKCHUMaJILHOU HepeHOCI/IMOI\/'I AO03bI OCYHICCTBIIACTCA MHANBUAYAJIBHO.

CTU
be3onacHocTh u addexTuBHOCTS Ipenapara He6uBonon y aereit B Bo3pacte oT 0 1o 18 set He
ycTraHoBJieHbI. J[aHHBIE OTCYTCTBYIOT. [109TOMY €ro mpuMeHEHue y JeTed W IMOJPOCTKOB He
PEKOMEHTyeTCs.

Cnooco0 nnpuMeHeHus

Tabnetku npenapata HeOGuBoon npuHUMAaOT BHYTPb, OJIMH pa3 B CYTKH, JK€JIaTeIbHO B OJHO U

TO KC€ BpPEMs, HE3aBUCHUMO OT BPCMCHHU IIPUCMaA IMUINH, 3alluBasg JOCTATOYHBIM KOJIHUYECTBOM
3



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 17.04.2025 N= 10261

(NOCNEQCBATENEHOCTE 0001)

SKHIKOCTH.

4.3. IlpoTuBoOnoOKa3aHus

- TUNEpPYYBCTBUTEIBHOCTh K HEOMBOJIONY WM K JII0OOOMY M3 BCIIOMOTaTelbHBIX BEIIECTB,
IIEpEYCIIEHHBIX B pazzene 6.1;

- TMe4eHOYHas HepocTaToyHOCTh (Kinace B n C nmo kinaccudukanun Yaiina-I1s10) nim HapymeHus
GyHKIIMY TIEYCHH;

- ocTpasl cepleyHasi HeAOCTaTOYHOCTh, KapAuoreHHbld 1mok, XCH B cTagum nexkommneHcanuu
(TpeOyroiasi BHYTPHUBEHHOTO  BBEICHUS  MPEMaparoB, OOJIAMAIONUX  MMOJOXHUTEIHHBIM
WHOTPOITHBIM JICHCTBUEM);

- TsDKeJas apTepualibHas TuroTeH3us (cucroiaumdeckoe AJl menee 90 Mm pT. CT.);

- CHHJIpPOM CJIab0CTH CUHYCOBOTO y3J1a, BKJIIOYasi CHHOAYPHUKYJIApHYIO OJ0Kany;

- AB-6nokana I u III crenienu (6€3 37EKTPOKAPAUOCTUMYIISATOPA);

- opanukapaus (UCC menee 60 ya/MuH 10 Hayalla TEpaIun);

- HeneueHas heoxpomoruToma (0e3 OJHOBPEMEHHOTO TPUMEHEHUS alb(ha-aapeHO0I0KaTOPOB);
- METa0OJIMYECKUH alliI03;

- OpoHxocmna3M U OpoHXHaJIbHasi aCTMa B aHAMHE3E;

- TsDKEJbIE HapyIIeHUs epudepuaeckoro KpoBOOOpaIeHUS;

- OJHOBpPEMEHHOE MPUMEHEHHE C PIIOKTaPEeHUHOM, CYIBTONPHAOM (CM. pazjaen 4.5);

- MEepHOJ TPYIHOTO BCKaPMIIUBAHUS;

- BO3pact 1o 18 ner;

- HEMEePEHOCUMOCTh JIAKTO3bI, JAC(PHIMT JaKTa3bl WU TIIOKO30-TATAKTO3HAs MaababcopOIus
(Ipemapat CoIepKUT JIAKTO3Y).

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

C 0CTOPOKHOCTEIO

- ToYeuHas HENOCTATOYHOCTh Tskenoit cremern (CK® < 30 mu/mun/1,73 M> mromaan

MMOBEPXHOCTH TeNa);

caxapHbIil 1raber;

- runepyHKIUS IIUTOBUTHON KEIE3bl;

- ajulepruyeckue 3a00JeBaHUs B aHAMHE3E, ICOpHas;

- XpOHHMYECKas 00CTpyKTUBHAS OOJIE3Hb JIETKUX;

- oOmuTepupytomue 3a0oieBaHUS TEpUPEPUIECKUX COCYI0B (MepeMekaromascs XpoMoTa,
cunapom PeitHo);

- AB-0Omokaza I crenenuy;

- creHokapaus [IpuHumerana;

- BO3pacT crapiie 75 JeT;
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- apTepuanbHasi TUIIOTEH3HS;

- (eoxpomonuroma (Ipr OTHOBPEMEHHOM TPUMEHEHUHU alTb(a-aapeH0OI0KaTOPOB);

- XUpPYyprudecKue BMEIIaTeIbCTBA U 00IIas aHECTE3 U,

- TpOBEJEHHUE JECEHCUOMIN3UPYIONIeH Tepanuu;

- OepeMEeHHOCTb.

Ipexpawenue mepanuu Uiy « CUHOPOM OMMEHbBLY

He cnenyer pesko mpepbIBaTh JiedyeHHE HEOMBOJIOIOM Oe3 KpaiiHelr HeoOxomumoctu. Cremyer
co0Jr01aTh 0COOYI0 OCTOPOKHOCTH MTPH HEOOXOIUMOCTH MPEKPAIIECHUS TepANiU Y TAIUEHTOB C
umemudeckorn Oonesnpto cepama (MBC), Tak kak oTMedanoch YTsDKEICHUE MPHUCTYIIOB
CTCHOKApJNH, pa3BUTHE WH(PAPKTAa MHOKApAA U BO3HUKHOBEHHE KEIyJOYKOBBIX APUTMHUH Y
narmenToB ¢ MBC mpu BHeE3amHOM TpeKkpalieHud mnpuema Oera-aapeHobsokatopoB. Ecnu
MpeKpaleHne JeuyeHuss HeoOXOAMMO, TO /103y HEOMBOJIONA CIIEYeT CHIDKATh MOCTENEHHO B
teyeHue 1-2 Hegenb. B cnyyae 3HAUUTENBHOTO YTSXKEIECHUS CTEHOKAPIUH UM PAa3BUTHS OCTPOTO
KOPOHApPHOT'O CHHIPOMA CJIEyeT BpEMEHHO BO30OHOBUTH MPHEM HEOHUBOJIONA.

3abonesanus cepoeyHo-cocyoucmoil cucmemol

Kontpons A/l m UHCC B Havasie mpuemMa mpemnapara J0JDKEeH OBITh ekeaHeBHBIM. Kak u npyrue
OeTa-aipeHoOIOKaTOPhl, HEOWBOJIOI MOXKET BBI3BIBAaTh yJIWHEHHE UHTepBaja PQ Ha
anekrpokapauorpamme (OKI). Crieqyer ¢ OCTOPOKHOCTBIO MPUMEHSATH HEOMBOJIOI Y TAI[MECHTOB
c AB-Omokamoit [ cremeHu, HapyUIEHHUSMH TPOBOAMMOCTH CEpAld, CHHKOIMAIbHBIMU
cocTossHUSIMU B aHamHe3e. OJIHOBpPEMEHHOE NpPHMEHEHHE HEOMBOJIOJIa C JIEKapCTBEHHBIMU
npenaparamu, CrocoOHbpIMU yaiuHATh nHTEepBaid PQ Ha DKI', BO3MOXXHO TOJILKO B TOM cllydae,
€ClIi OXHUJaemas TOoNb3a /IS TAIMEeHTa TIEePEBEIINBACT BO3MOXHBIM PHCK Pa3BUTUS WU
YTsDKETICHUS] HapyIIeHUH TPOBOIMMOCTH CEp/la.

Bazocnacmuueckas cmenoxapous (cmenoxapous Ilpunymemana)

HecenektuBHble OeTa-aapeHOOIOKATOPEl MOTYT YBEJIWYMBATh YAaCTOTY W MPOJOJIKHTEIBbHOCTD
AQHTMHO3HBIX TPHUCTYNOB y MAalUEHTOB C Ba30CMACTUYECKOH CTEeHOKapAuen (CTeHOKapauen
[IpuninMeTana), BCIEACTBHE  OMOCPEAOBAHHOW  anmb(a-penentopaMd  Ba3OKOHCTPUKIIHH
KOpoHapHOW aprtepuu. KapamocenekTuBHBIE OeTai-aJApeHOO0JIOKATOPHI MPH Ba30CMACTUUYECKON
CTEHOKapNH CleAyeT MPUMEHSTH C OCTOPOKHOCTBIO.

bpaouxapous

Bera-anpeno0iokaTopsl MOTYT BbI3bIBaTh Opaaukapauio. [Ipu ypexxennn YCC B mokoe menee 50—
55 yn/mMuH crieflyeT yMEHbIIUTh 103y WK MPEeKpaTUTh pueM HeOrBoIIoa.

