COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 02.08.2022 N= 18142

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFO TIPERAPATA 1705

1. HAUMEHOBAHMUE JEKAPCTBEHHOI' O IIPEITIAPATA
beknomerason, 50 MKr/103a, a3p0301b JI MHTASIIUN T03UPOBaHHBIN.
beknomerason, 100 MKr/m03a, a3p030J1b ISl HHTATISAIANA JTO3UPOBAHHBIM.

Bexnomera3on, 250 MKI/m103a, a3p030Jib ISl MHTATSIUN TO3UPOBAHHBIH.

2. KAUECTBEHHbBIN 1 KOJIMUECTBEHHBII COCTAB

Bbexiiomerason, 50 MKI/no3a, a3po30Jib JULST MHTAIALINAN JO3UPOBAHHBII

JelcTByrol1ee BEMIECTBO:

bexnomerazona aunponuonat 0,05 mr B 1 no3e (B nepecuere Ha 100 % BeriecTBo).
BcrniomoratenbHble BEeHIECTBA, HATMYUE KOTOPHIX HY>KHO YUUTHIBATh B COCTABE JICKAPCTBEHHOTO
npenapara: 3tranoia 96 %.

[TonHbBIN CMIUCOK BCIIOMOTATEJIbHBIX BEUIECTB CM. B ITyHKTE 6.1.

Bbexnomerason, 100 MKI/mo3a, a3p030J1b Ul HHTAIAIUN JO3UPOBAHHBIN

JleiicTByo1IIee BEIIECTBO:

bexnomerazona nunponuonar 0,10 mr B 1 no3e (B mepecuere Ha 100 % BemiecTBo).
BcmomorarenbHbIe BEIIECTBA, HATMYHUE KOTOPBIX HY)KHO YYHTHIBATh B COCTABE JICKAPCTBCHHOTO
npenapara: 3tranoia 96 %.

ITomHBIN CIMCOK BCIIOMOTaTEIbHBIX BEIIECTB CM. B ITYHKTC 6.1.

BexnoMerason, 250 MKI/mo3a, a3p030J1b Ui HHTAIALIUN T03UDPOBAHHBIN

JleiicTByrolIEE BEIIECTBO:

bexnomerazona qunponuonat 0,25 mr B 1 no3e (B nepecuere Ha 100 % BeecTBo).
BcnomorarenbHble BellecTBa, HAJTMYKUE KOTOPBIX HY)KHO YYUTHIBATh B COCTAaBE JIEKAPCTBEHHOI'O
npenapara: stanox 96 %.

ITonHBIN CIMCOK BCIIOMOTaTEIbHBIX BEIIECTB CM. B ITYHKTC 6.1.

3. JEKAPCTBEHHAS ®OPMA

Adp030JTb JIJIs1 MHTAIAIANA TO3UPOBAHHBIH.

[Tpenapar bexiomera3oH mpencTaBisieT coOOW OECIBETHBIM WM TMOYTH OECIBETHBIM pPacTBOp,
HAXOMALIMICA TOJ JaBleHHEM B Oa/UIOHE ATIOMHHHEBOM C JO3HPYIOIIUM  KIIAMaHOM,
CHAOKEHHBIM HACAJKOW-PACTIBIMTENIEM C 3allMTHBIM KOJMAuKOM; TperapaTr TMpH BBIXOJE W3

OaJyIOHa pacbUISIETCs B BUAE a9PO30JIbHOM CTPYH.
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(NOCNEQCBATENEHOCTE 000%)

Kaxnapiit uaranstop coaepxut 200 103.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3zaHusi K NPUMEHEHHIO.

[Ipenapar npumeHsieTcs B KadecTBe 0A3MCHOM Tepanuy pa3IuuHbIX GHopM OPOHXUATBHON aCTMBI
y B3pOCJbIX U J€TeH crapie 4 JerT.

4.2. Pe:kuM 103MPOBAHUS M CIIOCO0 MPUMEHEHHUS.

PexxuM 1o3upoBaHus

[TpuMeHsIOT peryisipHO (Jake Mpu OTCYTCTBMM CUMITOMOB 3a0oieBaHus). [lo3y moaluparor ¢
y4eTOM HHIMBHUAYaJbHOM KIMHHYECKOW d3(deKkTuBHOCTH, yBenUuUMBas 10 TOSBICHUA
KIIMHUYECKOro 3¢ (deKTa WM CHIKas 10 MUHUMaIbHOU 3ddexTuBHOM n03b1. [Ipu mepexone Ha
BBICOKYIO /103y MHTJSILMOHHOIO OEKJIIOMETa30Ha MHOTHE MallMEHTHI, M0JIyYaroliue CUCTEMHbIe
[JIFOKOKOPTUKOCTEPOUIbI, CMOT'YT YMEHBIINUTh UX 103y WJIK OTMEHHUTh UX COBCEM.

HauanbHas n03a onpenensercsi CTeNeHbI0 TSHKECTH OPOHXHUATBHOMN aCTMBI.

[Ipu nerkom TeueHMHM OpPOHXHMAIBLHOW acTMbl 00beM (opcupoBaHHOro Bbimoxa (ODPB) wim
nukoBast ckopocTh Bbiioxa (IICB) cocraBmisitor 6omee 80 % OT JOKHBIX BEIMYUH C pa3dpocom
noka3zareneii [ICB menee 20 %.

[Tpu cpennersikenoM Teuernu OponxuanbHOl actMbl ODB mmm [1CB cocrasmsror 60-80 % ot
JOJDKHBIX BEJTMYMH, CYTOUHBIH pa3opoc mokasareneit [ICB — 20-30 %.

[Tpu TspKEnoM Teduenun OponxuanbHor acTMbl ODB mnu [ICB cocraBnsitor 60 % OT AOMKHBIX
BEJIMYMH, CYTOUYHBIN pa3bpoc mnokaszareneil [ICB — Gonee 30 %. CyTouHylo 103y JensiT Ha
HECKOJIBKO MPUEMOB (2—4 MHTaJIALIUU B CYTKH).

