COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 07.06.2024 N= 11409

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Kerompoden, 50 mr/mi, pacTBop 151 BERyTPUBEHHOTO ¥ BHYTPUMBIIICYHOTO BBEICHUS.

2. KAUECTBEHHBIN U KOJIMMECTBEHHBIN COCTAB

JelicTByto1I€€ BEIIECTBO: KETONMPO(dEH.

Kaxxnprit Mt pactBopa coaepxkut S0 Mr ketornpodeHa.

Kaxxnast ammymna o6semom 2 mit conepkut 100 Mr keronpodena.

BcmomorarenbHbIe BElIeCTBa, HATUYHE KOTOPBIX HA0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npernapara; MpOnHJICHITUKOIb, 3TaHoI (95 %), OeH3UIOBbIH CrUPT, HATpUit (CM. pasaen 4.4).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

PaCTBOp AJII BHYTPUBCHHOI'O U BHYTPUMBIIICYHOT'O BBCACHUS.

Hp03paqHaﬂ 6€CHBGTHa$I WK C JICTKHUM XCJITOBATBIM OTTCHKOM XKHUJIKOCTD.

4. KIMHUYECKHUE JAHHBIE

4.1. Illoka3aHusl K IPUMEHEHHUIO

[Ipenapar KeronpodeHn nmokasaH kK IpUMEHEHHUIO Y B3pOCIBIX M ACTEH ¢ 15 JeT B ciemyromux

CIIyqasix:

® pEBMATOUJHBINA apTPUT;

® CCpOHEraTWBHBIE aAPTPUTHI:  AHKWIO3UPYIOIMH  crnoHAuauT  (6one3nbp  bextepesa),
NICOPHATUYECKUN apTPUT, pEaKTUBHBIN apTpuT (CUHIpOoM Peiitepa);

e [10Jarpa, ICeBIONOoAarpa;

® OCTEO0apTpHUT;

® MHIDPEHB;

®  pAJIUKYJIUT;

e BHECYCTaBHbIE IPOSIBICHUS PEBMATUYECKUX 3a00JeBaHUMl (TEHIUHUT, OYpCUT, KarCyJIHUT
TIJIEYEBOTO CYCTaBa);

® [IOCTTPaBMaTUYECKHIl U MOCIIeONepalMOHHbIN 00JIEBON CHHIPOM;

e 00JeBOI CHHAPOM IIPU OHKOJIOTHUECKHUX 3a00JI€BaHUSIX;

® AJIbroauCMCHOPCH.
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COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 07.06.2024 N2 11_425' _
[IpenapaTt mpenHa3HaueH sl CUMOTOMATHYECKOM Tepém:,-'MBﬁéJMH (' Boeraderms

Pa3InIHOTO NPOUCXOKIACHUSA HAa MOMCHT HUCIIOJIb30BaHUsA, HA IPOrPCCCUPOBAHUC 3a00JIeBaHUs HE

BJIUACT.

4.2. Pe:kuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

PexxuM J103upoBaHus

[Ipumensiemble 7031  3aBUCAT OT CTENEHH BBIPAKCHHOCTH OOJEBOrO CHHIApPOMA U
WHAUBUAYAIbHON YyBCTBUTEIBHOCTH MMALMEHTA.

IIpooonoscumenvHocms npumereHus:

Crnenyer npuHUMATh MHHUMATBHYIO 3 ()EKTHBHYIO 03y MAaKCHMaIbHO BO3MOXKHBIM KOPOTKUM
KypcoMm (cM. pazaen 4.4).

Bspocubie

Buytpumsiiieynoe BBeaenue: no 100 mr (1 ammnyna) 1 - 2 pasa B 1eHb.

[TapenTepanibHoe BBenenue rmnpenapara KerompodeH MOXHO codeTrarb € TPUMEHEHUEM
nepopaNbHBIX GOpM (TaOIeTKH, KATICYIIbl) WIIM PEKTAIBHBIX CYITIO3UTOPHUEB.

MakcumanbHas cyrouHas ao3a cocrasisier 200 mr.

Oco0nIe T'pYIIIBI IMAIIMCHTOB

Tayuenmsi nodxcunozo 6ospacma

Y ManueHTOB IMOXKUJIOTO BO3pacTa CYIIECTBYET TMOBBIMICHHBIA PHUCK PA3BUTHS TSHKEIBIX

MOCIIEACTBHUI HEeXKENaTeIbHBIX peakiuii. PekoMeHyeTcss HaUMHATh IPUMEHEHHE KeTorpodeHa y

MAIMEHTOB MOXHUIIOTO BO3pacTa ¢ MUHUMAJIbHON O3Bl Mpernapara, MoAaep>KuBas B IajabHeieM

MUHUMAaJIbHO 3Q(PEKTUBHYIO 103Y.

Hapywenue ¢ynxyuu novex

VY mnamnueHToB C MOYEYHOM HEJOCTATOYHOCTHIO CpEIHEH CTENEeHU TSHKECTH C KIUPEHCOM

kpeatuauHa (KK) menee 0,33 mut/c (20 mu/mMuH) 103y KeTonpodeHa cleayeT CHU3UTh.

Hapywenue ¢ynxyuu nevenu

VY NanueHToB ¢ XPOHHYECKON MEYCHOYHOW HEIOCTATOYHOCTBHIO C IMOHMIKEHHBIM COJIECpPIKaHUEM

CBIBOPOTOYHOTO albOyMHHA 03y KeTompodeHa ciieqyeT CHH3UTh. Y TAlMeHTOB C TSKEION

MEYCHOYHON HEJOCTATOYHOCTHIO MPUMEHEHHE KeTonpodeHa MpoTUBONoKa3aHo (cM. pasnen 4.3).
eTH

Jlemu cmapwe 15 nem

Pexxum 103upoBaHMs aHAJIOTHYEH PEKUMY TO3UPOBAHUS Y B3POCIIBIX.

Jlemu maaowe 15 nem

JlexapctBenHnslii npenapat KeronpodeHn npotuBorokaszas y aetei 1o 15 jier.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 07.06.2024 N= 11409
(NOCNEQCBATENEHOCTE 0001)

Cnoco0 IIpuMeHeHus

BuytpusenHo, BHyTpuMbIiedHO. [Ipog0mKUTEIbHOCTh BHYTPUMBILICYHOTO BBEICHUS ITpenapara
HE J0JI’KHA TIPEBBIIIATh 2 - 3 AHEH.

Buympumsiuweunoe ggedenue

Pexomenmyemas 103a npu BHyTpUMbIIIEYHOM BBeieHUE cocTaBisgeT 100 mr (1 ammyna) 1 - 2 paza
B JeHb. llpu HEOOXOOMMOCTH MapeHTepajbHOE BBEJICHHE Iperaparta MOXXHO COYETaTh C
MPUMEHEHHUEM TIEPOPATLHBIX (OpM (TaOIETKH, KAICYIIbl) UIU PEKTATbHBIX CYITIO3UTOPHUEB.
Buympueennoe sgedenue

BHyTpuBeHHOE HH(PY3HMOHHOE BBEICHHUE KETOMPOdEeHa T0KHO MPOBOJUTHCS TOIBKO B YCIIOBHUSAX
craronapa. [IpogomkuTenbHOCTh HH(DY3UHU OJKHA cOCcTaBIATh OT 0,5 1o 1 4. BHyTpuBeHHBIN
croco0 BBEICHHUS CIIEIyeT MPUMEHSTh He Oosiee 48 yacoB.

Henpooonocumenvnaa enympusennas ungysusa: ot 100 mr go 200 mr (1 - 2 ammysnsl)
keronpodena, pasBeaeHubix B 100 mu 0,9 % pacTBopa HaTpus XJIOpUAa, BBOJUTCS B TEUCHUE
05-1u.

IIpooonxcumenvnasn enympusennasn ungyszus: ot 100 mr go 200 mr (1 - 2 ammynsl) ketonpodeHa,
pazBeneHHbix B 500 M uH(y3uonHoro pactBopa (0,9 % pactBop HaTpus XJIOpHIA,
JaKTaTcoJepKaluii pactBop Punrepa, 5 % pacTBop AEKCTPO3bl), BBOAUTCA B TEUEHUE 8§ 4.
[Ipenapat KetonpodeH MOKHO coueTaTh ¢ aHaJIbI€THKAMH IEHTPATBHOTO JIEHCTBHUS; €r0 MOKHO
cMemmBath ¢ MopduHOM B oHOM (akone: 10 - 20 mr mopdura u 100 - 200 Mr keronpodeHa
pazgogatr B 500 mn wuHby3monHoro pactBopa (0,9 % pactBop HaTpus Xjopuaa WId
JaKTaTCoJepKaIIuii pacTBop Punrepa).

