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OBLIASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TPEITAPATA 708

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

KETOITPO®EH, 50 Mr/mi, pacTBOp AJisi BHYTPUBEHHOT'O U BHYTPUMBIIIICYHOTO BBEICHHS.

2. KAYMECTBEHHBINA U1 KOJTMYECTBEHHbBINA COCTAB

JleiicTByro1ee BeeCTBO: KETOMPOQeH.

Kaxxnprit Mt pactBopa conepkut S0 Mr ketorpodeHa.

Kaxnas ammymna o6semom 2 mit conepxkut 100 Mr keTomnpodeHa.

BcnomorarenbHble BelllecTBa, HATUYUE KOTOPBIX HA0 YUYHUTHIBATH B COCTaBE JIEKAPCTBEHHOIO
mpernapara: MpoMIJICHTITUKOIb, 3TaHOd (95 %), OeH3UIOBBIN CIUPT, HATPUH (cM. pazaen 4.4).

[TonHbIi epeyeHs BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBop 111 BHYTPUBEHHOTO M BHYTPUMBIIIIEUHOTO BBEIACHHUSL.

[Ipo3paunblii 6eCIIBETHBIN UITH C )KEITOBATHIM OTTEHKOM PacTBOP.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K NPUMEHEHHUIO
[Ipenapat KETOITPO®EH noka3aH kK IpUMEHEHHIO Y B3pOCIBIX U IeTel ¢ 15 neT B cneayommx
CIIyJasix:
— PpEBMAaTOUJIHBINA APTPUT;
— CEpOHETAaTUBHBIC aPTPHUTHI: AHKWIO3UPYIOMUNA crnoHAWIuT (Oose3Hb bexTepera),
MICOPUATHYECKUH apTPUT, peaKTUBHBIN apTpuT (cuHApOoM Pelitepa);
— mojarpa, IceBI0noiarpa;
—  OCTE0apTpHT;
— MWIPEHB;
—  PpaAUKYIUT;
— BHECYCTaBHBIC MPOSIBICHUS PEBMATHUYECKUX 3a00JIeBaHUN (TEHAWHUT, OYpCUT, KAIICYJIUT
TIJICYEBOTO CYCTaBa);
— TOCTTPaBMAaTUYECKUN U MOCIICONEPALMOHHBIN 00I€BOI CUHIPOM;
— 0oneBoOii CHHIPOM MPU OHKOJIOTHYECKUX 3a00JICBaHUSAX;
—  aJIbroJINCMEHOpEH.
[Ipenapat npeaHa3sHaueH JJi1 CHMITOMATUYECKOM Tepanuu, yMEeHbIIEHUS 00 U BOCTIAJIEHUS
Pa3IUYHOIO IPOUCXOXKIECHUS HA MOMEHT MCIOIb30BaHMs, Ha IPOrpeccCupoBaHre 3a00eBaHuUs

HC BJIHUACT.
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4.2. Pe:kuM 103MPOBAHUSA U CIOCO0 MPUMEHEeHMsI

PexxuM 103upoBaHus

MakcumanbHas cyrouHass jgo3a cocraBmsger 200 mr. HeoOxoawmmo THIaTenhbHO OIICHHUTH
COOTHOILIEHUE MpeJIoyiaraeMoil MoJIb3bl M pUCKa 0 Hayala npuema KeronmpodeHa B /103€
200 mr/cyTKH.

Brympumviuweunoe egedenue

PexomenyeMas no3a mpu BHYTpUMBbIIIeuHOM BBeeHUH cocTasisieT 100 mr (1 amnyna) 1-2 paza
B JICHb.

[TpoaoKUTENbHOCTS BHYTPUMBIIIEYHOTO BBEAEHHUS ITpenapaTa He JOJIKHA TPEBbIIAaTh 2—3 THEH.
[Ipn HEOOXOAMMOCTH MATBHEHIIYIO TEpamuio KEeTOMPO(EeHOM TMPOJOIDKAIOT C MPUMEHEHHEM
JIPYTUX JIEKApCTBEHHBIX (hOPM (TaOIETKHU, KarCybl, CYMTIO3UTOPUH).

Buympueennoe sgedenue

BryTtpuenHoe nHGY3MOHHOE BBEJCHHE KETOMPOo(heHa JOIKHO MPOBOIUTECS TOIBKO B YCIOBHSIX
CTallOHapa.

[TponomkurenbHOCT, WHMY3UHM TOJDKHA cOCcTaBisaTh oT 0,5 mo 1 4. BHyrpuBeHHBIN croco0
BBEJICHHS CJICTYET MPUMEHSATH He Oosiee 48 d.

Henpooonsicumenvuas 6HympuserHnas MHd)Vb’uﬂ

100-200 mr (1-2 ammynsl) kerompodena, pa3BeaeHHsix B 100 ma 0,9 % pactBopa HaTpus
xJiopuja, BBoauTcs B TeueHue 0,5-1 4.

IIpoodonsicumenvhasn 6HympuseHHas qu)Vb’uﬂ

100200 mr (1-2 ammynsl) keronpodena, pa3BeaeHHbIX B 500 mi mH(QY3HMOHHOTO pacTBOpa
(0,9 % pacTBOp HaTpus XJIOPHUAA, JIAKTATCOAEPKAIIUN pacTBOp PuHrepa, rioko3a), BBOAUTCS B
TE€YeHue 8 4.

Keronpoden MoxHO coueTaTh ¢ aHaJIbIeTHKAMU [IEHTPAJIbHOTO IEUCTBHUS; €r0 MOYKHO CMEIINBATh
¢ MoppuHoM B oxHoM duakone: 10-20 mr mopdpuna u 100-200 Mr xeronpodeHa pa3BoasT B
500 mn undyszuonHoro pactsopa (0,9 % pacTBop HaTpusi XJOpHIa WM JaKTaTCOAEp Kallui
pactBop Punrepa).

[Ipu HEOOXOOMMOCTH MapeHTepaIbHOE BBEACHUE IperapaTa MOXHO COYETaTh C MPUMEHEHUEM
nepopaibHbIX (HOpM (TaOJIETKH, KATICYJIbl) UIH PEKTATBHBIX CYMIO3UTOPUEB.

Oco0rIe I'pYHOIbI TAaNMEHTOB

Iayuenmor noxcunozo 6ospacma
Y DanueHToOB IOXKUIIONO BO3pAacTa CYIIECTBYET IIOBBIMICHHBIA PHUCK pa3BUTUS TSKEIBIX

MOCJIEACTBUI HEXETATEIbHBIX PEaKIIHil.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

MHUHHMAaJIBHOH O3Bl IIpenapara, moaaepKuBas B JalbHEHIIIEM MUHUMAIBHO 3 (EKTUBHYIO 103Y.
Tayuenmoi ¢ Hapywenuem yHKyuu novex

VY mnmanueHToB C MOYEYHOM HEAOCTAaTOYHOCTBHIO CPEIHEW CTENEHU TSHKECTH € KIMPEHCOM
kpeatnanHa (KK) menee 0,33 mur/c (20 Ma/MuH) 103y KeTonpodeHa ciaeayeT CHU3UTh.

Y [amMeHToB € TSOKETIOW TOYEYHOH HEJIOCTaTOYHOCTBIO TpPHMEHEHHEe KeTorpodeHa
MPOTUBONOKa3aHo (cM. pa3aen 4.3).

Ilayuenmul ¢ Hapywenuem ynKyuu neveru

VYV manueHToB ¢ XpOHWYECKON MEYEHOYHOM HEJOCTATOYHOCTHIO M MOHUKEHHBIM COAECPKAHUEM
CBIBOPOTOYHOTO aTb0yMHHA /103y KeTonpodeHa cieayeT CHU3UTD.

Y mnauuMeHTOB C TDKENOM TEYEHOYHOW HEJIOCTaTOYHOCThIO TPUMEHEHHE KeTonpodeHa
MIPOTHUBOIIOKa3aHo (cM. pasnen 4.3).

Croco0 ImpuMeHeHus

BHYyTpHUBEHHO, BHYTPUMBIIIEYHO.

Cneyuanvrvle Mepvl NPEOOCMOPONCHOCU

Nudy3nonnsie (rakoHbl ciemyeT oOEpHYTh YEpHOW Oymarod Wid alfOMUHHEBOW (POJIBroOM,
MOCKOJIbKY KETONIPO(EeH YyBCTBUTEINEH K CBETY.