B3pocnvim u 0emam cmapue 12 nem

PexomeHiyemble HaYalIbHbIE CYTOYHBIE JIO3BI:

. OponxuanbHas actMa jierkoro TeueHus: — 200600 Mkr/cyT (3a 2 UHTANALINN B CYTKH);

o OpoHxuanbpHast actMa cpeaHetsikenoro teueHus: — 600-1000 mkr/cyT (3a 2—4 MHTANIALMY B
CYTKH);

. OponxuanpHas actMma Tspkenoro tedeHuss — 1000-2000 mxr/cyt (3a 2—4 wHranmsuuu B
CYTKH).

CranpapTHas MakcUMasbHas cyTouHas 103a — 1000 MKr. B oT/IenbHBIX OUeHb TSKENBIX CIydasix
CyTOYHasi J103a MOXeT ObITh yBenmmdeHa no0 1500-2000 Mkr (3a 2—4 WHransanuu B CYTKH).
Jleuenne OpOHXHMATHHONH aCTMBI OCHOBAHO Ha CTYNEHYATOM IIOAXOJIE — TEPAIHI0 HAUYWHAIOT
COIJIACHO CTYIEHH, COOTBETCTBYIOLIEH TSKECTH 3a00JIeBaHUSL.

Nuransunonnsie ' KC Ha3HauatoT Ha BTOPO CTYIEHU TEpaIHH.

Crynens 2. bazucnas mepanus.
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Io 100-400 MKr 2 pasa B CyTKH. (NOCNEADBATENEHOCTL 0003)

Crynensb 3. baszucnas mepanus.

[Tpumensitor unransuuonHsle I'KC B BpICOKOI CyTOYHOH J03€ WM B CTAaHAAPTHOW CYTOUHOM
03¢, HO B KOMOMHANUMU C UWHTAISIUOHHBIMH OeTa-2-aJpeHOMUMETUKAMU JUIUTEIHHOTO
IIEUCTBUS.

Pexomennyemast cyrounas noza 800-1600 mkr, B OTAEIBHBIX CIIydasiX CyTOYHAsl 71032 MOXKET
ObITh yBenuueHa 10 2000 MKr.

Crynens 4. Taxcenas 6pouxuaivHas acmma.

Pexomennyemas cyrounas mo3za 800—1600 MKr, B OTAENBHBIX CIydasxX CyTOYHas J03a MOXKET
ObITh yBenuueHa 10 2000 MKr.

Crynensb 5. Taocenas 6poHxuanvHas acmma.

Pexomennyemas cyrounas noza 800-1600 MKr, B OTJENBHBIX CIy4asX CYTOUHAs 7032 MOKET
ObITh yBenuueHna 10 2000 MKr.

Jemu om 4 00 12 nem

Pexomennyemass HauvanpHas cyrtouyHas jno3a 100-200 Mkr (3a 2 MHrajdsiquu B CYTKH).
CrangaptHas MakcuMmanbHas cyrouHas ao3a 200 MKr. B OTIeNbHBIX OYEHb TXKENBIX CIIydasx
CyTOYHas 71032 MOXKeT ObITh yBennyeHa 10 400 MKT (3a 2—4 UHTaNALUUU B CYyTKH).

[Tpenapat beknomerasoH, conepsxamuii 250 MKr GexiomeTa3oHa B 1 103e, He IpeaHa3HAYCH IS
WCIIOJIb30BaHUS B 3TOU TPYIINE MAIUECHTOB.

Ocoovle zpynnbl nayuenmos

Her HeoOXomuMocTH KOPPEKTHUPOBATH JA03y VY JHI TMOXWJIOIO BO3pacTa, y MAIMEHTOB C
MOYEYHOU MJIU II€YEHOYHON HEJOCTATOYHOCTEIO.

Ilponyck npuema 00noii 003l npenapama

[Tpu ciy4aifHOM MPOMYCKE UHTASIUU CIAEAYIONIYIO 103y HEOOXOAMMO MPUHATH B MOJOKEHHOE
BpEMsI B COOTBETCTBHH CO CXEMOM JICUEHUSI.

BBeneHre MOXKHO OCYIIECTBISATH C HCIOJIB30BAHHEM CIICIUATIBHBIX JI03aTOPOB (crielicepoB),
YIYYIIAIONINX PAcIpe/ie/IiCHIe Tperapara B JISTKUX W CHUKAIOIIMX PUCK Pa3BUTHS MTOOOTHBIX
a¢hekToB.

Cnooco0 nmpuMeHeHus

[Ipenapar mnpegHa3HauyeH IS WHTABIITHOHHOTO BBEJCHHS C TOMOINBI0 HWHTAIAIIMOHHOTO
ycTpoicTBa (cM. moapaszaen «llpasuna npumenenus npenapamay). Ilocne Kaxmaon WHTATIAIAA
HEO0OXOIUMO TIIATENHHO MPOIOJIOCKATh TOJIOCTh PTa U TOPIIO BOJIOM.

IIpaBuia npuMeHEHHUS IIpernapara

Iloozomoexka 0ns nepeozo npumenenus
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[epen mepBbIM IPUMEHEHHEM TIpeniapaTa cieIyer: Hanéﬂ'%a&%%;ﬁa%ﬁgl%ﬁgﬁ, Zﬁaém'é;{hy}o

3alIUTHBIM KOJIMAYKOM, Ha OaJJIOH M INTOK KJaraHa, CHATH 3alllUTHBIA KOJIAYOK C HACaIKH-

pactpumuTens. IloTOM SHEPruyHO BCTPSIXHYTh OAaNIOH BEPTHKAIBHBIMU  JBMIKCHUSIMH,

IEpEeBEPHYTh OAJUIOH HACaIKOM-paclbUIMTENIeM BHU3 W CHeNaTh [Ba paclbUIEHUs B BO3AYX,

4yTOOBI YOEIUThCs B aJJeKBaTHOM pabote kianaHa. [Ipu nepepbiBe B IpUMEHEHUU INpenapara Ha

IPOTSKEHUM HECKOJIBKMX JHEH clelyeT clenaTb OJHO paclbUIEHHE B BO3AyX IOCIE

TIIATEIBHOTO BCTPAXUBAHUS OayIoOHA.

