Kertonasn, 100 mr/2 mi1, pacTBOp A/l MHbEKLIUH }-—:'q 5

TekcT 06111ei XapaKTepUCTHKH JIEKAPCTBEHHOTrO Mpernapara
1587 -2020

OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI'O ITPEITAPATA

1. HAMMEHOBAHUE JIEKAPCTBEHHOTI'O IIPEITIAPATA
Keronan®, 100 Mr/2 mi, pacTBOp [UIsi HHBEKLIUH.

2 KAYECTBEHHBIN U KOJIMYECTBEHHBII COCTAB
Kaxmbie 2 M pacTBopa a1 uHbekuui (1 ammyna) cogepxar 100 mr ketonpodena.

Bcnomozamenvuvie 6euwjecmea, nanuuue KOmopoix HA00 Y4UMbl8AMb 8 COCMABE 1eKAPCMBEHHO20
npenapama.

Kaxxapie 2 M pactBopa [uis uabekuuit (1 ammyna) conepaxar 200 mr stanoina, 40 Mr 6€H3UI0BOTO
cnupra ¥ 800 Mr IPONMIEHTIUKOJIS.

[ToTHBIM CITUCOK BCIIOMOTaTEeIbHBIX BELIECTB IIPUBEIEH B pasene 6.1 COTTACOBAHO

MIHUCTEPCTBOM 3J1IPABCOXPAHEHUS
PECIYBJIUKU BEJIAPYCh

3. JIEKAPCTBEH (I)OPMA [Ipuxaz MunucTepcTsa 3/[pABOOXPaHEHH
PacTBop 11 mHBEKLINH Pecny6auku Benapyce
p QoT ¢ /7 » 95 W’q Ne 5(7&

Onucanue: 6ECIBETHBIM UM CJIETKA XKEITOBAThIA IPO3pavyHbIi pacTBOP.

4.  KJIAHAYECKME JAHHBIE

4.1  Iloxa3aHus K IPHMEHEHHIO
CuMOTOMaTHYECKOE JIEYeHHE OCTPBIX OOJIE3HEHHBIX OJMH30J0B, IPOUCXOISIIMX B XOJE
BOCHIIUTENBHBIX 3a00JIeBaHUH ONOPHO-ABUIaTEIBHOTO annapaTra.

4.2  PexuM J03HPOBAHHUS U CIIOCOO MPUMEHEHHUS
J1nst napeHTepaIbHOTO IIPUMEHEHHUS.

Pexomennyemas no3a

MakcumanbHas cytouHas no3a 200 mr. Pekomenayercs He Ha3HayaTh HHBEKIMU JI0JbIIE, YEM Ha
3 nmus. ITo mocTuKEHUHU yIOBIETBOPUTEIBHOIO OTBETAa HadHadatoT KetoHan B dopme miist nmpueMa
BHYTPb.

BuyTpuMbIImIEeYHOE BBEAEHHE

BHyTpuMmbIeyHo BBOAAT 0 onHOoM ammysie (100 Mr) onuH uiu Ba pa3a B CyTKH.

[Ipemapar MOXHO HpU HEOOXOOUMOCTH KOMOMHHMpOBAaTH C KeTompopeHom B Qopme ms
HEepOPATBHOTO MPUEMa, PEKTAILHOIO HIIH TONIUYECKOr0 IPUMEHEHHUS.

BuyTpuBeHHOe BBeeHHE

UHupy3us keronpodeHa JoDKHA IPOBOAUTHCS TOIBKO B yCIOBHSX cTanuoHapa. MHby3us mutes
B Teuenue 0,5-1 yaca. H}Y3HI0 MOXHO IIPOBOIUTE HE OoJiee ABYX IHEH MOAPSI.
KpaTkoBpemeHHasi BHyTpHBEeHHast HHDY3usl

Ot 100 mo 200 mr keronpodena, pazBeaeHHbIX B 100 ma 0,9% pacTBopa Xnmopuaa HaTpus, BBOAST
B Teuenue 0,5-1 yaca.

IIpoao/oxuTebHAsi BHYTPHBeHHasi HHy3ns

Ot 100 mo 200 mr keromnpodena, pazseaeHHbIx B 500 M pactBopa st uHdy3uu (0,9% pactBop
XJIOpH/Ia HAaTpusi, PUHrepa aKTar, II10Ko3a), BBOAAT B TEYEHHE 8 4acoB.

KeronpodeH MOXXHO KOMOHMHHpPOBATH C aHAJIbIeTHKaMM LEHTPaJbHOro AeHcTBHA. OH MOXKET
cMemMBaThes B OomHOM ¢uiakoHe ¢ MopduHOoM: 10-20 mMr mopdumnra um 100 (mo 200) mr
keronpodena pazpomsat B 500 ma 0,9% pactBopa xyopuaa HaTpus s UHBbEKIMHA Mau Punrepa
JaKTara.

HexenarenbHble peakIMd MOXXHO CBECTH K MUHHMMYMY, €CJIM NPHUMEHATH Ipenapar B caMoOi
HU3KOM 3()(EeKTUBHOM 03¢ B TEYEHHE MAKCHMaJbHO KOPOTKOTO BPEMEHH, HEOOXOAMMOTIO A
KYyTHPOBaHUS CUMIITOMOB.

MaxkcuManbHas cyTo4Has jgo3a KerompodeHa (HE3aBHCHMO OT JIEKapCTBEHHOH (OpMBI)
cocrapiser 200 mr. Ilepen Hauyanmom neuenus B go3e 200 Mr xerompodeHa B CyTKH ClieayeT
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Keronai, 100 mMr/2 mi1, pacTBop [/ MHbEKLIMiA
Texct obuieit XxapakTepUCTHKHM JIEKapCTBEHHOTO IMpernapaTa

THIQTCJIbHO B3BECHUTH II0JIB3Y M BO3MOXHBIE PHCKH. HpI/IMCHCHPIC 0ojiee BBICOKHX A03 HE
PEKOMEHIYETCA.

Toowcunvie nayuenmoi
YV noXuIBIX JOAeH HexenarenbHbIE peaKiWd Yamle MOIYT HMETh TSDKENble IOCIIEACTBHS.
Jleyenue NOXMIIBIX MOEH PEKOMEHIYEeTCsI HAUMHATD C CaMbIX MaJIbIX 3)(EKTHBHBIX 103.

Ilayuenmor ¢ HapyweHuaMU QYHKYUU novex

[lauxeHTaM ¢ HETXETBIM HapylleHHeM (yHKUMHM MOYeK (KIMpeHc KpeatmHuHA Hike 0,33 mi/c
(20 mn/MuH)) 103y KeTOMPO(EHa CHAKAIOT.

[launentam ¢ TSOKETBIM HapyIIeHHeM (yHKIHMY 09eK KeTOmpoheH MPOTHBONOKA3aH.

Ilayuenmul ¢ Hapywenusimu Gynxyuu nevenu

[Tauuentam ¢ XpOHM4ECKHM 3a00JI€BaHHEM I€YEHH CO CHHXKEHHBIM YPOBHEM ans0ymMuHa
CBIBOPOTKH 103y KETONPO(eHa CHUXKAIOT.

[anmenram ¢ TskenbIM HapymeHHeM GyHKIUHA EYeHH KETONpPOo(heH IPOTHBOIIOKA3aH.

Jemu

BesomacuocTs u 50 hexTHBHOCTS IpUMEHEHNs KeTonpodeHa y feTel He H3ydanach.

IIpenocrepexenne

He cmemmBare Tpamanon u keronpoder B oaHOH MH(Y3HOHHOMN XHUIKOCTH H3-32 00pazoBaHus
ocanka. MHdysuoHHbIE (NAaKOHBI IOMKHBI OBITh 3aBEPHYTHI B UYEPHYI0 OyMmary MiH
aIIOMHHHUEBYIO (QOJIBTY, TaK KaK KETOMPO(GEH YyBCTBUTENEH K CBETY.