4.3. llpoTuBONOKA3aHUS

— T'umep4yBCTBUTENHHOCTH K KETOMPOGEHY WIH IPYTHUM KOMIIOHEHTAM IMpernapara, a TakxKe
caldLuiaTaM WIM JPYTUM HECTEPOUAHBIM IPOTHBOBOCHIAIUTENBHBIM IpernapaTam
(HIIBID);

— TIOJIHOE WJIM HEMOJHOE COYeTaHhue OPOHXUATHHOW aCTMbl, aHTHOHEBPOTHYECKOTO OTEKa,
KPaUBHUIIBI, OCTPOTO PUHUTA, PEIUANBUPYIOIIETO MMOJIHUII03a HOCA MU OKOJOHOCOBBIX
nasyx ¥ HENEPEHOCHMOCTH alleTUIICATUITMIOBONH KuCioThl win apyrux HIIBIT (B Tom
YHUCJIe B aHAMHE3E);

— si3BeHHas OO0JIe3Hb JKENMyJKa WU JABCHAIIATUNICPCTHON KUIIKU B CTaJAUUA OOOCTpEHUs, a
TaKKe JKeTMyTOYHO-KUIICYHBIC S3BbI, KPOBOTEUCHUS U Tiep(oparum;

— XpOHHMYECKasl TUCHENCHs, BOCHAINUTEIbHbIE 3a00JIeBaHUS KUIIIEUHUKA, I3BEHHBIN KOJINUT,
6ose3ns KpoHa, TMBEpTUKYIIUT B CTaJAMH OOOCTPEHHUS;

— remodunus W JApyrde HAPYIIEHUS CBEPTHIBAEMOCTH KpOBM (B TOM  4HCIE
reMOpparu4ecKuil 1uaTes);

— Jerckuit Bo3pacT (1o 15 ner);

—  TsKellas MEeYeHOYHAast HEJJOCTaTOYHOCTh, aKTUBHOE 3a00JIEBaHUE ITEUEHU;

— Tsxkenas mnouewHas HegocratouyHocTh (KK menee 30 mu/MuH), Hporpeccupyronme

3a00JIeBaHUSs MMOYCK, NOATBCPIKACHHAA THIICPKATTUCMU,
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— JICKOMIICHCHpOBaHHAs cepjaeyHas HC,HONTaTO‘IHbI(;ITT; Hgﬂ% ﬁépg%ﬁmn mroy':r' TIpA

a0pPTOKOPOHAPHOM IIYHTHPOBAHUY,
— 1uepeOpoBaCKYISPHBIE U IPYTHE aKTHBHBIC KPOBOTCUCHHS,
— OepemMeHHOCTH B cpoke Oosee 20 Henenb (cM. pazzaen 4.6);
— TIEpUOJ TPYAHOTO BCKAPMIIMBAHUSI.

HDI/I BHYTPHUMBIINICYHOM BBCACHUUN.

— Hapymenue remocrasza Wiy OAHOBPEMEHHBIN ITPUEM aHTUKOATYJISTHTOB.
4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

C 0CTOPOKHOCTBIO

bponxnanpHas acTtmMa B aHaMHE3€, KIMHUYECKH BBIPDAXKEHHBIE CEPJEYHO-COCYAUCTHIE,
1epeOpoBacKyIsApHbIe 3a00eBaHus U 3a00sieBaHus nepudepruuecKux apTepuil, JUCTUIUICMHUS,
porpeccupyoniie 3ado1eBaHus NeueHu, TunepOnInpyOrHeMus, aIKOTOIbHBIN IUPPO3 MEYECHH,
MeYeHOYHAass HEIOCTaTOYHOCTh, ToueyHast HenoctatouHocTh (KK 30—-60 Mi/MuH), XpoHUYeCcKas
ceplieuHas HeJOCTaTOUYHOCTh, apTepuaabHas TUIIEPTeH3Us, 3a00IeBaHUs KPOBH, JIErHIpaTallus,
caxapHbIii 1nabeT, aHAMHECTHUYECKUE JaHHBIE O PA3BUTHUHU S3BEHHOTO MOPAXKECHUS JKEIYI0YHO-
kumeyHoro Tpakra (KKT), nanuune undexmmu Helicobacter pylori, Tspkenble comatndeckue
3a00eBaHus, TOXWION BO3pacT (cTapmie 65 jer, B TOM 4YHCJE MOJy4alolue IUYpPETUKH,
ociabJieHHbIE MAIlMeHTHI U MallMEeHThI C HU3KOM Maccoil Tena), KypeHue, COIMyTCTBYIOIIast Tepanus
AHTHUKOATYIISIHTaMH (HarpuMep, BapdapuH), aHTHarperantaMu (Harmpumep, aleTHIICATUIIIOBAs
KHCJIOTAa, HUKOPAHIWI), TJIOKOKOPTUKOCTEpOMJAMHU MJis IIpUeMa BHYTpPb (Hampumep,
NPEIHU30JI0H), CEJNCKTUBHBIMH WHTMOMTOpPaMU OOpaTHOTO 3axBaTa CEPOTOHHHA (HampuMmep,
UTAJIONpPaM, CEpPTPaIUH), MAIMEHTHl C YyMEHbUICHHEM o0ObeMa LHMPKYJIUPYIOIEH KPOBH,
nnutensHoe npumenenue HITBIL.

Oco0ble yKazaHus

C 1enpi0 CHIKEHHMS PUCKA PAa3BUTUS HEXKENATENbHBIX SBICHUNA KeTONpodeHa PeKOMEHIyeTCs
INpUMEHEHHE MUHUMAIBHON 3 QEKTUBHON 103bI B TEUCHHE MUHUMAJIBHO KOPOTKOTO MEPHO/IA.
Macxkupoexa cumnmomos 0CHO8HO20 UHDEKYUOHHO20 3a001e8AHUS

[Ipu npumMeHeHHn KeTonmpoQeHa CUMITOMbBI MH(PEKIIMOHHBIX 3a00J€BaHUNA MOTYT OBITH MEHee
BBIPa)KEHHBIMH, YTO MOKET MMPUBECTH K Y/UIMHEHUIO CPOKOB ITOCTAHOBKH MPABUIIHLHOTO THarHo3a,
OTCPOYCHHOMY Ha4ajly COOTBETCTBYIOILETO JICYCHHUS M YXYALICHUIO MCX0Ja MH()EKIHMOHHOTO
3a0oneBanus. YXy/lIeHne Ha0mo1an0ch Ha (oHe OakTepralbHOW BHEOOJIHPHUYHON ITHEBMOHUU
U 1pu OaKTepHabHBIX OCJIIOKHEHUSIX BETPSHOM ocmbl. B ciiydae npuMeHeHus keronpodena mpu
UHQEKIIMOHHOM 3a00JIEBaHUM I CHHKEHUS TEMIIEpaTyphl Tela WM KyNHpOBaHUS OOJIEBOTO

CHHJIpPOMa, PEKOMEHIyeTCsl 00ecriedeHue TIATeIbHOTO HaOII0IeHus 3a TeueHneM nHbeku. B
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aMOyJIaTOPHBIX YCIOBUAX, B CIIy4ae €CJIM CHMIITOMBI COXB&HH}AEC;[ T mm‘rg nauHeHTy

HEO00X0UMO 00paTUTHCS K Bpayy.

B ciygae oOHapyx)eHHs MPU3HAKOB HHPEKIIMOHHOTO 3a00IeBaHMsl, CIIEyeT OOpaTUTh BHUMAaHUE,
YTO TIPOTHBOBOCIIATUTEIbHBIC, 00€300IMBAIOIINE U KAPOTIOHIKAIOIINE CBOMCTBA KeTonpodeHa,
kak u apyrux HIIBII, MoryT MackupoBaTth OOBIYHBIE TPU3HAKH MPOTPECCUPOBAHUS HH(EKIIHH,
TaKHe KaK JINXOpajKa.

Jlexapcmeennoe 63aumooeticmaue

Crnenyer co0ionaTh OCTOPOKHOCTh IMIPU COBMECTHOM NPHMEHEHUHU C MpenaparaMu, KOTOpbIe
MOTYT  TIOBBICUTH  PHCK  00pa3oBaHUs  SI3B  WMJIM  KPOBOTEUEHHS, TaKUMH  Kak
TIIFOKOKOPTUKOCTEPOUABI JJIsi TpHeMa BHYTPb, AHTHKOATYISHTHI (Hampumep, Bapdapun),
CEJICKTHBHBIC MHTUOUTOPHI OOpAaTHOTO 3axBaTa CEPOTOHHWHA WM aHTHATPETAHTHI (HANpUMeED,
AIeTUJICATHIIMIIOBAS KUCIIOTA WM HUKOpaHami) (cM. pasnen 4.5).

