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1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA
Keromnpoden, 50 mr/mi, pacTBop /Ajsi BHyTPUBEHHOT'O M BHYTPUMBILIEYHOTO BBEACHUS

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByto11I€€ BEIIECTBO: KETOMPOQEH.

Kasxnprit Mt pactBopa coaepxut 50 mr ketonpodeHa

Kaxxgas ammyna o6semom 2 mut conepkut 100 mMr ketonpodena

BcnomoratenbHbie BellecTBa, HaJUYME KOTOPBIX HAJO0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: mponuICHTIIUKOIb, 3TAHOJ (CIIUPT ATHUIOBBIN), HATpUid (cM. pazzaen 4.4.)

[TosHBIH epeueHb BCIOMOTaTeIbHBIX BEIIECTB IPUBEAEH B paszeie 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBOp /11 BHyTPUBEHHOI'O ¥ BHYTPUMBIIIEYHOTO BBE/ICHMUS.
[Tpo3paunblii OECLBETHBIN UK C KEJITOBATHIM OTTEHKOM PACTBOP.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3aHus1 K IPUMEHEHHUIO
[Tpenapat Keronpoden moka3aH K NPIMEHEHHUIO Y B3POCIIBIX U IMTOJAPOCTKOB € 15 meT.

. PeBmaronaHblil apTpuT

. CepoHeraTuBHbIC apTPUTHI: AHKUJIO3UPYIOMUI cioHaAuIuT (601e3ns bexrepena),
MCOPUATUYECKUN apTPUT, PEaKTUBHBIN apTpuT (curapoM PeiliTepa)

. [Togarpa, ncesgononarpa

. OcteoapTput

. MurpeHs

° Pagukynur

o BHecycTaBHble NpOsABIECHUS pEeBMAaTHYECKUX 3aboseBaHMMl (TEHAMHHUT, OYypCHT,
KarcyJuT MJIeYEeBOTO CYyCTaBa)

. [TocTTpaBMaTH4eCKU U MOCIEONEPALlMOHHBIN O0IE€BONW CUHAPOM

. BoneBo#i cMHAPOM MpU OHKOJOTHYECKUX 3a00J€BAHUIX

° AnprogucMmenopes

HpenapaT NpeaHasHauYCH IJIsd CUMIITOMaTHYECKOM TCpalli, YMCHBIICHUS oomu w
BOCHAJICHHU A pa3In49HOTro MPOUCXOKIACHUSA Ha MOMCHT HUCITIOJIB30BAaHUA, Ha
nporpeCcCupoBaHuc 3a00JICBaHHS HE BIIUSET.

4.2. Pexxum 103MpoOBaHNs U €C1IOCO0 NPUMEHEHUs!

PexxuM 103upoBaHus

[Ipenapar Ketompoden mnpenHasHadeH isi KpaTkocpouyHoro (He Oomee 2 mHeil)
NpUMEHEHUSI B MEpHOJ OCTporo 00JIeBOTO CcUHApoMa. B nanpHeimeM BO3MOXKEH
nepeBo/Jl MalMeHTa Ha Jpyrue JeKapcTBeHHbIe (OpMBI KeTompogeHa.

MakcumanbsHasi cyTouHnas go3za coctasiusier 200 mr. HeoO6xoauMo TmiaTeqbHO OLEHUTH
COOTHONICHHE MpeAmnoiaraeéMoi MOJB3bl W pHCKa J0 Haudajga mpueMma keTompodeHa B
no3ze 200 mr/cyTku.

Brympumviuweunoe 66edenue
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1-2 pa3a B neHb.

[TponomKUTEAbHOCTh BHYTPUMBIIIEYHOT'O BBEACHHS MpenapaTa He JOJDKHA MPEBBIIIATH
2-3 nueii. [Ipu HEOOXOAUMOCTH NATbHEUIIYIO TEpaNHi0 KETONMPOo(hEeHOM MPOJAOIKAIOT C
NpUMEHEHUEM JIPYTHX JIEKAPCTBEHHBIX PopM (TaOJIETKH, KANCyIbl, CYNIO3UTOPUH).
Buympusennoe eégedenue

BayTpuBenHoe MHpY3MOHHOE BBEJEHUE KeTONpodeHa AOJKHO MPOBOIUTHCSA TOJBKO B
ycloBuAX ctanuoHapa. I[IponomxkurenbHOCTs MHPY3UU JOIKHA cocTaBaaTh oT 0,5 1o 1
yaca.

BuyTpuBeHHbIN cioco0 BBeICHUS CleAyeT MPUMEHATh He Oonee 48 yacos.
Henpoooasxcumenvnas enympusennas ungysus

100-200 mr (1-2 ammynsl) xetonmpodena, pasBegennbix B 100 ma 0,9 % pacrtBopa
HaTpus XJopuaa, BBoaurcs B Teuenue 0,5—1 ygaca.

Ilpooonsxcumenvrnas 6HympugenHHas ungy3us

100-200 mr (1-2 ammynsl) ketompodeHa, pa3zBeaeHHbIXx B 500 mMa uHGY3HMOHHOTO
pactBopa (0,9 % pacTBop HaTpus XJIOpHJa, JaKTaTcoJeprkalmui pactBop Punrepa,
IJII0K032a), BBOJUTCS B T€UEHHUE § 4acCOB.

Keronpoden MOXHO coYeTaTh C aHAIbIETHKAMH IEHTPAJIbHOTO NEHCTBUS; €ro MOMXKHO
cMemuBath ¢ MopdpuHoM B onHoMm ¢umakone: 10-20 mr mopduna m 100-200 wmr
keronpodena pazponsit B 500 min umHdysuonnoro pactopa (0,9 % pacTtBop HaTpus
XJIOpHUa UK JIaKTaTcoepKauuii pactBop Punrepa).

[Ipy HeoOXxoQUMOCTH MapeHTepalibHOE BBeJeHHe mpenapata KerompodeH MOXKHO
coyeTaTh C NMPUMEHEHHEM IepopaibHBIX (Gopm (TabneTKu, Karcyibl) MM PEKTaJbHBIX
CYIIO3UTOPHUEB.

Cneyuanvhoie mepbl npedocmopoACHOCmU

VYkazaHue 0 HECOBMECTUMOCTU CM. pasjen 6.2. YkazaHHe O CBETOUYBCTBUTEIbHOCTHU
cM. pazzen 6.6.

Oco0pie Tpynnbl NalMEHTOB

Ilayuenmol nodcunozo gospacma
VY nmaumeHTOB MOXMUIJIOT0 BO3pacTa CYLIECTBYET MOBBIIIEHHBIM PUCK PA3BUTHUS TSAXKEIBIX
MOCJIeCTBUI HEXeJaTeIbHBIX pEeaKInil.
PexoMennyeTcs HauMHATH IPUMEHEHHUE KeTonpodeHa y NalMeHTOB MOXKUIOro Bo3pacTta
C MUHUMAaJbHOM [03bl MHpemapara, MNOAAEpXKHUBas B JalbHEHMIIEM MUHHUMAJIbHO
d¢PexTuBHY0O 103Yy.
llayuenmeol ¢ napywenuem QynKyuu novex
VY nmanuMeHTOB ¢ MOYEYHOU HEJOCTATOYHOCTHIO CPEIHEN CTENEHM TSAXKECTU C KIUPEHCOM
kpeatununa (KK) menee 0,33 mi/c (20 ma/mMun) no3y ketonpodeHa cieayer CHU3UTh.
Y manmeHTOB ¢ TSKEIOW MOYEeYHOW HEJOCTATOYHOCThI MpPUMEHEHHE KeTomnpodeHa
NpOTUBOIOKa3aHo (cM. paznen 4.3.).
Ilayuenmul ¢ napywenuem yHKyuu nevenu
Y mnanueHTOB C XPOHUYECKOW MEYEHOYHOW HEJAOCTaTOYHOCTHIO U TMOHHUKEHHBIM
co/iep>)XaHUEM CHIBOPOTOYHOTO aJbOyMHHA 103y KeTonpodeHa cleayeT CHU3UTh.
Y manmeHTOB C TSKEIOW MEeYEeHOYHOW HENOCTAaTOYHOCThIO NMPHUMEHEHHE KeTompodeHa
NpoTHBOTMOKa3aHo (cM. pasaen 4.3.).

eTHn

Pexum nposupoBanus s nered or 15 mo 18 ner He oTiauyaeTcs OT pexuma
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JO3UPOBAaHUA O B3POCIBIX.

