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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Keronpoden, 100 mr, cynmo3uTopun peKTajbHbIE.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JleiicTByro11Iee BeEeCTBO: KETOMpoQeH.

Kaxnpriii cynmosuropuit cogepxut 100 mr keronpodeHa.

[TonHbI IepeyeHb BCIIOMOTaTeIbHbIX BELIECTB MPUBENIEH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

CynnosuTopuu peKkrajibHblE.

Cynmo3uTtopuu 0eoro Wi MoYTH Oelloro IBera, Topreaoodpasnoi Gopmel. Ha npomonsHOM
Cpe3€ — OJHOPOJHBIE, JOIYCKAETCsl HAJIMYUE BO3AYIIHOIO CTEPHKHS.

4. KIMHUYECKHUE JAHHBIE

4.1 Iloxazanus K NpUMEHEHUI0

Kerompoden mokazan Kk IpUMEHEHHUIO y B3pOCIBIX U AeTel crapiie 15 ner.

- BOCTIAJIUTENbHbIEC U JAETeHEPaTUBHbIEC 3a00JI€BaHUs OIOPHO-IBUTaTEIILHOIO aMlapara:

* PEBMaTOMIHBIN apTPUT;

* CCpOHEraTUBHbIE  ApPTPUTHL:  AHKWIO3WpYHOWMH  cnoHauiautr  (Gone3nbp  bexrtepesa),
IICOPUATUYECKUI apTpUT, peaKTUBHBIN apTput (cuHapom Pelitepa);

* rogarpa, rceBJoNnoAarpa;

* OCTEOapTPHUT;

* BHECYCTaBHbIE IMPOSBIICHUS PEBMATHUECKUX 3a00jeBaHUN (TEHIMHUT, OYpCUT, KaIlCyJUT
TJICYEBOTO CYCTaBa);

- 60J1€BOM CHUHPOM, B T.Y. C1a0bIH, yMEPEHHBIN U BbIPA)KEHHBIN:

* IOCTTPABMATHUYECKUH U MOCIEONEePalMOHHBIN 00IEBOW CHHIIPOM;

* 00JIEBOM CHHAPOM TIPH OHKOJIOTUUYECKHUX 3a00I€BaHUSAX;

* aJIbIOJICMEHOPES.

[Tpenapat nmpeaHasHaueH Ui CHMOTOMATHYECKOW Tepanuu, YMEHBIIEHUS OOJIM M BOCHAJICHUS
Pa3IMYHOIO MPOUCXOXKICHUS Ha MOMEHT MCIIOJIb30BaHMs, Ha MPOrpecCUpoBaHue 3a00JeBaHUs
HE BIIMSIET.

4.2 PeskuM 103MPOBaHUS U CIIOCO0 NPHMMEHEeHUs

Pexxum go3upoBaHus

I[To 1 cynmosutopuro (100 mr) 1-2 pasa B JcHb.
Cynno3uTopuu peKTajJbHble MOXKHO COYETaTb C IepopalbHbBIMU (opMaMu KeTompodeHa,

HanpuMep, MaKeHT MOXKeT MPUHITh 1o 1 kancyse (50 Mr) yTpoMm u B cepelMHe THS U BBECTH
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1 cynmo3utopuii (100 Mr) pekTaJibHO BEYEPOM, et TTIEJEEH”II"-}III()T:I'IJI‘IIGI-ITMHOP'I

060104koit, (100 Mr) yrpom u BBecTH 1 cynmosutopuii (100 Mr) peKTaibHO BEYEPOM.
MakcumanbHas jo3a keronpodena cocrasisger 200 mr/cytku. CremyeT THIATENBHO OIICHUTH
PHCKM W TOJB3y OT JICUCHHs IMepel MpUMEHeHHeM mpemnapara B mo3e 200 wmr/cyt (cm.
paznen 4.4.).

Oco0Bble IPYIIILI MAIUEHTOB

[lpy npUMeHEHMHM Yy TANUEHTOB C T[E€YCHOYHOW W/WIM TOYEYHOM HEAOCTATOUYHOCTHIO
PEKOMEHIYEeTCsl CHWXKAaThb HadyalbHYI0 J03y IIpernapaTta, IOLJEpKMBas B JajbHEHIIEM
MUHUMaJIbHO 3¢ dexTuBHyo 103y. [Ipumenenue keronpodeHa y NalueHTOB ¢ MOYEYHOH /UM
[IEYCHOYHON HEAOCTATOYHOCTHIO TSKEION CTEIEHU ITPOTUBOIIOKA3aHO.
Y nanveHToB IOKWIIOTO BO3pacTa PEKOMEHIYETCS CHUKAaTh HA4YaJbHYIO J103y IIpernapara,
HOJ/IEP)KUBasi B AalibHEHIIEeM MUHUMANIBHO 3((eKTUBHYIO 103Y. [TarieHThl MOKMII0ro Bo3pacra
6oJiee OJBEPKEHBI PA3BUTHIO HEXKENIATENIbHBIX PEAKIIUH.

€T’
Hersim crapie 15 siet mo 1 cynmosurtoputo (100 mr) 1-2 pa3sa B JeHb.

Cnoco6 IIPUMCHCHUA

PexrtanbHoO.

Cynmo3uTopu# BBOIAT TITyOOKO B MPSMYIO KUIIKY.

4.3 IIlpoTuBonOKa3aHus

- TUIEPUYYBCTBUTEIBHOCTh K KETONMpO(PeHy WU K JII00OMYy M3 BCIIOMOTAaTENbHBIX BEIIECTB,
MEPEeYuCIeHHbIX B pazgene 6.1, a Takke camumuiataM WIM JIPYyTHUM HECTEPOUIHBIM
POTUBOBOCTIANUTENBHBIM Tiperniapatam (HITBII);

- TIOJIHO€ WJIM HEMOJHOE COuYeTaHWe OpOHXHATbHOW acTMbl, AHTHOHEBPOTHYECKOTO OTEKa,
KpaluBHUII, OCTPOTO PUHUTA, PELIMAUBUPYIOIIETO MOJIUII03a HOCA WIIM OKOJIOHOCOBBIX Ma3yX U
HEMEPEHOCHUMOCTH  alleTUICATUIIMIOBON kucnotrel unu apyrux HIIBIT (B Tom uymcrne B
aHaMHe3e);

- sI3BEHHAas OOJIe3Hb JKETyJIKa WU JIBEHAAIIATUIIEPCTHON KUIITKKA B CTaAUU 0O0OCTPEHUS, a TaKKe
KEITyAOYHO-KUIIIEYHBIE SI3BbI, KPOBOTEUEHHS U nepdopaiuu,

- XpOHUYECKasl JMCIIETICUs, BOCHAIUTEIbHBbIE 3a00JIeBaHUs KUIICYHUKA, S3BEHHBIH KOJMWT;,
6ose3ns Kpona, TMBEpTUKYIUT B CTAAUH OOOCTPEHHUS,;

- BOCTIAJINTEIIbHBIE 3a00JI€BaHUS TPSIMOM KUIITKUA W/WJIM KPOBOTECUEHHUS U3 TIPIMOM KHIIKH (B TOM
YuCJIe B aHaMHE3e);

- TeMOWINS U IPYTHUE HAPYIICHUS CBEPTHIBAEMOCTH KPOBH (B T.4. TEMOPPAarHueCcKuil quares);

- netckuii Bo3pact (1o 15 ner);

- IEYCHOYHAaA HEJOCTAaTOYHOCTh TSDKENoM CTCIICHHU, aKTHBHOC 3a00/IcBaHue I[ICYCHU,
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IpoTpeccupyronre 3a001eBaHus OYEK, MOATBEPKACHHAs TUIIEPKATHEMUS;

- JIEKOMIICHCUPOBAaHHAsl CEpJIe4YHAsl HEAOCTATOYHOCTb, IEPUONEPALMOHHBIA IEPUON IpU
A0PTOKOPOHAPHOM IIYHTUPOBAHUH;

- OepeMeHHOCTh B cpoke Oosee 20 Heaenb,

- IEPUOJ TPYIHOTO BCKaPMJIMBAHUS.

