COI'JIACOBAHO

MUWHUCTEPCTBOM 3[IPABOOXPAHEHUSA

OBIIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOT' O IPEITAPATAY BJIAKY BEJIAPYCH
1. HAMMEHOBAHMHE JIEKAPCTBEHHOI'O IIPENAPATFA: Munuctepersa 31paro0xpanenns

BYIECOHU]T Unrtenu Pecnybnuku Benapycs
CyCIIeH3us I HHTanAnuit 0,25 MI/MII B amIrynax 2 Mit or « A9 » (O 202Z:. e AY22
CyCIeH3Hs 11 MHranauui 0,5 Mr/mil B amIynax 2 Mn kIIC N2 or « 06+ {9 2022y,
2. KAYECTBEHHBIM U KOJIUYECTBEHHBIU COCTAB-

BYJAECOHU]

2.1. OBIIEE OITUCAHUE

Benas oqHopoiHas cycneH3us .

2.2. KAYUECTBEHHbBIU 1 KOJIMYECTBEHHBIN COCTAB

Kaxxapie 2 M1 (oiHa aMITynia) coaepxkar:

AxtusHoe BemecTBo: 0,5 mr umm 1,0 mr 6yaeconuna.

BcnomorarensHele BEIECTBA: TWHATPHS dpeTar, HaTpus xiopup, momucopbar 80 (Tsum 80),
JTUMOHHas KucjaoTa 6e3BoHas, HATPUs IIUTPAT, BOJA /I WHBEKIIHH.

3. JIEKAPCTBEHHASA ®OPMA

CycnieH3us A WHTJISIHH.

4. KJIIMHHUYECKHUE JAHHBIE

4.1 IIOKA3AHUA K IPUMEHEHHUIO

BYJJECOHW/I VHTenu noka3aH NpH JICYCHUH:

OpOHXHATBHON aCTMBL;

CyOXOpHaTbHOrO JIADUHTHTA B TKENON cremeHH (JIOXKHBIH Kpyl), MPH KOTOpoM TpedyeTcs
TOCTIMTaTH3AIUS.

4.2. PEXXUM JO3UPOBAHUSA U CIIOCOB ITPUMEHEHUSA

BponxuanbHas actma

Hauansnas oo3a

JosupoBka mnpemapatra BYJECOHU]J] Wurtenw, cycmeH3wH IS HHTALINWHA, TOJDKHA OBITH
WHAWBHOyaTbHOM. HauaneHas mo3a cocTaBiseT:

Lna demeii 8 6o3pacme om 6 mecayes u cmapuie 0o 12 nem:

Pexomenayemas cytounas no3a coctasnset 0,25-0,5 mr.

[TanuenTam, MOTYYarOIIMM TEpAIHIO NEPOPATBEHBIMU TTTIOKOKOPTUKOCTEPOUIAMH, PEKOMEHIYETCS
HayaTh ¢ OoJiee BRICOKOM HAYalnbHON CYTOYHOM M03bI, HampuMep 1 mr. Bonee Bbicokast no3a (2 Mr B
CYTKH) MOXXET OBITh Ha3HaYeHa TOJIKO KPAaTKOBPEMEHHO JIETSM C aCTMOH B TSDKEJIOHN CTaIHH.
B3pocavie u noscunvie nayuenmoi

0,5-1 mr ngBa pa3a B cyTkH. [Ip# HE0OXOAUMOCTH 1032 BIIOCTIEACTBHH MOXET OBITH yBEJIHYEHA.

B cnyyasx, korma TpeOyercs MOCTIDKEHHE OONBIIETO TepaneBTHUeCKOro 3¢¢exTa, BO3MOXKHO
HasHa4yeHue Oosee BbICOKMX 103 mpenapata BY JJECOHU]] MuTenu. Pucku pa3sBUTHA CHCTEMHBIX
3¢ dexToB mpenapata JOBOJHHO HHU3KHE IIO CPaBHEHHIO C TE€MH, YTO BBLABIEHBI B PE3YNILTATE
KOMOHMHHPOBaHHOM TepanuH C MepopalbHbIMHU TTIFOKOKOPTHKOCTEPOUIAMH.

IToodoeparcusarowan dosa

[lopnepxuBaroinas 1n03a Ha3HA4yaeTCs HWHAWBHUAyalbHO. Kak TONBKO >XelaeMble KIMHHYECKHE
pe3yNnbTaThl IOJYYEHbI, IOJACPKHUBAIOIMIAs 033 [OJDKHA OBITh IIOCTENEHHO CHIXKEHA [0
MUHHMAaNBEHOH, HE00X0AUMOH 11 3¢ HEXTUBHOTO CHATHS CHMIITOMOB.

Bo3nuxHoeenue gvipascenno2o sghgexma

BeipaxeHHBI 3 deKkT KOHTpoNns 3a NHPOSABIECHUSMH aCTMbI B XOJe JIEYEHHA IIpernapaTroM
BYZIECOHU/I Unrtenu oTMevaercs, Kak MpaBUJIO, B TeUeHHe 3 QHEH IOCIe Hadajla TepalHu
[IpernapaToM, a MaKCUMyMa JIOCTUTaeT Yepe3 2-4 Helemnu.

Ilayuenmel, npunumarowue nepopanbHyle 21I0KOKOPMUKOCmepoudst (cM. maxoice n. 4.4):
[Tpumenenue npernapara BYIECOHW]] WuTenu MOXeT MO3BOJIMTH 3aMEHUTh MM 3HAYUTEIBHO
CHHU3UTH 103y IEPOPATBHBIX TIIOKOKOPTHKOCTEPOHAOB, MPH 3TOM MoanepxuBas 3(GeKTUBHBINA
KOHTPOJIb 3a MPOSBICHUAMH OPOHXHATBHOMH aCTMBIL.

[lepexom oOT JedeHHs MEPOpPATbHBIMH TJIIOKOPTHKOCTEpPOMJAMHM K TEpallud IIpemnapaToM
BYIAECOHW]] WuTenu, cychneHsws I MHTAIMLAN, MODKEH OCYINECTBIATECS Ha (QOHE
CTabWIBHOTO COCTOSIHHS 3[0pOBbsA mHanueHta. B Teuenue 10 gHEH HasHadaeTCs IMOBBIMICHHAS
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nosupoBka mnpemnapara BYJIECOHWJI WuTenu B codeTaHuu ¢ paHee IPHUMEHSEMOH 1030
[epOPATBHOTO TIFOKOPTHKOCTEPOU/IA.
[Tocne atoro mo3y mepopansHoro ['KC crienmyer mocTemeHHO CHUXATh (Hampumep, mo 2,5 Mr
[IpenHU30I0HA MM €ro SKBUBAJIEHTA KAXIBIH MECSI)) A0 MHHUMAIbHOU 3¢ dexkTuBHON n03b1. Bo
MHOruX ciydasx nepopanbHblii ['KC MoXeT OBITh MONHOCTBIO 3aMEHEH MpernapaToM
BYIECOHU/I UnTenu, cycrieH3us i HHT SN,
Cnocob npumeneHus
WuransnuonHo
BYJAECOHUJIT Wnrenu, cycneH3us s HWHTAIAOUE, MoxeT ObITe cmemad ¢ 0,9%
(GH3KM0IOrHYECKHM PacTBOPOM H JAPYTHMH PacTBOPAMH Ul paclbUIeHHs HeOylai3epoM, TAKHMHU
KaKk, TepOyTamuH, cansbyTamols, (hEeHOTEpOJ, AUETHINHCTEWH, KPOMOIIMIMEBAS KHCIOTA HIIM
unparponus 6GpoMus.
[Tonyuennyro cMech HEOOXOAUMO HCIIONB30BATh B TeyeHue 30 MUHYT.
Tabmuna 1 CootHomenue o6béMa k go3e npenapata BY IECOHW]] Uatenu 0,25 Mr/mn

O6wém npenapara BYJIECOHU /T Nutenu

0,25mr/Mn HAosa BMr
2 MII 0,5 mr
4 Mn 1 Mr
6 M1 1,5 Mr

Tabmna 2 CootHomenue 06béMa K no3e npenapata BY JECOHUJT CYCIIEH3US 0,5 mr/mn
O6bém npenapara BY IECOHU]] Uutenu

0,5Mr/Mn LR AF
2 M1 1 Mr
4 mn 2 Mr

Cy0xopaajJbHblil JapHHTHT

Jlist HOBOPOXKIEHHBIX M JETeH ¢ CyOXOpAaJbHBIM JIADHHTHTOM PEKOMEHIyeMas 103a COCTAaBIIAET
2 mr BY IECOHU]] NHTenu, oHa MOXeT OBITh IPUMEHEHA OJHOKPATHO WM B 2 IpHeMa o 1 MT ¢
npoMexyTkoM B 30 MHHYT. Jlo3y MOXKHO BBOJUTH IOBTOPHO KaXKIble 12 9acoB MaKCHMAJIBHO B
TeueHHe 36 4acoB WM 0 KIIMHUYECKOTO YIIyUIIEHHUS.

