COOTBETCTBYET IKCNEPTHOMY OTHETY
- oT26.07.2023 N 14178
OBIIAS XAPAKTEPHCTHKA JIEKAPCTBEHAOPO TIPEAAPATA 002

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

byaenut Crepu-He0, 0,25 mr/mit; 0,5 Mr/mit, cycrieH3us 1JTsT MHTAISIAN JT03UPOBAHHAS

2. KAUECTBEHHBIY M1 KOJTMYECTBEHHBI COCTAB
JleiicTByo11I€E BEIIECTBO: OYIECOHU.

Bynenut Crepu-He6 0,25 Mr/min, cycrieH3us Ul MHTAISIIAN TO3UPOBaHHAS

1 mit conepxut 0,25 mr OynecoHua

Bynenur Crepu-He6 0.5 Mr/mMiL, cyclieH3usl UL HHTAIANNN T03UDOBAHHAI

1 M cogepxut 0,50 Mr OynecoHua

BcnomorarensHbIe BCIICCTBA, KOTOPLIC CIHCAYCT VYYHUTHIBATH B COCTaBC JICKAPCTBCHHOI'O

nmpenapara.

1 M comgepxut 0,10 mr quHaTpus sxerata (cM. pazaen 4.4).
[TosHbI IepedyeHb BCIIOMOTraTENIbHbBIX BELIECTB PUBEJEH B pasneie 6.1.
3. JEKAPCTBEHHAS ®OPMA
CycneH3ust Jyisl MHTaIsIIUi 103MpOBaHHAS.
MenkonucrniepcHas CyCreH3us MOYTH Oeoro 1[BeTa, MpakTudecku Oe3 3amaxa.
4. KIMHUYECKUE JAHHBIE
4.1. [loka3aHus K NPUMEHEHUIO
[Ipenapat bynenut Crepu-Heb nokasan k mpuMEHEHUIO Y B3pOCIbIX U AETEW B BO3pacTe cTapiie
6 MecsIIEB:
e bponxuanbHas acTMa, TpeOyrolas Tepanuu rIIIOKOKOPTUKOCTEPOUIAMHU JISL:
— TOAACPKUBAIONIEH TEpANTUN
— Tepanuu 000CTpeHUH, KOT/1a ONpaBIaHO MpUMEHEeHHE Oy1eCOHN A B BUE CYCIICH3UU JUIS
VHTaJISLHM.
e XpoHudeckas 00CTpyKTHUBHAs 60s1e3Hb Jerkux (XOBJI) mmns:
— NOJIIEPKUBAIOLIEH TEpPAIUU
— Tepanuu 000CTPEHHUH, KOTJa ONpaBAaHo MpUMeHeHne Oy1eCOHIIa B BUE CYCIICH3UU ISt
WHT QSN B Ka4€CTBE aJIbTEPHATUBBI CUCTEMHBIM TTTIOKOKOPTUKOCTEPOUIAM.
o (CTeHO3uPYIOLIUH TapUHTOTPAXEHUT (JIOXKHBIN KPYII).
4.2. Pe:xuM 103UPOBAHNS U CIIOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

EpOHXI/la]ZbHCZ}Z acmma
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Jloza mpenapara noaOupaeTcs WHAMBUIyalbHo. B c!rﬂy%'ée,-l %ﬁ&ﬁg@ﬁl&ﬁﬁygﬁe& 0 n'o';d HE

npeBblaeT 1 MI/CyTKH, BCIO 103y MpenapaTa MOXHO NMPHHATH 3a 1 pa3 (eauHOBpeMeHHO). B
ciydae mpuema 0oJiee BHICOKOHM J103bI PEKOMEHAYETCs pa3feiuTh ee Ha JBa npuema. [y Bcex
MAIMEHTOB XKeJIATeIHHO OMPEIEIUTh MUHUMAITbHYTO 3()()EKTUBHYIO MOIACP)KUBAOIIYIO J03Y.

Pexomenoyvemas HauaibHas 003a

Hetn ot 6 mecsues u crapuie: 0,25-0,5 mr B cytku. [Ipn Heo6X0AUMOCTH 1032 MOXKET OBbITH
yBEJIMUYEHA 10 1 MI' B CyTKH.
B3spocibie/moxunble MauenTsr: 1-2 Mr B CyTKH.

ﬂ03a npu nOdd@DDfCMSCliOWGM JIeHeHuu

Hetu ot 6 mecsiueB u crapuie: 0,25-2 Mr B CyTKH.

B3spocnsie/moxxunbie nanuentsl: 0,5-4 Mr B CyTKH.

B citydae TspxenbIx 000CTpeHui 103a MOKET OBITh YBEITHMUCHA.

B ciydyae HEOOXO0IMMOCTH TOCTUKEHUS AONOIHUTEIBHOIO TEPANEBTUYECKOro 3(pdexra MOKHO
pPEKOMEH/I0BaTh yBeIMYEHHE CYTOYHOW m03bl mnpemnapara byaenut Crepu-He6 BMmecTo
KOMOWHAIIMK C MEPOPATbHBIMHU TIIIOKOKOPTUKOCTEPOUAaMH, Onarogaps O6osee HU3KOMY PHUCKY
Pa3BHUTHS CUCTEMHBIX 3(PPEKTOB.

Hacmynaenue s3¢hhexma npu noooepacusarouiem ae4eHuu

VYiydmieHue KOHTposis HaJ OpOHXMaJIbHOW acTMOM Ha (oHE MNoANepKHUBAIOIIEH Tepanmuu
npenapatoM bynenur Crepu-HeO mMoxeT HacTynaTe B Te4eHUe 3 JTHEH mocie Havaja JeYeHHMs,
XOTSI MAKCUMaJIbHBIHN 3()(heKT MOXKeET OBITh HE IOCTUTHYT 3a 2—4 HeJenu.

Hayuenmul, noryuarowue nepopaibtvle ZJZIOKOKODmuKOCWleDOM()bl

OTMeHy nepopaibHbIX TITIOKOKOPTHUKOCTEPOUIOB HEOOXOIMMO HauMHaTh Ha (POHE CTAOMIIBHOTO
coCTosiHUsA nanueHTta. B Teuenune 10 qHeil HeoOXOAMMO MPUHUMATH BBICOKYIO /03y Ipernapara
Bynenut Crepu-Heb Ha ¢poHe Tepanuu nepopaibHBIMU IITIOKOKOPTUKOCTEPOUIAMH B TPUBBIYHOM
no3e. B pampHeiieM B TedeHHE MecALA CIEAYET IOCTENEHHO CHWIKATh 03y IEPOPaJIbHBIX
[JIIOKOKOPTUKOCTEPOUIOB (Hampumep, Mo 2,5 Mr NpeIHU30J0Ha WIM €ro aHajora) Jo
MUHMMaJIbHON 3P QeKTUBHON 103bl. Bo MHOrMX ciydasx yJaercss MOJHOCTbIO OTKAa3aThCs OT
[IpyueMa IepopaibHbIX TNIFOKOKOPTUKOCTEPOUIOB.