Bbe3zonacnocts u 3¢ pextuBHOCTs KeTonpodena y nereit B Bo3pacte ot 0 go 15 ner Ha
JaHHBIA MOMEHT HE YCTAHOBJEHBI. JlaHHBIE OTCYTCTBYIOT.
Cnocob npuMeHeHus

BHYTpUBEHHO, BHYyTPUMBILIEYHO.

4.3. lIlpoTuBONOKAa3aHNUS

o TUTMEPUYYBCTBUTEIBHOCTh K  KeTompodeHy, calunuiaaram HWIH  JPYTUM
HECTEPOHJHBIM MPOTHBOBOCHANUTENbHBIM mpemnapatam (HIIBIT), unu k nrobGomy wu3
BCIIOMOTATEJIbHBIX BEIIECTB, MEPEUYHUCICHHBIX B pa3jaeie 6.1.

o MOJIHOE WJIM HEIMOJIHOE coYeTaHHe OpOHXMATbHON acTMBI, AaHTHOHEBPOTHYECKOTO
OTEKa, KpamuBHUIIBI, OCTPOr0 PHHUTA, PEHUIUBUPYIOMIETO TOJUIO3a HOCAa WIHU
OKOJIOHOCOBBIX Ma3yX W HEMEPEHOCHMOCTH aleTHIICAIHIIMIOBON KHCIOTHl MU APYTHUX
HIIBII (B TOM unciie B aHaMHE3€);

o si3B€HHass OOJIE3Hb JKEeNyJAKa WM JBEHAAUATUIEPCTHOW KHUIIKKM B CTaIHU
o0ocTpeHus, a TaKXkKe )KelyI0YHO-KUIIIeUHbIe A3Bbl, KPOBOTEUECHHUS U nepdopanuu;

o XPOHUYECKasl JUCICICHUsI, BOCTIAJINTEIbHBIC 3a00IeBaHUs KUIICYHUKA, I3BEHHBIN
KOJUT, 0osie3Hb KpoHa, TUBEPTUKYIUT B CTaAUU 00OCTPEHUS;

o remounuss W Jpyrue HapylIeHUS CBEPTHIBAEMOCTH KpOBH (B TOM 4YHCIE
reMopparuueckuii nuares);

. neTCcKuit Bo3pact (o 15 mer);

. TsDKeJas MeYeHOYHass HEJJOCTATOYHOCTh, aKTUBHOE 3a00JI€BaHNE TIEYCHH;

. TsDKeNlasg movyedyHas HenoctatodyHocTh (kaupenc kpeatuHuHa (KK) menee 30

MJ'I/MI/IH), nporpeccupyromuce 3a001€eBaHUs IIOYCK, NOATBCPIKACHHAA THIICPKAIIUCMUA;

o JEKOMIICHCUPOBaHHAsl  CepJeYHas  HEJIOCTAaTOYHOCThb, IEpUOINEepPallMOHHBIN
MepuoJl NIpU a0OPTOKOPOHAPHOM IIYHTUPOBAHUMU;

. 1nepeOpoBaCKyIsSIpHBIE U APYyTHUe aKTUBHBIE KPOBOTEUCHHUS;

. O6epeMeHHOCTh B cpoke O6omee 20 Henensb (cM. pazaen 4.6.);

. IIEpUOJ TPYAHOI0 BCKApMIIUBAHUS.

[Ipy BHYTpUMBIIIEYHOM BBEJICHUU:

- HapyIlIeHHWEe IeMOCTa3a Ui OJHOBPEMEHHBIH MPUEM aHTUKOAryJIsSHTOB.
4.4. OcoOble ykazaHHMsl M1 MepPbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

bponxuanbHass acTMa B aHaMHE3€, KIMHUYECKH BBIPAXEHHBIE CEPAECUHO-COCY/IUCTHIE,
1epedpoBacKyIsgpHbIe 3a00eBaHMs 1 3a00sIeBaHUs NepUdeprUUecKUX apTepuil, AUCIUNUIEMHUS,
nporpeccupyromnye 3a001eBaHus eueHH, TMIepOmInpyOMHEMUS, aJIKOTOJIbHBIN IUPPO3 TIEYCHH,
MEYCHOYHAss HEeJJOCTaTOUYHOCTh, MmodeyHas HexoctarouHocTh (KK 30—60 mu/muH), XpoHUYecKas
cepieyHasi HeJJOCTaTOYHOCTb, apTepUaibHas TMIIEPTEeH3Us1, 3a00JIeBaHUS KPOBH, JErHapaTalIys,
caxapHblil nabeT, aHAMHECTHUYECKHE JIaHHbIE O PAa3BUTUHU S3BEHHOTO MOPAXKEHUS KeENyI0YHO-
kumreunoro tpakra (JKKT), nanmuune undexuuu Helicobacter pylori, tsxenbie comarnueckue
3a0oJieBaHus, MOXKUIIONW Bo3pacT (crapiie 65 JeT, B T.4. HOIyYaroliie AUypeTUKH, ocaabaeHHbIe
MAlUMEHTHl U C HU3KOW Maccoil Tena), KypeHue, CONMyTCTBYIOLIAs Tepamus aHTHUKOAryJssHTaMu
(manmpumep, BapdapuH), aHTHArperaHTamu (HampuMep, aleTWICATUIIMIOBAs  KHCIIOTA,
HUKOPAHIWI), TJIIOKOKOPTUKOCTEPOUJAMHU Ui TpHEMa BHYTpPh (Hampumep, HPEIHHU30JI0H),
CEJIEKTUBHBIMU HMHTHOUTOpaMHM OOpaTHOTO 3axBaTa CEpPOTOHMHA (HAampUMeEp, IUTAJIONpaM,
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npumenenue HIIBII, 6epemenHocTh B cpoke MeHee 20 Henenb.
OcoOble yKazaHus

C 1enpl0 CHIKCHUS PUCKA PA3BUTHUS HEXKENATEJbHBIX SBICHHNA KETOmpodeHa PeKOMEHyeTcCs
NPUMEHEHHE MUHUMAIBHOM 3(()EeKTUBHOMN /1035l B TEUCHHE MUHIUMAJIHHO KOPOTKOTO MEPHOAA.
Mackupoeka cumnmomos 0CHO8HO20 UHDEKYUOHHO20 3aD0Ne8aAH S

B cityuae o6HapyxkeHHs IPU3HAKOB MH(PEKIIMOHHOTO 3a00JIeBaHMs ciielyeT 0OpaTUTh BHUMaHUE,
YTO IPOTUBOBOCHAIMUTENbHbIE, 00€300IMBAIOIIME U KaPOIIOHNKAIOIUE CBOMCTBA KETOIPOQEeHa,
kak u apyrux HIIBII, moryt mackupoBaTh OObIYHBIE NPU3HAKU NPOTPECCUPOBAHUS UHPEKIHH,
TaKUe KaK JINXOPAIKa.

[Tpu mpumenenun keromnpodeHa cMMOTOMBI HH(PEKIMOHHBIX 3a00JIeBaHUI MOTYT OBITH MEHEe
BBIPQXEHHBIMU, YTO MOYET IPUBECTH K YJ/UIMHEHHIO CpPOKOB IIOCTAHOBKHM IIPaBHJIBHOTO
JIMarHo3a, OTCPOYEHHOMY Ha4dally COOTBETCTBYIOIIETO JICYEHUS M YXYIUICHUIO HCXOAA
nH(pEKIMOHHOTO 3a0oJyieBaHUs. YXyIlIeHHe HaOmomamoch Ha ¢oHe OakTepHallbHON
BHEOOJIbHUYHOM MTHEBMOHUM U MPH OAKTEpHAJIbHBIX OCIOXXHEHUSAX BETpsAHOW ocmbl. B ciydae
IpUMEeHEeHUs KeTorpodeHa pu HHPEKIMOHHOM 3a00JI€BaHUY JUIsl CHHDKEHUS TEMIIEpaTyphl Tela
WIA KyoUpoBaHHs OOJEBOrO CHHIpPOMa, pEKOMEHAyeTcs oOecredyeHue THaTeIbHOIro
HaOroIeHUs 3a TeueHHeM MHQeKIu. B aMOynaTopHBIX YCIOBUSX, B CIIydae, €CIIM CUMITOMBI
COXPAHSIFOTCS WJIM yXYIIIAt0TCs, MallUEeHTy He00X0IMMO 00paTUThCS K Bpauy.
JKenyoouno-kuuweynvle KposomeueHus, s36bl U nephopayuu

Coo0manoch 0 pa3sBUTHH JKEIyIOYHO-KHUIIEYHBIX KPOBOTEYECHHWH, 3B W mepdopammii (c
BO3MOXHBIM JIETaJIbHBIM HCX0/0M) BO BpeMms npumeHenus HIIBII na smoGom 3tane sneuyeHus,
BHE 3aBHCHMOCTH OT HaJIMYMs yTrpOXKAIOLIIUX CHUMIITOMOB MM Tspkenblx 3abosnesanuil KKT B
aHaMHe3e.