4.3 IIporuBomokasaHus

IIpenapar npoTHBONOKA3aH B CIEAYIOIMX CIIyYasX:

— TOBBIEHHAS YyBCTBUTEIBHOCTh K KETONpOoheHy WM Jo00MYy M3 BCIOMOIraTelbHBIX
BEIIIECTB IIpernapara,

— HaJW4Yhe B aHAMHE3€ TAaKMX PeaKlHii [HIepYyBCTBUTEIBHOCTH, Kak GPOHX0CHIAa3M, PUCTYIIB]
OpOHXHANbHON aCTMBI, PUHHUT, KpalMBHMIA, HIIH JPYTHX peakUud ajUIepruyeckoro THIa
TI0CIIe IPUMEHEHHS KETONpOo(eHa, aleTHICATUIHIOBON KUCIOTHI WITH JApYyTUX HECTEPOUIHBIX
IIPOTHBOBOCTIAJTUTEIBHBIX IIPENIapaToB;

— TsDKenas cepAeyHas HEJOCTaTOYHOCTb;

— IeNTHYECKas s3Ba B aKTUBHOM (pa3e, a TakkKe XKelTy JOUHO-KHUIIEYHOE KPOBOTEUEHHE, S3Ba UK
nepgopaiis B aHaMHeE3e;

— 11epeOpoBacKyJISIPHOE MK JI060E APYroe aKkTHBHOE KPOBOTEYCHHE,

— TsDKEJIOe HapylleHue (YHKIMH I0YEK; ! or

— TsDKEJIO€ HapylleHue (YHKIMH [IEYEHH; IMHROTEFCIDON

— Te€MOpparvyecKui quares; ‘ -

— TOCJIEIHHN TPUMECTpP OepeMEeHHOCTH;

— HapyIICHUE CBEPTHIBAEMOCTU KPOBU WJIM TEKYIIEE JIEUEHUE aHTUKOATYJITHTAMH.

4.4 OcoOble ykazaHHs H MepbI MPEJOCTOPOKHOCTH

HexenatenbHble peaknum MOXHO CBECTH K MHHHMYMy, €CIIM IpPHMEHATH [pernapar B caMmoif
HHU3KOH 9((EKTHBHON 103€ B TEUCHHE MAKCHMAIbHO KOPOTKOTO BPEMEHH, HEOGXOIMMOIO IS
KYIMPOBaHUs! CHMIITOMOB.

OcoGyro 0CTOPOKHOCTL ClleyeT COGIIOAT [PH OAHOBPEMEHHOM Ha3HAUEHHH C IperapaTamy,
CIOCOOHBIMU ~ yBEIMYMBATH PHUCK IIOSBIEHHS S3BBl WM KPOBOTEUCHHMS, HANPHMEp, C
IEPOPAIbHBIMU KOPTUKOCTEPOU/IaMH, aHTUKOATYJISHTaMH (Hamp., BappapuHOM), CEIEKTUBHBIMH
MHTMOUTOpaMM  OOpaTHOTO 3axBaTa CEPOTOHMHA MJIM AHTHArpEraHTaMM, TAaKHMH Kak
aleTUIICAITUIIMIIOBAs KMCII0Ta MIIM HUKOpaHIU (CM. paszen 4.5).

Crnenyer u3beraTb OJHOBPEMEHHOTrO MNpHUMEHEHHs mpenapara ¢ apyrumu HIIBII, Bkimouas
CEJIEKTUBHBIE MHTUOUTOPBI IIUKIIOOKCUT€HA3BI-2.

MackupoBKa CHMIITOMOB OCHOBHOI'O MH(MDEKIIMOHHOTO 3200 IeBAHUS
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Keronan, 100 mr/2 mi, pacTBop Ui MHbEKLIMH ‘
TexcT ob11eit XapaKTepUCTHKH JIEKAPCTBEHHOTO Npenapata

Lipu

ITprem keronpodeHa MOXET MaCKHPOBATh BaXKHBIE CUMITOMBI HH(EKIIUH, YTO MOKET IIPHUBECTH K
YUIHHEHHIO CPOKOB IMOCTAHOBKM MNPABHJIBHOIO JWArHo3a, OTCPOUCHHOMY Hayaly ajeKBaTHON
Tepaluy M yXyIIEHUIO MCXoAa HH(EKIHOHHOro 3aboseBaHMs. YXyZALIeHHEe HabIIOJaloch Ha
(done 6akTepuanbHON BHEOOTHHUYHOM THEBMOHHUH M ITPU OaKTepHaIBHOM OCJIOKHEHHH BETPSHOM
ocnel. B ciydae HasHaueHus ketompodeHa npu HHGEKIMOHHOM 3a00JIEBAaHMM ISt CHH)KEHHS
TEMIIEpaTypbl Teja Wi obnerdeHuss Oomu, pexoMmeHzayercs obecreyeHHEe MOHMTOPHHTA
uH(peknuonHoro 3aboneBanus. Ha amOynaropHOoM sTame, €cid CHMITOMBI COXPAHSIOTCS HIIHM
yXyAIIAKTCs, HAHEHTy HE00X0MMO 00OpaTUThCS K Bpauy.

KpoBoTeuenus, #3861 ¥ nepdHopaluy B KENYI0YHO-KMIIEYHOM TPAKTE

JKenynouHo-KuIIeYHOE KPOBOTEUEHHE, 53Ba WM mnepopalrs, KOTOPBIE MOTYT OKa3aThCs
cMepTeIbHBIMH, onucanbl i Beex HIIBII u MoryT pa3BuThCs B m0060€ BpeMst JICUeHHUS KaK MpH
HAalMYUM, TaK M OTCYTCTBUH INPENIIECTBYIOIIUX CHMIOTOMOB WM TSDKENBIX 3a00JI€BaHMi
KEJTy TOYHO-KUIIEYHOTO TPaKTa B aHAMHe3e.

CornacHo 3MMAEMHOIOTHYECKIM JaHHBIM, IIPHEM KETOMPO(eHa MOXKET ObITh CBS3aH C BBICOKHM
PHCKOM TSDKEJIOH KeITy JOYHO-KHIIEYHOH TOKCHYHOCTH, YTO XapaKTEPHO I HEKOTOPHIX APYTHX
HIIBII, oco6eHHO npu npHeMe BBICOKHX J103.

PHCK  BO3HHKHOBEHHMS JKENyJOYHO-KHMINEYHOrO KPOBOTEYEHHS, $3B WM  Hepdopariuy
yBenuuuBaercs npu nosbimenuyd 103 HIIBII, y manueHToB C si3BeHHOH GO0JIE3HBIO B aHaMHE3e,
0COGEHHO OCIIOXHEHHOH KPOBOTEYeHHEM WM mepdopammeif, a Takke Yy MOKHIBIX JHOZIEH.
Jleyenue >THX HalMEHTOB ClieflyeT Ha4YMHATH C CaMOW HHU3KOH MMeromleicst m03bl JIsS 3THX
NIALIUEHTOB, a TaK)Xe IS MAllMEHTOB, IPHHUMAIOIIUX HU3KKUE 035 all€THIICATHIMIOBON KUCIOTHI
WM JpyTHe NpenapaThl, IMOBBINAIOMIKE PHUCK KETyJO0YHO-KUIIEYHBIX OC/IOXHEHHH, ClIeayeT
pacCMOTpeTh Ha3HaYeHHE KOMOMHMPOBAaHHOH TepalmMd C 3al[MTHBIMH JIEKAPCTBEHHBIMH
CpeAcTBaMH (HAIp., ME30NIPOCTOJIOM MM GI10KaTOpamMy IIPOTOHHOMN MTOMIIEL) (cM. paszer 4.5).

[lauuenTsl ¢ MPOSBICHUAMH XKeTyI0YHO-KHINIEYHOH TOKCHYHOCTH B aHAMHE3€, MOXHJIBIE JIOIH
JOJDKHBI COO0IIATE O JIOOBIX HEOOBIYHBIX a0JOMUHAIBHBIX CHMITOMAX (OCOGEHHO O XKeJTyJ04HO-
KUIIEYHOM KPOBOTEUYCHUH ), C HaYaIa JICUCHHUS.

Ioxkuiible NanMeHTsl: y MOXHJIBIX JIOZCH dallle BO3HUKAIOT HEGIAronpuATHRIC PEaKIMH Ha
HIIBIL, ocobenno eya04HO-KHIIEYHOE KPOBOTEUEHHE W Tepdopalys, KOTOPEIE MOTYT OBITh
CMEpPTENIBHBIMH (CM. pasnen 4.2).

Ecmu Yy MNanu€HTOB Ha (bOHe JICYCHUS KeTOI’IpO(l)eHOM BO3HHUKACT JXXEJIYAOYHO-KHIICYHOE
KPOBOTEYECHHUE UIIH A3BA, JICYCHHUE IIPENAapaTOM JIOKHO OBITE IIPEKpaIiCHo.