Hnempyrxyusa ona npagunvnozo npumenenus BY/IECOHH] Humenu

[lepen mpHMEHEHHEM OCTOPOXKHO BCTPSIXHHTE OIHOMO30BBIA KOHTEHHEp BpamlaTeIbHBIM
IBIOKCHHEM. JIep)KHUTe KOHTEHHEp B BEPTUKATHLHOM IMOJIOKEHHH M OTKPOWTE, MOBOpauMBAs
KpbUIBYATBIA KJallaH 10 MOMEHTa OTKpBITHA KOHTelHepa. [loMecTHTe OTKDBITBIA KOHEI
OJTHOJI030BOT'O KOHTEHHEpa B pe3epByap HeOynaii3epa u cerka HaJaaBuTe.

Hpumeuarnua:

Crnenyer TmatenpHO MPONOJOCKATh POT MOCHE KaXAOTO NPHUMEHEHHs, 4TOOBI HE JONMYCTHThH
BO3HHMKHOBEHHUE I'PHOKOBOM HHPEKIHH.

[Ipu ¥cmoTb30BaHUK MacKH, HEOOXOIUMO yOEIUTECS, YTO OHA IUIOTHO MPUIIEraeT K JIMILY BO BpeMS
uHrasinuy. [locne ucmonp3oBanus Macky, CleXyeT IPOMBITh KOXKY JIMIA BOJOH, YTOOBI H36€XaTh

pa3ApaxKeHUs.
Ouenb 6a2%CHO NPOUHCMPYKMUPOBAMb NAYUEHMA.

. BHMMATEJIbHO NPOYHUTATh WHCTPYKIIMH 10 HUCIIOJIBb30BAHHIO CHCTEMBI HeOynaiizepa, KOTOpbIe
COZEPXKAThCA B YIIAKOBKE BMECTE C KaXIbIM HeOymaitzepom

. Ha[uIeXamuM o0pa3oM YHCTUTh M OOCTHy)XuBaTh HeOynaiizep B COOTBETCTBHH C
HHCTPYKIUSIMHU IIPOU3BOIUTEIS.

Ouucmxka:

Kamepy HeGynaiizepa ciemyeT odumiath Mocie KaXIOro HCIoOb3oBaHHsi. Kamepy Hebymaiizepa,
MYHOIITYK HJIM MacKy IPOMBIBAIOT, CJIEAYs WHCTPYKIHSM TPOM3BOIAMTENSA, HJIH TEIIoH
BOJIOIIPOBOJHOM BOJIOM, UCIIOJIb3YSI MATKUM JETEPreHT.

COTJTACOBAHO
MHHHUCTEPCTBOM 3/IPABOOXPAHEH U5
PECTIYBJIHKH BEJIAPYCh

Mpukaa Miuuucrepersa 3APAaBOOXPAHEHMA
Pecnybnnku Benanvew
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HeGynaiizep ciieyeT XOpOoIo MPOIOIOCKaTh B BBICYIIIUTh, COEMHHUB KaMepy ¢ KOMIIPECCOPOM HIIH
BXOJIHBIM BO3QYLIHBIM KJIAlIaHOM.

JUIHTENFHOCT HHIAIAINE U KOJIMYIECTBO JIEKAPCTBEHHOTO CPE/ICTBA, BBIAEIAEMOro HeOyaizepom,
3aBHCSAT OT CKOPOCTH BO3JIYyIIIHOTO [TOTOKA, CO31aBa€MOT0 KOMIIPECCOPOM H OT 00beMa HaIlOJIHEHHS
HeOynaiizepa.

In vitro konuuecTBO GyaecoHuIa, BEICBOOOXKIaeMoro HeOynai3epom, BapeupyeTcs B mpeaenax 30-
70% HOMHHAIBHOM J03bI, B 3aBUCHMOCTH OT THIIa HeOyai3epa H HCIOIB3yEMOT0 KOMIIpECCopa.
Jns [OoCTHXKEHUs MaKCHMallbHOM BBICBOOOXXIaeMOCTH OynecoHHAa HEOOXOAHMM KOMIIPECCOop,
KOTOPEIH CO3MaeT BO3MYILIHEIA MOTOK OT 5 10 8 MUTpOB/MUH, 1 00BEM HamOJHEHUs HeOyai3epa oT
2 no 4 mn. Uccnenosanus in vivo mokasaiu, 4To Jo3a OynecoHHza, MOMy4YeHHAs MallHeHTaMd B
pe3ynbTarte pacnbeUleHus HeOynaitzepoM, BappupyeTcs oT 11 10 22% oT HOMUHAJIBHOH O3B,
JleTsM pEKOMEHIYETCsl HUCIONB30BAHME MACKH Ui JHLA, NOAXONAmEed (OpMBI U IUIOTHO
IpUIIETaloIlel K JTUILY, IUIA TOro, YT0OBI ONITUMHU3UPOBATE BBOJUMYIO 103y OyaecoHua.
Viempa3zsykoevie Hebynaiizepbl He OONJMCHbI UCNONB308AMBCS 0N JleYeHUs  Npenapamom
FYV/IECOHH]] Hnumenu, cycnen3us 0N uH2anAyull.

4.3 TIPOTUBOITOKA3AHWS

['unepuyBCTBHTENBHOCTD K OyIECOHUIY HIIH JIFOOOMY U3 KOMIIOHEHTOB JIEKAPCTBEHHOTO CPE/ICTBA.
44 OCOBBIE YKA3AHHUSA U MEPBI ITPEJOCTOPOXXHOCTH ITPU TIPUMEHEHUN
Byneconun He mpemHasHayeH Ui OBICTPOrO KyIHMPOBaHHS OCTPBIX IPHUCTYIIOB OpOHUXHATBHOM
acTMBI, IPYA KOTOPBHIX HEOOXOIUMO NPUMEHEHHE OPOHXOIUTUKOB KOPOTKOTO EHCTBHUSL.

Bpau [omkeH TINAaTeNbHO OLECHUTH CTENEeHb J(GQOEKTHBHOCTH IPHMEHEHHS MallHeHTaMU
OpPOHXOIHTHKOB KOPOTKOTO AEHCTBUS MM YBETHYEHHE KOJWYECTBA HHTAISAIUN IO CPAaBHEHHIO C
OpUBBMHBIM. B 3THX ciygasx Bpad J[JODKEH pacCMOTPETh HEOOXOMUMOCTh IOBBIIIECHHS
3} }eKTUBHOCTH Tepanuu NPOTHBOCHAIMTENBHBIMH IIpelapaTaMy, HaIpHMep, YBEJIUYHB 03y
OynecoHua, MOMYyYaeMOro HHTASIIMOHHBIM IIyTeM, TH00 HAa3HAYUB KypC TE€PAHU MepOPaTbHBIMH
TJTFOKOKOPTHKOCTEPOUAMH.

Ocobble Mephbl MPEeIOCTOPONKHOCTH HODKHBI COONIIONAThCA NMpPH OTKa3e IAUEHTOB OT TEpalHu
IIepOpaTbHBIMH CTEPOUIAMHU, ITOCKOJIBKY CYIIECTBYET PHUCK HapylneHus QYHKIHMH HaI0YCIHHKOB
Ha JUIMTENbHBIA MEepUoa BpeMeHH. [lofBEepKeHBI PUCKY MOTYT OBITH MAlUEHTHI, KOTOPBIE
HYX/JAIUCh B HEOTJIOXKHOHW TEpamuy BBICOKMMH [J03aMH KOPTHKOCTEPOHIOB HIIH UIHTEIHHOM
JICYCHUH BBICOKHUMH [03aMH HHTIILMOHHBIX KOPTHKOCTEPOHIOB. Y TaKHX MAI[HEHTOB MOIYT
MPOSIBJIATECS IPU3HAKU U CUMIITOMBI HEIOCTATOYHOCTH HAJIOYEYHUKOB B CTPECCOBBIX CUTYAIIHSX.
[lpu cTpeccax WIM B CiloydasX XHPYpPrU4eCKOro BMELIATENBCTBA PEKOMEHIYETCS MPOBOIUTH
JOTIOJTHUTEIbHYIO0 Tepanuio cucteMHbiME [ KC.