Puck keny0YHO-KUIIEYHOTO KPOBOTEUEHUs, 13B000pa30BaHUs WM Nep(opaluy MOBbIIIACTCS
npu npumeHeHuu Oosee Bbicokux a03 HIIBII, mpu Hannmuuu si3BeHHON OO0JIe3HM B aHaAMHeE3e,
O0COOEHHO OCJIOXKHEHHOW KPOBOTEUEHHEM WM nepdopainuei, U Npyu NPUMEHEHUH Y MOXKHUIIBIX
MNAMEHTOB. Y 3THUX TPYMNI MalUEHTOB JIEYEHUE CIEeNyeT HAYMHATh C MUHMMAJIbHO BO3MOKHBIX
no3. Cnenyer paccMOTpeTh COBMECTHOE NPHUMEHEHHE C racTPONPOTEKTUBHBIMM MpernaparaMu
(HampuMmep, MM30IMPOCTOJIOM WM HWHIHMOMTOpaMH MPOTOHHOM TIOMIBI) y JaHHBIX TIpyNMd
NalMEeHTOB, & TaKXe Yy MallMEeHTOB, KOTOPBIM HEOOXOIUMO MPHUMEHEHHE aleTHIICATUIMIOBON
KHCIOTBl B HH3KHUX [J103aX WM JpYrMX [penaparoB, IOBBIIIAIOIIMX PHUCK Pa3BUTUHI
HexenarenbHbIX peakiuii co croponsl KKT (cMm. pa3aen 4.5.).

[TanMeHTh! ¢ HexenaTeabHbIMU peakiusiMu co ctopoHsl JKKT B anamHe3e (0COOEHHO MalueHTh
MOKHJIOTO BO3pacTa) JOJKHBI COOOIIaTh O BCEX HEOOBIYHBIX cuMMTOMax co cTopoHbl JKKT
(mpexie BCEro O JKeTyJOUYHO-KUIIEYHOM KPOBOTEUEHUH), B OCOOEHHOCTH Ha HayaJIbHBIX 3Tanax
JICYCHMUS.

CyIecTByOT SIUIEMUOJIOTMYECKHE JaHHbIE, CBHUJIECTEIbCTBYIOIIME O CBSI3M NPUMEHEHUS
KeTornpo(deHa C BBICOKMM PUCKOM Pa3BUTHUS TSDKEIOM KETyJOYHO-KUIIEYHOH TOKCHUYHOCTH,
cpaBHUMON C TakoBod mpu npumeHeHun Apyrux HIIBII, oco6eHHO B BBICOKMX 103aX (CM.
paznen 4.3.).

VY NmanueHTOB MOKUIIOTO BO3PACTa CYIIECTBYET NMOBBILIEHHBIA PUCK PA3BUTHS HEXKEIATEIbHBIX
peaxuii co croponbl JKKT, Takux Kak >kelnyJo4yHO-KHILIEYHOE KPOBOTEUEeHHE U nepdoparus (¢
BO3MOYKHBIM JIETAJIbHBIM UCX0JI0OM) (CM. pazaen 4.2.).
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Py MPUMEHEHUH KeTonpodeHa, IYCHUE CIeyeT HEMEAJICHHO MPEKPATHTD.

OTHOCHUTENBHBIM PHUCK YBEIMYMBAECTCA Yy NAlMEHTOB C HU3KoW Maccod Tena. [lpu
BO3HUKHOBEHMH Takux HapymeHud co cropoHsl JKKT, kak KpoBOTEdYeHMS WU
SI3BO00pa30BaHUE, JICUCHHUE JTOJKHO OBITh HEMEIJICHHO TIPEKPAIICHO.

HIIBII cnenyeTr mpuMEHATh ¢ OCTOPOXKHOCTBIO y TAIMEHTOB ¢ 3a0oieBanusmMu opranoB JXKKT B
aHamHe3e (S3BE€HHBIA KOJIUT, Oosie3Hb KpoHa), Tak Kak 3TO MOKET MPUBOJUTH K OOOCTPEHUIO
JIaHHBIX 3a00JeBaHui (cM. pazzaen 4.8.).

Crnenyer co0uroaTh OCTOPOKHOCTh IPU COBMECTHOM NPHUMEHEHHUU C IpernapaTaMi, KOTOpbIe
MOTYT  TIOBBICUTH  PHUCK  00Opa3oBaHHsi  SI3B  WJIM  KPOBOTEUEHHUS, TaKUMHU  Kak
TIIFOKOKOPTUKOCTEPOUIBI I TpHeMa BHYTPb, AHTUKOATYJISHTHI (Hampumep, Bapdapun),
CEJICKTUBHBIE MHTHOUTOPHI OOpPaTHOTO 3axBaTa CEpOTOHMHA WMJIM AaHTHArPEraHThl (HampuUMep,
AlETUJICAIUIIMIIOBAS KUCJIOTA WM HUKOpaHaui) (cM. pazaen 4.5.).

Cnenyer um3beraTh COBMECTHOTO HpuMeHeHHUsi ketompodena ¢ apyrumu HIIBII, Bxmrouas
CEJICKTUBHBIC HHTHOMTOPHI IIUKI0OKcUTreHassl-2 (11OI'-2).

Toxcuueckue peakyuu co CmopoHbvl KOJiCU

OdeHb peako cOOOIIATOCh O PA3BUTHUU TSAXKENBIX PEAKIMl CO CTOPOHBI KOXHU (C BO3MOXKHBIM
JETAJIbHBIM UCXOJ0M), BKJItOUasi 3KC(POJUATUBHBIA AepMaTUT, cuHapoM CTuBeHca-/[KOoHCOHA U
TOKCUYECKHH SMUePMAIbHBIN HEKpoJin3, cBsi3aHHbIX ¢ npuMenennem HIIBII (cm. pazgen 4.8.).
HaubGonpmmii pucKk pa3BUTHS JaHHBIX COCTOSIHMM TPUXOJUTCS Ha HA4ajgo Tepanuu, B
OOJBIIMHCTBE CIlydaeB OHU pa3BUBAINCh B TEUEHHE NEpBOro Mecsma jedeHus. Cremyer
MPEKPaTUTh MPUMEHEHHE KeTompodeHa MpU MEPBOM MOSBICHUU KOXXHOW CHIMH, U3bA3BICHUS
CIIM3UCTBIX 000J0YEK WU JHOOBIX IPYTUX MPU3HAKOB TUIIEPUyBCTBUTEIILHOCTH.
Cepoeuno-cocyoucmule u yepebposackyiapHule d¢hghexmol

JlaHHble KIMHUYECKUX HCCIEAOBAHUNA M DMHJIEMHUOJIOTUYECKUE JaHHbIE MPEANOoNaraiT, 4YTO
npumenenre HekoTopbix HIIBII (ocobGeHHO B BBICOKMX /033X W MPH HPOAOKUTEIHLHOM
JICYEHUHN) MOXKET OBbITh CBS3aHO C MOBBILIEHHBIM PUCKOM Pa3BUTHUSI apTepHAIbHBIX TPOMOO30B
(Hanpumep, UH(papKTa MUOKapAa WM UHCYNbTa). Ha ocHOBaHMU MMeEIOLUXCS JaHHBIX HEJb3s
UCKJIIOYUTh TaKOM PUCK ITPU MPUMEHEHUH KETONpo(eHa.

CooOmaioch 0 TMOBBINIEHWHM pPHUCKA Pa3BUTUS apTEPUATIBHBIX TPOMOO30B MNpU NPUMEHEHUU
HeacnupuHoBeIXx HIIBIT nns kynmupoBaHus mepHoOINepanyoHbIX O0olielt mpu aopTOKOPOHAPHOM
ITYHTHPOBAHUHU.