3abonesanus nepugepuieckux cocyoos

OCTOpOXKHOCTh HEOOXOIMMa TpHU MPUMEHEHHH HEOWBOJIONA Yy TMAIMEHTOB C 3a00JeBaHUSMU

nepudepudeckux CcocyaoB (B TOM dUuciae ¢ CUHApoMoM PeifHO), mMOCKOJNBKY OeTa-
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Lexomnencuposannas XCH

Bera-anpeno0iokaTopsl HE JOIKHBI IPUMEHATHCS NPH AekomreHcupoBanHoit XCH 1o Tex mop,
MOKa COCTOSIHUE MalueHTa He crabunusupyercs. HeOMBOIONI MOXHO MPUMEHSATH ISl TEparuu
crabmwipHOM XCH nerkoil W cpemHed CTeneHW TSHKECTH OJHOBPEMEHHO C THA3UIHBIMU
JTYpETUKaMu, TUrOKCUHOM, nHruoutopamu AII® i APA 1L

Xpornuueckas obcmpykmuenas 6one3us neekux (XOBJI)

[Taruentam ¢ OpOHXOCTACTUYECKUMH 3a00J€BaHUSIMH MOXHO Ha3HA4aTh KapAHOCEIEKTHBHBIC
OeTa|-aipeHOOIOKAaTOPHl B ClIydae HEMEPEHOCUMOCTH W/Wiau  Hed(h(HEKTUBHOCTH JPYTHX
THIIOTEH3UBHBIX CPE/ICTB.

Bera-agpeHoOnokaTopsl clieayeT MPUMEHSITh C OCTOPOXHOCThIO y mamueHToB ¢ XOBJI,
MOCKOJIKY MOYET YCWJIHTbCA OpoHXocmazM. Y TMalUeHTOB C MPEeIpacloyioKeHHOCThIO K
OpoHxocma3My IMpu mpueMe OeTa-aIpeHOOTOKATOPOB MOXKET PAa3BUTHCS OJABIINIKA B Pe3yJbTare
NIOBBIIICHUS] COTIPOTUBIICHUS JAbIXaTeNbHBIX myTeil. HeoOxonumo TimaTensHOe HaOMIonEHHE 32
TaKMUMHU TAIMEHTaMH B Hadaje JICYCHUs M NPH YBEIHMUEHHUH J03bl MpernapaTa, a Takke IMpH
CHI)KEHMHU J103bI HEOMBOJIOJIA, €CIIM MOSBISIOTCS HayallbHbIE MpHU3HAaKu Oponxocmnasma. Ilepen
HAYaJIOM JICUYEHUs PEKOMEHIYETCs MPOBOAUTH HCCIIeJIOBaHHE (DYHKIMU BHEIIHETO IbIXaHUS Y
NaIMEeHTOB C HAJTMYMEM B aHaMHe3e OpPOHXOJIETOYHBIX 3a00JIeBaHUA.

VY KypuibIIMKOB 3 HEKTUBHOCTH O€Ta-aAPeHOOIOKATOPOB HIKE, YEM Y HEKYPSIIHX.

Caxapmuwiii ouabem

HebOuBosnon He BIMAET HAa KOHLIEHTPAIMIO TJIOKO3bI B IJIa3ME KPOBHU Y MAI[UEHTOB C CaXxapHbIM
nuadetoM. Tem He MeHee, cleayeT cOOMOAaTh OCTOPOKHOCTD MPH JICYCHUH 3TUX TMAIlUCHTOB,
IIOCKOJIbKY HEOMBOJIOJI MOXKET MAaCKHpOBAaTh ONPEACIEHHbIE CHUMOTOMBI THIIOTTTHKEMHUH
(HarpuMmep, TaXUKapIUI0), BbI3BaHHbIE IPUMEHEHUEM THIIOTIIMKEMUYECKUX CPEJICTB Ui TpuemMa
BHYTPb U UHCYJIMHA.

VY nanueHToB ¢ JAOUJIBHBIM TEUCHHEM CaXapHOro JuadeTa M HaJMYUeM B aHAMHE3€ SIH30]10B
CIOHTAaHHOM TUIOTJIMKEMUU TpPUMEHEHUEe OeTa-agpeHOO0IOKaTOPOB MOXKET TPUBECTH K
YXYALIEHUIO KOHTPOJS TJMKEMHUU M YBEIMYEHHUIO BpPEMEHHM BOCCTAHOBJIEHMSI IIOCIE
TUNorIuKeMun. B TakoMm ciyyae MoKeT moTpeOoBaThCs KOPPEKLHMS 103bl TUITOTIMKEMUYECKUX
CPeACTB Ui pUeMa BHYTPb M MHCYJIUHA. Takoi 3¢ ¢eKT 0ObIYHO BO3HUKAT Ha (OHE JICUCHUS
HECEJICKTHUBHBIMU  0€Ta-aipeHOOIOKAaTOpaMH ¥ MEHEE BEpOSTeH IMpH  NPUMEHEHHUH
KapJIMOCEIICKTUBHBIX 0eTa|-aJApeHO00IOKAaTOPOB (TaKuX, KaKk HEOMBOJION).

Tunepghynkyus wumosuoHoll Jcenesvi

[Ipu runepyHKIMM IIUTOBUIAHON jKele3bl OeTa-aApeHOOJOKATOpPbl MOTYT MAacKHpPOBAaTh

TaXUKApAUIO W YMCHBIIATH BBIPAKCHHOCTH CHMIITOMOB THUPCOTOKCHUKO3A. Pe3kas orMmena
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

TUPEOTOKCUIECKOTO KpH3a.
Deoxpomoyumoma

[TariuenTam ¢ heoxXpOMOIIUTOMOM 10 HavaIa MpUMEHEHUS JIF0O0Tro OeTa-aipeHobI0KaTopa (B TOM
yucie HeOMBOJI0JIa) HEOOXOAMMO Ha3HAYHUTH alib(a-aipeH0OI0KaATOP.

Obwue xupypeuueckue emeuamenbcmea u oowas anecmesus

[Tpu HEOOXOAMMOCTH MPOBEACHUS XUPYPTUISCKUX BMEIIATENLCTB CISIyeT MPeAyPEIUTh Bpada
aHEeCTe3MOoJIoTa O TOM, YTO MAIMEHT MPUHUMAET OeTa-aJApeHOOIOKATOPHI (PHCK JICKApCTBEHHBIX
B3aUMOJICCTBUH C pa3BUTHEM OpaJMapuTMUN W apTepuaibHO# runoteH3un). Ha dhone npuema
HEOHMBOJIONIA CJIEAYEeT C OCTOPOKHOCTHIO MPHUMEHSATH CPEACTBA IS HApKO3a, YTHETAoIne
COKPaTUMOCTh MHOKapjaa. BHYTpUBEHHOE BBEJCHHE aTPONMMHA MOXKET 3al[UTUTHh MAlUEHTa OT
pa3BUTHS BaryCHBIX peakimid. J[ist o0mielt aHecTe3nu peKOMEHIyeTCsl TPUMEHEHHE TIPEnapaToB C
MUHHMAaJIbHO OTPUIIATEIFHBIM HHOTPOITHBIM JICHCTBUEM.

Pexomennyercss 0e3 sBHOW HEOOXOAMMOCTH HE TpeKpamarb MpueM HeOMBOJOda B
MpeIoTIepallMOHHOM Tepuosie (Tak Kak Oyiokaga OeTa-aJpeHOPEleNTOPOB CHIDKAET PHUCK
BO3HMKHOBEHHUSI apUTMHK BO BpeMsi BBOJHOTO HapKo3a W HWHTyOamuu Tpaxew). B ciydae
HEOOXOIMMOCTH TPEPHIBaHUS JICUCHHST HEOWBOJIOJIOM IEpell MPOBEIACHHEM XHUPYPrHYECKOTO
BMEIIATEIhCTBA Iperapar ciaeayeT OTMEHUTh HE MeHee ueM 3a 24 Jaca J0 omeparuu.