XObJI

Tloooepacusarowas mepanus XObJI

Jlo3a mpenapara moa0upaeTcs MHAMBHUIAyalbHO. B cimyuae, ecnmu pekoMeHayeMmas J03a He
IpeBBINIAET 1 MI' B CyTKH, BCIO 103y Ipenapara MOXHO NPUHATH 32 OAMH pa3 (€AUHOBPEMEHHO).
B cirydae npuema 6osiee BBICOKOM JT03bI peKOMEHIYETCs €€ pa3JiesiuTh Ha JaBa mpuema. s Bcex
MAIMEHTOB XKeJIaTeIbHO ONPEACTUTh MUHUMAIBHYIO 3P QEKTUBHYIO MOJACPKHUBAIOIIYIO 03Y.

PeKOMeHaVQMaﬂ HAYAIbHAS 0034
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B3pocnbie/moxuibie manueHTs: 1—2 MT B CyTKH.

Lo3za npu noddemfcueaiomejw JIeYeHUU

B3spocnbie/moxxunbie nanuentsl: 0,54 Mr B CyTKH.

Obocmpenus XObJI

B3pocnbie/moxxuibie manueHThl: CyTOYHAs 1033 COCTaBseT 4—8 MT.
Jo3y cnenyer pasgenuth Ha 2-4 mpuema. JledeHue ciemyeT MpPOAOKATH OO JOCTHKEHUS
KJIMHAYECKOT0 YIydIeHus, Ho He 6omnee 10 aHei.

Hacmynaenue schcpexma

[Tocne waransuuu npenapata byaenaut Crepu-Hed nns nedenms oboctpennit XOBJI mepuon
BPEMEHH JI0 YJIYUIICHHs CUMIITOMOB COIMOCTaBHUM C TAaKOBBIM TpPU MPUMEHEHUU CHUCTEMHBIX
KOPTUKOCTEPOUIOB.

Oco0ble IPYIIILI TAIUEHTOB

Hauueﬂm bl NOIHCUTI020 6803pACHA

Koppexkust 10361 y HOXKHIIBIX MALUEHTOB HE TpeOyeTcs.

Tayuenmol ¢ HapyweHuem d)VHKuMM novyex

Her maHHBIX 0 MpuMeHEHNH OyIeCOHM 1A Y MAIMEHTOB ¢ HApyIICHHEeM (DYHKIIUU TTOYEK.
Koppekius 10361 y IAIIMEHTOB ¢ HapyleHneM (pyHKIuu ouek He Tpedyercs (cM. pasaern 5.2.).

Tayuenmul ¢ HapyuwieHuem d)VHKuMM nevyenu

Her nanHbpIX 0 npuMeHeHnn Oy1eCOHHUA y MAIMEHTOB ¢ HApYIICHHEM (YHKIHH TICYCHH.
[IpuHumas BO BHMMaHUE TOT (akT, YTO OyJIECOHUJ BBIBOAMTCS IyTeM OHOTpaHC(POpPMALUU B
NIEYEHU, MOXKHO OXHJATh YBEIHUCHHs SKCIIO3WIMH Tperapara y NalUeHTOB C BBIPaKCHHBIM
IUPPO30M TeueHu (cM. pazaen 5.2.).

eTH
bponxuanenas acmma

Pexomenoyvemasn nauanvrnas 003a.

Hetu ot 6 mecsueB u crapuie: 0,25-0,5 mr B cytku. [Ipn HEOOXOIUMOCTH 1032 MOXKET OBITH
yBeJIMYEHA 10 1 MT B CyTKH.

Ho3za npu l’lO()()QDOfCU6alOW€M JIeYEeHUU.

Jetu ot 6 mecsueB u crapiie: 0,25-2 Mr B CyTKH.

Cmeno3zupyrowuii 1apurneompaxeum (10H4CHbIU KPYN)

Jletn ot 6 MecsLeB U cTapiie: 2 Mr B CyTKH.

Jlo3y mpemnapaTta MOXHO MPUHATH 33 OAMH pa3 (€IMHOBPEMEHHO) MJTH Pa3IC/IUTh €€ Ha /IBa IpHeMa
no 1 mr ¢ unrepsaioM B 30 MuH.

[Ipenapat byneant Crepu-Heb npoTtrBomnoka3an y AeTeil B BO3pacTe 10 6 MECSIIEB.

Cnocob OPUMCHCHUA




COOTBETCTBYET 2KCNEPTHOMY OTYETY
0726072023 N 14178
Bynenur Ctepu-HeO NpUMEHSIOT HHTANSLOHHD C HOMd&%%-HEA%J@%%E%BOHQ !

Tadanua as onpenaesieHust 103bl

bynenut Crepu-He0 bynenut Crepu-He0
Mo3a (mr) 0,5 mr/2 mur (0,25 mr/mu) 1 mr/2 mu (0,5 mr/mor)
O0béM (MJ1) O0béM (M)

0,25 1* -
0,5 2 -
0,75 3 -
1 4 2
1,5 - 3
2 - 4
4 - 8

* - cnenyert paz6aButh 0,9 % pacTBOpoM HaTpus XJopuaa 10 oobeMa 2 M

[Tockonbky mpenapar byaenut Crepu-Heb, mpumeHsiemblii B BUAE CYCIEH3UU C IOMOIIBIO
HeOyaiizepa, onaaaeT B JIETKUE MPU BIOXE, BAXXHO MPOMHCTPYKTUPOBATh MAIlMEHTA BIBIXATh
Ipenapar yepe3 MyHIIITYK HeOynaii3epa CIOKOMHO U POBHO.

Texnuxa ucnonv3zoeanus

VY nbTpa3ByKoBble HEOYIaii3epbl HEIPUTOIHBI TSI UCTIOJIb30BaHMs ¢ npenaparoM by nenur Ctepu-
Heo.

HeobOxonumas nanueHTty 103a MOKET MEHSTHCS B 3aBUCUMOCTHU OT UCIOJIb3yeMOro HeOymaiizepa.
Bpewmst nnransuuu u 1o3a npenapara 3aBUCAT OT CKOPOCTH BO3YLIHOTO MOTOKA, 00bEMa KaMephl
HeOynaiizepa 1 00béMa 3anonHenus. [loaromy i nHransiuuu npenapata bynenur Crepu-He0
HE00X0IMMO UCTIONIb30BaTh COOTBETCTBYIOMINI HEOYaii3ep, a Takke MyHALITYK U CIICIHATIBHYIO
Macky s jnuua. HeOynalizep nomkeH ObITh MOACOEAUMHEH K BO3AYIIHOMY KOMIIpECCOPY AJis
CO3aHHs COOTBETCTBYIOLIETO BO3AYIIHOTO TIOTOKA.

Cycnensuto npenapara bynenur Crepu-He0 cmemmuBatot ¢ 0,9 % pacTBopoM HaTpus XJIOpUAA
WIN C pacTBOpaMu TepOyTaliHa, canbOyTaMosa, HaTpyus KPOMOTJIMKATa, UIIpaTporus OpoMuaa.
[lepen wncnosb30BaHKMEM JEKApCTBEHHOI'O Npernapara HEOOXOIWMO MPOYUTATh HHCTPYKIUIO
MpOU3BOAUTEINS HEOymaii3epa.