Heo6xonumo cobOnogaTh OCTOPOXKHOCTh IMpPHU NPUMEHEHUH KeTomnpodeHa y MalueHToOB C
MOBBIIIIEHHEM apTepUaIbHOTO MaBJICHHUS B aHaMHE3€ W/MIU CEepACYHON HEI0CTaTOYHOCTHIO
JIETKOW WJIM CpeJHEHl CTEeNeHU TsKecTH, Tak Kak npu npumeHenuun HIIBII coobmanock o
3a/IepKKe JKUIKOCTH U Pa3BUTHH OTEKOB.

Toueunas oucghynkyus

Bo BpeMs Hauana nedeHus ciaeayeT TIIAaTeIbHO HAOMI0AaTh 32 (QYHKIMEH MOYeK y MaIMeHTOB C
CepAeyHONH HEIOCTaTOYHOCTHhIO, LUPPO30OM MM HEePpo30M, y TMAlMEHTOB, MOTYHAIOLINX
JTUYPETUYECKYIO0 TEparuio, U y TalUEeHTOB C XPOHHYECKOM O0JIe3HBIO TMOYeK (OCOOEHHO Y
MOKUJIBIX MAIMEHTOB). Y 3TUX TPYIII NAIIMEHTOB MPUMEHEHHE KeTOMpOoPeHa MOKET IPUBECTH K
CHI)KCHHMIO TIOYE€YHOTO0 KPOBOTOKA, BBI3BAHHOMY WHTHOMPOBAHHEM TMPOCTATTaHINHOB, U
JEKOMIICHCAIIUU TOYEeYHON (QYHKITUH.

Ileuenounas oucgynrkyus

VY nanueHToB ¢ OTKJIOHEHHSMH B (YHKIMOHAJIbHBIX TECTaX IMEYeHH WIH C 3a00JIeBaHUSIMU

5



COOTBETCTEY ET_-'I'i'I'_EF'TH-'

ot 06.02.2025 N= 27

MY OTUETY

NNE4YeHn B aHaMHE3€ CICAYET ICPUOJUYCCKHU KOHT&J_'H/;D])% PB4 Vg@ghb —((:HE FOI IIX»

TpaHCaMUHAa3, 0COOCHHO MPH UTUTEIHLHOM JICUCHUH.

[Tpu mnurensHoM npumeHennn HIIBII HeoOXoauMo NEpHOAMYECKH OICHUBATH KIMHUYCCKUN
aHAJIN3 KPOBHU, a TAK)KE KOHTPOIHPOBATH (PYHKIIHIO MOYCK U MICUCHHU.

DepmunbHocmo

[TaruenTkam ¢ 6ecrioareM (B T.4. IPOXOIAIIMM 00CIeI0BaHUE) CIEyeT PACCMOTPETh BOIPOC
00 otkaze ot HIIBII.

bpouxuanvnas acmma u pecnupamophwie paccmpoticmea

VY manueHToB ¢ OpOHXMAJIbHOW acTMOM B COYETAHMM C XPOHMUYECKUM PUHUTOM, XPOHUYECKUM
CUHYCHUTOM W/WIH TIOJHWIIAMH HOCOBOW ITOJIOCTH CYIIECTBYET OO0Jiee BBICOKHUN PHCK Pa3BUTHUS
QIJIEPrUYECKUX peakluii K aneTuicanuimioBoi kucinore u/wim HIIBII, yem y apyrux nrozei.
[IpumeHnenne HTUX TpenaparoB MOXKET NPUBOJAUTh K ACTMAaTUYECKUM MPUCTyNaMm WU
OpoHXocma3My, OCOOCHHO y MAIMEHTOB C AJUICPTrHed Ha aleTHJICATHIMIOBYIO KHCIOTY WU
HIIBII B anamue3se (cMm. pasuen 4.3.).

T'uneprxanuemus

Bo3MoxkHO pa3BuTHE THIEpKATUEMUU, OCOOCHHO Yy TMAIMEHTOB C CaXapHbIM JHA0ETOM,
MOYEYHON HEIOCTATOYHOCTHIO W/WIIM MPU COBMECTHOM NPHUMEHEHUHU C KajuiicOeperaroinumu
npenaparamu (cMm. pazzaen 4.5.). Y Takux MNaIMEHTOB CIEAYEeT TIHIATEJIbHO KOHTPOJIMPOBATH
YPOBEHb KaJusl.

[Ipy CwIBHO BBIPAKEHHOM OOJIEBOM CHHAPOME BO3MOXHO BHYTPHUBEHHOE BBEJICHUE
KeTornpog)eHa COBMECTHO ¢ TIPOU3BOTHBIMUA MOp(dHHA.

BcnomorarenbHble BELIeCTBA

IIpenapam codepaxcum nponuneH2IuKoIb

[TponuieHrMMKoIb B COCTaBe JIEKAPCTBEHHOI'O IperapaTa MOKET BbI3bIBATh CUMIITOMBI, CX0KHE
C IIPUEMOM AJIKOTOJIS1.

Ilpenapam codepoxcum smanon

JlanHblil ekapcTBEHHBIN npenapat cojaepkut 11,5 06. % stanona (ankoroins), To ectb 10 200
MT Ha 703y, 4TO paBHO 5 MJI [TMBa, WX 2 MJI BUHA Ha J103y.

Bpenen ans nun ¢ ankoroianzMom. Heo6xoauMo yunuTeIBaTh OEPEMEHHBIM U KOPMSIIUM TPYIbIO
JKEHIIMHAM, JETSIM M TaKUM TPYIIIaM BBICOKOTO PUCKA, KaK MAI[MEHTHI C 3a00€BaHUSMU NIEUEHU
Y DIUJIETICUEH.

IIpenapam codeparcum nampuii

JlaHHBINM JIeKapCTBEHHBIH Mpenapar coiepkutr MeHee 1 mmonb (23 mr) Hatpus Ha 2 ma (1
amITyJsa), TO €CThb 110 CYyTH HE CO/IEPIKUT HATPHUS.

4.5. B3amMmopeiicTBMe ¢ [PYTHMH JIEKAPCTBEHHBIMHM MpenapaTtaMM H JApyrue BH/IbI
B3aMMOJEHCTBUA

[Ipenapatbl, COBMECTHOE NPUMEHEHHUE C KOTOPHIMU HE PEKOMEH/IYETCS

Jlpyeue HIIBII (sxniouas cenexmushnvie uneubumopst [JOI-2) u canuyunramol 8 8b1cOKUX
003ax: TIOBBIIIEHHBIH PUCK pa3BUTHUA 3B U KPOBOTEUECHHUH KETyAOUHO-KHIIEYHOTO
TpakTa.

Anmukoazynsanmel

IloBBIIEHHBIH PUCK pa3BUTHSA KPOBOTEYEHUNW INIPU COBMECTHOM IPUMEHEHHH CO
CIEIYIOIMMMHU IpernapaTamu:

. remnapuH;

. aHtaronuctsl ButTamMmuHa K (Hanpumep, BapdapuH);
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. WHTUOUTOPHI arperamuu TpoMOOIUTO (HaHDI/lI;\l/IBU,-’l‘%%T(:)%I/IEEQEIUIOHII orpeJ‘r
. MHTUOUTOpHI TpOMOUHA (HanmpuMmep, nadburarpan);
. npsiMble HMHTHOMTOPHl (pakTOopa cBepThiBaHUs Xa (Hampumep, anukcalad,

puBapokcabaHn, 3gokcaban).

Ecau coBMecTHOro npuMeHEHHs Hellb3sl n30€XKaTh, 32 MAlUEHTOM CJIEIyEeT OCYUIECTBISATh
THIaTeJIbHOE HAOII0IeHUE.