Peaxyuu nosviuennotl uygcmeumensnocmu

bera-agpeHOOIOKaTOPEI MOTYT TOBBICUTH YYBCTBHTEIBHOCTh K aNIepreHaM U TKECTh
aHaHUIAKTUYECKUX PEaKIUW/peakiuii TUIEPYyBCTBUTEIBHOCTH. [IpuMeHeHHe OOBIYHBIX
TepaneBTHYECKUX 1103 dnuHedpuHa (aapeHannna) Ha GoHe nmpuemMa 0eTa-aIpeHO0I0KaTOPOB HE
BCerja MPHUBOIUT K JOCTHXKCHHIO >KelaeMoro KimHu4Yeckoro 3ddekra. Takum oOpazom,
HE00XO0AMMO COOII0IaTh OCTOPOXKHOCTD MPU Ha3HAYCHUHU OeTa-aipeHOOI0KATOPOB MAIUEHTaM C
TSOKETIBIMH ~ PEAKIUSIMUA TUNIEPYYBCTBUTEIBHOCTH B aHaMHE3€ WIH TPOXOISIIMM  KypC
JECCHCUOMITH3AINH.

Iicopua3z

[lpu pemenun Bompoca O MPUMEHEHHHM HEOWBOJIONA Y MAIMEHTOB C TICOPHA30M CIIEAYeT
TIHIATEIIEHO COOTHECTH TPEATIOIaraeMyo MMoJIb3y OT IPUMEHEHHUS Mperapara i BO3MOKHBIA PHCK
00oCTpeHus TeUeHus TIcopuasa.

Konmaxmmuuie nunzvl

[TareHThI, TONB3YIOIIMECS] KOHTAKTHBIMU JIMH3aMH, JOJDKHBI yYUTHIBaTh, 4YTO Ha (OHE
NpUMEHEeHHs OeTa-aIpeH00I0KaTOPOB BO3ZMOKHO CHIDKEHHE MTPOAYKIIUH CIE3HON JKUIKOCTH.

BcrnoMorarenbHBIE BEIIECTBA

Jlakmosa
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HACJIC/ICTBEHHON HETePeHOCHUMOCTBIO TaJlakTO3bl, Ne(UIIUTOM JIAKTa3bl JIOMAPEH WIN TIIOK030-
raJlakTO3HOHN MalibabcopOImeli He clieAyeT IPUHUMATh 3TOT Mpemnapar.

Hampuu

[Tpenapar HebuBoson comepkut meHee 1 MMoutb (23 Mr) HaTpus Ha OJIHY TaOJIETKY, TO €CTh, IO
CYTH, HE COACPIKUT HATPHSL.

4.5. BzaumogeiictTBie ¢ JPYTHMH JICKAPCTBEeHHBbIMHM MpenapaTtaMM MW Jpyrue BHABI
B3alMOeliCTBUSA

dapMmakoIMHAMHYECKHE B3aUMOJIEHCTBUSI

Hpomueonoxas'aHHble KOM6MHCZL{MM

Droxmagerun

Bera-aapeHo0610KaTOpsl MOTYT 0OCTA0NATH KOMIIEHCATOPHBIC PEAKIHMH CEPACUHO-COCYTUCTOM
CHCTEMBI B OTBET Ha pPa3BUTHE apTCPHAIBHON TMITOTEH3WH WM IIOKa, KOTOPHIE MOTYT OBITH
BbI3BaHbI (PJIOKTa(CHUHOM (OTHOCHTCS K HECTEPOUIHBIM IIPOTHBOBOCIIAIMTEIBHBIM TIperapaTam).
Cynvmonpuo

HeOuBomon He cieayeT Ha3HayaTh OJHOBPEMEHHO C CYJIBTOMPHIOM, IMOCKOIBKY CYIIECTBYET
MOBBIIICHHBI PHUCK BO3HUKHOBEHHS KEIYJOYKOBOM apUTMHHM, OCOOCHHO MOJUMOP(HOM
HKEITYyTOYKOBOIM TaXUKAPIUH TUIIA KITUPYITY.

Hepexomenoosanmuwvie kombunayuu

Aumuapummuueckue CD@()CWZGG I knacca

[Tpu ogHOBpEeMEHHOM NMPUMEHEHHHM HEOMBOJIOJA C aHTHAPUTMUYECKHMMH cpeacTBamu | kimacca
(HanmpuMmep, XWHUIWH, TUAPOXMHUAWH, IMOCH30J7MH, (IEKauHUI, AW30NHpPAMHI, JUAOKAUH,
MEKCHJICTHH, TPOona)eHOH) BO3MOXKHO YJIMHEHUE BPEMEHU aTPHOBEHTPUKYJIISIPHOTO IPOBEICHHS
Y YCUJIEHUE OTPULATENBHOIO HHOTPOITHOTO IEUCTBHSL.

Boxamopul «meonennvixy kanvyuesvix kananos (BMKK), makue kak eepanamui, OUImuazem

[Ipu ogHOBpeMeHHOM mpuMeHeHuu Oeta-anpenobnokatopoB ¢ BMKK (nanpumep, Bepamamui,
JUITHA3eM) YCHIIMBACTCS OTPHILATENIFHOE ICWCTBHE HAa COKPATUMOCTh UM AB-IpoBOANMOCTB.
BHyTpuBeHHOE BBelIEHHE BepamamMuia OJHOBPEMEHHO C OeTa-aJpeHOOJIOKaTOpOM MOXKET
MIPUBOJIUTH K TSDKEJION apTepuaabHOM runoTeH3uu u AB-0iokae.

AnmuzcunepmensusHovle cpeodcmea UeHmMpaiIbHO20 0elcmeusl

[Ipy OXHOBpEMEHHOM NPUMEHEHUH C AHTUTHIIEPTEH3UBHBIMH CPEJICTBAMHU IIEHTPAIBHOTO
neicTBrs (HanpuMmep, KIIOHUIUH, TyaH(aIiH, MOKCOHUINH, METWII0NA, PHIIMEHHINH) BO3MOKHO
yxyamenue Tedennss XCH 3a cueT CHIDKeHUS IEHTPAITBHOTO CHMITATHYECKOTO TOHYCa (CHIDKEHHE
YCC u cepaeunoro BbiOpoca, Bazounaranus). Peskas ormMeHa, 0cOOEHHO B ClTydae MpebayIero

OTKa3a OT Tepamuu OeTa-OJIoKaTOpaMU MOKET YBEIMYUTbh PUCK Pa3BUTHS «PHKOLIETHON
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apTepuaIbHON TUIIEPTEH3UU.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

KOM6MHGL{MM, Komopble Cﬂedyem NPUMEHANMb C OCNOPOANCHOCNbIO

Anmuapummuyeckue cpeocmsa 11l knacca

[Ipn omHOBpEeMEHHOM NPUMEHEHHH HEOMBOJIONIA ¢ aHTHapuTMUYeckuMu cpeactBamu Il kmacca
(HanmpuMep, aMHOIaAPOH) MOKET HAOJIIOAaThCs YAJIMHEHHE BpeMeHu AB-mipoBeieHus1.

Jlexapcmeennvle cpedcmeaa 0Jis obwel anecmesuu

OpnHOBpeMEHHOE TpUMEHEHHEe HeOWBOJIONA WM JIGKAPCTBEHHBIX CPEACTB IS OOIIel aHecTe3nuu
MOYKET BBI3BIBATh TIOAABICHUE DPE(ICKTOPHOW TaXWUKapIUH W YBEIUYMBATh PHCK Pa3BUTHS
apTepuagbHOM TUMOTeH3WH. OOIMM TPAaBHIIOM SIBISETCS HEOOXOAMMOCTh HM30€raTh pPe3Kou
OTMEHBI OeTa-aipeHOOIOKATOPOB. AHECTE3UOJIOT JOKEH OBITh MPOMH(OPMUPOBAH O TpHUEME
nareHToMm npemnapara He6usomor.