Kpaiine peaxo omuceiBaroTcsi cBsizaHHble ¢ mpuMmeHeHHeM HIIBIT Tsokenble KOXKHBIE peaxuuu
(HEKOTOpBIE U3 HUX CO CMEPTEIBHBIM HCXOZOM), TAKHE Kak 3KC(hONHATHBHBIA AEPMATHT, CHHAPOM
CruBenca-JDKOHCOHA M TOKCHUECKHIl SIMAECPMAIBHBIN Hekpou3. Haubonsimmii puck pasBHTHS
3THX peaKIui UMEEeTCs B Havyalle Kypca JICUeHHUs]; B OONBIIMHCTBE CIIyYaeB PEaKIHH BO3HUKAIOT B
nepBbId Mecsn jieyenus. KeronmpodeH nopkeH OBITH OTMEHEH HPH NEPBOM INOSBIECHHH KOXKHOM
CBIIH, OPAXXEHUH Ha CIIM3UCTHIX 000I0UKAX MM APYTHX [IPH3HAKAX THIIEPYyBCTBUTEIHHOCTH.

KiuHuyeckne ucciefoBanus ¥ SIHAEMHONOIHYECKHE JAAHHbIE JAKOT OCHOBAHME IIPEANOJIArarh,
4TO HCIOJIE30BaHHE HEKOTOPhIX HeceneKTHBHBIX HIIBII (ocoOeHHO B BBICOKMX 033X WM IpH
ANUTENEHOM JICYEHHH) MOXKET OBITh CBA3aHO ¢ HEGOJIBLINM IOBBILIEHUEM PHCKA apTepHaIbHOTO
TpomGo3a (HampuMep, MH(pApKTa MHOKApaa MWIM MHCYJIbTa). [l MCKIIFOYEHHS TaKoro pucka B
OTEOIIECHHH KETONPO(eHa TaHHBIX HEAOCTATOYHO.

HIIBII cnemyer ¢ OCTOpOXKHOCTBIO Ha3HayaTh MalMEHTaM ¢ 3a00J€BaHMSAMH KEIyTOUHO-
KHUIIEYHOrO0 TpaKTa B aHaMHe3e (SI3BEHHBIH KONHT, 6one3Hb KpoHa), MOCKONBKY Y HHX MOXKET
BO3HHMKHYTb 000CTpeHHUE JaHHOTO 3abosieBanus (cM. pasaen 4.8).

v IMafqUEHTOB C CCpI[C'-IHOﬁ HEAOCTATOYHOCTBIO, LIUPPO30OM H HC(prTI/I‘IeCKI/IM CHHAPOMOM, a
TaKXe y IalUCHTOB, IPUHHUMAIOIIMX OUYPETHKH, U Y IIAIlMEHTOB C xpounquKoﬁ TOYEYHOU
HEOOCTATOYHOCTEHIO, 0COOEHHO IOXWJIBIX, B  Ha4yajl€ JICYCHHUA CICAYET THIATCIBHO
KOHTPOJHPOBATh (b)’HKIII/IOHa.III:HOC COCTOSTHHE TMO4YeK. Y TaKkuX IallMeHTOB Ha3Ha4YCHHUE
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Keronan, 100 Mr/2 mi, pacTBOp A1 MHBEKLMHA
Tekcr 001Ieit XapakTepUCTHKH JIEKAPCTBEHHOTO Mpemnapara

KeTonpo(eHa MOXKeT BbI3BATh CHI)KCHHE TIOYEIHOTO KPOBOTOKA BCIIEACTBHE YTHETCHUS CHHTE3A
IIPOCTATIAHAMHOB ¥ IPUBECTH K yXyIUIEHUIO QyHKIHIH TIOYCK.

Co06manocs O MOBBIIEHHOM PHCKE Pa3sBUTHS TPOMOO30B apTepuil y NMAlMEHTOB, IOJIy9aBLINX
neacrupuHoBsie HIIBIT st KyMpoBaHHS IIEpHOTEPAMOHHON OOJIH PH BBINOIHEHNUA ONePaliH
aopTokopoHapHoro myHTupoBanus (AKILI).

[NanieHTaM ¢ HaIMYMEM B aHAMHE3€ apTepHANbHOM TMIEPTEH3MH /WM 3aCTOMHOM cep/edHOH
HEOCTATOYHOCTH JIETKOM M CpENHEd CTEmeHH TSKECTH TpeOyroTCs COOTBETCTBYIOLIEE
HaOIIOZIeHHe ¥ KOHCYJIBTAIMsA, MOCKObKy mpu mpuMeHenuu HIIBII coolmanock o 3anepxke
XKUIKOCTH ¥ OTEKaX.

Kak ¥ Bce HecTepOoUIHbIE TIPOTHBOBOCIIATUTENIbHBIE TIPENaparkl, keTonpoden, 6aronaps CBOEMy
IPOTHBOBOCTIAIMTENHHOMY, 00€300/IMBAOIIEMY HIM )KApOIOHMKAIOIEMY JCHCTBHIO, MOXKET
MacKMpOBaTh MPH3HAKA pa3BUTUS HHGEKIMOHHBIX 3a00j€BaHMH, TAaKWe KaK IOBBLIIICHHAS]
TeMIeparypa Teia.

YV DauMeHToB € OTKJIOHSIOMMMHCS OT HOPMBI IIOKa3aTelSIMA TeCTOB  (yHKIMOHAILHOIO
COCTOSIHMSI T€4eHH wWIM ¢ 3a0oeBaHHEM II€YeHM B aHAMHE3€ CJIeIyeT NepUOAUYCCKU
KOHTpPOJIMPOBATh yPOBEHb TPAHCAMUHA3 KPOBU, OCOOEHHO BO BPEMsI IPOIOJKMTEILHON TePaIiH.
Y xenmmH HecenektuBHble HIIBII wmoryT cHmxate ¢epruibHOCcT. IlosTomMy ux He
PEKOMEHIyeTcs MPUMEHSTh O KCHIIWHAM, IBITAIOIMMCA  3abepeMeHeTh. Y  IKEHIIHH,
MCIIBITHIBAIOMIAX TPYAHOCTH C HACTYIUIEHHeM OepeMEHHOCTH MM OOC/IEXYIOIMXCs 110 [OBOMY
OecIutoaus, ClIeyeT pacCMOTPETh OTMEHY KeTomnpodeHa.

[TanyxeHTHl, CTpajarounMe OpOHXHATBHOM acTMOM B COYETaHMHM C XPOHHYECKUM DPHHHUTOM,
XPOHMYECKUM CHHYCHTOM HW/MIM TOJMIIO30M HOCA, MMEIOT OOJBIIYIO BEPOSATHOCTH IMOSBICHHUS
QIEPTMYECKUX DPEaKlUi I1OCIe MpUeMa aleTHICATUIMIOBOH KHMCIOTBI M/MIIM HECTEPOMIHBIX
IIPOTHBOBOCIIAIMTENBHBIX IIPENapaToB, 4YeM OCTalbHble NanueHThl. HasHauenwe mnpemapara
MOXKET BBI3BATh IPUCTYN OPOHXMAIBLHONM acTMBI MM OpOHXOCHA3M, OCOOEHHO y IAIMEHTOB C
ajulepruei Ha anermicatuioByo kucnoty win HITBIT (cm. paszpen 4.3).

Puck Pa3sBUTHA XEJIYyJOYHO-KHIICYHBIX KpOBOTC‘-ICHPIfII OTHOCHTEJIbHBIH PHUCK YBEIIHIHUBACTCI Yy
IAIHEHTOB ¢ HU3KOM Maccoi Tena. Eciau mosBUTCS XKEIIyJOYHO-KHUIIICYHOE KPOBOTCYECHHUC HIIH
SA3Ba, HE0OXOIUMO HEMEJIEHHO IIPEKPATUTD JIEUCHHE.

HpH IIPOOOJIKHUTEIIBHOM JICUHCHUH HEOOX0AUMO KOHTPOJIMPOBATH YUCJIO (bOpMeHHI:D( JJIEMCHTOB
KpOBH, a TaKXX€ Q)yHK].II/IIO II€YECHH H ITOYCK.

['unepkanuemus

[Ipu mpueme KeTompodeHa MOXET BO3HHKATh THIEPKATHEMHS, OCOOEHHO Yy IIalMEHTOB C
nabeToM, IMOYeYHOM HEeIOCTATOYHOCTBIO W/WIM COMYTCTBYIOLIMM JIEUEHHEM IIpenapaTamy,
CTHUMYJIMpYIOIMMH THunepkannemuto (cM. paszen 4.5). Ilpu momoGHBIX 06CTOATENHCTBAX
HE0OXO0JMMO KOHTPOJIMPOBATh YPOBEHb KU B IIa3Me.

[Ipu cuabHBIX 6OJSIX KeTOmpodeH MOXKHO HCIOIb30BaTh B KOMOMHALMM C IIPOM3BOJHBIMH
Mop¢uHa.