4.4 OcoOble yka3aHusi 1 Mepbl PeI0CTOPOKHOCTH NPHU NPHUMeHeHHH

C 0CTOPOKHOCTBIO

bponxuanpHas actMa B aHaMHe3€, KJIMHUYECKH BBIPAKCHHBIC CEPACYHO-COCYHCTHIC,
1epeOpoBacKyIsIpHbIE 3a00sIeBaHMs 1 3a00JIeBaHUs MTepudepHUECKUX apTepuil, JUCTUIAICMHUS,
pOTpeccupyromnme 3a0oseBaHus NICYCHH, MEYCHOYHAS HEJO0CTAaTOYHOCTb,
rUNepOMIupyOuHEMUs, alKOrOJIbHBIA HUPPO3 TedeHu, nodeyHas HenoctaroyHocts (KK 30-
60 Ma/MHH), XpOHHYECKash CepJACYHas HEJIOCTaTOYHOCTh, apTepHalbHAs THUICPTCH3HS,
3a00JIeBaHUS KPOBH, JETHPATALNS, CaXapHBIA TUa0eT, aHAMHECTUYECKHE JaHHBIC O Pa3BUTHH
S3BEHHOTO TOpaXCHHs KelyjaodHo-kumeyHoro tpakra (OKKT), wnHammume wHbeknun
Helicobacter pylori, Tsukenbie comatnyeckue 3a00eBaHMs, MOKUIION Bo3pacT (crapiue 65 1eT, B
T.4. TOJYYAlOIIUe JUYPETHKH, OCIAOJCHHBIC MAIMEHTBl M ¢ HU3KOW Maccoil Tena), KypeHue,
COIYTCTBYIOIIAsE TEpamusl aHTHKOATYJSHTAMHU (HApuUMep, aleTUICATHUIIIIOBAsS KHCIIOTa,
HUKOPAH/IWII), TIIFOKOKOPTUKOCTEPOUJIAMHU JIJIsi MpUEMa BHYTPh (HApUMEp, MPEAHU30JIOH),
CCIICKTUBHBIMH HWHTHOMTOpAMH OOpaTHOTO 3axBaTa CEPOTOHHMHA (HAIPUMEp, IUTAIONPaM,
CepTpaliiH), TAIMeHThl C YMEHbBIICHHEM O00beMa LUPKYJIUPYIOIIEeH KpOBH, UIUTEIHHOE
npumenenne HIIBII.

Oco0ble yKa3aHus

C 1enpl0 CHWXKEHMS PUCKA PAa3BUTHUS HEXeNATeNbHBIX PEeakUMil KeTompodeHa peKoMeHayeTcs
NpUMEHEHHE MUHUMAIbHOM 3()()eKTUBHOMN /103bl B TEUEHHE MUHIUMAJIBHO KOPOTKOTO MEPHOAA.
[TarimeHTamM ¢ BOCHAIHMTENBHBIMH 3a00JICBAHUSMHU TPSMOW KHWIIKH HE CIIEAYeT NPHUMEHSTh
CYIIIO3UTOPUH peKTanbHbie KeTompodeH.

Mackupoexa cumnmomos 0CHO8HO20 UHDEKYUOHHO20 300071e8aHUSL

[Tpu nmpumeHeHun keronpodeHa cUMOTOMBI MH(EKIMOHHBIX 3a00JIeBaHUIl MOTYT OBITH MEHee
BBIPQKEHHBIMH, YTO MOXET TPUBECTH K Y/UIMHEHHIO CPOKOB TIOCTAHOBKH IPABHIHHOTO
JIMarHo3a, OTCPOYEHHOMY Hayally COOTBETCTBYIOIICTO JICYCHUS W YXYIIICHUIO HCXO/a
UHEKIMOHHOTO  3a0oneBaHus. YXyJluleHue Habmoganock Ha (QoHe OakTepHalbHOU
BHEOOJIbHUYHON MTHEBMOHUH U MPH OAKTEPHAIBHBIX OCIOKHEHUSX BETpSHOW ocmbl. B ciydae
npUMeHeHHs KeTorpodeHa npu nHGEKIIMOHHOM 3a00JI€BaHNY JIJISl CHUKCHHUS TEMITEPATyphI Tella

WIA KyOUpOBaHHsA OOJEBOrO CHHJIPOMA, pEKOMEHAYEeTCs O00ecledeHHne TIATEeIbHOrO
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COXPAHSIFOTCS WJIM yXYALIAt0TCs, MallUEHTY HE00X0IMMO 00paTUThCS K Bpauy.

He cnenyer couerars mpuem ketompodena ¢ npuemoM npyrux HIIBIT w/wnm uHrnOutopos
LHOI .

Peaxyuu co cmoponwi scenyoouno-xuueyno2o mpakxma

Crnenyer coOmogaTh OCTOPOKHOCTh TMPH COBMECTHOM MPHUMEHEHHMHU C IpernaparaMi, KOTOpbIe
MOTyT  IIOBBICUTH  PHUCK  00pa3oBaHUs  SI3B  WMJIM  KPOBOTEUEHMs, TaKUMH  Kak
[IIIOKOKOPTUKOCTEPOUIbI JJIsi TpHEeMa BHYTPb, AHTUKOAryJsSHTHl (Hampumep, BapdapuH),
CEJIGKTHBHBbIE MHTUOUTOPHI OOpaTHOrO 3axBaTa CEpPOTOHMHA WJIM AHTHUArPEraHThl (HAIpHUMeEp,
AIeTUIICATTMIIMIIOBAs KUCIIOTa W HUKOpaHaui) (cM. pasznen 4.5.).

Coo0manoch 0 pa3sBUTHH JKEIyIOYHO-KUIICYHBIX KPOBOTEUYEHHUH, 3B W mepdopammii (c
BO3MOXXHBIM JIETAJIbHBIM HcX00M) Bo Bpems npumeHeHuss HIIBII na mo0Oom sTame nedenws,
BHE 3aBUCHMOCTH OT HAJIMYHUs YTPOXKAIOIIMX CHUMIITOMOB WM TspKenbix 3aboneBanuit JKKT B
aHaMHe3e.

VY nmanueHToB MOKUIIOTO BO3PACTa CYIIECTBYET NMOBBILIEHHBIM PUCK PAa3BUTHUS HEXKEIATEJIbHBIX
peakiuii co croponsl JXKKT, Takux Kak »KenyI04HO-KUIIIEUHOe KpOBOTEeUeHHE U nepdopanuu (¢
BO3MOYKHBIM JIETAILHBIM HCX00M) (CcM. paszaen 4.2.).

B ciyuae pa3BuTus Kelly10YHO-KUIIEYHOTO KPOBOTEUEHUsI Ui 00pa3zoBaHus 3B opranoB JKKT
Py IPUMEHEHUHU KeTONpoQeHa, IeYeHUe cIelyeT HEeMEUIEHHO TPEKPATHTh.

