COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 09.09.2024 N2 19011
(NOCNEOOBATENEHOCTE 0004)

OBLIASA XAPAKTEPUCTHUKA J1

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Keronan, 100 mMr, Cynmo3uTopun peKTaibHbIE.

2. KAUECTBEHHBIN M1 KOJIJMYECTBEHHbBII COCTAB
JlelicTBy1oIIIee BEIIECTBO: KETOMPOQEH.
Kaxxnprit cynmosutopuii pekraibHblil comepxut 100 Mr keronpodena

[Tonublii epeyeHs BCIIOMOTaTEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Cynno3uropuu peKTaibHbIE.

bennie, TJIaAKue, OAHOPOAHBIC CYTIIIO3UTOPUH.

4. KIIMHUYECKHUE JAHHBIE
4.1. IloxkazaHus K NpUMEHEHUI0
KeroHan moka3aH K HpPUMEHEHHIO Yy B3pOCIbIX M TOJPOCTKOB B Bo3pacte OoT 15 ner s
CHUMIITOMAaTHYECKOM Tepanuu OOJE3HEHHBIX W BOCHAINUTENIBHBIX IPOLECCOB Pa3IUYHOIO
IIPOUCXOXKACHHUS, B TOM YHCIIE:
- BOCHAJIUTENbHbBIE U JIET€HEpaTUBHBIE 3a00JI€BaHNs OMIOPHO-ABUTATEIBHOTO amapara:

® PpPEBMAaTOMJHBIN apTPHUT;

® CCpOHETaTHUBHBIE apTPUTHL: aHKWIO3UpYOLMH crnoHauauT (Oone3Hb bextepesa),
MICOPUATHYECKUI apTpUT, peaKTUBHBIN apTpuT (cuHIpoM Pelitepa);

e 1i0Jarpa, ceBIONOAarpa;

® OCTEOAPTPUT;

® BHECYCTaBHbIE IIPOSBIECHUSI PEBMATUUYECKUX 3a00JIeBaHUN (TEHIUHUT, OYpPCUT, KaIlCyJIUT
MIJIEYEBOTO CYCTaBa);
- 00J€eBOI CHHIPOM, B TOM UKcie caa0blil, YMEpPEHHBIN U BbIPA’KEHHBIH:

® [IOCTTPaBMAaTHYECKUN U MMOCIEONEPAMOHHBINA O0IEBOM CHHAPOM;

e 0OJIEBOM CHHIPOM IPU OHKOJIOTHIECKUX 3a00JIEBAHMSIX;

® aJIbI'OAUCMCHOPEA.
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COOTBETCTBYET QRCHEFTHOMY QTYETY

Hper[apaT np€aHa3HauCH JId CUMIOTOMATHYECKOH TCPanm, Yy MCHBTIICHYET OO 1T BOCTTATICTITET
PA3IMYHOIO IMPOUCXOKIACHNA HAa MOMCHT HMCIIOJIb30BaHMsI, HA IIPOIrpECCUPOBAHNC 3a00JIEBAHUS HE

BIIUSACT.

4.2. Pe:xuM 103MPOBaHUS U CNIOCOO MPUMeEHEHH

PexxuM mo3upoBanus

Bspocnvie u demu cmapwe 15 nem

Keronaiu cnenyer npumensts no 1 cynnoszuroputo (100 mr) pexransHo 1-2 pa3a B 1eHb.
Cynmno3uTopun peKTajabHbIE MOKHO COUYETATh C MepopajabHbIMU (popmamu npenapaTta Keronain,
HampuMep, NalUeHT MoXeT npuHATh no 1 kancyne Keronan (50 Mr) yrpoMm u B cepeiiHe THS U
BBecTu | cynmo3utopuit (100 Mr) pektanbHO BeuepoM, Win 1 TabneTKy, MOKPHITYIO MICHOYHON
o6omoukoii (100 mr), yrpom u BBectu 1 cynmosuropuii Keronan (100 Mr) pexTanbsHO BE4epoOM.
MaxkcumanbHas no3a keronpodena cocrapiser 200 mr/cytku. Creayer TIIATEIBHO OICHUTH
PHCKH ¥ TIOJIb3Y OT JICUCHUS MEpel MpUMEHEHHeM mpernapata B go3e 200 mr/cyT (cM. pasnen 4.4).

Oco0Oble I'PYIIIBI MIAaIIMCHTOB

Tayuenmur nodicunozo eo3pacma
VYV mauuMeHTOB MOXKWIONO BO3pacTa PEKOMEHJYETCS CHMXKATh HAdajbHYIO 703y Ipernapara,
NOJIIEP>KMBas B JajibHEHIIEeM MUHUMANBbHO 3(dexTuBHy0 103y. [laliueHTsl MoXuaoro Bo3pacra
OoJiee MOABEPIKEHBI Pa3BUTHIO HEXeEIaTeIbHbIX PEaKLIUH.
THayuenmoi ¢ Hapywenuem yHKyuu novex u/uiu nevenu
[Ipy npuMeHeHMM Yy MalMEHTOB C TMEYEHOYHOM W/WIM TIOYEYHOH HEeIO0CTaTOYHOCTHIO
PEKOMEHYETCSI CHWXKAaThb HadyallbHYK JI03y IIpemnapara, IOAJEP)KHBas B JalbHEHIIEM
MUHUMaJIBHO 3] dexTuBHy0 103y. [Ipumenenue keronpodeHa y NaueHTOB ¢ MOYEYHOH W/nim
MEYEHOYHON HEJ0CTATOYHOCTHIO TSXKEJION CTENEHU MPOTUBOINOKA3aHO.

eTH
Pexxum no3upoBanus Uit AeTel OT 15 J1eT He OTIIMYaeTcst OT peXuma JO3UpOBaHUS ISl B3POCIIBIX.
Keronan nmpoTuBomokasaH y jieteil B Bo3pacte 10 15 net (cm. pazzen 4.3).

Croco0 nmpuMeHeHs

CynHOSI/ITOpI/II/I Keronan Np€aHa3sHA4YCHBI JJI1 PEKTAJIbHOTO ITPUMCHCHU.
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4.3. [IpoTuBONOKA3aHUSA
® TUIEPYYBCTBUTEIIBHOCTh K KETONPO(EHY MM K JI0OOMY M3 BCIOMOraTeNlbHBIX BEILECTB,
NIEPEUYMCICHHBIX B pasfene 6.1, a Takke K caauluiaTaM MM APYTUM HECTEPOUIHBIM
IIPOTUBOBOCHIANIUTENBHBIM NpenaparaM (HIIBIT);
® TI0JHOE WJIM HETOJIHOE COYETaHHWEe OPOHXHMAJIBHON acTMbI, aHTHOHEBPOTHYECKOTO OTeKa,
KpalnuBHULBL, OCTPOTO PUHHTA, PEIHIWBUPYIOIIECTO MOJIHMII03a HOCA MM OKOJOHOCOBBIX
Ma3yx U HEMEPEHOCUMOCTH aleTUICATUIIMIOBOM KucinoTsl uiu apyrux HIIBII (B Tom uncie
B aHaMHE3e);

e s3BEHHas OOJIE3Hb XKeyJKa WIK JBEHAIUATUIIEPCTHON KUIIKH B CTaAMU 00OCTpEHus, a
TAKXKe YKeJlyI0UHO-KUIIEYHbIE sI3Bbl, KDOBOTEUEHUS U epdopanuy,;

® XpOHHWYECKas AMCIIEICHs, BOCIAIUTENbHbIE 3a001€BaHUs KUIIEYHHUKA, A3BEHHBIH KOJIUT,
6one3nb KpoHa, TUBEPTUKYJIUT B CTaIUU O0OCTPEHUS,

® BOCHAIHUTEIbHBIC 3200JI€BaHUS MPSIMOM KHUIIKHU W/WJIA KPOBOTEYCHUS U3 IPSMOM KUIIKH (B
TOM YHCJI€ B aHAMHE3e);

e reMOpWIMS W JpyTMe HApYIICHUS CBEPTHIBAEMOCTH KpOBH (B TOM  YHCIE
reMopparu4eckuii uates);

e JleTCKHUi Bo3pacT (1o 15 ner);

® [ICUYEHOYHAs HEJOCTaTOYHOCTh TSKEJIOHN CTENeHH, akTUBHOE 3a00JIeBaHHE NIEUEHH,

® [0YeyHas HEJOCTATOYHOCTh TsDKeyno creneHu (kiaupeHc KpeatnHuHa (KK) Mmenee
30 mi/MHH), porpeccupyomue 3a001eBaHus MOYEK, MOATBEPKICHHAs THIIEPKATMEMHUS ;

® JICKOMIICHCHPOBaHHasl CepJieyHasl HEJI0CTaTOYHOCTh, MEPUONEPALMOHHBIM Nepuo MpH
A0pPTOKOPOHAPHOM IIYHTUPOBAHUH;

e (OepeMeHHOCTh B cpoke Oosiee 20 Henenb (cM. pazaen 4.6);

¢ [ICpHuoa IrpyaAHOro BCKapMJIMBaHU:.