[Ipu nepexone ¢ nepopanpHex ['KC va BYIECOHU]] NHTeNnn nmanmueHTsl MOTYT MTOYYBCTBOBATh
paHee HaOIIIOJABIIUECS CUMIITOMBI, TaKHe KaK MBIIEYHEIE 00K Wik 00 B CycTaBax. B pemkux
CIlydasiX MOTYT BO3HHKAaTh YCTalIOCTh, TOJIOBHas OOJib, TOIIHOTA W PBOTA, YKa3HIBAIOINHE Ha
cucteMHyto HemocratogHocTs ['KC. B aTux cimywasx HeoOX0auMO BpEeMEHHO YBENHYUTH HO03Y
HEPOPATIBHBIX TITFOKOKOPTUKOCTEPOUIOB.

B mepwox BpeMEHHOTO MpEKpaIleHHs JIEYEHHsS IEePOPATbHBIMH CTEPOMAAMH y HEKOTOPBIX
MAllMEHTOB MOTYT BO3HHUKATh CUMITOMBI CHCTEMHOH TTIIOKOKOPTHKOCTEPOUHOM CYIPECCHH, TaKHe
Kak, O0JIM B CycTaBaX M/WMJIM B MBIIILAX, YCTAIOCTh U JENPECCH, HECMOTpPS Ha MOIIEpKAHHE HITH
JaXe yIydlleHHe JbIXaTenbHoH ¢yHKiuM. Takum DanueHTaM CllefyeT peKOMEHIOBaTh
npopospkartek Tepanuto npenapatoM BYJIECOHHU]] MuTenu, HO HEOOXOIMMO KOHTPOJIHPOBATH
HaJu4ue OOBEKTHBHBIX IIPU3HAKOB HENOCTAaTOYHOCTH HAAMOYEYHHKOB. B cilydae BBISBIECHMS
HEeIOCTAaTOYHOCTH  HAONOYEYHHKOB, CJEIyeT BPEMEHHO YBEJIMYHTbh JO3Y CHCTEMHBIX
KOPTHKOCTEPOHIOB M mepexon Ha Tepanuto npenaparom BYJIECOHW]] MuTenu nomkeH ObITh
OCYIIIECTBJIEH MEJIEHHO U TIOCTENEeHHO. B mepuon ctpecca u BO BpeMs CHIIBHOTO TIPHCTYTIA aCTMBI,
IALMEHTHI, 3aMEHSIOIINE JICYeHHEe CUCTEMHBIMHU CTEPOUJaMK Ha HHTAJIIIMOHHYIO TEpaluio, MOTYT
HYXIaThCS B JOTIOJTHUTEIHHOM JICYEHHH CHCTEMHBIMU KOPTHKOCTEPOHIAMH.

[Ipu 3ameHe Je4YeHWs] CHCTEMHBIMU CTEPOMAAMHM Ha WHTAISIMHOHHYIO TEpPAlMIO HHOrJA MOTYT
BO3HUKATh a/NIEprHYECKHEe peakldH, TaKhue Kak, PUHHT U 9K3eMa, KOTOpHIE paHee KYyIIHpPOBAIMCh

COTJIACOBAHO
MMHHUCTEPCTBOM 3[IPABOOXPAHEHHSA
3 PECIIYBJIMKY BEJIAPYCh

[Mpuxas MuxucTepeTBa 3APABOOXPAHOHHA

M el icvvsss Damanane
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CHCTEMHBIMM CTepoujaMu. J[aHHbIE aNIEprUYeCKHe CHMITOMBI CJI€AyeT CHUMATh IPH IOMOIIH
AHTUTHCTAMUHHBIX [TPENapaToB W/UIIK MPENapaToB MECTHOTO JIECHCTBHS.
CHmwxeHre (QYHKIHWU NEYEHU BIUSET HA BBIBENEHHE IIIFOKOKOPTHKOCTEPOMIOB, YTO NMPHUBOJUT K
3aMeJICHHIO CKOPOCTH BBIBENCHHsS W BBICOKOH CHCTEMHOM -OKCIO3HIHMH. JTO MOXKET OBITh
KJIMHHYECKH 3HAYUMBIM Y TIAIIHEHTOB C TSDKEJION NEYeHOYHON HEOCTaTOYHOCTEIO.
OueHb BaXXHO OBITH OCBEIOMIICHHBIM O BO3MOXXHBIX CHCTEMHBIX MTOOOYHBIX 3 dexTax.
Cnenyer u3berath CONYTCTBYIOINErO NMPUMEHEHHUs KETOKOHA30J1a, HHTHOuTOpoB npoTeassl BUY u
npyrux cunbHozaeicTByromux uHruo6uTopoB CYP3A4. Ecnmum 3T0 HEBO3MOXHO, BPEMEHHOH
MHTEPBAI MEXIY IPUEMOM B3aUMOJCHCTBYIOIIMX JIEKAPCTBEHHBIX CPEICTB JOJDKEH OBITh
HACTOJIBKO OOJIBIINM, HACKOJIBKO 3TO BO3MOXHO (CM. Takxke II. 4.5).
C 0co00it 0CTOPOXKHOCTBIO CIEAYET Ha3zHadaTh Iperapar MalueHTaMm ¢ TyOepKyle3oM JIETKUX B
aKTUBHOM ()OpME U MAaCCHBHOM, a TaKXKe MaleHTaM C TPUOKOBBIMU UJIM BUPYCHBIMH MHGEKIUAMU
JbIXaTENbHBIX ITyTEH.
BYAECOHU]] Nnrenu ROMKEH NMPUMEHSATHCA C OCTOPOXKHOCTHIO MAIMEHTAaMH C I'PHOKOBBIMH U
BUPYCHBIMH HMHGEKIUSIMU (TaKUMH Kak, HalpuMep, KOpb W BETpsAHAs OCla), MalHeHTaMH C
TIAYKOMOU U KaTapakTOu.
Bo BpeMms Tepanuy UHTAIAHOHHBIMU KOPTHKOCTEPOUAMH MOJXKET Pa3BUTHCH OPaIbHBIA KaHIUI03.
JanHass wWHQEKIHs MOXeT NoTpeOoBaTh Ha3HAYEHUsT COOTBETCTBYIOINEH IPOTHBOrPUOKOBOH
TEpanuy, a B HEKOTOPBIX CIIy4asX MOXKET MOHANOOUTHCS NMPUOCTAHOBHUTH JICYCHUE (CM. TAKKe II.
4.2).
B03MOXHO BO3HUKHOBEHHE CHCTEMHBIX 3(Q(EKTOB, CBSI3aHHBIX C MPUMEHEHHEM HHIATIAIMOHHBIX
KOPTHKOCTEPOUIOB, B YAaCTHOCTH, KOIJla HAa3HA4YalOTCS BBICOKHE JO3bl B  TEYEHHE
IPOJOJDKUTEIFHOTO BpeMeHH. Takue 3(GEKTHl HpPOSIBISIOTCA B MEHBIIEH CTEIIEHH YeM IpU
JEYEeHUH TMEPOPATbHBIMH KOpTHKOcTepougaMu. Cpeaw BO3MOXHBIX MOOOYHBIX 3¢ deKToB
BO3MOXXHO pa3BUTHe cuHApoMa KymmuHra, B TOM 4YHCJI€ KYIIMHTOMOHOTO JIMIA, CYIPECCHH
GYHKIUH KOpBI HAANOYEYHHUKOB, 3a[J€PXKKH B Pa3BUTHM y MAETEH H IOAPOCTKOB, CHHIKEHHE
MHUHEPTbHON IUIOTHOCTH KOCTHOM TKaHH, KaTapakTa, IJayKoMa, pPenKo IICHXOJOTHYECKUe H
MIOBEJIEHUECKHE pPacCTPOMCTBA, BKIIOYAs IICHUXOMOTOPHYIO T'HIIEPAKTHBHOCTH, PACCTPOHCTBO CHa,
0ecroKOHCTBO, AETPECCHIO HIIM arpecCUBHOCTH (0cobeHHO y nmereit). IlosTomy pekomeHnmyertcs,
9TO0BI 1032 MHTAIHOHHOTO KOPTUKOCTEpOUAa Oblla CHIDKEHA N0 MHHHMAIBHOH, IIPH KOTOPOH
coxpanseTcs 3¢ ¢GeKTHBHBIA KOHTPOJIb 32 MPOSIBICHUSIMU OPOHXHATBHON aCTMEL.
Kak u B ciydae ¢ JpyrMMH BUJAMU HHTAISIHOHHOTO JI€YEHHS, TOCIE IPUMEHEHHS MOJXET
HACTYTIUTh Cy)X€HHE OpOHXOB (IapaJoKCaIbHBIA OpOHXOCIa3M) C MTHOBEHHBIM 3aTpyAHEHHEM
neIxaHus (oxplika). B asToM ciydae, HeoOXOOMMO HEMEMJIEHHO NPEKpPaTHTb JIEYEHHE
HHTQLIIUOHHBIM OyIECOHMIIOM, CJIENyeT INpOBECTH oOcienoBaHHWE MAaIlMeHTa W Ha3HAYUTh
QTbTEpHATHUBHYIO TEPAIHUIO B Cllydae HEOOXOAUMOCTH.
Hcnonvsosanue 6 neouampuu
Hetsm cnenyet npunumats bBY IECOHU]] MHTEnH ¢ 0CTOPOIKHOCTEIO.
Pexomenayercs mepHOAMYECKH KOHTPOJIMPOBATH pPOCT peOeHKa, NPOXOAAIIEro MIIHTETBHOEe
JeueHHe WHTAIIMOHHBIMU KOpPTHKOCTEpoMJaMH. B ciywae 3amemieHHss pocTa, CIegyer
IIEPECMOTPETh TEPANIHI0 B CTOPOHY YMEHBIICHMS 03Bl HHTAJIHOHHBIX KOPTHKOCTEPOHIOB.
Cnenyer TIHATeJbHO OLEHHUTH IIPEUMYIIECTBA TE€PANIUH KOPTUKOCTEPOMJAMU M BO3MOJXKHBIH PHCK
3amepxkku pocta. Kpome TOro, HeoOXoauMMO paccMOTPETh BOIIPOC O HAIpaBICHHH IalMEeHTa K
CIENHATHCTY IMYJIbMOHOJIOTY-IIEIHATPY.
Hapymenue 3penus
C uCnonp30BaHHEM CHCTEMHBIX M MECTHBIX KOPTHKOCTEPOHIOB MOTYT OBITH CBSI3aHBI HapyIIEeHHS
3peHust. ECNM MalMeHT MCHBITHIBACT CUMITOMBI, TaKMe KaK IOMYTHEHHE 3PEHHS WM OpyTHE
HapyIIEeHUs 3peHHs, HEOOXOIMMO pacCMOTPETh BOIPOC O HANpaBI€HUH K O(TaIbMOJIOTY s
OLIEHKH BO3MOXKHBIX INPUYHH, KOTOpBIE MOTYT BKIIOYaTh KaTapakTy, [JIAyKOMY HIIH PEIKHE
3aboiieBaHMs, Takde Kak MeHTpanbHas cepo3Has xopuopetuHomatus (LICX), o KoTopeiX
c000IIaTIOCh TTOCIIE HCTIOIb30BAHUS CUCTEMHBIX U MECTHBIX KOPTUKOCTEPOUIIOB.