Ilpumenenue:

1. CHumHTE ¢ HacaJKHU-PACHBUIMTENS 3AIUUTHBIA KOJIAYOK M yOeIuTeCh, YTO BBIXOJHAs

TpyOKa Hacaiku-pacmbuinTess yuctas. [lepeBepHuTe OayuioH HacaIKOW-pacHbUIUTENIEM BHH3,

JepKUTE HMHTAIALMOHHOE YCTPOHCTBO MEXIYy YyKa3aTedbHBIM M OONBIIMM TaibllaMH B

BEPTUKAJIBHOM IOJO0XKEHUH, NPH 3TOM OOJIBIION Masel AOJKEH pacroyaratbes MoJ HacaaKou-

pacIblUIUTENEM, a YKa3aTelbHbIH Manel Ha JOHBIIIKE aTFOMUHHEBOI0 OaloHa.

2. VIHTEeHCHBHO BCTPSIXHUTE ATFOMUHUEBBINA OAJUIOH BBEPX-BHU3.

3. Cpenaiite rmyOokuii BbIIOX uepe3 poT. [ImOTHO 3aXkMuTe T'y0aMu BBIXOAHYIO TPYOKY
MHTAJISILIMOHHOT0 YCTPOMCTBA.

4. Cnenaiite Me/uieHHBIN 1 I1yOOKUI BAOX. B MOMEHT BJj0Xa HAKMHTE Ha BEPXHIOIO YaCTh

OayutoHa, BBIMTyCKasg 03y Mpernapara, MPOJOJDKAWTE MEIJIEHHO BAbIXaTh. [ momyueHus

JIOCTaTOYHOM N103bl IpernapaTa Ha)kMMalTe Ha BEPXHIO 4acTh OajjloHa 1O TeX IMOop, IOKa

0aJUIOH HE OIYCTUTCS B MHTASLIMOHHOE YCTPOUCTBO JI0 yIopa.

5. Yjanurte MHTalsLMOHHOE YCTPOUCTBO M30 PTa U 3aJepXkKHTe JbixaHue Ha 10 cekyHa WM Ha
TO BpeMs, KOTOpPOE He BbI30BET y Bac nuckomdopra. MeIeHHO BbIIOXHHUTE.

6. TIlocrme WHTANSIMKM TPOTOJOMIMTE POT BOIOH, CTapasch HE TIIOTATh a’PO30Jib, KOTOPBIA
HoTajl BO BpeMsl MHTAJISIIUK Ha CIU3UCTYI0 000J0YKY POTOBOM MOJIOCTH.

7. Ecnu tpeOyercst BBecTH OoJiee 0JHOU J103bI penapaTa, MoJA0KIUuTe | MUHYTY U TOBTOPUTE
BCE JCHUCTBHS, HAUMHAs cO 2 I1ara ¥ 3aKaH4uBas Iarom 6.

8. 3akpoiiTe HacaIKy-pacIbUINTENb 3aIUTHBIM KOJIAYKOM.

ITpu BeImoNHEHNN WAroB 3 U 4 He cremuTe. B MOMEHT BbIITycKa 035l JIEKapCTBA BAaXHO JIENATH

BJIOX KaK MOKHO MeaneHHee. [lepen npumMeHeHneM NOTpeHUpyHTech nepe 3epkaiom. Eciau Bol

3aMETWJIH «I1ap», BBIXOAAIIUN U3 BEPXYIIKM OaJTIOHYMKA WM U3 YIJIOB PTa, TO HAUHUTE CHOBA C

mara 2.
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Yucmka:

Yucmka:

Hacanky-pacnbsuinrens clielyeT YACTUTD, 110 KpaHEl Mepe, pa3 B HEEIIO.

CHumHTE HacaJKy-pacHbUIMTENb C AJIOMUHHEBOTO OAUIOHA. AKKYPAaTHO IPOIOJIOIIUTE

HACaJAKy-pacClblIUTECIIb U SaIJ_II/ITHHﬁ KOJIITA4OK TEIUION BO,I[OfI.

Henn3s ucnonn3oBaTh ropsa4yro BOIIY!

BCTp?IXHI/ITe HacCcaJKy-paClbUIMTCIIb H BaHII/ITHBIﬁ KOJITa4o0K, YTOOBI YAQAINUTE OCTATKH

BOJBI, U BBICYIINUTEC UX 0e3 UCIT0JIL30BaHUs HarpeBaTCJIbHBIX YCTPOﬁCTB.

Henp3s AOIMYCKAThb KOHTAKTa AJIIOMUHHUEBOT'O OaIoHa ¢ BOﬂOﬁ!

4.3. IIpoTBONOKA3aHMA.

I'MnepuyBCTBUTEIBHOCTh

K

0

OexJIoMeTa30Ha

JTUITPOITMOHATY

BCIIOMOTATEJIbHBIX BEIIECTB, IEPEUNCICHHBIX B pa3zzene 6.1.

Hetckuii Bo3pact 110 4 Jer.

157783051

K

mooomMy

nus3
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BeknomeTason, comepxkammii 250 Mxr B 1 jo3e, He'l_lllll_jle:ﬂ}%';&éﬁ]_g&tIﬂ&T‘OEE@HBéIﬁ-ﬁH B

neauarpui (T. €. 'y nereit 1o 18 ner).
4.4. Oco0ble yka3zaHus M Mepbl MPeJ0CTOPOKHOCTH NPH NPUMEHEHUH.