Ilpenapamol numus

N3-3a cCHMXKEHUS SKCKPEIUU JUTHS MOYKAaMU BO3HMKAET PUCK MOBBIIICHUS IJIa3MEHHBIX
KOHUEHTpalUl JUTHUS, UMHOrJa JOCTUTAIOIIMX TOKcudeckoro ypoBHsA. Crenyer
THOIATEIBHO CIEIUTh 3a YPOBHEM JHUTHS B IJa3M€ KPOBH U CBOECBPEMEHHO
KOPPEKTUPOBATH 03y NPENaparoB JUTUS BO BpeMs U noclie npumenenus HIIBIIL.
Memompexcam 6 dozax ceviuie 15 me 6 Hedenio

[ToBbIIaeT TeMATOJIOTHYECKYI0 TOKCHYHOCTH METOTpeKcaTta, OCOOEHHO TMpH €ro
MPUMEHEHUH B BBICOKHX J03ax (Oosiee 15 Mr B Hemento), 4To, BEPOSITHO, CBSI3aHO C
BBITECHEHHEM METOTpEeKCcara, CBSI3aHHOTO O€lKaMu, M CHUXKEHHEM ero IO0YeYHOTro
knupeHca. VHTepBan BpeMeHHM MeEXIy IMpeKpalleHueM WId HadaloM Tepamnuu
KETONpo(eHOM U MPUEMOM METOTpEeKcaTa JOJIKEH COCTAaBIATh HE MeHee 12 yacos.
[Ipenmaparpl, 0pU COBMECTHOM MPUMEHEHHH C KOTOPBIMH _CIIEJIYeT COOII0NAaTh
OCTOPOXKHOCTD

Huypemuueckue cpeocmea

Ha ¢one tepanuu keTonpodeHOM MaIMeHTHl, IPUHUMAIOIINE AUYPETHKH, OCOOCHHO NpH
Pa3BUTHM JAeTHApPATALUU, UMEIOT 0ojiee BBICOKMH PHUCK Pa3BUTHS BTOPUUYHOM IOYEUHOI
HEIOCTAaTOYHOCTU  BCJIEACTBUE CHHIJKEHUsS IOYEYHOIO KPOBOTOKAa, BBI3BAHHOTIO
MHruOMpoBaHUEM  CHHTe3a  IpocTarjaHauHoB. llepeny  HavanoM  NpUMEHEHHS
KeTonpodeHa y TakuX MalMeHTOB CIEeAYyeT MPOBECTU PErupaTalluOHHbIE MEPONPUSITHUS.
[Tocne Hauvana jieyeHUuss HEOOXOJUMO KOHTPOJIUPOBATh QYHKIUIO IIOYEK.

Uneubumopor AII® u anmaeonucmel peyenmopos aneuomenzuna 11

CoBMecTHOe pUMeHeHUe npenapara ¢ uaruoutopamu AII® u GiokaTopaMu peLEenTOPOB
aHruoreHsuHa Il y manueHTOB ¢ HapymeHUsIMH (QYHKIMM HOoYeK (MpU Aerujparalnui,
MalMEeHTOB MOKUJIOTO BO3pPAacTa) MOXKET MPUBECTH K YCYIyOJIeHHIO YXyAUIeHUs QYyHKIUU
MOYEK, B T.4. K Pa3BUTUIO OCTPON MOYEYHON HEAOCTATOUYHOCTH.

Memompexcam 6 dozax Hudice 15 me 6 nedeiuro

B TeueHwe nmepBBIX HeNeNb OJHOBPEMEHHOI'O0 IPUMEHEHMS KeTonpodeHa W
Memompexkcama B J03€, HE IpeBblIamonied 15 Mr B HeeNw, cleayeT €XEHEIEIbHO
KOHTpPOJUPOBaTh aHalIu3 KpPOBU. Y TMAalHUEHTOB IMOXWIOTO BO3pacra WIM MpHU
BO3HUKHOBEHUM KaKUX-IMOO TMPHU3HAKOB HApyLWIeHUS (QYHKIUHM TOYEK CIENYeT
BBINOJIHATH UCCJIEJOBAaHUE Yallle.

Tenoghosup

CoBmecTHOe mpuMeHeHHEe TeHodoBupa auconpokcun ¢ymapara u HIIBII wmoxet
MOBBIIIATH PUCK PA3BUTHUS TOYEUYHON HELOCTATOUYHOCTH.

Huxopanoun

CoBMecTHOe mpuMeHeHue Hukopanauna u HIIBII moxer moBbIIaTh pHUCK pa3zBUTHSA
CEepbEe3HBbIX OCIO0KHEHUH, TAaKuX KakK f3BbI, mepdopanuss U KPOBOTEYEHHE W3 OPraHoB
XKKT (cm. pazaen 4.4).

Cepoeunvle enuKko3uobl
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He Op110 oTMedeHO (papMaKOKMHETHYECKHY BSaI/IM(ﬂ[;I/l:C?Il%IEIG)LEU%T—'O;IEO(HGI;C—)'I.VI u

aurokcuHoM. OJHako TpPH HMX COBMECTHOM TNIPHUMEHEHUHU CIEAyeT COOII0aaTh
OCTOPOXKHOCTh, OCOOEHHO Yy MAIMEHTOB C MOYEYHOH HEJOCTATOYHOCTHIO, MOCKOIBKY
HIIBII moryTt ocnabnusaTe (yHKIHIO MOYEK M CHHXKATh MOYEUHBIH KIHUPEHC CepIeyHbIX
TJIMKO3UIOB.

[Ipenapatsl, B3aUMOJAEHCTBHE C KOTOPBIMU CJIEAYET YUYUTHIBATH

Anmueunepmen3usHnvie npenapamol (bema-oroxamopul, uneubumopwol AIID, ouypemuxu)
Puck ocnabrnenuss anTurunepreH3uBHBIX 3(PdekToB (3a cuer mHrHOMpoBanms HIIBII
Ba30IMJIATUPYIOUIUX MPOCTArJIaHIUHOB).

CenexmusHwvie uneubumopsi oopamuozo saxeama cepomonuna (CHUO3C)

[ToBBIMICHHBIN PUCK PAa3BUTHS )KEJIYJOUYHO-KUIICYHBIX KPOBOTEYEHUH (cM. pazzaen 4.4).

Tpomborumuxu

IToBBIIEHHBIM PUCK PA3BUTHUSA KPOBOTEUYCHHUS.

Pucku, ceazannvie c cunepkanuemueii

OnHOBpeMEHHOE NPUMEHEHUE C COJAMHU Kallus, KajauiicOeperarmumMu IUYpeTUKaMH,
uaruouTopamu  AIID, Oaokaropamu penentopoB  anrumoreHsmHa II,  HIIBII,
HHU3KOMOJIEKYJSIPHBIMU T'€lIapUuHAMHU, LIUKIOCITOPUHOM, TAKPOJIUMYCOM U TPUMETOIIPUMOM
MOBBIIIAET PHUCK Pa3BUTHUS THINEPKAIMEMHU. PHCK TrHUmepKalMeMUuH TOBBIIIACTCS, €CIN
yKa3aHHbBIC BBIIIE IMPEnapaThl IPUMEHSIOTCS COBMECTHO.

Pucku, ceazannvie c anmumpombomuueckum s¢gpexmom

[IpuMeHeHnEe HECKOIbKUX aHmuacpe2anmusbix npenapamos (mupoguoéan, snmugubapuo,
abyuxcumab, uronpocm) MOBBIIIAET PUCK PAa3BUTHSI KPOBOTCUCHUS.

Mudghenpucmon

HIIBII moryTr ymensmatrh 3¢dextuBHOCTs Mudenpuctona. Ilpuem HIIBII cnenyer
Ha4YMHATh HE paHee, yeM uepe3 8-12 nHel mociie OTMEHBI MUGETPUCTOHA.

[IpenapaTbl, B3aMMOJICUCTBUE C KOTOPBIMHU CIAEAYET NIPUHUMATh BO BHUMAHUE

[Ipy OoIHOBPEMEHHOM NPUMEHEHUU C YUKIOCHOPUHOM, MAKPOIUMYCOM BO3MOKEH PUCK
pa3BUTHUS AJJUTHUBHOTO HEPPOTOKCUYECKOTO JEHCTBUSA, OCOOEHHO Yy TMalHUEeHTOB
MOXMUJIOT0 BO3pacTa.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepemennocmo

NHrubupoBaHue CUHTE3a NPOCTArJaHAMHOB MOXXET OKa3aTh HEXelaTelbHOE BIHUSHUE
Ha TeyeHue OEpeMEeHHOCTH M/MJIM Ha HMOpHOHanbHOE pa3BuUTHE. J[aHHBIE, MOJyUYEHHbIE
B XOJI€ 3MUJIEMUOJIOTHYECKUX HCCIENOBAaHUN NMPH NPUMEHEHUU MHTHOMTOPOB CUHTE3a
NpPOCTAarJIaHJAMHOB Ha paHHUX CpPOKaX OEpEeMEHHOCTH, MOJATBEPIKAAIOT IOBBILICHUE
pHucKa CaMONpPOU3BOJIBbHOTO abopTa u opMupoBanue mopokoB cepauna (~1-1,5 %). Puck
MOBBIIIAETCS C YBEJIUUYEHUEM J03bl U AJIUTEIbHOCTH JIE€UEHHUS.