COTJITACOBAHO
MHHHUCTEPCTBOM 3[IPABOOXPAHEHMS
4 PECITYGJIMKHM BEJIAPYCh

ITpuxas MunHcTepersa 3apaBooXpaHeHnn
PacnvAnuwru Ronanen:
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4.5 B3AMMOJENCTBHE C JIPYTUMU JEKAPCTBEHHBIMHU IIPEIIAPATAMU H
JIPYTHUE BAJIbI B3AUMO/JENCTBUS
He waGmronmamoch B3auMOAEHCTBUS OyAecOHMIa C APYTMMH IIperapaTaMi, UCIIOJIB3YEMBIMH IIPH
JeYeHUU OPOHXUATTEHOU aCTMBL.
Merabonu3m Oyneconuna omnocpenoBaH npeumynectBeHHO CYP3A4, omHuM u3 u30(hepMEeHTOB
nutoxpoMa p450. CrenoBaTenbHO, MHTHOMTOPBI 3TOro (GepMeHTa, HampHUMEp, KETOKOHA30J H
MTPaKOHA30J MOTYT YBEIHYHTh CHCTEMHOE BO3/ieiicTBHE OynecoHu1a B HECKOJIBKO pa3 (CM. paszen
4.4). B cBA3M C OTCYTCTBHEM JAHHBIX IO OOECIEUEHUIO HEOOXOAMMOM JO3UPOBKH B IOAOOHBIX
Clly4asiX, BBIII€yKa3aHHBIE IpenapaThl KOMOMHUPOBAaTh HE peKOMeHAyeTcs. Eciu Bce e Takoro
coueTaHus H30eXaTh HE YNAeTCH, TO CIEAYET MEXTy NMpUEeMaMH HpernapaToB AejaTh KaK MOXKHO
GonplIre HHTEPBAIBL, a 03y OYAeCOHUAa YMEHBINATE.
BBuy orpaHHYeHHOr0 KOJIMYECTBA JAHHBIX, KACAIOMIMXCS NaHHOTO B3aUMOIEHCTBHS OynecoHHIa
B BBICOKHX [1033X, MOXXET OTMEYAThCsl 3HAYUTENILHOE YBEIWUCHUE IUIA3MEHHBIX KOHLEHTpAIui (B
CpeHEM B YETBIpE pasa) B Cllydae IPUMEHEHMS HTpakoHaszonma, 200 Mr OIMH pa3 B JICHb,
OZHOBPEMEHHO C HHTAISIMOHHEIM OyIeCOHUIOM (OJHOKpaTHas n103a paBHas 1000 Mxkr).
TloBeITeHre KOHUEHTpauWK OyNECORWNa B TIUTa3Me KpOBW, a Takke ycuienue shdexTor
KOPTHKOCTEPOHJIOB OTMEYAIMCh Y JKEHIIMH, KOTOPBIE B IIEPHOA JIEYEHHS MPUHUMATH TaKKe
3CTPOTCHBI U CTEPOUJHBIE TPOTHBO3a4YaTOYHBIE CPENCTBA, IPU 3TOM Kakoro-iubo s¢dekra ot
coyeTaHusi OyINeCOHHIAa C HM3KHMM 103aMH KOMOMHHMPOBAHHBIX OpAlbHBIX KOHTPAIENITHBOB
O0TMEYEHO He OBLI0.
M3-3a BO3MOXKHOTO YrHETEHHsS (QYHKIMH HaINOYEYHHKOB, TecT co crumyismued AKTT mus
AWAarHOCTHKH BO3MOXXHOM THIO(QHU3APHOH HENOCTATOYHOCTH MOXET IaBaTh JIOXKHBIE PE3yIbTaTHI
[IPY OTIPEJIENIEHUH HU3KUX 3HAYCHUH.
B pexoMeHIyeMBIX 103aX, NMMETHIMH OKa3bIBAacT HEGONBINOE BIMSHME HAa (PAPMAKOKHHETHKY
OynecoHua, IPUMEHIEMOT0 NEPOPATTBHO, YTO HE SBJIAETCS KIMHHYECKH 3HAYUMBIM.
CunTaercs, 4YTO ONHOBpeMeHHOe nedeHHe uHrubuTopamn CYP3A4, BKmouas neKapcTBa,
COZiepXKallie KOOMLUCTAT, MOXET YBETHYUTh PHCK CHCTEMHBIX MOO0YHBIX 3ddektos. ITosTomy
COBMECTHOTO yIOTpeOJIEHHS ClleyeT H30eraTh, €CIIH TOIBKO I10J1b3a He MPEBBIIIAET IIOBBIIEHHBIH
PHCK CHCTEMHBIX TMOOOYHBIX 3((EKTOB BCIEACTBHE IPUMEHEHHMS KOPTUKOCTEPOHIOB, B 3TOM
ciiyqae HeOOXOAMMO HaOmONaTh 3a MAlMEHTaMH, YTOObI yOEIUTHCS B OTCYTCTBHHM CHCTEMHBIX
n0004YHBIX 3P PEKTOB, BEI3BAHHEIX KOPTHKOCTEPOUIAMH
4.6 @®EPTUJIBHOCTH, BEPEMEHHOCTH U JIAKTAITUS
Pe3ynbTathl HecenoBanuil ¥ IOCTMAPKETHHIOBOTO OIBITA YKA3BIBAIOT HA OTCYTCTBHE MPOSBICHHS
KaKHX-TH00 HEeXeNaTenbHIX 3Q(HEKTOB Ha 3[0POBBE ILIOAA/HOBOPOXXAEHHOTO NP HPHMEHEHHH
HHTJIIHOHHOTO OynecoHna Bo BpeMs 6epeMeHHOCTH. Kak u B ciiyuae ¢ ApyruMH mpenapaTam,
nepen NpUMEHEHHEM OynecoHHIa BO BpeMsi OEpPEMEHHOCTH HEOOXOOHUMO OLEHUTH COOTHOIIEHHE
MOJB3El AL MAaT€pPH M PHCKH AN IUIoAa. BynecoHmn BhIAENAeTCS C IPYyAHBIM MOJOKOM. [lpu
NpHIMEHEHNH Oy[ecOHHIa B TEPalEBTHYECKHMX [03aX BO3JEHCTBHE Ha peGEHKAa HE BBIABIICHO.
IIpumeHerne OynecoHU A IPH TPYAHOM BCKAPMIIMBAHHH BO3MOJKHO.
IonnepxuBaromas Tepanus HHraIAMoHHbIM Gynecornom (200 wm 400 MEKpOrpaMM JBa pasa B
CyTKH) Y JKEHIOMH, CTpaJalolluX acTMOH, B IIE€PUOJ JAKTAlUH BBI3bIBACT HE3HAYHMTEIHLHOE
CHCTEMHOC BO3Z€icTBHE OynecoHuIa y IeTel, HAXOIAIMMXCsl HA TPyIHOM BCKApMIIHBAHUH.
B xozme (apMakoKMHETHYECKOTO HCCIIeJOBAHMs DAcyéTHas eXeIHEeBHAs m03a Ul MJafeHna
cocraBmsizia 0,3% OT eXeIHEBHOH MaTepMHCKOH O3Bl IpH BCEX YPOBHAX /03, a CPEIHSSA
KOHIEHTpalUs B IUIa3MEe KPOBH MIIANCHUEB cocTaBmsia 1/600 wacTe OT KOHIEHTpAlMi,
OTMEYaeMBbIX B IIIa3Me KPOBH MAaTEPH, YTO YKa3hIBaeT Ha MOJIHYIO EPOPAIbHYIO OHOLOCTYIIHOCTD Y
mianennes. KonnenTpanuu 6yneconuia B 00pasiax mia3mMel KpOBH MIIIEHIEB BCETa ObUTH HUXKE
npezesna KOJTHYECTBEHHOTO ONpeIeIeHuUsI.
Ha ocHOBe NaHHBIX O MPHUMEHEHHH WHTALIMHOHHOTO OyHecoHHMIa, a TaKKe YUYMTHIBAasg, 4YTO
OyNEeCOHHI JNEMOHCTPUPYET JHMHEHHBIN (apMaKOKHHETHYECKHH TNpoduis B  JHANa3oHE
TEPANEBTHYECKUX JI03 IIOCJE HAa3albHOTO, MHTAIALHOHHOTO, MEPOPATBHOTO M PEKTAILHOIO