4.4. Oco0ble yka3aHus U Mepbl MPeJ0CTOPOKHOCTH NPH NPUMEHEeHUH

MepEbl IpeaoCTOPOKHOCTU

BpOHXI/IaJ'II)HaSI aCTMa B AHaAMHE3C, KIMHHUYCCKH BBIPAXKCHHBIC CEPACYHO-COCYAUCTEIC,
epeOpoBacKysipHbIe 3a001eBaHus U 3a00JieBaHUs NepudepudecKux apTepuil, JUCIUTUIEMUS,
nporpeccupyronye 3a0ojJeBaHus IME€YEeHU, MEYSHOYHAs HEJIOCTaTOYHOCTh JIETKOM M cpenHei

CTCIICHU  TSAXKECTHU, FI/IHCp6I/IJ'II/Ip}/'6I/IHeMI/I}I, aJIKOTOJIbHBIN oUppo3 IMCYCHHU, TTOUYCHHAA
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o Pl WAY Varay

COOTBETCTBYET QRCHEFTHOMY QTYETY

HEJIOCTAaTOYHOCTh CpelHel creneHu TsokecTn (RKIE36——60-wmAmm);—xpommaceratcepacTHast
HEJIOCTaTOYHOCTh, apTepUabHas TUICPTCH3MsI, 3a00JIeBaHMsI KPOBHU, JETUApATAIUs, CaXapHbIH
nuaber, aHAMHECTUYECKUE JIAHHBIE O PA3BUTUU SI3BEHHOTO MOPAKCHHSI JKEITYJOUHO-KUIIIEYHOTO
tpakta (JKKT), nanmuune nndexuun Helicobacter pylori, tskensie comarnyeckue 3a00eBaHus,
MOXKUIION BO3pacT (ctapiue 65 JIeT, B T.4. MOJyJYaroliue JMYPETUKH, OCIa0JICHHbIC TTAIIUEHTHI U C
HU3KOH Maccod Tena), KypeHHe, COIyTCTBYIOIIAs Tepanus aHTUKOAryJIsHTaMH (Hampumep,
BapdapuH), aHTHArperaHTamMu (HampuMep, AaleTHJICATHIIMIOBAS KUCJIOTa, HHUKOPAHIW),
TIIFOKOKOPTUKOCTEPOUIaMHU JIJIsl MpUEMa BHYTPh (HampuMmep, MPEIHU30JI0H), CEICKTHBHBIMU
MHTUOMTOpaMU 00paTHOTO 3aXBaTa CEPOTOHHHA (HAIIPUMED, IUTAIIONPAM, CEPTPAIIUH ), TAIUCHTHI
C YMCHBIIICHHEM 00beMa IIUPKYJIMPYIOLICH KPOBH, JuthTenbHOE puMeneHre HITBII.

Oco0ble yKa3zaHus

C 1menpl0 CHWKEHHS PUCKA PA3BUTHUS HEXKENATEIbHBIX SBJICHUN KETONPO(eHa pPEeKOMEHIYeTCs
IpUMEHEHHE MUHUMaIbHOHN 3()()eKTUBHOM 103l B TECUEHNE MUHUMAIILHO KOPOTKOI'O IIEpHOJIa.
[TaneHTaM € BOCHAIUTEIbHBIMM 3a00JIEBAaHUSMM HPSIMON KHUILIKU HE CJelyeT HPUMEHSTb
CYIIIO3UTOPUH peKTalibHble KeToHail.

Mackupoeka cumnmomos 0CHO8HO20 UHDEKYUOHHO20 3a00Ne6aHUs

[Ipu npumeHeHnu keronpodeHa CUMINTOMbI MH(PEKIHMOHHBIX 3a00J€BaHUN MOTYT OBITH MEHee
BBIPAKEHHBIMHU, YTO MOKET IIPUBECTH K YUIMHEHUIO CPOKOB IIOCTAHOBKH IPaBUIIBHOIO AUArHO3a,
OTCPOUYEHHOMY Hayally COOTBETCTBYIOLIETO JICUEHUS U YXYAIIECHUI0 MCX0/Ja MHQPEKIHOHHOTO
3a0o0seBanus. YXyIIIeHHE Ha0II0Ja10Ch Ha PoHE OaKTeprabHOM BHEOOJIPHUYHON THEBMOHUY U
npu OaKTepUaAIbHBIX OCIOXKHEHUSAX BETPSHOM ocmbl. B ciydae mpuMeHeHHs keTonpodeHa mnpu
MHQPEKIMOHHOM 3a00JIeBaHUM Ul CHIKEHMS TeMIIepaTyphl Tella MM KyHUpOBaHMsS OO0JIEBOTO
CHUH/IpOMa, peKOMEHAyeTCsl o0ecredeHne TIATeIbHOI0 HaOII0IeHus 3a TeueHneM nHpexnuu. B
aMOyJIaTOPHBIX YCJIOBUSX, B CIy4Yae €CJIU CUMITOMBI COXPAHSIIOTCS WM YXYAILIAIOTCS, MAUEHTY
HE00X0/IMMO 0OpaTUTHCS K Bpady.

He cnenyer couerats mpuem ketompodena ¢ mpuemom napyrux HIIBIT w/mmu mHruburopos
Hor-2.

Peaxyuu co cmoponvi drcenyoouno-xuweuno2o mpakxma

Crnenyer co0mogaTh OCTOPOKHOCTh TMPU COBMECTHOM INPHUMEHEHHH C MpernapaTaMmu, KOTOpbIe
MOTYT  TOBBICUTH  PHCK  OOpa3oBaHMs  SI3B WM  KpPOBOTEUEHHs, TaKUMH  Kak

TJIIOKOKOPTUKOCTEPOUIbI /Il TpHeMa BHYTPb, AHTUKOAryJsSHTHl (Hampumep, Bapdapun),
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CEJICKTUBHBIC MHTHOMTOPBI OOPAaTHOTO 3aXBaTa “CCPOTOHMHA TN —aHTIATPCTaNTHT—(HATIPIINC];
aIe TUICAIMIIMIIOBAs KUCIIOTA WIIK HUKOpaH i) (cM. paszaen 4.5).

Coo0manoch O pa3sBUTHH JKEITyIOYHO-KHMIIEUHBIX KPOBOTEUYECHUH, 3B U mepdopanuit (c
BO3MOYKHBIM JIETaJIbHBIM HCX0/I0M) BO BpeMs npumenenust HIIBII na nro60om sTamne ieyenus, BHe
3aBUCUMOCTH OT HAJM4YUS YIPOXKAIOUIMX CHMITOMOB WM Tspkenbix 3aboneBanuil XXKT B
aHaMHe3e.

VY nanueHTOB MOKUJIOrO BO3pPAcTa CYIIECTBYET IMOBBIIICHHBIH PUCK Pa3BUTHSI HEKEJIATEJIbHBIX
peakmmii co croponsl JKKT, Takux Kak »eiry104HO-KHUIIEYHOE KPOBOTE€UeHHE U nepdoparst (c
BO3MOJKHBIM JIETAILHBIM UCX010M) (CM. pazzen 4.2).

B ciydae pa3BuTHs jKely104HO-KMILIEUHOTO KPOBOTEUEHHs i oOpa3oBanus s13B opranos JKKT
IIpU IPUMEHEHUH KETONPO(EeHa, JIEUCHHUE CIIETyeT HEMEJIEHHO NPEKPATUTD.