C 0CTOPOKHOCTBIO

[Ipu rmaykome, CHUCTEMHBIX HMHpEeKUusAX (OakTepuaabHBIX, BHPYCHBIX, TI'PUOKOBBIX,
napa3uTapHbIX), OCTEONOpo3e, TyOepKyse3e JIerKHX, IHppo3e IICUeHH, THUIIOTHPEO3e,
OepeMeHHOCTH, B TEpUOA TIPYAHOIO BCKAPMIIMBAHMS, Yy T[AallUEHTOB CO CHH)KEHHBIM
UMMYHHUTETOM.

Oco0ble yKazaHus

[lepen mpumeHeHueMm mpemnapata HEOOXOIUMO YOEOUTbCS B TOM, YTO HAIMEHT MPAaBUIBHO
UCTIOJIb3YeT HMHTAIALMOHHOE YCTPOWCTBO, YTOOBI TapaHTHPOBATh JOCTATOYHOE TO3MPOBAHUE
npernapara.

[TarueHTOB, MPUMEHSIOMIUX Mpenapar B JOMAIIHUX YCIOBHSIX, HEOOXOIUMO MPEIyNpeauTh O
TOM, YTO, €CIIM JeHCTBHE OOBIYHOW 03Bl CTAHOBHUTCS MeHee 3()(PEeKTHBHBIM WM MeHee
IPOIOJDKUTEIBHBIM, HENb3s CaMOCTOSITEIbHO YBEIMYMBATH O3y WM YacTOTy NPUMEHEHUS
mpernapara, a clieyeT HEeMeAJIEHHO 00paTUTHCS K Bpauy.

[Ipy nauTensHOM NpUMEHEHUH OEKJIOMEeTa30oHa B BBICOKMX jo03ax (Oomee 400 MKr/cyr)
pa3BUBaETCS KaHIUA03 POTOBOM MOJOCTH H TIIOTKH, OCOOCHHO y MAIlEHTOB, paHee MePEeHECIINX
IpUOKOBYIO  MH(EKIHIO, YTO MOJATBEPKIACTCS BBICOKMM  COJIEp)KAaHHEM B  KPOBH
OPEHUITUTUPYIOIUX ~aHTuTen mnpotuB rpuboB Candida. Kak mpaBuwio, mnpuMeHEHHE
IPOTHBOIPUOKOBBIX MPENapaToB CIOCOOCTBYET OBICTPOI JIMKBUIAIMU TPUOKOBON HH(EKIHH.
Jlo3y OeksioMeTa30Ha B 3TOM CITydae H3MEHSTh HE CIIeIyeT.

Ecnu ieyenne MHTaISIIMOHHBIM OEKIIOMETa30HOM HaunHaeTcs Ha ¢poHe npuema BHyTps ['KC, TO
cHikeHue 1036l ['KC MOXXHO HauaTh TOJIBKO 4Yepe3 1—2 Henenu mociie Hadana oJHOBPEMEHHOIO
npuMmeHenus. Cxema cHmkeHus a03bl [KC s mpuema BHYTPh 3aBUCHUT OT J03bI U
npopomkutenbHocTH  npuMmeHeHuss [KC.  PerymsipHoe mnpuMeHEHHWE  WHTAISIIMOHHOTO
OexiiomeTa3oHa B OOJIBIIMHCTBE Cy4aeB Mo3BojsieT cHU3UTH a03y ['KC mist mpuema BHYTpB.
Kak mpaBuio, manueHTsl, NpuHUMaroImue He Oonee 15 Mr mpemaHHU30J0HA, MOTYT MOJHOCTHIO
nepeiTH Ha MpUEeM TOJIBKO MHTASIIIMOHHOTO OekiomeTazoHa. [lepBeie Mecslbl ocie nepexoaa
Ha WHTAISAIHOHHYIO TEpanuioo OEKIIOMETa30HOM HEOOXOAMMO TIIATENBHO CIETUTh 32
cocrosiHueM ' THC, yToObI Ipe1oTBpaTUTh €€ YrHETEHHUE.

[TateHTHl cO CHMKEHHOW (PYHKIMEH HaAMO4YeYHUKOB, MEPEBEACHHBIE MOJHOCTHIO HA JIEUEHUE
MHTAISIIIMOHHBIM OEKJIOMETa30HOM, JIOJDKHBI Bcerja uMmerh ¢ coboil 3amac I'KC u HocuTh €

co00¥ MmpeaynpexaAr0NIy0 KapTOUKy ¢ HHGOPMAIUEH O TOM, YTO B CTPECCOBBIX CUTYaIllUsIX OHU
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Hyxzaatorcs B npumeHennn cucteMubix ['KC. [locie 3@%511%%&:%E@E&Z&Eyaﬁpfﬁ’ﬁosa

CMEPTHOMY OTYETY

I'KC moxer 6b1Th ymMenbIeHa miu I'KC MoxkeT ObITh OTMEHEH.

VBennuenue n103b1 I'KC TpedyeTcst npu BHE3aIIHOM U IPOTPECCUPYIOLIEM YXY/IIEHUN TEUEHUs
OpoHxuanpHON acTMbl. KOoCBEeHHBIM IoKa3aTeneM He3(pEeKTHUBHOCTH Tepanuu sBisieTcst Oonee
4yacToe NpUMEeHEeHHe OeTa-2-aJpeHOMUMETUKOB KOPOTKOTO JeHCTBUS.