Puck >xeny104HO-KHILIEYHOTO KPOBOTEUEHHUS, SI3BOOOPA30BaHMS MM NepPOpaliy MOBBIIIASTCS
npu npuMeHeHuu Oosee Bbicokux m03 HIIBII, mpu Hanuumu si3BeHHO# OOlIe3HM B aHAMHE3E,
0COOEHHO OCJIO)KHEHHOM KpOBOTEUEHUEM WM nepdopanueil, 1 Ipu NPUMEHEHUH y NAlMeHTOB
MOKUJIOTO BO3pacTa. Y ASTUX TPyHN MalUEHTOB JEUEHHUE cleAyeT HayuHaTh C MUHUMAIIBHO
BO3MOXXHBIX 1103. ClemyeT paccMOTpeTh COBMECTHOE NPHMEHEHHE C TacTPONPOTEKTHMBHBIMU
npenapatamMi (HanpuMmep, MU30MPOCTOJIOM MM MHTMOMTOpPaMU MPOTOHHOW MOMIIBI) Y JaHHBIX
rpynn  MaluMeHTOB, a TakXke y MAalUeHTOB, KOTOPbIM HEOOXOIMMO MpPUMEHEHUE
ALETUJICATMIIMIOBOM KUCIOTHl B HU3KHUX /103X WM JPYTHMX MHPErnaparoB, MOBBIMAIOIUX PUCK
pa3BUTHs HeXenaTenbHbIX peakuuii co croponst XKKT (em. pasnen 4.5.).

[TanmeHTh! ¢ HexenaTeabHbIMU peakiusmMu co ctopoHsl JKKT B anamHe3e (0COOEHHO MalueHThI
MOXKIJIOTO BO3pacTa) JOKHBI COOOIIaTh O BCeX HEOOBIYHBIX cuMmTOMax co ctopoHbl KKT
(mpexJie BCEro O JKeTyJOYHO-KUIIEYHOM KPOBOTEUEHUH), B OCOOEHHOCTH Ha HayaJIbHBIX 3Tanax
JIEYEHUS.

CymecTByIOT 3NHUAEMUOJIOTUYECKUE JIaHHBIE, CBUICTEIBCTBYIOIIME O CBSI3M NPUMEHEHUs

KeTonpodeHa ¢ BBICOKUM PHUCKOM PAa3BUTHS TSDKEIOW KEITYJOYHO-KUIIEYHOW TOKCUYHOCTH,
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CPaBHMMON C TaKOBOW MpU NPUMEHEHUU APYrUX HH]ET}' 'O-lllt:bée;léo T@QE%‘KH; -i[os I-I:l(CM.

paznuen 4.3.).

HIIBII cnemyer npuMEHATh ¢ OCTOPOKHOCTBIO y MallMEHTOB ¢ 3a0oneBanusmu opranos JXXKT B
aHaMHe3e (A3BEHHbIM KouuT, 60e3Hb KpoHa), Tak Kak 3TO MOXET INPUBOAUTH K OOOCTPEHUIO
JAHHBIX 3a00eBanuii (cM. paszaen 4.8.).

Cepoeuno-cocyoucmeie peakyuu u peakyuu co CMopOoHbl COCY008 C0N0EHO20 MO32d

JlaHHBIE KIIMHMYECKUX HCCIIEIOBAHUM W DSIHJIEMUOJIOTMYECKHE JAHHBIE IPEAIONArarT, 4TO
npuMeHeHue HekoTtopbix HIIBIT (ocoGeHHO B BBICOKMX J[03aX U IpPHU NPOJOKUTEIEHOM
JIEYCHUH) MOKET OBITh CBA3aHO C IOBBIIIEHHBIM PUCKOM Pa3BUTHUS apTEepPUAIbHBIX TPOMOO30B
(HanpuMmep, uH(papKTa MUOKapJa WIM WHCYJIbTa). Ha OCHOBaHMM MMEIOIUXCS JAaHHBIX HENb3S
UCKJTFOUUTH TaKOH PUCK MPH MPUMEHEHHH KEeTONpo(eHa.

Kak n npu npumenenun npyrux HIIBII, cnenyer yaensate ocoboe BHUMaHUE IPU IPUMEHEHUH Y
NAIMEHTOB C  JIEKOMIIEHCUPDOBAHHOW  TI'MIIEPTOHMYECKOHN 00J1e3Hb10, CeplEeYHON
HEIOCTaTOYHOCTBIO, HWIIEMHUYECKOH OO0Ne3HbI0 cep/ma, 3abosieBaHUSMH TepuepHIecKrX
apTepuil W/ nepedpoBacKyISIPHBIMU 3a00JIEBAaHUSAMHE, a TAKXKe Mepel] Ha4ajJoM JITHTEIHHOTO
JeYeHHUsl y MAIMEHTOB € (aKTOpaMU PHUCKA Pa3BUTHUS CEPIEYHO-COCYIMCTBHIX 3a00JieBaHUIMA
(MOBBILIEHHOE apTepUaIbHOE JIaBICHUE, TUIIEPIINIUAEMUS, CaXapHbIi 1uadeT, KypeHue).
Coo0manoch 0 MOBBIMIEHUH PHCKA PA3BUTUS apTEPUATBHBIX TPOMOO30B MpH NPUMEHEHUHU
HeacnupuHoBbeIX HIIBII ans kynupoBaHus nepuonepanuoHHbIX 00J€il pu aopTO-KOPOHAPHOM
LIYHTUPOBAHUU.

Heo6xonumo cobnogaTh OCTOPOXKHOCTh IMpPHU NPUMEHEHUH KeTomnpodeHa y MalueHToOB C
MOBBILICHUEM apTepUaIbHOrO JaBJICHHUS B aHAMHE3€ W/MIM CEepAEYHOM HEI0CTaTOYHOCTHIO
JIETKOW WJIM CpeJHEH CTEeNeHHU TsKecTH, Tak kak npu npumeHenuun HIIBIT coobmanock o
3a/IEPKKE JKUJIKOCTU U PA3BUTHU OTEKOB.

Peaxyuu co cmoponwvl koorcu

OdeHb peaKo cOOOIIATIOCh O PAa3BUTUU TSAKENBIX PEAKIUI CO CTOPOHBI KOXHU (C BO3MO>KHBIM
JIETaJIbHBIM MCXO0JI0M), BKJIIOYast SKCPOIUATUBHBIN JepMaTuT, cuHipoMa CtueHca-/[>koHCOHa U
TOKCHYECKHUIl AMUAepMaIbHBINA HEKPOIH3, CBs3aHHbIX ¢ mpuMeHenneM HIIBII (cm. paznen 4.8.).
HauOonpmmii puck pa3BUTUS JAHHBIX COCTOSHUN TNPUXOJUTCS HA Hayajao Tepamnuu, B
OOJIBIIMHCTBE CIlydaeB OHA pAa3BUBAINCH B TEUYEHHE IMEpBOro Mecsaua jedeHus. Cremyer
MPEKPAaTUTh MPUMEHEHUE KeTomnpodeHa Mpu MEepBOM MOSBICHUU KOKHOM CBIMHU, U3BSA3BICHUSI
CJIM3UCTHIX 000JI0UEK MM JTIOOBIX IPYTHX MPU3HAKOB FHIIEPUyBCTBUTEIBHOCTH.