. [loaroroBuTk HEOYMAl3Ep COrIacCHO HHCTPYKIUHU €TO IPOU3BOIUTENSL.

. Otnenmuts CTEPU-HEB (ammyny co cTepuibHBIM pacTBOPOM) OT OJOKa, A 3TOTO

HOBEPHYTH U MOTSHYTH ee (Puc.1).

. VnepkuBasi aMITyJly BEpTUKAJIBHO BBEPX KOJIMA4YKOM, OTJIOMHUTH KoJinayok (Puc.2).
o BriiaBuTh pacTBOp B pe3epByap HeOymnaiizepa (Puc.3).
o Hcnonb3oBath HeOyaii3ep cormacHO HHCTPYKIUHU €r0 MPOU3BOAUTEIS.
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] CrnenyeT npomnoyiocKaTh poT MOCJI€ OKOHYAHUS H@%HMEEI%EE{JHBEE?&BE&&%E|'1|\7l-'|a|CI(a,

HEO0XO0JUMO MTPOMBITH KOXKY JIUIIA.
. PacTBOp, OcTaBIIMiiCS HEHCIIONB30BAaHHBIM B KaMepe HeOynaiizepa, ClieyeT BbUIUTb.

° TimarenpbHO BHIMBITH HEOymaiizep.

Puc.1 Puc.2 Puc.3
[Ipu ncnonp3oBaHuy npenapara ciefayeT u30erats MonajiaHus pacTBOpa B Iiasa.
4.3. [IpoTuBonOKa3aHusl
— TloBbllIeHHass 4yBCTBUTEIBHOCTh K OyIECOHUAY WIM K JI000OMYy M3 BCIOMOTaTEIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3zeine 6.1;
— Jerckuii Bo3pact 10 6 MecAI1eB.
4.4. OcoOble yka3aHUs M Mepbl NPeJ0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

TyOepkyne3 nerkux (akTUBHas WM HeEaKTHBHas (opma), TPUOKOBBIC, BHPYCHBIC WIH
OakTepHraibHbIe UHPEKIMH OPTaHOB JIBIXaHUS, ITUPPO3 IEYCHU, OEPEMEHHOCTD, TICPUO/T JIAKTAITUH.

Oco0ble yKa3aHus

[Ipenapar bBynenut Ctepu-Heb He nmpenHazHaueH it ObICTPOrO KYITUPOBHUS OCTPBIX PUCTYIIOB
OpOHXMAJIBHOM acTMbI, Korja TpeOyeTcss MPUMEHEHHME WHIATSALMOHHBIX OpPOHXOAMIATaTOPOB
KOPOTKOT'O IEUCTBHS.

B citydae ob6ocTpeHHst MOXKHO YBEIMUYUTH A03y mpenapara byneaur Crepu-Heb nnm Ha3HAYUTDH
KPaTKOCPOUYHYIO JTONIOJHUTEIBHYIO TEPAIHIO.

Kak u npu Apyrol HMHrajasiliMOHHOM TepanuH, BO3MOXXHO BO3HMKHOBEHHE IapaloKCaabHOIO
OpoHxocma3zMa C HEMEJJICHHBIM YCHUJIEHHEM XPHIIOB Iocje NMpPUMEHEHUs npenaparta byneHur
Crepu-He6. B Takom ciyuae crieayeT HEMEUIEHHO INPEKPAaTUTh TEPanui0 HHTAISIUOHHBIM
OyJIEeCOHHUJIOM, OLIEHUTh COCTOSIHME€ TMalueHTa W, NpU HEoOXOJUMOCTH, Ha3HAYUTh
albTEPHATUBHYIO TEPAIIUIO.

I'pubkoBble MH(EKIMU MOJOCTH PTa MOTYT BO3HMKATh Ha (pOHE MPUMEHEHUS WHIATSALMOHHBIX

[JIIOKOKOPTUKOCTEPOUI0B. B ciyyae pas3BuTus Takod MHGMEKIMH MOXET IOTpeOOBaThCs
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NPUMEHEHHEe COOTBETCTBYIONX MPOTHBOTPHOKOBEIX SPUACTRC 2 4~ HeKOTOPEX-TIAlHEHTOB —

OTMEHA MHTAJSAIMOHHBIX [NIFOKOKOPTUKOCTEPOUAOB. [[/1sl CHI)KEHUS pUCKa pa3BUTHUS TPUOKOBOTO
MOpa)KEHUs POTOTIIOTKU CJIEyeT MPOUHCTPYKTUPOBATH MALMEHTA O HEOOXOAMMOCTH TIATEIHHO
MOJIOCKATh POT BOAOMW MOCIE Ka)/10M UHTaJSIIUY [Tpernapara.

Crenyer u3beratb COBMECTHOIO Ha3HauUEHHsI OyA€COHHMIA C KETOKOHA30JI0M, UTPAKOHA30JI0M WIIN
npyrumu MomHbiMU nHruouropamu CYP3A4. B ciyuae, eciin OyAecOHUT M KETOKOHA30J WUIIH
npyrue MoiHble HHruouTopsl CYP3A4 ObuiM Ha3zHaueHBI, CIENyeT YBEIMYUTHh BPEMs MEXITY
IPUEMOM MPEnapaToB 10 MAaKCHUMaJIbHO BO3MOXKHOTO.

N3-3a BO3MOXKHOTO pUCKa 0cJIabaeHus1 (yHKIIMHA HAAIIOUYCYHUKOB 0C000€ BHUMaHNE HEOOX0IMMO
YIEISATh NallMeHTaM, KOTOpbIE MEPEBOJATCS € IEPOPAIbHBIX MITIOKOKOPTUKOCTEPOUIOB Ha MPUEM
npenapata bynenur Ctepu-He6. Taxxe oco0oe BHMMaHUE CIEAyeT YACNATh MalKUeHTaM,
NPUHUMABIIUM BBICOKHE J103bl TJIIOKOKOPTUKOCTEPOUIOB, WU JUIMTEIBHO I[OJIy4aBIIUM
MaKCHUMAaJIbHO BBICOKHE PEKOMEHIOBAaHHbBIE J103bl MHTAIALMOHHBIX MIFOKOKOPTUKOCTEPOUIOB. B
CTPECCOBBIX CHUTYalUsIX Yy TaKUX IalUEHTOB MOIYT MpPOSBUTHCS HPU3HAKM U CHUMITOMBI
HAAMOYEUHUKOBON HexoctaToyHocTu. Ilpu cTpeccax wim B clydasx XHUPYyprudecKoro
BMELIATEIbCTBA PEKOMEHAYETCS IMPOBOAUTH JOMOJHUTEIbHYIO TEPalHi0 CUCTEMHBIMU
[IIIOKOKOpTUKOcTepougaMu. Oco0oe BHUMAaHHME HEOOXOOMMO YAENATh HAalMEeHTaM, KOTOpbIE
HEPEeBOJATCS C CUCTEMHBIX Ha WHTASIIIMOHHBIE TITIOKOKOPTHKOCTEpOMbl (mpenapaT byneHur
Crepu-He0) unu B ciydae, KOraa MOKHO OKUAATh HAPYIIEHUE THITO(PHU3apHO-HAAIOYECYHUKOBON
¢yHKUMU. Y TakuX MAIUEHTOB CIEAYET ¢ 0COO0H OCTOPOKHOCTHIO CHMXKAThH JI03Y CHUCTEMHBIX
[JIFOKOKOPTUKOCTEPOUIOB M KOHTPOJIMPOBATh TUIOTaIaMO-THIO(U3apHO-HAIIOYEYHUKOBYIO
bynkmuro.  Takke  TanMeHTaM  MOXET  IMoTpeboBaThbcst  J00aBJICHHE — MEPOpaIbHBIX
[JIIOKOKOPTUKOCTEPOUIOB B MEPHUOJ CTPECCOBBIX CUTyallUd, TAKUX KaK TpaBMa, XUPYPruueckoe
BMEUIATEIbCTBO U T.J.