Crnenyer m30eraTb COBMECTHOTO mpuMeHeHUsi ketompodena ¢ apyrumu HIIBII, Bxmrowas
CEJICKTHBHBIC MHTHOUTOPHI ITMKI0OKcureHasbl-2 (L{OI7).

Kenyoouno-kuweunwvle KposomeueHus, s36vl U neppopayuu

HIIBII cneqyet mpuMeHATh ¢ OCTOPOXKHOCTBIO y TIAIIMEHTOB ¢ 3a0oieBanusmMu opranoB JXXKT B
aHaMHe3e (S3BEHHBIH KOMHT, Oosie3Hh KpoHa), Tak Kak 3TO MOXET MPUBOJIUTH K 0OOCTPEHUIO
JTaHHBIX 3a00J1eBaHMil (cM. paznen 4.8).

Coo0mmanocr 0 pa3BUTHH KEITyJOYHO-KUIICUYHBIX KpPOBOTEUEHUH, 3B W mepdopamnmii (¢
BO3MOYKHBIM JIETAJILHBIM UCX010M) BO BpeMs mpumeHenus HIIBII Ha mo6oM sTane neueHus, BHE
3aBUCUMOCTH OT HAQJIMYWS YIPOXKAIOMUX CHMIITOMOB WM TshKenbix 3aboneBanuii JKKT B
aHaMHe3e.

Puck >xemyqouHO-KUIIEYHOTO KPOBOTEUEHUS, 3B000pa30BaHus WK nepdopauu MOBBIIIAeTCS
npu npuMmeHeHuH Oosee Beicokux 03 HIIBII, mpu Hanwuwmu si3BeHHOW 0OJIe3HW B aHAMHE3e,
0COOEHHO OCJIOKHEHHOW KPOBOTEUEHHEM MM mepdopaureid, U Ipu IPUMEHEHUHU Y MOKHIBIX
MAIUEHTOB. Y 3THX TPYII MalUEHTOB JICYCHHE CIEAYeT HAYMHATH C MUHHUMAIBHO BO3MOXKHBIX
n03. Cienyer pacCMOTPETb COBMECTHOE NMPUMEHEHUE C TacTPONPOTEKTUBHBIMHM IpernapaTaMmu
(HarmpuMmep, MM3O0IMPOCTOJIOM WM WHTHOWTOpAaMU MPOTOHHOW TOMIIBI) Yy JAHHBIX TIPYII
MAIMEHTOB, a TAaK)Ke Yy MAlMEHTOB, KOTOPHIM HEOOXOJUMO MPUMEHEHHUE alleTHJICATUIINIOBON
KHCIIOTHI B HH3KUMX J03aX WU JPYTUX [PermapaToB, TOBBIMIAOIINX PHCK Pa3BUTHUS
HexenarenbHbIX peakuuit co croponsl JKKT (cMm. paznen 4.5).

[TanineHTHI ¢ HEXeNnaTeIbHBIMU peakuusiMu co ctopoHbl JKKT B anamHese (0COOEHHO MaMeHTh
MOXKMJIOTO BO3pacTa) JODKHBI cO00maTh 000 BCeX HEOOBIUHBIX cuMITOMax co cTopoHsl JKKT
(Ipesxie BCEero O JKeMyTOYHO-KUIIIEYHOM KPOBOTEUYCHUHN ), B OCOOCHHOCTH HAa HAYAIBHBIX dTarmax

JICUCHMUA.
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CymIiecTBYIOT AMUIEMUOJIOTHYCCKAE JTaHHEIE, CBI/I,I[CTQ’I;C-'I‘E% “T(E%Iﬁlz;luﬂﬁme-ﬁpﬁnﬂ

KeTorpodeHa C BBICOKMM PUCKOM PA3BUTHUS TSHKETION KeNyJO0YHO-KUIIEYHOH TOKCHUYHOCTH,
CpaBHUMOH ¢ TakoBoH npu npumenenuu apyrux HIIBII, oco6eHHO B BBICOKHX /103aX (CM. pa3aen
4.3).

VY NanueHTOB MOKUIIOTO BO3PACTa CYILIECTBYET NMOBBIIICHHBIA PUCK Pa3BUTHS HEXKEIATCIBHBIX
peakiuii co ctoponsl KKT, Takux kak >ey0uHO-KHUIIEYHOE KPOBOTEUEeHUE U niepdopariust (c
BO3MOJKHBIM JIETATBHBIM UCXOA0M) (CM. pasnen 4.2).

OTHOCHTENBHBIA PUCK KEIyIOYHO-KUIICYHOTO KPOBOTEYECHHs YBEIMYMBACTCSA y MALMEHTOB C
HU3KOW MacCOH Tea.

B ciydae pa3BUTH JKeNy109HO-KUIIIEUHOTO KPOBOTEUEHUS MM 00pa3oBaHus s13B opranoB JKKT
IpY IPUMEHEHUU KEeTONpoQeHa, JIeUeHUE cIeyeT HEMEUIEHHO MTPEKPaTHTb.

Peaxyuu co cmoponwvr kodicu

OueHp peako coOOLIAIOCh O PA3BUTHU TSDKENBIX PEAKLUN CO CTOPOHBI KOXH (C BO3MOXKHBIM
JeTaTbHBIM UCXO0M), BKIIIOYasi SKC(OIMATUBHBINA AepMaTuT, cuHapoM CtuBeHca-/[)KoHCoHa U
TOKCUYECKHI dNuepMaibHblii HEKPOIU3, cBsi3aHHbIX ¢ npumeHenneM HIIBII (cm. pasnen 4.8).
HanGonpmmii puck pa3BUTHSA JAHHBIX COCTOSHUW TIPUXOJUTCS Ha Hayajlo Tepanuu, B
OONBIIMHCTBE CIY4YaeB OHU pPAa3BUBAINCh B TEUYEHHE IEpBOro Mecsua JjedeHus. Cremyer
NPEeKpaTUTh NPUMEHEHHE KeTompodeHa MpH MEPBOM IOSBICHUU KOXKHOW CBIMH, U3bA3BICHUS
CJIM3UCTHIX 000JI0UEK WIIH JTIOOBIX MPU3HAKOB TUIIEPUYYBCTBUTEIHHOCTH.

Cepoeyno-cocyoucmole peakyuu

JlaHHBIE KIMHUYECKUX MCCIEAOBAHUNM WM DIHMAEMHUOJIOTMYECKHE JaHHBIE IPEATNOIararT, 4YTO
npumMeHeHne HekoTopbix HITBIT (ocoOeHHO B BBICOKHMX [103aX U MPU MPOJOKUTEIEHOM JICUEHUH )
MOYET OBITh CBSI3aHO C MOBBIIICHHBIM PUCKOM Pa3BUTHS apTepHaATbHBIX TPOMOO30B (Hampumep,
uH(papKTa MUOKapJa WM MHCYNbTa). Ha OCHOBAaHMU MMEIOIIMXCS JIaHHBIX HENb3sl UCKIIIOUMTh
TaKOM PHUCK ITPHU IPUMEHEHUH KETOoIpo(eHa.

Coo01manoch 0 TMOBBIIIEHUH PHUCKA Pa3BUTHS apTEPUANBHBIX TPOMOO30B INPHU NPHUMEHEHHUH
HeacriupuHoBbIx HIIBII anst kynupoBaHus nepHONEpaliMOHHBIX O0Jiel mpu a0pTOKOPOHAPHOM
LIYHTUPOBAaHUHU.

Heobxomumo coOmrogaTh OCTOPOXKHOCTh TPHU TNMPUMEHEHMH KeTomnpodeHa y TMalHueHTOB ¢
NOBBIIIEHUEM apTEepPUaIbHOTO JaBJICHHUS B aHAMHE3€ H/WIM CEPAEYHON HEI0CTaTOYHOCTBHIO
JIETKOM M CpeHel cTeneHu TSHKeCTH, Tak Kak rnpu npumenennn HIIBII coobmanocs o 3aaepxke
KUAKOCTH U Pa3BUTHH OTEKOB.