Hapywenus co cmopombl OvixamenbHOU cucmembyl

VY nmanueHToB ¢ OPOHXHMAIBLHOM aCTMOM B COYETaHMM C XPOHHUYECKUM PUHUTOM, XPOHUYECKUM

CUHYCUTOM W/WIM TOJUIIAMU HOCOBOW IOJIOCTH CYILIECTBYET OoJjiee BBHICOKHMH PHUCK Pa3BUTHUS
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AJUIEPTUYECKUX PEaKIUN K alleTHICATUIUIOBOH KncnoJrEl é/ﬁﬂﬁﬂi%ﬁ@h%r—n&m% }1)}[6171.

[IpuMeHeHHe STHX MpPENapaToB MOXKET MNPHUBOAMTH K AacCTMAaTHYECKUM TNPUCTyHaM WU
OpoHxocna3My, OCOOCHHO y MAIMEHTOB C ajUIeprueil Ha aleTWICATHLIUWIOBYIO KHCIOTY WU
HIIBII B anamuese (cm. paszaen 4.3.).

T'unepranuemus

Bo3MoxHO pa3BUTHE THMNEPKATMEMUH, OCOOEHHO Y TMALMEHTOB C CaxapHbIM JIuabeToM,
MOYEYHOW HEJOCTATOYHOCTHIO W/HIIM MPH COBMECTHOM NPUMEHEHHMH C KalukcOeperaromuMu
npernapatamu (cMm. pasnen 4.5). Y TakuxX NaIMEeHTOB CJeAyeT TIIATEeIbHO KOHTPOJIUPOBATH
YpOBEHb Kajusl.

Bruanue na ¢ynxyuio novex

Bo Bpemst Hauana yiedeHus ciaenyeT THIaTeIbHO HAaOM0aaTh 3a (PyHKIMEH MoYeK y MalueHToB ¢
CEpJICYHON HEAOCTATOYHOCTHIO, LUPPO30M MM He(pPO30M, y TMAlKUEHTOB, MMOIYYAOIINX
JUYPETUYECKYI0 Tepanuio, U y MalUeHTOB C XPOHUYECKOW OO0Je3HBIO MOYEeK (OCOOCHHO Y
NAIMEHTOB MOXXKUJIOTO BO3pacTa). Y 3THUX TPyHIH MAalMEHTOB MPUMEHEHHE KeTomnpodeHa Moxer
OPUBECTH K  CHIDKEHHIO  TIOYEYHOTO  KPOBOTOKA,  BBI3BAHHOMY  WHTHOMPOBAHUEM
MPOCTArJaHAMHOB, U IEKOMIICHCAIIUY TOYeYHON (QYHKIUH.

Bausnue na ¢pynkyuro nevenu

VY nmanuMeHTOB C OTKJIOHEHHWSMH B (DYHKIHMOHAJBHBIX TECTAaX IMEYCHH MM C 3a00JICBaHUSIMU
NEYeHH B aHaMHe3€ CleAyeT MEepPUOJNYECKH KOHTPOJIMPOBATH YPOBEHb «IIEYCHOYHBIX)
TpaHCaMUHa3, 0COOEHHO MPH JUIUTEIHLHOM JICUCHUH.

[Tpu npuMeHeHnHn KeTonpodeHa coodIanoch 0 PeIKUX CIydasX pa3BUTHUS JKEITYXHU U rernatuTa.
pyeue s¢ghghexmui

B cmywae oOHapyxeHHsT TpPU3HAKOM WH(MEKIMOHHOTO 3a00JIeBaHUsI CJEeAyeT OOpaTUTh
BHUMaHME, YTO MPOTHBOBOCHAIUTENbHbIEC, 00€300IMBaIOIIME U >KapOMOHMKAIOIINE CBOMCTBA
keronpodena, kak u gapyrux HIIBII, Moryr wmackupoBaTb OOBIYHBIE MPU3HAKU
poTpeccupoBaHMs HH(PEKIINH, TAKUE KaK JIUXOPaIKa.

[TpumeHenne keronpodeHa MOXKET BIUATh HA KEHCKYIO (DepTUIBHOCTH, TOITOMY TIpernapar He
pPEKOMEH/yeTCs TNPUMEHSATh JKEHIIMHAM, IUIAaHUPYIOIKUM OepeMeHHOCTh. llanmeHTkam ¢
6ecruiogueM (B T.4. MPOXOJAIUM 00CIEeIOBaHUE) CIEAYEeT PacCMOTPETh BOIPOC 00 OTKa3e OT
HIIBII.

[Tpy BOSHHKHOBEHHMH HAPYIICHUH CO CTOPOHBI OPTAHOB 3PEHUS, TAKMX KaK TOMYTHEHUE 3PEHHS

" Ip., JCYCHUC CIICAYCT HE3aMCIJIUTCIILHO IIPCKPATUTD.
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B3aNMO/IeCTBHA

HDeHaDaTBI, COBMECTHOC IMPUMEHCHHUEC C KOTOPbIMH HE PCKOMCHAYCTCA

Hpyeue HIIBII (sxmouasn cenexmusuvie uneubumopwot LJOI2) u caruyuramol 8 6blCOKUX 0030X:
MOBBILICHHBIA PUCK PA3BUTHUS SI3B U KPOBOTEUEHUH HKeNyI0YHO-KUIIIEYHOTO TPAKTa.
Anmuxoazynanmoi

I1oBBIIICHHBI PUCK Pa3BUTUSA KPOBOTECUEHUHN IPU COBMECTHOM IIPUMEHEHUHU CO CIIEAYHOLUMU
npernapaTamu:

- TeMapuH,

- aHTaroHucTsl ButamuHa K (Harpumep, Bapdapun);

- UHTUOUTOPBI arperanuy TpOMOOLIUTOB (HAIPUMEp, TUKIIOMUINH, KIOMHI0TPE);

- HHTHOMTOPBI TPOMOMHA (HapuUMep, Ja0uraTpan);

- IpsMble HMHrUOMTOpHI (akTopa cBepThiBaHusA Xa (Hampumep, amukcabaH, puBapokcadaH,
9]I0KCcabaH).

Ecnu coBMecTHOro mpHMEHEHHsS HENb3si M30eKaTh, 3a MAIMEHTOM CIIEAYEeT OCYIIECTBIIATH
THIATENTFHOE HAOIIO/ICHUE.

Ilpenapamul nrumus

W3-3a CHUXKEHUS DKCKPELMM JIUTHS MOYKaMU BO3HUKAET PHUCK IOBBIINIEHUS IJIa3MEHHBIX
KOHLEHTpAlUi JINTUS, MHOIZA JOCTUTaIOIIUX TOKcHYeckoro ypoBHA. IIpu HeoOxomumoctu
clenyeT THIATeNbHO CIEAWTh 32 YPOBHEM JIUTHS B IUIa3Me€ KPOBH M KOPPEKTHUPOBATH 03y
IIpEenapaToB JIUTUA BO BpeMs U nociie npuMenenus HIIBII.

Memompekcam 6 0o3ax ceviwe 15 me 6 nedenio

Bo3MoeH MOBBIIEHHBIM PUCK MeMaTOJIOIMYeCKONH TOKCUYHOCTH METOTpEKcaTa, 0COOEHHO MpH
NPUMEHEHHH B BBICOKHX J103aX (> 15 Mr B HeHelo), 4To, BEPOSTHO, CBSI3aHO C BHITCCHECHHUEM
METOTpeKcaTa, CBA3aHHOI0 OEJIKaMH, U CHUKEHHUEM €ro MOYEUHOTo KIUpPEeHca.