Hucynun u eunoanuxkemuyecxkue cpe()cmea ons npuema 6Hympb

[Ipy OIHOBpEMEHHOM NPUMEHEHHMH HEOMBOJIONA C HWHCYJIMHOM U THUIOINIMKEMHYECKUMHU
CpeAcTBaMH Ul MpHeMa BHYTph HEOMBOJION HE BIMAET HA KOHIIEHTPAIMIO TIIOKO3bI, OJHAKO
MOYET MaCKHpPOBATh CHMITOMBI TUTIOTTIUKEMHH (OIIYIIEHHE «CePALCONCHUS, TAXUKAPAHS).

baxnoden (muopenaxcanm) u amuchocmun (anmuneoniacmudeckull npenapam)

[Ipu otHOBpEMEHHOM MTPUMEHEHUH HEOMBOJIONIA ¢ OakIopeHOM (MUOpPETIaKCaHT) U aMU(OCTHHOM
(aHTUHEOIJIACTUYECKUI Tpenapar) BO3MOXHO cHUkeHue AJl, uto TpeOyeT COOTBETCTBYIOIIEH
KOPPEKIIMH J103bI HEOMBOJIOA.

Kombunayuu, xomopoie cnedyem npunumams 80 HUMAHUE

Cepoeunvie 2nuxo3uobl

[Ipu ogHOBpEMEHHOM MTPUMEHEHHUU HEOUBOJIOIA ¥ CEPACUHBIX TIMKO3UI0B BO3MOXKHO YBEITMUCHHE
BpeMeHu AB-npoBeneHus. B KIMHMUECKHX HCCIEIOBAHUSX HE IMOJYYEHO JIAHHBIX O HAJIUYUU
B3aMMOICHCTBUS ABYX NpenapaToB. HeOuBonon He BiuseT Ha (papMaKOKUHETUKY AUTOKCHHA.

BEMKK (npouszseoonvie oucuoponupudusa)

IIpu opHoBpemenHoM mnpuMmeHeHuHn HeOuBonona ¢ BMKK muruaponupuanHoBOro psga
(HampuMmep, aMJIOAWNHH, (EJOJUINUH, JTAUUWAWNNH, HU(EIUNUH, HUKApAUIUH, HUMOJIWIIHH,
HUTPEHIUIHH) BO3MOXHO YBEJIMYEHUE PUCKA PA3BUTHUS apTEPUAIbHONW TMIIOTEH3UHM U CHIDKEHUE
COKpPATUMOCTH JIEBOTO JKeNyAouka y nanueHToB ¢ XCH.

Tpuyuxknuueckue aumuoenpeccanmol, bapbumypamsl, NPoOU3800HbIE (heromuazund

[Ipy oxHOBpEeMEHHOM NPUMEHEHHHM HEOHMBOJIONA C TPULHUKIMYECKUMH aHTHUICTIPECCAaHTAMH,
OapOuTyparamu, NPOW3BOJHBIMH (DEHOTHA3MHA MOXKET YCHIMBAThCS aHTUTHUIICPTEH3HBHOEC
nercTBre (aaIuTUBHBIN 2P deKT).

Hecmepouonvie npomusosocnanumenvivie npenapaml (HIIBII)

HIIBII e BMUAIOT HA QHTUTUIIEPTEH3UBHOE JICHICTBUE HEOUBOJIONIA.
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Cumnamomumemuyeckue cpe()cmea

COOTBETCTBYET ZKCNEPTHOMY OTUETY

CHUMITaTOMUMETHUYECKHE CPEJICTBA MOTYT CHIDKaTh 3(PQPEKTHBHOCTH OeTa-aJpeHOOIOKATOPOB.
Bera-angpeHOMUMETHKH MOTYT BECTHM K HEOIPAaHMUYCHHOM ajb(a-aJpeHepruuecKodl aKTUBHOCTH
CHMITATOMUMETHYECKUX areHTOB C alib(a- u OeTa-aapeHepruaeckumMu 3 exramu (pucK pa3BUTHSA
apTepHabHON TMIIEPTEH3UHU, TSHKETIONW OpaauKapIuK U OCTAHOBKH CEpALa).

DdapMakoKMHETHYECKHE B3AUMOJIENCTBUA

Jlexapcmeennvie cpeocmea, uHeUOUpYIOWUe O0OPAMHBIL 3AX6AM CEPOMOHUHA UL  Opyeue
cpeocmea, buompancgopmupyrowuecs ¢ yuacmuem uzogpepmenma CYP2D6

[Ipy  onHOBpEeMEHHOM NpPUMEHEHUH HEOMBOJIOJIA C  JICKAPCTBEHHBIMU  CPEICTBAMH,
UHTUOMPYIONIMMH ~ OOpaTHBIA  3aXBaT  CEPOTOHHMHA, WM  APYTUMH  CPEICTBAMH,
ounotpanchopmupyrommumucs ¢ ydactueM wuzopepmernra CYP2D6 (Hampumep, HapOKCETHH,
GiyokceTuH, THOpPUIA3WH M XUHHUJIWMH) KOHIEHTpalus HeOuBojojia B IUIa3Me KPOBU
YBEJIMYMBACTCS U METaboIM3M HEOMBOJIONA 3aMEJISETCs, YTO MOXKET MPUBOAUTH K Pa3BUTHUIO
BBIPaKEHHOH OpajMKapanu 1 HexenarenbHbIM peakiusiM (HP).

Dunezonumoo

[Tpu ogHOBpEeMEHHOM MpUMEHEHHH HEOMBOJIONA ¢ (PMHTOIMMOJOM BO3MOKHO MOTEHIIMPOBAHUE
OTPHUIIATEIIFHOTO XPOHOTPOMHOTO 3(dekra Oera-aapeHOOIOKaTOPOB U Pa3BUTHE BBIPAKCHHOU
Opanukapaun. [Ipu He0OXOAUMOCTH OJJHOBPEMEHHOTO IPUMEHEHHS ClIeyeT coOI01aTh 0CO0YIO
OCTOPOXHOCTb.

Lumemuoun, panumuoun

[Ipu ogHOBpEMEHHOM MpPUMEHEHHH HEOWBOJIONA ¢ LIMMETHAWHOM KOHIIEHTpalus HeOUBOJIOa B
IUIa3Me KPOBH yBEJIMUMBAETCA O0€3 BIMSIHUS Ha TepaneBTUYecKuil 3 ekT.

OnHOBpeMEeHHOE pUMEHEHHEe HEeOMBOJIOIa U PAaHUTHIMHA HE BIUET Ha (apMaKOKMHETHUECKHE
napaMeTpbl HebrBosona. HeG1Boo mpuHUMAalOT BO BpeMS €71bl, @ aHTALIUTHOE CPEICTBO — MEKIY
IpUeMaMu MUILY — TAaKUM 00pazoM, NpenapaTsbl MOKHO MIPUMEHSATH OJTHOBPEMEHHO.

Huxapounun

[Ipy ogHOBpEMEHHOM TPHUMEHEHHH HEOMBOJIONA C HHUKAPIUMHMHOM KOHIICHTpAIIMH AKTHBHBIX
BEIIECTB B IJIa3M€ KPOBU HECKOJIBKO YBEJIMYHBAIOTCS, OJHAKO HE BIIMAIOT HA TepaneBTHUECKUN
s dexr.

Omanon, hypocemud, euopoxiopomuaszuo

OnHOBpEMEHHBIN TpHeM HeOUBOJIONA ¥ 3TaHOJIa, (PypOoceMuia MiIi THIPOXIOPOTHA3HU A HE BIIUSET
Ha (hapMaKOKUHETHUKY HEOMBOJIOIA.

Bapgpapun

HebuBonon He BiuseT Ha papMaKOKUHETHKY U (hapMaKOJAMHAMUKY BapgapuHa.