Bnusanue na ¢ynxkyuio novex

Bo Bpemst Hauana JiedeHus cienyeT THlaTeabHO HaOmoaaTh 3a (PyHKIMeH MoYeK y MalueHTOB C

CepACYHONH HEIOCTaTOYHOCTHIO, LHUPPO30OM WM HEPpO30M, Yy TNAlMEHTOB, MOIYYAIOIIUX
6
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TUYPETUUYECKYI0 TEpamnuio, U y IaIlUeHTOB C XDOHI/I‘&Q)K -l%'Q‘JTéE"I-TLI(ErIIIlE)HeK J_O'dobelllnlio y

MOKUJIBIX TAIIMEHTOB). Y 3THUX TPYII MAIIUEHTOB MPUMEHEHHUE KeTonpodeHa MOKET MPUBECTH K
CHI)KCHHMIO TIOYE€YHOTO0 KPOBOTOKA, BBI3BAHHOMY WHTHOWPOBAHHEM TPOCTATTAHINHOB, U
JIEKOMITCHCAIIMH TIOUY€YHON (PYHKITHH.

Brusnue na ¢pynxyuro newenu

Y manueHToB ¢ OTKIOHEHUSIMHU B (QYHKIIMOHATBHBIX TECTaX NIEYCHU WU C 3200ICBaHUSIMU MTEYCHH
B aHaMHe3€ CJeAyeT NEPUOJUYECKH KOHTPOJMPOBATh YPOBEHb «II€YEHOUHBIX)» TPAHCAMHHA3,
0COOEHHO TIPH ITTUTEITHHOM JICYCHHH.

HmmyHnonoeuueckue peaxyuu

VY manueHtoB ¢ OpPOHXHMAJIHHON acCTMOH B COYETAaHMM C XPOHHUECKUM PUHUTOM, XPOHUYECKHM
CUHYCHUTOM W/WIH TIOJHWIIAMH HOCOBOW IOJOCTH CYIIECTBYET OoJiee BBHICOKHU PHCK Pa3BUTHUS
AUIEPTHYECKUX PEAKIUN K aneTuicanuuuioBoil kucinore w/winu HIIBII, yem y apyrux nromei.
[IpumeHeHue STUX TpenapaToB MOXKET NPUBOJUTH K AaCTMAaTHUYECKUM MPUCTYNAM  HIIH
OpoHxocma3zMy, OCOOCHHO Yy MAIlMEHTOB C ajliepruell Ha aneTWICATUIMIOBYIO KHUCIOTY WU
HIIBII B anamue3e (cM. pasznen 4.3).

T'unepranuemus

Bo3MoxHO pa3BUTHE THTIEPKATUEMUN, OCOOCHHO Y TIAIMEHTOB C CaXapHbIM TUa0eTOM, ITOYECTHOU
HEJIOCTAaTOYHOCTHIO W/WIIM TP COBMECTHOM MPUMEHEHUH C KaMicOeperarouMy mpenaparaMu
(cM. pazzmen 4.5). YV Takux MaMeHTOB CIEAYeT TIIATeIbHO KOHTPOJIUPOBATH YPOBEHD KA.
Jlpyeue ykazanus

[Tpu mmurensHom npumenenun HIIBIT HeoOXoauMo mepHOIUYECKH OIEHWBATH KIMHUYCCKUN
aHaJIN3 KPOBHU, a TAK)KE KOHTPOIHPOBATH PYHKIIHUIO MOYEK U MCUCHHU.

[Ipu cunbHO BBIpaXKEHHOM 0OJIEBOM CHHAPOME BO3MOKHO BHYTPUBEHHOE BBE/ICHHE KETONpodeHa
COBMECTHO C MPOU3BOIHBIMU MOp(HUHA.

BcnoMorarenbHEIC BEIECTBA

IIponunenenuxons

Bxoasimuit B cocraB mpommiieHTIuKonb (800 Mr/mo3a) MOXKET BBI3BIBATH CUMIITOMBI, CXOXKHE C
IPUEMOM aJIKOTOJIsl.

Omanon

JlaHHBIN J1EeKapCTBEHHBIN Npenapar colepkut 95 % sTaHona (aakorosb), 4YTO COOTBETCTBYET
12,5 % ob6bemMHOTrO0 cofiepkanus, To ecTh 10 200 MT Ha 103y, YTO paBHO 5 MJI TUBA WK 2 MJI BUHA
Ha J103y.

DTaHoI BpeJeH Ui JIUI C alKoroau3MoM. Heo0xo1uMo yuyuThiBaTh OEpeMEHHBIM M KOPMSIILIUM
TPYABIO )KEHIIIUHAM, JIETSM U TAKUM TPYIIIaM BBICOKOTO PUCKA, KaK IMAIlUEeHTHI ¢ 3a00JIeBaHUSMHU

E€YEHU U DIUJIETICUEH.
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benzunosuiii cnupm

Bxomsmumii B cocraB OeH3mnoBblii cniupT (40 Mr/mo3a) mpOTHBOIIOKAa3aH HEJOHOLICHHBIM H
HOBOPOXKJCHHBIM JIETSM. BeIecTBO MOXKET BBI3BIBATH TOKCHYECKHE U aHA(pUIAKTOUTHBIC
peaKIUM y MITQJICHIIEB U JIeTel 110 3 JIeT.

Hampuu

Jannblii penapar conepxut MeHee 1 mmonb (23 mr) Hatpus B 1 ammnyne (1 mo3e), To ecTh o
CYTH HE COJEPKUT HATPHUSI.

4.5. B3aummopaeiicTBMe ¢ JPYrHMH JIEKAPCTBEHHbIMH MNpenaparamMu W JApyrue BHAbI
B3aNMOJAEHCTBUSA

IIpenaparhl, COBMECTHOE IPUMEHEHHE C KOTOPBIMHU HE PEKOMEHIYETCS

Hpyeue HIIBII (éxniouasn cenekmuguvie uneubumopst L[OI) u caruyunamol 8 8biCOKUX 003AX:
MOBBILICHHBIA PUCK PA3BUTHS 3B U KPOBOTEUEHUH HKENyIOUHO-KUIIIEYHOTO TPAKTa.
Aumuxoazynanmol

[ToBbIIEHHBIN PUCK Pa3BUTHS KPOBOTEUCHHI MPU COBMECTHOM MPUMEHEHUU CO CIICTYIOIIUMHU
npenapaTramu:

- TeNapuH;

- agTaronucTel BuTamuHa K (Hanpumep, BapdapuH);

- HHTUOUTOPBI arperauy TPOMOOILUTOB (HAIIpUMEp, TUKJIOMHUINH, KIOMUIO0Tpe);

- HHTUOUTOPBI TPOMOMHA (HarpuMep, Ja0UraTpan);

- IpsiMble  UTHTHOWUTOPHI (aKkTOpa CBEpThIBaHWUA Xa (HampuMmep, amukcabaH, puBapokcabaH,
3710KcabaH).

Ecnmu coBMecTHOro TpHMEHEHHUs HeNb3s M30eXaTh, 3a MAIMEHTOM CIIEIyeT OCYIIECTBISAThH
TIIATETFHOE HAOIOICHUE.

IIpenapamol iumus

W3-3a CHUKEHUS ODKCKpPEIMH JIMTUS TOYKaMU BO3HHUKAE€T PHUCK MOBBIIIEHHS IJIA3MEHHBIX
KOHI[EHTPAIUH JINTUSI, HHOT/Ia JOCTUTAIOIINX TOKCUYECKOTO YPOBHHI.

Cnenyer THIATENBHO CIEIWTh 3a YPOBHEM JIMTHS B IIJJa3M€ KPOBU M CBOEBPEMEHHO
KOPPEKTUPOBATH J103y MPENapaToB JUTHS BO BpeMs U nocie npumenenus: HIIBII.
Memompexcam 6 0o3ax ceviuie 15 me 6 nedenio

[ToBbIIaeT reMaToONOTHYECKYI0 TOKCHYHOCTh METOTpEKcaTa, 0COOCHHO MPHU €ro NPUMEHEHUU B
BBICOKHX J03ax (0oyiee 15 MT B HEEII0), UTO, BEPOSITHO, CBA3aHO C BHITECHEHUEM METOTpPEKcara,
CBS3aHHOTO OelKaMH, U CHHKEHHEM ero MOYeYHOTo KiupeHca. MHTepBan BpeMEHH MEXKAY
MpEeKpaleHUeM WM HayaloM Tepanuu KeTonmpopeHOM U NPUEMOM METOTpeKcara JOJKEH
COCTaBJISITh HE MeHee 12 yacos.