PactBop ns unbeknuii Keronpoden ¢papmaneBTUUECKH HE COBMECTHM C pacTBOPOM TpaMajoja
M3-3a BBINIAJICHUS OcajKa.

®nakoHb! 11 UHQY3UN JOHKHBI OBITH 00EPHYTHI B UEPHYIO OyMary WiH aJlOMUHUEBYIO (OTIBTY,
TaKk Kak KeTonpo(eH 4yBCTBUTENEH K cBeTy. lIpuMeHeHue mpemapara He MpedycMaTpHUBaeT

CIICHHUAJIBHOT'O ITPUT'OTOBJICHUSA ICPEA BBCACHUCM.

4.3. IlpoTuBONOKa3aHUS

® TUNEPUYYBCTBUTEIBHOCTh K KETONPOQEeHy WIM JPYyrdM KOMIIOHEHTaM Ipernapata,
IIEPEUUCIIEHHBIM B paszene 6.1, a Takke canuuuiaaTaM MW JPYrUM HECTEPOUIHBIM
MPOTHBOBOCTIATUTENbHBIM Ipenaparam (HIIBIT);

® T[IOJIHOE WJIM HEINOJHOE COYeTaHWe OpPOHXUAIBbHON acTMbl, aHTMOHEBPOTHUYECKOTO OTEKa,
KpaIlMBHULIbI, OCTPOT0 PUHUTA, PELUAUBUPYIOIIETO MTOJIUII03a HOCA NI OKOJIOHOCOBBIX Ia3yX
U HENEPEHOCHMOCTH aleTHICATUIMIOBON KuciaoTel uinu apyrux HIIBIT (B Tom uyucie B

aHaMHe3e);
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COOTBETCTEYET ZKCMNEPTHOMY OTYETY
ot 07062024 N2 11_4.': _
e s3BeHHAs 00JIC3HB KEITyIKA WIIA JBESHAIIATE nepcmdﬁl kinnl%%@ﬁnm%ﬁérﬁe&ﬁﬁlﬁgdxme

KEITyT0YHO-KUIICUHbIE SA3Bbl, KPOBOTEUEHHUS U Nepopaiuu;

® XpOHHWYECKas IUCIENCHs, BOCTAIUTEIbHBIC 3a00JICBaHMS KHICYHHUKA, S3BCHHBIA KOJUT,
6051e3up KpoHa, TUBEpTUKYIUT B CTalUU 00OCTPEHUS;

e remoduiIus U Apyrue HaApYIICHUS CBEPTHIBAEMOCTH KPOBH (B TOM YHUCIIE T€MOPPArHIeCKHiA
uares);

e jerckuii Bo3pacT (10 15 jer);

® TsDKeNas MeYCHOYHAs] HeJIOCTATOYHOCTh, aKTHBHOE 3a00JICBAaHUE TTCUCHH;

e Tskenas mnodeyHas HemoctatouHocTh (KK wmenee 30 wmur/mMuH), mporpeccupyromnime
3a00JIeBaHUs MTOYEK, TOATBEPKICHHAS TUIIEPKATHEMUS,;

e JIEKOMICHCHpPOBaHHas ceple4yHas HEeAOCTaTOYHOCTb, IEPUONEPAIIMOHHBIN TEepUos, Npu
AOPTOKOPOHAPHOM ITYHTHPOBAHUU;

e 1epeOpPOBACKYIISIPHBIC U IPYTHe AKTHBHBIC KPOBOTCUCHHS,

e OepeMeHHOCTh B cpoke Oosee 20 Heaenb (cM. pasaen 4.6);

® [EepPHUOJ TPYJHOTO BCKApPMIIMBAHUS.

IIpyu BHYTPUMBIIICYHOM BBEACHUM:

® HApYHICHHUEC I'eMOCTa3a UJIn OI[HOBpeMeHHBIﬁ IMPpUEM aHTUKOATI'YJISIHTOB.

4.4. OcoOble yKka3aHus U MepPbl NPeJOCTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

bponxuanbHass acTMa B aHaMHE3€, KIMHUYECKH BBIPAXEHHBIE CEPACUHO-COCYUCTHIE,
1epeOpoBacKyisipHble 3a00sIeBaHUs U 3a00J1eBaHus NepupepuuecKux apTepui, TUCIUNUIEMUS,
Iporpeccupyroniie 3ad0oneBanysl Ne4yeHu, rTunepOuInpyoOuHEMus, aTKOrOJIbHBIA IUPPO3 MEUEHH,
MEYCHOYHAas HEeIOCTaTOYHOCTh, movyeuHas HegoctatouyHocTh (KK 30-60 mi/MuH), XpoHUYECKas
cepieyHasi HeJJOCTaTOYHOCTb, apTepuabHas TMIEepPTEeH3Us, 3a00JIeBaHUs KPOBH, JI€rHapaTalys,
caxapHblii 1nabeT, aHaMHECTUYECKUE JaHHBIE O PA3BUTHH S3BEHHOI'O MOPAKEHUS KEITYA0YHO-
kumreunoro tpakra (JKKT), nanmuune undexuuu Helicobacter pylori, tsxkenbie comatndeckue
3a00JeBaHMs, MOXWIONH BO3pacT (crapiie 65 JieT, B TOM YHUCIE MOJIydarollue IUypPEeTHUKH,
ocia0JIeHHbIe MAlMEHThI U MAIMEeHThI ¢ HU3KON Maccol Telna), KypeHHe, COMyTCTBYIOIAs Tepanus
aHTHKOAryJsiHTaMu (Harpumep, BaphapuH), aHTHarperaHTaMu (HanpumMep, alueTHICaIUIIOBas
KHCIIOTAa, HUKOPAHIWI), TIIOKOKOPTHUKOCTEPOMJAMH JJsi TpHeMa BHYTpb (Hampumep,
IPEIHU30JI0H), CENEKTUBHBIMH HMHTHMOMTOpPaMU OOpaTHOTO 3axBaTa CEpOTOHMHA (HampuMep,
IUTAJIONpaM, CEpTPajiMH), MAIUEeHThl C YyMEHBIIEHHEM oO0beMa LHPKYIUPYIOUEH KpOBH,

murensHoe npuMmenenne HIIBII, 6epemenHocTs B cpoke MeHee 20 Henenb.
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COOTBETCTBYET 3K(
06.2024 N= 11408

ot 07.06
Ocobble VKa3aHus (NMOCNEOOBATENEHOCTRE 0001)

_NNEPTHOMY OTYETY

C 1enpl0 CHWXKEHUS PUCKA PAa3BUTHUS HEXKENATENbHBIX SBJICHUN KETONPO(pEeHa PEKOMEHIyeTCs
NpPUMEHEHHE MUHUMAIBHOM 3(()EeKTUBHOMU /1035l B TEUCHHE MUHIUMAJIHHO KOPOTKOTO IEPHOAA.
Mackuposka cumnmomos 0CHO8HO020 UHPEKYUOHHO20 3a001e6aHUSA

[Tpu mpuMeHeHUH KeTompodeHa CUMITOMBI MH(PEKIMOHHBIX 3a00JIeBaHUN MOTYT ObITh MEHEee
BBIPQKEHHBIMU, YTO MOKET IPUBECTH K YIAJIMHEHUIO CPOKOB ITIOCTAHOBKH IIPABUJIBHOTO IMArH03a,
OTCPOYEHHOMY Hauyaly COOTBETCTBYIOILEIO JICUEHHUS W YXYIIICHUIO HCXO0Ja MH(EKIMOHHOTO
3a0oneBanus. YXyAIICHHEe Ha0I0an0ch Ha GoHEe OaKTepualbHONW BHEOOJIBHUYHON THEBMOHUHU
U 1pu OaKTepUaIbHBIX OCIIOKHEHUSIX BETPSHOW ocmbl. B ciyuae npuMmeHnenus keronpodeHa mnpu
UH(EKIIMOHHOM 3a00JIEBaHUM Ui CHUKCHUS TEMIEPATyphl Tela WIM KyNMUPOBaHHUS OO0JEBOTO
CHHJIpOMa, PEKOMEH/yeTCsl 00ecIiedeHre TIATeIbHOTO Ha0II0IeHH 32 TeueHneM nHpekunu. B
aMOYJIaTOPHBIX YCIOBUAX, B CIIy4ae €CIU CUMIITOMBI COXPAHSIOTCS WM YXYALIAIOTCS, TAllHeHTyY
HE00X0IUMO 00OpaTUTHCS K Bpayy.

