COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 01.04.2024 N2 6298

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIOFO TIPEITAPATA 1004

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
KETOITPO®EH BEJI®APM, 100 mr, TabneTkH, MOKPHIThIE 000I0YKOM.

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBII COCTAB

JleiicTByrolee BenecTBO: KETONpodeH

Kaxxnas tabnerka comepxut 100 mr ketonpodena.

[TonHbI IepeyeHb BCIOMOTaTeIbHbIX BEIIECTB IPUBENICH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabyieTKH, MOKPHITHIC INIEHOYHOW 000JI0YKOM.

prr.]'lble ABOSKOBBIITYKJIBIC TaGJ’IeTKI/I, IIOKPBITLIC IJIEHOYHOH 000JI0YKOM O€JIoro WM IMOYTH

Oeroro nsera. Ha monepeunom paspese — sapo 6esoro witk moyTu Oenoro npera.

4. KIMHUYECKHUE JJAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

[Tpennapatr KETOITPO®EH BEJI®APM noka3zaH K NpUMEHEHHUIO y B3pOCIBIX M JETEH crapile

15 mer.

CuMnToMaTHYecKast TCpalusa 0O0JIE3HEHHBIX M BOCIAIUTEIbHBIX IIpoueCCOB pa3/INIHOI'O ITPOUC-

XOXKIACHUA, B TOM YHUCIIC:

- BOCHTAJIUTCIIBHBIC U ACTCHCPATUBHBLIC 3a001eBaHUs OIMOPHO-ABUT'AaTCJIBHOIO alIapara:

PEBMAaTOUIHBIN apTPUT;

CEpOHETaTUBHbIE APTPUTHI: AHKWIOZUPYIOIIUNA CHOHIMIOAPTPUT — OOJIE3Hb
bexTepesa, icopuaTuuecKkuii apTpuT, peaKTUBHBIN apTpuT (cuHapoM Pelitepa);
1oJarpa, IceBIonoarpa;

OCTEO0apTPHT;

TCHIWHUT, 6prI/IT, MHAJITHA, HCBpAJITUs, pauKyJINUT,

— 00J1€BOM CUHAPOM, B TOM UHUCIIE CIa0blil, YMEpPEHHBIN U BHIPAYKEHHBIN

TOJIOBHAS 00JIb;

3yOHast 00JIb;

MOCTTPaBMaTHUECKUN U TIOCIIeONepallMOHHBINA 00JI€BOM CHUHAPOM;
00J1€BOI1 CHHAPOM MPU OHKOJIOTMYECKHX 3a00JIEBaHUIX;

AJIbroaAnCMCHOPECA.
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4.2. Pe:kuM 103UPOBAHUS M CIIOCO0 NMPUMEHeHHs

PexxuM J103upoBaHus

OO0bI4HO Mpenapar Ha3HAvyaroT 1Mo 1 TabieTke 2 pasza B ICHb.

[Ipenapatsl 11 npuemMa BHYTPb MOYKHO COYETaTh C IPUMEHEHHUEM PEKTAJIbHBIX CYNIIO3UTOPUEB,
HaIrpuMep, MalMeHT MOXET NMpuHATh 1 Tabmerky (100 mr) yrpom m BBecTH 1 cymmo3uTopuid
(100 mr) pekranbpHO BeuepoM. MakcumaibHas 103a kerornpodena cocrapisier 200 Mr/CyTKH.
Crenyer TIIATENBHO OLEHUTD PUCKH H TOJIb3Y OT JICUSHHSI Iepe T IPUMEHEHHEM ITperapara B 103¢€
200 mr/cyt (cm. pazaen 4.4).

Oco0nlie I'pYHOIIbI TAIKMECHTOB

Tayuenmor nodxcunozo 6ospacma
Y DanueHToB MOXUJIOIO BO3pacTa PEKOMEHAYETCS CHIDKaTh HA4YaJbHYIO 103y IIpenapara,
HOJ/IEP>KUBasi B albHENIIEM MUHUMAIBHO 3()(PEKTUBHYIO 03Y.
[Toxuiible nanMeHThl 60see MOABEPKEHbI PA3BUTHIO HEXKENATEIbHbIX PEAKIIUH.
He pexomMenayercs npeBblIaTh MaKCUMaIbHYIO CYTOUHYIO 103y npenapara. C 1enblo CHUKEHUS
pHUCKa pa3BUTHs HEXEJIATEJIbHBIX PEAKIMI CO CTOPOHBI kenmyaouHo-kumeyHoro Tpakra (JKKT),
nalueHTam ¢ (pakTopaMH prcKa peKOMEHAYETCs OJIHOBPEMEHHO Ha3HAyaTh IPUEM UHTUOUTOPOB
IIPOTOHHOM IOMIIBI.
Tlayuenmol ¢ neyenouHou u/unu no4euHou HedoCmamoyHOCMbIO
[lpy npuMeHEeHMHM Yy TAUEHTOB C I€YEHOYHOW W/WIM TIOYEYHOW HEIOCTaTOYHOCTHIO
PEKOMEHIYEeTCsSl CHMXKAThb HAdallbHYIO [03y IIpernapaTta, NOLIEp)KUBas B JaJbHEHIEM
MHUHUMaJIbHO 3G deKTUBHYIO 103Yy. [IpuMeHenne keronpodeHa y naueHTOB ¢ TSKEI0H MoYeqHOH
W/WJIM IEYEHOYHON HEI0CTaTOYHOCTBIO TPOTHBONOKA3aHO.

€T’
Pexum nozuposanus uid geteu ot 15 1o 18 net He oTiauvaercs oT peskuMa J03UpOBaHUS JUIs
B3POCIIBIX.

Criocob nnpuMeHeHus

BnyTps.
ITpenapar KETOIIPO®EH BEJI®APM cnenyer nmporyiareiBaTh LETUKOM BO BPEMs WM I1OCIIE

€Z1bl, 3a1MBasi BOJOM.

4.3. IlpoTuBONOKA3aHUS

— ['unepuyBcTBUTENBHOCT, K KeTONpodeHy, a Takke CcaluiiataM WId JIpYruM
HECTEPOHUIHBIM MPOTUBOBOCHANUTENbHBIM mpenapatam (HIIBII), wmm k mobomy wu3

BCIIOMOTATEJIbHBIX BEIIECTB, IEPEUNCICHHBIX B pazzaene 6.1.



COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 01.04.2024 N2 6298
(LOCIENOBATENLHOC T 0004)

- [TonHOE MM HEMOJIHOE coueTaHWe OPOHXUATLHOW ACTMBI, aHLTMOHEBPOTHYCCKOLO OTEKA

KpPalMBHUILBL, OCTPOTO PUHUTA, PELIUIUBUPYIOLIETO MTOJIMII03a HOCA WJIK OKOJIOHOCOBBIX Ia3yX U
HENEPEHOCUMOCTH alleTUICAIMIMI0BOM KucnoTel win apyrux HIIBII (B ToM uncne B anHamHe3e).
— SI3BeHHast 0OJIE3HB XKENyIKa WM JBEHAALATUIICPCTHON KHUIIKK B CTaJuH 000CTpPEeHHUs, a
TaKXKe KeJyJOYHO-KUIICYHBIE SI3Bbl, KDOBOTEUCHHUS U TepPOopaLuu.

— XpoHHUYECcKasi TUCTIECTICUS], BOCTIAIUTENIbHBIC 3a00JIeBaHMs KUIICYHHUKA, I3BEHHBIN KOJIUT;
6ose3nb Kpona, TUBEpTUKYIUT B CTaJAUH OOOCTPEHUS.

— I'emodunuss w jApyrue HapylleHUS CBEPTHIBAEMOCTH KpOBH (B TOM  YHUCIE
reMOpparu4ecKui 1uaTes).

- Jerckuii Bo3pact (10 15 ner).