HDeHaDaTLI, OpHu COBMCCTHOM NNPUMCHCHHUH C KOTOPBIMHU CIIEAYET CO6J'IIO)IaTI> OCTOPOKHOCTH

OnHOBpEeMEHHOE MPHMEHEHHE C IpernaparaMy, MOBBIIAIOIIMMUA YPOBEHb Kajusi B KPOBHU
(HampuMep, ¢ COMSIMU Kallusl, Kaauticoepezarowumu ouypemuxamu, uneubumopamu AID u
anmazonucmamu  peyenmopos  ameuomensuna |\, HIIBII, HU3KOMOIEKYyIApHbIMU — UTU
HepPaKYUOHUPOBAHHBIMU 2eNAPUHAMY, YUKTLOCNOPUHOM, MAKPOIUMYCOM U MPUMEMONPUMOM),
YBEIIMYMBAET PHUCK PA3BUTHUSl THIEPKAIMEMHUH. PHCK THUNEpKaIMeMHUW TOBBIIIACTCS, €CIH
yKa3aHHbIE BBIIIE IPEnapaThl IPUMEHSIOTCS COBMECTHO.

Huypemuueckue cpedcmea

VY mnanueHToB, MPUHUMAIOIINX JAUYPETUKH (B OCOOCHHOCTH y OO0E3BOKCHHBIX MAIMEHTOB),

IMOBBIIIACTCA PHUCK Pa3BUTHUMA BTOpH‘-IHOfI MMOYEUHOH HEAOCTAaTOYHOCTH BCICACTBUEC CHUKCHUS
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MMOYEYHOTO KPOBOTOKA, BBI3BAHHOTO MHTHOMPOBAHHEM %Q&Mﬁgg@ﬁ&'ﬂxﬁﬁnﬁéﬁmB

JIOJKHA OBITH BOCIIOJTHEHA MOTEPS )KUIKOCTH IO Havyaja COBMECTHOM Tepamnu, a TaKKe JO0JDKEH
OCYIIECTBIIATHCS MOHUTOPUHT (DYHKIIMH MIOYCK MOCIIe Havyaa Tepanuu (cM. pasnen 4.4.).
Hneubumopor AII® u anmazonucmot peyenmopos aneuomenzura ll

VY NanueHToB €O CHIKEHHOW (yHKUuMell mouyek (Hampumep, y OOE3BOKEHHBIX MALMEHTOB U
NAlMEHTOB TOXKWJIOTO BO3pacTra) COBMECTHOE MpHUMEHeHHue HHTruouTopoB AllD wmm
AQHTarOHUCTOB perenTopoB anruoTensuHa |l u mpenapartoB, mHrHOupyrommx L[OI, moxer
IPUBOJUTH K JalbHEHIIEMY CHI)KEHUIO MOYEYHOM (PYHKLMH, BKJIOYash BOZMOKHOCTb Pa3BUTHUS
OCTPOM MTOYEYHON HEAOCTATOYHOCTH.

Memompekxcam 6 0o3ax Hudxice 15 me 6 Hedenio

B Teuenue nepBbIX HENENb COBMECTHOIO MPUMEHEHUS CIENYET €KEHEAEIbHO KOHTPOJIUPOBATh
oOmui aHanu3 KpoBU. KOHTponb cieqyeT OCyIIECTBIATh 4Yalle y MHNAUEHTOB MOXKUIIOTO
BO3pacTa U y NAIlMEHTOB C HApYyLIEHUEM (YHKLNU ITOYEK.

Tlenmoxcugunnun

CoBMecTHOE TPHMEHEHHE C MEHTOKCH(WIIMHOM TOBBIIIAET PHCK Pa3BUTUS KPOBOTCUCHHIA.
Heo6xonumo 6osnee 4YacTo MNPOBOAUTH KIMHUYECKUH OCMOTp UM OIpelesieHHe BpEeMEHU
KPOBOTEYCHHSI.

Tenogosup

CoBmecTHOE TpuUMeHeHHe TeHodoBupa aucomnpokcun ¢ymapara u HIIBII moxer moBsimath
PHUCK Pa3BUTHS IIOYEUYHON HEJOCTATOYHOCTH.

Huxopanoun

CoBMecTHOE puMeHeHne Hukopanauiaa u HIIBIT MoxkeT moBbIIIaTh pUCK pa3BUTHUSL CEPhE3HBIX
OCJIO)KHEHHH, TAKUX Kak si3BbI, epdopanus u kpooreueHue u3 opranos XKXKT (cm. pasnen 4.4.).
Cepoeunvie 2nuxko3uovl

He Obuio oTMeuyeHO (apMaKOKMHETHYECKMX B3aUMOJCHCTBUH MEXIY KETONMPOPEeHOM MU
JurokcuHoM. OJIHAaKO IpPU UX COBMECTHOM NPHUMEHEHHUH CleqyeT cOOJII0JaTh OCTOPOKHOCTD,
OCOOEHHO y MalMEHTOB C MOYEYHOW HEIOCTaTOYHOCTHIO, mockosbky HIIBII MoryT ocnabnsare
(YHKIHIO TOYEK M CHIXKATh MOYEUHBIH KIMPEHC CepACUHbIX TNTUKO3UI0B.

Kopmuxocmepouowi

[ToBbimeHHbI puck 3B U KpoBoTedeHuid opraHoB JKKT mpu coBMecTHOM mpuMeHEHHH (CM.
paznen 4.4.).

[IpenapaThl, B3aUMOJACHCTBHUE C KOTOPBIMU CIEAYET VIUTHIBATh

Anmueunepmensuenvie npenapamol (bema-610kamopul, uneuboumopwvl AIID, ouypemuxu)
Puck ocnabneHus aHTUTUIIEPTEH3UBHBIX OH(QdekToB (3a cuer wuHruoupoBanuss HIIBII

Ba30IMJIATUPYIOIIUX MPOCTATJIAHINHOB).
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Tpomborumuyeckue npenapamoi (NOCNEOOBATENEHOCTE 0001)

I1oBBIIIEHHBIN PUCK KPOBOTCUYCHMUS.

Cenexmusnwie uneubumopst oopamnozo 3axeama cepomonuna (CHO3C)

[ToBBIIIIEHHBIN PUCK KETYA0UHO-KUIIIEYHOTO KpOBOTeUeHUs (cM. pasnen 4.4.).

Ilpobeneyuo

CoBMecTHOE TPUMEHEHHE € TPOOEHEUAOM MOKET 3HAYUTENIBHO CHU3UTh IJIA3MEHHBIN KIMPEHC
KeTorpogeHa.

Mugenpucmon

HIIBII moryT ymensInats 3¢ dpektuBHoCcTh Mudenpucrona. [Ipuem HIIBII cneayer HaunHath He
panee, yem yepes 8-12 aHel mociie oTMeHbI MU(ETPUCTOHA.

HDeHaDaTBI, B3aHMOZ[€I>'ICTBHe C KOTOPBhIMH CJICAYECT IIPUHHUMATh BO BHUMAHUC

Luxnocnopun, maxponumyc

Puck A0mMONHUTENHHOTO HEPPOTOKCHUYECKOTO MEHCTBHUS, OCOOCHHO Yy MAIMEHTOB MOXHIIOTO
BO3pacrTa.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

WurubupoBaHue CUHTE3a MPOCTarfJaHAMHOB MOXKET OKa3aTh HEKeJIaTelbHOEe BIMSHHE Ha
TEYCHHE OCPEMEHHOCTH W/WJIM Ha IMOpPUOHAILHOE pa3BUTHE. [laHHBIC, MMONTYYCHHBIE B XOJE
AMUJEMHUOJIOTHYECKUX HUCCIISIOBAHUH MPU MPUMEHEHUH UHTUOMTOPOB CHHTE3a MPOCTarjiaHInHa
HAa PaHHUX CpoKax OepeMEHHOCTH, MOJTBEP)KIAIOT MOBBIIMIEHHWE PHCKAa CaMOMPOH3BOIHHOTO
abopta u popmupoBanus mopokos cepama (~1-1,5 %). Puck MoBbIIIaeTCs ¢ YBEITUYEHHEM J03bI
U JUTUTEITLHOCTH JICUCHUS.