Hapyuienus 3penust

JleyeHue mpemnapaToM CieayeT NpeKpaTUTh IPH IOSBICHUM HAapyLIEHUH 3pEHHs, TaKuX Kak
HEUYETKOCTh 3PEHUS.

Hugopmayus o 6cnomozamenvHolx eeujecmeax

[Ipemapar Keronan, pactBop s unbekimii comepxut 12,3% (mo oObemy) sranona (96%).
Kasxzaple 2 M1 pactBopa cozepxar 200 Mr 3TaHoja, YTO SKBUBAJIEHTHO 5 MJI IMBa MM 2 MJI BUHA
Ha 103y npenapara. Coaepixanue 3TaHona (CupTa) CleAyeT yUYUTHIBATh IPH IPUMEHEHUH Yy JIUII
C AJKOTOJBHOM 3aBHCHMOCTBIO, Y O€peMEHHBIX W KOPMSIIMX TPYJbI0 JKEHIIWH, IETeH |
NAlMEHTOB W3 TPYINbl pHCKA, HampuMep, C 3a00NEBaHMAMH IIEYEHH WM CTPaJaroIluX
SIUJIETICUEN. : — .

dopr
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Ketonan, 100 mMr/2 mj1, pacTBOp AJs HHBEKLIUH “
Texct 06LIel XapaKTEePUCTHKH JIEKAPCTBEHHOrO Mpemnapara

Ipenapat comepxut Gensmnosbit cuptT (E1519) (40 mr/ammyia), 109TOMy €10 HeNb3s Ha3HAUATH
HEJIOHOLICHHBIM M HOBOPOXKIEHHBIM JeTsM. Y JeTedl Muaqme 3 JIET OH MOXET BBI3BATh
TOKCHYECKHE U aHA(QHIIaKTOUIHBIE PEAKIIHH.

IIpenapaT coAepXKUT MPONMICHITKOMb (800 Mr/amityiia), KOTOPBIH MOXKET BBI3BIBATH CUMIITOMBI,
CXOXHUE C IIPUEMOM AJIKOTOJISL.

IIpemapaT CONEP)KUT HATPUH B KOIM4YeCTBE MeHee | MMojb/ammysna (23 Mr) U MO3TOMY MOXKET
CUNTAThCS HE COACPIKALIM HATPHSL.

Tepanuio MHBEKIHOHHOM (opMoil mpenapata Keronan ciemyer MpOBOAMTH MOJ TIIATEIbHBIM
MeqUIMHCKAM HabmoneHueM. Iocie ycTpaHeHHs OCTpOro GOJIEBOro CHHAPOMA IIenecoobpasHo
nepeiita Ha Apyrue Gpopmbl KeTonpodeHa, KOTOPBIE BBI3BIBAIOT CEPhE3HBIE PEAKIMH C MEHBIIEH
BEPOSTHOCTBIO.

BHyTpI/IMBII.IIe‘IHOG BBCIACHHUEC IIpfIiapara Ketonan B Te4eHHE JIMTEIIBHBIX NEpuoao0B
PEKOMEHAOYETCA IIPOBOJAUTE B CTAITHOHAPE U IO HaOII0IeHUEeM Bpaya.

4.5 B3auMoeiicTBHe ¢ IPYrHMH JIeKaDCTBEHHBIMH IpenapaTaMH M apyrue ¢opmsl
B3auMOAeHCTBHA

Hepexomenayemble KoOMOMHAIMY IpenapaToB

Jlpyrue HIIBIT (Bxmo4asi CeleKTHBHBIE HHTHOWTOPHI ITMKJIOOKCHUI€HA3bl-2) U CalIMLUIATHl B
BBICOKHX J103aX: MOBBIIIEHHBIA PHCK Pa3BUTHS SI3B U KPOBOTCUCHHM. B XKEIYI0YHO-KALIEYHOM
TpakTe. ‘ { ‘

Hi

Anmuxoazynsnmyl. TOBBIIIEHHBIH PUCK KPOBOTECUEHHUS
- TeNIapuH

- anTaronuctsl BuTamuna K (Hamp., Bapdapun)

- HTHIHOUTOPHI arperaiyu TpoMOOIUTOB (HAIIp., THKJIOMUINH, KIONUAOTPEIb)

- UHrUOUTOPHI TpoMOUMHA (Hamp., faburarpan)

- psIMBIe HHTUOHUTOPHI (akTopa Xa (Harp., anukcabaH, puBapokcabaH, 310KkcabaH)

Ecnu coBMecTHOe mNpuUMeHEHHe KeTompodeHa C aHTHKOAryJISHTOM HEeH30exHO, Tpebyercs
IPHCTAIBHOE MEAUIIMHCKOE HaOIIOIeHHE 3a ITAlHEHTOM.

Jlumui: PUCK TIOBBILICHUS YPOBHS JIMTHS B IUIa3Me€, KOTOPBIM HHOIZA MOXET JOCTHUrarh
TOKCHYECKHX 3HAYEHHH M3-32 CHIDKCHHUS BBIBEICHHs JHUTHS Noukamu. [Ipu HeoOXomammocTH
clleyeT THIATeNbHO KOHTPOJUPOBATh KOHIEHTPALMIO JUTUS B IUIa3ME€ U KOPPEKTUPOBATH 103y
nutHs Bo BpeMs sieuenus HIIBII u mocne Hero.

Memompexcam 6 0o3ax, npesvruarowux 15 me/nedens

[ToBBIIEHHBI PUCK TEMATOTOKCHMYHOCTH METOTpEeKcaTa, OCOOEHHO €CIIM OH HCIIOJIB30BAJICS B
BBICOKHMX J103ax (>15 mr/Henens), 4yTo BEpOSATHO OOYCIIOBIEHO BBITECHEHHEM METOTpEKcaTa M3
CBSI3M ¢ OeIKaMU U CHIDKEHHEM €ro I0YE€YHOro KIIMpeHca.

Mexay OKOHYaHHEM HIIH HA4YaJIOM JICUSHHUS! KeTONPO(GEHOM U JIeYeHHEM METOTPEKCATOM JOKHO
IIPOMTH HEe MeHee 12 gacoB.

KombOunanuu, TpeOyome 0CTOPOKHOCTH

Huypemuxu

Y nauueHTOB, NPUHUMAIOUIMX TUYPETHKH, OCOOEHHO y MAlMEHTOB C AErHIpaTalluei, HMeeTcs
NOBBILIEHHBIA PUCK MMOYEUYHOHW HEAOCTATOYHOCTH B CBS3H CO CHI)KEHHEM IOYEYHOIO KPOBOTOKA
BCIIEICTBUE YIHETEHMs CHHTe3a IPOCTariaHAMHOB. TakuM HamueHTaM HEeoOXOOuMO afeKBaTHO
BOCIIOJTHUTH J€(QUIMT XKUAKOCTH A0 Hayajsa COBMECTHOTO NPHMEHEHMs TaKMX IIpernaparos, a B
HavaJle JIeYeHHUsI KOHTPOJIUPOBATh (QYHKIIUIO ITOYEK.

Hueubumopwvl anzuomen3un-npespawaiouje2o gepmenma (AIIP) u anmazoHucmol peyenmopos
anzuomen3zuna I1

V nanMeHToB ¢ HapylueHueM (QYHKUMM TO4YeK (Hamp., y IAlMeHTOB ¢ JETHApaTalued HiH
NOXHIIBIX JIFOJIEH) COBMECTHOE mpuMeHeHue wHruoOuropa AII® miu aHTaroHucTa peLENTOPOB
anruoteHsuHa Il ¥ mpemapaTroB, yrHETalOIMX  IMKIOOKCHI€Hasy, MOXET BBI3BaTb
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Keronasn, 100 Mr/2 M, pacTBop [ MHBEKLIMHA
TexcT 0611ei XapaKTepUCTHKH JIEKapCTBEHHOrO Mpemnapara

JOTIONHATENIBHOE yXyAleHHe (QYHKIMH TOYEK, BKJIKOYas BO3MOXHYIO OCTpY!O TOYEYHYIO
HEIOCTAaTOYHOCTb.

Memompexcam 6 0o3ax Hudice 15 me/nedens

B mepBeie Hezend KOMOMHHPOBAHHOTO JIEYCHHS HeoOX0IMMO pa3 B HEIENI0 KOHTPOIMPOBATH
pasBepHyTYI0 KapTuHy KpoBH. IIpum KakoM-1IHOO HapyUICHHH (GyHKIME MOYEK M y MOKMIBIX
MAI[MEHTOB KOHTPOJIb JAOJDKEH IPOBOAUTHCS Jalle.