— Tspkenas neyeHouHasi HEAOCTAaTOYHOCTh, aKTUBHOE 3a00JI€BaHNE TICUEHHU.

- Tsoxemass moyeunast HegocratouHocTh (kiupeHc kpearnnuHa (KK) menee 30 mi/mun),
porpeccupyouniie 3adoneBanus MO4Y€eK, MOATBEPAKACHHAS TUIEPKATIUEMUSI.

— JlekoMnieHCUpOBaHHAsL Cep/ieyHasl HEJOCTATOYHOCTh, IOCJIECONEPALUOHHBIA TEPUOJ
A0PTOKOPOHAPHOT'O LIYHTUPOBAHMS.

- LlepeOpoBacKysIpHBIE B JPYTHUE KPOBOTECUCHUSI.

— bepemenHnocts B cpoke 6osee 20 Henenb.

— [lepuon rpyiHOTO BCKapMJIMBaHUS.

- Heduuut naxTassl, HENEPEHOCUMOCTb JAKTO3bl, CHHIPOM IJIFOKO30-TJIAKTO3HOU
MababCcopOIuu.

4.4. OcoOble yKka3aHus M MepbI NPEeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

bponxuanbHast actMa B aHaMHe3€, KIMHUYECKU BbIPaXKEHHbIE CEpJeYHO-COCYAUCThIE, Lepedpo-
BaCKyJIsIpHbIe 3a00JIeBaHUs M 3a00JeBaHUs NMepUPEepUUecKUuX apTepuil, TUCTUNHUIEMHUs, Hpo-
rpeccupyrole 3a0ojeBaHUs MeUeHH, TUNepOMTUpYOMHEMHUs, alKOTOJIbHBIA IMPPO3 TEYEeHH,
MeYeHOYHas HeJIOCTaTOYHOCTh, ToueyHasi HegoctatouHocTh (KK 30—60 mn/mMun), XpoHUYecKas
ceplieyHasl HeJOCTaTOUYHOCTb, apTepuaibHas TUIIEPTeH3Us, 3a00IeBaHUs KPOBH, JIErHpaTalus,
caxapHbelii jauaber, Hammuume wuHbekuun Helicobacter pilory, Tspkensle comaTHdeckue
3a0o0JeBaHMs, TOXUIONW BO3pacT, KypeHHE, COIYTCTBYIOIAs Tepamnus aHTUKOAryJssHTaMH
(HampuMmep, aleTUIICATUIIMIIOBAs KUCI0Ta, HUKOPAHIUII ), TIFOKOKOPTUKOCTEPOUIaMU JUIs IIpruemMa
BHYTPh (HampuMmep, MPEeIHU30JI0H), CEJIEKTUBHBIMU HHTUOMTOpaMH OOpaTHOTO 3axBara
CEepOTOHMHA (HampUMep, IUTAJIONpaM, CEPTPAIMH), MNAIHEHThl C YMEHbIIEHHEM O0beMa
LUPKYJIUpYIOIIeH KpoBH, AnuTensHoe npumenenre HIIBII, 6epemennocts B cpoke 10 20 Heemb.

Oco0ble yka3auus
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npenapara B MUHUMAaJIbHO 3(P(PEKTHUBHBIX /103aX B TEYEHHE MAKCHUMAaJIbHO KOPOTKOTO MEPHOAA
BpPEMEHH, HEOOXOANMOTO I KYIIUPOBAHUS CUMIITOMOB.

Mackupoeka cumnmomos 0CHO8HO20 UHPEKYUOHHO20 3a00Ne8aAHUS

[Tpu npumeHeHun KetonpodeHa CUMITOMbI MHPEKIUOHHBIX 3a001€BaHUI MOTYT OBITH MEHee
BBIPQXCHHBIMU, YTO MOXKET IPUBECTHU K YAJIMHEHUIO CPOKOB IOCTAHOBKU MPAaBUIIBLHOTO AUArHO3a,
OTCPOYEHHOMY Hayally COOTBETCTBYIOILIETO JICYCHHS M YXYALICHHIO MCXOJa MH(EKIHOHHOTO
3a0oseBaHusA. YXy/uleHue Halmonanoch Ha (oHe OakTepuaJbHOW ITHEBMOHUM M IIPH
OaKTepHalbHBIX OCJIOXKHEHUSAX BETpsAHOW ocnbl. B ciydae npumeHeHus keromnpodeHa Ipu
UHQEKIIMOHHOM 3a00JICBaHUU JUTSI CHIDKEHHMS TEMIIEpaTyphl Tela WU KyIMHpPOBaHHs OO0JIEBOTO
CHHJIpOMa, pEKOMEHyeTcs obecrieueHre TIIaTeIbHOro HaOIro1eHus 3a TeueHneM uHdpeknun. B
aMOyJIaTOPHBIX YCIOBUSX, B CIy4ae, €CIM CUMIITOMbI COXPAHSAIOTCS UM YXYIIAIOTCS, HAallUEHTY
HE00X0IUMO 0OpaTUTHCS K Bpayy.

He cnenyer couerats mpuem kerompodena ¢ nmpuemom apyrux HIIBII w/mmu uHrnObutopos
Hor-2.

Peaxyuu co cmoponsi dceny0ouHo-Kuueuno2o mpakma

Crnenyer cobmofaTh OCTOPOXKHOCTh IIPU COBMECTHOM IPUMEHEHMM C IpenapaTamu, KOTOpbIe
MOTyT  TOBBICUTb  pPUCK  OOpa3oBaHMsI  $I3B  WJIM  KPOBOTEUEHHS, TaKUMHU  Kak
[JIIOKOKOPTUKOCTEPOUABI Ui TpUeéMa BHYTPb, AHTHKOATYJSHTHI (Hampumep, Bapdapun),
CEJIEKTUBHBbIE MHIMOMTOpPHI OOpaTHOIO 3axBaTa CEPOTOHHMHA WIIM AHTUArperaHThbl (Hampumep,
aleTUICAIMIMIIOBAs KHCIOTa WM HUKOpaHaui) (cM. paszzen 4.5). Coobmanoch o pa3BUTUU
HKEITyJ0YHO-KHUIIIEYHbIX KPOBOTEUEHUH, SI3B U Iepopaiuii (C BO3SMOKHBIM JIETaTIbHBIM UCXO/I0M)
Bo Bpems npumeHnenuss HIIBIT na mro6om sTame JjiedyeHus, BHE 3aBUCUMOCTH OT HAIMYHUS
YTPOKAIONIUX CUMIITOMOB MITH TspKenbIx 3a0oneBanuii JKKT B anamHese.

VY nmanmeHTOB MOYKWIJIOTO BO3pacTa CyLIECTBYET IMOBBIIIEHHBIM PUCK Pa3BUTUS HEXKENNATEIbHBIX
peakuuii co croponsl JKKT, Takux Kak jkeiayJOYHO-KUIIEYHOE KPOBOTEUEeHHE U nepdoparnus (¢
BO3MOJXKHBIM JICTATBHBIM UCX00M) (CM. pasnen 4.2).

B ciydae pa3BuTus xeiayJ04HO-KUIIEYHOTO KPOBOTEUEHUS MM 00pazoBaHus 3B opraHoB JKKT
IpY IPUMEHEHUHU KeTonpoQeHa, JIedeHue ciaelyeT HeMEUIEHHO TPEKPaTHUTh.