HaznauaTs npenapat OepeMeHHBIM XEeHIUHAM B cpoke 70 20 Heaelb BO3MOXKHO TOJIBKO
B clyyae, KOrja HpeuMyIllecTBa AJs MaTE€pU ONpPaBIbIBAIOT BO3MOXKHBIM PHUCK IS
nigona. B cinyuyae mokazaHHOM MONB3bl MPUMEHEHUs KeTOoNpodeHa y JKEHIIUH B CpPOKe
O6epemenHocty A0 20 Hexenb M y KEHIUMH, MJIAHUPYIOUIUX OEpPEeMEHHOCTh, CIEayeT
NpUIePKUBATHCI MUHUMAIbHOU 3P ()EKTUBHON N03BI MpenapaTa U NpoJOJIKUTEIbHOCTH
JeYeHUs.

Bo Bpems Il tpumectpa GepeMeHHOCTH BCce HMHTMOMTOpPHl CHHTE3a MpoOCTarjaHuHa
MOTYT OKa3bIBaTh TOKCHUYECKOE BIHMSHUE Ha IMJI0J, MPUBOIS K HPEXKIEBPEMEHHOMY
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3aKPBITHIO apTEPUAIBHOTO MPOTOKA U JICTOHHOM FI/IH'G‘DTB-IE?;I E'HEE&JII_EEIW rfpr/IMEHﬂTL

HIIBIT xenmuuam c 20-ii Hepenu OEpPEeMEHHOCTH B CBSI3M C BO3MOXHBIM pPa3BUTHEM
MaJIOBOJUSI HM/MJIM TATOJOTHMH TOYEK Yy HOBOPOXICHHBIX (HEOHAaTallbHAs MOYeYHas
HEJOCTATOYHOCTH).

VYV OGepemenHbIx xeHUUH BO Bpems |l TpumecTpa 6epeMeHHOCTH BO3MOXKHO pa3BUTHE
ci1abocTu poAOBOIM aKTUBHOCTH MaTKU M YBEJIMUYEHUE BPEMEHU KPOBOTEUEHHUS JaxKe MPHU
NpUMEHEHUHN HU3KUX 103 Kertompodena. CiaenoBaTenbHO, MPUMEHEHUE KeTonpodeHa B
cpoke 6onee 20 Hemeab NTPOTUBOIIOKA3aHO.

I'pyonoe ecxapmnusanue

Ha cerogusmHuii MOMEHT OTCYTCTBYIOT JaHHBIE O BBIACICHUU KETONMpodeHa B rpyaHOe
MOJIOKO, IO3TOMY NpHUMEHEHHEe KerompodeHa NpuU TPYAHOM BCKApMIMBAHUU HE
PEKOMEHJOBAHO.

DepmunivHocms

[Ipumenenue ketonpodeHa MOXKET BIUITh Ha IKEHCKYI (epTUIbHOCTb, MO3TOMY
npenapar He PpeKOMEHAYeTCs MPUMEHATh KEHIINHAM, NIAHUPYIOIMIUM O0€pEMEHHOCTD.
4.7. Bunsinue Ha CHOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMHM CpPeICTBAMH WU padorarh ¢
MeXaHNU3MaMH

B nepuon nmpumenenusi npenapara HEOOXOIUMO COOJIIOIaTh OCTOPOXKHOCTH IPH YIIPaBICHUU
TPAaHCHOPTHBIMU CPEACTBAMU M 3aHATUSAX JPYTMMU [OTEHUMAIbHO ONACHBIMU BUIAMU
NeSITeTbHOCTH, TpPEOYIOIIMMH  TIOBBIIICHHONH KOHIEHTpPAIMM BHUMAaHUS U OBICTPOTHI
IICUXOMOTOPHBIX PEAKLMN, TaK KaK Ipenapar MOXET BbI3bIBaTh TI'OJOBOKPYKEHHE U JIpyrue
no6ouHble 3()(HEKThI, KOTOPBIE MOTYT BIHSTH HA YKa3aHHBIE CTIOCOOHOCTH.

4.8. HexkennaTeibHble peakunu

Pestome npodunsg 6e3omacHoCcTH

Yame Bcero HaOmOAalOTCs HEXeENaTelbHBIE pPEaKUUU CO CTOPOHBI IKEJIYJAOYHO-
KUIIEUHOTO TPaKTa, TaKue KaK TOIIHOTa, PBOTAa, AMCHENCHUs, 00Jlb B 00JIaCTH KUBOTA,
HIIBII-ractponatus. MoryT Bo3HHKaTh NpoOOJeHNE I KPOBOTEUEHHUE U3 JKEJIYyI0YHO-

KUIIEYHOTO TPaKTa, MHOTJA NMPUBOAAIINE K JIETATBHOMY HCXOIY, OCOOCHHO Y MOKHIIBIX
nanueHToB (cM. pa3nen 4.4.). Puck BO3HMKHOBEHHS NOOOUYHBIX 3P (PEKTOB MOKHO CBECTHU
K MHUHHMYMY, €CJIH TPHUMEHITH TIpenapar KOPOTKHM KypcoM, B MHHHMaJIbHOUH
3¢ pexTuBHOMN N03€, HEOOXOAUMOM ISl yCTPaHEHHUs CUMIITOMOB.

[To nanubiM BcemupHoil opranuszanmu 3apaBooxpaHeHus (BO3) HexenarenbHble peakiiu
KJIacCU(UIMPOBaHbl B COOTBETCTBUM C HX YAaCTOTOW pa3BUTHs CIEAYIOIIMM 00pa3oM: OYeHb
gacto (> 1/10), gacto (> 1/100, Ho < 1/10), Hewacto (> 1/1000, no < 1/100), penko (= 1/10000,
HO < 1/1000), ouenb penko (< 1/10000), yacTora Hem3BecTHA (Ha OCHOBAaHUU HMMEIOIIUXCS
JTAHHBIX OLIEHUTH HEBO3MOXKHO).

Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemol

Penxo: remopparndeckasi aHeMHs;

YacToTa HEW3BECTHA:  arpaHysoOIHUTO3, TPOMOOUMTOINEHHS, TeMOJHUTHYECKas aHEeMHS,
JICUKOTIEHUS.

Hapywenus co cmopoHbl UMMYHHOU cucmembl

Yacrora Hew3BecTHAa: aHaUIAKTHYECKHE peakiuu (BKIouas aHa(QUIAKTUYECKUH IIIOK).
Hapywenusa memabonuzma u numanus

YactoTra HeM3BeCTHA: TUTIOHATPUEMHS, TUTIOKamueMus (cM. pazzaen 4.4.).

Ilcuxuueckue Hapyuienus

YacToTa HEM3BECTHA: CITyTAHHOCTH CO3HAHMS, YMOIIMOHAIBHAS JTAOMIHLHOCTD.
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Hapywenus co cmoponvl nepénoti cucmembl

Heuacto: ronoBHast 6011, FOJIOBOKPYKEHUE, COHITMBOCTH;

4acTOTa HEU3BECTHA: aCENTUYECKUI MEHUHTHT, CyIOpPOTH, BEPTUTO.

Hapywenus co cmoponul opeana spenus

Penko: HeuetkocTh 3penus (cM. pazaen 4.4.).

Hapywenus co cmoponul opeana ciyxa u aabupunma

Penxo: mywm B ymax.

Hapywenus co cmoponul cepoya

Yacrora HeU3BEeCTHA: cepleYHasi HEJOCTaTOYHOCTD.

Hapywenus co cmoponwt cocyooé

Yactota HEW3BECTHA: MOBBILIEHHE AapTEPUAIBHOTO  JABJIEHUS, BacKyJUT (BKJIIOuas
JEHUKOLMTOKIACTUYECKUN BaCKYJINT).

Hapywenus co cmoponvl OblXamenbHOU cUCmembl, 0p2aHo8 2pYOHOU KIemKU U CPe0oCHmeHUs
Penko: o6ocTpenne OpoHXHAIBHON aCTMBI;

4acTOTa HeU3BeCcTHA: OpOHXOCNa3M (B OCOOEHHOCTH, Y NAIIMEHTOB C TUIIEPYYBCTBUTEIBLHOCTHIO K
HIIBII), puHur.