Tenogposup: COBMECTHOE NPUMEHEHHE TeHO(DOBHPA IHM3OIPOKCHI ¢ymapara u HIIBC moxer
YBEJUYHUTh PUCK IIOYEUHON HEOCTATOYHOCTH.

Huxopanoui: COBMECTHOE IIPUMEHECHHE HUKOPaHIHIa 1 HIIBII MOeT yBETHYUTH PUCK Pa3BUTHS
CEphE3HBIX OCIOXHEHHUI, Hanpumep 3B, lephopauui HiIH KPOBOTEUECHHH B KEIyI04HO-
KHMINEeYHOM Tpakte (cM. pazaen 4.4).

Cepoeunvie 21uKk03udbL: MEXTY KETOMPODEHOM M IHUTOKCHHOM HE OBUIO MPOAEMOHCTPHPOBAHO
(hapMaKOKHHETHYECKOro B3amMoseicTBus. OfHAKO NP COBMECTHOM NPUMEHCHHH IpenapaToB
peKoMeHayeTcss  coONIofaTh  OCTOPOKHOCTb, ~OCOOCHHO —y — MALMEHTOB  C OYEeYHOU
HeZI0CTATOUHOCTHIO, TockonbKy HITBII MOryT CHMXATh (yHKIIHIO IIOYEK M YMEHBLIATh I104CYHBIH
KJIMPEHC CePJCYHbIX TJINKO3HIOB.

Kopmukocmepoudvi: TOBBIEHHBIH PUCK JKeTyI0YHO-KHIIEYHBIX $3B MM KPOBOTEUCHHUH (cm.
paznen 4.4).

ITenmoxcughunnun

Puck kpoBoTeueHusi yBenuuuBaercs. Heobxomumo Gosee dacToe KIMHHYECKOE HaOJII0/ICHUE 32
60JIbHBIM U 60JI€€ YACTBIH KOHTPOJIb MPOJODKUTEIBHOCTH KPOBOTECUEHH L.

KoMm6uHaImu, KOTopble HE0OX0AMMO YYHUTHIBATE

Anmuzunepmensuenvie npenapamol (6ema-6noxamopei, unzubumoput AII®, ouypemuxu)
KerompoeH MoxeT CHWXaTh 3(h(EKTHBHOCTh AHTHIHIEPTEH3UBHBIX Mpemaparto (M3-3a
YrHETEHHs Ba30AWIaTaTOPHBIX IIPOCTATIaHIHHOB).

Tpomboaumuky. TIOBBIIIEHHBIA PUCK KPOBOTECUECHHUH.

Cenexmugnuie uneubumopwvr obpammnozo 3axeéama cepomonuna (CHO3C): NOBBILICHHBIH PHCK
Pa3BUTHS eIy J0YHO-KHIIEYHOTO KPOBOTEUEHHS (CM. pasien 4.4). :
IIpoteneyuo:

OnHOBpEeMEHHOE PUMEHEHHE POOEHenk1a MOXKET 3HAYUTENEHO CHU3UTD IJIa3MEHHBIH KIHPEHC
KeTonpodena.

Puck, cBA3aHHBIN C THIIEPKATUEMHUEH

Psix mpemapaToB M Ielble TEpaleBTHYECKHE KIIACCHI MPENapaToB MOTYT CIOCOOCTBOBATH
Pa3sBHTHIO THIEPKATHEMMH, HAp., CONHM KalHs, KaluicOeperaionue IuypeTHKU, UHIHOUTOPEI
aHIMOTEH3MH-TIpeBpamanero ¢epmenra, Giokarops! perentopoB anruotensuna II, HIIBII,
renapuHbl (HM3KOMOJIEKYJISIDHBIE WM He(paKIMOHUPOBAHHBIE), LHUKIOCIOPHH, TaKpOJIUMYC H
TPUMETOIIPHM. Pa3BUTHE THIEPKAIHEMHH MOXET 3aBHUCETh OT IPHCYTCTBHS JOIOJHUTENBHBIX
¢axkrtopoB. Puck mnoBbImaeTcs, KOrAa BBILEYNOMSHYTHIE IpEmapaTbl  MPUMEHSIOTCA
OJTHOBPEMEHHO.

Puck, cBS3aHHBIN ¢ aHTHArPETraHTHBIM JIEHCTBHEM

B3auMo1eCTBHSI MOTYT BO3HHKATH IIPU OZHOBPEMEHHOM IPHMEHEHHMH HEKOTOPHIX IpernapaToB,
MPeIOTBPAIAIONIAX arperamuo TpoMOouuToB: Tupodubana, sntudubapuna, abuukcumaba u
uionpocta. OIHOBpEMEHHOE HCIOIb30BAHME HECKOJBKMX AHTHArPEraHTOB YBEIMYMBACT PHCK
KPOBOTEUEHHUSI.

KoMOuHayy, MHGOPMAIIHIO 0 KOTOPBIX TaKXKe HEOOXOAMMO IPUHATE K CBEJICHUIO
Luknocnopun, maxkpoiumyc: PHCK Da3BUTHS aJTUTHUBHOTO 3ddexta HEPPOTOKCHIHOCTH,
0COOEHHO y MOXMJIBIX [AIIUEHTOB. —

4.6 @epTHILHOCTH, 0EPEMEHHOCTH M JIAKTALMSA
Bepemennoctn

02 chernans 2024 CDS Ketoorofen parenteral v09 01 2024 Crp. 6 u3 11



Keronan, 100 Mr/2 M1, pacTBOp U1l HHbEKLIMA “ 7!
TexkcT 0611€ei XapaKTEePUCTHKH JIEKAPCTBEHHOr O Npemnapara