Puck xenyn04HO-KUIIEUHOTO KPOBOTEUEHUS, s1I3B000pa30oBaHus Uiu nepdopalny MOBbBIIIAETCS
npu npuMeHeHun Oonee Beicokux 103 HIIBII, mpu Hanuuuu si3BeHHOH 0OJI€3HM B aHaMHeE3e,
0COOEHHO OCJIO)KHEHHON KpOBOTEUEHHEM WU nepdoparueid, U nNpu NPUMEHEHUH y TOXKUIIBIX
NAIUEHTOB. Y 3TUX IPYIN NAallMEHTOB JIEYEHHUE CIIENYyEeT HaYMHATh C MUHUMAJIBHO BO3MOKHBIX
no3. Crenyer pacCMOTPETh COBMECTHOE MPUMEHEHHE C TacTPONPOTEKTUBHBIMU IperapaTamMu

(HampuMep, MH30IMPOCTOJIOM WJIM HMHTHOMTOpaMHM TMPOTOHHOM TOMIIBI) Yy MJAaHHBIX TPYIII
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KHMCJIIOTBl B HM3KMX [J103aX WM JPYrMX IIPenaparoB, IIOBBIIIAIOIIUX PHUCK Pa3BUTHUS
HEeXXeNnaTeNbHbIX peakiuit co croponbl JKKT (cMm. paszaen 4.5).

[TaruenTsl ¢ HeXenaTebHBIMU peakuusiMu co ctoponbl JKKT B anamHese (0COOEHHO ManueHThl
MOKUJIOTO BO3pacTa) MOJKHBI COO0IIAaTh 000 BceX HEOOBIUHBIX cuMnToMax co ctoponsl JKKT
(TIpe’xe BCEro O JKETyA0YHO-KHIIEYHOM KPOBOTEUEHUH ), B OCOOCHHOCTH Ha HaYaJIbHBIX 3Tarax
JICYCHMUS.

CylmecTByIOT 3MUAEMHUOJIOTMYECKUE JIaHHbIE, CBUACTENIBCTBYIOIIME O CBSI3M IPUMEHEHHUS
KeronpodeHa C BBICOKUM PHUCKOM Pa3BUTHS TSDKETIOW JKENYAOYHO-KHIIEYHOW TOKCUYHOCTH,
cpaBHUMOH ¢ TakoBo# mpu npumeHenuu npyrux HIIBII, oco6enHo B BBICOKHX J103axX (CM. pa3aen
4.3).

HIIBII cnenyer mpuMeHSTh C OCTOPOXKHOCTHIO y TAIlMeHTOB ¢ 3a0oneBanusiMu opranoB JKKT B
aHamHe3e (S3BEHHBIA KOJUT, Oone3Hb KpoHa), Tak Kak 3TO MOXET MPUBOAUTH K 0OOCTPEHHIO
JIAHHBIX 3a0oseBaHuii (cM. pasnen 4.8).

Cepoeuno-cocyoucmule peakyuu u peakyuu co CmopoHsbl cOCY008 20108HO20 MO32a

JlaHHbIE KIMHMYECKUX HCCIEIOBAHUM W 3MHUJIEMUOJOTMYECKUE JAHHBIE MPEAINoaaramT, 4TO
npumenenne Hekotopbix HIIBII (ocoOeHHOo B BBICOKUX /103aX U IIPHU IPOAOKUTETHLHOM JICUSHUH )
MOYET OBITh CBSI3aHO C IMOBBIIICHHBIM PUCKOM Pa3BUTHS apTePHAIBHBIX TPOMOO30B (HampuMmep,
uH(papKTa MUOKapa WM WHCYNbTa). Ha OCHOBaHWM MMEIOIMXCS TAHHBIX HEJb3sl MCKIIOYHUTH
TaKOW PUCK MPU MPUMEHEHUH KeTorpodeHa.

Kak n npu npumenenun apyrux HIIBII, cnenyet yaensaT ocoboe BHUMaHUE TPU IPUMEHEHUH Y
MalUEHTOB c JIEKOMITEHCUPOBaHHOM TUTIEPTOHUYECKOMN 00JIe3HbIO, CepACHYHOMN
HEJO0CTAaTOYHOCThIO, MIIEMHUYECKON OoJie3HbI0 cepala, 3a0oJeBaHUsMU NepudepruuIecKux
apTepuil WU 1epedpoBacKyISIpHBIMU 3a00JIEBAaHUSAMHU, a TaKXKe Mepel] HayajaoM JJIUTEIbHOro
JeYeHHUs] y NAIMEeHTOB C (aKTOpaMU PUCKA Pa3BUTHUS CEPJIEYHO-COCYIMCTHIX 3a00JieBaHUM
(TOBBIIIEHHOE apTepuaibHOE AaBJI€HUE, TUIIEPIUIUIEMHUs, CaXapHbIi [uadeT, KypeHue).
CooOmasioch O TMOBBIIMIEHWH pPHUCKA Pa3BUTUS apTEPUATIBHBIX TPOMOO30B NpU NPUMEHEHUU
HeacriupuHoBbIX HIIBII nns kynupoBaHusi nmepuonepanvoHHbIX OoJiel mpu a0OpTOKOPOHAPHOM
LIYHTUPOBaHUU.

HeoOxonumo coOmiogaTh OCTOPOXKHOCTH HpPH MPUMEHEHUU KeTomnpodeHa y MalueHTOB C
MOBBILICHUEM apTepUaibHOrO JaBJICHHUS B aHaMHE3€ W/MIM CEepAEYHON HEI0CTaTOYHOCTHIO
JIETKOM WMIM CpeiHed CTeneHW TsKecTH, Tak Kak npu npumeneHun HIIBIT coobmanocs o
3a/IEPKKE JKUJKOCTU U PA3BUTHU OTEKOB.

Peakuuu CO CMOPOHbL KOIHCU
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JIeTaIbHBIM UCXO/I0M), BKJIIOYasl SKC(OIMATUBHBINA 1epMaTUT, cuHIpoM CTHuBeHca-/[)KoHCOHA H
TOKCUYECKHUH AMUJICPMaIbHbI HEKPOIN3, CBI3aHHbIX ¢ mpuMeneHneM HIIBII (cm. paznen 4.8).
HauOonpmmii puck pa3BUTUS JAHHBIX COCTOSHUN MPUXOAUTCS HA Hayajuo TepanuH, B
OOJNBIIMHCTBE CIY4aeB OHU DPA3BUBAJIUCh B TEYEHUE MEpBOro Mecsua JjedeHus. Craenyer
NOPEKpPaTUTh NPUMEHEHHE KETONpoQeHa MpU MEPBOM IMOSBICHUH KOXXHOH CBIMH, MU3bSI3BICHUSL
CJIM3HUCTHIX 000JI0UEK WK JTIOOBIX IPYTUX MPU3HAKOB TUIEPUYBCTBUTEIBHOCTH.

Hapywenus co cmoponbl ObixamenbHou cucmembl

VY nauueHToB ¢ OpOHXUAIBHONW aCTMOM B COUETAHUU C XPOHUYECKHM CUHYCUTOM H/WJIH ITOJIMIIAaMU
HOCOBOI TOJIOCTU CYIIECTBYET OOJie€ BBICOKUN PHUCK Pa3BUTHUS aJUIEPIMUECKHUX PEAKLHUH K
anerwicamuuuiaoBoil kuciaore w/mmum HIIBIL, uwem y nppyrux moneit. Ilpumenenue 31ux
IpenapaToB MOKET MPUBOAUTH K aCTMAaTUYECKUM MPUCTYIaM WX OpOHXOCHazMy, OCOOCHHO Y
NAlMEeHTOB C ajjieprueil Ha aueTwicatnuioByto kucioty win HIIBII B anamHese (cM. paszzen
4.3).