Puck xeny104HO-KHMILIEYHOTO0 KPOBOTEUEHUS, 13B000pa30BaHusl WK Meppoparii MOBbIIIAETCS
npu npumeHeHuu Oosee Bbicokux 103 HIIBII, mpu Hannmuuu si3BeHHON OOJIe3HM B aHaAMHeE3e,
0COOEHHO OCJIOHEHHOM KpOBOTEUeHHEM WM nepdoparueil, 1 npu NpUMEHEHUH Yy MAIEeHTOB
MIO’KUJIOTO BO3pacTa. Y O3TUX IPYNI IALKMEHTOB JICYEHUE CIIEAYEeT HAuYMHAaTh C MHHHMMAJIBHO
BO3MOXHBIX 7103. CieayeT paccMOTpeTh COBMECTHOE NPUMEHEHHE C TracTPONPOTEKTHUBHBIMU
npernaparamu (HampuMep, MU30IPOCTOJIOM MM MHTMOUTOpaMH MPOTOHHOM MOMIIBI) Y JTAaHHBIX
Ipynn MaUeHToOB, a Takke Yy TalHUeHTOB, KOTOPbIM HEOOXOJUMO IpPUMEHEHHE
alleTUJICAIMIIMIIOBON KUCJIOTHl B HU3KHMX J103aX WJIM JIPYIHX MIpPEernaparoB, MOBBIIAIOIUX PUCK
pa3BHUTHUS HeXenaTelbHbIX peakiuii co croponsl XKKT (cm. paznen 4.5).

[TaneHTsl ¢ HeXxenaTeabHbIMU peakuusiMu co ctoponbl JKKT B anHamHe3e (0cOO€HHO MaIMeHThI
MOKUJIOTO BO3PAcTa) JOJKHBI cOO0IaTh 000 BCeX HEOObIYHBIX cummToMax co cropoHbl JKKT
(mpexie BCero o yKey10YHO-KUIIIEYHOM KPOBOTEUEHHUH), B OCOOEHHOCTH Ha HadaJbHBIX dTamax
JICYEHUSI.

Cy1ecTByIOT 3MHUAEMUOJIOTUYECKUE JIAaHHBIE, CBHUIETEIBCTBYIOUIME O CBSI3M IPUMEHEHUS
KeTonpodeHa ¢ BBICOKUM PHUCKOM DPA3BUTUS TSKENIOW >KENTyJI0YHO-KHIIEYHOW TOKCHYHOCTH,
CpaBHUMOM ¢ TakoBoil npu npumenenuu apyrux HIIBII, ocobenHo B BbICOKUX J103aX (CM. pa3zen
4.3).

HIIBII crenyer npuMEHATh ¢ OCTOPOXKHOCTBIO y TAllMEHTOB ¢ 3a0osneBanusiMu opranoB JKKT B
aHaMHe3e (S3BEHHBIM KOMUT, O6osie3Hb KpoHa), Tak Kak 3TO MOXET MPUBOJIUTH K 00OCTPEHUIO

JaHHBIX 3a0osieBaHuil (cM. pasaen 4.8).
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Cepoeuno-cocyoucmule peakyuu U peakyu co CHopoHRsT COTYOUS CONUBHOZ0 MOUSZ

JlaHHbIE KIMHUYECKUX MCCIEAOBAHUNA M DMMIEMHUOJIOTHMYECKUE [NaHHBIC IPEANOararwT, 4YTO
npumeHeHne Hekotopbix HIIBIT (ocobeHHO B BBICOKHX J03aX U IIPU IPOJOJKUTEILHOM JICUEHUH )
MOJKET OBITh CBA3aHO C IOBBILIEHHBIM PUCKOM Pa3BUTHUS apTEPUAIbHBIX TPOMOO30B (Hampumep,
nHpapKTa MUOKapJa WIM MHCYJbTa). Ha OCHOBaHMM MMEIOLIMXCS JAHHBIX HENb3sl UCKIIOUUTh
TaKOM PUCK NP IPUMEHEHUH KeToIpo(eHa.

Kak u npu npumenenuu apyrux HIIBII, cienyer yaensars ocoboe BHUMAaHHUE [TPU IPUMEHEHUH Y
MMALIUEHTOB c JIEKOMIIEHCUPOBAHHOMN TUIIEPTOHUYECKOMN 00JIe3HBIO, CepAECYHOMN
HE/0CTaTOYHOCThIO, HIIEMUYECKOH O0oJe3Hbr0 cepiua, 3a00JeBaHUsAMHU IepUpeprHuecKux
apTepuil W/uiam nepedpoBacKyISIpHBIMU 3a00JI€BaHUSMH, a TAKXKe Mepe]l HadyajloM JJIUTEeIbHOrO
JIeYeHHs] y TAIUEeHTOB ¢ (haKTOpamMH pPHUCKA DPa3BUTHS CEPACYHO-COCYIUCTHIX 3a00JIeBaHUI
(IOBBIIIEHHOE apTepUaIbHOE AABJICHUE, TUIIEPIUIUAEMHUS, CAXapHBIA JUa0eT, KypeHUe).
Coobmanoch 0 MOBBINIEHUH pPHCKA PA3BUTHUSA apTEpUAIBHBIX TPOMOO30B IPU HPUMEHEHUU
HeacniupuHoBbIX HIIBII nns xynupoBaHus HepuONepalMoHbIX 0ojel MpH aopTOKOPOHAPHOM
IIYHTUPOBAHUH.

Heo6xomumMo coOummoiaTh OCTOPOKHOCTh TNPH NMPUMEHEHHH KETOmpodeHa y TalueHTOB C
MOBBIIIEHUEM apTEepPUAJIbHOIO JAaBJICHHUS B aHAMHE3€ H/WIM CEpAEeYHON HEJ0CTaTOYHOCTBIO
JIETKOM WJIM CpeAHed CTeNeHu TsDKeCTH, Tak kKak mnpu npumeHeHuu HIIBIT cooOmanock o
3a/IepKKE KUJKOCTU U PA3BUTHH OTEKOB.

Peaxyuu co cmoponwi koorcu

OueHb pesKo COOOIIATIOCh O PA3BUTHUU TSDKENBIX PEaKUUil cO CTOPOHBI KOXH (C BO3MOKHBIM
JIeTaJbHBIM UCXOA0M), BKIIHOYasl SKC(HOIMATUBHBIN AepMaTUT, cuHaApoM CTHBeHca-/[KOHCOHa U
TOKCUYECKHUI AMHIePMAaIbHbI HEKPOIK3, CBsi3aHHbIX ¢ mpumenenreM HIIBIT (cm. paznen 4.8).
HaubGonpmmii pucK pa3BUTHS JaHHBIX COCTOSIHMM TNPUXOAUTCS Ha HA4ajo Tepamnuu, B
OOJIBIIMHCTBE CJIy4aeB OHU pPa3BUBAINCh B TEYEHHE IMEpBOro Mecsma JedeHus. Cuenyer
NPEKPaTUTh NPUMEHEHHE KeTonmpodeHa MpH MEepBOM IOSBICHUU KOKHOW CBHIIH, U3bA3BICHUS
CIIU3UCTBIX 000JI0YEK WIH JTH0OBIX IPYTHUX TPU3HAKOB TUIIEPUyBCTBUTEILHOCTH.

Hapywenus co cmoponul OvixamenvHot cucmembl

VY nanueHToB ¢ OpPOHXHMAJIBHOM aCTMOM B COYETAaHMM C XPOHUYECKUM PHUHHUTOM, XPOHHYECKUM
CHHYCHTOM W/MJIM TOJMIIAaMH HOCOBOHM MOJIOCTH CYIIECTBYET Oojiee BBHICOKMH PHCK pPa3BUTHUS

QUIEPTHYECKUX PEaKIi K areTmicanuiuiaoBoi kuciaore u/wm HIIBII, yem y apyrux monei.
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HpI/IMeHCHI/IC OTUX IPE€IapaToB MOXKCT IIPUBOANTE K ACTIMATHHMCCRIM  NpPUCTyIaM  PIn

OpoHxocna3My, OCOOCHHO y MAIMEHTOB C ajuleprueil Ha aleTUJICATMLIMIOBYI KHCIOTY WIH
HIIBII B anamuese (cM. paszaen 4.3).