COT'TACOBAHO
MHUHHUCTEPCTBOM 3APABOOXPAHEHUS
PECITYBJIIMKU BEJAPYChH
Mpuxas Munucrepersa 3APABOOXpAHEHHA
Pecnybauxu Benavver
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BBEJICHUS TEPANEBTHUECKUX JI03, 0XKUAAETCS, YTO BO3JAEHCTBUE OYNECOHH/IA HA JIETEH HA rPyTHOM
BCKapMJIMBAaHUHU SBIISIETCS] HU3KUM.

47 BJMSHHME HA CIHOCOBHOCTb VYIIPABJSITH TPAHCIOPTHBIMH
CPEJICTBAMMU U PABOTATH C MEXAHU3MAMUA

BynecoHu He OKa3bIBaeT BO3AEHCTBUS Ha CIIOCOOHOCTD YIIPABIAThH aBTOTPAHCIIOPTOM M paboTaTsk ¢
MEXaHHU3MaMH.

4.8 HEXEJ/IATEJIbHBIE PEAKIITUHA

Knuauyeckue uccnenoBaHus, TUTEPAaTyPHbIE OTYETHI U IIOCTMAPKETHHTOBBIN OIBIT yKa3bIBAIOT Ha
TO, YTO MOTYT BO3HMKATH CJIEIYIONINE HEXeaTelbHbIe T000YHbIE 3 HEKTHI:

YacToTy MOXXHO ONpEAENIUTh CIEAYIomMM o0pa3oM: odeHs 4yacto (>1/10), wacto (ot > 1/100 mo
<1/10), mewacro (ot >1/1000 mo <1/100), pemxo (ot >1/10000 mo <1/1000), oueHp penko
(<1/10000), Heu3BecTHON YacTOTHI (HEBO3MOXKHO OLIEHUTh HA OCHOBAHHHM MMEIOIIUXCS TaHHBIX).

Kiacc cucreMsl opranos YacrtoTa [To6oynas peakuus

WndexnuonHble u | Hacto Kannunosnas uadekuus poTorioTku

napasuTapHble 3ab0JIeBaHusI

Hapymenuss co  cropons! | Penxo Hemennennsle u orcpoyeHHBIE* peakiuu

UMMYHHOH CUCTEMBI THIIEPYyBCTBUTEIHHOCTH, BKJIFOYAIOINKE
CBIIlb, KOHTAKTHBIA JEPMAaTUT, KpalUBHHUILY,
aHTHOHEBPOTHYECKUH OTeK %}
aHahUIAKTHUECKHE PEAKIIUU

Hapymenus co  croponsl | Penxo [Ipu3Haku ¥ CHUMOTOMBI THIHMYHBIE IS

SHIOKPUHHON CHCTEMEBI CHCTEMHBIX KOPTHKOCTEPOUIOB, B TOM HYHCIIE

nojasiieHHe (GYHKIHH KOPBHI HAAMMOYEUYHHKOB
U 3aMeJIeHne pocTa**

Hapymernus co  croposs! | Yacto TomHuora

eIy IOYHO-KUIIEYHOTO

TpakTa

Hapymenus co  cropons! | Heuacto [TomyTHeHue 3penus (cM. paszaen 4.4)

opraHa 3peHus
HeussectHoi#t | 'maykoma, karapakra

JaCTOTHI

Hapymenus ncuxuxu Penxo becnoko#icTBO, HEPBO3HOCTH, JEMpPECcCHs,
HapylleHHsl IIOBEICHHS, HapyIIeHUs CHa,
YYBCTBO TPEBOTH, IICUXOMOTOpHAsI
TUIIEPAKTUBHOCTD, arpeccuBHOCTb
(IpeuMyIIecTBEHHO y NeTei)

Hapymenus co  cropons! | Yacto Kamens, oxpummocTs rosoca, pasgpaxeHue

JIBIXaTeIbHOH CHCTEMBI CIIM3UCTON 000JIOUKH TTIOTKH

Penxo Bponxocnmasm, y pereit: guchoHHs H

OXPHILIOCTh

Hapymenust co ctopoHs!l KOXu | Penko KpoBonoareku, pacTsKK KOXKH

M TIOJIKOXHBIX TKaHEH
* OrtHocuTes K pasgeny «OnHcaHWe OTACNBHBIX MOOOYHBIX peaKLHii»; pasApakKeHHs KOXKH JIUIA,
CM. HHDKE.

** OtHocuTes K pasgeny «llalueHTs! JeTCKOro Bo3pacTay, CM. HHXKE.

Kak u B cioydae ¢ JpyrMMM MHTAJISIMOHHBIMHM CpEICTBAMH, B OYEHb PEOKHX CIIy4asX MOXKET
Pa3BUThCS NapaJoKCaIbHBIN OpoHXocmasM (cM. pasnen 4.4).

Ha ¢one mnpuMeHeHHS HHTAISIHMOHHBIX TIIIOKOKOPTHKOCTEPOHIOB PEOKO MOTYT BO3HHKATh
NOPU3HAKM M CHMITOMBl CHCTEMHBIX 3(@QeKToB, cpem KOTOPBIX  HAIIOYEUHHKOBAs
HEOCTaTOYHOCTh M 3aMeJUIEHHE pOCTa, YTO BEPOATHO, 3aBHCHUT OT J03bI, BPEMEHHU 3KCIIO3HIIUH,
OJHOBPEMEHHOTO WM MpPEIIIECTBYIOMET0 JIEYEHHUS KOPTHKOCTEPOHAaMH, a Takxke OT
HHIUBUAYAJIEHOH YyBCTBUTEIBHOCTH.