T'unepranuemus

Bo3MoHO pa3BuTHE rUnepKaneMun, 0COOEHHO Y NMAaIMEHTOB C CaxapHbIM 1Ma0eTOM, TOUYEUHOI
HE/I0CTaTOYHOCTHIO M/WIIM IIPU COBMECTHOM IPUMEHEHUU C KalnicOeperaroluMuy penaparaMu
(cM. pazzen 4.5). YV TakuX NaUEeHTOB CJIEe1yeT THIAaTeIbHO KOHTPOJIUPOBAaTh YPOBEHD KaJlusl.
Bnusnue na ¢hynkyuro novex

Bo Bpems Hayana jieyeHMs cieayeT THaTeabHO HAOMoAaTh 3a (yHKIKEH MOYeK y HallueHTOB ¢
CepAeYHON HEIOCTATOYHOCThIO, IMPPO30M WIM HEPpPO30M, Yy MAIUEHTOB, MOJyYarOIIUX
JUYPETUUECKYIO0 TEpamnuio, U y MaleHTOB C XPOHUYECKOM O0Je3HBI0 MOoYeK (0COOEHHO Yy
MOKUJIBIX MAIIMEHTOB). Y 3TUX IPYMI MallUEHTOB MIPUMEHEHUE KETONpOopeHa MOXKET MPUBECTH K
CHIDKEHUIO TI0YEYHOI'O KPOBOTOKA, BBI3BAHHOMY MHIMOMpPOBAaHMEM MPOCTATJIaHAMHOB, H
JICKOMITEHCALlUU TOYeYHON (PYHKIIUH.

Brausanue na ¢ynxkyuio neuenu

VY nanueHToB ¢ OTKJIOHEHHUSIMH B (PYHKIIMOHAIBHBIX TECTaX EYEHU UITU ¢ 3a00JIEBaHUSAMU ITEYEHU
B aHaMHeE3€ CleAyeT NMEpPHOJUYECKH KOHTPOJIMPOBATh YPOBEHb «IIEUYEHOUYHBIX» TPaHCAMHUHA3,
0COOEHHO NpH JTUTEIbHOM JeueHud. [Ipu nmpumeneHuun kerornpogdeHa cooOIIanoch 0 PeaKuX
CIIy4asiX pa3BUTHUS KENTYXU U renaTura.

pyeue s¢hghexmui

B ciiyuae oOHapyxeHus: NPpU3HAKOB HH(PEKITMOHHOTO 3a00JI€BaHuUs CiIelyeT 0OpaTUTh BHUMAHUE,
YTO MPOTUBOBOCHAIUTENBHBIE, 00€300IMBAIOIINE U KapPOIOHMKAIOIIIE CBOICTBA KeTolpodeHa,
kak u apyrux HIIBII, MoryT MackupoBaTh OOBIYHBIE MPU3HAKH MPOTPECCUPOBAHUS MHDEKIINH,

TAaKHEC KaK JIMXOpaaKa.
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PCKOMCHAYCTCA TMNPUMCHATHL JKCHIIUWHAM, I[IJIAHUPYHOIIUM 6epeMeHHOCTB. HaI_[I/IeHTKaM C
OecruiogueM (B T.4. MPOXOJSAIIUM OOCIIEIOBAHUE) CIEAYET PacCMOTPETH BOMPOC 00 OTKa3ze OT
HIIBII.

[Tpy BO3HMKHOBEHUU HAPYIICHHUI CO CTOPOHBI OPTaHOB 3PEHUs, TAKUX KaK OMYTHEHUE 3pEHUs
U JIp., ICYCHUE CIIeyeT He3aMeJIUTEIHbHO IPEKPATUTh.

4.5. B3aumopeiicTBHe ¢ JPYrHMH JIeKAPCTBEHHBIMH MpenapaTtamMu © JApyrue BHJbI
B3aNMOJAEHCTBUSA

IIpenapaTsl, COBMECTHOE IPUMEHEHHE ¢ KOTOPLIMH HE PEKOMEHIYETCS

Hpyeue HIIBII (sxnouas cenexmugnvie uneubumopst LJOI-2) u canuyunamol 8 8bicOKUX 003aX:
MIOBBIIICHHBIA PUCK pa3BUTHA 3B U KpoBoTeueHui JKKT.

Anmuxoacynanmel

[ToBBIIIEHHBIA PUCK PA3BUTHS KPOBOTEUYEHUN MPHU COBMECTHOM MPUMEHEHHUH CO CIEAYIOLUTUMU
npenapaTamu:

- rerapuH;

- aHTaroHucTel BuTaMuHa K (Hanpumep, Bapdapun);

- MHTHOUTOPHI arperaii TPOMOOIMTOB (HanmpuMep, TUKIOMHUIUH, KIOMUAOTPeN);

- WHTUOUTOPHI TPOMOWHA (HapuMep, JaduraTpan);

- npsiMble HHTHOUTOPHI (DakTOpa CBEpThIBaHUS Xa (Hampumep, anukcadaH, puBapokcadaH,
3710KcabaH).

Ecnu coBMecTHOrOo NMpUMEHEHUS HeNb3sl H30eXaTh, 3a MALUEHTOM CJEIyeT OCYIIECTBIAThH
THIATEIbHOE HA0II0/IEHHUE.

IIpenapamol numus

N3-3a CHMXKEHMSI DKCKpELUUHU JINTUS IIOYKAaMHU BO3HUKAET PUCK IOBBIIIEHHUS IUIA3MEHHBIX
KOHIIGHTPALUil JUTUS, UHOTZA JOCTUTAIOUIMX TOKCHYecKoro ypoBHsA. [Ipu HeoOxomumocTH
clelyeT TIIATEIbHO CJIEAWUTh 32 YPOBHEM JIUTUS B IUIa3ME€ KPOBU U KOPPEKTHPOBATH 03y
IIPEnapaToB JUTHS BO BPEMsI U 110CJI€ TPUMEHEHHUS MTUIITH.

Memompekxcam 6 0o3zax ceviuie 15 me 8 Hedenro

Bo3MoyeH MOBBIIEHHBI PUCK IeMaTOJIOTHYeCKON TOKCUYHOCTH METOTpeKcaTa, 0COOEHHO IMpH
INPUMEHEHUU B BBICOKHX J03aX (>15 Mr B HeZelnio), uTo, BEPOSATHO, CBA3aHO C BHITECHEHHUEM
METOTpeKcaTa, CBSI3aHHOTO OeJIKaMH, U CHIDKEHHEM €T0 MOYEUHOTO KIHpPEHca.

[IpenapaThl, pYU COBMECTHOM IIPUMEHEHUM C KOTOPLIMH CIIEAYET CO6JIIOI[3.TL OCTOPOKHOCTH

OpnHoBpeMEHHOE NpPHUMEHEHHE C IMpernapaTaMH, MOBBIIIAIONIMMH YPOBEHb Kajusi B KpPOBHU
(HampuMep, ¢ COJSIMHM Kalus, KajauiicOeperarmoummmu JuypeTukamu, uHruouropamu AllD u

aHTtaroHucramu peuentopos  anruoreHsuna [I, HIIBII, HH3KOMOJIEKYISpHBIMH WU
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NOBBIIIAET PUCK pa3BUTUS TUIIEPKAIMEMUH). PHCK TrunepkaJiueMuu IOBBILIAETCS, €ClIU
YKa3aHHBIE BBILIE [TPENapaThl IPUMEHSIOTCS COBMECTHO.