Tunepranuemus

Bo3M0xHO pa3BUTHE rUNIEpKAIMEMUH, OCOOCHHO y MAIMEHTOB C CaXapHbIM AMa0ETOM, IOYEUHOU
HE/I0CTaTOYHOCTBIO /WM NPH COBMECTHOM IIPUMEHEHUH ¢ KaluiicOeperaiomumu mpenaparamu
(cM. pa3zgen 4.5). V TakuX NAaUMEHTOB CJIEAYET THIATEIbHO KOHTPOJIMPOBATh YPOBEHD KaJlusl.
Bnusanue na ¢ynxyuro novex

Bo Bpewmst Hauana jeyeHus ciexyer THIaTeNbHO HAOM0AaTh 3a (PyHKIMEH MOYeK y MallUueHTOB C
CepACYHON HEI0CTaTOYHOCThIO, LUPPO30OM MM HEPpPO30M, Yy NAIMEHTOB, MOIYYarOLUX
JUYPETUUECKYI0 TEpanuio, U y MalMeHTOB C XPOHUYECKOM O0O0J€3HbI0 MOYEK (OCOOEHHO Y
MAIMEeHTOB MOXHUIIOTO BO3pacTa). Y 3THUX TPyNN MAalUEHTOB MPUMEHEHHE KeTornpodeHa MOXKeT
IPUBECTH K  CHIDKEHUIO  IIOYEYHOIO  KPOBOTOKA,  BBI3BAHHOMY  MHTMOMPOBaHUEM
IPOCTAIIAHAMHOB, U IEKOMIICHCAL[MH [TOYEYHON (DyHKIIHH.

Bnusanue na ¢pynxyuro neuenu

VY NmarueHToB ¢ OTKIIOHEHUSIMH B (DYHKIIMOHAIBHBIX TECTAX NIEUECHH WX C 3a00JIEBaHUSIMH TICUCHH
B aHaMHe3e CleJyeT NEepUOJNYECKH KOHTPOJIMPOBATh YPOBEHb «IIEUEHOYHBIX» TPaHCAMMHA3,
0COOEHHO NPHU JAJTUTEIHHOM JICUEHUH.

[Ipu npumeHeHnn keTonpodeHa coodIIaNnoch O PEAKUX CIydasiX pa3BUTHUS KEATYXHU U renaTura.
Jpyeue a¢hghexmoi

B ciiydae oGHapykeHHs MTPU3HAKOB MHPEKIIMOHHOTO 3a00JIeBaHus clielyeT 00paTuTh BHUMAaHUE,
YTO IPOTHBOBOCTIAIMTENbHBIE, 00€300MBaIOIINE U KAPOIIOHWKAIOIME CBOWCTBA KeTonpodeHa,
kak u npyrux HIIBII, MoryT mackupoBaTh OObIUHBIE MPU3HAKHU MPOTPECCUPOBAHMS UH(EKINH,
TaKHe Kak JINXOpaaKa.

[IpumeHeHune keronpodeHa MOXKET BIUATH Ha JKEHCKYIO (PepTHILHOCTh, MO3TOMY Ipenapar He
pEKOMEHAyEeTCS NPUMEHSTHh OKEHIMHAM, I[JIaHUPYIOUMM OepeMeHHocTh. [lamueHTkam c
OecrutogueM (B T.4. IPOXOJSIIIAM OOCIIeIOBAaHNE) CIEAYEeT PacCMOTPETh BOMPOC 00 OTKa3e OT
HIIBII.

[Ipu BO3HMKHOBEHUH HAPYILIEHUI CO CTOPOHBI OPTaHOB 3PEHMSI, TAKMX KaK IOMYTHEHHE 3pEHHUS U

Ap., JICHCHUC CIICAYCT HC3aMCAJIUTCIIbHO ITPECKPATUTD.
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45. B3aumojaeiicTBHe ¢ JAPYrHMH JieKapc

B3alMMOJAEHCTBUSA

HDGHaDaTbI, COBMECTHOC MPUMEHCHHUEC C KOTOPbhIMH HE PCKOMCHAYCTCA

Hpyeue HIIBII (sxniouas cenexkmusHvle uneubumopst LJOI-2) u canuyunamol 8 8b1COKUX 003AX:
ITOBBIIICHHBINA PUCK PA3BUTHS A3B U KPOBOTCUEHUH JKEITYJOUHO-KHUIIIEYHOT'O TPAKTA.
Anmuxoazynsanmoi
IloBbIIIEHHBIM PUCK Pa3BUTUSA KPOBOTCUEHUW IIPU COBMECTHOM IPUMEHEHHUH CO CIEAYIOIIMMHU
IpenapaTamu:

® TIClapuH;

e aHtaroHuctsl BuTamuHa K (Hampumep, Bapdapun);

® UHTUOWTOPHI arperanuy TPOMOOIIMTOB (HApUMEp, THKJIOHIMH, KJIOMHI0TPEN);

® UHTUOWTOPHI TPOMOWHA (HapUMep, faburaTpan);

® TpsMble HHTHOUTOPHI (pakTOpa cBepTHIBaHHUS Xa (HarpuMep, anukcadaH, puBapokcadaH,
370KcabaH).
Eciu coBMECTHOro NpUMEHEHHs HeNb3s U30eXaTh, 3a NALMEHTOM CIIEAYET OCYIIECTBISAThH
TIIATEIbHOE HAOIIOICHHUE.
IIpenapamul iumus
W3-3a CHMKEHUS DKCKPELMM JIMTUS IOYKAaMU BO3HUKAET PHUCK IOBBIIIEHHS IIJIa3MEHHBIX
KOHUEHTpalUi JIUTUS, WHOIZAa JOCTUTAIOIIMX TOKcHYeckoro ypoBHsA. llpu HeoOxommmoctu
clieyeT THIATEeIbHO CIEAMTHh 3a YPOBHEM JIMTHS B IIa3M€ KPOBH M KOPPEKTHUPOBATh J03Y
[IpenaparoB JIMTUA BO BpeMs U nociie npuMenenus HIIBII.
Memompexcam 6 do3zax ceviwe 15 me 6 neoeinro
Bo3MOXeH MOBBIIEHHBIN PUCK MeMaTOJIOrMUYeCKONM TOKCUYHOCTH METOTpeKcaTa, 0COOEHHO Mpu
MPUMEHEHUH B BBICOKHX J103aX (> 15 Mr B Hezenio), 4yTo, BEPOSATHO, CBA3AHO C BBHITECHEHHEM
METOTpeKcaTa, CBA3aHHOTO OEJIKaMH, U CHUYKEHHEM €ro MOYEYHOr0 KIMpPEHca.

IIpenapatsl, OpU COBMECTHOM MPUMEHEHUH ¢ KOTOPBIMU CIIEAYET CO6J'IIOI[E[TB OCTOPOKHOCTDH

OnHOBpeMEHHOE TPUMEHEHHME C IIpenaparaMmu, IOBBIIIAIOIIMMUA YpPOBEHb Kalus B KpPOBU
(HampumMmep, ¢ CONSIMH Kajusi, KajnuicOeperamomuMu auypeTukamu, uHruoutopamu AllD u
aHTaroHucramu peuentopoB anruorensuHa |l, HIIBII, Hu3kOMOneKyIsipHBIMH  HJIK
He(pPaKIIMOHUPOBAHHBIMU Te€MapUHAMHU, MKJIOCIIOPUHOM, TaKPOJIUMYCOM M TPHUMETOIPHUMOM),

YBCINYNUBACT PUCK Pa3BUTHA THUICPKAINCMUU. Puck THUIICPKAJIMCMHUHN TIOBLIIACTCH, CCJIN
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YKa3aHHbIE BBILIE NIPENapaThl IPUMEHSIIOTCS COBMCCTHO®

Luypemuueckue cpedcmea

VY manueHToB, NMPUHUMAIONIMX JUYPETHKH (B OCOOCHHOCTH y OOE3BOKEHHBIX IAallMEHTOB),
MOBBIIIAETCSI PUCK Pa3BUTHUS BTOPUYHOM IMOYEYHOW HEIOCTATOYHOCTH BCJIEICTBUE CHMIKEHUS
[IOYEYHOT0 KPOBOTOKA, BBI3BAHHOI'O MHIMOMPOBAaHMEM IPOCTArjJaHIUHOB. Y TaKHUX NAllMEHTOB
JIOJKHA OBITh BOCIIOJIHEHA MOTEPs )KUIKOCTU IO Hayajla COBMECTHOM Tepaluu, a TAKkKe J0JKEH
OCYILIECTBIISATHCS MOHUTOPUHT (DYHKIIMHU ITOYEK TTOCIIE Hadayia Tepanuu (cM. paszaen 4.4).
Hneubumopor AIID u anmazonucmel peyenmopog ancuomensuna |l

VY nanueHToB €O CHID)KEHHOW (QyHKUMEH mouyek (Hampumep, y OOE3BOXKEHHBIX MALUEHTOB U
NAIMeHTOB TOXMJIOTO BO3pacTa) COBMECTHOE IHpuMeHeHue uHruouropos AllD wnm
aHTaroHUCTOB peuenTopoB aHruoreHsuHa |l m mpenaparo, mHrubupyrommx LOI', moxer
MPUBOANTH K JAJbHEUIIEMY CHHUKCHUIO NOYEUHOW (DYHKIMH, BKIIOYAs BO3MOXXHOCTH Pa3BUTHS
OCTpOM NTOYEYHON HEAOCTATOYHOCTH.