IIpenapatrsl, Ip¥ COBMECTHOM IMPUMEHEHHUM ¢ KOTOPEIMU CIIEAYET CO6JIIOI[aTI> OCTOPOKHOCTDH
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Jluypemuueckue cpedcmea

Ha ¢one Ttepamuu xeTrompodeHOM MANMUEHTHI, MPUHUMAIOIINE JUYPETUKH, OCOOCHHO MpH
pa3BUTHM JETHApaTallMi, UMEIOT OoJjiee BBICOKHM PHUCK pPAa3BUTHS BTOPUYHOM IOYEUHOM
HEJO0CTATOYHOCTHU BCIIEJCTBUE CHUKEHHSI TOUYEYHOTO KPOBOTOKA, BHI3BAHHOTO MHTMOMPOBAaHUEM
cCUHTe3a mpocTarianauHoB. [lepen HadaaoM mpUMeHEHHs KeTomnmpodeHa y TaKuX MaleHTOB
clieflyeT TPOBECTU perujapaTallioHHble Meporpustusa. [locne Havana jedeHHs HEOOXOIUMO
KOHTPOJHMPOBATH (D)YHKIIMIO MTOYEK.

Hueubumoper aneuomenzunnpespawjaroujeco gpepmenma (AIIP) u anmazonucmol peyenmopos
aneuomensuna Il

CoBmecTHOE TpUMEHEHHE mpernapara ¢ uHruouropamu AIID u Orokaropamu peLEnTOPOB
aarnoteHsuHa Il y manweHToOB ¢ HapymieHUsSMU (QYHKIUM MOYeK (P ACTHApATAINH WIA Y
MAIMEHTOB MMOKUIJIOTO BO3PACTa) MOXKET MPUBECTU K YCYTyOJIeHUIO yXyAlIeHUs QYHKIUU MOYeK,
B TOM YHCJIE€ K Pa3BUTHUIO OCTPOM MOYEYHON HEJOCTATOYHOCTH.

Memompexcam 6 dozax Hudce 15 me 6 nedenro

B Tedenue nepBbIX HEJEIb OJJHOBPEMEHHOTO IPUMEHEHHS KeTonpodeHa 1 MeToTpekcara B J103€,
HE MPEBBIMIAOIIEH 15 Mr B HEAENIO, CAEAYET €XKEHENEeTbHO KOHTPOJIUPOBATh aHAIN3 KPOBH. Y
MAIMEHTOB TOXKUJIOIO BO3pacTa WJIM MPHU BO3HMKHOBEHUU KAKUX-THMOO MPU3HAKOB HApYIIEHUS
(GYHKLIMHU TOYEK CIIeTyeT BITOIHATH UCCIIEJOBAHUE Yallle.

Tenogosup

CoBmecTHOE TpuMeHeHne TeHo(doBupa nucornpokcui pymapara u HITBIT MoxeT moBbImaTh puck
Pa3BUTHUSA ITOYEUYHON HEAOCTATOYHOCTH.

Huxopanoun

CoBMecTHOE nipuMeHeHne Hukopananiaa u HIIBIT MoxxeT moBbIIATh pPUCK PA3BUTHUS CEPHE3HBIX
OCJIOKHEHUH, TaKUX KaK s3BbI, iepdopanus u kpoBoreueHue u3 opranos JKKT (cm. paznen 4.4).
Cepoeunvie enuxko3uobl

He Obuto ormeueHO (hapMaKOKMHETHUECKHX B3aWMOJEHCTBHIA MEXIy KEeTONMpopeHoM H
JUroKCMHOM. OJHAKO NpPU UX COBMECTHOM IPUMEHEHHMHU CIIEAYEeT COOII0AaTh OCTOPOKHOCTH,
OCOOEHHO y TMAaIMEHTOB C MOYEYHOW HEAO0CTATOYHOCTHIO, mockoinbky HIIBIT moryTt ocmabnsate
(GYHKIMIO TOYEK U CHIKATh MOYEYHBIN KIMPEHC CepCUHbIX TNIMKO3HIOB.

ITpenaparsl, B3aUMOJICHCTBHE C KOTOPBIMH CIICAYECT YUHTHIBATD

AnmueunepmensusHule npenapamsi (bema-oroxamopwl, uneubumopsr AIID, ouypemuxu)

Puck ocnabneHuss aHTUTHUNEPTEH3UWBHBIX JddekToB (3a cyer wuHruOupoBanus HIIBII
Ba30IWJIATHPYIOIINX TPOCTArJIaHIuHOB).

Cenexmuenvie uneubumopwvt oopamnozo 3axeama cepomonuna (CHO3C)

[loBBILIEHHBIN PUCK PAa3BUTHS JKETYJOUYHO-KUILIEYHBIX KPOBOTEUEHUH (CM. paszzaen 4.4).
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Tpomborumuxu

IToBBIICHHBIN PUCK PAa3BUTUSA KPOBOTCUCHHUS.

Pucku, ceazannvie ¢ cunepkanuemuei

OnHOBpEMEHHOE MPUMEHEHHE C COJISIMH Kajius, KaJuiicOeperalomumMu JIUypeTHKaMH,
uaruoutopamu  AIl®,  Omokatopamu  penentopoB — anrumotensuna  II,  HIIBII,
HU3KOMOJICKYJISIPHBIMU TelapuHaMM, LHUKIOCIIOPUHOM, TaKPOJIMMYCOM M TPUMETOIPHUMOM
MOBBIIIACT PUCK PA3BUTHS TUNIEPKATNEeMU. PUCK rUniepKaIneMuH MOBBIIIAETCS, €CIIN YKa3aHHBIE
BBILIIE [TPENApaThl IPUMEHSAIOTCS COBMECTHO.

Pucku, cesazannvle ¢ anmumpombomuueckum d¢hgexmom

[IpuMeHeHHEe HECKOJNBKMX aHTHArperaHTHBIX MpernapatoB (Tupoduban, snutududapun,
abuukcrMab, WIOMPOCT) MOBBIIIAET PUCK PA3BUTHS KPOBOTCUCHHUS.

Mugenpucmon

HIIBII moryT ymensiiats 3¢ dhektuBHocTh Mudenpucrona. [Ilpuem HIIBII cnenyer HaunHath He
panee, uem uepe3 8—12 nHel mocne 0OTMEHbI MU(ENPUCTOHA.

ITpenaparsl, B3aUMOJACUCTBHE C KOTOPLIMH CISAYET NPUHUMATh BO BHUMAHHE

[Ipu oHOBpEMEHHOM MPUMEHEHUH € LIUKJIOCTIOPUHOM, TAKPOIMMYCOM BO3MOKEH PHCK Pa3BUTHS
aJIMTUBHOTO HEPPOTOKCHUECKOTO ACUCTBUS, OCOOCHHO y MAIMEHTOB MMOKUIIOTO BO3pPaCTa.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

HNurubupoBanne cHHTE3a MPOCTATIAaHANHOB MOXKET OKa3aTh HEXKeIaTeIbHOE BIMSHUE HA TCUCHHE
OepeMEeHHOCTH W/WIM Ha SMOpHOHANbHOE pa3BuTHE. JlaHHBIE, TOJXy4YEHHBIE B XOJE
SMUAEMHOJIOTHYECKUX UCCIeI0BaHUM MTPU MPUMEHEHUH HHTUOUTOPOB CUHTE3a MPOCTarjJaHAnHOB
Ha PaHHUX CpoKax OEepeMEHHOCTH, MOJATBEP)KIAIOT IOBBIIIEHWE PHUCKA CaMOMPOU3BOJIHHOTO
abopta u popmupoBanus mopokos cepana (~1—1,5 %). Puck moBeImaercs ¢ yBeInueHUEM 03B
U JTUTEIILHOCTH JICUCHUSI.

Ha3znauats npenapar 6epeMeHHbBIM >KEHIIIMHAM B cpoke 10 20 Heslenb BO3MOXKHO TOJIBKO B ClIydae,
KOrja TMpeuMyliecTBa Ui MaTepu ONpPAaBIbIBAIOT BO3MOXHBIM pUCK ais miona. B ciydae
JIOKa3aHHOM IMOJIb3bI TPUMEHEHUs KeTonpodeHa y )KeHIIUH B cpoke OepeMeHHOCTH 110 20 Hefelnb
U Yy OKCHINWH, IUIAHUPYIOIIUX OEpPeMEHHOCTh, CIIEyeT MPUACPKUBATHCS MHUHUMATHHON
3 PEeKTUBHOM 103bI IpenapaTa u NpOJI0JKUTEIBHOCTH JICUCHHUS.