CTHU
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o inoc
UccnenoBanus B3aMMOACHCTBUS MPOBEICHBI TOJIBKO Y BB;Q)CJTLI

OMY OTUETY

4.6. PepTUIBHOCTD, 0EPEMEHHOCTD H JIAKTAUMS

bepemeHHOCTB

Heb6uBomnon ob6manaer GapMakoIOTHIECKUMU CBOMCTBAMHU, CITOCOOHBIMHM OKa3bIBAaTh HETaTHBHOE
BIMSIHUE Ha TEYCHHUE OEPEeMEHHOCTH W/WIIM TUIOJ/HOBOPOXKIEHHOTO. Iyt BCeX mpemapaToB U3
Kiacca OeTa-apeHO0IOKaTOPOB XapaKTepHO CHIDKCHHE IUIAIEHTApHOTO KPOBOTOKA, YTO
ACCOLIMUPYETCS C YBEIMYCHUEM YacCTOThI CIy4aeB 3aJ€PKKH PA3BUTHS TUIOAA, BHYTPUYTPOOHOU
CMEpTH, BBIKHIBIIICH WU TPESKICBPEMEHHBIX POJOB. BO3MOXHO Takke pa3BHTHE TaKUX
HEXKENaTeNbHBIX SIBJICHUH, KaK THITOTIIMKEMHUs] W OpaJuKapausl y IUI0Ja WM HOBOPOXKICHHOTO
(IpeAToNIOKUTENHHO B TEUCHHE TIEPBHIX 3 AHEH). B ciydae He0OX0MMOCTH MTPOBEICHISI TEPANUN
Oeta-apeHO0IOKaTOpaMy OTIAETCs MPEANOYTEHUE 0eTa |-CeIeKTUBHBIM MpernapaTam.
He6uBosion He MOoJDKEeH MPUMEHSTHCS BO BpeMsi OepeMeHHOCTH. [Ipu 6epeMeHHOCTH HEeOMBOJION
Ha3HAYaIOT TOJILKO TI0 YKM3HEHHO BaYKHBIM ITOKA3aHHSIM, KOTJA IMOJIb3a Il MaTepH IMPEBHIIIACT
BO3MOJKHBIM PHUCK TSI TUIOJa WM HOBOPOXKACHHOTO. Eciu edenne HeOUBOIOIOM HEOOXO0IUMO,
TO HY>KHO TIPOBOJIUTH HAOIO/ICHUE 32 MAaTOYHO-TIIAIICHTAPHBIM KPOBOTOKOM M POCTOM Tutona. B
CJydae OTPUIATEIBHOTO BIUSHHS Ha TeUCHHE OEPEMEHHOCTH | IIJIOJ] IOJKHA OBITh pACCMOTPEHA
BO3MOXXHOCTh QJIbTEpPHATUBHOW Tepanuu. JIOJDKEeH MTPOBOJWTHCS THIATENBHBIA MOHHTOPUHT
COCTOSIHUSI HOBOPOXKICHHOTO.

JlakTanus

HccnenoBannss Ha >KUBOTHBIX ITOKAa3aJld, YTO HEOWBOJION BBIACISIETCS C TPYAHBIM MOJIOKOM.
JlaHHBIE O TOM, BBIACISICTCS JIM Tperapar ¢ TPYyAHBIM MOJIOKOM Yy YEIIOBEKa, OTCYTCTBYIOT.
BonbmmucTBO  6€Ta-010KaTOpoB, B OCOOEHHOCTH JUMO(DUIBHBIE COCIMHEHUS, TaKhe Kak
HEOMBOJION ¥ €T0 aKTUBHBIC META0OJIHTHI, B TOW HITU HHOW CTENIEHU IPOHUKAIOT B TPYAHOE MOJIOKO.
Puck ansi HOBOPOXKIACHHBIX WMJIM TPYAHBIX JIETEH YCTaHOBUTH HEBO3MOXKHO. [loaTOomMy Matepw,
PUHUMAIOIIIE HEOUBOJION, JOJDKHBI PEKPATHTh TPYIHOE BCKAPMITUBAHHUE.

DepTIIILHOCTD

HebuBonon He oka3bIBaN BIUSHUS HA PEPTHILHOCTD KPBIC, OTHAKO MIPU HCIIOJIB30BaHUH /103, B 19
u Oosiee pa3 MPEBBIMIAIONIMX MAKCUMAIBHYIO PEKOMEHYEMYIO J103y JUIsl YEJIOBEKA, OTMEUYaIOCh
HEeOJIaronpusaTHOE BO3/IEHCTBHE HA PENPOAYKTHBHBIE OPraHbl CaMIIOB M CAMOK Y KPbIC M MBbIILIEH.
Bnusinue HeOMBOII0Ia HAa (DEPTUIILHOCTH YEJIOBEKA HE YCTaHOBJICHO.

4.7. BiusiHue Ha CIOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMH CPeACTBAMH M PadoTarh ¢
MeXaHM3MaMH

[lpenapar HeOuBonon oka3plBaeT yMEpPEHHOE BIMSHME HAa CIOCOOHOCTh  YIPABIATH
TPAHCHOPTHBIMHM CPEACTBAMU M paboTaTh ¢ MeXaHH3MaMH. B mepuoj jeueHHs MpernapaTrom

HebuBonoin cnenyer cobmoaaTh OCTOPOKHOCTD MPHU YIPABICHUN TPAHCIIOPTHBIMU CPEICTBAMH,
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TPeOYIOLMMH TOBBIIICHHON KOHLEHTPAIIMY BHUMAHUS M OBICTPOTHI ICUXOMOTOPHBIX PEaKIHii B
CBA3U C BepO}ITHOCTbIO paBBI/ITI/IH TAKHUX HEKCJIATCIBbHBIX peaKuHﬁ, KaK I‘OJIOBOpr)KGHI/Ie nu
MOBBIIICHHAS] YTOMIISIEMOCTb.

4.8. HexkennaTesibHbIE peakuuu

Pe3roMe HekeIaTeIbHbIX DEAKIIUNI

Bozmosxasie HP npuBeneHs! HUXke B COOTBETCTBUH € KilacCH(pUKanuei cioBaps Uit HOpMaTUBHO-
npaBoBoii nesrenbHocTH (MedDRA) 1 9acToTOlH MX BOSHUKHOBEHUS B MTOPSIIKE YOBIBAaHUS: OUYEHB
gacto (>1/10), wacto (>1/100, Ho <1/10), Hewacto (>1/1000, Ho <1/100), peaxo (>1/10000, HO
<1/1000), ouens peako (<1/10000), yacroTa Hem3BecTHA (HA OCHOBAHUW MMEIOIIUXCS TAHHBIX
OIIEHUTh HEBO3MOYKHO).

Hapywenus co cmopoHvl UMMYHHOU cucmembl

YacroTa HEM3BECTHA: AHTMOHEBPOTHYECKUN OTEK, TUIIEPUyBCTBUTEIHHOCTb.

Tcuxuueckue napywenus

Hewacro: nenpeccusi, «kKOIIMapHBIC) CHOBHUICHUSI.

Hapywenus co cmopoHul HepeHoti cucmembl

Yacro: rosoBHas 60J1b, FOJOBOKPY>KEHHE, TAPECTE3NUS;

Ouenb peKko: 0OMOPOK.

Hapywenus co cmoponwvl opeana 3penus

Heuacro: HapyiieHue 3peHus.

Hapywenus co cmoponwl cepoya

Hewacro: Opanukapaus, cepedHasl HeIoCTaTOYHOCTh, 3ameieHne AB-mpoBoauMocTy.
Hapywenus co cmoponwi cocyoos

HeuacTo: BelpaskeHHOE CHIKeHHE AJl, ycyryOneHne rnepemMexaronieiicss XpoMOThI.

Hapywenus co cmopoHul ObixamenbHOU cucmemvl, Op2aHo8 ePYOHOU KIemKU U CPeooCmenUs
YacTo: oapIIIKa;

Hewacro: 6ponxocmnasm.

Kenyoouno-kuueunvle napyuieHus

Yacro: TOmHOTA, 3a110p, JUApeEs;

Heuwacro: nucnencust, MeTeopusmM, pBoTa.

Hapywenus co cmoporvl Kodicu 1 n0OOKONHCHbIX MKAHel

HeuacTo: KOXHBIH 3y, KO’KHAs ChIITb PUTEMATO3HOTO XapaKkTepa;

Odenb penko: ycyryoieHne TeUeHus Icoprasa;

YacToTa HEM3BECTHA: KPAMBHULIA.

Hapywenus co cmoponvl penpoodykmueHOU cucmembsl U MOIOUHBIX HCene3
12
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Heuacro: spekTunibHas TuchyHKIIHSL.

Obwue nHapyuienus u peakyuu 6 mecme 66e0eHuUs.

YacTo: noBbIIEHHAS YTOMIISIEMOCTD, OTEKHU.