Memompexcam 6 dozax nudice 15 me 6 nedenio

B Teuenue nepBbIX HENENb COBMECTHOIO MPUMEHEHUS CIEIyeT €KEHEAEIbHO KOHTPOJIUPOBAThH
o0muit ananu3 KpoBu. KOHTPOJIb ciieyeT OCyIIeCTBIIATh Yallle y MaMeHTOB IMOKUIOro BO3pacTa
U Y HAllMEHTOB C HapylIeHUeM (DyHKIUH ITOYeK.

Ienmoxcughunnun

CoBMecTHOE NMPUMEHEHHE C MEHTOKCU(DUIUIMHOM MOBBIIIAET PUCK Pa3BUTHS KPOBOTEUEHUHU.
HeoOxonumo Oosiee 9acTo NPOBOAWUTH KIMHUYECKHI OCMOTp U OIpeAelieHue BPEMEHU
KpOBOTEUEHHUS.

Tenogosup

CoBMecTHOE npuMeHeHne TeHodoBupa auconpokcui pymapara u HITBII moxkeT noBsimaTh puck
pa3BUTHS TOUYEYHON HEJOCTATOYHOCTH.

Huxopanoun

CoBMmecTHOe npuMeHeHue Hukopanauiaa u HIIBII MoxkeT moBbIIaTh pUCK pa3BUTHUS CEPHEZHBIX
OCJIO)KHEHHUH, TAKKX Kak si3BbI, epopanus u kpoBoreuenue u3 opranos XKXKT (cm. pasaern 4.4).
Cepoeunvie enuxo3uovl

He Obuto oTmeueHO (hapMaKOKMHETHUYECKUX B3aUMOJEHCTBHIA MEXIy KeTONmpopeHoM H
TUroKCMHOM. OJIHAKO NPU MX COBMECTHOM NPUMEHEHUH ClieayeT COOII0aTh OCTOPOKHOCTD,

0COOEHHO y TMAIMEHTOB C MOYEYHOW HEIO0CTATOYHOCTHIO, ockonbKy HIIBIT moryT ocmabnste
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COOTBETCTBYET QRCHEFTHOMY QTYETY

(GYHKIHIO IOYEK M CHUXKATh MOYEYHBIN KIIMPEHC CCPACTHBIX TIMKOSIA0B:

Kopmukocmepouowi

[loBpieHHBIH pUCK 3B U KpoBoTeueHUil opraHoB JKKT mpu coBMECTHOM NpHUMEHEHUU (CM.
paznen 4.4).

IIpemapatsl, B3aHMOJICHCTBHE ¢ KOTOPBIMHU CISAYET VINTHIBATE

Anmueunepmen3uenvie npenapamsi (bema-oaoxamopul, uneudbumopvi AIID, ouypemuxu)

Puck ocnabnenuss aHTUrUNEpTEeH3UBHBIX dddexToB (32 cyer wuHruObuposanuss HIIBII
Ba30IMJIATUPYIOLINX MPOCTATJIaHINHOB).

Tpombonumuueckue npenapamsi

[ToBbIlIEHHBIN PUCK KPOBOTEUCHUSI.

Cenexmuenvie uneuboumopwvl oopamnoeo 3axeama cepomoununa (CH0O3C)

[ToBBILICHHBIN PUCK KETYA0UHO-KUIIEYHOTO KPOBOTeUeHHUs (CM. pasnen 4.4).

IIpobeneyuo

CoBMecTHOE MPUMEHEHHE C MTPOOEHEINI0M MOXKET 3HAYUTENIbHO CHU3UTh IJIA3MEHHBIN KIHPEHC
KeronpodeHa.

Mudgpenpucmon

HIIBII moryT ymenbiats 3pdextuBnocts Mudenpuctona. [Ipuem HIIBII cienyer HaunHath He
panee, ueM uepes §8-12 aHell mocie oTMeHbl MU(ETIPUCTOHA.

HDeHaDaTBI, BSaHMOIlel\/JICTBI/IC C KOTOPBIMH CJICAYET IPUMHHUMATH BO BHUMAHUC

Luxnocnopun, maxponumyc
Puck nomomHUTENBHOTO HEPPOTOKCHUECKOTO JIEHCTBHUS, OCOOEHHO Yy TMAalMEHTOB MOXKHUIOTO

BO3pacTa.

4.6. @DepTUIBLHOCTH, 0EPEMEHHOCTDb U JAKTALHSA

bepeMeHHOCTD

NurubupoBanue cHHTE3a MPOCTArJaHAMHOB MOXKET OKa3aTh HEXKENAaTeIbHOE BIUSHUE Ha TEUCHUE
OepeMeHHOCTH W/UIM Ha HSMOpHOHalIbHOE pa3BuThe. JlaHHBIE, TOJIY4YeHHBIE B XOJE
AMUACMHOJIOTHUSCKAX UCCIICIOBAaHUI TTPH IPUMEHEHUN WHTHOMTOPOB CHHTE3a MPOCTarjaH/IHHA
Ha paHHUX CpPOKaxX OEpEeMEHHOCTH, IMOJATBEP)KIAIOT ITOBHIIICHHE PHUCKA CaMOIPOM3BOJIBHOTO
abopta u popmupoBanusi mopokos cepana (~1-1,5 %). Puck nosslmiaercs ¢ yBeInueHUEM 10351 U

JJIIMTCIIBHOCTH JICUCHMUA.
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[IpumensTs mpenapar OepeMEHHBIM KEHIIHHAM=B-CPOKC—No—20~HCACTE~BOSMOKHOTONBEKO B

cllydae, Korja mpejroaraeMas 1mojib3a JUisi MaTepy OIpPaBIbIBAET BO3MOKHBIN PUCK IS IIO/A.
B ciydae nmoka3zaHHOM MOJIB3bI IPUMEHEHUS KeTonpodeHa y )KeHIUH B CPOKEe OEPEMEHHOCTH 10
20 Heeb U Y )KEeHIINH, TUTAHUPYIOIIUX 0EpeMEHHOCTb, CIISAYEeT MPUACPKUBATHCS MUHUMATHLHON
3¢ deKTUBHON A03bI Mpernapara u NpoA0KUTEIbHOCTH JICUSHHUS.

He cnenyer npumensts HIIBII sxenmunam ¢ 20-i Hepenn 6EpeMEHHOCTH B CBS3U C BO3MOXKHBIM
pa3BUTHEM MAJIOBOJMS W/WJIHM MATOJIOTUH MOYEK y HOBOPOXKIECHHBIX (HEOHATAlbHAS MOYCHHAS
HEI0CTaTouHOCTh). [IpuMeHeHue keronpodena ¢ 20-i Heaeau OEpeMEHHOCTH MOXKET IPUBOIUTH
K Pa3BUTHIO MAJOBOJAMS M3-32 HApYLIECHUS MOYEYHON (DYHKUMHU IJI0JA. DTO MOXKET HMPOU30UTH
BCKOpE TOcJe Hayasa JiedeHHsl ¥ 00bIYHO 00paTUMO Tocie npekpaiienus tedenus. Kpome toro,
OBUTH COOOIIEHUSI O CY)KEHUHU apTePUAIBHOTO MPOTOKA IMOCIE JICUCHUS BO BTOPOM TPUMECTPE,
OOJIBIIMHCTBO M3 KOTOPBIX Pa3pelIdiioch MOcCie mpekpanieHus jedeHus. [Ipuem kerompodena
CIIeIyeT MPEeKPATUTh, €CIIM OOHAPYKEHBI MAIIOBOINE WIIH CY>KEHHE apTepHAIbHOTO MPOTOKA.