[Ipu mepexone ¢ mepopabHBIX TIIOKOKOPTHKOCTEpOHIOB Ha mpenapatr bynerut Crepu-Hebd
HalMEHThl MOTYT IIOYYBCTBOBATh paHee HaOJII0JaBIINECs] CUMIITOMBI, TAKUE KaK MbIIIEYHbIE 00N
win 0oy B cycTaBaX. B Takux ciyyasXx MOXKET NMOHaJ0OUTbCS BPEMEHHOE YBEIMYEHHE J103bl
NEePOPANBHBIX TIIIOKOKOPTUKOCTEPOUAOB. B penkux ciydasx MOTYT HaOJIOJaTbCs TaKue
CUMITOMBI, KaK YyBCTBO YCTaJIOCTH, I'OJIOBHasl OOJib, TOIIHOTa M PBOTA, YyKa3bIBaIOIIUME Ha
CHUCTEMHYIO HEIOCTaTOYHOCTh MTFOKOKOPTUKOCTEPOUIOB.

3aMeHa MepopaJbHBIX TITTIOKOKOPTUKOCTEPOMIOB HA HMHTAISALUMOHHBIE HWHOIJA TNPHUBOJUT K
IPOSIBJICHUIO COIYTCTBYIOIIEH aJUIEpTU{, HAIpUMEp, PUHUTA M D3K3EMbI, KOTOpPHIE paHee
KyIUPOBaJINCh CHCTEMHBIMHU IIpenapaTaMu.

CuctemHble >(QQEKTbl MOTYT NPOSBUTHCA INPU MPUMEHEHHHM JIIOOBIX HHIAISIIIMOHHBIX

TIIFOKOKOPTUKOCTECPOU OB, 0COOEHHO IIpU NIPUMCHCHNHU B BBICOKHUX N03aX B TCUCHUEC JJIUTCIIBHOTO
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MepHosa BpeMeHH. BepoATHOCTh pasBUTHS Takux cHMHTOMOB —SHAUTebHo ~MEHBHIE Tpn

MHTAISIUOHHON TIIOKOKOPTUKOCTEPOUHOW TEepamuu, 4YeM MpU NPUMEHEHUU MepOpabHBIX
TJIIOKOKOPTUKOCTEPOU10B. Bo3MoxkHBIE crcTeMHbIEe AP QEeKTh BKIOYAOT cuHapoM Kymmara,
KyIIMHTOMIHBIC YePThI, NOJaBieHUue (DYHKIMH HAAMOYECYHUKOB, 33JEPKKy POCTa y JETed H
MOJIPOCTKOB, CHIKEHHWE MHUHEpPaIbHOW IUIOTHOCTM KOCTHOM TKaHHM, KaTapakTy, IJIayKoOMY,
MCUXOJIOTHYECKHEe CUMOTOMBI M  HApyUICHWs TOBEACHMS, BKIIOYas TICUXOMOTOPHYIO
THIIEPAKTUBHOCTb, HAPYIIEHUS CHA, TPEBOKHOCTH, JICMIPECCUIO U arpeccuio, 0COOEHHO y JeTei
(cm. paznmen 4.8.). Jlo3a UHTAISAIIMOHHOTO TIFOKOKOPTUKOCTEPOUIA JTO0DKHA ObITh HAUMEHBIIICH,
IIPH KOTOPO# coxpansieTcst 3 (HEKTUBHBIN KOHTPOJb 3a00ICBaHUS.
Hapymenne QpyHkmMu ne4eHn MOKeT BT Ha BHIBEICHHUE TTIFOKOKOPTUKOCTEPOUIOB, BHI3bIBAs
CHI)KEHHE CKOPOCTH BBIBEJCHHMS M yBEIMUEHUE CUCTEMHOM skcro3uiuu. [lanneHToB ciemyer
OpeIynpeauTb O BO3MOXKHBIX CHCTEMHBIX HEXKENaTeIbHBbIX peakuusax. KiauHuueckue
UCCIIEIOBAaHUsI W MeTa-aHalIM3bl  TMOKa3alM, YTO  MPUMEHEHHE  HMHTaJISIMOHHBIX
TJIIOKOKOPTUKOCTEPOUIOB Tpu TmonaepxkuBatomeii tepanuun XOBJI Moxer mnpuBectH K
NOBBILIEHUIO pHUCKA ITHEBMOHMHU. Bpauam cieqyer NOMHMTB O BO3MOYKHOCTH pPa3BUTHUSA
nHEBMOHMHU Yy nanueHToB ¢ XOBJI, mockonpKy KIMHUYECKUE TPU3HAKY THEBMOHUH U 000CTpEHUs
3a00JIeBaHHUs 4YaCTO COBIAIAIOT.
Hapymenne 3peHuss MOXeET BO3HHKAaTh MPHU CHCTEMHOM M MECTHOM MPHUMEHEHUU
TIIIOKOKOPTUKOCTEpOor10B. Eciiv y marueHTa MosBISIOTCS TaKHE€ CHUMIITOMBI, KaK HEYETKOCTh
3peHHsI WIKM JApPYTHe HapyIIEHUs 3pEHHs, CIEAYeT PacCMOTPETh HEOOXOIUMOCTh HAIPaBICHHS
HNanueHTa K OQTaJbMOJIOTY Ji OLEHKHM BO3MOXXHBIX NPUYHMH, KOTOpPbIE MOTYT BKJIIOYATh
KaTapakTy, [NIayKoMy WJIU pellkue 3a00eBaHMsl, TAKHE KaK LIEHTPaJbHasl CEPO3HAasi pEeTUHOMATHUS
(IICP), oTmeuaBmInecs: mocjae CUCTEMHOTO U MECTHOTO MMPUMEHEHHSI TITIOKOKOPTUKOCTEPOUIOB.
eTu
VY nereil M MOAPOCTKOB, MOJYYAIOUIUX JIEUEHUE TIIIOKOKOPTUKOCTEPOUAAMH (HE3aBUCUMO OT
crnocoba JOCTaBKM) B TEUEHUE MPOJOHKUTEIBLHOTO TEepuojia, PEKOMEHAYETCS pETryJIsSpHO
KOHTPOJIMPOBATh MOKA3aTeNnu pocTa. B ciiydae 3aiep:kku pocTa ciaeayeT MepecMOTPETh TEPATTUIO
C LENbI0 CHI)KEHHS J103bl HMHTAJSIIMOHHOTO TJIIOKOKOPTHMKOCTEPOUJA, €CIM BO3MOXKHO, 0
HaMMEHBIICH JT03BI, IPH KOTOPOH coxpaHseTcs 3(h(HEeKTUBHBIA KOHTPOJIb OPOHXHUATBHON aCTMBI.
HeoOxoaumo TiaTenbHO OLEHUBATH COOTHOILIEHHUE MOJIb3bl IITIOKOKOPTUKOCTEPOUAHON TEparun
¥ BO3MOXKHOTO pUCKa 3amenanieHus pocta. Kpome Toro, mamueHTa peKOMEHIyeTcs HalpaBUTh K
JIeTcKoMy myJbMoHojory. [Ipumenenue Oyneconnaa B no3e 10 400 MKT B CyTKHU y JIeTel crapiie
3-X JeT He MPHUBOAMIO K BO3HUKHOBEHHUIO CHCTEMHBIX 3((ekToB. bruoxummuueckne mpu3HaKu