Huypemuueckue cpeocmea

VY naunueHToB, NPUHUMAIOUIMX JAWYPETHKH (B OCOOEHHOCTH Y OOE3BOKEHHBIX IALUEHTOB)
MOBBILIAETCS PUCK PA3BUTHUS MMOYEYHOW HEIOCTATOYHOCTH BCIIEJICTBUE CHUKEHHS MOUYEYHOI'O
KPOBOTOKA, BBI3BAHHOTO MHTMOWPOBAaHUEM IIPOCTArIaHAWHOB. Y TaKUX MAalMEHTOB JIOJKHA OBITH
BOCIIOJIHEHA TIOTEpsl JKMAKOCTM [JO Hadaja COBMECTHOM Tepamuu, a TakXke JOJDKEH
OCYIIECTBIIATHCS MOHUTOPUHT (DYHKIMH ITOYEK MOCIIe Hayaja Tepanuu (cM. pazaen 4.4).
Hueubumopor AII® u anmazonucmoi peyenmopos aneuomensuna Il

VY nanueHToB €O CHIKEHHOH (yHKIMEH mouek (Hampumep, y 00€3BOKEHHBIX MAIMEHTOB M
NAllMEHTOB IOKWJIOIO BO3pacTa) COBMECTHOE IpUMeHeHue HHruoutopos AllD wumm
AQHTAarOHUCTOB pelentopoB aHruoreHsuHa Il u mpenapatoB, muHrubupyroomux LOI', moxer
NPUBOUTH K JAbHEHIIEMY CHIKCHHIO IOYEUHOW (PYHKIMH, BKIIOYAass BO3SMOXHOCTh Pa3BUTHSA
OCTPOM MOYEUHOW HEJOCTATOUYHOCTH.

Memompexcam 6 0o3ax nudice 15 me 6 neoenro

B TedyeHue nepBbIX HEIEIb COBMECTHOIO NMPUMEHEHMS CIEAYET €KEHEIECIBHO KOHTPOJIUPOBAThH
o0umii ananu3 kpoBu. KOHTpoIIb ciieayeT oCyliecTBIATh Yallle Yy MallieHTOB [0KUIIOr0 BO3pacTa
U y NAI[MEHTOB C HapylleHueM (yHKIUH 10YEK.

Tlenmoxcughunnun

CoBMecTHOE NpPHUMEHEHHE C NMEHTOKCHU(MIIMHOM MOBBIMIAET PUCK Pa3BUTHS KPOBOTEUEHHIL.
HeobOxonuMo Ooniee 4YacTo MPOBOAUTH KIMHUYECKHMH OCMOTP M ONpEICICHHE BPEMEHU
KPOBOTEUYEHHS.

Tenogosup

CoBmecTHOE prMeHeHne TeHo(oBupa quconpokcuit pymapara u HIIBIT moxxeT noBbIaTh puck
Pa3BUTHS TOYEYHON HEAOCTATOYHOCTH.

Huxopanoun

CoBMecTHOE nnpuMeHenne HUKopanwia 1 HIIBIT MokeT noBbIIaTh PUCK Pa3BUTHUS CEPHE3HBIX
OCJIOKHEHHH, TAKUX Kak si3Bbl, iepdopanus u kpoBoreuenue u3 oprados JKKT (cm. paznen 4.4).
Cepoeynvie enuxko3uobl

He Obuto oTMeueHO (papMaKOKMHETHYECKMX B3aMMOICHCTBUI MexAy KeTonpodeHoM H
JurokcuHoMm. OfHAKo, MPU UX COBMECTHOM NMPUMEHEHHUH CIeIyeT COONII0AAaTh OCTOPOKHOCTD,
0COOEHHO y MallMeHTOB ¢ MOYEYHOW HEAOCTaTOuHOCThIO, mockoibky HIIBII moryT ocnabnare

(I)YHKI_II/IIO MOYEK 1 CHIKATh ITOYECUYHBIN KIIMPCHC CCPACUYHBIX I''TMKO3UI0B.
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Kopmuxocmepouovt

[ToBbimeHHBINH puck A3B U KpoBoTeueHuil opraHoB JKKT mpu coBMecTHOM npUMEHEHHHU (CM.
paznen 4.4).

IIpenapaTsl, B3aUMOJECHCTBHE C KOTOPBIMH CISAYET VIHUTHIBATE

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

Puck ocmabnenust aHTUrHnepTeH3uBHBIX A ¢dekToB (3a cuer uHruOuposanus HIIBII
Ba30IMJIATHPYIOIINX POCTArJIaHIuHOB).

Tpombonumuueckue npenapamoi

IToBBIILIEHHBIN PUCK KPOBOTECUCHMUSI.

Cenexmusrvie uneubumopwvl oopamnoeo 3axeama cepomonuna (CH0O3C)

[ToBBIIICHHBIN PUCK KETYI0UHO-KUILICYHOTO KPOBOTeUCHHUS (CM. pasnen 4.4).

Ilpobeneyuo

CoBMecTHOE TPUMEHEHHE C MPOOESHEUIOM MOKET 3HAYUTENbHO CHU3HUTD TIa3MEHHBINA KIIUPEHC
KeTorpodeHa.

HDCHaDaTBI, B33HMOZI€I>'ICTBPI€ C KOTOPBIMH CJICAYET IIPUHUMATh BO BHUMAHUC

Luxnocnopun, makpoaumyc

Puck pomnosHuTENbHOrO HEPPOTOKCHYECKOTO ACHCTBHS, OCOOEHHO Yy MAlMEHTOB IOKUIIOTO
BO3pacTa.

4.6. ®epTHIBHOCTD, 0ePEMEHHOCTD U JAKTALMS

bepeMeHHOCTh

WNurubupoBaHre CUHTE3a IPOCTAarjJaHInHOB MOXKET OKa3aTh HEXKeEJaTelbHOE BIIMSHNE Ha TEUEHHE
OepeMEeHHOCTH W/WIKM Ha SMOpUOHANbHOE pa3BUTHE. J[aHHBIE, MOJYYEHHbIE B XOJE 3IMUIEMUO-
JIOTMYECKUX MCCIeI0BaHUN MPU MPUMEHEHUH HHTHOUTOPOB CHHTE3a MPOCTArJIaHAMHA Ha PaHHUX
Cpokax OEepeMEeHHOCTH, MOATBEPXKAAIOT MOBBILIEHHE pPHUCKA CaMOIIPOM3BOJIBHOTO abopTa U
dbopmupoBanus OpokoB cepana (okono 1-1,5 %). Puck moBbimaeTcsi ¢ yBeIWYeHUEM JI03bI U
JUINTEIIbHOCTH JICUEHUS.

[TpumeHsTH penapat 6epeMEeHHBIM KEHIIMHAaM B cpoke 10 20 Heenb 0epeMEeHHOCTH BO3MOKHO
TOJIBKO B CiIy4ae, Korja ImpeoiaraeMast ojib3a sl MaTepH ONpaB/bIBa€T BO3MOXHBINA PUCK JJIs
wioga. B ciywyae noka3aHHOM MOJB3bI NMPUMEHEHUsI KETONpo(eHa y IKEHIIMH B CpOKe
O6epemenHoctn A0 20 Hemenb My OKEHIIMH, IUIAHUPYIOUIMX OEpeMEHHOCTh, CleAyeT
NpUIEPKUBATHCS MUHUMAIbHOM 3 QEeKTUBHOM 10361 IpenapaTa 1 NpoJ0KUTEIbHOCTH JICUSHHUS.
Bo Bpems Il tpumectpa GepeMeHHOCTH BCe MHTHOMTOPHI CHHTE3a MpOCTarjaHIdHa MOTYT
OKa3bIBaTh TOKCHUYECKOE BIIMSAHHME HA IUIOA, NPUBOAS K NPEKICBPEMEHHOMY 3aKpBITHIO
apTepHUAIILHOTO ITPOTOKA U JIerouHou runeprensuu. He cienyer npumensars HIIBII xxenmuHam ¢

20-0i1 Henenmu OEpeMEHHOCTH B CBSI3U C BO3MOXKHBIM Pa3BUTHEM MAJIOBOJHS ¥I/MITH MTaTOJIOTHH
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MOYEK Y HOBOPOXKJIEHHBIX (HEOHATaJIbHAs MOYEHHAs L[H'CEL%E(EQ}Cﬁﬁe%%‘ogﬂoln&%&w

pu 6epeMEeHHOCTH B cpoke Oosee 20 Heelb.