Kenyoouno-kuweunvie napyuienus

Yacro: TonrHoTa, pBOTA;

HEYacTo: 3a1op, 1uapesi, racTpurT;

peaKo: mentuyeckas si3pa, CTOMaTUT;

4acTOTa HEU3BECTHA: JKEIYJOUYHO-KHUIIEYHOE KPOBOTEUEHHE, NIep(opalysi OpraHoB KeIyJOYHO-
KUIIEYHOI'0 TpaKTa, MaHKPEaTHUT, XKeNyJIOYHO-KULIeYHBIH IuckoMdopt, 00ib B KeIyake U
pENKHE Ccydyau KOJIUTA.

Hapywenus co cmoponvl neuenu u dcenuegbl@o0Aux nymei

Penko: renmaTur, NOBBINICHHME AKTHUBHOCTH «II€YEHOYHBIX» TpaHCaMHHA3, IIOBBIIICHUE
KOHIIGHTpalUuu OuiaupyOuHa BCIEACTBUE Ppa3BUTUS HApPYILIEHHWH, BBI3BAaHHBIX TI'EMATUTOM.
Hapywenus co cmoponsl Kodtcu u nOOKOHCHbIX MKAHel

Heuacro: xoxxHast cbIlb, KOXKHBIN 3y,

4acTOTa HEM3BECTHA: (OTOCEHCUOMIN3aIus, ajlonenus, KpalluBHUIA, 000CTPEHNE XPOHUYECKON
KpaluBHUIIbl, AHTMOHEBPOTUYECKUI OTEK, spuTeMa, Oyiie3Has Chillb, BKJIIOYas CHHIPOM
CruBeHca-/[>KOHCOHAa M TOKCHYECKUH SMMUJIEPMAIBHBIM HEKPOJIN3, OCTPBIA I'€HEpaIU30BaHHbBIN
DK3aHTEMAaTO3HBIN ITyCTYyJIE3.

Hapywenus co cmopoHbl nouex u Mo4egbleo0sauux nymeu

YacToTa HEM3BECTHA: OCTpas MMOYEYHAsi HEJTOCTaTOYHOCTh, TyOYyJIOMHTEPCTUIIMAIBHBIN HEPHT,
He(PUTUUECKUN CHUHIIPOM; 3aJepXKKa KUIKOCTH/HATPUS B OpraHU3Me C BO3MOKHBIM Pa3BUTHEM
OTEKOB MW runepkaiveMuu (cM. pasgensl 4.4. u 4.5.); opraHnyeckoe NOpaXEHHE TOYEK,
CIIOCOOHOE BBI3BIBATh OCTPYIO MOUEYHYIO HEJJOCTATOYHOCTh: COOOIIAIOCh O €AMHUYHBIX CIIydasix
OCTPOTO TYOYJISIPHOTO U MalUJUIIPHOTO HEKPO3a.

Obwue nHapyuienus u peakyuu 6 Mecme 66€0eHuUs.

Heuacto: nepugepuyeckue oTeku;

4acTOTa HEM3BECTHA: 00Jb M OIIyIIEHHE >KKEHHUS B MECTe BBEJIEHHS, pEakIMl B MecTe
BBEJICHUS, B T.4. IUBEJOUHAs BAaCKYJIONATHsI, U3BECTHAsI KaK CUHJIPOM HKOJIAYy.

JlanHble KIMHUYECKUX HCCIEIOBAaHUN U HIUAEMUOJIOTMYECKHUE JaHHbIe JAal0T OCHOBaHUE
npenmnosararh, yTo npumeHenue Hekoropbix HIIBII (ocoGenHO npu AUTEIbHOM IPUMEHEHUH B
BBICOKMX J03aX) MOXET OBbIThb CBSI3aHO C IOBBIIIEHHBIM PHCKOM Ppa3BUTHUS apTepUaTbHBIX
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COOGH.IGHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0math 0 1mo103peBacMbIX HEXKENATENbHBIX PEaKIHMsIX MMOCIe PETUCTPAIMU Ipernapara
C wLenblo OOecCreYeHHs HENPEephIBHOTO MOHHUTOPHHIA COOTHOIICHUS «IOJb3a — PHCK»
JIEKapCTBEHHOTO Mpernapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIHOOBIX
M0JI03PEBACMbBIX HEXKENAaTeIbHBIX PeaKIMsIX JEKapCTBEHHOrO IMpenapara uepe3 HallMOHaJbHbIe
CUCTEMBbl COOOILEHUSI O HEKeJaTeNbHBIX pPEeaKIUsIX TrocyAapcTB — wieHoB EBpaszuiickoro
SKOHOMMYECKOTO COI03a.

Poccniickas @enepanys

®OenepalibHas ciryx0a 1Mo HaJ30py B chepe 31paBOOXpaHEHUSI.

Anpec: 109012, r. MockBa, CnaBsiHcKasi miomazis, a. 4, ctp. 1.
Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceTH «VIHTepHET»:
https://www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CHMITOMBEI

[Ipu mepeno3upoBke KeTonpodeHa MOTyT OTMEYAThCs TOJOBHAS 00Jb, TOJIOBOKPYIKECHUE,
COHJINBOCTh, TOINHOTA, pBOTa, auapes U Ooysb B oOinactu >xkuBoTa. [lpu cunpHOU
WHTOKCHKAIlMU HAOJI01aluCh TUMIOTOHUS, YTHETEHUE ABIXaHUS U JKEIYyJOUYHO -KUIICUHbIS
KpPOBOTEUCHHUS.

JleueHne

[Ipu pa3BuUTUM JaHHBIX CHMIITOMOB IMallMeHTa HEOOXOJAMMO HEMEIJICHHO IEePEBECTH B
CIICIHATU3MPOBAHHOE OTJCIICHUE U HaYaTh CUMIITOMAaTHYECKOE JICUCHUE.
Crneundudeckoro aHTHI0Ta HE OOHAPYKEHO.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYECKHE CBOMCTBA

®dapmakoTepaneBTUUYeCKas TpyINa: IPOTUBOBOCHAIUTENbHBIE U IMPOTUBOPEBMATHUYECKUE
npenaparbl;  HECTEPOMJHBIE  NPOTUBOBOCHAIMUTEIbHBIE WM  MNPOTUBOPEBMATHUYECKHUE
npemnaparbl; IPOU3BOJHbIE TPONUOHOBOW KUCIOTHI.

Kog ATX: MO1AEO3

Mexanusm aercTBys U dpapMakoanHamMuuecKue 3O heKTEI

Keronpoden - Hectepouanslii mnpotuBoBocnanutenabHblii mnpenapar (HIIBIT). OxasbiBaer
POTHBOBOCTIAMTEIBHOE, aHATIBI€3UPYIOIIEE U )KaPOTIOHMKAOIIEE JICHCTBHS.

Ketonpoden Gnokupyet neiictere ¢epmenta nukinookcuredassl 1 u 2 (IIOI-1 u 1OI'-2) u,
YaCTUYHO, JIMIIOOKCUT€HAa3bl, YTO MPUBOAMUT K MOJABICHUIO CHHTE3a MPOCTArjaHIMHOB (B TOM
YuCIIe U B IEHTPaJIbHOM HEPBHOM cUCTEMe, BEPOSITHEE BCETO, B TUIIOTAIaMYycCe).

Crabwimsupyer In Vitro u in Vivo imnocomanbHble MeMOpaHBbl, IPH BHICOKMX KOHIIEHTpANUsX iN
Vitro ketonpodeH moaaBiIseT CHHTE3 OpaTUKUHUHA U JISHKOTPUCHOB.

KerompodeHn He oka3pIBaeT OTPUIIATEIHLHOTO BIMSHUS Ha COCTOSIHUE CyCTaBHOTO XPSIIIA.

5.2. ®apmakoKHMHeTHYECKHE CBOMCTBA

AGcopbuus

[Ipy BHYTpHBEHHOM BBEJCHUU KeTONMpodeHa CpeaHss IUIa3MEeHHas KOHLEHTpauus uepe3 5
11
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buogocrynnocts cocrasiset 90 %.

[Ipy omHOKpaTHOM BHyTpuMbIIIeyHOM BBeaeHuun 100 wmr kerompodeHa mpemapar
oOHapyXuBaeTcs B IUIa3Me KpoBU dYepe3 |5 MuHyT mocne Havaina WH(Y3uH, a NHUKOBas
koHleHTpanus (1,3 MKr/mi) pgocturaercss 4epe3 2 daca. bBHOJOCTYIHOCTH Ipemnapara
MOBBILIACTCS TUHEHHO C YBETUUECHHUEM J03bl.