[TpumensTh mpenapar OepeMEHHBIM KEHIIMHaM B cpoke 110 20 HeJelb BO3MOXHO TOJBKO B
ciyvae, Korja mpearnojaraemas moJib3a JJi MaTepy ONpaBAbIBAET BO3MOXKHBIA PUCK IS TUIOJA.
He cnenyer npumensts HIIBII xenmunam c 20-0if Hemenu OepeMEHHOCTH B CBS3H C
BO3MOYKHBIM Pa3BUTHEM MaJIOBOJIMSI M/WJTU TIATOJIOTHH MTOYEK Y HOBOPOXKICHHBIX (HEOHATAbHAS
noyeyHasi TUCHYHKINA).

Y OepeMeHHBIX KEHIUH B Tepuoj OepeMeHHOcTH Oosee 20 Hemenb BO3MOXKHO pa3BUTHE
C1aboCTH POJOBOM aKTUBHOCTM MATKM M YyBEIWYEHHE BPEMEHHM KPOBOTEUEHHUS [axe Mpu
MIPUMEHEHUN HU3KHUX 103 KeTompodeHa.

CrnenoBaTenpbHO, TpHUMEHEHHE KeTompodeHa B cpoke OepemeHHOCTH Oosiee 20 Hemenb
MIPOTUBOIIOKA3aHO.

JlakTanums

Ha ceromusmianii MOMEHT OTCYTCTBYIOT JaHHBIE O BBIICICHUH KETOMPOo(dEeHa B TPy THOE MOJIOKO,

M03TOMY IIPUMEHEHHE KeToNpodeHa He PEKOMEHI0BAaHO MTPU IPYJHOM BCKApMIIMBAHHH.
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DepTUIBEHOCTD (MOCNEOQOBATENEHOCTE 0001)

[Tpumenenne keronpodeHa MOXKET BIUATh HA KEHCKYIO (DepTUIIBHOCTD, IOITOMY Iperapar He
PEKOMEH/IyeTCs TPUMEHSTh JKCHIIMHAM, IUIAHUPYIOIUM OepeMeHHOCTh. llanmeHTkam ¢
OecrutogueM (B T.4. MPOXOJISIIMM OOCIIeIOBaHUE) CIEAYEeT PacCMOTPETh BONPOC 00 OTKa3e OT
HIIBII.

4.7. Bausinde Ha CHOCOOHOCTH YNPABJSATHL TPAHCHOPTHHIMU CPeJACTBAMH M padoTaTh ¢
MeXaHU3MaMH

JlaHHBIX 00 OTpHIATENILHOM BIMSHUM Tpemnapata KerompodeH B peKOMEHIyeMBbIX 03aX Ha
CIOCOOHOCTh K YIPABICHHIO aBTOMOOMJIEM WM paboTy ¢ MexaHW3Mamu HeT. Bmecte ¢ Tem,
nalnyveHTaM, y KOTOpHIX Ha (OHE TPUMEHEHHs NpenapaTa BO3HUKAIOT COHJIMBOCTD,
TOJIOBOKPY)KEHUE, CyIOPOTH WM JpyTrWe HENPHUITHbIE OIIYIIEHUS CO CTOPOHBI HEPBHOM
CHCTEMBI, BKIIIOYAasl HApyIICHUE 3PEHUs, CICIyeT BO3ACPIKATHCS OT BOXKACHUS aBTOTPAHCIIOPTA U
3aHSATHH TIOTEHIIMAJIbHO OIACHBIMU BHJAMH JCSTEIBHOCTH, TPEOYIOIMIMMHU MOBBIIICHHOW
KOHIICHTPAIIU! BHUMAHUS ¥ OBICTPOTHI ICHXOMOTOPHBIX PEAKIIHA.

4.8. HexkenarejibHbIC peaKUMu

Pe3roMe HekenaTenbHBIX PeaKIUN

[To nmanubiM BceemupHoit opranusanuu 3apaBooxpaHenus (BO3) HexenarenbHble peakinu
KJIacCU(UITUPOBAHBI B COOTBETCTBUH C UX YAaCTOTON Pa3BUTHS CIIEIYIOIIUM 00pa3oM:

oueHb vacto (> 1/10); wacto (> 1/100, < 1/10); weyacro (> 1/1000, < 1/100); peaxo (> 1/10000,
< 1/1000); oyens peaxo (< 1/10000); yacrora Hew3BecTHA (YACTOTY BO3HHUKHOBEHHS SIBICHUIN
HEJb3s ONPEACTUTh HA OCHOBAHUN UMEIONTNXCS TAaHHBIX ).

Hapywenus co cmopoHbl Kposu u tumpamuieckoii cucmembyl

PENKO: TeMOpparnyecKasi aHeMusi;

4acTOTa HEU3BECTHA: arpaHyJIOLHUTO3, TPOMOOLMUTONEHMs, HapylleHHe (QYHKLIUU KOCTHOTO
MO3ra, TeMOJIUTHYECKask aHEMUS, IEHKOTIEHUSI.

Hapywenus co cmopoHbl UMMYHHOU CUCmeMbl

4acTOTa HEU3BECTHA: aHA(DHUIIAKTUYECKUE PeaKIMU (BKJItoUask aHaQUIaKTUUECKUN MIOK).
Hapywenus memabonuzma u numanus

Y4acTOTa HEM3BECTHA: THIIOHATPHEMHUSI, TUIepKanueMus (cM. pasnen 4.4.).

Icuxuueckue Hapyuenus

4acTOTa HEM3BECTHA: CITyTAHHOCTh CO3HAHUSI, IMOIIMOHAIIbHAS TAaOMITBHOCTb.

Hapywenus co cmoponul nepeHoll cucmembl

HEYacTo: TOJIOBHAs 00JIb, TOJIOBOKPY>KEHUE, COHIIMBOCTH;

pEIKo: mapecTe3us;
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YacTOTa HEM3BECTHA: aCENTHYSCKUM MEHHHTH cyz[opé%':;;rmgﬁig %Mﬁh]_éiﬁl;;ﬁéhnﬁ,

BEPTUTO.
Hapywenus co cmoponuvl opeana 3penus

penKo: HeueTKoe 3penue (cM. pasaen 4.4.).

Hapywenus co cmoponul opeana cayxa u aabupunma

PENKO: UIyM B yIIax.

Hapywenus co cmoponwvl cepoya

4acTOTa HEM3BECTHA: CepACYHAasl HE0CTATOUYHOCTb.

Hapywenus co cmoponul cocy0os

4acTOTa HEU3BECTHA: IIOBBIIIEHUE AapPTEPUATIbHOTO JABJICHMS, Ba30JWIaTallis, BacCKyJIHUT
(BKJITFOUAs ICHKOIIMTOKIIACTUICCKUI BACKYJIHT).