VrHeTeHre CUHTE3a MPOCTArIAHAMHOB MOXKET OKa3hbIBaTh HETaTUBHOE BIMAHMC HA OepeMeHHOCTh
W pazBuTHe 3MOproHa/moga. COrIaCHO SNHAEMHOJOTHYECKHM JI@HHBIM, NPUMEHEHHC
MHIHOMTOPOB CHHTE3a IIPOCTAarjaH[AMHOB Ha paHHHMX CPOKaX OepeMEeHHOCTH CBf3aHO C
IIOBBIIEHHBIM PHCKOM BBIKM/BIINA, PA3BUTHs IIOPOKOB CEpAUA M racTpOLIA3UCA. AGCOTIOTHBINA
DHCK Pa3BUTHS BPOIKIAEHHBIX IIOPOKOB CEP/IEIHO-COCYIUCTOH CHCTEMBI IOBBILIAJICA OT MCHEE 1%
no mupumepHo 1,5%. IlomarailoT, dYTO pHCK BO3pAcTaeT TIPH YBEIMYCHMM JIO3BL M
IIPOOJIKUTETBHOCTH JeveHus. HasHaueHne nHrnGuTOpa CHHTE3a NPOCTArIaHIMHOB y XUBOTHBIX
NPUBOIHMIO K YBEIMYCHHIO YHMCNA BBIKMBIEH [0 M IOC/IEC MMIUIAHTAMM M K IOBBIMICHHIO
sMOpHo-(eTanbHOi cMepTHOCTH. Kpome Toro, ommcaHa MOBBIIEHHAS 4YacTOTa Pa3IMIHBIX
BPOXKJIEHHBIX aHOMAJIUH, BKJIOYas CEPAEYHO-COCYAUCTHIE, P Ha3HAYCHHH UHrHOUTOpA CHHTE3A
POCTAIIAHAMHOB KMBOTHBIM B Iepuoa opraHorenesa. CooOmanock o CIydasx HapyIICHH
QyHKIMM TOYeK IUIOAA, YTO MPHUBOJMIO K YMEHBIIEHHIO OOBEMa OKOJIOIIOAHBIX BOJ
(ONMTOTHAPAMHHOH) y OepeMeHHBIX JKEHIIMH, Momy4aBmux Keronan Ha 20-it Henene
GepeMEHHOCTH WX TO3XKe. DTO MOXET MPOU30MTH BCKOpE IIOC/IE Hayana JICUCHHUs U 00BIYHO
06paTUMO TOCie MpeKpaleHus yedenus. Kpome Toro, mocie JC4EHHS BO BTOPOM TPHUMECTPE
COOBWIATIOCh O CYXXEHHH AapTEPUOBEHO3HBIX IPOTOKOB, KOTOpPOe B OOJIBUIMHCTBE CITy4acB
IIPOXOJMJIO TOCHE TpeKpaumleHusi JedeHus. IlosToMy B TepBbIA X BTOPOH TPHUMECTPHI
GepeMEHHOCTH He ClelyeT Ha3Ha4aTh KeTonpodeH 6e3 kpaiiHel He0OX0AUMOCTH.
Ecin xetonpod)eH MPUMEHSETCs KEHIIMHOM, IbITatomeiics 3a0epeMeHeTh WM HaXOISIIeHes Ha
NepBOM MM BTOPOM TPMMECTpax OepeMEHHOCTH, /032 JOJDKHA OBITh KaK MOXHO HIKE, a
JUTATEBHOCTD JIeUeHHUs — Kak MOKHO kopoue. Haumnas ¢ 20-i Hezmenn OepeMEHHOCTH, 1OCIe
HECKOJIbKMX JHEH mpuMeHeHHs mpernapata KeToHam ciiefyeT pacCMOTPETh BO3MOXHOCTD
IpeHAaTaJbHOr0 MOHMTOPHHTA OJIATOTHAPAMHHOHA U Cy)XEHHs apTepUaTIbHOro NpoToka. Jleuenue
npenapatoM KeToHan ciemyeT NpeKpaTHTh NPH BO3HAKHOBCHMH MAJIOBOJMSA HIIM CY)KCHUSA
apTepHaIbHOTO MPOTOKA.
B TperbeM TpuMecTpe OEpPEeMEHHOCTH BCE HMHTHOMTOPBI CHHTE3a NpPOCTArJaHAMHOB MOTYT
OKa3bIBaTh CIIEAYIOIIee BIMSHUAE Ha IUIOL:
- KapIHONyJIbMOHAIbHAS TOKCHYHOCTH (C MPEeXAEBPEMEHHBIM Cy)KEHHEM/3apalleHHeM
BoTaioBa IpOTOKa W pa3BHUTHEM JIETOYHOM THIIEPTEH3UH);
- HapymeHHe (YHKIMM [OYEK, BIUIOTh JO pPa3BUTHsA MOYEYHOM HEJOCTATOYHOCTH C
OJIMTOTHAPOAMHUOHOM (CM. BBIIIIE);
B KoHIE 6epeMEeHHOCTH MHIMOMTOPHI CHHTE3a IPOCTATJIAHAMHOB MOTYT CIEIYIOIIUM 00pa3oM
MIOBJIUATH HA MaTh U HOBOPOXKIEHHOIO:
- BEpOSATHOCTDH y/UIMHEHHS BPEMEHH KPOBOTEUEHHS — aHTHArpEraHTHOE JEHCTBUE, KOTOPOE
MOXET OTMEYAThCs JIaXke IPU IMPUMEHEHUH OYEeHb HU3KHUX /103 Ipernapara,
-  yrHETEHHE COKPATHUTEJILHOM JNEeSTeTbHOCTH MaTKH, IPHBOIAIIEE K 3a€PXKKe HACTYIICHUS
POJZIOB U MX Y UTMHEHHUIO.
CrnemoBaTeNbHO, IMPUMEHEHHE KETOMpoeHa B  TPETbeM TpPUMECTpe  OepeMEeHHOCTH
IPOTUBOIIOKA3aHO.

Kopmiienue rpyabio
JlaHHBIE O MPOHHUKHOBEHHH IIperiapara B MOJIOKO y 4YelloBeKa OTCYTCTBYIOT. He pexomenmyercs
Ha3zHavaTh KETONPO(EeH KOPMSIIUM MATEPSIM.

47 BuausiHHe HA CMOCOOHOCTH YNPABJSATH TPAHCIOPTHBIMH CpeACTBAMH M pabdoTaTh ¢
MeXaHH3MaMHu

[TanueHTOB HEOOXOAUMO npeaynpeauTs O TOM, YTO JIaHHBINA npenapar MOXET BBI3bIBATH
COHJIMBOCTB, I'OJIOBOKPY>XE€HHE HJIA CYJOpPOTH, & TAaKXXE€ O BO3MOXXHOM IIOSBJIICHUU HapymeHHﬁ
3pC€HHUS, M IIOCOBETOBATh MM HE YIPaBIATH TPaHCIOPTHBIMH cpeacTtBaMd M HE pa6OTaTB C
MEXaHU3MaMH IIpH IIOABJICHUH JaHHBIX CUMIITOMOB.

4.8 HexenarelbHble peaKIUH

Ilp# BO3HHMKHOBEHHMH TSDKEILIX HEKEIATEJbHBIX Ppeakumii JedeHue A0KHO = ObITH
npeKpameHo. : ~ )

VA

i
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Keronan, 100 Mr/2 mi, pacTBOp AJ1s1 HHbEKLIMH Lir
TekcT 06111ei XapaKTePUCTUKH JIEKApPCTBEHHOr0 Mpenapara 1

HexenaTenpHBIX peaKUWH paclpesieNleHsl IO KiaccaM CHCTEM OpraHoB M IO  4acToTe
BCTpeuaeMOCTH (yKa3aHHBIE HIDKE YacTOTBl NPUMEHHUMBI TOJIBKO JUI IE€POpabHBIX bopm).
YacToTa HeXenaTelbHbIX 2QPEKTOB KaccuPUIUPYETCs CIEMYIOIUM 00pa3oMm:

ouenw uacmo (> 1/10), wacmo (> 1/100, no <1/10), newacmo (= 1/1000, no <1/100), pedxo (=
1/10 000, no <1/1000), ouenv pedxo (< 1/10 000), wacmoma neuszgecmua (ne modxucem Ovimb
YCMAHOBNIEHA NO UMEIOWUMCS OaHHBIM,).

[Ipy npuMeHeHHH KeTonpodeHa coobIIau O CIeIyIOIMX HexenaTeabHbIX d(deKrax.
HapyIeHust o CTOPOHBI KPOBU U TUM(ATHUECKOH CUCTEMBI

- Pexxo: moctremopparuyeckasi aHeMusi;

- YacToTa HEW3BECTHA: AarpaHyJIOUUTO3, TPOMOOLUTONEHHUS, TIE€MOJUTHYECKAs aHEMH,
JIEUKOIICHHUS.

Hapyinenus co cTOpOHBI IMMYHHON CHCTEMBI
- UacroTa Heu3BecTHA: aHapUIAKTUYECKHE peaKMK (BKII0Yas LIOK).

Hapymienust Metabonu3Ma ¥ UTaHUS
- YacToTa HEeM3BECTHA: THIIOHATPHEMHUS, THIIEpKaTueMus (CM. pasaeisl 4.4 u 4.5).

[lcuxuyeckue HapyIIeHUs
- Yacrora HeW3BecTHA: CIIYTAaHHOCTh CO3HaHHs, H3MCHYHUBOCTE HACTPOCHUA, ACIPECCHS,
TaJITIOIIUHAIIAH.

Hapyienus co CTOpOHBI HEPBHOH CHCTEMBI
- Hewacto: ronoBnas 60:1b, roJIOBOKpY KE€HHE, COHIUBOCTD;
- YactoTa HEU3BECTHA: ACENITUUECKUH MEHMHTHT, CyIOPOTH, BEPTHUTO.

Hapy1eHusi co CTOpOHBI OpraHa 3peHus
= PQIIKOI HEYETKOCTD 3pCHHUA.

Hapy1ueHus co cTOpoHBI OpraHa ciyxa U JabupHHTa i Sl
- Penxo: 3BOH B ymax (THHHHTYC). PECITYBJIMKL

HapyieHus co CTOpOHEI cepia
- YacToTa HeM3BECTHA: cepacdHas HEAOCTAaTOYHOCTh.

HapymeHust co cTOpoHBI cOCY/I0B
- Yacrora HEHU3BECTHA: apTepuayibHas THIIEPTEH3MS, BaCKyJIUT (BkJIFOUAst
NeHKOIUTOKIIACTHYECKUI BaCKYJIUT).

Hapymenus co cTOpOHBI IbIXaTeIbHOM CHCTEMBI, OPTraHOB I'PYIHOM KJIETKH M CPEIOCTEHHSI

- Penko: 6ponxuansHas acTMa;

- Yacrota HeusBecTHa: OponxocrmasM (0COOEHHO Yy IAaLMEHTOB C  YCTaHOBJIEHHOH
TMIEPYYBCTBUTEILHOCTBIO K alleTHICATUIIIOBOM Kuciote u ApyruM HIIBII), punwur.