cucteMHoro 3 dexra mpemnapara MOTYT BCTpedaThCsl TP MpuemMe npemnapata B o3¢ ot 400 mo
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800 mxkr B cyTku. IIpu mpeBbimiennu 10361 800 MKT Bl-w%ﬁﬂjgdglfe%&%];g%djtﬁr{ljrﬂﬁlﬁ% aTta

BCTPCHAKOTCA 4aCTO.

BcrnoMorarenbHbBIE BEIIECTBA

[Ipenapar Bynenutr Crepu-He6 comepkut 0,1 Mr/mm nuHatpusi speraTta, KOTOPBIA MOXET
BBI3bIBaTh OPOHXOCMA3M IIPU KOHLIEHTPALUAX BbIme 1,2 Mr/mi.

4.5. BzaumopeiictTBie ¢ [JPYrHMH JeKAPCTBEHHbIMHM MpenapataMd HW JApyrue BHIbI
B3aNMOJEHCTBUSA

He nabmomanock B3anMoAeHCTBHS OyA€COHHIA C APYTUMHE TperiapaTaMy, UCTIOIb3yEMbIMHU TIPH
Je4eHUH OpPOHXHAIBHON aCTMBI.

Keroxonazoun (200 Mr ofiuH pa3 B CyTKH) MOBBIIIAET IUIa3MEHHYIO0 KOHIIEHTPALUIO IEPOPAILHOTO
Oyzneconua (3 Mr oauH pa3 B CyTKH) B CpeHeM B 6 pa3 mpu coBMecTHOM npueme. [Ipu npueme
KEeTOKOHa30J1a yepe3 12 gacoB mocie npreMa Oy/1eCOHUIa KOHIEHTPAIHS TTOCICAHETO B TUIa3Me
KpOBHU yBEJIMYMBAIACh B cpeaHeM B 3 paza. Mudopmarus o mogoOHOM B3aMMOJICHCTBHH MPHU
npueme OyJecoHHJa B BUAE MHTAISALUN OTCYTCTBYET, OJHAKO IPEANOJaraeTcs, 4To U B 3TOM
cilydae CIEIyeT OXKHUJaTh YBEJIHMUEHHs KOHLEHTpaluu OyIecoHuaa B Iiia3Me KpoBu. B ciydae
HEOOXOJMMOCTH TpUeMa KETOKOHa3ojla U OyAecoHHAa CIeAyeT YBEJIUYUTh BPEMS MEXAY
IIPUEMOM IIPENAapaToB JO MAKCUMAJIBHO BO3MOXKHOI 0. Takke claenyeT pacCMOTPETh BO3MOXKHOCTh
CHIDKEHMsI J103bl OynecoHuna. [pyroil moreHuumansHbelii mHruourop nzogpepmenta CYP3A4,
HalpUMeEp, HUTPAaKOHA30JI, TAaKK€ 3HAUYMUTEIbHO IIOBBIIAET IUIA3MEHHYIO KOHILICHTPALUIO
OynecoHupa.

[IpenBaputenbHas WHramsnus OeTa-aJPEHOCTHMYJIATOPOB paCIIUpPSEeT OpOHXH, YIIydIlaeT
NOCTyIIJIEHHE Oy/I€COHUA B JbIXAaTENbHbIE IyTH M YCUJIUBAET €ro TeparneBTUYeCKUi d3PPeKT.
®enobapbutan,  ¢enuTouH, pudamMnuuuH  CHIKAT  3pdeKTUBHOCT,  (MHIYKLUS
MHUKPOCOMAJIbHBIX ()EPMEHTOB TICUCHH).

MeTaHApOCTEHOIIOH, 3CTPOr€Hbl YCUIIMBAIOT JIeCTBUE OyeCOHUAA.

4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepeMenHocTb

Habmionenne 3a OepeMEHHBIMH IKCHIIMHAMHU, NPHUHUMABIIMMU Oy/IECOHU, HE BBISBHIO
AHOMAJIMHM pa3BUTHUSA Y IUIO/IA, TEM HE MEHEE HEJb3s MOJHOCTHIO UCKIIOYUTh PUCK UX Pa3BUTHUSA,
II03TOMY BO BpeMsl O0EpEMEHHOCTH B CBSA3H C BO3MOXKHOCTBIO YXY/IIIEHHUS TeUEHUsI OPOHXUAIBHOU
acCTMBI cJIelyeT UCIOJIb30BaTh MUHUMAIIbHYIO 3()(hEeKTUBHYIO /103y OyAecOoHUA.

JlakTanus

Byneconua npoHuKaeT B rpyJHOE MOJIOKO, OJJTHAKO MpH IpUMeHeHuu npemnapara byaenur Crepu-
He0 B TepaneBTHUeCcKUX 103aX BO3ACHCTBUA Ha peOeHKa He oTMeueHo. [Ipemapart bynenut Crepu-

Heb6 MmoxeT IMPUMCHSATBCA BO BPEMS I'pyJHOT'O BCKapMJIMBAHHUA C OCTOPOKHOCTBIO.
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4.7. BiusiHue Ha CHOCOOHOCTH YHPABJATH Tpancﬁuﬁﬂﬂgﬂﬁ' %ﬁgzﬁ%c I gaﬁ'JfaTb

¢ MeXaHM3MaMH

[Ipenapar bynenut Crepu-HebO He oka3bplBaeT OTPULATENBHOIO BJIMSHUS Ha CIIOCOOHOCTD
YIPaBJIATh TPAHCIIOPTHBIM CPEICTBOM M pabOTaTh C TEXHUKOW. B ciydae pa3BuUTHS peakux
NOOOYHBIX PEAKIMHA CO CTOPOHBI HEPBHOM CHUCTEMBI, ClexyeT u30erarb [JesTEeIbHOCTH,
TpeOyroLei ObICTPOTHI ICUXOMOTOPHBIX PEAKIIHH.