B ciygae oOHapy)eHHs MPU3HAKOB HHPECKITMOHHOTO 3a00JIeBaHUs, CIIEyeT O0OpaTUTh BHUMAHHE,
YTO MPOTHBOBOCTIAUTENIbHEIE, 00€300IMBAIOIINE U )KaPOIIOHMKAIOIIUE CBOMCTBA KETONPOQeHa,
kak u apyrux HIIBII, moryr MackupoBaTh OOBIYHBIC IPU3HAKU MPOTPECCHPOBAHUS HH(EKIIUY,
TaKue KaK JINXOpaJIKa.

Jlexapcmeennoe 83aumoodeticmaue

Crnemyer coOmogaTh OCTOPOKHOCTh TMPH COBMECTHOM MPHUMEHEHHMHU C IpernaparamMi, KOTOpbIE
MOTYT  TIOBBICUTH  PHCK  00pa3oBaHus  SI3B WJIU  KPOBOTEUCHHS, TaKUMHU  Kak
[JIFOKOKOPTUKOCTEPOUABI JUIsl TMpHEMa BHYTPb, AHTHKOArYJISHTHl (Hampumep, Bapdapuh),
CEJICKTHBHBIE MHTUOMTOPBI OOpaTHOrO 3axBaTa CEpPOTOHMHA WJIM aHTHUArperaHThl (HampuMmep,
AleTUJICATMITMIIOBAS] KUCJIOTA WU HUKOpaHami) (cM. pasnen 4.5).

Cnenyer m3beraTb COBMECTHOTO NpuMeHeHus kerornpodena c apyrumu HIIBII, Bxmouas
CeJIeKTHBHBIC HHTHOUTOPBI HuKIooKkcureHassi-2 (1L[0I2).

Kenyoouno-kuuieunvie KpogomeyeHus, 536bl U nepgopayuu

HIIBII cnenyer npuMEHATh C OCTOPOXKHOCTHIO y NAIMEeHTOB ¢ 3a0oseBanusMu opranoB JKKT B
aHaMHe3e (A3BeHHbIM KomuT, 6one3Hb KpoHa), Tak Kak 3TO MOXET MPUBOJIUTH K 00OCTPEHUIO
JTaHHBIX 3a0051eBaHuil (cM. paznen 4.8).

CooOmasioch 0 pa3BUTHH HKETyJOUYHO-KUIIEYHBIX KpPOBOTEUEHHH, s3B M mnepdopauuit (c
BO3MO>KHBIM JIETAIBHBIM HCX0/10M) BO BpeMs npumenenus HIIBII na nmo0om srane nedyeHus, BHe
3aBHCUMOCTH OT HaJM4YUsl YIPOKAIOMIMX CHMIITOMOB MIM Tspkenblx 3aboneBanuii XKKT B
aHaMHe3e.

Puck xenya0yHO-KHMILIEYHOTO KPOBOTEUYEHHUS, sI3BOOOPa30BaHMsl WM Nepopaiyy MOBbIIIAETCS

npu npuMeHeHuu 6osee Bbicokux n03 HIIBII, mpu Hanuuuu si3BeHHO# Oo0JIe3HM B aHAMHE3E,
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COOTBETCTEBYET 3KCNEPTHOMY OTYETY
o1 07.06.2024 N2 11405
I E§MﬁﬁﬂT? HoMKMITBIX

OCOOEHHO OCJIOKHEHHOM KPOBOTEYEHHEM I epq)opéﬂﬂréﬁ;_lg%b@-‘ﬁ

MAIUEHTOB. Y 3THX TPYII MAlUEHTOB JIEYCHHE CIEAYeT HAYMHATH C MHHHUMAILHO BO3MOXKHBIX
no03. Cnenyer paccMOTpeTh COBMECTHOE NPUMEHEHHUE C racTPONPOTEKTUBHBIMM INperaparaMu
(HampuMmep, MH30IMPOCTOJIOM WM HWHTHOMTOpaMH MPOTOHHOM TIOMIIBI) Yy JaHHBIX TPYIII
MAIMEHTOB, a TAaKXK€ Yy MAIMEHTOB, KOTOPHIM HEOOXOJUMO MPUMEHEHHUE alleTHJICAITUIIUIOBON
KHCIIOTBI B HH3KUX J03aX WM JPYTUX [PernapaToB, TIOBBIIIAIIINX PHCK Pa3BUTHUS
HexenarenbHbIX peakiuii co croponbl XKKT (cm. pazaen 4.5).

[TaruenTsl ¢ HexenarenbHbIMU peakiusiMu co ctoponbl JKKT B anamuese (0cOOEHHO MaIleHThbI
MOKUJIOTO BO3PAcTa) JAOJDKHBI cOO0IIaTh 000 BceX HEOOBIYHBIX cuMITOMax co cTopoHbl JKKT
(TIpe’xe BCEero 0 XKemya0uHO-KUIIIEYHOM KPOBOTEUEHHH), B OCOOCHHOCTH Ha HaYaJIbHBIX dTarax
JICUYEHUS.

CyI1ecTBYIOT DSMHIEMUOIOTUYECKUE JIaHHBIE, CBUICTEIBCTBYIOIIUE O CBSI3U IPUMEHEHUs
KeTonpodeHa C BBICOKMM PHCKOM Pa3BUTHS TSKEION KemyI04YHO-KUIIEUHON TOKCHYHOCTH,
CpaBHMMOH ¢ TakoBo# npu npumeHenuu apyrux HIIBII, ocoOeHHO B BBICOKHX A03ax (CM. pa3zien
4.3).

VY MmanueHToB MOKUIIOTO BO3PACTa CYIIECTBYET MOBBIIICHHBIA PUCK PAa3BUTUS HEKEIATEINbHBIX
peakiuii co croponbl JKKT, Takux Kak >kenyZo4HO-KHILIEYHOE KPOBOTEUEeHUE U nepdoparus (¢
BO3MOYKHBIM JIETAJIbHBIM UCX0JIOM) (CM. pa3zen 4.2).

OTHOCHUTETBHBIA PHUCK KEIyIOYHO-KUIIICYHOTO KPOBOTEUYCHUS YBEIMYMBACTCS y MAIIMCHTOB C
HU3KOM Maccoil Tena.

B cnyuae pa3BuTHS KelyI0YHO-KUIIIEUHOTO KPOBOTEUEHHSI MM 00pa3zoBaHus 3B opranoB JKKT
IpY IPUMEHEHUHU KeTONpoQeHa, JIeYeHUe CIeIyeT HEMEUIEHHO TPEKPATHTh.

Peaxyuu co cmoponwl koorcu

OdeHp peako cOOOIIATOCh O PAa3BUTHU TSAKENBIX PEAKIMI CO CTOPOHBI KOXHU (C BO3MOKHBIM
JIETaNbHBIM UCXOJIOM), BKITFOUYasi KC(HOIUATUBHBIA AepMaTUT, cuHapoM CtuBeHca-/[»KOHCOHA U
TOKCUYECKHH dMHIepMaIbHbIN HEKPOau3, cBs3anHbiXx ¢ mpumeHenueM HIIBIT (cm. pasnen 4.8).
HauGonpmwmii pUCK pa3BUTHS JAaHHBIX COCTOSHHUH TPUXOIWTCS HA HAYaIO TEparud, B
OOJNBIIMHCTBE CIydyaeB OHU pa3BUBAINCh B TEYEHHE TNEpBOro mecsana sedeHus. Cremnyer
MPEeKPaTUTh MPUMEHEHHE KeTompodeHa MpU MEePBOM MOSBICHUU KOXHOW CBIMH, HU3BI3BICHUSI
CJIM3HUCTHIX 000JI0YEK WK JTFOOBIX TIPU3HAKOB THIIEPYYBCTBUTEIBHOCTH.