Xeny104HO-KHIIEUHBIE HAPYIIIEHHS

- Yacro: TomHoTa, pBOTA;

- Heuacro: 3anop, quapest, racTpur;

- Pezo: cromatut, nentuyeckas s3Ba;

- YacToTa HEM3BECTHA: KENIyJJOYHO-KHUIIEYHBIE KPOBOTEYEHHUS W mepdoparus, TUCKoM(POpT B
KTy TOYHO-KHIIEYHOM TpakTe, 00Jb B JKEIyAKE M PEIKO CHMITOMBI KOJIMUTA, MEJeHa, PBOTa C
KPOBBIO, TAHKPEATHT.

HapyIueHus co CTOPOHBI IEYSHHU U JKETUEBBIBOISIIMX My Tl
- Penko: rematut, NOBBIIEHHE YPOBHS TpaHCAaMHHA3, IMOBBILIEHHE YPOBHS CBHIBOPOTOYHOTO
OunupyOuHa BCIIEACTBHE IemaTTa.

HapyieHust co cTOpOHBI KOXKH ¥ IMOJAKOXKHBIX TKaHEH

- Hewacro: cpimb, 3ya.

- Yacrora HeusBecTHa: peaknus (OTOCEHCUOMNIM3ANMK,  ajONelus, KpalnuBHHUIIA,
AQHTMOHEBPOTHYECKHUH OTeK, OyJuIe3Hble peakiud, BKiMo4as cuHApoM CruBeHca-/[)KOHCOHA H
TOKCHYECKHM SIHMIEpMalbHBIA  HEKPOJIU3, OCTPHI TIeHEepaJM30BaHHBIA 3K3aHTEMAaTO3HbIA
MmycTyJies.
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Kerona, 100 Mr/2 M1, pacTBOP Ul MHBEKLIAH
TekcT 061eH XapakTepUCTHKH JIEKAPCTBEHHOTO MpernapaTa

HapyeHus co CTOPOHBI TOYEK U MOYEBBIBOIAIIMX My TeH

- YacToTa HEeM3BECTHA: OCTpas ModyeyHas HeI0CTaTO4YHOCTD, TyGy IOMHTEPCTULMATBHLIH HEDPHT,
He()pUTHIECKHH CHHIPOM,

3azeprkka BOJbI/HATPHSA C BOSMOXKHBIM Pa3BHTHEM OTEKa, THICPKATHEMHUSL.

OpraHHYecKoe MOBPEXXACHHE MOYeK, CIIOCOOHOE BHI3BATH OCTPYIO MOHUETHYIO HEI0CTaTOYHOCTD:
TOCTyNAIH COODLIEHNs O eIMHMYHBIX CIy4asX OCTPOro KaHaIBLEBOIo HEKpO3a H COCOYKOBOTO
HEKpo3a.

OO61mue HapyIIEeHNs U PEAKIIUU B MECTE BBEICHHS

- HeuacTo: oTex.

- YacToTa HEM3BECTHA: GONb U JOKEHHE B MECTe MHBEKIMH, MEJUKaMEHTO3Has dMOOIHS KOXH
(cungpom Hukonay) B MECTE HHBEKIHH.

Knuuuyeckre  HCCIENOBAHUS W OIHMJEMHOJIOTMYECKME  JaHHBIE  JAIOT  BO3MOXHOCTB
TIPE/IIICI0XKHUTh, YTO HMCIOJB30BaHKe HeKoTophlX HecenekTuBHbIX HIIBII (0coOEeHHO B BBICOKHX
703aX W TpH JUIATEIbHOM JIEYEHHH) MOXKET ObITh CBA3aHO C IOBBIIEHHBIM PHCKOM
apTepuaIbHOro TpoMbo3a (HarpuMep, HH}apKTa MHOKap/a HilHl UHCYJIBTA).

Coob1ieHye 0 m0I03pEBaEMBIX HEXKENATEIbLHBIX PEAKIHIX ,

BaxxHo cooOmarh O II0J03PEBAEMBIX HEXENATeNbHBIX pEeaKUHUsIX MOoCie PEruCTpauuu
JIEKapCTBEHHOTO Tperapara ¢ Leblo 00ecreueH s HENPEePhIBHOTO MOHUTOPHHIA COOTHOLICHUS
«II0JIb3a — PECK) JIEKAPCTBEHHOTO IIperapara.

MeauuuHCKUM pabOTHMKAM PEKOMEHAYeTCs CcOoo0IaTth O MOA03PeBaEMBIX HEXEIATEIbHBIX
peakuusX JIeKAapcTBEHHOTO Tperiapara 4depe3 HAIMOHANBHYIO CHCTEMY COOOMIEHHS O
HEe)XeNaTeNbHBIX PEaKIHX.

Pecny6mmka benapycs

220037, r. Munck, ToBapuineckuii mep., 2a

VII «1{eHTp KCIepTH3 ¥ UCIIBITAHUM B 31PABOOXPAHEHHUN»

Tenedon otaena papmaxonagzopa: +375 (17) 242-00-29; daxc: +375 (17) 242-00-29
On. moyra: repl@rceth.by, rceth@rceth.by

Be6-caiit: www.rceth.by.

4.9  Ilepeno3npoBka

Y B3pOCIBIX TJIaBHEIMM TIPU3HAKAMH TIEPeJO3UPOBKH SBJIAIOTCS FOJI0BHAs 60JIb, FOJIOBOKPYKEHHE,
COHJIMBOCTb, TOIIHOTA, PBOTA, Auapes W Oonp B JkuBoTe. IIpu TsHKENOM HMHTOKCHKAIMH
HaOIIOIAI0TCS TMIIOTEH3Hsl, YTHETEHHE IbIXaHHs ¥ XKeJTyJ0UYHO-KHIIEYHOEe KPOBOTEYEHHE.
[TanueHTa HEMEUIEHHO TOCIUTATU3UPYIOT U MPOBOISAT CUMIITOMATHYECKOE JIEYEHHE.
Cremuduieckuii aHTHIOT HEU3BECTEH.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1 dapmakoaHHAMHYECKHE CBOHCTBA

d)apmaKOTepaneBTnllecxaﬂ rpymma

HCCTCPOHIIHBIC NPOTHBOBOCHAJIMTECIIBHBIE M ITPOTHBOPEBMATHYECKUE CPEACTBA. HpOI/BBOL{HbIe
IMPOMMAOHOBOU KHUCIIOTHI.

Kon ATX: MO1AEO3.

MexaHnu3m faeiicTBusA

KetonmpodeH yrueraer CHHTE3 MPOCTATTAHIWHOB M JIEHKOTPUEHOB, Onokupys QepmeHT
IIMKJIOOKCHTeHa3y (IO KpaiiHel Mepe, nBa u3odepmeHTta: uukiaooxcuresasy-1 (L{OI-1) u
nuKiIookcurenasy-2 (L{OI'-2)), KOTOpBI# KaTATU3UPyET CHHTE3 IPOCTATIaHAMHOB B METa00IM3Me
apaxuJOHOBOX KUCIOTHIL.

KetonpodeHn crabuiusupyeT IU30COMaibHBIE MeMOpaHbl in Vitro W in Vvivo, B BBICOKHX
KOHIIEHTpPAIMSAX YrHETAeT CHHTE3 JIEHKOTPUEHOB in vifro W obiamaer aHTHOPATUKUHUHOBOR
AKTUBHOCTBIO.
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Ketonasn, 100 Mr/2 mi, pacTBOp /I WHBEKLIMI _ |
TekeT 061ei XapakTepUCTHKH JIEKapCTBEHHOro nperapara .

MeXaHH3M KapOIOHMIKAIOMETO ASHCTBHS KETONPO(hEeHa HEU3BECTCH. B03MOXHO, KeTonpoheH
yrHETaeT CHHTE3 MpPOCTarjiaHJMHOB B LleHTpaNbHOM HEpBHOM cHCTeMe (BEPOATHEE BCEro — B
THIOTATAMYCE).

YV HEKOTOPBIX JKEHIIUH KeTonpodeH yMEHbIIAET CHMIITOMBI IIEPBUYHON IMCMEHOPEH, BEPOATHO,
3a CYeT MoaBJIeHUs CHHTE3a H/HiH 3G YEXTUBHOCTH IPOCTATIaHIAHOB.

5.2 ®apmakoKHHETHYECKHE cBOiiCTBA

Abcopbuus
Cpennyie ypoBHH B IlJJa3Me, H3MEPEHHBIC 4epe3 5 MHHYT IOCJIE Hayajla BHYTPUBEHHOH uH}Yy3UH

100 mMr xerompodena u depe3 4 MHHYTHI IIOCJI€ OKOHYAHMS BBEICHHS, COCTaBJIAIOT 26,4 £5,4
MKr/Mi1. BruogoctymHocTs - 90%.