Bo Bpems Il tpumecTtpa GepeMEHHOCTH BCE€ MHTHOMTOPBI CHHTE3a MPOCTArjaHAWHOB MOTYT
OKa3bIBaTh TOKCHUYECKOE BIUSHUE Ha IUIOA, NPUBOAS K MPEKIECBPEMEHHOMY 3aKPBITHIO
apTEpUAIILHOIO MIPOTOKA U JIerouyHoi runeprensun. He cnenyer npumenars HIIBII sxeHmubam ¢
20-i1 Hemenu OEPEMEHHOCTH B CBSI3M C BO3MOXKHBIM Pa3BUTHEM MAJIOBOJUS W/WJIHM MATOJIOTHUU

MOYEK Y HOBOPOXK/IEHHBIX (HEOHATaJIbHAs [TOYE€YHAsi HEJOCTaTOUYHOCTb).
10
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pOI[OBOI\/'I AKTUBHOCTH MATKW U YBCIMYCHUC BPCMCHU KPOBOTCUCHHUA HAKC IMPHU MPUMCHCHHUU
HU3KHX 7103 KeTonmpodeHa.

CrnenoBaTenbHO, MPUMEHEHHE KeTonpodeHa B cpoke Oosiee 20 HeJenb MPOTUBOIIOKA3aHO.
Jlakranus

Ha ceropssiimauii MOMEHT OTCYTCTBYIOT JIaHHBIE O BBIICJICHUH KETONPodeHa B rpyAHOE MOJIOKO,
MO3TOMY IIPUMEHEHHE KeTonpodeHa Npy rpyITHOM BCKapMIUBAaHUH HE PEKOMEHI0BAHO.

DepTUILHOCTE

[Ipumenenue ketorpodeHa MOXKET BIUATh Ha KEHCKYIO (epTUIILHOCTb, TO3TOMY Mpenapar He
pPEKOMEHAYETCS NPUMEHSATh IKCHIIMHAM, I[IJIaHUPYIOIMM OepeMmeHHoOCTh. [lamueHTtkam c
OecrutogueM (B T.4. MPOXOIAIIUM 00CIEIOBAHUE) CIIEAYET PACCMOTPETh BOIPOC 00 OTKase OT
HIIBIL.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMu

Jannpix 00 orpunarensioM Biaustaud npenapata KETOIIPO®EH B pekomMeHayeMBIX 103aX Ha
CIOCOOHOCTh K YIPABICHHIO aBTOMOOWJIEM WM pabOTy ¢ MeXaHW3MamHu HeT. Bmecte ¢ Tem
nanueHTaM, y KOTOphIX Ha (¢oOHE TpPUMEHEHHs Tpenapara BO3HHUKAIOT COHJIUBOCTb,
TOJIOBOKPY>KEHHUE, CYZI0POTH UIIH APYTHe HEMPUATHBIC OIIYILIEHHS CO CTOPOHBI HEPBHOW CUCTEMBI,
BKJIIOYas HapyLICHUE 3PEHUs, CIeIyeT BO3IEPKAThCs OT BOXKACHUS aBTOTPAHCIIOPTA M 3aHATHHA
MOTEHILIMAJIbHO OMACHBIMHM BHJIAMHU JI€ATEIbHOCTH, TPEOYIOUIMMH MOBBIIMIEHHOW KOHIEHTpaLUu
BHUMaHUs U ObICTPOTHI ICHXOMOTOPHBIX PEAKIIHIA.

4.8. HexxenaTesibHbIE peaKIUU

Pesrome npoduiis 0esonacHocT

Pe3ynbrarhl Kak KIMHUYECKHX, TaK U JMHJIEMHUOJOTUYECKUX HCCIEAOBAaHUN CBHUJIETENbCTBYIOT,
yT0 npu npuMeHeHnr HeKoTopbix HIIBIT (oco6eHHO B BRICOKHX /103aX M B TCUCHHUE JTUTEIHHOTO
Iepuosia BPEMEHH) PUCK BO3HHUKHOBEHHUS apTEpUalbHBIX TPOMOO30B (Hampumep, HHQapPKT
MHUOKAapJa WK UHCYJBT) MOXKET MOBBIIIATHCS.

Haunbosiee dYacto perucTpupyroTcs HexenarelnbHble peakmuu co croponbl KKT. Moryr
BO3HUKAThH $3BBI JKENyJKa, epdopanuu Wi KelyAo4HO-KUIIeUHble KPOBOTEUEHHS, HHOTIA C
JeTaTbHBIM UCX00M, OCOOCHHO Y JIIOAEH MOXKHUIIOTO BO3pacTa.

PesroMe HexxenaTeabHbIX peaKInui

[To mamapiM BcemupHoi opranusanuu 3apaBooxpanenus (BO3) HexemarenbHble 3P deKThI
KJIaccu(UITUPOBAHBI B COOTBETCTBUU C MX YAaCTOTON Pa3BUTHUS M CHCTEMHO-OPTaHHBIM KJIacCOM
CIeayroIuUM 00pa3oM: odeHb dacto (>1/10), wacro (>1/100, <1/10), meuacto (>1/1000, <1/100),

peako (>1/10000, <1/1000) u ouenp peakxo (<1/10000), yacroTa Heu3BecTHa (YACTOTY
11
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Hapywenus co cmoporbl kposu u JluMCbamull€CKOL7 cucmennvl

peoKo. TeMopparnvyecKkas aHeMHs;
yacmoma  Heu3eecmHa: arpaHyJoIUTO3, TPOMOOIUTONEHHUS, TEMOJIUTHYECCKAs aHEMUs,
JIEUKOIICHUS.

Hapywenus co cmoponbt uMMyHHOU cucmembl

yacmoma Heuzgecmua: aHaQUIAKTUICCKHIE PEaKIUH (BKIIOYast aHaQUIaKTUISCKUH 110K ).

Hapywenus MemabonuMa U NUMAHUS

yacmoma Heuzgecmua: TUTIOHATPUEMHUSI, TUIIOKaTueMus (cM. paszen 4.4).

Tcuxuueckue napyuieHus

yacmoma Heuszeecmrd. CIIYTAaHHOCTb CO3HAaHUA, SMOIIMOHAJIbHAA J1a0UIILHOCTb.

Hapyuwenus co cmoponsl Hepsroil cucmembi

He4yacmo. T0JIOBHaA 60J'IB, TOJIOBOKPY>KCHHUEC, COHIIUBOCTD,
yacmoma Heusz8ecmHa. aCenTUISCKU MCHHHIUT, CYyAOpPOTH, BEPTUTO.

Hapyuwenus co cmopomnbl opeana 3perus

pedKo.: HEYeTKOCTh 3peHus (cM. pasnen 4.4).

Hapywenus co cmoponsl opeana ciyxa u Jzaéupunma

peoxo: UIyM B yllax.

Hapywenus co cmopousi cepouya

yacmoma Heuszeecmua. CEpACHHAI HEAOCTATOYHOCTD.

Hapywenus co cmoponst COCV()OG

yacmoma  Heu3eecmua: TOBBILICHUE apPTEPUATBbHOIO  JABJICHUS, BacKYJIHUT (BKIOYas
JEMKOLMTOKIACTUUECKUN BaCKYJINT).

Hapywenus co cmoponst ObIXAMEnbHOU cucmemsl, opeaHos ZDV()HOIZ KinemkKu u cpef)ocmenuﬂ

pedko: 000CTpeHne OPOHXUATBLHON aCTMBI;
yacmoma Heuzgecmua. OPOHXOCNA3M (B OCOOCHHOCTH Y MALMEHTOB C TUIIEPYYBCTBUTEIHLHOCTHIO

x HIIBII), punur.

JKenyoouno-xuwieunvie Hapyuenus

yacmo: TOIIHOTA, PBOTA,

Heuacmo: 3a1op, [uapes, TaCTpuT;

peoKo: IeNTUYECKas s3Ba, CTOMATHUT;

yacmoma Heuz8eCcmMHA. KEIyTOUHO-KUIIIEYHOE KPOBOTEUEHUE, epdopaliys OpraHoB KelyI104HO-
KMILIEYHOT O TPAKTa, HAHKPEATUT.

Kenynouno-kumeqnbiit suckoMdopt, 60Ib B )KETYIKE U peIKUEe CITy4au KOJIUTA.

Hapywenusa co cmoponsl nevenu u Ofceﬂll€8b1600ﬂ1/l4ux nymetl

12
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KOHIICHTpAaunu 6I/IJII/Ipy6I/IHa BCJICACTBHUC PAa3BUTUA HapyH_IeHI/II\/'I, BbI3BAHHBIX I'CIIATUTOM.