ITpu nepeBone nanueHtoB ¢ npuema I'KC BHyTpp Ha umHramsuuonsnsle I'KC, B TOM umcie
OEKJIOMETa30H, MOTYT MPOSIBUTHCS pa3jIM4YHblE QJIEPrUUYECKHE PpEaKIUH, B TOM 4YHCIE
JIJIEPrUYeCKUi pUHUT U aJIJIEPrUYECKHU IepMaTUT, KOTOPbIE HE NMPOSABISUINCH Ha (POHE JIEUeHUs
cucremubix ['KC.

bexnomeTa3oH Ju1s1 MHraJsSIUM NIpeIHa3HaueH ISl PETYJISIPHOIO €XXEITHEBHOIO IPUMEHEHUS, a HE
JUI KYIHPOBAaHUS MPUCTYNOB OpoHxocmasma. Jlisi KynmupoBaHUS HPUCTYHOB OpoHXOCHa3Ma
OPUMEHSIOT OeTa-2-aJpeHOMUMETHKH KOPOTKOIo AEWUCTBHS, B TOM uucie canbOyramod. Ilpu
TSKEJIOM TeUeHUH OpOHXUAJIbHOW aCTMbI MJIM HEJJOCTATOYHOM 3(h(heKTHBHOCTH UHTAJIALIUOHHOTO
OexioMeTa3oHa HEOOXOAUMO YBEIUYUTh €0 J03Y, a TAKXKE PACCMOTPETh BOIIPOC O IPUMEHEHUU
I'KC BHyTpp unaM, Hanpumep, HIPUMEHEHUHM AaHTUOMOTUKOB B clyyae HH(EKIIMOHHOTO
Bocrnanenus. [Ipu pa3BuTum napajgokcaabHOro OpoHXOCHa3Ma cieyeT OTMEHUTh OEKJIOMETa30H,
OpoBeCTH OOCIe0BaHME NAalMEeHTa M PAaCCMOTPETh BO3MOXKHOCTb HPUMEHEHHUs JApPYroro
npemnapara.

Henb3st pe3ko mpekpamath JeueHHE WHTATSAIMOHHBIM OekioMmerazoHoM. [lpu umTensHOM
IPUMEHEHUU WHTAJSIMOHHOI0 OeKkiioMeTa3oHa B Jjo3e Oojiee ueM 1,5 r/cyT BO3MOXKHO pa3BUTHE
CHCTEMHBIX peaKIMil pa3IMYHOro XapakTepa, B TOM YHCIE: CUMITOMOB YIHETEHHUsS (YHKLUUU
KOpbl HAJMOYEYHUKOB, CHUKEHHSI TEMIIa pOCTa y JETEeH, CHI)KEHHE MHHEpAIbHON IIOTHOCTH
KOCTEH, KaTapakTa, rjaykoma. BO3MOXHBI HapylIeHUS CO CTOPOHBI 3PEHHUA: LIEHTpaJibHas
cepo3Hast xopuoperuHonatus (LICP). Ilostomy npu gocTwkeHuH TepamneBTHdecKoro 3ddexra
71032 MHTAIALMOHHOTO0 OEKJIOMETa30Ha JI0JIKHA ObITh CHMIKEHA /10 MUHUMAaJIbHON 3¢ (eKTUBHON
J103bl, KOHTPOJIMpYIOIIel TeueHue 3abosaeBanus. [lanuenTs!, nMeronue BEICOKUNA PUCK pa3BUTHSA
HEJ0CTATOYHOCTU KOPbI HA/IMOYEYHUKOB, JTOJKHBI HAXOAUTHCS 110 KOHTPOJIEM Bpaya.

[lpy uMTENBHOM TpPUMEHEHHM OEKJIOMeTa30Ha Yy JeTed HeoOXOAMMO KOHTPOJIMPOBATh
JUHAMHUKY UX POCTa.

Crnenyer co0oaTh OCTOPOXKHOCTH IpH npuMeHeHuH uHransuuoHHoro ['KC y mamueHTOB ¢
AKTHBHOW M HEAKTUBHOM (hopMamMu TyOepKyIie3a JIETKUX.

Heo6xoanmo npenoxpansaTh I11a3a OT MonagaHus npenaparta.

AJIOMMHHEBBIN OAJUIOHUUK C MPENapaToM Helb3s MPOKabIBATh, pa30MpaTh U HarpeBath, 1aXe B

TOM CJiy4ac, €CJIM OH ITyCT.
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beknoMeTazoH MOXKeT oOKas3aTtbcsi MeHee 3¢ )eKTHBHhﬂJI:IH'Bgﬂf;PI%'I?P&EQEMr;GbJﬁph ':.'E:Hpn

CMEPTHOMY OTYETY

OXJIAKJICHUH OaJlJIOHA PEKOMEHIYETCSI CHATh C HEro HacaJKy-paclblUIUTENb H COTPETh PyKamMH B
TEYEHUE HECKOJIbKUX MUHYT.

4.5. B3amMmopeiicTBHe ¢ [PYrMMH JIEKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BH/bI
B3aNMOJAEeHCTBUA.

BekomeTa3oH BOCCTaHABIMBACT pPEAKUWI0 OOJBHOrO Ha OeTa-aJpeHOMHUMETHKH, IO3BOJISA
YMEHBIIIUTh YaCTOTy MX MpuMeHeHHs. [Ipy oHOBpeMEHHOM MpUMEHEHUU ¢ (heHobapouTamom,
dbenuTonHOM, pUPAMIMIIMHOM U IPYTUMH UHAYKTOPAMU MHUKPOCOMAJIbHBIX ()EPMEHTOB MEYECHU
¢ dexTuBHOCT,  OekioMeTa3oHa CHWXkaerca. llpu  OIHOBPEMEHHOM TNPUMEHEHHH C
METaHJMEHOHOM, OJCTpOreHamH, OeTa-2-aJjpeHOMHUMETHKaMH, TEOQWITMHOM, a TaKxke
cucreMabiMu ['KC »sddextuBHOCT, OekiomerazoHa moBbimaercs. [lpu ogHOBpeMEeHHOM
NpPUMEHEHUN OeKIoMeTa3oH ycuiuBaeT 3¢ ekt OeTa-aIpeHOMUMETHKOB. M3-3a conepkanus
STUJIOBOTO CIUPTa BO3MOXKHO B3aMMOJCHCTBHE y 0CO00 YYBCTBUTENBHBIX MAllMEHTOB C
mucynbupamMoM u  MeTpoHHmazosoM. OIHOBpeMEHHOE Ha3HaueHHEe C IepOpaTbHBIMU
TIFOKOKOPTUKOCTEPOUIAMU WIIH KAIMHHECOCPETraoIUMU JUYPETHKAMH, TAKHMH KaK THA3WIIbI
i pypoceMui, MOKET BbI3bIBATh YPE3MEPHYIO TOTEPIO KaJIHsl.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS.

bepemeHHOCTD

bexiiomera3oH cieqyer NpPUMEHATh MNpu  OEpPEeMEHHOCTH JIMIIb B TOM Clydae, €Ciu
MOTEHIMAIbHAs M0JIb3a JJI1 MaTepu IPEBOCXOAUT BO3MOXKHBIA PUCK IS TUIOAA.