V GONbIIMHCTBA [MAUEHTOB IPH BHY TPUMBIILIEYHOM BBEJICHHH KETOMPOhEH 06Hapy KUK B KPOBH
yepe3 15 MHHYT, a IHKOBas KOHIIEHTpAlKMs B IlIa3Me OblTa JOCTMIHYTa 4yepe3 2 yaca Iocie
BBEIEHUS. DBHOMOCTYIHOCTh KeTompodeHa Ip¥ HHBEKIMOHHOM BBEJCHHH YBEIUYMBACTCA
JIMEEHHO ¢ YBEJIMUEHUEM JI03b] IIpenapara.

Pacnpenenenue ‘

99% keTompodeHa CBS3bIBAETCS ¢ OGEKaMH IUIa3Mbl, IPEHMYIIECTBEHHO ¢ anmbOymuHoM. O0beM
pacnpenenenus B TKausix — 0,1-0,2 n/kr. Keronpopen npoHHKaeT B CHHOBHAIBHYIO KMIKOCT.
Yepes Tpu yaca nocine HazHayenus 100 Mr ketonpodeHa ero KOHLEHTPALHS B IIa3Me COCTABIISICT
OKOJIO 3 MKI/MJI, a KOHIIEHTpalis B CHHOBHAIBHON XUAKOCTH — 1,5 Mkr/mit. Yepes neBsTh 4acoB
ero KOHIEHTpAlMs B IUIa3Me cocTaBiseT 0koio 0,3 MKI/MIJI, a KOHIEHTpalus B CHHOBHATbHOM
xuakoctd — 0,8 MKr/Mi1. DTO 03HAYAET, YTO KETOMPO(EH MEAJIEHHO NMPOHUKACT B CHHOBHAIBHYIO
XHUIKOCTh M TAaK)Ke€ MEUIEHHO BBIBOJMTCS W3 Hee, Ha (OHE IPOJOJDKAIOIIEroCs CHIKCHHUS
IJ1a3MEHHON KOHLEHTpaluy. PaBHOBECHBIE KOHIEHTPALMH KETONPO(EHa yCTaHABIMBAIOTCS Yepe3
24 wyaca mocje €ro HasHAYeHHSA. Y IMOXWIBIX MAlMEHTOB pABHOBECHAs KOHILECHTpaLHUs
JocTuranach uepes 8,7 yaca u cocrasisiia 6,3 MKI/MIL

Ve uepe3 15 MHHYT MOCTE OJHOKDATHOTO BHYTPHMBINIEYHOTO BBEJCHUS KeTonpodeH
0GHApyKUBAJICS B CHHOBHATIBHOM JKUIKOCTH, a €r0 IMKOBas KOHIEHTpAIHs JOCTUTAIach Yepes 2
yaca (1,3 Mxr/mun). '

BuoTpanchopmanus

KetormpoeH MHTEHCHBHO METabONM3MPYETCs NEYCHOYHBIMH MHKPOCOMAIbHBIMH (DEpPMEHTaMH.
OH CBA3BIBAETCS C TJIIOKYPOHOBOM KHCIIOTOM M B 9TOH (opMe BBIBOOUTCS M3 opranusma. ilocne
npdeMa BHYTPh €ro IUIa3MEHHBIH KiupeHc coctaBmser 1,16 mu/mum/kr. Hs-3a OwicTporo
MeTaboiM3Ma €ero OHOJIOTHYECKHH IIEPHOJ IIOMYBBHIBEACHUS COCTaBISET BCErO JBa 4Yaca.
[TockonbKy KerTompodeH MeTabonu3upyeTcs IJIaBHBIM 00pa3oM B II€YEHM, II€YEHOYHAs
HEJI0CTATOYHOCTh MOXKET BBI3BATh YJIMHEHHE IIEPHO/A IOy BBIBECHHS, B 3TUX 00CTOATENLCTBAX
HEOOXOIMMO YYHUTHIBATH BO3MOXHYIO KYMYJISIIHIO.

DNIUMHUHAIHS

o 80% xerompodeHa BBIBOAWTCS C MOYOM, riaBHBIM oOpazom (cBemue 90%) B BuIE
[IIIOKypoHHaa Ketornpodena, u okono 10% BeIBOOMTCS ¢ KajJoM. Y IAalMEHTOB C IIOYEUHOMU
HEJIOCTATOYHOCTBIO KETONpO(eH BBIBOJUTCS MEJICHHEE, U €ro OHOJOTWYEeCKUH IEpHOI
TIOJTyBBIBEICHHS YBEIMYMBACTCS HA Yac.

dapMaKOKMHETHKA Y 0COOBIX I'PYIII MAIIMEHTOB

Y manueHTOB ¢ MEYEHOYHON HEeJOCTATOYHOCTHIO KETONPO(EeH MOXET HAKallIMBAThCS B TKAHSAX.
Ero meraonusm ¥ SMMMHHALMS 3aMeUIeHa Y TMOXWIBIX MoAeH. OTO KIMHHYECKH 3HAYUMO
TOJIBKO Y IALIHEHTOB CO CHIDKEHHOM (DyHKIMEH MOYeK.

6. OAPMAIIEBTUYECKUE JAHHBIE
6.1- IlepeyeHb BcoMOraTe/ibHbIX BelleCTB

[IponuieHrmuKoms,
atanon (12,3 06%),
OEH3UIIOBBIH CIIMPT,
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Keronan, 100 Mr/2 mi, pacTBOp AJIsl UHBEKLUH
TekcT o01e# XapaKTepUCTUKH JIEKAPCTBEHHOTO MpernapaTa

HATpuUs THAPOKCU (Uit Koppekuuu pH),

BOJIa JUIsl UHBEKIIMM. '

6.2 = HecoBMecTHMOCTH

Henp3s cMemMBaTh TPaMaaoil ¥ KeTonpodeH B 0THOM (akoHe u3-3a 06pa3oBaHus OcaKa.
Wudy3uonHsle (GIaKOHBl JODKHBI OBITH 3aBEpHYTHI B 4EpHYIO Oymary WM allOMHHHEBYIO
¢boIbry, Tak Kak KeTonpogeH 4yBCTBHTENIEH K CBETY.

6.3 ' Cpok rogHoctH

3 roza.

6.4  OcoObie MepbI PEIOCTOPOKHOCTH MPH XPAHEHHH ; e,
XpaHuTh NpH TeMneparype He Boite 25°C.

6.5 XapaxkTep u coaep:KUMOe YNIAKOBKH
AmItyJiel 2 MJI B3 TEMHOTO cTekia. 10 amimysr BMecTe ¢ IMCTKOM-BKJIAIbIIIEM B KAPTOHHOM IavKe.

6.6 OcoOble Mepbl NPeIOCTOPOKHOCTH TMPH YHHYTOXKEHHMH  HMCIOJIb30BAHHOIO
JIEKADCTBEHHOI0  mpemapata WJIH  OTXO0J0B, TMOJYYEHHBIX I0CJIe TNpPHMeHeHHs
JIEKAPCTBEHHOI'0 MpenapaTa, i Apyrue MaHHIYJISIHHH ¢ IIPeNapaToM

Wudysus npenapara KetoHan 10/DKHA TPOBOJUTECS TOIMBKO B OOJIEHHYHBIX YCIIOBHSIX.

7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S
CnoBenus,
Jlex .z1., BepoBmkosa 57, JIlro6nsHa.

7.1 IlpeacraBuTeNb JepiKaTe/si PerHCTPALMOHHOIO YI0CTOBEPEeHUs
ITperen3uu notpebureneil HaNpaBIATH MO aIpecy:

Pecny6nuxa benapyce

IIpeacraBurensctBo AO «Canmo3 @apmacerotukans a. a.» (Cinosenus) B Peciy6iuke Benapycs,
220084, r. Munck, yn. Akagemuka KymnpeBuua, 3, momerenue 49.

ten. +375 (17) 370 16 20,

daxc +375 (17) 370 16 21,

E-mail: patient.safety.cis@sandoz.com (s HeXeIaTeNbHBIX SIBJICHUI)

E-mail: complaint.eaeu@sandoz.com (/151 TEXHHYECKHUX KajI00).

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
9456/94/2000/05/10/15/20.

9. JATA NIEPBUYHOM PETUCTPAIIMU (ITIOATBEPXXJIEHWS PETUCTPALIMH)

Jata nepBoii peructpanuu: 24.06.1994.,
JlaTa nocneqHero noATBEpXKACHUS peructpanuu (mepeperucrpaimn): 22.06.2020.

10. ',Z[ATA IIEPECMOTPA TEKCTA
02/2024

YcioBus oTnycka
Ormyckaercs 10 perenty.
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