Hapywenus co cmoponul Ovixamenvhot cucmemslt, 0p2ano8 2pyOHOU KIemKu U cpedoCmeH s,
penko: 06ocTpeHre OpOHXUATLHON aCTMBI;

4yacTOTa HEU3BECTHA: OpOHXOCIa3M (B OCOOEHHOCTH, Y MAllUEHTOB C TUIIEPYYBCTBUTEIBHOCTBIO K
HIIBII), punur.

Kenyoouno-kuweunvle napyuienus

4acTo: TOLIHOTA, PBOTA, JUCIIEIICHs, 00JIb B 00JaCTH )KUBOTA;

HEYacTo: 3a1op, 1uapesi, B3AyTUE )KUBOTA, FaCTPUT;

peaKo: nentuyeckas si3pa, CTOMaTUT;

OUYCHb PEIKO: 000CTpeHHE SA3BEHHOrO KoiuTa Win OosesHn Kpona, eilyl1ouHO-KHILIEYHOE
KpOBOTEUECHHE, epdopanys, HaHKpeaTHT.

Hapywenus co cmopoHbl neuenu u JHceniesblgo0auux nymeti

PEeAKO: renaTUT, MOBBILIEHHE YPOBHS «II€UEHOUHBIX)» TPaHCAMHUHA3 U OMInpyOuHa.

Hapywenus co cmoponbl Kodicu u NOOKOACHbIX MKAHElU

HEYacTo: KOKHAs ChIlb, KOXKHBIH 3y

yacToTa HEU3BEeCTHA: (OTOCEHCHMOMIM3alus, ajolelus, KpalnuBHUIA, AHTMOHEBPOTUYECKUN
OTeK, spuremMa, Oyijie3Has Cblllb, BKJIOYas cuHApoM CTuBeHca-/[KOHCOHa W TOKCHUYECKUU
AMUJIEPMANIbHBIN HEKPOJIN3, OCTPBIN reHepaln30BaHHbIN SK3aHTEMAaTO3HbINA MyCTyJIe3.
Hapywenus co cmopoHbl nouex u Mouegbleo0sauux nymet

OYeHb  pEeAKO: oOcTpas IOYeyHass  HEJOCTaTOYHOCTb, HMHTEPCTHIHAIBHBIN  Hedpur,
He(QPUTUUECKUN CHUHIPOM, HEPPOTUUYECKHI CHHAPOM, aHOMAJIbHbIE 3HAYEHMs IOKa3aTesen
(YHKIHU TOYEeK.

Obwue nHapyuienus u peakyuu 8 Mecme 66€0eHus.

HEYacTo: OTEKU;

YaCTOTa HCU3BECTHA: MMOBBIIICHHAA YTOMIIAECMOCTD.
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Jlabopamopmvie u uHcmpymenmanvHovie OGHHbIE (NOCNEOOBATENBHOCTL 0001)

PEaKO: yBeIMYEHHE MACChI TeIa.

JlaHHbIE KIMHHYECKUX HCCICIOBAaHUA W SMUAEMHOJIOTHYECKHE JaHHBIC JAIOT OCHOBAaHUE
nperonarark, 4To npuMeHenne Hekotopeix HIIBIT (ocoOeHHO npy [UTMTENEHOM IPUMEHEHUH B
BBICOKHX [103aX) MOXET OBITh CBS3aHO C IOBBINICHHBIM PHUCKOM pa3BUTHUS apTepHAIbHBIX
TpoMO030B (HanpumMep, HH(papKTa MUOKApIa U MHCYJIbTa) (cM. pasaen 4.4.).

[lpumeHeHre CYNIO3UTOPUEB MOXKET BBI3BIBATH MECTHBIC pEAKIMH: OLIYIICHHE IKCHUS,
KUIKHA CTYI, pa3IpakeHUe CIIM3UCTOM.

COO6H.I€HI/IG O ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

BaxxHo cooOmare 0 TOM03PEBACMBIX HEXKENIATEIbHBIX PEAKIUAX T[OCIEe PETUCTPAINH
JICKapCTBEHHOTO TIperapara ¢ meibio 00ecreYeHrus: HelPePhIBHOTO MOHUTOPHHTA COOTHOIICHUS
«T0Jb3a — PHUCK» JIEKAPCTBEHHOIO IMpernapara. MeaunuHCKUM pa0OTHHUKAM pPEKOMEHIYeTCs
coo0maTh O JIOOBIX I0JI03PEBAEMBIX HEKEJATEIbHBIX PEaKIMIX JEKapCTBEHHOIO IIperapara
Yyepe3 HalMOHAJIBHBIE CUCTEMBI COOOIICHHUSI O HEXENATEeNbHBIX PEaKIUsIX rOCYJapCTB - YWICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas ®@enepanus.

®OenepalnibHas Ci1yx0a 1Mo HaJ30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CnaBsHCKas TUTOIanb, a. 4, crp. 1.

Tenedon: +7 800 550 99 03

DnekTpoHHas novra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALIMOHHO-TEIEKOMMYHHUKAITMOHHON CEeTH «MHTEepHET:!

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

4.9. Tlepeno3upoBka

Crnyyau nepeao3upoBKH OTMEYAINCh IPU IPUMEHEHNUHN KeTonpodeHa B 103ax 10 2,5 T.
CumMnromsl

Kak u B cimyuae apyrux HIIBII, npu nepeno3upoBke keronpodeHa MOryT OTMEYAThCs TOIIHOTA,
pBOTa, 00Jb B 00NACTH KMBOTA, PBOTa C KPOBBIO, MEJIEHA, HApYyIIEHWE CO3HAHUS, YTHETCHHE
JIBIXaHUs, CYI0pOTHY, HapylleHue QyHKIUH TOYEK U MOYeYHAast HEeJ0CTaTOYHOCTb.

Jleyenue

CumnromaTnueckoe; BO3ZeicTBHE KeTompodeHa Ha JKeTyJOYHO-KUIIEYHBIH TPAaKT MOXKHO
ocabuTh C TIOMOIIBIO CPEACTB, CHIDKAIOIIMX CEKPELHUI0 Kelle3 JKelyAka (Hampumep,
UHTUOUTOPOB MPOTOHHOM MOMITBI), U TPOCTATJIAHAUHOB.

B CJIydac pa3sBUTUA IMOYEYHOM HEJOCTaTOYHOCTH PECKOMCHAYCTCA MPOBECACHUC TCMOJHAIIN3A.


mailto:pharm@roszdravnadzor.gov.ru
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5. DAPMAKOJOTMYECKUE CBOMCTBA (NOCNEOOBATENEHOCTE 0001)

5.1 dapmakoauHaMHYeCKHe CBOIiCTBA

®dapmakoTepaneBTUUYeCKass TpyMnna: TPOTUBOBOCHAIUTENbHBIE U  MPOTUBOPEBMATHUYECKUE
npenapaTbl; HECTEPOUAHBIE MPOTHUBOBOCHAIUTENbHBIE U MPOTHBOPEBMATUYECKUE IpEnaparhl;
[IPOU3BOIHBIE TPOITUOHOBOM KUCIIOTHI.

Kon ATX: MO1AEO3.

Mexanusm aeiicteus u hapMakoauHaMudeckue 3hhEKTh

KeromnpodeHn sBisieTcss HECTEPOUIHBIM TPOTHBOBOCIIAIMTEIBHBIM TpENnapaToM, 00JaJatoniiM
POTHBOBOCIIAMTEIBHBIM, aHAJBT€3UPYIOLIUM U KaPOIIOHUKAIOIIUM JICHCTBHEM.