JlakTanus

bekiiomeTa3oH cienyeT NpUMEHATh B MEPUOJ TPYAHOrO BCKAPMIIMBAHMS JIMIIL B TOM Cllydae,
€CJIM MOTEHIIMaJIbHAs M0JIb3a JJIsl MaTepU IPEBOCXOIUT BO3MOXHBINA PUCK JIJIsl peOeHKa.

4.7. Bausinde HAa CHOCOOHOCTH YNPABJSTH TPAHCHOPTHHIMHU CpeACTBAMH M padorarh ¢
MeXaHNU3MAMHU.

WNuransiiuu npenapara bekiaomMeTazoH He BIUSIOT HA CIOCOOHOCTH YIPaBISATh TPAHCIOPTHBIMU
Cpe/ICTBaMU U MEXaHU3MaMH.

4.8. HexkesaTeJibHbIE peaKINHU.

Pe3roMe HeXeIaTeIbHbIX PEeaKIni

Yacrora pa3BuTHs 1M000YHBIX 3 (HEKTOB KiIaccu(UIMPOBaHA COMJIACHO PEKOMEHIAlUsIM
BcemupHoii opranusaium 37paBooXpaHeHus: odeHb vacto (> 1/10), wacto (> 1/100, < 1/10),
Heuacto (> 1/1000, < 1/100), peaxo (> 1/10000, < 1/1000) u oyeHb peako (B TOM 4YHCIEC
enuHu4HbIe ciydan) (< 1/10000).

HUngpexyuonnvie u napazumaphvie 3a601e6aHusi: 0YCHb 4acTO — JAPUHTUT, (PApUHTUT; 4acTO —

KaHIu 103 pOTOBOfI IMOJIOCTHU, BEPXHUX AbIXAaTCIbHBIX HyTeﬁ 1 TJIOTKH (HpI/I JJINTECIIBHOM
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Hapywenus co cmoponvl umMMyHHOU cucmemvl. PEIKO — aJUIEPTUYECKUE PEAKIUU:
AHTHMOHEBPOTUYECKUH OTEK TJIa3, Topiia, Ty0 U JIHIa.

OHOOKpUHHblE — HApYWeHUs: O4YeHb PEeIKO — YrHeTeHHe THUIoTajiaMo-TUIopu3apHo-
HagnouyeuHukoBoi cuctembl (ITHC) (mpu nnuTenbHOM NpPUMEHEHUH BBICOKHX 103 OoJjiee
1,5 r/cyT), B TOM 4mcIe 3a7epKKa poCcTa Y AeTel U TOJPOCTKOB.

Ilcuxuueckue HapywieHua. 4YacTOTa HEU3BECTHA — I[ICUXOMOTOpHasi T'MIEPAaKTHUBHOCTD,
paccTpoiictBa  cHa, OECHOKOWMCTBO, JENpeccHusi, arpeccusi, H3MEHEHUE IOBeJIeHUs
(MpeuMyIIeCTBEHHO y JeTel ).

Hapywenus co cmoponul Hep8HOUl cucmembl: HEYaCTO — TOJIOBHAS 00JIb.

Hapywenus co cmoponsl opeana 3penus. HEYaCTO — HapYIIEHUE YETKOCTH 3PEHUSI; OUEHb PEIIKO
— KaTapakTa, riiaykoma (CUCTEeMHOE JIEHCTBHUE); YacTOTa HEM3BECTHA — IIEHTpajbHas Cepo3Has
PETHHOMATHSI.

Hapywenus co cmopoHnvl OvixamenbHOU cucmemvl, 0p2ano8 cpyOHOU KIemKU U CPEeOOCMEeHUA.!
4acTO — OXPUILIOCTh I0JI0Ca, pa3/ipakeHue CIU3UCTON 000104k ropia (IpuMeHeHHe crneiicepa
CHI)KAE€T BEPOATHOCTh Pa3BUTH 3TUX MOOOYHBIX 3(PPEKTOB); pPEAKO — MapagoKCaabHBIN
Oponxocna3M (KymupyrT C MOMOIIbI MHTaJISIHOHHBIX OeTa-2-aJipeHOMHUMETUKOB KOPOTKOIO
JIEUCTBUS); OYEHB PEIKO — Y03UHOPUIIHHAS THEBMOHUS.

Hapywenus co cmoponvl Kodcu u nOOKOJHCHBIX MKAHEU : 4aCTO — KPOBOIOATEKH, UCTOHUYCHHE
KOXH (CUCTEMHOE JICHCTBHE).

Hapywenus co cmoponvl mviuieyHoll, ckeiemHol U coeOuHUmenbHolu mKauy: O4eHb PEelKO —
CHIKEHHE MUHEPATHHOM IMIIOTHOCTH KOCTEH (CHCTEMHOE JICHCTBUE).

Coo011eHne 0 moI03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxHo coo0marh 0 TM0J03pEBAEMBIX HEXKeNaTeJIbHBIX pPEaKLUUsAX IMOocie pPerucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ Leliblo 00ecreyeHns HepephIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«T0JTb3a — PHUCK» JIEKAPCTBEHHOTO TMpermapara. MeIuIMHCKIM pPa0OTHHKAM PEKOMEH]IyeTCs
coo0maTe O JIOOBIX MOJ03PEBAEMBIX HEKEIATENBbHBIX PEAKIHIX JICKApCTBEHHOTO IIperapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHHUS O HEeXKEJIaTeNIbHBIX PeakIsIX TOCYAapCcTB — YICHOB
EBpa3uiickoro 5KOHOMHUYECKOr0 COK03a.