4.8. HexkestaTesibHbIE peakmum

TabanuHoe pe3IoMe HEXKEJIaTSILHBIX PeaKIui

[epeuncieHHbIC HIDKE HEXeEIaTeIbHbIC PEaKIUU PUBEICHBI B COOTBETCTBUU C KIIACCUPHUKAIHEH
Bcemuphoii opranusaiun 3apaBooxpanenus (BO3): ouens uacto (=10 %); yacto (=1 %, <10 %);
Hewacto (>0,1 %, <1 %); penxo (>0,01 %, <0,1 %); ouennr penko (<0,01 %); gactota He

YCTaHOBJICHA (HO HMCIOIMMCA JaHHBIM YCTAHOBUTDL YaCTOTY BOSHUKHOBCHU HE MMPCACTABIACTCA

BO3MOYKHBIM).
CucremHo-oprannblii kjaace | HexenarenbHas peakuus Yacrorta
Hapyuienust co cTopoHbI Peakiuu Penxo
MMMYHHOH CHCTEMBI TUIEPYYBCTBUTEILHOCTH
HEMEAJIEHHOTO "
3aMeJIJIEHHOT O THIIA, BKJIIOYast
KOXHYIO CBbIIlb, KOHTAKTHBIN
JEpMaTuT, KpanuBHULLY,
AHT'MOHEBPOTUYECKUMA  OTEK,
OpoHXOCTa3M "
aHa(pUIAKTHYECKYO
peaxkuuro.
Hapymenus co cTopoHbI HepBo3znocts, BO30ynumocTs, | Penko
HEPBHON CUCTEMBbI nenpeccusi, HapyIeHus
MIOBEICHUSA
Hapymenus co cTopoHbI Karapakra, rimaykoma Ouenb peaxo
opraHa 3peHus (cucTeMHOE IEHCTBUE)
Hapyuienust co cTopoHbl Kangunos poTorsioTku, | Yacto
JBIXaTEIIBHON CUCTEMBI, YMEPEHHOE pasapaxeHue
OpPraHoB I'PYAHOM KIIETKU U CIIM3UCTON OO0OJOYKH TOpIa,
CPElOCTEHUS Kallleslb, OXPUILIOCTh roJI0ca,
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CYXOCTh BO pily, nHesMOHm [ ho D EIBHOCTE 0]
(y marmmentoB ¢ XOBJI)
bponxocnasm Penko
KenynouHo-kunieunbie TomHoTa Penxo
HapyIICHUS
Hapyuienust co cTopoHbl [TosiBnenue cuHAKOB Ha Koxke | Penko
KOKH U TTOJIKOXKHBIX TKaHEeH
OO0mue HapyIIeHUs U AHTMOHEBPOTUYECKUI OTEK Penxo
peakluy B MECTe BBEACHUS
JlabopartopHsble u YMmeHblieHne MuHepanbHOU | O4eHb peaKo
WHCTPYMEHTAJIbHBIC JJaHHBIE | TUIOTHOCTH KOCTHOM TKaHU
(cucteMHOE JIeHCTBUE)

Onucanue OTJICIbHBIX HEXKEJIAaTSAbHbIX PEeaKIIUi

[IpyHrMast BO BHUMAaHHME PUCK PAa3BUTHUSA KaHIUN03a POTOTJIOTKH, NMALUEHT JOJDKEH TIIATEIbHO
IIOJIOCKATh POT BOAOM IOCIIE KaXKIOW HHT LMY ITpenapara. B penkux ciaydasx MOryT BOSHUKATh
CUMIITOMBI, BBI3BAaHHBIC CHUCTEMHBIM JEHCTBHEM IJIIOKOKOPTUKOCTEPOMUJIOB,  BKIKOYas
TUNOQYHKINIO HAJAMIOYEYHUKOB. BBIPaKEHHOCTh 3TUX CUMIITOMOB, BEPOSITHO, 3aBUCHUT OT J103bI
npenapara, MPOJOJDKUTENBHOCTH TEPANMU, COMYTCTBYIOLIEW WIM MNpeAblayled Tepanuu
[JIIOKOKOPTUKOCTEPOMIaMH, a TaKK€ MHAMBUIYAIbHON 4yBCTBUTEIBHOCTH. OTMEUAINCh Cllydan
pa3apa)keHusl KOXKM JIMIa MPH MCIOJb30BaHWU HeOynaiizepa ¢ Mackoi. s mpemynpeskaeHus
pa3apaskeHus MOCIE UCTIONBb30BAHMS MACKH JIULO CIEIYET BBIMBITH BOAOM.

[Ipenapar bynenur Crepu-He6 conmepxkut 0,1 Mr/min nuHatpus saeraTa, KOTOPBIA MOXET
BBI3BIBATh OPOHXOCIA3M MPU KOHIIEHTPALUAX BbIme 1,2 Mr/mi.

Coo01ieHye 0 noa03peBaeMbIX HeKeJIaTeIbHBIX PeaKIUAX

Baxxno coob1math 0 moi03peBaeMbIX HeXellaTeIbHbIX PEaKIUIX Mocie perucTpaliy mpemnapara ¢
[EeNbl0  O0ecreueHus: HEMpPEephIBHOTO MOHUTOPUHTA COOTHOILIEHHUS «IOJb3a — PUCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIyeTCs COOO0IaTh O JIF0OBIX
MOJTO3PEBACMBIX HEKEIATEIBHBIX PEAKIUIX JICKAPCTBEHHOTO Ipernapara 4epe3 HaIllMOHAJIbHBIC
CHUCTEMBl COOOIIEHHS O HEKeJIaTeNbHbIX peaKkIUsIX TrocydapcTB — ujeHoB EBpasuiickoro
SKOHOMHYECKOTO COI03a.

Poccuiickas @enepanys

109012, r. MockBa, CrnaBstHCKas TUIOIIA1b, 1. 4, CTp. 1

®denepanbHas ciyx0a 1mo Haa30py B chepe 3apaBooxpaneHus (PoczapaBHanzop)

Tenedon: +7 800 550 99 03
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On.moura: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CHMITOMBI

[Ipu octpoii mepeno3upoBKe OYIECOHUIOM KIMHUYECKUX MPOSBICHUI OOBIYHO HE BO3HHKAET.
[Ipu nnuTens HOM HUCMOIB30BAHUM B J03aX, MPEBBIMIAIONINX PEKOMEHIYEMbIE, MOXKET Pa3BUTHCA
CHUCTEMHBIN TIIOKOKOPTUKOCTEPOUAHBIA 3(P(EKT B BHJAEC THIEPKOPTHUIIM3MA M IOJABICHUS
(GYHKIIUN KOPBI HAJIIOYEYHHUKOB.

Jleuenne

Otmena npenapara.

5. DPAPMAKOJIOTMYECKHE CBOVMCTBA

5.1. ®apmakoauHAMHUYECKHE CBOMCTBA

CDapMaKOTepaHeBTI/I‘-IGCKaFI rpynmna: T'TIOKOKOPTUKOCTECPOU I AJid MECTHOT'O ITPUMCHCHUA.
Kox ATX: RO3BAO2.