Hapywenus co cmoponsi Kodicu 1 NOOKONCHbIX MKAHEl

Heuacmo: KOKHas ChIllb, KOXKHBIN 3y1I;

yacmoma  HeuzgecmHa:  (POTOCEHCHUOWNIM3alMs, aJoNelus, KpalnuBHUIA, O0OOCTpeHHE
XPOHUYECKON KpamuBHUIbI, aHTHOHEBPOTHYECKUH OTEK, dpUTeMa, OyJuie3Hasi Chillb, BKIIOYAs
cugapom CruBeHca-/DKOHCOHa UM TOKCHYECKMH SNHUIEPMAIBHBIM  HEKpOJU3, OCTPBIN
reHepaJIn30BaHHbBIA K3aHTEMATO3HBIN MyCTYJIE3.

Hapywenus co cmoponsl nouex u MOU@Gbl@Odﬂmux nymeu

yacmoma HeuzgecmHa: OCTpas MoYeyHasi HEAOCTATOYHOCTb, TYOYJIOMHTEPCTUIINATIBHBINA HEPPUT,
HEPPUTHUECKUIN CUHAPOM;

- 3aJIepKKa JKUJIKOCTH/HATPUS B OPTaHU3ME C BOSMOYKHBIM Pa3BUTHEM OTEKOB U TUIIEPKATUEMUHN
(cm. pazpensl 4.4 u 4.5);

- OPraHUYEeCcKOe MOPAXKEHHE MOYEK, CHIOCOOHOE BHI3BIBATH OCTPYIO MOYEYHYIO HEAOCTATOUYHOCTS!
co00MIaI0Ch O €AMHUYHBIX CIIyYasiX OCTPOro TYOYJISIPHOTO M MaNMIISIPHOTO HEKPO3a.

061141/!6 HapyuweruAa u peakuyuu 6 mecme 66€0€Hs

Heuacmo. iepupepuIecKue OTeKH;
yacmoma Heusgecmua: OO0Nb W OIIYIIEHHE XKEHHS B MECTE BBEJCHMSA, PEAKIMU B MECTe
BBEJ/ICHMSI, B TOM YHUCJIE JIUBEJIOUIHASI BACKYJIONATHs, U3BECTHAs KaK cuHApoM Hukomnay.

COO6H_ICHI/IC O ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coob1maTh 0 o03peBaeMbIX HeXelaTeNbHbIX PeakusaX Mociie perucTpaluy npemnapara ¢
[ENbI0  O0ECIeUeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIEHHUS «II0Jb3a — PHUCK»
JIEKapCTBEHHOTO TIpenapara. MeauIMHCKUM paOOTHUKAM PEKOMEHIYETCS COOO0IaTh O JII0OBIX
MOJI03PEBACMBIX HEXKENATeIbHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpernapara 4epe3 HaIllMOHAJIbHBIC
CUCTEMBI COOOIIEHUST O HEXKEeNaTeIbHBIX PEAKIHIX TOCylapcTB — uJIeHOB EBpasuiickoro
HKOHOMHUYECKOTO COI03a.

Poccuiickas @enepanus

denepanpHas cayx0a mo Haa3opy B chepe 3apaBooxpanenus (PocsnpaBaanzop)

Anpec: 109012, r. Mocksa, CriaBsiHCKasl miiomaib, 1. 4, ctp. 1

Tenedonsr: +7 (800) 550-99-03, +7 (499) 578-02-20

@axc: +7 (495) 698-15-73

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJIEKOMMYHUKALMOHHOM ceTH «MHTepHeT»:

http://www.roszdravnadzor.gov.ru

4.9 Ilepeno3upoBka
13


http://www.roszdravnadzor.gov.ru/

COOTBETCTBYET ZKCNEPTHOMY OTUETY
2.01.2026 N2 105

oT 1.2 21
(MOCNEOOBATENEHOCTE 0008)

CHUMOTOMBEI

[Ipn mnepeno3upoBke KerompodeHa MOTYyT OTMEUaThCS TOJIOBHAs OOJb, TOJIOBOKPYKCHHE,
COHJIUBOCTb, TOITHOTA, PBOTA, JUapes U 00yb B o0nactu kuBoTa. [Ipy CHUIbHON MHTOKCHUKALIUN
HaOJIOJATMCh TUTIOTOHUS, YTHETEHUE ABIXaHUS U KEITYJ0UYHO-KUIIEYHBIE KPOBOTCUCHUSI.
JleueHue

[Ipn pa3BUTUM JAHHBIX CHMIITOMOB TAIlMEHTa HEOOXOAMMO HEMEIJIEHHO TEepPEeBECTH B
CHGI_II/Ia.HI/I3I/IpOBaHHO€ OTACIICHUEC U HAYATh CUMIITOMATHUYCCKOC JICUCHHUC.

Criermuduueckoro aHTHI0Ta HE 0OHAPYKEHO.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMH4YeCKHe CBOMCTBA

®dapmakoTepaneBTUYeCKass TIPYIINa: [POTUBOBOCHAIUTENbHBIE W IPOTUBOPEBMATUYECKUE
npenaparbl; HCCTCPOUAHBIC MPOTUBOBOCHAIUTCIIBHBIC W IMMPOTHBOPCBMATUYCCKUC NPCHAapPaThI;
MIPOU3BOHBIC MPOTTMOHOBON KHCIIOTHI.

Kon ATX: MO1AEO3

Mexanuszm geiicTBus

Keronpoden Omnokupyer neiictBue depmenta nukiookcureHassl 1| u 2 (O u LOI) u
YaCTUYHO JIUIMIOOKCHTEHA3bl, YTO TMPUBOIUT K IMOJABJICHUIO CHHTE3a IPOCTArJaHInHOB (B TOM
YHUCJIC U B IIEHTPAIBHOW HEPBHOM CHUCTEME, BEPOSITHEE BCETO, B TUnoTagamyce). CTaOuin3upyer
in vitro # in vivo JIMIOCcOManbHbIe MEMOpaHBI, MPU BHICOKUX KOHIICHTPAIUX in Vitro keronpodeH
MOJIaBIISICT CUHTE3 OpaIMKMHUHA U JIGHKOTPUEHOB.

dapmakognaamMuyeckue P PeKTnl

Keronpoden sBnsercs HeCTEpOMIHBIM NPOTUBOBOCHAIUTENBHBIM IpenaparoM. Kerompoden
o01ajaeT IPOTUBOBOCTIAIMTEIBHBIM, aHAJIBI'€3UPYIOLIUM U KaPOITOHMKAIOIINM JICHCTBHEM.
KeronpodeHn He oka3bIBaeT OTPULIATENILHOTO BIMSHUS HA COCTOSIHUE CYCTaBHOTO XPSIIa.

5.2. apmakokuHeTHYECKHE CBOMCTBA

Abcopbrs

ITpy BHYTpHUBEHHOM BBEJECHHUU KeTONpPOQEHa CpeAHssl IUIa3MEHHash KOHLEHTpalus 4epe3 5 MUH
OT Hauvana MHPY3MH U 710 4 MHH Tocie ee TpeKpameHus cocraBiser 26,4+5,4 MKr/mi.
buogocrynnocts coctaiset 90 %.

[Ippu opHOKpaTHOM BHYTpUMBIIIEUHOM BBeneHun 100 wmr kerompodena mpemapar
oOHapyKuBaeTcsd B IJIa3Me KpoBU depe3 15 MHH mnocie Havasa HHQY3MM, a IHKOBas
KoHIeHTpauus (1,3 MKr/mi) nocruraercst yepes 2 4. buonocTynHocTs mpernapara MOBBIIIAeTCS
JIMHENHO C YBEIMYEHUEM J03bI.

Pacnopenenenue
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COOTBETC TEI d ET -'I'l'_EF'TH MY OTUETY

N= 105

Keronpoden na 99 % cBsizan ¢ 6exxkaMu 11a3Mbl KPDOBH, BQ)E}EOEE%@E -EE%H{OB'OU ( 'p;u-(]}plen

O0beM pacnipenenenus B Tkausax coctasiser 0,1-0,2 n/kr.