[Ipn mpuMeHEHUU HEKOTOPHIX OeTa-apeHO0I0KAaTOPOB MOTYT HalmomaThes ciemayromme HP:
MICUXO03bl, FAJUTIOIUHALINY, CITyTaAHHOCTh CO3HAHHUS, TOXO0JI0/JaHUE/IIMaHO3 KOHEYHOCTEH, CHHIPOM
PeiiHO, CMHAPOM «CyXOro IJIas3ay, OKYJIO-CIM3UCTO-KOXKHBIM CHHIPOM IIO THUILy TOKCHUYECKOM
peakuuy Ha IPaKTOIOJ.

XpoHUYEecKas cep/ieuHas HeI0CTaTOYHOCTh

Hanusie o HP y mamumentoB ¢ XCH momydeHsl B pe3yibTaTe IUane00-KOHTPOIMPYEMOTO
KJIMHAYECKOT0 HccienoBanus ¢ ydactueMm 1067 mamueHTOB, modydaBmmx HeOuBoion u 1061
nanueHTa, noiay4anmux mianedo. [1o pesynbraram nccnenoBanus HP Boznukim y 449 nanmenTos,
nonyuyaBimx HeOuBonoin (42,1%), u 334 nanuenrtos, nomydaBmmx 1ianedo (31,5%). Haubonee
yacteie HP Ha (oHe Tepanmuu HEOMBOJIOIOM MO pe3yibTaTaMm HMCCIECIOBaHUS: Opagukapaus U
rOJIOBOKPY>KE€HUE, BO3HUKIINE cyMMapHO Yy 11% mnanuentoB. Cpean MaiyeHTOB, MOTYYaBIINX
riane0o, yactora Beieonucanubix HP Ovina 2 % u 7 %, coorBerctBenHo. pyrue HP, Bo3MokHO
UMEIOIME CBSI3b C TPUMEHEHHWEM HeOuBoOyona, oOTHocsmmecs K  JjedeHuto XCH,
3aperucTpUpPOBaHHBIE MO pe3ysibTaTaM ucciefoBanus: nekomnencauuss XCH, oprocratuueckas
THIIOTEH3Ms1, HEMIepEHOCUMOCTD Tpenapara, AB-6mokana I crenenu, oTEkM HIPKHUX KOHEYHOCTEH.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxHo coo01maTh 0 Mof03peBaeMbIX HEXeENaTeNbHbIX PEAKIMAX M10CIIE PETUCTPALMH [Tpenapara ¢
LEeNbl0  00ECIeYeHHsT HENpPEepbIBHOIO MOHUTOPUHIA COOTHOIIEHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOTO Tpernapara. MeauIUHCKUM paOOTHUKaM PEKOMEHIYETCs COOOIIaTh O JIIOOBIX
[I0JI03PEBAEMBIX HEKEIATENbHBIX PEAKIUAX JIEKAPCTBEHHOI'O Ipenapara 4epe3 HalllOHaJIbHbIE
CHCTEMBl COOOLIEHMSI O HEKENaTeNbHbIX pPEaKLUUAX TOoCyAapcTB — ujeHOB EBpasuiickoro
9KOHOMHYECKOTO COH03a.

Poccniickas @enepanvs

®denepanbHas ciryk0a 1o Haa30py B cdepe 3ApaBOOXPaHECHUS

Anpec: 109012, r. MockBa, CnaBstHcKast miomanis, a. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHHUKALIMOHHOM ceT «HTepHEeT»:
https://roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

JlaHHbIe 0 mepe03upoBKe mpenapara HeOGMBoI0a OTCYTCTBYIOT.

CHUMOTOMBI
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 17.04.2025 N= 10261

CuMnTOMBI TIEPETO3UPOBKH OeTa-apeHOOIOKATOPOB: ﬁﬂ]‘ﬁ'fx'cgl%f;(l)"e' %ﬂﬁ&h}é'ﬂﬁ_:ﬁﬂ%} oBas

Opaaukapaus, OpOHXOCIAa3M U OCTpast cepieyHasi HeJJOCTATOYHOCTb.

Jleuenue

B cnyuae nepeno3upoBKY WM Pa3BUTHUS PEAKIIMH TUIIEPUYBCTBUTEILHOCTH ClIEAyeT 00eCeunTh
MOCTOSIHHOE HAOJIOJIeHNe 3a MAlMeHTOM B YCIOBUSAX TMajaTbl HMHTEHCHUBHOI Tepamuu.
PexkomeHtyeTcsi KOHTPOJIb KOHLIEHTPAIMM TIIOKO3bl B IUIa3Me KpoBH. sl mpenoTBpalieHus
JaNbHEHIIero BCAChIBAHUS IIperapara U3 SKEIyJAOYHO-KHIIEYHOTO TpakTa HEoO0XOAMMO
IIPOMBIBaHHE JKETyJKa, MPUEM aKTUBUPOBAHHOIO YTIJs U ClIaOUTENbHOrO cpencta. Moker
noTpeboBaThCs HCKYCCTBEHHAs BEHTWIANMS Jerkux. [lpum Opamukapauu WU BbIpaXKeHHON
BaroTOHUM CIIEAyeT BBOJAUTH BHYTpUBEeHHO (B/B) 0,5-2 mr arponuna. [Ipu AB-6mokane (II-III
CTETIEHU) PEKOMEH/IyeTcs B/B BBEJCHHE OeTa-aIpeHOMUMETUKOB. [Ipyu BbIpa)KeHHOM CHIDKEHUH
AJl u 1moKe peKOMEH/I0BaHO BHYTPHMBEHHOE BBEJCHHE IIa3MO3aMEILAONIUX PACTBOPOB U MpPHU
HEOOXOAMMOCTH, KaTeXoJaMHUHOB. D¢ deKkT Oyokambl OeTa-aIpeHOPELENTOPOB MOXKET OBITh
HEUTpann30BaH MOCPEACTBOM MEJIEHHOTO B/B BBEJICHHS M30IIPEHAIMHA THAPOXJIOPH A HAuUHAS
C JI03BI OKOJIO 5 MKI/MUH MM J0OyTaMHHA HAuWHAasl C 1036l 2,5 MKI/MUH, BIUIOTH IO JOCTHKCHHS
HeoOxoaumoro 3¢ dekra. [Ipy pe3uCTEeHTHOCTH K TEPATMH U30IPEHAIMH MOKHO KOMOMHHPOBAThH
¢ nopamuHOM. B ciydae oTcyTcTBuUs xKemaemoro 3ddekra caeayer paccCMOTPeTh BO3MOKHOCTh
BHYTPHUBEHHOTO BBEJCHUs TirokaroHa wu3 pacdera 50-100 mxr/kr wmaccel Tenma. Ilpum
HEOOXOIMMOCTH HWHBEKIHUIO CJIeIyeT MOBTOPUTh B TEYEHHE OJHOTO 4aca, MOCJe Yero mpu
HEO0OXOAMMOCTH MPOBECTH BHYTPUBEHHYIO HH(Y3UIO IIII0KaroHa B go3e 70 Mkr/kr/4gac. B cinydae
Pa3BUTHS PE3UCTEHTHOMN K JICUEHUIO OpaJuKapIuu clelyeT PacCMOTPETh BOIIPOC 00 YCTaHOBKE
IMEKTPOKAPAUOCTUMYJISATOPA.

[Ipu OpoHXxocmasmMe NPHUMEHSIOT OpPOHXOIWUJIATATOPHI, TaKUE€ KaK WHTaSIMOHHBIE OeTas-
aJIPCHOMHUMETUKH KOPOTKOTO JACHCTBUS W/ aMuHOGWIINH. HeOuBoson, BeposiTHO, HE OyIer
BBIBOAMTHCS MIPH TEMOJHATIN3E B CBA3H C BBICOKON CTETEHBIO CBS3BIBAHUS C OEIKaMH TIA3MBI
KPOBH.

5. PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

dapmakoTepaneBTHYCCKAS rpyIma: 0eTa-aipeH0OIOKATOPHI; CEJICKTUBHBIC Oera-
aIpeHOOIOKATOPEI.