VY 6epemenHbIX xeHIIMH BO BpeMs Il TpumecTpa 6epeMeHHOCTH BO3MOXHO pa3BUTHE CI1a00CTH
POZIOBOI aKTMBHOCTH MAaTKW W YBEIMYEHHUE BPEMEHH KPOBOTEUCHHUS AK€ MPHU NPUMEHEHHH
HU3KHX J103 KETONpodeHa.

JlakTanus

Ha cerogusimuuii MOMEHT OTCYTCTBYIOT JJAHHBIE O BBIACTICHUN KETONpo(deHa B IPyAHOE MOJIOKO,
MO3TOMY IIPUMEHEHHE KeTonpodeHa He PeKOMEHIOBAHO MPH IPYIHOM BCKapMIIUBAHHH.

DepTUILHOCTE

[Ipumenenue keronpodeHa MOKET BIUATh HA KEHCKYIO (epTUIHLHOCTh, IOITOMY IpernapaT He
PEKOMEH/IyeTCs TPUMEHSTh >KCHIIMHAM, IUIAHUPYIOIIUM OepeMeHHOCTh. llanmeHTkam ¢
OecrutogueM (B T. 4. IPOXOMASIIUM OOCJIEIOBAHKE) CIEAYET PaCCMOTPETh BOMPOC 00 OTKa3e OT
HIIBII.

4.7. Bunsinue Ha CIOCOOHOCTH YNPABJIATHL TPAHCIOPTHBIMHM CpPeACTBAMH M Padorarh C
MeXaHMu3MaMH

JlaHHBIX 00 OTPHUILIATEIILHOM BIUSHHH KeTONpo(deHa B peKOMEHIyeMbIX J03aX Ha CIOCOOHOCTH K
yIpaBICHUIO aBTOMOOMIIEM WM paboTy ¢ MexaHHU3MaMu HeT. BMecTe ¢ TeM, manueHTam, y Ko-
TOpBIX Ha (POHE MPUMEHEHUS MpernapaTa BOSHUKAIOT COHIIMBOCTD, TOJIOBOKPYKEHHE WM APYTUE
HENPUSTHBIE OILIYIIEHUSI CO CTOPOHBI HEPBHOUM CHUCTEMBbI, BKJIIOUAs HAPYIIEHUE 3PEHUs, CICAYET
BO3/IEP)KATHCS OT BOKJCHUS aBTOTPAHCIIOPTA M 3aHATUN MOTEHIIMAIBHO OMACHBIMU BUAAMU JCs-
TEIBHOCTH, TPCOYIONIMMH MTOBBIMIEHHOW KOHIICHTPAIIUN BHUMAHHS U OBICTPOTHI TICHXOMOTOPHBIX
peaKuuu.

4.8. HexxenaTesibHbIEC peaKIUU

PesroMme HexxenaTeabHbIX PEAKIINT

HexemarenpHnle p€akuru IMpEaACTABJICHBI B COOTBCTCTBHUU C IMOPAKCHHUEM OpPraHOB U CHUCTEM
OpraHOB B TIOCTEIOBAaTEIBHOCTH MEIUIIMHCKOTO CJOBaps s HOPMAaTHBHO-IIPaBOBOM
nestenbHOCcTH  (MedDRA). YacTtora BO3HUKHOBEHHS ONpENENsiach B COOTBETCTBHH CO
CJIEYIOIIMMHU KaTeropusMu: oueHb yacto (>1/10), gacto (>1/100, o <1/10), neuacto (>1/1000,
Ho <1/100), peaxo (>1/10000, o <1/1000), ouenb peako (<1/10000), gacrora Hens3BecTHa (Ha
OCHOBaHUHU UMEIOIINXCS JAHHBIX OIICHUTHh HEBO3MOXKHO).

Hapywenus co cmoponwl Kposu u tumgpamuueckou cucmemul: peIKO — reMopparndyeckas aHeMusi;
4acTOTa HEM3BECTHA — arpaHyJIOIUTO3, TPOMOOIIUTOTICHH S, HApYIIeHHE (DYHKIIMA KOCTHOTO MO3-
ra, reMOJIMTHYCCKasd aHEMHU, JIEUKOTICHHUS.

Hapywenus co cmoponbi uMMYHHOU cucmembsl: 4acTOTa HEU3BECTHA — aHA(pHIAKTUYECKHE

peakuuu (BKiIroYas aHaQUIAKTUYECKHUH MIO0K).
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(cM. pasnen 4.4).

Tlcuxuueckue Hapywienus: 4YacTOTa HEU3BECTHA — CIIYTAaHHOCTh CO3HAHUSA, SMOILMOHAIbHAs
JTaOMIIBHOCTb.

Hapywenus co cmoponvl HepeHoli cucmembl: HEYACTO — TOJOBHAsl 00Jib, TOJOBOKPYXEHUE,
COHJIUBOCTbH; PEIKO — MApPECTe3UH; YacTOTa HEM3BECTHA — ACENITUYCCKUH MEHUHTHT, CyIOPOTH,
HapYIICHUE BKYCOBBIX OIIYIICHHUH, BEPTHUTO.

Hapywenus co cmoponul opeana 3penus. peAKo — HedeTKoe 3peHue (M. pasaen 4.4).
Hapywenus co cmoponvl opeana ciyxa u 1abupunma’ peiko — IIyM B yIlax.

Hapywenus co cmopoHuvl cepoya: 4acToTa HEM3BECTHA — CEpJIeUHAsi HEJJOCTATOYHOCTbD.
Hapywenus co cmoponwl cocy0og: 4acTOTa HEM3BECTHA — MOBBIIICHUE aPTEPUAIIBHOTO JABJICHUS,
Ba30/MIIaTaIusl, BACKYIUT (BKIIOYAS JICHKOIIMTOKIACTHUECKUI BACKYJIHT).

Hapywenus co cmopomnst ovixamenvbHol cucmemsl, 0OpeaHo8 2pyoHOU KIemKU U cpedoCmeHUs.
penKo — 000CTpeHne OPOHXUATBHOM ACTMBI; YaCTOTa HEU3BECTHA — OPOHXOCIa3M (B 0COOEHHOCTH
y MalKUEHTOB ¢ runepyyBcTBUTENbHOCTHIO K HIIBII), punut.

Kenyoouno-kuuieunvie Hapyulenus. 4acTo — TOILIHOTA, PBOTA, AMCHENcUs, 0olb B 00JIacTU
JKUBOTA; HEYacCTO — 3amop, Auapes, B3IyTHE KXUBOTA, TaCTPHUT;, PEAKO — IMENTHYecKas $53Ba,
CTOMATHUT; OYCHb PEIKO — OOOCTpEHHE S3BCHHOrO KOJMUTAa Wiu Oone3nu Kpona, KemymodHo-
KHIIIEYHOE KPOBOTEUCHHUE, Tephopanus, TaHKPEATHUT.

Hapywenusa co cmoponvl neuenu u dicenyesvbigo0awux nymeti. peAKo — TENATUT, MMOBBIIICHUE
AKTUBHOCTH «TI€YEHOYHBIX» TPaHCAMHHA3, MMOBBIIIEHNE KOHIICHTPAIlMu OUInpyOuHa.
Hapywenus co cmoponul kodtcu u noOOKOMCHbIX MKaHell. HeYacTO — KOXHas ChIb, KOXKHBIA 3y,
4acToTa HEW3BECTHa — (POTOCCHCHUOWMIIM3AIUS, AJIOTCIHsI, KPAlUBHUIA, AHTHOHEBPOTHUSCKUN
OTeK, dpuTeMa, OyJuie3Has Chilb, BKItoyas cuHapoM CTuBeHca-/[KOHCOHA, TOKCHYECKH JMH-
JepMaJIbHBIA HEKPOIU3, OCTPBINA T€HEPAIN30BAHHBIN 9K3aHTEMATO3HBIN MYCTYIE3.