COTrJIACOBAHO
MWHNCTEPCTBOM 3[IPABOOX PAHEHMSI
PECITYBJIMKH BEJIAPYCh

6 lMpuras Munucrepersa 3/ PABOOX pAHEHH A
Pecnty6auxku Benapycs
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Onucanue omoensHbIX NOOOUHBIX PeaKy Ul
PasipakeHre KOXH JIMNa Kak IIPEMEP peaKluH MHIIEPYyBCTBUTENIFHOCTH OTMEYAIOCHh B HEKOTOPHIX
Cllydasx, KOrJa UCIoJIb30oBaiIcs HeOynaii3ep ¢ Macko. [ npeaynpexnaeHus pasfpaxeHus, Iocie
HCITOJIb30BAHHUS MACKH JIMIIO CJIEIYET BEIMBITH BOJOH.
[TanveHTEl ¢ [OWArHo3oM XpoOHWYecKas oOCTpykTuBHas Oonesnp Jjerkux (XOBJI), xotopsie
HAYMHAIOT JIeYeHHE HHTABIIUOHHBIME KOPTUKOCTEPOUIAMH, TTOBEPXKEHBI 00JIee BEICOKOMY PHCKY
pa3sBUTHS IMHEBMOHMH. TeM He MeEHee, IO OLIEHKE, IOJIyYCHHOH Ha OCHOBAHHUHU PpE3YyIHTATOB §
O0BEIMHEHHBIX KIMHUYECKHX HCCIEIOBAHUN, NMPOBEACHHBIX IpH ydacTHu 4643 manueHToB C
XOBJI, npoxonsmux JedeHre OyIeCOHUOM, a Takxke 3643 MalueHToB, paHJOMU3UPOBAHHBIX IJIS
neyeHUs: 0e3 WHTaIIMOHHBIX KOPTHKOCTEPOHMIOB, IIOBBINIEHHOTO pHUCKA Ui BO3HUKHOBEHHS
THEBMOHHHM BBIIBIECHO HE ObLI0. Pe3ynbrarel mepBeIX 7 U3 8 KIMHHYECKMX MCCIIENOBaHHHA OBLTH
onyOIMKOBaHBI B BUJIE METa-aHAIM3A.
Ilayuenmeor 0emckozo éo3pacma
Y4uTeIBas PHCK 3aMENJIEHHS POCTa MAIlUEHTOB JETCKOTO BO3PACTa, POCT ClIEAyeT KOHTPOJIUPOBATh
KaK OIKCaHO B 1II. 4.4.
Baxno coofmate O OJO3pPEBAEMBIX HEXENATENBHEIX DPEAKIMAX IIOCNe  DPEerucTparuy
JIEKapCTBEHHOT'O IIpenapaTa ¢ IENbl0 00ECIEeYeHUs] HENpEepPHIBHOIO MOHUTOPUHIA COOTHOIIEHHS
«TI0JIb3a-PUCK»  JIEKAPCTBEHHOro Ipemapara. MeaunuHCcKuM pabOTHHKaM pEeKOMEHIyeTCs
co00ImaTh O JIFOOBIX NOJ03PEBAEMBIX HEXXENIATENbHBIX PEAKIUIX JIEKAPCTBEHHOTO Ipenapar depes
HALMOHANILHYIO CcUCTeMy oT4eTHOCTH PecmyOmuxu bemapyce (http:www.rceth.by, VII «Ilentp
5KCIEPTH3 M HCHBITAaHHH B 3paBOOXpaHEHMH» MUHHCTEPCTBA 3[paBOOXpaHEHUS PecmyOiuku
benapyco»)
4.9 TNEPEJO3UPOBKA
IIpu octpoit nepenosupoBke npenaparoM BYJIECOHU]] VHTenu KIMHHYECKUX MPOSBICHUN HE
BO3HHUKAET.
5. ®APMAKOJIOTMYECKHE CBOMCTBA
5.1 ®APMAKOIMHAMHYECKHE CBOMCTBA
dapmMakoTeparneBTHUecKas rpymna: IIpodue cpencTsa HHTAIAIMOHHOTO MPUMEHEHHS I JIEYEHHUS
00CTPYKTHBHBIX 3a00/1€BaHUH ObIXaTeNbHBIX IyTeH. [ TFIOKOKOPTHKOHIBL.
Kog ATX: RO3BAO2.
Mecmnoe npomusosocnanumenvroe deticmeue
Touneni MexaHuU3M AEHCTBHS TIFOKOKOPTHKOCTEPOUIOB IPH JICUCHHH OPOHXHABHOM acTMEI 10
KOHLIa He fCEH. BeposTHO, BaXXHBIMU SBISIOTCS NPOTHBOCHAIUTENBHOE IeiCTBHE HA T-KIIETKH,
303MHOGMIBI M Ty4YHBIE KIETKHM, a TaKXK€ HHIHOMpOBAaHHE BHICBOOOXKICHUS MEIHATOPOB
BOCIAJICHHS M IHUTOKMH-OIIOCPENOBAaHHOIO HMMYHHOTO OTBETa. BHYTpPEHHSs aKTHBHOCTb
OynecoHusia, H3MEpeHHas Kak apGHUHHOCTD K pelenTopaM TIIFOKOKOPTUKOCTEPOUIOB, IIPUMEPHO B
15 pa3 Bemme, yeM y mpenHHu3onoHa. KimHHYeckoe ucclneqoBaHHE, MPOBEICHHOE IPH yYAaCTHH
MAalHEHTOB C OpOHXHATBHOM acTMOM, B KOTOPOM CpaBHHBAIM NPHMEHEHHE HHTAIAIHOHHOTO
OynecoHuza M MEpOPAIbHOrO, C AaHAJIOTMYHBIMU KOHIEHTPAlMsMH B IIIa3Me, I10Ka3ajo
CTAaTMCTHYECKH 3HAYMUMOE JI0Ka3aTeNbCTBO J(P(MEKTHBHOCTH HHTATIAIHOHHOTO IPUMEHEHHS
OynecoHuzna, a He IIEPOPATLHOIO BBEINCHHS, B CpaBHeHHH ¢ Iutane6o. Takum o6pasom,
TepaneBTHYeCKHH 3(¢eKkT OOBMHBIX 03 OyAecOHHMOa, BBOAWMBIX MHTAILHAOHHO, MOXKET
0OBACHATHCSA MECTHBIM JEHCTBHEM Ha [(bIXaTEbHbIE Iy TH.
[IpoBOKalMOHHEIE HCIBITAHUS, IPOBOIUMBIE Y JKHBOTHBIX, ITOKa3ajd, 4TO OyAeCOHHU] 06iamaeT
IPOTUBOBOCTIANUTENLHEIM  3G(EKTOM, OCHOBaHHBIM Ha CHI)KCHHH CTENEHH OOCTPYKIHH
JBIXATENbHBIX IIyTEH BO BPEMS PaHHETO U MO3HEr0 AJUIEPTHUECKOr0 OTBETA.
PeaxmusHocmb vlxamenvHulx nymeu.
VY DanMeHTOB ¢ rHIEeppPEeaKTHBHOCTBIO, MPUHUMAIOIMNX OyAecOHH, OBUIO BBISBICHO YMEHBIICHHE
PEaKTHBHOCTH JbIXaTEJIbHBIX IIyTeH Ha TUCTAMHH U METAXOJIUH.
BinsiHne Ha KOHIEHTPALMIO KOPTH30.12a B IJIa3Me:
WccnenoBanus mpuMeHeHHs OynecoHHIa, MPOBEICHHbIE NPH YYaCTHH 3JOPOBBIX JOOPOBOIIBIEB,

MOKa3ald [10303aBHCHMOE BO3JEHCTBHE Ha COIEp)KaHHWE KOPTH30Ja B _InasMe K _Mode. B
COrJTACOBAHO

MHUCTEPCTBOM 3[IPABOOXPAHEHU
PECITYBJIMKY BEJAPYCD

[Tpukas MuHACTEPCTRA 3/IPABOOX PAHEHM S
Pecnivbnuku Besapych




PEKOMEHIOBAaHHBIX [103aX IpenapaT OKa3hIBAaeT 3HAYUTENHHO MEHBIIEE BIMSHHUE Ha HANIIOYEYHYIO
(GYyHKIIHIO, YeM IpenHu30H B fo3e 10 mr, kak 6pu10 moka3zano B AKTI Tecrax.

ITanueHTHI A€TCKOr0 BO3pacTa

Knunuueckue noxkazanua — acmma

OddexTuBHOCTL OynecoHHAa ObUIA OLlEHEHa MHOXXECTBOM HCCJIENOBAHMM, M OBUIO IIOKAa3aHO, YTO
OynecoHun 3Q(QEKTUBEH KaK y B3pOCIHBIX, TaK U Y AETeH, B Ka4eCTBE MPO(HUIAKTHYECKOTO JIEYEHHS
MEPCHCTHPYIOIMEH acTMBI C NPUMMEHEHMEM OJWH MIM [Ba pa3za B CyTKH. HexoTopble mpHMepsI
TUIMYHBIX UCCIIEIOBAaHUN IPUBEEHEI HIDKE.