Kox ATX: C07AB12

MexaHu3M IeHCTBUS
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COOTBETCTBY ET KL OMY OTYETY
ot 17 2025 Mz 10261

HeGuBonon mnpencraBiasieTr coOoil pamemaT [IBYX BHng‘rI/IO-IUE_E'B’OTJ:KE' g ﬁlﬁdleén]l_aoll “1'

HeOuBonon) u RSSS-neOuBonona (L-nebuBonoin), couerarommii aBa (papMaKoJIOTHUECKUX
JEUCTBUSL:

- D-HeOuBONON  sABISETCS  KOHKYPEHTHBIM U CEJCKTHBHBIM  OllokaTopom  Oera;-
aJIpeHOPELIENTOPOB;

- L-HeOMBOION OKa3bIBaeT MATKOE COCYAOPACHIMPSIONIEe ASHCTBUE, CBI3aHHOE C BIUSHUEM Ha
cucreMy L-apruHuH/OKCcHA a30Ta, M MOIYJIUPYET BBICBOOOXKIEHHE Ba30AMIATUPYIOLIETO

daktopa okcuaa azota (NO) U3 2HAOTETUS COCYIOB.

dapmakoauHamuyeckue d3PHeKTol

OnHOKpaTHBI M MHOTOKpAaTHBIM mpueM HeOuBojoia cHmwkaer YCC u AJl B mokoe W mpH
¢u3nveckoil Harpy3Ke Kak y MauueHToB ¢ HopMalbHbIM AJl, Tak M y MAIIMEHTOB C apTepUaAIbHOM

THIIEPTeH3UEH. AHTUTUTICPTEH3UBHBIN (P PEKT coxpaHseTcs MPH JITUTSITLHOM JICYCHUH.
B tepaneBTHueckux g03ax HeOUBOIOI HE 00MaMaeT anb(a-agpeHePrUIECKUM aHTarOHU3MOM.

Bo Bpemst KpaTKOCpOUHON M JATUTEIBHOIN Tepaniy HEOMBOJIOJIOM Y MAIIMEHTOB C apTePUAIbHOM
THIIEPTEH3UEN OTMEYaeTCs CHIYKEHUE 00ILero neprudepuieckoro conporusienus. HecMorps Ha
ymenbienne YCC, cHmKeHne cepIeYHOr0 BRIOPOCa B MTOKOE U ITPH (PU3NUECKON HArpy3Ke MOXKET
OBITh OrpaHUMYECHO H3-3a YyBENWYEeHHs] ynapHoro oObema. KinHHueckas 3HAYMMOCTh STHX
reMOJIMHAMHYECKUX  pa3IMuMii 10 CpaBHEHHI0O C JApyruMH  Onokatopamu  Oera;-

aJIpEHOPELENTOPOB MOJTHOCTHIO HE YCTAHOBJICHA.

Y mnauueHToOB C apTepHabHON TUHEpTeH3Wed HeOuBoson ypenuumBaeT NO-3aBHCHMBIHA
COCYIUCTBI OTBET Ha AaLETHIXOJUH, KOTOPBIM CHIDKEH Y IMAUEHTOB C JHAOTEIUAIbHOU
TUuCYHKITHEH.

Knuanueckas 2ddekTUBHOCTE U 0€30I1aCHOCTE

B mnane60-KoHTpOoIMpyeMOM HCCIEAOBAHUN 0 M3YyYEHHUIO 3200JIeBAEMOCTH U CMEPTHOCTH Y
2128 marmenToB crapme 70 et (cpemHui Bo3pacT cocTaBisil 75,2 Toja) CO CTaOMIBHBIM
teueHueM XCH co cHmxeHHO# nau coxpaHneHHOU ¢pakiuen Beiopoca (PB) meBoro xemygouka
(JIX) (cpennee 3nauenue ®B JIK: 36+12.3 % co cnenytomum pacnpeaenenuem: ®B <35 % y
56 % nanuentoB, @B mexay 35 % u 45 % y 25 % nauuentoB u @B Gounbiie, uem 45 % y 19 %
MalMeHTOB), HAOIIOJaeMbIX B cpeaHeM B TeueHue 20 mecsieB, HEOMBOJION, TOOABICHHBIN K
CTaHJIapTHOU Tepanuy, 3HAYNUTEILHO YBEIIMYNBAJ BPEMS 10O BOSHUKHOBEHHUS CITy4aeB CMEPTHU HIIN
TOCMIUTATH3AINH 110 CEPJICYHO-COCYTUCTHIM MPUYUHAM (TIEpBHYHAS KOHEYHASI TOYKA JIJISl OLIEHKH
3¢ (peKTUBHOCTH) CO CHUYKEHUEM OTHOCUTENILHOTO prcka Ha 14 % (CHIKeHHe aOCOII0THOTO prUCKa
coctaBuiio 4,2 %). CHUKEeHHEe OTHOCUTENILHOTO PUCKA OTMEYaioch nociae 6 MecsieB JIeUeHUs U

COXPaHSIOCh HA MPOTSHKEHUHU BCETO Mepuoja HabIoAeHus (CpeaHsisl MPOAODKUTENBHOCTh — 18
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COOTEETCTEYET 2KI(
ot 17.04.2025 N= 102
MecsieB). DPhEeKTUBHOCTH HEOMBOJIOJIA B U3Y4dEMOM H()'lll-l}l'll;rﬂml'e: Eﬁ%ﬁ%%%ﬁ&ﬂe{éﬂ[‘]ﬁona

OMY OTUETY

u ®B JDK. CHukeHue cMEPTHOCTH OT BCEX NMPUYMH HE JOCTHUIJIO CTATUCTUYECKOW 3HAYMMOCTHU
110 CpaBHEHUIO ¢ Tu1anedo (abcosoTHOE CHIDKEHUE — 2,3 %).

BrIsiBIeHO CHMKEHME CIy4yaeB BHE3allHOM CMEpPTH y MAlleHTOB, MOJYy4YaBIIMX HEOMBOJION MO
cpaBHeHHIO ¢ Manedo (4,1 % u 6,6 % COOTBETCTBEHHO, CHHM)KEHHWE OTHOCHTEIBHOTO pHCKa
coctaBmiio 38 %).

DKCIEPUMEHTHI in Vitro W in Vvivo Ha XUBOTHBIX TOKa3aJid, 4YTO HEOWBOJION HE o00Jyamaer
BHYTpPEHHEH CHMITATOMUMETHYECKON aKTUBHOCTBIO U MEMOpaHOCTA0MITH3UPYIONM 3D dexToM B
(apMaKoIOTHIECKUX JI03aX.

Y  3710poBBIX 10OpPOBOJBIEB HEOWBOJION HE OKa3blBa€T CYIIECTBEHHOTO BIUSHHUS Ha
MEPEHOCUMOCTh (PU3UUECKUX HArpy30K.

Nmerommecss AOKIMHUYECKME W KIMHUYECKHE JIaHHbIE HE BBISIBWIM HETaTUBHOIO BIIMSHUS
HEOMBOJIOJIA HA SPEKTUIIbHYIO (DYHKITUIO y MAIMEHTOB ¢ apTePUATBHON TUIIEPTEH3UEH.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AbGcopbuus

[Tocne mpuema BHYTph HEOMBOIIOI OBICTPO BeackiBaeTcs. [IpreM MUy He OKa3bIBAaeT BIUSHUS HA
abcopOuMio, MOATOMY HEOMBOJOI MOXHO TPUHUMATh HE3aBHCUMO OT TMpHEeMa IHIIH.
buopoctynHocTs HEOMBOIIONA MTOCIIE IPUEMa BHYTPb COCTaBIsEeT B cpeAHeM 12 % y manneHToB ¢
«OBICTPBIM» MeTaboau3MOM (3P(DEKT «IMepBOTO MPOXOXKICHHS») W OBIBa€T MOYTH TOJHOU Yy
MAIUEHTOB C «MEJJICHHBIMY» METa00TH3MOM.

Pacrnpenenenue

B nma3me kpoBu 06a sHaHTHOMEpa HEOMBOJI0JIa IPEUMYIIIECTBEHHO CBSI3BIBAIOTCS C a7 Tb,OYMHHOM.
Ces3piBaHre ¢ OenmkamMH TIa3Mbl KPOBH cocTaBisieT st D-neOuBomona — 98,1 %, mnsa L-
HebOuBooaa — 97,9 %.