Pacnipenenenue

Keronpoden na 99 % cBsizan c Oenkamu IJa3Mbl KpPOBHU, B OCHOBHOM C albOyMHUHOBOU

dpakuueit. O0beM pacnpeneneHus B TkaHsax cocrasiser 0,1-0,2 a/kr.

Keronpoden nmpoHuKaeT B CHHOBHAIBHYIO KUIAKOCTh, U NMPU BHYTPUBEHHOM BBeAcHHH 100 mr
gyepes 3 gaca ero KOHICHTpaIus JocTuraer 1,5 Mkr/mi, uro cocraBiseT 50 % OT KOHIEHTpaluu
B M1a3Me KpoBu (okoio 3 Mkr/mur). Uepe3 9 4acoB KOHICHTpAIUsl B CHHOBHUAIBHON KHUJIKOCTU
cocrapnsier 0,8 Mkr/mi, a B miuasme kKpoBu — 0,3 MKIr/mun, 4TO O3Ha4aeT, 4yTo KeTompodeH
Me/JIEHHEeE MMPOHUKAET B CHHOBUAIBHYIO KHUAKOCTh U MEJIJICHHEE BHIBOJIUTCS U3 HEe.
PaBHOBecHast KOHIIEHTpalus KeTompodeHa IOCTUraeTcsi B KpoBH yepe3 24 yaca mocie ero
npueMa. Y HalleHTOB MOXKUJIOro BO3pacTa paBHOBECHAs] KOHIIEHTpAlUs TOCTHranach yepes 8,7
YacoB U COCTaBsIa 6,3 MKI/MII.

[Tocne omHOKpaTHOrO BHyTpuUMBIIeuHOro BBeAeHuss 100 wmr kerompodeHa mpemapar
00HapYKMBAETCS B CIIMHHOMO3TOBOM KHJIKOCTH, KaK U CBIBOPOTKE KPOBH, Yepe3 15 MUHyT.
buorpanchopmanus

Keronpoden mnonBepraercss WHTCHCHBHOMY METAa0OIM3MYy C YYaCTHEM MHKPOCOMAIBHBIX
dbepmeHTOB meueHu, nepuoi monyBbiBeAeHus (Tiz2) coctaBiser 2 udaca. OH CBSI3BIBAaeTCS C
TJIFOKYPOHOBOM KHCJIOTOM M BBIBOJUTCS U3 OpPraHU3Ma B BHJE TJIOKYPOHUJA. AKTHUBHBIX
MEeTabO0JIMTOB KeTONpodeHa HET.

DJIMMUHALNS

T12 keronmpodena cocrapmusiet 2 yaca. [lo 80 % keTonpodena BHIBOAUTCS MMOYKAMH B TeueHue 24
yacoB, B ocHOBHOM (> 90 %) B ¢dopme riarokyponuna kerornpodena, u okoimo 10 % — depes
KHIIICYHUK.

IToyeyHas HEIOCTATOYHOCTD

VYV nanueHToB C IMOYEYHON HEIOCTATOUYHOCTHIO KETONMpOQeH BBIBOAUTCA MeIeHHee, ero Tip

YBCIUYUBACTCA HA 1 gac.
[IeuyeHOYHAs HEAOCTATOYHOCTh
VY nanueHTOB C MNEUYEHOYHOM HEZOCTaTOYHOCTHIO KCTOHpO(I)CH MOXKET AaKKyMYJIMPOBATHCA B

TKaHSIX; TAKUM TMalMeHTaM He0OX0IMMO Ha3HAYaTh MpernapaT B MUHUMAIIbHOM TepaneBTUYECKON
Jo3e.

JInIa mo)Kujaoro Bo3pacra

Y mnamueHTOB MOXWIOTO BO3pacTa METa0ONM3M M BBIBEJEHHE KeTompodeHa MpoTeKaroT
MCIOJICHHEC, 4YTO HMECT KIMHHYCCKOC 3HA4Y€CHHMC TOJBKO I IIalMCHTOB CO CHI/I)I(eHHOfI

byHKIHEH Moyex.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
IIponmiieHrnuKoIb
Oranon (ciupT 3TUNoBbBIN) 95 %
ben3unoBslil ciupT
Harpus runpokcuna pactsop 1 M (nns koppexuuu pH)
12
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6.2. HecoBMecTHMOCTD
Keronpoden (¢dapmaneBTHUYECKH HECOBMECTUM C pPacTBOPOM Tpamajaoyia H3-3a
BBIIIAICHUA OCagKa.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )
4 rona.

6.4. OcoOble Mepbl PE0CTOPOKHOCTH NPU XPAHEHUU
XpaHWTh B 3alIUIIEHHOM OT CBETa MECTe IIPH TeMieparype He Bbime 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU
IlepBuyHas ynakoBKa

ITo 2 mn npemnapara B aMIlyJibl CBE€TO3allIUTHOI'O, HeﬁTpaﬂLHOF 0 CTEKJIa C TOYKOM pas3jioma HJin
KOJIBIIOM H3JI0MaA.

BropuyHas ynakoBka

IIo 5 mm 10 aMITyJl BMECTEC C I/IHCTPYKHHeﬁ o MECAULIMHCKOMY IMPHUMCHCHHUIO IIOMCIIAIOT B

nauyky W3 KapTOHAa C BKIQABIIEM U3 OyMarm WM TOQPUPOBAHHOW JICHTHI, WJIH CO
CHeUalbHBIMU THE3/1aMH U HAKJIEUBAIOT ITHUKETKY-0aHaeposib. JlomycKaeTcss TEKCT ITUKETKHU-
0aH/1epOJIM HAHOCUTDH HEIIOCPEICTBEHHO Ha MaYKy.

ITo 5 ammyn noMeImarT B KOHTYPHYIO SSYEHKOBYIO YIIAKOBKY U3 IUIEHKU ITOJIMBUHUIXJIOPUIHOU
1 (OTBIY ATFOMUHHUEBOM JIAKUPOBAHHOM MutH 0€3 (OJIBTH.

ITo 1 nnm 2 KOHTYPHBIX SYEHKOBBIX YNAKOBKM BMECTE€ C MHCTPYKLUHMEH MO MEAULMHCKOMY
IIPUMEHEHHIO IOMENIAIOT B Ia4YKy U3 KapTOHA.

He Bce pa3mepsl yIIakoBOK MOTYT ObITh TOCTYIIHBI JUIsl peaIu3aliu.

6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHH  HMCIOJb30BAHHOIO
JIeKAPCTBEHHOr0  Mpenapara WJIH  OTXOA0B, MOJYYeHHBbIX IOCJie TPUMEeHeHHUs
JIEKAPCTBEHHOI0 Npenapara, ¥ Ipyrue MaHUNyJIsSIUH ¢ penapaToM

WNHdy3noHHbIe (PIaKOHBI cilelyeT OOepHYTh 4epHOM Oymarod WM allOMUHHEBOW (OJIBIoii,
MOCKOJIbKY KeTONpPO(EeH YyBCTBUTEINIEH K CBETY.

Hert oco0bix TpeOoBaHUil K yTUIU3ALUH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Poccuiickas @enepanus
OKII «ApmaBupckas 6nopadbpuka»

352212, KpacHogapckuii kpaii, HoBokyb6aHnckwuii paiion, . [Iporpecc, yn. Meunukosa, a. 11
Ten.: (86195) 2-11-15, daxc: (86195) 4-10-26.

7.1. IIpeacTaBuTENb AEPKATE/S] PETHCTPAIMOHHOIO YI0CTOBEPEeHUs!
[Iperen3un norpeduTenell HaPaBIATh 110 AAPECY:

Poccuiickas ®@enepanns

OKII «ApmaBupckas 6uohadpuxa

352212, KpacHonapckwii kpaii, HoBokyOaHckuit paiion, 1. [Iporpecc, yi. Meunukosa, 1. 11
Ten.: (86195) 2-11-15, daxc: (86195) 4-10-26.
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8. HOMEP PETMCTPAIIMOHHOTO YJ1OCTOBEPE M54 TEITEHOCTS 000

9. IATA IEPBUYHOM PETUCTPALIUU (IOATBEPKJIEHWS PETUCTPALINN,
INEPEPETUCTPAIIN)

Jlara nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmast  XapakTepUCTHKa JIEKapCTBEHHOro  mpemnapara KerompodeH  moctymHa — Ha
UHPOPMAIIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMAIMOHHO-
KOMMYHHUKaIMoHHOM cetu «uTepHeT» http:/www.eec.eaeunion.org/.
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