Bo Bpems III Tpumectpa OGepeMEHHOCTH BCE HHTHOMTOPHI CHHTE3a MPOCTarjaHAMHA MOTYT
OKa3bIBaTh TOKCHYECKOC BIMSHHE Ha IUIOM, TNPUBOAS K MPEKISBPEMCHHOMY 3aKPBITHIO
apTepHAILHOTO MMPOTOKA, JICTOYHOHN TUIIEPTEH3UN M HAPYIICHUIO (DYHKITUU ITOYeK. Y OepeMEHHBIX
)eHnuH Bo Bpems |l Tpumectpa OepeMEHHOCTH BO3MOXKHO pa3BUTHE CIaOOCTH POIOBOM
AKTUBHOCTH MATKH M YBEJIMYEHHE BPEMEHHM KPOBOTECUEHUS JaKe MPU MPUMEHEHHH HHU3KUX 103
KeronpogeHa.

CrnenoBaTtenbHO, TpUMEHEHHE KeTonpodeHa B cpoke OepemeHHOcTH Oosiee 20 Henmenb
MIPOTHUBOMOKA3aHO.

JlakTamnusg

Ha ceropssimanii MOMEHT OTCYTCTBYIOT JIaHHBIC O BBIJICIICHHH KETONPO(EeHa B TPYIHOE MOJIOKO,
MO3TOMY NIPUMEHEHHE KeTOTpodeHa He PEKOMEHIOBAHO MTPH IPYIHOM BCKapMITHBAHUH.

DepTHabHOCTH

VY KeHUIMH, IJIaHUPYIOUIMX OepeMEeHHOCTb, KETOMPO(EH clelyeT NMPUMEHATh B MUHUMAJIbHOM
3¢ dexkTUBHON 103e B TeYeHHE KaKk MOXHO Oosee kopoTkoro mnepuona. HIIBII moryt
OTPULIATENILHO BO3JIEHCTBOBaTh HAa JKEHCKYIO (DEpTHIIBHOCTb, IMO3TOMY HE PpEKOMEHAYeTCs
OPUMEHATh HUX Y OKCHIIUH, MNPEANPUHUMAIOIINX TIONBITKU 3a0epeMeHeTb. Y JKeHIIUH,
OTMEYAIOLINX HEYy/IaYHbIe MOMBITKH 3a0epeMeHeTh TM00 MPOXOAIUX 00CIeJ0BaHIE Ha TPEIMET

YKEHCKOTO 0eCIIousl, CIEAYET PacCCMOTPETh BO3MOKHOCTh oTMeHbl HITBII.
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47. BausiHMe HA CIMOCOOHOCTH YNPABJISATH

I'D L

MeXaHH3MaMHu

JlaHHBIX 00 OTpHLIATENIFHOM BIMSHUM Tmpenapata KeroHam B peKOMEHIyeMBIX [03aX Ha
CIOCOOHOCTh K YNPABICHHIO aBTOMOOWJIEM WM PadOTy ¢ MexaHHM3MaMmH HeT. Bmecte ¢ Tem,
HNAalMeHTaM, Yy KOTOpbIX Ha (OHE MNPUMEHEHUs [pernapaTa BO3HHKAIOT COHJIMBOCTB,
TOJIOBOKPYIKEHHE, CYIOPOTH WIIH IPYTHe HEPUATHBIC OLIYIICHUS CO CTOPOHBI HEPBHOM CHCTEMBI,
BKJIFOYAsl HAPYIICHUE 3PCHUs, CIICAYET BO3JACPKATHCS OT BOXKICHHUSI aBTOTPAHCIIOPTA M 3aHATHUN
IIOTCHIUAJIBbHO OIIaCHBIMHU BUJaMH JCATCIbHOCTH, Tpe6y10H_[I/IMI/I MOBBIIIICHHON KOHICHTpAalu 1

BHUMaHUS U OBICTPOTHI ICKXOMOTOPHBIX PEAKIIHIA.

4.8. HexeaaTelbHble peaKIuu

Pe3romMe HexenaTenbHBIX PEAKIINI

[To nmanueiMm Bcemupnoii opranmszanuu 3apaBooxpanenust (BO3) HexenarenbHble peakiuu
KJIacCU(UIIUPOBAHBI B COOTBETCTBUU C UX YACTOTON Pa3BUTHUS CIEAYIOIUM 00pa30M: OYE€Hb YaCTO
(> 1/10), wacto (>1/100, <1/10), meuacrto (>1/1000, <1/100), peaxo (>1/10000, <1/1000) u oueHp
penko (<1/10000); vacToTa Hem3BecTHa (4aCTOTYy BO3HUKHOBEHUS SIBICHUI HEJB3SI OMPEICITUTD
Ha OCHOBAaHUH MMEIOIINXCS JaHHBIX ).

HaDVM/leHM}Z CO CmMOpPOHbL KposU U ﬂuquamuquKoﬁ cucmenbol

PpeoKo: TeMopparnieckasl aHeMus;
yacmoma Heu38ecCmHa:. arpaHyJoOLUTO3, TPOMOOLMTONEHU, HAapylIeHHEe (PYHKIHMH KOCTHOIO
MO3ra, FTeMOJIUTHYECKask aHEMUS, JIEHKONIEHUSI.

HaDVM/leHM}l CO CmMOpPOHbL MMMVHHOZ:i cucmemnol

uyacmoma Heuzgecmua. aHapUWIAKTUIECKHUE PeaKuH (BKIII0Yas aHA(PHIAKTHIECKUH I1I0K).

Hapywenus co cmoponbl obmena seulecme U nNuUmaHuA

yacmoma Heuzeecmua’ TAMIOHATPUEMUS, THITepKaiuemMust (cM. paszaen 4.4).

HaDVM/leHM}l ncuxuKku

yacmoma Heuzeecmmua. CIIlyTaHHOCTb CO3HAHUsI, SMOIIMOHAJIbHAs JTaOUIILHOCTb.

Hapywenus co cmoporbl Hep8HOU cucmembl

HeYyacmo. TOJOBHaA 6OJ'II), T'OJIOBOKPYKCHHUEC, COHIIUBOCTD,
pedxo.‘ MapeCTe3ud;
yacmoma Heu3eecmua: aCenTUIECKUM MCHHHIUT, CYJAOPOTH, HAPYIICHNUEC BKYCOBBIX OIJ.[yIJ.IGHHﬁ,

BEPTUTO.
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Hapywenus co cmoponsl opeana 3penus

peoko. HedeTkoe 3peHue (cMoTpu pasaen 4.4).

Hapywenusa co cmoponsl opeana cayxa u ]lCl6leDleHWlel€ HapyuweruA

PeoKo: IIyM B yIIax.

Hapywenus co cmoponbt cep()ua

yacmoma Heussecmua. CepAcYHas1 HEAJOCTATOYHOCTb.

Hapywenus co cmoporbl COCV@OG

yacmoma HeuzgecmHa. TOBBILIEHWE AapTEPUAIbHOIO JaBJIEHUS, Ba3OAMWJIATALUs, BAaCKYJIUT
(BKITIOYAst IEHKOIUTOKIIACTUYECKUI BaCKYJIIHT).

HapvmeHu}z CO CImMOpPOHbL OblXamenbHou cucmemysl, oOpcarnos ZDVOHOZZ Kiemku u cpedocmeHuﬂ

peoxo: 000CTpeHNe OPOHXHAILHOW aCTMBI,
yacmoma neuzsecmua . OpoHXocIasM (B 0COOCHHOCTH, y MAIIMEHTOB C TUIIEPYYBCTBUTEIBHOCTHIO

k HIIBII), puauT.

HaDVM/leHM}Z CO CMOpPOHbL che.flVOOLIHO-KMM/lellHOZO mpaxKma

yacmo: TOIIHOTA, PBOTA, TUCIIETICUs, 00JIb B 00J1aCTH KUBOTA;

Heuacmo'. 3amop, Auapes, B3yTHE )KUBOTa, TACTPUT;

PpeoKo’ s13Ba KeNyAKa U IBEHAIIATUIIEPCTHON KUIIKH, CTOMATHUT;

oueHb pedko. 00OCTpeHHE SI3BEHHOTO KonuTa wiu Oone3nu KpoHa, kemyqouyHO-KHIIEYHOE
KpOBOTEUYCHHE, nepdopariusi, IaHKpeaTuT.