Cepoeyno-cocyoucmole peakyuu

JlaHHBIE KIMHUYECKUX HCCIEAOBAHUN W DMHIEMHUOJIOTUYECKUE JaHHBIC MPEANOIaraiT, 4YTO
npumenenne HekoTopbix HITBII (ocoOeHHO B BRICOKHX /103aX U MIPH IPOAOKUTETHHOM JICYSHUH )
MOJKET OBITh CBSI3aHO C ITOBBINICHHBIM PHCKOM Pa3BUTHS apTePHATBHBIX TPOMOO30B (HampuMep,

uH(papKTa MUOKap/aa WM UHCYNAbTa). Ha OCHOBaHMM MMEIOIIMXCS JaHHBIX HENb3s UCKIIOUUTh
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 07.06.2024 N= 11405
TENBEHOCTE 0001)

TaKOM PHCK ITPU NPUMEHEHUH KeTonpoQeHa. (NOCNEOOBA

Coo0manoch 0 MOBBIIMIEHUH PHCKA PA3BUTUS apTepHATBHBIX TPOMOO30B MpH NPUMEHEHUU
HeacnupuHoBbeIx HIIBII ans xynupoBaHMsl nepruonepalmoHHbIX O0JIel MpU a0pTOKOPOHAPHOM
LIYHTUPOBaHUU.

Heo6xonumo coOutoaTh OCTOPOXKHOCTh IPU NPUMEHEHUU KeTomnpodeHa y MaIHeHTOB C
MOBBIIICHUEM apTEePUATIbHOTO JABJICHUS B aHaMHE3€ W/MIM CEpJACYHOM HEJIOCTaTOYHOCTHIO
JIETKOM M CpeHeH CTENeH! TSDKECTH, Tak Kak rpu npuMmeneHnn HIIBIT coobmanock o 3axepxkke
KUAKOCTH U Pa3BUTHH OTEKOB.

Bnusanue na ¢ynxkyuio novex

Bo Bpemst Hauana yieueHus ciaeayeT TIIATeIbHO HAOMI0AaTh 3a (YHKIMEH MOYeK Yy MAlMeHTOB C
CepACYHON HEIOCTaTOYHOCTHhIO, LUPPO30OM MM HEPpPO30M, Yy MALUEHTOB, IOIYYAIOUINX
JUYPETUYECKYI0 TEpamuio, U y MaLUEHTOB C XPOHMYECKOH OO0JIe3HBIO MOYEK (OCOOEHHO Y
HOXKWIBIX NALIMEHTOB). Y 3TUX IPYIIl MAIMEHTOB IPUMEHEHUE KeTONpodeHa MOXKET IPUBECTH K
CHI)KEHHMIO [IOYE€YHOIO0 KPOBOTOKA, BBI3BAHHOMY HWHIMOMPOBAHHWEM IPOCTArJIAHIUHOB, U
JIEKOMITEHCAIIUU TIOYEYHON (PYHKIIUH.

Bnusanue na ¢ynxkyuio neuenu

VY NanueHToB ¢ OTKJIIOHEHUSIMH B (DYHKIIMOHAJIBHBIX TECTaX IEUEHH WU ¢ 3a00JIeBaHUSIMU IT€YEHU
B aHaMHe3€ CleAyeT NEPUOJNYECKH KOHTPOJIMPOBATh YPOBEHb «II€YEHOUYHBIX» TPAHCAMHUHA3,
0COOEHHO IPH ITTUTEIHLHOM JICYCHHH.

Hmmynonoeuueckue peaxyuu

VY manueHtoB ¢ OpPOHXHMAJIBHOM acCTMOM B COYETAHMM C XPOHUYECKUM PUHHUTOM, XPOHMYECKHM
CUHYCHUTOM W/WIM TOJMIIAMA HOCOBOW IOJIOCTH CYHIECTBYET OoJiee BBICOKMI PHUCK DPa3BUTHS
aJJIepruYeckuX peakuui K anerwicanuipuioBoi kucinore w/umu HIIBIL, yem y apyrux moxaei.
[IpumeHeHHe STHUX TpenaparoB MOXET NPUBOJUTh K AaCTMAaTHMYECKUM IPUCTYNAM HIIU
OpoHxocna3My, OCOOCHHO y MAalMEeHTOB C ajUIeprueil Ha aleTUJICAIMIMIIOBYIO KHMCIOTY WU
HIIBII B anamuese (cm. pazaen 4.3).

T'unepranuemus

Bo03M0HO pa3BuTHE TUIIEpKATMEMUH, OCOOEHHO y MAIIMEHTOB C CaXxapHbIM 11a0eTOM, TOYeYHOU
HE/I0CTaTOYHOCTBIO M/WJIM TIPH COBMECTHOM IPUMEHEHUH € KajauiicOeperaronimy npenaparaMu
(cm. paznen 4.5). Y Takux MalMeHTOB CIeAYyeT THIATeIbHO KOHTPOJIUPOBATH YPOBEHD KaJIHS.
/pyeue ykazanus

[Tpu mnurensHoMm npumeHennn HIIBII HeoOXoaumo mepUOAMYECKHU OICHUBATH KIMHUYECKUIN
aHaJIu3 KPOBH, a TAKXKe KOHTPOJIUPOBATh (DYHKIIMIO ITOYEK U IMEYCHH.

[Tpu cuiIbHO BBIpa’KEHHOM 00JIEBOM CHHJIPOME BO3MOKHO BHYTPUBEHHOE BBEJICHHE KeTONpodeHa

COBMECTHO C NPOU3BOJAHBIMH MOp(HHA.
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BcromoraTebpHbIE BEIECTRA (MOCNEOCEA

IIponunenenuxons

Bxopsimuii B coctaB mpommiieHTIuKonb (800 Mr/mo3a) MOXKET BBI3BIBATH CHUMIITOMBI, CXOXKHE C
MIPUEMOM aJIKOTOJISI.

Smanon

JlaHHbIN J1IeKapCTBEHHBIN Npenapar colepkut 95 % sTtaHona (aaKorosb), 4YTO COOTBETCTBYET
12,5 % ob6bemHOro coaepkanus, To ectb 10 200 Mr Ha 103y, YTO PaBHO 5 MJI MMBA WJIKA 2 MJI BUHA
Ha J103y.

DTaHoI BpeJeH Ui JIUI ¢ aJIKoroau3MoM. HeoOxo1uMo yuyuThiBaTh OEpeMEHHBIM U KOPMSILIUM
TPYABIO KCHIIMHAM, JACTSIM M TAKUM TPYIIIaM BBICOKOTO PHCKA KaK MAIMEHTHI C 3a00JIeBaHUSIMU
MEYEHH U SMUIECTICUECH.

bensunoswiii cnupm

Bxonammit B cocraB OeH3mioBblii cnupT (40 Mr/mo3a) mpOTHMBOMOKA3aH HEIOHOLICHHBIM U
HOBOPOXKJCHHBIM JICTSM. BeIecTBO MOMKET BBI3BIBATH TOKCHYECKHE W aHA(WIAKTOUIHBIC
peakiuu y MIaJCeHIIEB U AeTel 10 3 JeT.

Hampuii

Jannslit penapar conep:xut mMeHee 1 mmounb (23 mr) Hatpus B 1 ammnyne (1 mo3e), To ecTh Mo

CYTHU HE COAEPKUT HATPUSI.

4.5. BzaumojeiicTBie ¢ [PYrHMH JeKAPCTBEHHbIMHM TMpenaparaMd M JApyrue BH/bI
B3aUMOAelCTBUSA

HDeHaDaTI)I, COBMECTHOC MPUMEHCHHE C KOTOPHIMHU HE PCKOMCHAYECTCA

Hpyeue HIIBII (éxniouasn cenekmugnvie uneubumopwt L{OI2) u carnuyunamol 8 8bICOKUX 003AX:

MOBBILIECHHBIN PUCK pa3BUTHA A3B U kpoBoTeueHui JKKT.