KeronpodeH mnpoHWKaeT B CHHOBHAIBHYIO JKHJAKOCTh, M TPH BHYTPUBCHHOM BBEICHHHU
100 mr yepe3 3 4 ero KoHIEHTpamus pocturaer 1,5 Mkr/mi, uto cocrasiser 50 % ot
KOHIICHTpAIlK B TuTazMe KpoBH (0Koj0 3 MKr/mu). Uepe3 9 4 KOHIEHTpaIusi B CHHOBHAIBHOU
KUAKOCTU cocTaBisieT 0,8 MKr/Mi, B Tu1azme KpoBu — 0,3 MKI/MIL, 9TO O3HAYAET, 9TO KETOMpodeH
MeJUICHHEE TPOHUKAET B CAHOBUAIBHYIO KUAKOCTh U MEIJIEHHEE BHIBOJUTCS U3 Hee. PaBHOBecHas
KOHIICHTpaIus KeTonpodeHa J0CTUTAETCsl B KPOBU uepe3 24 4 IMocie ero npuema. Y NalrdeHTOB
MOKUJIOTO BO3pacTa paBHOBECHas KOHIIEHTpaIUs JOCTUrajgach 4depe3d 8,7 4 M COCTaBIisja
6,3 MKI/MIL

[locne opHOKpaTHOrO BHYTpUMBIIEUHOro BBeAeHus 100 wmr kerompodeHa mnpemnapar
0OHapY>XMBAETCS B CIIMHHOMO3TOBOH KHIKOCTH, KaK U B CBIBOPOTKE KPOBH, uepe3 15 MuH.

Buorpancdhopmarims

Keronpoden mnoaBepraercs WHTEHCUBHOMY METabONMM3My C YYacTHEM MHKPOCOMAIIbHBIX
dbepmenToB neyeHn. OH CBA3BIBACTCS C TTIOKYPOHOBOUM KHCIOTON M BBIBOAMTCS M3 OpraHU3Ma B
BU/JIE TTIOKYPOHUAA. AKTUBHBIX META0OJIUTOB KETONpodeHa HeT.

OJIMMUHALNL

[Mepuon nonyBeiBenenus (T1/2) keronpodena coctanmsier 2 4. Jlo 80 % keTonpodeHa BEHIBOAUTCS
noykamu B TeueHue 24 4, B ocHoBHOM (>90 %) B popme rimrokypoHmaa keronpodeHa, U OKOJIo
10 % — 4yepe3 KUIIECYHMUK.

IToueunast He1OCTATOYHOCTD

VY MmanueHTOB ¢ MOYEYHOW HEAOCTATOYHOCTHIO KETOMpOQeH BBIBOAUTCSA MeIJIeHHee, ero Tip
yBeJIMUYMBaeTcs Ha 1 4.

IIeueHOYHAS HEAOCTATOYHOCTD

VY nanueHToB C MEYEHOYHOM HEJO0CTAaTOYHOCTHIO KETOMpOodeH MOXKET aKKyMYJIHpPOBaThCS B
TKaHSIX; TAKUM TMAlMEHTaM HEO0OXOAMMO Ha3HAYATh MPenapaT B MUHUMAIBHON TepareBTUIeCKOM
J03€.

JINIta MoKMUJIOro Bo3pacTa

VY manuMeHTOB MOXMWJIOIO BoO3pacTa MeTabonu3M U BbIBEJEHHE KeTomnpodeHa MTpOTEeKatoT
MeJIEHHEE, YTO UMEET KIIMHUYECKOE 3HAYSHHE TOJILKO JJIs TAIIHEHTOB CO CHIKEHHOU (pyHKIIHMeH

ITOYCK.

6. PAPMAIIEBTUYECKUE CBONICTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

[TponuneHrIuKoIb.
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2026 N2 105

ot 12.01.2026

Dranon 95 %. (MOCNEOOBATENEHOCTE 0008)

ben3unoselii ciupr.

Hatpus ruapoxcun, pactsop, | M (s koppexiuu pH).

Bona o1 nHBEeKINN.

6.2. HecoBmecTUMOCTD

Keronpoden dapmareBrnueckn HECOBMECTHM C PACTBOPOM Tpama 10jia U3-3a BBIMAICHHS 0CAIKa.
6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

4 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPHU XPAHEHU U

Xpanutb npu TemnepaTtype He Bbliile 25 °C B OpUrMHAJIBHON yNakoBKe (IIa4uKe M3 KapTOHA) JUIs
3allUThl OT CBETA.

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

[To 2 M1 B amMIyJbl ¢ TOYKOM MIJIM KOJIBLIOM M3JI0Ma CBETO3AIIUTHOIO HEMTPAIBHOIO CTEKIIA C
KJj1accoM cornpotusiieHus ruaponan3zy HGA1 (nepBblil ruApoIuTHYECKH).

ITo 5 ammys noMeEIIAOT B KOHTYPHYIO STYEMKOBYIO YIIAKOBKY M3 IUICHKH IOJIMBUHUIXIJIOPUIHOMN
(IIBX).

I, 2, 4 win 5 KOHTYPHBIX SYEUKOBBIX YMAKOBOK BMECTE€ C WHCTPYKIMEW MO MPUMEHEHUIO
MIOMEIIAOT B TAYKy U3 KapTOHA JUIsl TOTPEOUTENBCKOM Taphbl.

[To 5 win 10 ammyn BMecTe ¢ MHCTPYKIMEN 110 IPUMEHEHHIO IIOMEIIAIOT B [TAYKY U3 KapTOHA IS
HOTPEOUTENBCKON Taphl C TO(PPUPOBAHHBIM BKJIAJBIIIEM.

YnakoBka Uil CTallIOHAPOB

ITo 10 KOHTYpHBIX AYEHKOBBIX YIaKOBOK BMecTe ¢ 10 MHCTPYKIMSAMU IO IPUMEHEHUIO TOMEILAI0T
B MIAYKY U3 KapTOHA JJIsl TOTPEOUTEIBCKOM Taphbl.

ITo 50 wim 100 KOHTYpPHBIX STYEHKOBBIX YIAKOBOK BMECTE C MHCTPYKIUSMH MO MPUMEHEHUIO B
KOJIMYECTBE, PABHOM KOJMYECTBY KOHTYPHBIX SIUEHKOBBIX YHNAaKOBOK, TOMEHIAIOT B KOPOOKY M3
KapToHa roprUpOBaHHOTO.

He Bce pa3meps! yrmakoBOK MOTYT OBITh JIOCTYITHBI JUIsl peaTu3aIiii.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHMHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUs:
JICKapCTBEHHOI'0 Npenapara, ¥ Ipyrue MaHuIyJ/JsIUH C penapaToM

Het oco0bIx TpeOOBaHMI K yTHIN3AIUH.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSA
Poccniickas @enepanvs

000 «3Onnapa»
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 12.01.2026 N2 105

601122, Bragumupckas o6i., IlerymmHCKuii |paiioH, 'FIQI%EE&C%T@BE%EIEHG%%%M

a. 20

Ten./bakc: +7 (49243) 6-42-22, +7 (49243) 6-42-24

Anpec amekTpoHHOM nouThl: info@ellara.ru

7.1. [IpencraBuTeib AepKaTeNsl PErHCTPALMOHHOIO YA0CTOBEPEHUS

IIperen3uun norpeduTeiell HANPABIATS 10 AJIPECY:

Poccniickas @enepanvs

000 «3Onnapa»

601122, Bragumupckas o6u., IlerymmHackuii paiion, r. [lokpos, yn. ®panna IlltonsBepka,
a. 20

Ten./bakc: +7 (49243) 6-42-22, +7 (49243) 6-42-24

Anpec anekTpoHHOU ouThl: info@ellara.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHMUSI
JITTI-Ne(003314)-(PT-RU)

9. TATA NEPBUYHOW PETMCTPAIIMUA (IIOATBEPXJIEHUS PEIMCTPAIIMMN,
MNEPEPET'UCTPALIUN)
Hara nepsuunoit peructpanuu: 02.10.2023

10. IATA IEPECMOTPA TEKCTA

OOmas  xapakrepuctuka JekapctBeHHoro mpenapara KETOIIPO®EH nocrymna Ha
MH(POPMALIMOHHOM TopTaie EBpa3suiickoro SKOHOMHUYECKOro co3a B HH(POPMAIMOHHO-

KOMMYHUKaImoHHou cetu «uTepHeT» http://eec.eacunion.org
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	 серонегативные артриты: анкилозирующий спондилит (болезнь Бехтерева), псориатический артрит, реактивный артрит (синдром Рейтера);
	 подагра, псевдоподагра;
	 остеоартрит;
	 мигрень;
	 радикулит;
	 внесуставные проявления ревматических заболеваний (тендинит, бурсит, капсулит плечевого сустава);
	 посттравматический и послеоперационный болевой синдром;
	 болевой синдром при онкологических заболеваниях;
	 альгодисменорея.