Hapywenus co cmoponvl nouek u mouesvlgoOswux nymeil: 4acTOTa HEU3BECTHA — OCTpas
MOYEYHAsl HEJOCTaTOYHOCTh, WHTEPCTUIUAIBHBIA HEPPUT, HEPPUTHUSCKUNA CHHAPOM,
He(POTUYECKUI CHHIIPOM, aHOMAJIbHbIE 3HAYCHUSI TOKa3aTeneil PyHKIIMH MOYeK.

Obwue HapyweHus u peakyuu 8 mecme 88edeHUs. HEYaCTO — OTEKH; 4acTOTa HEM3BECTHA —
MOBBIIIICHHAS] YTOMJISIEMOCTb.

Jlabopamopnvie u uHcmpymeHmanbHvle OaHHble: PEJKO — yBeIMYeHHE MacChl Tena.

JlaHHBIe KIMHUYECKUX HCCICNOBAaHUN U OIUAEMUONIOTHMYECKHE JaHHBbIe TAlOT OCHOBaHUE
npemnonararh, yTo npumMeHenne Hekoropbix HIIBII (ocoGeHHO mpu AMTUTENBHOM IPUMEHEHUU B
BBICOKHX J[03aX) MOXET OBITh CBSI3aHO C IIOBBINICHHBIM PHCKOM Pa3BUTHs apTEPHUATHHBIX

TpoM0030B (Hanmpumep, MHPapKTa MUOKap/ia U MHCYNIbTa) (cM. pazzaen 4.4.).
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AL
Coo0111eHrEe 0 T0I03pEBAEMBIX HEXKEIATEIbHBIX peaxumg

Baxxno coo0math 0 mo/103peBaeMbIX HEKEIATEIbHBIX PEAKIUAX MTOCIIE PErUCTPALIMY Mpenapara ¢
[ENbI0  O0CCIeUeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOT'O TMpernapara. MeIuIuHCKUM paOOTHHUKAM PEKOMEHIYeTCs COOOIaTh O JIF0OBIX
M0JI03PEBACMbBIX HEXKENATeIbHBIX PEaKIMsIX JIEKApCTBEHHOrO IMpenapara depe3 HalMOoHaJbHbIe
CHUCTEMBI COOOIICHUSI O HEXENATeNbHBIX PEAKIUAX TocyAapcTB — uieHOB EBpasuiickoro
HKOHOMUYECKOTO COI03a

Poccuiickas ®@eoepayus

109012, r. Mocksa, CrnaBsiHCKas momap, 1. 4, crp. 1

®denepanibHas ciryx0a 1Mo Ha3opy B chepe 3apaBooxpanenus (Poc3apaBuanzop)

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru

4.9. llepeno3npoBka

Crnydau nepeo3upoBKUA OTMEYAIIMCH NPU TPUMEHEHUHN KeTorpodeHa B go3ax 10 2,5 T.
CuMOTOMBI

Kak u B ciyuae apyrux HIIBIL, npu nepeno3upoBke keTorpodeHa MoryT OTMEeYaThCsl TOLTHOTA,
pBOTa, 00JIb B KUBOTE, PBOTA C KPOBBIO, MEJICHA, HAPYIICHUE CO3HAHUSI, YTHETCHUE JbIXaHUS,
CyJIOpOTH, HapylIeHne GyHKIUH MMOYCK ¥ MOYCUHAs HEIOCTATOYHOCTb.

Jledyenue

[Tpu nmepeno3upoBKe MOKa3aHO MPOMBIBAHHE JKETYIKa U MPUMEHEHNE aKTUBUPOBAHHOTO YTJISI.
Jleuenune cumnromaruueckoe. Bo3aeiictue keronpodena Ha JKKT MokHO 0c1abUTh € TOMOIIBIO
CPENICTB, CHIIKAIOIIUX CEKPEITUIO KeJle3 JKeayaKka (Harmpumep, HHTHOUTOPOB MPOTOHHOU TTOMITBI

HNJIn 6J'IOK8.TOpOB Ho-ructaMuHOBBIX peHeHTOpOB), " IpOoCTarjiaHInHOB.

5. DPAPMAKOJIOTMYECKUE CBOHMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOiicTBA

®dapmakoTepaneBTUYeCKas TIPYIIa: [POTUBOBOCHAIUTENbHBIE U IPOTUBOPEBMATHYECKUE
Ipenaparsl; HECTEPOUIHBIE MPOTUBOBOCIAINUTEIBHBIE U IIPOTHUBOPEBMATHYECKHUE IIPENApATHhI;
IIPOU3BOHBIE MPOITMOHOBON KHCIIOTHI.

Kox ATX: MO1AEO3

Mexanuszm geiicTBus

KCTOHpO(bCH O6Jla,Z[aCT OPOTUBOBOCTIAIIUTCIIbHBIM, AHAJIBI'C3UPYIOIIUM W KAPOIIOHUKAOIIHUM

JIIEUCTBUEM.
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YaCTUYHO, JHUIMOKCHTEHA3bl, YTO MPUBOJUT K IMOAABICHUIO CHHTE3a MPOCTArJIaHAMHOB (B TOM
yuclie U B eHTpaibHoil HepBHOU cucteme (LIHC), BeposiTHee Bcero, B ruroTaiamyce).
Crabuausupyer in Vitro u in Vivo iumocomManbHble MEMOPAHBI, MPH BBICOKKX KOHIIEHTPALUAX IN
Vitro ketonpodeH MmoaaBiIsIeT CHHTE3 OpaIuKUHUHA U JICHKOTPUEHOB.

Kerompoden He oka3pIBaeT OTPUIATEIHHOTO BIUSHUS HA COCTOSTHUE CYCTaBHOTO XpSIIa.

5.2. @apMaKOKMHeTHYECKHE CBOIICTBA

AOGcopbuus

Keronpoden nerko abcopbupyercs u3 XKKT, 6uonocrynHocts — 90 %. CBA3b ¢ 6enkaMu 11a3mMbl
kpoBH — 99 %. Ilpu npueme BHyTph 100 Mr KeTonpodena makcumasababie KOHIEHTPAUHU (Cmax)
npemnaparta B rmaazMe kpos (10,4 Mkr/mi) qocturarorcst uepe3 1 yac 22 MUHYTEHI.

Pacupenenenue

Keronpoden 6onee uem Ha 90 % cBsizaH ¢ 6enkaMu T1a3Mbl KPOBU, B OCHOBHOM C aJIb,OYMUHOBOU
dpakmueii. O0beM pacnpenenenus B Tkausx cocrapisieT ot 0,1 w/kr no 0,2 w/kr. Keronpoden
MIPOHUKAET B CHHOBHAIBHYIO XKUAKOCTh. CrycTs 3 4 mocie NMpuMeHEeHHs KeTornpodeHa B 03¢
100 Mr ero KOHIIEHTpallMs B IUIa3Me KPOBU COCTaBisgeT mnpuOausurenbHo 3,0 MKr/mi, a
KOHIEHTpAaIUsl B CHHOBUAIBHOMN kuAKOCTH — 1,5 Mkr/mit. 1o mpomectBur 9 4 KOHLIEHTpALUS
npernapara B rjia3Me KpOBU U CHHOBHAJILHOM KHJIKOCTH COCTABIISIET, COOTBETCTBEHHO, (0,3 MKT/MJI
u 0,8 MKr/Mi1. DTO 03Ha4YaeT, 4To KeTonpodeH MeJIEHHO POHUKAET B CHHOBUAIBHYIO KHUIKOCTb
U TaKXXe MEAJICHHO SIMMHHHUPYETCS, B TO BPEMs KaK €ro Mja3MeHHas KOHIICHTpAIUsl CHI)KAeTCs
paHbIIIe.