Poccuiickas @enepanus

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuanzop)

109012, r. Mocksa, CrnaBsiHCKasl miiomaip, 1. 4, ctp. 1

«I"opsiuas munus» PoczapaBranszopa: +7 800 550 99 03

e-mail: info@roszdravnadzor.gov.ru

Caiir: https://roszdravnadzor.gov.ru/
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MenuuuHckie paOOTHUKH TaKKe€ MOTYT COOOIATh O HEXKENATeNbHBIX PEaKUUAX Aep:KaTelto
PETUCTPAIIMOHHOTO  YIOCTOBEPEHHS] WJIM TPEJICTABUTENIO JEp)KATeNsd PErucTPaluOHHOTO
yJIOCTOBEpEHHs 110 KOHTaKTaM, yKa3aHHbIM B paszene 7.1.

4.9. Ilepeno3upoBKa.

Ocrtpas nepeno3upoBKa MpenapaTa MOKET BOSHUKHYTH IPH WHTAJSIMHA BBICOKOW OJHOPA30BOU
no3el O6omee 1 r. IlposiBneHMe B OSTOM Cllydae CHMIITOMOB YrHETEHUS (YHKIHUU KOPBI
HA/IIOYEYHUKOB HE TpeOyeT SKCTPEHHOH Tepanuu, Tak Kak (YHKIUS BOCCTAHABIMBAETCS B
TE€YEHUE HECKOJIbKMX JIHEH, YTO MOATBEpXKIaeTcs KOHLEHTpaluend KopTuzona B miasme. [Ipu
XPOHUYECKOW IMEepeIo3upPOBKe (IIUTENbHOE JICYCHHE 1030 Oomnee 1,5 T') MOXKET OTMedaThCs
CTOMKOE MOoJaBjiIeHNuEe (PYHKIUH KOPHI HAAMOYEYHHKOB. B MOZOOHBIX CllydasXx pEeKOMEHIyeTCs
IPOBOJUTh MOHMTOPUHI pPe3epBHON (YHKIMH KOpbl HaanodyedyHUkoB. Ilpu mnepemosumpoBke
JeyeHre OEKJIOMETa30HOM MOXKET OBITh MPOJIOJKEHO B J103aX, JAOCTATOYHBIX Ui MOAEPKaHHS
TeparneBTHYECKOTO 3P deKTa.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHUYecKHe CBOHCTBA.

dapmakoTepaneBTHUECKas Ipymna: MNIIOKOKOPTUKOCTEPOU U1l MECTHOTO TPUMEHEHHUS.

Kox ATX: RO3BAOI.

beknoMeTa3zoHa IWUMPONHMOHAT SIBISETCS MPOJIEKAPCTBOM W O0JIafaeT cliaboil TPOITHOCTBIO K
I'KC-penenropam. Ilox neiictBuem screpa3 OH HpeBpallaeTCs B AKTUBHBIA MeTaOOIUT —
6exsiomerazoHa-17-mononponuonar (b-17-MII), KOTOpBIi OKa3bIBae€T BBIPAKEHHBIM MECTHBIN
POTHBOBOCTIAUTENBHBIA 3()(eKkT. YMEHbIIaeT BOCIAJIeHHE 3a CYET CHIKECHHs 0Opa3oBaHUs
CyOCTaHIIMM XeMOTaKcuca (BIMSHUE Ha «IMO3/JHUE» PEaKIUH aJUIePTHUH), TOPMO3UT pPa3BHTHE
«HEMEIJICHHOI»  amepruyeckod  peakuuu  (0OYCIIOBIEHO  TOPMOXKEHHEM  MPOAYKLUHU
METa0OJIUTOB apaxHUIOHOBOM KHUCJIOTHI M CHH)KEHHEM BBICBOOOXIEHUS M3 TYYHBIX KJIETOK
MEAMATOPOB BOCHAJEHMs) M yiaydllaeT MyKoUMJIuapHbiii TpaHncnopT. Ilox nelicTBuem
OexoMeTa30Ha CHMKAeTCsl KOJMYECTBO TYYHBIX KJIETOK B CIM3UCTOM 000J04YKe OpOHXOB,
YMEHBIIAETCS OTEK SMUTENHNS, CeKPELUs CIN3U OpOHXUABHBIMU JKeJIe3aMU, THIIePPEaKTUBHOCTb
OpOHXOB, KpaeBO€ CKOIUIEHHME HEUTPO(PHIOB, BOCHATUTEIbHBIH HKCCYAaT W MPOAYKIHUSI
TMM(OKUHOB, TOPMO3UTCS MHTpalus Makpo(]aroB, CHUKAETCS WHTEHCHBHOCTH IIPOIIECCOB
UHOQUIBTPAIUN U TPaHYJSIHA. YBEIHYNBACT KOJMYECTBO aKTHBHBIX O€Ta-aJpeHOPEIenTOpOB,
BOCCTaHABJIMBAET PEAKLMI0 OOJILHOTO Ha OPOHXOAMIATATOPHI, O3BOJIIET YMEHBIIUTh YaCTOTY
UX NMpUMeHeHUs. [IpakTHuecKu He OKa3bIBAaeT pe30pOTUBHOTO ACHCTBHS MOCIIE WHTATSIIMOHHOTO
BBCJICHUSI.

He xynupyet OpoHxocnasm, TepaneBTHUecKuil 3(p(HeKT pa3BUBaeTCs MOCTENIEHHO, 0OBIYHO Yepe3
10
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5.2. PapMaKkoKHHeTHYEeCKHe CBOICTBA.