Hapywenus co cmoponsl neuenu u OfCQJZVQBbZGO()}ZWUX nymei

pe()Ko.' reraTuT, MOBBIICHUC YPOBHA KIICUCHOYHBIX» TpaHCAMHWHA3 U 6I/IJ'II/I]I)Y6I/IH8.

HaDVM/leHM}l CO CIMOPOHbL KOHCU U NOOKOIICHBIX MKAHEl

Heuacmo: KOXKHas ChIb, KOXKHBIN 3Y/I;

yacmoma HeuzgecmHa: (HOTOCEHCUOUTU3AIMS, AJOMEIHs, KPANMUBHUIIA, AaHTHOHEBPOTHYECKUI
OTeK, spuTeMa, Oyie3Has Cblllb, BKIOYass cuHApoM CTHBeHCa-/[KOHCOHAa W TOKCHYECKUU
AMUEPMAIbHBIA HEKPOJIU3, OCTPBII T€HEepaTN30BaHHbIN HK3aHTEMATO3HBIN MyCTYIIe3.

Hapywenus co cmoporsl nouex u MOHQBblGO@ﬂWuX nymei

OUeHb peoKo: OCTpas MoYeyHasi HeI0CTATOYHOCTh, MHTEPCTUIIMATIBHBIA HeQPUT, HePPUTHUECKUN
CHHJIPOM, He()POTHUECKUI CHHAPOM, aHOMAJIbHbIE 3HAUEHHS ITOKa3aTeNne QyHKIMH MOYeK.

061/14146 PACCMPOUCmMEa U HAPYUeHUs. 8 Mecme 66€0eHUs.

Heyacmo. OTCKU,
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yacmoma Heuzeecmudad. MOBBIIICHHAs! YTOMIIAEMOCTS:

Jannuvle JZG6ODGI’}’IODHblx U UHCIMPYMEHMATIbHbIX uUccie008anull

PpeoKo’ YBEITMICHHUE MACCHI TEJa.

Onucanue OTACIBHBIX HCXCIIATCIIbHBIX DeaKHI/Iﬁ

JlaHHBIE KIMHUYECKUX HCCIECAOBAaHUI M SHUAEMHUOJOIMYECKUE JaHHbIE Jal0T OCHOBaHHE
npeanoiararh, 4ro npumeHenue Hekoropslx HIIBII (ocobeHHO mpy [UIUTEIbHOM IPUMEHEHHUH B
BBICOKMX [103aX) MOXXET OBITh CBSI3aHO C MOBBIIICHHBIM PUCKOM pPa3BUTHS apTEPHAIBHBIX
TpoM0030B (HarpuMep, HH(papKTa MUOKAPIa U MHCYJIbTa) (CMOTpH pasnen 4.4).

IIpuMeHeHMe CynIO3UTOPUEB MOKET BBI3bIBATH MECTHBIE PEAKIIUH: OLYICHHUE XOKCHUS, )KUIKUHI
CTYJI, Pa3JIpaKeHUE CINU3UCTOH.

Coo011enune 0 Moa03pEBAEMBIX HEXKEIATEIBHBIX PEAKIINIAX

BaxxHo co00111aTh 0 10/103peBaeMbIX HEXKENIATENbHbIX PEAKIUAX [TOCIIE pErucTpaliy Ipenapara ¢
LeNbl0 OOECHeueHUsT HEMpPephIBHOTO MOHUTOPUHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOTO Tpernapara. MeIuIuHCKUM paOOTHUKAM PEKOMEHIYeTCs COOOIaTh O JII0ObIX
MOJI03PEBAEMBIX HEXKENATEIbHBIX PEAKIMUAX JEKAPCTBEHHOrO MpernapaTra 4epe3 HallMOHaJIbHbIE
CHUCTEMBI COOOIICHUS O HEXeNAaTeIbHBIX PEaKIUAX ToCyJapCTB-wWIeHOB EBpaszuiickoro

3KOHOMHNYECCKOI'O COIO3a.

Poccuiickas ®enepanus

109012, Mocksa, CnaBsiHCKas IIOMAAb, 1. 4, cTp. 1

®denepanpHas cayx0a o Haa30py B cdhepe 3apaBooxpaneHus (PoczapaBuanzop)
Tenedon: +7 (800) 550 99 03

E-mail: pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

Pecnyoauka Ka3zaxcran

010000, r. Acrana, yin. Mmanosa, 13, BLI «Hypcayner»

PI'TI na IIXB «HammoHanbHBIA LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUX
u3nenuiny Komurera Meauiackoro u apmareBTuueckoro kontpoiss M3 PK

Temedon: +7 (7172) 235 135

E-mail: farm@dari.kz

www.ndda.kz
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Pecny0siuka benapych

220037, r. Munck, ToBapuiieckuii nep., 2a
PVII «lleHTp 3KCIIEpTU3 U UCIIBITAHUM B 3[paBOOXPAHEHUN»
Tenedon/dakc: +375 (17) 242 00 29

E-mail: rcpl@rceth.by

www.rceth.by

4.9. Ilepeno3upoBka

Crnyyau nepeo3upOBKHA OTMEUYAIHUCH TP MPUMEHEHHUH KeTonpodeHa B 103ax 10 2,5 T.
CHUMIITOMBI

Kak u B cnyuae apyrux HIIBII, npu nepeno3upoBke keTornpodeHa MOryT OTMEUaThCs TOLIHOTA,
pBOTa, 00JH B 00JIACTH KMBOTA, PBOTA C KPOBBIO, MEJICHA, HAPYIIEHWE CO3HAHUS, YTHETCHUE
IBIXaHUS, CYI0POTH, HapylIeHHe (QYHKIIUU TTOYEK U TIOYSHHAS HEeAOCTAaTOYHOCTb.

Jleuenue

CumMrnromatuueckoe; BO3ACHCTBHE KeTompodeHa Ha >KeTyJOYHO-KHIIEYHBIH TPaKT MOXKHO
OocabUTh C TIOMOIIBIO CPEJCTB, CHIDKAMOIIUX CEKPEIHI0 JKelle3 IKeIyAka (Hampumep,
WHTHOUTOPOB MIPOTOHHOM ITOMIIBI), ¥ TPOCTATJIAHMHOB.

B CJIydac pasBUTUA IMOYECYHOM HEAOCTATOYHOCTH PEKOMCHAYCTCA MPOBCACHUC TEMOJUAJIN3a.

5. ®PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. dapmakoanHAMHIYECKHe CBOICTBA

dapmakoTepaneBTHUECKasi TpyNma: MPOTHBOBOCIAIUTEIBHBIE W  MPOTHBOPEBMATHUYECKHE
IpernapaThl; HECTEPOUIHbIE NMPOTUBOBOCHAIUTENbHbBIE U NPOTUBOPEBMATUYECKHE IpENaparsl;
IIPOU3BO/IHBIE IPOITMOHOBOM KHCIIOTHI.

Kong ATX: MO1AEO3.

Keronpoden sBisieTcsi HECTEPOUAHBIM MPOTHBOBOCIIAUTEIBHBIM TPENapaToM, 00JaIaloNIiM
MIPOTHBOBOCIIAJIMTEIHHBIM, aHAJBT€3UPYIONIIM U JKapOMOHMKAIOIIUM JISHCTBHEM.

Keronpoden Gmokupyer neiictBue ¢epmenta nukinookcureHassl 1 u 2 (LOI'-1 u 1IOI'-2) u
YaCTUYHO JIMIIOOKCUT€HA3bl, YTO MPUBOJIUT K IOJIABJICHUIO CHHTE3a MPOCTArjaHIuHOB (B TOM
Yrcyie U B IICHTPAJIHHON HEPBHOM CHCTEME, BEPOSITHEE BCETO, B TUIIOTATIAMYCE).