Knunuueckue nokazanua — napunzompaxeobponxum

B psane uccnenoBaHui, ydacTHMKaMM KOTOPBIX BBICTYINANH JETH C JIADHHIOTPaXeOOPOHXHTOM,
cpaBHuBaM byneconun ¢ mnane6o. IIpuMepsl TUNWYHBIX HCCIIENOBAaHMM, KOTOPHIE OIIEHHBAIHU
IpUMeHeHHe Byneconnia npyu nedeHny JapHHIOTPaxeoOpOHXUTA y JeTel, IPUBEIEHE] HIDKE.
Idppexkmuenocmev y Oemeil ¢ NAPUH20MPAXEOOPOHXUMOM NlezKOl U CpeOHell cmeneHu
madcecmu

Bruto mpoBeneHo paHIOMU3MPOBAaHHOE JBOHHOE CIENoe Miane6o-KOHTPOIUPYEMOe HCCITeOBaHHE
y 87 nereit (or 7 MecsmeB n0 9 JeT), TOCHUTAIU3UPOBAHHEIX C KIMHAYECKHM IHATHOZOM
JNIApUHTOTPaXeOOPOHXHT, C UENBIO ONpPENENeHUs YIydileHHs DByJIecOHMAOM IIKATBl OIEHKH
CHMIITOMOB JIADHHTOTPax€OOpPOHXHTA HJIM COKPAIEHHS MPOMODKUTEILHOCTH MNpeOhIBAHUSA B
craumonape. Hauamenas nosa Bynecommpa (2 Mr) umm mnane6o ¢ mociemyromed m030i
Byneconnna 1 Mr mmu mmane6o kaxmele 12 wacos. IlpumeHeHHe 6ynecOHMOA CTATHCTHYECKH
3HAYUMO YJIYYIIHJIO IIKaly OLEHKH CHMIITOMOB JIADUHTOTpaxeoOpoHxuTa mocie 12 u 24 gacoB u 2
YacoB Yy TAlHCHTOB, C HAYalbHOHW INKAJOH OIEHKM CHMIITOMOB JIADHHTOTPaxeoOGpOHXHTA,
mpeBpnuaromed 3. BbUIo OTMEYEHO TaKXe COKpaIlleHHe MPOAOJDKHUTENLHOCTH MpeOBIBAHUS B
cranuoHnape Ha 33%.

I pexmusnocmsp y demeli c napunzompaxeoGpoHXUmMom cpedneil u maxcenoii cmenenu

Ilpy  paHIOMM3MPOBAHHOM JBOHHOM CIICLIOM  IUIale60-KOHTPONMPYEMOM  HCCIeNOBaHUH
cpaBHEBAIM 3¢ GekTHBHOCTL Byneconnna u miane6o mpu JeYeHuH TapHHIOTPaXxeo6poHxHTa y 83
MJIaJICHLIEB U [ETeH (B BO3pacTe OT 6 MeCsIEB 10 8 JeT), rOCIUTAIM3HPOBAHHEIX ¢ KIHHHYECKHM
AUarHo30M JIapUHIoTpaxeoOponxuT. [lanuenTte! momyvanu 2 mr Byneconuna umu niane6o Kaxmsle
12 yacoB B TeueHHE MAaKCUMYM 36 4acOoB WJIK [0 BBHIITHCKH U3 60MbHHUIEL O6mas ImKana OleHKH
CHMIITOMOB JIapUHTOTpaxeobponxuta Opita oueHena B 0,2,6,12,24,36 u 48 yacoB mociie BBeIeHUSL
Ha4yalnbHOH M03bl. B 2 waca, rpymma OyzmecoHuza u rpymmna Iane6o IOKa3ald aHATOTHYHOE
YIY4IIE€HHE IMKaTbl OLIEHKH CHMIITOMOB JIADHHIOTPAaxeoOpoHXUTa, 6e3 KaKUX-TM00 CTaTHCTHYECKH
3HAYUMBIX pa3iuyuid Mexnay rpynmamu. OT 6 4acoB, IIKala OIEHKM CHMIITOMOB
JIapHHTOTPaXeoOpOHXHTa B TIpYNNe bBynecoHHI yilydmnaeTcs CTATHCTHYECKM 3HAYHMO 110
CPaBHEHHIO C TPYTIIOH manedo, ¥ 3TO yIy4lIEeHHE [0 CPaBHEHHIO C MIaledo 0Y4eBHIHO TAKXKE B 12
u 24 gaca.

52 ®APMAKOKHHETHYECKHWE CBOMCTBA

BcacroiBanue

Y B3pocCiBIX CHCTeMHas OMONOCTYIHOCTh OYyNECOHHIA IMOCTEe NPUMEHEHMs CYCIEH3HH Ui
HHTAAIUMA paBHa HpuMepHO 15% or HoMuHanbHON 1036l M 40-70% OT BBEOEHHOH MO3BI
nanueHTaM. MeHblas 4acTb CHCTEMHON OGHOOOCTYIIHOCTH JIEKAPCTBEHHOTO CPeACTBA oOpasyeTcs
3a CYeT MporjaTeiBaHus npenapara. [Tocie BBenEHHS ODHOKpATHOM 03Bl 2 MI, MaKCHMalbHAS
KOHIICHTpallus B IlIa3Me, KOTOpas AOCTHraeTcs IpuMepHo depe3 10-30 MHHYT mocne Hauana
MHTaJIMY HeOyai3epoM, COCTaBIAeT 4 HMOJIB/I.

Pacmipenenenue

O6béM pacnpeneneHus OynecoHHIa COCTaBNSET MPUOIM3UTENLHO 3 JI/Kr. CBA3bIBaHME ¢ OelKaMu
IU1a3MBbl KPOBH COCTaBIISET B cpenHeM 85-90%.

buoTpanchopmanus

Byneconnn mnpu INepBoM IPOXOXICHHHM dYepe3 IedeHb ObicTpo Merabomusupyercs (>90%) B
MeTabOJIUThl C HHU3KOH IIFOKOKOPTHKOCTEPOHAHON aKTHBHOCTHIO. OCHOBHBIMH METabOIUTAMHU
ABJISIIOTCS 6-0eTa-ruIpoKcUOyaeCOHNT U 16-anbdha-ruIpoKCUIIpe THU30JI0H, b
ITIOKOKOPTHUKOCTEPOUIHAS AaKTHBHOCTh COCTaBisieT MeHee 1% rmexexepmxocreponﬂﬂoﬁ
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aKTHBHOCTH Oyneconuma. Merabonusm OynecoHuna B ocHoBHOM omnocpenyercs CYP3A4, omgaum
u3 u3odepmenToB ruroxpoma p450.

BriBenenue
Merabonutel OynecoHMna BBIBOLATCS B HEU3MEHHOM BHIE WIM B KOHBIOTHPOBaHHOU dopme,

IMaBHBIM 00pa3oM, noykamu. He3Ha4uTENBPHOE KOIMUYECTBO HEM3MEHEHHOro OyaecoHuzaa
BBIBOJUTCSA C MOYOH. Y 3I0pOBBIX B3pOCIHBIX JIIoAeH OymecoHHI 00iagaeT BBICOKHM CHCTEMHBIM
KJIIMPEHCOM (IIpUMEpPHO 1,2 JI/MHUH), U TOCIe BHYTPUBEHHOTO BBENEHHS IEPHOJ OKOHYATENHHOIO
BBIBEJIEHUS COCTaBIIAET B CpefHeM 2-3 Jaca.

Junetinocms

dapMakOKHHETHYECKHE II0Ka3aTeNd OyNeCOHHAA IIPONOPUHOHAIBHBI 03¢ MPH KIMHHYECKH
3HaYUMBIX J03aX.

IMeanaTpuyeckas MoOMyJIsinus

Byneconnn umeer cucremHbli kmupeHc npumepHo 0,5 n/muH y metedt B Bo3pacte 4-6 JeT ¢
OpoHxuanbHOM acT™MO#. ¥V neteit, Ha 1 KT Macchl Tela KIMpeHC MpuMepHO Ha 50% IpeBbImacT
KIIMPEHC Y B3pOCIbIX. [IepHOl KOHEUHOTO TONTYBEIBEIEHHS OyNECOHU/IA MOCTE HHTAAMY Y JeTeil
¢ OpOHXHMATEHOH acTMOM, COCTaBNAeT OKoNMo 2,3 waca, T.e. IPUMEDHO CTONMBKO K€, KaK H Y
3J0POBBIX B3POCIBIX.