Keronpoden Onokupyer aerictBue ¢epmenta nukiaookcureHassl 1 u 2 (IIOI'1 u L[OI2) u
YACTMYHO JIMIIOOKCUIEHA3bl, YTO MPUBOJMUT K IMOJABJICHHUIO CHHTE3a IPOCTArJIaHAWHOB (B TOM
YHCJIC U B IICHTPAJIbHON HEPBHOM CHCTEME, BEPOSITHEE BCETO, B TUIIOTATIAMYCE).

Crabuusupyer in Vitro u in Vivo iumocoMaibHble MEMOpaHbI, TP BHICOKKX KOHIIEHTPALHUAX iN
Vitro ketonpodeH moaBiIseT CHHTE3 OpaIMKUHUHA U JICHKOTPUCHOB.

KeronpodeHn He oka3biBaeT OTPULIATEIBHOTO BIMSHKS HA COCTOSIHUE CYCTaBHOTO XPSIIa.

5.2. ®DapmakoKMHEeTHYECKHE CBOMCTBA

AGcopbuus

Kerompoden nerko abcopbupyercss u3 xemynouHo-kumeynoro tpakta (OKKT) mpu mpueme
BHYTPb. Bpemst mocTikeHnss MakCUMaabHON KOHIEHTPAUUHU (Tcmax) IPH PEKTATbHOM BBEICHHUU
—1,4-4 qa.

buonocrynmHocte mpenapara coctaBiusier 90 %. Ilpuem mnumm He BiIMAET HAa OONIYIO
OMOIOCTYITHOCTh KeTonpodeHa, HO YMEHBIIIAET CKOPOCTh BCACHIBAHHUSI.

Pacnopenenenne

Kerompoden Ha 99 % cBsa3aH ¢ OenkamMu Mia3mMbl KpPOBH, B OCHOBHOM C albOyMHHOBOM
dpaxmueii. O6bem pacopenenenus coctapnser 0,1-0,2 n/kr. Kerompoden mnpoHukaer B
CUHOBHAJIHYIO KUIKOCTb U JTOCTUTaeT TaM KOHLEHTpauuu, paBHOM 30 % KOHILIEHTpaluu B
asme KpoBH. [lnasmenHblil knupeHce keronpodeHa cocrasiseT npubdausurensbHo 0,08 n/kr/y.
D¢ dexkTuBHBIE KOHIIEHTPALMU KETONPOpEeHa ONPEAEISIOTCS B KPOBH JJake depe3 24 4 mocie ero
npuema.

BI/IOT]I)aHCCbODMaHI/ISI U 3JIMMHUHAIA

Keronpoden noasepraercss MHTEHCUBHOMY METa0OIU3MYy NpU AEHCTBUM MHKPOCOMAaJbHBIX
depMeHTOB TieueHHu, mepuoj noiyBbiBeneHus (Ti2) cocraBiser meHee 2 4. Kerompoden
CBSI3BIBACTCS C TJIFOKYPOHOBOWM KHCJIOTOW M BBIBOJUTCS W3 OpraHM3Ma B BHJIE TJIIOKYPOHHIA.
AxTuBHBIX MeTabomuToB Ketonpodena HeT. [lo 80 % kertompodeHa BBIBOAUTCS MOYKAMU B

TeueHue 24 4, B OCHOBHOM B (hopme TITIOKYypOHHUIa KeTonpodeHa.
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[Ipu npumenenuun npenapara B po3upoke 100 mr u 6‘3?1'_"35},%%5&% THotikambr hosker %BITB

3aTpyIHEHO.
VY DanMeHToB C IMEYEHOYHOH HEJOCTATOYHOCTBIO KETOMPO(pEH MOXKET aKKyMYJIUpOBaThCS B
TKaHAX; TAKUM MallMeHTaM He00XO0AMMO Ha3HAa4yaTh Ipenapar B MUHUMAJIbHOM TepaneBTUYECKOM
J03e€.

VY manueHTOB C MOYEYHOH HEJOCTATOYHOCTHIO KIMPEHC KEeTONMpoQeHa CHIKEH, YBEINYHBAS
nepuo noiayBeiBeaeHus (T12) Ha 1 .

VY NauuMeHTOB IMOXKWIOIO BO3pacTa METaboNM3M M BBIBEAECHUE KETONpo(deHa MPOTEKAIT
MEIJIEHHEE, YTO HMMEET KIMHMYECKOE 3HA4YCHHE TOJIBKO Ui IALUEHTOB CO CHWKCHHOU
byHKIHEH MoYex.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenb BcnoMoOraTe/IbHBIX BellIeCTB

XKup tBepasiii (Burencon H-15)

['munepun kanpuinokanpat (Murnuon 812)

6.2. HecoBMecTUMOCTDH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

S ner.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B 3allMIIEHHOM OT CBETa MECTe MpH TeMiepaType He Bbiiie 25 °C.

6.5. Xapakrep u coaep:kaHue NEPBUYHOH YIIAKOBKH

Ilo 1, 2, 3, 4, 5, 6, 7, 8 9, 10 cynno3uTtopueB B KOHTYPHOM SUEHKOBOM yMaKOBKE W3
JBYXCJIOWHOM IUJIEHKH WM W3 IUIEHKH U3 MOoJuMepHbIX marepuanoB [IBX/I1D wnu u3 niueHku
[MIBX/IT3 6emnoit KOMOMHUPOBAHHOM MM U3 TVIEHKHU MOJIMBUHUIXJIOPUIHOM.

Ilo 1, 2,3,4,5, 6,7, 8 9, 10 KOHTYpHBIX SYEUKOBBIX YMaKOBOK BMECTE€ C MHCTPYKIUEH MO
MEAMIIMHCKOMY MPUMEHEHUIO Iperapara MoMelaloT B aYKy KapTOHHYIO.

6.6. OcolOble Mepbl MNPEIOCTOPOKHOCTH TNPH  YHUUYTOKEHHHM HMCIOJH30BAHHOTO
JICKApCTBEHHOI0 MNpenapara WJIM  OTX0A0B, IMOJYYECHHBIX IOCJAe¢ NPHUMEHEHHUs!
JICKapPCTBEHHOI0 Npenapara, ¥ Apyrue MaHuIyJsiiiy ¢ penapaTomM

Het ocoObix TpeGoBaHMii.

7. AEPKATEJb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanns

00O «Tynbckas papmarieBTHUECKas hadbprKa»

300004, r. Tyna, TopxoBckuit mpoe3, 1. 10

Ten.: +7 (4872) 41-04-73
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Daxc: +7 (4872) 41-04-73 (NOCNEOOBATENEHOCTE 0001)

7.1 IlpeacTaBuTeNb 1ep:KaTeNIsl PerHCTPANMOHHOIO YI0CTOBEPEHHSI.
[Iperen3uu noTpedbuTeneil HAMPaBIATH 1O aJIPECy:

Poccuiickas @enepanust

00O «Tynbckas hapmaneBTruaeckas hadpukar»

300004, r. Tyna, TopxoBckuii mpoesa, 1. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

8. HOMEP PETHCTPAHUOHHOI'O YIOCTOBEPEHUSA

9. TATA NEPBUYHON PETMCTPAIIMA (IIOATBEPXJIEHHA PETMCTPAIIMMN,
INEPEPETUCTPAIIN)

JlaTa nepBUYHOMN perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OO0mass  xapakTepucTHKa JIeKapCTBEHHOro nmpemnapara KerompodeH  gocTymHa  Ha
uH(pOPMallMOHHOM TmopTane EBpa3uiickoro 5KOHOMHYECKOTO cOK3a B  HH(POPMAIMOHHO-

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



http://eec.eaeunion.org/