Anumukoacynanmul

[ToBBIIEHHBI PUCK PA3BUTHS KPOBOTEUEHUN NMPU COBMECTHOM MPUMEHEHHH CO CIEAYIOLIUMHU

npenapaTamu:

e TrernapuH;

e aHTaroHuctsl BUTamuHa K (Hanpumep, Bapdapun);

® HHTUOUTOPHI arperaluu TpPOMOOIIUTOB (HapUMep, TUKJIONUANH, KJIOMUI0Tpen);

e UHruOUTOpPHI TpOMOMHA (HarpuMep, Jadurarpas);

e npsMble MHTUOMTOpHI (hakTopa cBepThIBaHMS Xa (Hampumep, anukcabaH, puBapokcada,
370KcabaH).

Ecnun coBMecTHOro mpuMEHEHMs Helb3si M30ekaTh, 32 MAllMEHTOM CIIEAyeT OCYILECTBIISATh

TIIATEILHOE HAOIIOAECHHE.
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Ipenapamor aumus (NOCNEOOBA

W3-3a CHMXKEHUS DKCKPEIMH JUTHS TOYKAMH BO3HHUKAET PHUCK TOBBIIMICHUS I[Ia3MEHHBIX
KOHIICHTPALUK JTUTHS, HHOTJA JTOCTUTAIOIIUX TOKCHUYECKOTO YPOBHSI.

CnepyeT TIIATEIBHO CIEAUTh 3a YPOBHEM JIMTUS B IUIa3M€ KPOBH U CBOEBPEMEHHO
KOPPEKTUPOBATH J103Y MPENapaToB JUTHS BO BpeMs U nocie npumenenus HITBII.
Memompekcam 6 0o3ax ceviwie 15 me 6 nedenio

[ToBbIIaeT reMaTOJOTHYECKYI0 TOKCHYHOCTh METOTPEKCaTa, OCOOECHHO MPHU €ro MPUMEHEHUH B
BBICOKHX J03ax (Oosiee 15 Mr B HEZelNt0), 4TO, BEPOSTHO, CBA3aHO C BHITECHEHHMEM METOTpeKcara,
CBS3aHHOTO ¢ OENKaMu, U CHI)KEHHEM €ro IMOYedHOro KiupeHca. MHTepBan BpeMeHU MexIy
MPEKpAIICHUEM WM HAYaJIoOM TEpanmuu KETOmpo(heHOM M MPUEMOM METOTpEKCcaTa OJDKEH
COCTaBJIATh HE MeHee 12 4acos.

IIpenapaTsbl, Ip¥ COBMECTHOM NMPUMEHEHUM C KOTOPLIMU CIESAYET COGJ’IIOI[&TL OCTOPOXKHOCTH

Huypemuueckue cpeocmea

Ha ¢one Ttepanmum keTonpodeHOM MAIMEeHThl, MPUHUMAIOIINE INYPETHUKH, OCOOCHHO MpH
pa3BUTHH JETHApATAIlMM, HMEIOT OoJjiee BBICOKHA PHCK pPAa3BUTUS BTOPHUYHOW IMOYEHHOM
HEJOCTATOYHOCTHU BCIIEJICTBHE CHUKEHHSI TOUYEYHOTO KPOBOTOKA, BHI3BAHHOTO MHTHMOWPOBAHUEM
CUHTe3a mpocTarianauHoB. Ilepen HauanoM mpuUMeHEHUs KeTomnpodeHa y TaKUX MalUeHTOB
CIIeyeT TPOBECTH peruapaTanvoHHble Mepornpuatus. Ilocne Hayanma neyeHHs HEOOXOIMMO
KOHTPOJHPOBATH (DYHKIIHIO MTOYEK.

Hueubumopor aneuomenzunnpespawaroujeco gpepmenma (AIIP) u anmazonucmol peyenmopos
aneuomensuna Il

CoBMecTHOE TpHMEHeHUEe mpemnapara ¢ uHruouropamu AIl® u OGnokaropamMu peLenTopoB
anrnoreHsuHa Il y manmueHTOB ¢ HapymieHWsSIMH (YHKIHUU TMOYeK (NMpU JETUApATAldU WIH Y
NAIMEHTOB MMOKMUJIOT0 BO3PAcTa) MOXKET MPUBECTH K YCYT'YOJICHHIO YXYALICHHUs (PYHKIMH MTOYEK,
B TOM YHCJIE K Pa3BUTHUIO OCTPON NTOYEYHON HEAOCTATOYHOCTH.

Memompekcam 6 0o3ax Hudice 15 me 6 Hedenio

B Teuenue nepBbIX HeAEIb OJTHOBPEMEHHOTO MPUMEHEHHS KeTopoeHa U MeToTpeKcaTa B 103€,
HE TNpeBbIIIaone 15 Mr B Hesento, ciaeayeT eXeHeAeIbHO KOHTPOIMPOBaTh aHaIU3 KPOBU. Y
NaIMEeHTOB MOXMJIOrO BO3pacTa WM MPU BO3HUKHOBEHHWHM KAKHX-IHOO NMPU3HAKOB HAapyIIEHUS
(GYHKIIMM MOYEK ClIeAYyeT BBIMOIHSITH UCCIIeI0OBaHUE Yallle.

Tenoghosup

CoBmecTHOE MpuMeHeHue TeHo(hoBHupa au3onpokcui ¢pymapara u HIIBIT moxer moBbImaTh puck
Pa3BUTHS TOYEUHOM HEJOCTATOUYHOCTH.

Huxopanoun

CoBMecTHOe npuMeHeHue Hukopanauiaa u HIIBII MoxkeT moBbIIIAaTh pUCK Pa3BUTHS CEPbE3HBIX
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OCJIOKHEHUH, TAaKUX KaK S3BbI, Iephopaius 1 K JOBOTeqéH%:ﬁE%EQEf&BTWgﬁ-Efaé;r%%uA).

Cepoeunbie 2nuKo3udbl

He Obuto ormeueHO (hapMaKOKMHETHUECKUX B3aUMOJCHCTBHI MEXIy KEeTONMpopeHoOM H
qurokcuHoM. OJIHAKO MpPU UX COBMECTHOM MPUMEHEHUH CleAyeT COONI0AAaTh OCTOPOXKHOCTb,
OCOOEHHO Y MAalMEeHTOB C MOYEYHOW HEAO0CTATOYHOCTHIO, mockonbKy HIIBIT moryT ocmabnsate
(YHKLNIO TOYEK M CHUXKATh MOYEYHBIN KIIMPEHC CEPACYHBIX TTTUKO3HU/I0B.

HDeHaDaTBI, B3aHMOZ[eI>'ICTBI/Ie C KOTOPBIMH CJICAYECT YUUTHIBATH

Anmueunepmensuenvle npenapamsl (bema-o10xkamopul, uneubumopst AIID, ouypemuxu)

Puck ocnabneHuss aHTUTHUNEPTCH3UBHBIX d(dekToB (3a cuer wuHruOupoanus HIIBII
Ba30JWJIATUPYIOLIUX [IPOCTArJIaHNHOB).

Cenexmuegnvie uHeUOUMOPbL 0OPAMHO20 3AX6AMA CEPOMOHUHA

[ToBbIILIEHHBIN PUCK PAa3BUTHUSA JKEITYA0UHO-KHILIEUYHBIX KPOBOTEUECHUH (CM. pa3zaen 4.4).
Tpomborumuxu

I1oBBIIIEHHBINA PUCK PA3BUTHUS KPOBOTCUCHHS.

Pucku, cesazannvie ¢ cunepranuemueri

OnHOBpeMEHHOE NpPHUMEHEHHE C COJSIMH Kaius, KajluiicOeperalomumMy AuypeTHKaMH,
WHTHOUTOpaMU AllD, OyioKaTopamMu pELENnTOpPOB AHTUOTEH3WHA 11, HIIBII,
HU3KOMOJIEKYJISIPHBIMM F€apUHAMHU, IUKJIOCIOPUHOM, TaKpPOJIUMYCOM M TPUMETOIPUMOM
MOBBILIAET PUCK PA3BUTHS THIIEPKATUEMUU. PUCK rUniepKanreMuy MOBBIIIAETCS, €CJIN YKa3aHHbIE
BBILIIE [TPENapaThl IPUMEHSIOTCS COBMECTHO.

Pucku, ceazannvie c anmumpombomuueckum s¢hgexmom

[IpuMeHeHHe HECKOJbKMX AaHTHArperaHTHbIX IpenaparoB (tupodudan, snrududaTuz,
abuukcumab, MIONPOCT) MOBBIILIAET PUCK Pa3BUTUS KPOBOTEUECHHUS.