5.2.1. Abcopoyus

bonee 25 % no3b1 uHranupyemMoro 0€KJIIOMETa30Ha OCEAAeT B JbIXaTeNbHBIX ITYTSIX; OCTABILIEECS
KOJIMUECTBO OCElaeT BO pTy, I[JIOTKE W MporiareiBaerca. B njerkux mnepen abcopOuumeit
OCKJIOMETa30H HMHTEHCUBHO METa0ONM3UpyeTCsl [0 aKTUBHOro wmerabonura b-17-MII.
Cucremuas abcopOrusi b-17-MIT mpoucxomut B nerkux (36 % neroynod ¢paxmuu), B
KEIYA0YHO-KUIIEYHOM TpakTe (26 % oT mocTynuBIIed cioja MpH MPOrjaThIBAHUHM J03bI).
AOconroTHas OMOIOCTYITHOCTh HEM3MEHHOT0 OekitomeTazoHa u b-17-MII cocraBnser okomo 2 %
u 62 % OT MHraIsSIMOHHON J03bl COOTBETCTBEHHO. bekoMeTa3oH ObICTPO BCAaChIBAETCs, BpeMs
JOCTUKEHUS] MAaKCUMAJIbHOM KOHIIEHTpaluu B 1uia3me KpoBH (Tmax) cocrasiger 0,3 vaca. b-17-
MII BcacbiBaeTcsi MenieHHee, Tmax coctaBisieT 1 yac. OTMeuaeTcs: NPUOIU3UTEIBHO JTMHEHHAS
3aBHCHUMOCTh MEXJIYy YBEJIMUYEHHEM HWHTAIMPOBAHHON J103bl M CHUCTEMHON SKCIO3ULIMEH
OexioMeTa3oHa.

5.2.2. Pacnpeoenenue

Pacnipenenenne B TkaHsax coctasisieT 20 i1 st 6ekiiomerazona u 424 i mis b-17-MI1. Csizb ¢
OenkaMH I1a3Mbl KPOBU OTHOCHTENBLHO BhicOKas — 87 %.

5.2.3. Buompancghopmayus u snumunayus

bexnomerazon u b-17-MII umeror BbicOkMi TuiazmMeHHBIH KiaupeHc (150 m/a m 120 n/4
cootBeTcTBeHHO). [lepuon nomyssiBenenust — 0,5 yaca u 2,7 yaca COOTBETCTBEHHO.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeyeHb BCIOMOTraTeJbHBIX BEIECTB.

Ortanon 96 %, nopduypan (terpadTopITaH).

6.2. HecoBMecTHMOCTB.

B cea3u ¢ omcymcmeuem ucciedosanuii coemMecmumocmu, OaHHbll 1eKapCmeeHHblll npenapam
He credyem cMeuusamy ¢ Opy2umMu 1eKapCmeeHHbIMU NPEenapamami.

6.3. Cpok roaHocTH (CpOK XpaHeHusl).

3 roa.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH.

XpaHuTh 1pu Temneparype He oime 25 °C.

6.5. XapakTep u cojep:kaHHe MEPBUYHOI YIAKOBKH.

[To 200 no3 B OayuIOHBI ATIOMHHHMEBBIE 0€3 BHYTPEHHETO IOKPBITHS WM C 3alIUTHBIM
BHYTPEHHUM TMOKPBITHUEM, TE€PMETU3UPOBAHHBIC JOZHPYIOMIUM KJIAlmaHOM, CHa0XCHHbBIE
HACaIKOM-PACIIBUTUTEIIEM C 3aIUTHBIM KOJIIAYKOM.

Ha G6amion meronoM oQceTHOW MedyaTh HAHOCAT TEKCT WINM HAKIEHBAIOT CaMOKJIESIIYICS
11
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ITHKETKY. (NMOCNEOOBATENEHOCTE 0005)

Kaxnapiii 0amuioH BMecTe C HAcaJKOW-pacHbUIMTENIEM M 3alUTHBIM KOJIMAYKOM, a TaKke
MHCTPYKLHUEH 110 METUIIMHCKOMY IIPUMEHEHHUIO IOMEIIAIOT B KAPTOHHYIO MAYKYy.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEeKAPCTBEHHOr0 Tpenapara WJIH OTXO0JA0B, TMOJYYEeHHBIX TOCJe NPUMEHEHHUs!
JIEKAPCTBEHHOI0 NMpenapara u Apyrue MaHUMYJISINMH € MPenapaToMm.

Het oco0bix TpeGoBaHU K YTHIU3AIIH.

7. JEPKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHU S

Poccus

AO «bunnodapm»

124460, r. Mockaa, T. 3enenorpan, yia. Koacrpykropa ['ycekosa, 1. 3, ctp. 1.

7.1. IlpeacTaBuTENb AepKATEJISI PETHCTPANHOHHOTO YIOCTOBEPEHHUS

[IpereH3un nmoTpedUTENEH HANIPABIIATH 110 aJIPECY:

Poccus

AO «bunnodapm»

124460, r. Mocksa, 1. 3enenorpan, yia. Koncrpykropa I'ycbkoBa, 1. 3, ctp. 1.

Ten. +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

8. HOMEP PETUCTPAIIMOHHOI' O YJOCTOBEPEHUS

JITT-Ne(000406)-(PT-RU)

9. IATA IEPBUYHOM PETUCTPAIIMHA (MOATBEPXKJIEHUS PETUCTPAIIUM,
NMEPEPETUCTPAIIUN)

[lata nmepBoii peructpanuu:

28.10.2021

10. JATA NEPECMOTPA TEKCTA

OOmiass  XapakTepuUCTHKa JICKApCTBEHHOI'O  Tpermapara  bekioMeTa3oH  JIOCTyIHa  Ha

I/IH(l)OpMaI_II/IOHHOM noprtaje EBpa3HﬁCKOFO OKOHOMHUYCCKOIo COmr3a B HH(bOpMaI_[PIOHHOFO'

KOMMYHHKaIMOHHOH cetn «HTepHET» http://eec.eaeunion.org.
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