[Ipy coBMeCTHOM MpHMEHEHUH KerompodeHa ¢ mHImEed ero abcopOums 3aMemsercs, |
TUTa3MEHHAs KOHICHTpAlWs HE3HAYMTEIHHO CHW)KAETCS, OJHAKO OHMOJOCTYITHOCTh OCTaeTCS
npexkueit. [Tocne nepopansHoro npumeHenust S0 mr keronpodena 4 p/cyT Ha (HoHe rojoIaHus
MUKOBasl IMJIa3MEHHas KOHIIEHTpamus cocTaBisuia 3,9 Mkr/m (yepe3 1,5 9); mpu COBMECTHOM
MPUMEHEHUH C TIUIIEH OHA CHIKamack A0 2,0 MKr/i (depes 2 ).

PaBHOBecHast KOHIIEHTpanus KeTonpodeHa JOCTHTaeTcsi B KPOBH 4epe3 24 4 1mociie ero npruema.
VY manMeHToB MOXKHIOTO BO3pacTa pPaBHOBECHAs KOHIEHTpallMs JOCTHraiach depes 8,7 4 u
cocTaBisuia 6,3 MKI/mI.

buorpancdopmarms

Keronpoden noasepraercs MHTEHCUBHOMY METa0OIU3MYy MpU AEHMCTBUM MHUKPOCOMAJIbHBIX
depmenToB nedenu. KeronmpodeH cBs3bIBaeTCs € TIIOKYPOHOBOM KHCIOTOM M BBIBOAUTCS M3
OpraHu3Ma B BHJIE TITIOKYPOHUA. AKTUBHBIX METa0OIUTOB y KeTOIpo(eHa HeT.

DIMMHHAINS
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[Tepuon monyBeiBenenust (T12) cocraBiusieT MeHee 2 'Q‘:ﬁ&%@:n%ﬂ&%%é -FI‘BI/IIJM(IE'II%CIHI/IH

IUIa3MEHHBIN KIMpeHe keronpodena cocrasiser 1,16 mia/mun/kr. Ot 70 % no 80 % keronpodena
BBIBOJIUTCS TIOYKaMHu B TedyeHwe 24 4, B ocHOBHOM (Oomee 90 %) B ¢dopMe TIIOKYypOHHIA
keronpodena, u 0kosio 10 % BBIBOAUTCSA KUILIEYHUKOM.

JInIia moKMI0Tro BO3pacTa

V NanmeHTOB MOXWIIOTO BO3pacta MeTaboJM3M M BBIBEJCHUE KETONPO(QEeHA MPOTEKAIOT MEJ-
JICHHEE, YTO UMEET KIIMHHUYECKOE 3HAUYCHHUE TOJBKO JUIS IMAIMECHTOB CO CHIKEHHON (DyHKIMeH
TIOYCK.

IleyeHOYHAS HEAOCTATOYHOCTD

VY nanMeHToB ¢ NMEYEHOYHOM HEIOCTATOYHOCTHIO KETOMPO(PEH MOKET aKKyMYJIHPOBAaThCS B
TKaHSX; TAKUM IMaleHTaM He0OX0JMMO Ha3HaYaTh NpenapaT B MUHUMAIbHOU TepareBTUYECKOM
J03e.

[ToyeyHas HETOCTATOYHOCTD

Y maumeHToB ¢ MMOYEYHOM HCAO0CTAaTOYHOCTBIO KIIMPCHC KeTOHpO(beHa CHUIKCH, YBCINYHBAsA Tir

Hal 4.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcnoMoOraTeIbHBIX BelIECTB

S npo TabieTku

['unposno3a (ruApOKCUIIPOIMIILIEIIIION03A)
MaHHUTON (MaHHUT)

Kpockapmeriosa HaTpus (IpuMeInosa)
[emtrono3a Mukpokpuctaundeckas (tum 101)
Kpemuust nuokcua KOJIOUIHBIN (a3pOCHT)
Marnus creapat

O0o0104Ka TAOJIETKH — FOTOBAs cyxad CMCCh IJId TNICHOYHOT'O IMOKPBITUA Ocnast:

I'unpomennosa

Turana quokcuy

Makporoa

WIH

['nnpomernno3a (OKCHIIPONMMIMETHIILEIITION032)

Twurana quokcug

Maxporon 6000 (monustunenrinukois 6000, monustuiaenokeu 6000)
6.2. HecoBmecTumocTh

He npumennmo.
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(MOCNEQOBATENEHOCTE 0004)

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 roga.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH XPAHEHUHU

B 3ammieHHOM OT cBeTa MecTe IpH Temreparype He Boie 25 °C.

XpaHUTh B MECTaxX, HEJJOCTYIHBIX IS JEeTEH.

6.5. XapakTep u cojep:KaHHe MEPBUYHOI YIAKOBKH

Ta0neTku, MOKPBITHIE TNICHOYHOH 0060m0uKoi 100 mr.

10 TtabneTok B KOHTYPHYIO SYEHKOBYIO YNAKOBKY M3 IUICHKU MOJIMBUHUWIXJIOPUIAHON U (QOiIbIru
AJTIOMUHUEBOM NEYaTHOM JJaKMPOBAHHOM.

10, 20, 30, 40, 50, 60 TabneTok B 0aHKY MOJUMEPHYIO M3 MOJUIPONWICHA WM TOJUITHUIICHA,
YKYIOPEHHYIO HaTATMBAEMOW WJIM HaBUHYMBACMOW KPBIIIKON IMOJIMMEPHON JJIs JIEKAPCTBEHHBIX
CPEACTB M3 MOJUIPONMICHA WIM TOJMUITHIEHA C KOHTPOJEM IEPBOr0 BCKPBITUS MM 0e3
KOHTPOJIS, C YIUIOTHSIOIIUM 3JIEMEHTOM WK 0€3 Hero.

JlomoNMHUTENBHO JAOMYCKAEeTCsl HKCIOJIb30BATh BaTy MEIUIMHCKYI0 TUIPOCKONMMYECKYI WIU
aMOpTHU3aTOpP.

Ha GaHKy HakJIeHBalOT 3TUKETKY CAMOKJIESALIYIOCS.

Kaxnayro Oanky, 1, 2, 3, 4, 5, 6 KOHTYpPHBIX SYEHKOBBIX YMAaKOBOK C HHCTPYKIMEH IO
MEAMIIMHCKOMY IPUMEHEHHUIO OMELIAIOT B AUKy U3 KapTOHA.

6.6. OcolOble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUH  HMCIOJIH30BAHHOTO
JIEKAPCTBEHHOr0  Ipenapara MWJIH  OTX0A0B, IOJYYEHHBIX TMOcjJe TPHUMEHEHHs
JICKapCTBEHHOI'0 Npenapara, 1 Apyrue MaHUIyJIs MU ¢ PenapaTomM

OcoOble TpeOoBaHUS OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOT' O YOCTOBEPEHU S

Poccuiickas ®enepanus

O61ecTBO ¢ orpaHnueHHOM oTBeTcTBeHHOCTRIO «Bendapm YK» (OO0 «Bendapm YK»)
125239, r. Mockaa, yi. KonreBckas, 1. 83, xopr. 1, oduc 16.

7.1. IlpeacraBuTe/ib JepaaTesi perHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aaApeCy:

Poccuiickas @enepanus

OO01ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapmy)
640008, Kyprauckas o6:., r. Kypran, npocnekt Koncturynuuu, a. 11

Ten.: + 7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru
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8. HOMEP PETMCTPAIIMOHHOTO YJOCTOBEPE MY EATEIIEHDCTS 0004)

9. TATA NMEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHS PETHUCTPAIIWH,
INEPEPETNCTPALIUN)

Jlara nepBoii peructpanuu:

10. JATA HEPECMOTPA TEKCTA
O6mas xapakrepuctuka jJekapcrBeHHoro npenapara KETOITPO®EH BEJI®APM pocrynHa Ha
uH(pOpMallMOHHOM TmopTaje EBpa3suiickoro SKOHOMHMYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/
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