Mugpenpucmon

HIIBII moryT ymenbmats 3¢ ¢pextuBHocTh MUpenpuctona. [Ipuem HIIBII cnenyer HaunHaTh He
paHee, yem uepe3 8-12 aHel mociie 0OTMEHbl MU(ETPUCTOHA.

HDeHaDaTI)I, BSaHMO}IGﬁCTBI/Ie C KOTOPBIMH CJICAYET IIPUHHUMATh BO BHUMAHUC

HpI/I OIHOBPECMCHHOM NPUMEHCHUHU C TUKIIOCIIOPUHOM, TAKPOJIIMMYCOM BO3MOKCH PUCK PA3BUTHUA

AU THUBHOTO He(l)pOTOKCI/I‘-IeCKOl"O I[eﬁCTBHH, 0COOEHHO Y NalUE€HTOB MMOKUJIOTO BO3pacTa.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTDH U JTAKTAIUS

bepemeHnHoCTL

WurubupoBaHue CHHTE3a MPOCTarJaHAMHOB MOXKET OKa3aTh HE)KENaTeIbHOE BIUSHUE Ha TEUCHUE
OepeMEeHHOCTH W/WiIM Ha SMOpPHOHAIbHOE pa3BuThe. JlaHHBIE, TIOJyYEHHBIE B XOJIE

SMUACMHOJIOTHYCCKUX I/ICCHC}IOB&HI/Iﬁ IIpu NpUMECHCHUU I/IHFI/I6I/ITOp0B CHUHTE3a MpocTarjiaHAInHOB
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Ha PaHHMX CPOKaX OEPEMEHHOCTH, MOATBEPHIAIOT ﬂ@éﬁﬁgg&cﬁﬁ‘&g%ﬁgﬁiﬁfﬁ%gﬂﬁoro

abopta u ¢popmupoBanus mopokos cepana (1 - 1,5 %). Puck moBeImaeTcst ¢ yBeTMUeHUEM JT03bI U
JUTUTEIIbHOCTHU JICUCHHUSL.

Haznauath npenapar xeHimuHaM B cpoke 10 20 Henmenu OEpeMEHHOCTH BO3MOXHO TOJIBKO B
cllydae, KOTJa MpeuMyIecTBa sl MaTepH OIMPaBAbIBAIOT BO3MOXKHBIN PUCK AJis TuIoAa. B ciydae
JIOKa3aHHOW TOJIb3bI MPUMEHEHHS KETONpo(eHa y KeHIIUH B cpoke OepeMeHHOCTH MeHee 20-ii
HEeNU U y JKSHIIVH, IIAaHUPYIOIINX OepEeMEHHOCTb, CIeNYyeT MPUIEPKUBATHCS MUHUMATHLHOU
s exTUBHON 103bI Ipernapara u NPOAOIKUTEIBHOCTH JICUSHHUS.

He cnemyer mpumeHsTh mpemnapar >keHimuHaMm ¢ 20-oi Hemenu OEpPEMEHHOCTH B CBSI3U C
BO3MOXKHBIM Pa3BUTHEM MAJIOBOMS W/WIIM MMATOJIOTUU MTOYEK Y HOBOPOXKICHHBIX (HEOHATAIbHAS
noyeyHasi TUCHYHKIIUA).

JlakTanuys

Ha ceronHsmHuit MOMEHT OTCYTCTBYIOT JJaHHBIE O BBIJICJIEHUU KeTOMpodeHa B TPyIHOE MOJIOKO,
M03TOMY IPUMEHEHHE KeTompodeHa IMpu TPyJTHOM BCKapMIMBAHUHU HE PEKOMEHIOBAHO.

DdepTUabHOCTD

HpI/IMeHeHI/IC KeTOHpO(i)CHa MOZKET BJIUATH HA KCHCKYIO (I)CPTI/IJ'IBHOCTB, MMO3TOMY IMpfcrapar HE

PCKOMCHAYCTCA MPUMCHATH KCHIIUHAM, IINIAHUPYIOMIUM 6epeMCHHOCTL.

4.7. BiusiHue Ha CrHOCOOHOCTH YNPAaBJATH TPAHCIOPTHBIMM CpeJcTBaMH M padorarhb ¢
MeXaHMu3MaMH

B nepuon npumeHeHus mpenapara He0OOXOAMMO COOJII0AATh OCTOPOKHOCTb MPU YIPaBICHUU
TPAHCIIOPTHBIMU CPEACTBAMM UM 3aHATUAX JPYTMMM [OTEHIMAJIBHO OIMACHBIMH BHJIaMU
JESATEIbHOCTH, TPEOYIOUIMMH  TIOBBIIIEHHON KOHIIEHTpAalMM BHUMaHUS M OBICTPOTHI
IICUXOMOTOPHBIX pEaKLUi, TaKk KaK IpernapaT MOXET BbI3bIBATh T'OJIOBOKPYXKEHHE U ApYyTHe

no6ouHble 3(h(PEKTHI, KOTOPbIE MOTYT BIHATH HA YKa3aHHBIE CIIOCOOHOCTH.

4.8. Hexkenare/jibHbIE peakKUNU

Pesrome mpoduis 6e300acHOCTH

Yame Bcero HaOMIOMAIOTCS HEXKENATEeIbHBIE PEAKIIMA CO CTOPOHBI JKEIyJA0YHO-KUIIEYHOTO
TpakTa, TakKhe Kak TOIIHOTA, PBOTA, AUCIEICUs, 007k B oOsactu xuBoTa, HIIBII-racrpomarwus.
MoryT BO3HUKHYTH MPOOOICHNE WM KPOBOTEUEHUE U3 KENyTOUHO-KUIIIEYHOTO TPAaKTa, HHOTAA
MPUBOJIAIINE K JIETATBHOMY HCXOJY, OCOOCHHO Yy TOXKMIIBIX MAIMeHTOB (cM. pazzaen 4.4). Puck

BO3HUKHOBEHHUS MOOOYHBIX 3(1)(1)GKTOB MOXHO CBECTU K MUHHUMYMY, €CJIM IPUHUMATD IIperiapar
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CHUMIITOMOB.

PesroMe HexxenaTeabHbBIX PEaKIT

ITo mamnpiM BcemupHoii opranusanumu 3apaBooxpanenus (BO3) HexemarenbHbie 3P dheKTh
KJIaCCU(UIIMPOBAHBI B COOTBETCTBUU C UX YAaCTOTON Pa3BUTHUSI U CUCTEMHO-OPTaHHBIM KJIACCOM
crenyromumM obpazom: ouernsv wacmo (> 1/10); wacmo (> 1/100 mo < 1/10); newacmo (= 1/1000 go
< 1/100); peoko (> 1/10000 no < 1/1000); ouenv peoxo (< 1/10000); uacmoma neuzsecmna (He
MOJKET OBITh OLIEHEHA Ha OCHOBE MMEIOIIUXCS JAaHHBIX ).

Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemol

Peoxo: remopparnueckasi aHeMusi;

Yacmoma Heuzgecmua: arpaHyJOLUTO3, TPOMOOIIUTONCHUS, TEMOJIUTUYECCKAs aHEMUS,
JIEUKOIEHHUS.

Hapywenus co cmopoHbl uMMyHHOU cucmembl

Yacmoma neuzeecmua: aHAPWIAKTHYECKUE peaKuy (BKIIt0Yask aHAPWIAKTHYECKUN TIOK).
Hapywenus memabonuzma u numanus

Yacmoma HeuzéecmHa: TUTIOHATPUEMUS, TUTIOKanueMus (cM. pazzaen 4.4).

Tcuxuyeckue napywenus

Yacmoma neuzeecmmua: CIIyTaHHOCTh CO3HAHUS, SMOIIMOHATIBHAS JTAOMIIEHOCTD.

Hapywenus co cmoponvl nepgnoti cucmembi

Heuacmo: ronoBHas 00J1b, TOJIOBOKPY>KEHUE, COHITHUBOCTB;

Yacmoma HeuzéecmHa: aCENITUYECKUN MEHUHTUT, CYI0POTH, BEPTHUTO.

Hapywenus co cmoponvl opeana 3penus

Peoko: nederkocts 3peHus (cm. pazaen 4.4).

Hapywenus co cmoponwl opeana ciyxa u nabupunma

Peoko: mym B ymax.