Crabuusupyer in Vitro u in Vivo unocomManbHbie MeMOpPaHBbI, TIPU BHICOKUX KOHIIEHTpAIHUsX in

Vitro keronpodeH moxaBiseT CUHTE3 OpaTUKUHUHA U JISHKOTPUCHOB.
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KeTOHpO(l)CH HE OKa3bIBACT OTPULATCIILHOT'O BIIMAHIET Ha COCTOMHIC CYCTaBHOTO XA,

5.2. @apMaKkoOKHHeTHYECKHe CBOiiCTBA

AOGcopOrms

Keronpoden nerxo abcopbupyercs u3 xemynouHo-kumeyHoro tpakra (JKKT) mpu mpueme
BHYTpPb. Bpems nocTimkeHns MakcuMainbHOH KOHIEHTpAUUH (Tcmax) TP PEKTaIbHOM BBEICHUH —
1,4-4 a.

buonocrynuocts mpemnapata cocrtaBiger 90 %. Ilpuem mnummM He BIMAET Ha OO0
OMOIOCTYIHOCTH KeTONpo(deHa, HO YMEHbIIAET CKOPOCTh BCACHIBAHMUA.

Pacnpenenenue

Keronpoden na 99 % csa3an ¢ 6enkamu 11a3Mbl KPOBU, B OCHOBHOM C aJIb,OYMUHOBOM (hpaKIIueii.
O6wem pacnpenenenust cocraisier 0,1 —0,2 n/kr. KeronpodeH nmpoHUWKaeT B CHHOBHAIBHYIO
KHUJIKOCTh M JIOCTUTAET TaM KOHILEHTpanuu, paBHOW 30 % KOHLEHTpaluH B TUIa3Me KPOBH.
[Tna3menHsbIi KIHpeHC keTonpodeHa cocrabnseT npubdnuzurenabHo 0,08 n/kr/4. DddexTrBHBIC
KOHIIEHTpALMU KeTonpodeHa OnpeesisioTcs B KpOBU Aaxke uepe3 24 4 moclie ero npuema.

BI/IOTDaHCd)ODMaHI/ISI U 3JIMMHHAaIWsA

Keronpoden mnoasepraercss MHTEHCHBHOMY METa0OJIM3My NpU JACUCTBHH MHUKPOCOMAJIBHBIX
(dbepMeHTOB neueHH, neproa nonayseiBeneHus (T12) cocrasmser 2 4. Keronpoden cpsi3biBaercs ¢
TJIIOKYPOHOBOIM KHCIIOTOM M BBIBOJUTCS M3 OpraHu3Ma B BHUJAE INIIOKYPOHHJA. AKTHBHBIX
MeTtabonutoB ketorpodena Her. [Jo 80 % keronpodeHa BHIBOAUTCS MMOYKaMU B TeueHue 24 4, B
OCHOBHOM B (hopMme I'TIOKypOHH 1A KETONpOo(eHa.

CDaDMaKOKI/IHCTI/ILIeCKa}I'(baDMaKOHI/IHaMI/I‘leCKaH 3aBUCUMOCTDb

Iloueunas neoocmamounocmo

VY nanueHToB ¢ MOYEYHOM HEJAOCTAaTOYHOCTBIO KIMPEHC KEeTONpo(eHa CHUKEH, yBEIUYuBas
nepuoy noayseiBeneHus (Tyz) Ha 1 4.

Ileuenounas nedocmamournocms

VY DanMeHToB C IMEYEHOYHOM HEJOCTaTOYHOCTBIO KETOMPO(EeH MOXKET aKKyMyJIUpOBaThCs B
TKaHSX; TAKUM IallMeHTaM He0O0X0IMMO Ha3HavyaTh MpernapaT B MUHUMAJIbHON TepaneBTUYEeCKON
7o3e€.

ﬂuua noJ2HCUNI020 so3pacma
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Yy MManUMEeHTOB IMOXHJIIOI'O0 BO3pacTa META0OJIUSN—11 BBIBCACHIC KCTOTTPOPTHa ITPOTCKATOT
MCIJICHHEC, YTO HMECT KIIMHUYCCKOC 3HAUYCHUE TOJIBKO JJIA ITALIMEHTOB CO CHIDKEHHOH (bYHKHHeﬁ

ITOYCK.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcoMoraTeibHbIX BellECTB
® KU TBEPbIil;

e TpurMIepubl cpeanei nenu (Murmmon 812).

6.2. HecoBMecTUMOCTH

He nmpumenumo.

6.3. Cpok roaHocT (CpOK XpaHeHHs)

2 roja.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH MPH XPAHEHU U

XpaHuTth 1pu Temneparype He Boiie 25 °C.

6.5. XapakTep U cojep:KaHHe YIAKOBKH

IlepBuuHasg ymmakoBKa

IIo 6 CYHNIIO3UTOPUCB ITOMCIIAIOT B CTPUIIBI U3 HaMHHHpOBaHHOﬁ aJIIOMHUHUEBOU JICHTHI.

BropuuHas ynmakoBKa

IIo 2 CTpuIla YIIAKOBBIBAIOT B KAPTOHHYIO MMAYKy BMCCTEC C JIMCTKOM-BKJIAJIbIIIICM.

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH TMPH  YHUYTOKEHHM HCHOJIb30BAHHOIO
JICKAPCTBEHHOI0  Npenapara WJIM  O0TX0A0B, IOJYYECHHBIX IOCJIe¢ IPHUMEHEHUs
JIEKAPCTBEHHOI0 Mpenapara, U Apyrue MAaHUIYJ/JISIHMH C MIPenapaToMm.

Oco0bie TpeOOBaHUS OTCYTCTBYIOT.

7. JAEPKATEJIb PETUCTPAIIMOHHOT' O YAOCTOBEPEHMUSI
CnoBenus

Canno3 n.1., Beposmikosa 57, 1000 JlrobnsHa

Tenedon: +386 1 580 3332

dakc: +386 1 568 3517

E-mail: info.sandoz@sandoz.com
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7.1. IlpencraBuTeib Aep:KaTejisi perucTPalioHOTo-yYA0CTOBePeHIT

[Iperens3un norpeduTesel HaMpPaBIATh MO aApecy:

Poccuiickas ®enepanus

AO «Canpnos», 125315, r. Mocksa, JleauHrpaackuii npocmekrt, a. 70;
Tenedon: +7 (495) 660 75 09;

dakc: +7 (495) 660 75 10.

E-mail: adverse.event.russia@sandoz.com (st He)KeNaTeIbHBIX SBJICHHIA)

E-mail: complaint.eaeu@sandoz.com (st mpeTeH3uid 0 KauecTBY)

Pecny0oinka Ka3zaxcran

TOO «Canpno3 Kazaxcran», 050022, r. Anmatsl, yi. Kypmanrassl, 1. 95;
Tenedon: +7 (727) 258 10 48.

E-mail: patient.safety.cis@sandoz.com (a/1s1 He)KeJIaTCIbHBIX SIBJICHHIA)

E-mail: complaint.eaeu@sandoz.com (11 IpeTeH3uil O Ka4eCTBY)

Pecny0inka Besapycn

[IpeacraButensctBo AO «Canno3 @apmacsrotukan3 a.1.» (Cinosenus) B Pecnybnuke bemnapych,
220084, r. MuHck, yn. Akagemuka Kynpesuua, 1. 3, nomerienue 49;

Tenedon: +375 (17) 370 16 20;

daxkc: +375 (17) 370 16 21.

E-mail: patient.safety.cis@sandoz.com (151 HexeIaTeIbHbIX SBICHHIA)

E-mail: complaint.eaeu@sandoz.com (st mpeTeH3mii 0 KauecTBY)

8.  HOMEP PETUCTPAIIMOHHOTI'O YJOCTOBEPEHMSI
JITT-Ne(005233)-(PT-RU)

9. JATA TIEPBUYHOM PETUCTPAIIMH (TOJATBEPKIEHUS PETUCTPAIIUY,
HNEPEPETUCTPAILINN)
Hara niepBoii peructpanuu: 18.04.2024

10. JATA IEPECMOTPA TEKCTA
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O6H.Ia§[ XapaKTCPUCTHUKA JICKAPCTBEHHOI'O IpCIlapaTa IKCTOHaT QOCTYIIHA Ha NHPOPMAITTOTIITONM
noprane EBpa3uilckoro 3KOHOMHUYECKOro cor03a B MHGOPMAIMOHHO-KOMMYHUKAIIMOHHOM CeTH

«Uutepuer» http://eec.eaeunion.org/
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