Buorpancdhopmarims

HeOuBomon  akTWUBHO  METaOONM3UpPYETCs, YacTHYHO C  0Opa3oBaHHWEM  aKTHUBHBIX
THJIPOKCUMETA0OIUTOB IMyTEM AJTHIUKINYECKOTO M apOMaTUYECKOrO T'MIPOKCHUIMPOBAHUS,
yacTUYHOro  N-AC3JIKWIMPOBaHMS W  TJIIOKYPOHUPOBaHUS, KpoOME€ TOro, oOpasyrorcs
[IIIOKYPOHU/IBI THAPOKCUMETa00auTOB. MeTabosin3M HeOMBOII0J1a TOCPEICTBOM apOMaTHUECKOTO
TUAPOKCHWIIMPOBAHMUST TMPOMCXOAUT ¢ nomouipto nuroxpoma CYP2D6 wu  moasepikeH
TeHETHYECKOMY OKHCIUTEIBHOMY NOTUMOPPU3MY.

B paBHOBECHOM COCTOSSHMM M TPH OJMHAKOBBIX J03aX MaKCHUMallbHasg KOHIEHTpalus
HEU3MEHEHHOr0 HeOMBOJOJa B IJJa3M€ KPOBU y MAIMEHTOB C «MEJICHHBIM» METa0O0IU3MOM
npuOIM3UTENbHO B 23 pas3a BbIlIe, YEM y MHAIMEHTOB C «OBICTphIM» MeTabonuzMom. [lpu

COBMCCTHOM YYCTC KOHHGHTpaHI/Iﬁ HEM3MEHEHHOr0 HEOMBOJIOIA U €r0 aKTUBHBIX META00JINTOB B
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 17.04.2025 N= 10261

(OO OB4 HOCTE 0001
IUla3Me KpOBU pasiiMude B MaKCHUMAaJbHBIX KOHH&HDﬁMF E'MJ)E}RI: H<c6'51£rb5 y 1

«MEeJIJICHHBIMU» MeTabonu3aropamu cocraiseT 1,3—1,4 paza. C ydeToMm paznuduii B CKOPOCTH
MeTabonmu3ma Jo03a npemnapara HeOuBomon momkHa MOAOUpaThes MHAUBUIYAITBHO: y TAIMCHTOB
C «MEIUIEHHBIM» MeTab0IM3MOM MOTYT MPUMEHATHCS O0Jiee HU3KUE T03bI.

OJIMMUHALNA

UYepes Heaemo nocie npuMeHeHus: Heobruposona 38 % 1036l BRIBOIUTCS Noukamu, 48 % — depes
KUIIIEYHUK. BriBeieHne HeM3MEeHEHHOT0 HeOMBOIIONa Yepe3 Mouku coctarisier menee 0,5 % ot
J103bI TIpenapara, npuHaToro BHyTpb. [lepuon nomyssiBenenus (T12) cocTaBnseT y HalleHToB ¢
«OBICTpBIM» METa00JIM3MOM: MJI TUAPOKCHMETabonuToB — 24 wyaca, I SHAHTHOMEPOB
HeOuBosona — 10 4acoB; y ULl ¢ «KMEIJIEHHBIM» METa00IM3MOM: JUISl THIPOKCUMETA00IUTOB — 48
4acoB, [UIs JHAHTUOMEpOoB HeOuBoiona — 30-50 wyacoB. Y manuMeHTOB C «OBICTPBIMY
MeTaboJIM3MOM TUTa3MeHHbIN ypoBeHb RSSS-snantroMepoB (L-HeOMBOI0Ia) HECKOIBKO BHIIIIE,
yeM SRRR-3nanTHOMEpOB (D-HEOMBOMOMIA). Y JUIT ¢ «MEJICHHBIMY METa00JIM3MOM 3Ta Pa3HUIIA
ere OopIe.

PaBHOBecHasi KOHIIEHTpalus HeOWBOIOJA B IJIa3Me€ KPOBHM y OOJBIIMHCTBA TAIMEHTOB C
«OBICTPBIM» METa00JIM3MOM JIOCTHTaeTCsl B TeueHue 24 4acoB, a Ui THAPOKCHUMETa00IUTOB —
yepe3 HECKOJIbKO CYTOK. [Ima3MeHHble KOHIIEHTpalMu MPONOPLUOHAIBHBI J03aM OT 1 Mr 1o
30 mr. ®apmMakoKHMHETHKA IIpenapaTa He 3aBUCHT OT BO3pacTa MalueHTa.

5.3. lanHbIe TOKJIUHUYECKOH 0€30NMACHOCTH

JlokIMHUYecKue JaHHbIe, MOJY4YEHHbIE B XOJ€ TPaTUIMOHHBIX HCCIEIOBAHUNA Ha TNpEAMET
T€HOTOKCUYHOCTH, TOKCUYHOCTH B OTHOIIEHUH PETIPOTyKTUBHOM CUCTEMBI U Mpoliecca pa3BUTHS,
a TaK)Ke Ha MpeIMeT KaHLIEPOr€HHOCTH, HE CBUIETENIbCTBYIOT O HAJTMYUHM OCOOOMN OMAaCHOCTH JUIS
yenoBeka. HeGmaronpusTHoe BO3CHCTBHIE HA PEPOTYKTUBHYIO (PYHKIHIO OBLIO 3a()UKCUPOBAHO
TOJILKO TpU NPUMEHEHUH IMpernapaTa B BBICOKMX [103aX, B HECKOJBbKO pa3 MPEBBIMIAIOLINX
MaKCHMaJIbHYIO PEKOMEHAYEMYIO 103y IS UeIOBeKa.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

JlakT03BI MOHOTHApPAT

[emtrono3za mukpokpuctanyeckas (tum 101)

[ToBunon K-30

Kpockapmennosa HaTpust

[Tommcop6at-80

Maruus creapat

6.2. HecoBMecTUMOCTH

He npumenumo.
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6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 roga.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTb Npu TeMIieparype He Bboiie 25°C.

6.5. XapakTep M coaepkaHue NePBUYHON YIIAKOBKHU

ITo 7, 10 miu 14 TabneTok B KOHTYPHYIO SIYEHKOBYIO YIIAaKOBKY; 10 28 TabJIeTOK B OaHKY.

ITo 1, 2, 4 unu 8§ KOHTYPHBIX SYEWKOBBIX YMAKOBKU MO 7 Tabnerok, 1, 3 uimm 6 KOHTYpHBIX
SYEHKOBBIX ymakoBku 1o 10 Tabnetok, 1, 2 mam 4 KOHTYpPHBIX SYCHKOBBIX YIAaKOBKU 1o 14
TabJIeTOK, Ui 1o 1 GaHKe MOTMMEPHOM BMECTE C MHCTPYKIMEH M0 METUIIMTHCKOMY IPUMEHEHUIO
MOMEIIAIOT B IAUKy U3 KapTOHA.

He Bce pa3meps! yriakoBOK MOTYT OBITh JOCTYIHBI JUIsl peaTu3aIii.

6.6. OcoOble  Mepbl  NPEJOCTOPOKHOCTH  NPHM  YHUYTOKEHHUH  HCIOJIb30BAHHOIO
JICKapCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYECHHBIX IOCJde TNPHMEHEeHHus:
JIEKAPCTBEHHOI'0 MpenaparTa u Apyrue MaHUIyJISIUM C IPenapaToM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccniickas @enepanvs

3A0 «bepe3oBckuii hapmarieBTUUECKHUI 3aBOI

623704, CeepmiioBckas 0611., T. bepezoBckuid, ynuma Konbeuesas, 13a

tein./pake: +7(343) 215-89-01

e-mail: info@uralbfz.ru

7.1. [IpencraBuTeib AepKaTessi PeriCTPAIIMOHHOIO Y10CTOBEPEHUs

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccniickas @enepanvs

3A0 «bepe3oBckuii papmanieBTHUECKUN 3aBOI»

623704, CeepmiioBckas 0011., T. bepezoBckuid, ynuna Konbeuesas, 13a
ten./dake: +7 (343) 215-89-01

OnextponHas noyra: info@uralbfz.ru.

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. IATA TIEPBUYHOWM PETMCTPAIIUA (IIOJATBEPXJIEHHSI PETMCTPAILIMU,
INEPEPETUCTPAIIN)

JlaTa epBOH perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA
18



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 17.04.2025 N= 10261
(NOCNEOOBATENEHOCTE 0001)

OO011as xapakTepHCTHKA JIEKapCTBEHHOTO MpernapaTra HeOuBomon goctynHa Ha HHQOpManOHHOM

noprtajie EBpa3uiickoro SKOHOMHYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH

«uaTeprer» https://eec.eaeunion.org/.
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