Hapywenus co cmoponvl cepoya

Yacmoma neuzeecmna: cepyieuHas HeA0CTaTOYHOCTb.

Hapywenus co cmoponwl cocyoos

Yacmoma Heu3secmua: TIOBBIIIEHHE AapTEPUANBHOTO JABJICHUSA, BACKYIUT (BKIOYas
JEHKOIMTOKIACTUYECKUN BaCKYJINT).

Hapywenus co cmoponsl OvixamenbHOU cucmemyl, Op2aHos epyOHOLL KIemKU U CpedoCmeH s,
Peoko: obocTpeHre OpOHXHATIBLHON aCTMBI;

Yacmoma nHeuzéecmua: OGpoOHXOCIAa3M (B 0OCOOCHHOCTH Y MAllMEHTOB C TUIIEPUYBCTBUTEIBHOCTHIO

k HIIBII), punur.
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Kenyoouno-xuweunvie napyuienus (NOCNEOOBA

Yacmo: TOIIHOTA, PBOTA;

Heuacmo: 3anop, nuapes, racTpuT;

Peoko: nentuueckas s3Ba, CTOMaTHT;

Yacmoma neuzgecmua: XenyJOYHO-KUIIEYHOE KpoBoTeueHue, nepdopauus opraHoB JKKT,

naHkpeaTut. JKemyJ0uHO-KUIIEYHbIH TUCKOM(OPT, 00JIb B JKEIYIKE U PEAKUE CIydan KOJIUTA.

Hapywenus co cmoponvl neuenu u Jicenuegulo0auux nymei

Peoxo: remaTuT, TMOBBIIIEHUE AKTUBHOCTH (II€YCHOUYHBIX» TpaHCaMUHAa3, IIOBBIILICHHE

KOHIIEHTpaluy OMinpyOuHa BCIIEACTBUE PA3BUTHUS HApYIIEHUH, BbI3BAaHHBIX [€IaTUTOM.

Hapywenus co cmoponvl Kodtcu 1 NOOKOICHBIX MKAHEl

Heuacmo. Ko¥Has Cblllb, KOXKHBIHN 3Y/1;

Yacmoma neusgecmna: (poToceHcHOMIM3ALUs, QJIONELus, KpamuBHHULA, 00OCTpeHHE

XPOHMYECKON KpanuBHUIbI, aHTHOHEBPOTHUYECKUI OTEK, 3pUTeMa, OyJule3Has Chlllb, BKIKOYas

cugapom CruBeHca-/[DKOHCOHA ¥  TOKCHYECKHMH OSNUJEPMAIBHBI  HEKpPOJIU3, OCTPBIN

reHepaIn30BaHHbIN IK3aHTEMATO3HbIN MYCTYJIE3.

Hapywenus co cmoponuvl nouex u Mouesbi8o0suux nymeu

Yacmoma neuzgecmna: OCTpas o4e4Hasi HEAOCTATOUHOCTh, TyOYJIOMHTEPCTULIMAIBHBIN HEQPHT,

He(PUTUUECKUN CUHAPOM;

e 3ajiepKKa OKUIKOCTU/HATPHSL B OpPraHU3ME C BO3MOXHBIM pa3BHTHEM OTEKOB U
runepkagnemMuu (cm. paznenst 4.4 u 4.5);

® OpraHMYecKoe TMOpaXeHHE I0YeK, CIOCOOHOE  BbI3BIBATH  OCTPYIO  IOYEYHYIO
HEJOCTAaTOYHOCTh: COOOWIANOCh O EIMHUYHBIX CIIy4asX OCTPOro TYOYJISpHOTO H
MaNWUIIPHOTO HEKPO3a.

Obwue nHapywenus u peaxyuu 8 mecme 68e0eHus

Heuacmo: nepudepruyeckue OTeKH;

Yacmoma wmeuzsecmua: 0O0Ib U OUIYIIEHHWE XOKEHHS B MECTE€ BBEACHMS, pEaklUud B MECTe

BBEJICHUS, B TOM YMCJI€ JIMBEJOUIHAS BACKYyJIONAaTHsI, U3BECTHAs Kak cuHIpoM Hukomnay.

JlaHHBIE KIMHUYECKUX HCCIENOBAaHUN W SIUAEMUOJIIOTMYECKHE [aHHBIE [JAlOT OCHOBAaHHE

npeznonarars, 4ro npumenenue Hekotopbix HIIBIT (ocoGeHHO npu ATUTEIHOM NPUMEHEHUH B

BBICOKMX J[03aX) MOET OBbIThb CBSI3aHO C IOBBIIIEHHBIM PHCKOM Ppa3BUTHS apTepUaIbHBIX

TpoM0030B (Hampumep, HHpapKTa MUOKap/a U HHCYIbTa) (CM. pasmen 4.4).

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxno COO6H_IaTB 0 IOAO3PCBACMBIX HECKCIATCIBHBIX PCAKIUAX IIOCJIC PCrucTpanmuun
JICKApCTBCHHOT'O MMperapara ¢ LECJIbIO oOecreyeHus HCIMIPEPBIBHOI'O MOHUTOPHHTI'a COOTHOIICHUSA

«T07b3a — PHCK» JIEKAPCTBEHHOTO TpenapaTta. MeIuIMHCKAM pabOTHHUKAM PEKOMEHyeTCS
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Yyepe3 HalMOHALHBIE CUCTEMBI COOOIICHUS O HEXKEIATeNbHBIX PEAKIMIX TOCYIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHU4ECKOr0 COI3a.

Poccuiickas @enepanus

®denepanbHas ciayx0a 1Mo Haa30py B chepe 3apaBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKast Iiiomaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «MHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHMIITOMBI

[Ipu mepemo3upoBke KeTompodeHa MOTYT OTMEYaThCsl TOJIOBHAs OO0Jb, TOJIOBOKPYKEHUE,
COHJIMBOCTb, TOITHOTA, PBOTA, AUapes U 00yib B o0nacTy kxuBoTa. [Ipu CHIIbHON MHTOKCUKAITUU
HAOJI0/IATMCh TUIIOTOHMSI, YTHETEHUE JIbIXaHUS U JKeTYJ0YHO-KUIIIEYHbIe KPOBOTCUCHHUS.
Jleuenue

[Ipu pa3BUTHM JAaHHBIX CHUMIITOMOB TallMEHTa HEOOXOJAMMO HEMEIJICHHO IIepEeBECTU B
CIELUATM3UPOBAHHOE OT/IEJICHUE U HAYaTh CUMIITOMATHUYECKOE JICUCHHE.

Crneunduyueckoro aHTU0Ta HE OOHAPYKEHO.

5. PAPMAKOJIOTUMYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOICTBA

®dapmakoTepaneBTUYECKass TIPYIIA: [POTUBOBOCHAIUTENbHBIE W IPOTUBOPEBMATUYECKUE
IIpenaparsl; HECTEPOUIHBIE MPOTHUBOBOCIAINUTEIBHBIE U IIPOTHBOPEBMATHYECKHUE IIPENaparhl;
IIPOU3BOHBIEC MPOITMOHOBON KHCIIOTHI.

Kox ATX: MO1AEO3

MexaHHN3M e CTBUS

Ketonpoden sBisieTcsi HECTEPOUIHBIM MPOTHBOBOCHIAIUTEIBHBIM TpernapatoM. Ketompoden
omokupyet neiictBue (epmenta tukimookcureHassl 1w 2 (IOt m 1IOI2) m wactuyHO
JIMITOKCUTEHA3bl, YTO MPHBOAUT K MOJABICHUIO CHHTE3a MPOCTArJIaHAWHOB (B TOM YHCIE U B
IICHTPaJIbHOW HEPBHOW CHUCTEME, BEepOsITHEE Bcero, B runoranamyce). Cradbuinmsupyer in Vitro u
in VIiVO mumocomasbHble MeMOpaHbl, TMPU BBICOKMX KOHIIEHTpAIMsax iN Vitro kerompoden

MOIABIISIET CHHTE3 OpaIMKMHUHA U JICHKOTPHUEHOB.
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dapMakoarnHamMuueckue dbheKTh (MOCNEOCEA

Kerompoden obnagaer mpoTHMBOBOCHIATUTENBHBIM, aHAJIBI€3UPYIOUIMM U KAPOTIOHIKAIOIIUM
neiicreuem. KerompodeH He OKa3bIBaeT OTPUIATEIBHOTO BIMSHUS HA COCTOSIHHE CYCTaBHOTO
Xpsila.