Mexanusm gelicTBus

Byneconus, MHTaNSIIMOHHBIN TIIFOKOKOPTUKOCTEPOH]I, B PEKOMEHIOBAaHHBIX 032X OKAa3bIBACT
MIPOTUBOBOCIIATIUTEIILHOE JICUCTBAE B OpOHXAX, CHMKAsI BBIPAKEHHOCTH CHMIITOMOB M YacTOTY
obocTpeHull OpOHXMATBHOM aCTMBl C MEHBIIEH YacTOTOW MOOOYHBIX 3(P(HEKTOB, YeM TpHU
UCTIONb30BAaHUU CHCTEMHBIX TIIIOKOKOPTUKOCTEPOHIOB. YMEHBIIAET BBIPAKEHHOCTh OTEKa
CIIM3UCTONH OpOHXOB, MPOIYKIMIO CJIH3U, OOpa30BaHHE MOKPOTHI W THIIEPPEAKTUBHOCTH
IBIXATCNBHBIX IMyTeH. XOpOMmIO0 TEPEHOCUTCS TpPH JIUTCIHHOM JICUCHWH, HE oOJagaet
MUHEPATIOKOPTUKOCTEPOUTHON aKTUBHOCTBIO.

[ToxazaHo m0303aBHCHMOE BO3/ICICTBHE Ha COAEpKaHHE KOPTU30Ja B IUIa3Me M Moye Ha ¢oHe
npuema mnpenapata byaenutr Crepu-He6. B pekoMeHIOBaHHBIX [03axX Mpemapar OKa3bIBaeT
3HAYUTENBHO MEHBIIIECE BIUSHUE Ha (PYHKIMIO HAATIOYCYHUKOB, YeM IPETHU30JIOH B 103¢ 10 M,
kak O0b110 moka3ano B AKTT Tecrax.

[Tpu OpoHXMabHON acTMe M NMPUMEHEHUHM HHTASIIMOHHBIX TIIFOKOKOPTUKOCTEPOUIOB MOKET
OTMeuaThCs 3ajJiepKka pocrta. MccrnenoBanusi ¢ ydacTueM JeTel M MOIAPOCTKOB, MOTYYaBIIMX
Tepanu OyAECOHUIOM B TE€UEHHUE JITUTEILHOTO BpeMeHH (10 13 5ieT), mokas3aiu, 94To MarueHTh
JTOCTUTIIA OKHJIAEMOTO POCTa BO B3POCIIOM Bo3pacTte. Teparus WHTAISIUOHHBIM OYICCOHUIOM
s dexTrBHA B TpoDUIAKTHKE OPOHXUATHHOM aCTMBbI (PU3UIECKOTO YCHIIHS.

Kimmanueckas 3¢ dhekTHBHOCTE M 0€30I1aCHOCTD

Knunuuecxue uccreoosanusi — obocmpernus XOBJI
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4-8 mr/cyTku nokasanu 3¢ (hekTuBHOCTh B Tepanuu odoctpenuit XOBJI.
Knunuueckue uccneooganus — bponxuanbhas acmma
D¢ dexkTnBHOCTH NpemapaToB OyIecCOHWAA OICHHBAJach B MHOTOYHMCICHHBIX HCCIEIOBAHUSX.
br10 mokazano, uro npenapat 3GPeKTUBEH B TEPANMH NEPCUCTUPYIOIEH OPOHXUATHHOU aCTMBI
KaK y B3pOCIBIX, TaK M Yy JIeTei, Mpu NPUMEHEHUN OJUH WU JBa pa3a B CyTKU. Taxoke OblLIO
NIOKA3aHO, YTO MHTAJSAIUOHHBIA OynecoHua A(PQPEeKTHBEH B Tepanmud M MPEJOTBPALICHUU
o0ocTpeHnit OpOHXHUATBHOMN aCTMBI Y A€TEH U B3POCIIBIX.

eTH
Knunuueckue uccne0osanus — 104cHbvlil KPYn
B page ucciaenoBaHuil y AE€TEH € JIOKHBIM KPYIIOM IPOBOAWIOCH CpPaBHEHHUE IIpenapara
Oyneconnma c rmiane6o. Hipke mpuBeneHBl MpUMEpHl pPENpPe3eHTATHBHBIX HCCIEIOBAHHIA,
OLICHUBABIIMX TPUMEHEHHE Ipernaparta Oy1eCOHUAA AJIs Tepauu AeTel ¢ JT0XKHBIM KPYTIOM.

Ddexmusnocms v demeil ¢ J0HCHLIM KDYHOM Je2KOU U CPeOHell CImeneHu maxcecmu

PangomusupoBaHHOE JABOMHOE ClIETOe IIae00-KOHTPOIUMPYEMOe HCCIeI0OBaHUE C y9acTHEeM 87
JeTel B Bo3pacTe OT 7 MecsleB 10 9 JeT, TOCHUTAIN3UPOBAHHBIX C KIMHUYECKUM JIHAarHO30M
JIOKHBIA KpyH, MPOBOJWIOCH C LEIBI0 yCTAHOBUTH, YJIyYIIaeT JM Mpenapatr OyJecoHHna,
CYCIIEH3HsI, OILEHKY CHUMITOMOB JIOKHOTO KpyIa WM COKpalaer U MPOAOHKUTEILHOCTh
CTaloOHapHOro JedeHus. [larueHTsl momydanyu npenapar OyaecoHu1a, CyCIeH3 s, B HauaabHOU
7103€ 2 MT" WJIH 1171a11e00 ¢ MOCHIeayIOUIMM TPUMEHEHHEM Ipenapata Oyieconuia B 03¢ | Mr uiu
miane6o kaxzasie 12 yacoB. [lpenmapar OynmecoHuma, CycrneH3us, MPUBOJIWI K CTATUCTUYCCKU
3HAYMMOMY YMEHBIIEHHUIO BEIPAXKEHHOCTH CUMIITOMOB JIOXKHOT'O KpyIa yepe3 12 yacoB u 24 4Jaca,
a TaKke uepe3 2 yaca MOcCJe MPUMEHEHUs B MOATPYNIE MAIMEHTOB C HCXOJHON OILIEHKOU
cuMITOMOB BbI1IE 3. [Ipo10JIKUTENBHOCTD CTALIMOHAPHOT'O JIEUEHHUS TAK)KE COKpaTHiiach Ha 33 %.
Apgexmusnocms y demetl ¢ 10HCHbIM KPYNOM CPEOHEl U MANHCENLO CIeneHu maicecmu