Y pereii ¢ 3aboneBanueM acTMBI B Bo3pacTe OT 4 10 6 JieT, CHCTeMHas OMOIOCTYIIHOCTB
OynecoHupa mocne NPUMEHEHWs CYCIEH3MH Ul HHIaSIUi ¢ MCIONb30BaHMEM Hebynaiizepa
(PARI LC Plus ® ¢ xomnpeccopom Jet Pari Master ®), paBHa npumepHo 6% OT HOMHHAIBHOMN 0351
¥ 26% OT BBENECHHOH 03Bl MAaNMEHTaM. Y HeTedl CHCTeMHas OHONOCTYIHOCTh COCTABISIET
NPUMEPHO TOJIOBHHY OT CHUCTEMHOW OHONOCTYIIHOCTH, BBLIBICHHOW Y 3[0POBBIX B3POCHBIX. Y
neter ¢ 3a601eBaHUEM acTMBI B Bo3pacTe 4—6 JieT, mocie BBEAEHUS HO3BI | Mr, MakCHMalbHas
KOHLEHTpalks B IUIa3Me, KOTOpas NOCTHraeTcs MpUMepHO dyepe3 20 MHUHYT IOCIe Hayana
WHTAJIIIMY HeOynai3epoM, paBHa IPUMEPHO 2,4 HMOJIB/IL.

Y perent B Bospacte 4-6 ner, akcnosunus (Cmax m AUC) 6ymecoHupma, NMocie IPHMEHEHHS
OJTHOPa30BOi M03bI 1 MI IyTeM paclBUIEHHS, CONOCTaBHMA C 3THMH IOKAa3aTesAMH Y 3[0POBHIX
B3POCJIBIX, TIOTy4aBIInX Oy1€COHU B TAKOH ke 03€ C OMOIIBIO TAKOH e CHCTEMBI PaCIbLICHHUA.

5.3 JAHHBIE JOKJIHHHUYECKOM BE3OIIACHOCTH

Pesynbratel mccneqoBaHHH OCTPOM, MOZOCTPOM W XPOHHYECKOH TOKCHYHOCTH, ITOKA3AIH, YTO
cHCTeMHBbIE 3QdeKTE OyNecOHnaa SBILTIOTCSA JHOO MEHee THXKENbIMH, OO0 aHATOTHYHBIMH TEM,
YTO HaONIOJAOTCH MOCIE NPUMEHEHHS APYTHX IIIIOKOKOPTHKOCTEPOUIOB, TakHe KakK, HalmpHMep,
CHIDKEHHE MacChl Tela, aTpodust TUMGOUIHON TKAHH H HaAIIOYEYHHKOB.

Ilo omenkam meCTH pa3MUYHBIX TECTOB, MYTAT€HHBIX W KJIACTOTEHHEIX CBOMCTB OyHECOHHIA He
BBIBJICHO.

HYacToTa BO3HMKHOBEHHS TIJTHOM TOJIOBHOTO MO3Ta, BBIIBIEHHAS B OMHOM HCCIEIOBAHHH
KaHIEPOTEHHOCTH y CaMIIOB KpPHIC, He ObLIa MOATBEPXKAEHA B ABYX IIOCIEAYIOMUX HCCICI0BAHUAX,
B KOTOPbIX 4acTOTa TIJIHOM, HaOmrogaemas B TIpyNNax, IONYYaBIIMX AKTUBHBIE MpEHapaThl
(OyxecoHun, mNpeqHU30NOH, TPHAMLMHOIOHA aneTar), Oblla CpaBHEMA C HAGIOZAeMOH B
KOHTPOJIBHBIX IPYTINax.

Hccnenosanyus KaHIEPOTEHHOCTH y CAMIIOB KpBIC TO3BONHIM HAGIIIONATh W3MEHEHUS B IEUYEHH
(MepBHYHBIE TeNATOLEIUTIONAPHbIE HOBOOOPa30BaHHs), KOTOphIE GBUIM MOATBEPKICHE! B OpyroM
MCCJIEIOBAHUH, NMPOBEACHHOM IIOCPEACTBOM JIEYEHHS JKMBOTHBIX OYNECOHHIOM M CTaHIAPTHBIMH
TIIOKOKOPTHKOCTEpOU/iaMH.  J[aHHblE KIMHHUYECKHE IIPOSIBIIEHHS MOTYT OBITH CBSI3aHBI C
PEUENTOPHEIMH 3 }EKTaMU  TIIIOKOKOPTUKOCTEPOMJOB ¥ SBISIOTCS TUNHIHBIM  3(deKToM
TEPANeBTUYECKOTO KJacca.

Knuuideckuil ONBIT NOKA3bIBAET, YTO HET HUKAKUX OCHOBAHHIl yTBEPXKIAThb, 4TO Oyzneconua um
ApYTHE TIOKOKOPTHKOCTEPOUBI, BBI3BIBAIOT TIJIHOMBI TOJIOBHOTO MO3Tdl Auii | nepBHYHbIE
renaTolesUIIo/IIpHble HOBOOOPAa30BaHHUs y YEJIOBEKA. MHHHCTEPCTBOM 8/{PABOOXPAHEHIS
6. ®APMAILIEBTUYECKUE CBOMCTBA | oucas M
6.1. IEPEYEHDb BCIIOMOT' ATEJbHBIX BEIIIECTB -
JluHaTpHs 3meTaT, HaTpus Xiopun, monucopbar 80 (Teum 80), TUMOHHAS KHCIOTA ‘6e3Bozmaz
HATpHs LIUTPAT, BOAA I/ MHBEKIIMH.




6.2. HECOBMECTHUMOCTbD
He npumenumo

6.3. CPOK I'OJHOCTH

2 roga co IHs IPOU3BOJCTBA.
CpoK TOHOCTH TIOCJIE BCKPBITHS aJIIOMUHHEBOrO [TaKeTa: 3 MecsIa.

Cpok romHOCTH NOCHE pa3BeeHHs JEKAapCTBEHHOIO IIpenapaTa: CMech J0JDKHA MCIOIb30BaThCS B
teyeHue 30 MUHYT.

6.4. OCOBBIE MEPBI IIPEJOCTOPOXKHOCTH IIPU XPAHEHUHN

Xpanuth npy Temiepatype He Boiue 30°C, B 3alIMIIEHHOM OT CBeTa MecTe. He 3aMopakuBarth.

6.5. XAPAKTEP U COAEP)KAHUE NIEPBUYHOU YIIAKOBKHU

OpnonosoBeie ammynsl mo 2 mu u3 [IOHIL. Tlonmocka ¢ 5 ammymamMu ymakoBBIBaeTcs B
repMETU3HPOBaHHbIH nakeT U3 amoMuHueBod Qonbrua (TIOTd/amomunmii/I1D). 4 mnakera
YTIaKOBBIBAIOTCSL B KAPTOHHYIO KOPOOKY BMECTE C MHCTPYKIHEH IO MEOUIMHCKOMY IPHMEHEHHIO
JIEKapCTBEHHOTO Iperapara.

6.6. OCOBBIE MEPHI IIPEJOCTOPOXHOCTH TIIPU YHHUYTOXEHHUU
HNCIIOJIb3OBAHHOI'O JIEKAPCTBEHHOI'O IIPEITAPATA nWimMm OTXO4OB,
NMOJIVUEHHEIX MNOCJIE MPUMEHEHUS JIEKAPCTBEHHOI'Q ITPEITAPATA WJIN
PABOTHI C HUM

Her oco6bix TpeOoBaHUM K yTHITH3AIHH.

Bechb ocraBmHiics JIeKapCTBEHHBIH MpenapaTr i OTXOBI CIIEAYeT YHUYTOXATh B YyCTAHOBICHHOM

HOpsZKe.
6.7. YCJIOBUS OTIIYCKA U3 AIITEK

[To peuenty.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUS

UAB «INTELI GENERICS NORD» 3A0 «MHTEJIU TEHEPUKC HOPI»
Seimynskiu 3.09312 yi. edmunanmxkro 3, 09312

Vilnius, Lithuania Bunsnroc, JIutosckas Pecny6nnka
tel/fax: +37052730893 ten/akc: +37052730893
office@inteligenerics.eu office@inteligenerics.eu

7.1. IPEACTABUTEJIb JEPXKATEJISI PETUCTPAIIMOHHOTI' O YIOCTOBEPEHMUSI
[Tperen3uu norpebureneil HanpaBIATh MO azipecy

UAB «INTELI GENERICS NORD» 3A0 «MHTEJIU TEHEPUKC HOPI»
Seimynskiu 3.09312 yi1. Hlelimunnmkio 3, 09312

Vilnius, Lithuania BunsHtioc, JIutosckas Pecny6mika
tel/fax: +37052730893 ten/dakc: +37052730893
office@inteligenerics.eu office@inteligenerics.eu

8. HOMEP PETHCTPAIIMOHHOTI'O YIOCTOBEPEHUS
9. TATA IEPBUYHOM PETUCTPAITAN
29 HOs10ps1 2016 T.

10. TATA IEPECMOTPA TEKCTA

COTJTACOBAHO
MUHUCTEPCTBOM 3JIPABOOXPAHEHHS
PECIVBIIHKY BEJIAPYCH

[Ipuka3 Munucrepcrsa 3paBooXpaHaHuA
Pecnybnuku Benapyce