5.2. DapmakoKMHEeTHYECKHE CBOMCTBA

AOGcopouus

[Tpy BHYTpUBEHHOM BBEACHUU KETONMPOQEeHa CpedHsst IUIa3MEeHHas KOHIICHTpALUs Yepe3 5 MUH
OT Havaja WHPY3MM W A0 4 MHUH IOCJIEe €€ NpeKpamieHus cocTaBisieT 26,4+5,4 MKr/mi.
buonocrynuocts cocranisietr 90 %.

[Ipu omHOKpaTHOM BHYyTpUMBbIIIeuHOM BBeneHHMH 100 mr kerompodena oOHapyKuUBaeTcs B
1a3Me KpoBH uepe3 15 MuH mocie Havyana uHQY3uH, a nmuKoBas KoHueHTparus (1,3 MKr/mi)
nocturaercs yepe3 2 4. buomocTynmHocTh KeTonpodeHa MoBBIIASTCS JIMHEWHO C YBETHYEHUEM
JTO3BI.

Pacnpenenenne

Kerompoden Ha 99 % cBsi3an ¢ GenkaMu 1ma3mMbl KPOBH, B OCHOBHOM C aJlbOYMHHOBOW (pakiueii.
O6beMm pacnipenenenus B Tkausx coctasiser 0,1 - 0,2 n/kr.

Keronpoden npoHukaer B CHHOBUAIBHYIO KUAKOCTb, U MPU BHYTpUBEHHOM BBeAeHuu 100 mr
yepe3 3 9 ero KOHIEHTpaIus Jocturaet 1,5 Mxr/mi, uro coctaBiser S0 % OT KOHIICHTpAIH B
wiasmMe KpoBu (okoso 3 Mkr/mun). Yepes 9 4 KOHUEHTpalusi B CHHOBHAJIBHOW >KHUIKOCTH
cocrapnusieT 0,8 MKr/mi, B miia3me KpoBH - 0,3 MKI/MIL, 4TO 03HAYAET, UTO KETONpOodeH MeICHHEE
MPOHUKAET B CHHOBHAIBHYIO JKMJIKOCTh M MeEHIJICHHEe BBIBOAUTCA W3 Hee. PaBHOBecHas
KOHIICHTpaIus KeTonpodeHa J0CTUTaeTCsl B KPOBU uepe3 24 4 mocie ero npuema. Y MalrueHToB
MOKUJIOTO BO3pacTa paBHOBECHAs KOHIEHTpAlUsl JOCTUrajach 4depe3 8,7 4 M cOCTaBisja
6,3 MKI/MJ1.

[Tocne omHOKpaTHOrO BHYTpHUMBIIIEYHOTO BBeneHUss 100 Mr kerompodeH oOHapyXHBaeTcs B
CIIMHHOMO3TOBOM KHJIKOCTH, KaK U B CBIBOPOTKE KPOBH, uepe3 15 MUH.

buorpaucdopmarms

Keronpoden mnonaBepraercss WHTEHCHBHOMY METAa0ONM3MYy C Yy4YaCTHEM MHMKPOCOMAIbHBIX
dbepmenToB neyeHn. OH CBA3BIBACTCS C TIIOKYPOHOBOM KHUCIOTOM U BBIBOAUTCS M3 OpraHU3Ma B
BHJIC TVIFOKYPOHHUIa. AKTUBHBIX META0OJIUTOB KETOIIpoQeHa HET.

DJIMMUHALMS

[Tepuon monyBeiBeaenus (T1/2) keronpodena coctanmuser 2 4. Jlo 80 % keTonpodeHa BHIBOAUTCS
noukamu B TedeHue 24 4, B ocHOBHOM (> 90 %) B popme rimtokypoHua keronpodeHa, U 0Koiao

10 % - yepe3 KUIICYHUIK.
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Oco0nie T'pYHOIIbI TAaMEHTOB

Tayuenmoi ¢ noueunoi HedOCMamouHOCMuIO

Y manueHTOB ¢ MOYEYHOW HEAOCTATOYHOCTHIO KETOMpPOQEeH BHIBOJUTCS MeIeHHEe, ero Ti/
yBeIM4MBaeTcs Ha | u.

Tlayuenmsi ¢ neueHoyHol HEOOCMAMOYHOCIBIO

Y ManuMeHToB C TEYCHOYHON HEAOCTATOYHOCTHIO KETOMPOPEH MOXKET aKKyMYJIHPOBATHCS B
TKaHSIX; TAKUM MalMEHTaM HEOOXOIMMO Ha3HAYATh MpernapaT B MUHUMAIBHON TepaneBTUICCKON
J103€.

Ilayuenmul nodcunoco eospacma

VY DanMeHToB MOXKWUJIOrO BO3pacTa METadOoIM3M M BBIBEACHHE KeTonpodeHa MPOTeKaroT
MeJIEHHEE, YTO UMEET KIIMHUIECKOE 3HAYCHHE TOJILKO IS TAIIHEHTOB CO CHIKEHHOU (DyHKIIMEeH

IIOYCK.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. Ilepeuenb BcioMoOraTe/ibHbIX BelIECTB

IIponuneHrmKosb

Oranon 95 % (B nepecuere Ha 100 % BemiecTBO)

ben3uioBelii coupt

Hatpus rugpoxcun (uist koppekuuu pH)

Boma nnsa nabeximii

6.2. HecoBmecTuMOCTD

Keromnpoden apmarieBTHIECKH HECOBMECTHM C paCTBOPOM TpaMajiojia U3-3a BbIMaIeHHs OCaIKa.
6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 roxa.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NPH XPAHCHUHU

XpaHWUTb B 3aIIUIIEHHOM OT CBETa MeCTe IIpU TeMiieparype He Boiie 25 °C. He 3aMopaxuBaTs.
6.5. XapakTep u cofep:kaHue NePBUYHOH YNIAKOBKH

[To 2 M penapara B aMITyJIbl CBETO3AIUTHOTO HEUTPATHHOTO CTEKJIa THI | C IIBETHOM TOYKOU U
HACeYKOW WJIM C LBETHBIM KOJBLIOM H310Ma. Ha ammyssl TONOJHUTENIBHO MOKET HAHOCUTBCS
OJIHO LIBETHOE KOJIBIIO.

ITo 5 amImyn moMemaroT B KOHTYPHYIO SYEHKOBYIO YIAKOBKY M3 IUIEHKH ITOJIMBUHAIXJIOPUIHOM.
I, 2 mmu 10 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK BMECTE€ C MHCTPYKIHEH MO MEAMIIMHCKOMY

MPUMCHCHHUIO TOMCIHIAIOT B KAPTOHHYIO YIIAKOBKY (naqu).
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6.6. OcoOble Mepbl NPELOCTOPOKHOCT npu' | Yrittoxenr | GicHbmuiosatoro

JIEKAPCTBCHHOI'0 nmpemnapara HJIH 0TX0/10B, MOJTYYCHHBIX mocJjie NMPUMEHECHUSA
JIEKAPCTBCHHOI'0 Ipemapara v Ipyru€ MaHUMyJIsiMu € rpenaparom

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHU S
Poccus
000 «ATomm»

445351, Camapckas o0:1., r. XKurynesck, yiu. ['mapoctpourenei, a. 6.

7.1. IlpencraBuTenb AepKaTesisi PpericCTPALMOHHOIO YA0CTOBePeHHUs

[Iperensuu morpebUTEIEH HAIIPABIIATH 110 AAPECY:

Poccns

000 «O308»

445351, Camapckas 061., r.0. XKurynesck, r. XKurynesck, yi. ['uapoctpoureneit, a. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PET'MCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JIATA TIEPBUYHOW PETMCTPAIIMM (MOATBEPKIEHUSA
PETACTPAIIAN, TEPEPETVCTPALIAN)

[lara nepBoii peructpanumu:

10. JATA IIEPECMOTPA TEKCTA

OOmast  xapakTepuCTHKa  JIeKapcTBeHHoro mpenapata Kerompoden  pmoctynmHa  Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro »KOHOMHMYECKOTO COr03a B HH(OPMALMOHHO-

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