B pangoMu3npoBaHHOM JBOWHOM  CJIETIOM  IU1ale00-KOHTPOJIUPYEMOM  HCCIEIOBAHUU
cpaBHHBaNIU 3((HEKTUBHOCTH IpenapaTa OyaecoHnIa U M1anedo B Tepanuu JIOXKHOTO Kpyna y 83
MJIQJICHIIEB U JeTei (B BO3pacTe OT 6 MecsIeB J0 8 JIeT), TOCIUTATH3UPOBAHHBIX MO TOBOIY
JoxHoro kpymna. IlanueHTs! nmonyyanu npenapar OyJecOHHMIA, CyCHEeH3Us, 2 MI' WK Iuianedo
Kaxaple 12 gacoB B TeueHHWe 10 36 4acOB WM JI0 BBIMUCKHM M3 cTarmoHapa. OOmias oreHKa
CHUMIITOMOB JIOKHOTO KpyIna npoBoauinack uepes 0, 2, 6, 12, 24, 36 u 48 yacoB nocie npuMeHeHus
HayalubHOM 703bl. Uepe3 2 yaca M B Tpymme mnpemnapara OyAecoHHIa, M B Tpymme manebo
HAOJII0JIaIOCh  CXOKEE YMEHBIIEHHWE BBIPAXKEHHOCTH CHMITOMOB JIOXHOTO Kpyma, 0e3
CTaTHUCTUYECKU 3HAUYMMOM pasHUIbl MeXIy rpynnamu. Yepes 6 vacoB mocie NpUMEHEHUs

HayajabHOM J103BI Ha6JHO,[[aJ'IOCL CTATUCTUYCCKU 3HAUYUMOC YMCHBIICHHUC BBIPA)KCHHOCTU
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CHMIITOMOB JIOKHOTO Kpyna B Ipymme mperapata Oyiebormiia eyeiteistie Tro-dpastttitio ¢

rpymnmnoi rmianedo, ¥ JaHHOE YIy4llIeHHue ObLI0 CX0kHUM uepe3 12 yacoB u 24 gaca.

5.2. ®DapmakoKHUHeTHYECKHE CBOMCTBA

Abcopoyus

WNuranupyemsblii 0yneconu; ObICTpo abcopOupyercs. Y B3pOCIBIX CHCTEMHAass OMOJOCTYITHOCTh
OynecoHuna mocine uHramsuuu npernapata bynenutr Crepu-Heb depes neOynaiizep cocraBiser
npubnusuTensHo 15 % oT ob1eit Ha3Hauaemoi 10361 1 0KoJ10 40—70 % OT AOCTaBIEHHON J03bI.
MaxkcumarnpHasi KOHIEHTpAIMA B IIa3Me KPOBHU jgocTturaercs depe3 30 MHHYT Mociie Hadaia
VHTJIS U H.

Pacnpedenenue

Ces3b ¢ Oenkamu Tuia3mbl coctaBisieT B cpeaneM 90 %. OOwveMm pacrmpenencHusi OynecoHHA
COCTaBIISICT MPUMEPHO 3 JI/KT.

Euompaﬂcd)opMauuﬂ

[Tocne BcackiBaHus OyAeCOHU] MoABEpraeTcst nHTeHCUBHOM (6osee 90 %) Guorpanchopmarum B
nedyeHu ¢ o0pa3oBaHHMEM META0OJIMTOB C HHU3KOH TIIIOKOKOPTHUKOCTEPOMIHOW aKTHBHOCTBIO.
['mokoKOpTHKOCTEpONIHAS AKTUBHOCTH OCHOBHBIX META0OJHTOB OB-THAPOKCHOYIECOHUAA H
160-runpokcunpeIHU3010Ha cocTaBiasieT MeHee 1 % TIIIFOKOKOPTUKOCTEPOUIHON AKTUBHOCTHU
OynecoHupa.

Inumunayus

Byneconnn merabonmsupyercss B ocHOBHOM ¢ ywactueM ¢epmenta CYP3A4. MeraGonutsl
BBIBOJSITCS B HEM3MEHEHHOM BHJE C MOYOW WIM B KOHBIOTHpOBaHHOW (opme. Bymeconun
00J1a71a€T BHICOKUM CHUCTEMHBIM KJIMpeHcoM (okoo 1,2 in/mun). @apmMakokHHETHKA OyAeCOHM 1A
IPOTOPIMOHATBHA BEJIMYMHE BBOMMOM J03bI TIpemapara.

Iloyeunas HEAOCTATOYHOCTD

dapmakoKHHETHKA OyIECOHU/IA Y TTALMEHTOB ¢ HapyIIeHHeM (PyHKIIUH MOYEK HE HCCIIEeI0BAIACh.

IIeueHOYHAs HEAOCTATOYHOCTD

VY nanueHToB ¢ 3a00JeBaHUSMU MIEUEHU MOXKET YBEITUUMBATHCS SKCIIO3ULIUS Oy IECOHUA.
6. PAPMAIIEBTUYECKHUE CBONCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BeLIECTB

[Tommcop6at-80

Harpus xnopun

Harpus uutpara nuruapar

JIMMOHHOW KHCIIOTBI MOHOTHAPAT

Hwunatpus snerat

Bona niist uabekmn
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6.2. HecoBMecTHMOCTD

He npumenunmo.

6.3. Cpok rogHocTH (CPOK XpaHEHUA)

2 rona.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH IPH XPAHEHHH

XpaHuts 1pu Temreparype He Boie 25 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

[lo 2 mn mpenapara B aMIysy M3 MOJMATUIEHA HU3KOM IUIOTHOCTH. 5 aMIyJl CHAasiHbI YT C
Ipyrom B Buje 0s10ka. Kaxkprit 6710k MOMENIaoT B JaMUHAPOBAHHYIO (DONTBTY.

[To 4 nnu no 12 6;10K0B BMECTE C MHCTPYKIMEHN 110 MPUMEHEHHIO TOMELIA0T B KAPTOHHYIO MUKy
C KOHTPOJIEM IIEPBOI'O BCKPBITHSI.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH NPH  YHHYTOKEHMH HMCIOJb30BAHHOIO
JICKApCTBEHHOI0 Mpenapara MJIH  OTXOA0B, TMOJYYEHHBIX IOCJde NPHUMEHEHUs
JIEKAapPCTBEHHOI0 Mpenapara v Apyrue MaHuMyJsiiMU ¢ NpenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

Hopron Xoncksa JluMmuren, BBICTYNAIOMHME MO TOProBeIM HamMeHoBanmem AVIBIKC
®apmacerotukaic FOKeii, Coequnennoe Koposesctso

7.1. IlpeacTaBuTeNb AEpPKATE/SI PETHCTPALMOHHOIO YI0CTOBEPEeHH

IIperen3un norpedburesiell HaOPaBIATh [0 AJIPECY:

Poccniickas @enepanus

00O «TeBa»

115054, r. Mocksa, yu. Banosas, 35
Tein.: +7 (495) 644 22 34

®daxkc: +7 (495) 644 22 35

info@teva.ru
8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHMSI

9. IATA NEPBUYHOM PETUCTPAIIMU (IIOATBEPXKXIEHUE PETIMCTPAIIUMN,
INNEPEPETUCTPALIUS)

JlaTa nepBoi perucTpanuu:

10. IATA IEPECMOTPA TEKCTA
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
oT 26.07.2023 N= 14178
(NOCNEOCBATENEHOCTE 0002)

OOmass xapakTepucTHKa JeKapcTBeHHOro mnpenapata bynenur Crepu-He6 poctynmna Ha
UHPOPMAMOHHOM TIOpTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHUKaITMoHHOU cetn «uTepHeT» http://eec.eaeunion.org/.
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