COOTBETC TEn ET -'I"'l.

CMEPTHOMY OTYETY

OBIIASI XAPAKTEPUCTHKA JIEKAP(‘TBEIFIIHWHEHWﬁ

1. HAUMEHOBAHME JIEKAPCTBEHHOI' O IIPEITAPATA

AptpyM, 100 Mr, cynmo3uTopun peKTaabHbIE

2. KAUYECTBEHHBIN 1 KOJTUYECTBEHHBIN COCTAB

JlelicTByoOIIIEe BELIECTBO: KETOMPOQEH.
Kaxxnprit cynmosutopuii conepxut 100 mr ketonpodena.

[Tonublii MepeyeHs BCIIOMOTaTeIbHbIX BEIIECTB MPUBEIECH B pasaene 6.1.

3. JIEKAPCTBEHHASA ®OPMA

Cynno3utropuu peKTaibHbIE.

Cynnosuropun 0T 0e10ro A0 6€N0ro ¢ KEeNTOBATHIM OTTEHKOM I[BETa, TOPIEI000pa3HON (HOPMBI.

4, KJIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K MPUMEHEHHU IO

[Ipenapat ApTpyM noka3aH K IPpUMEHEHHUIO Y B3pOCIBIX U JieTel crapiie 15 jer.

BocnanuTenbHbIe M JeTeHEpaTUBHEIC 3a00JIEBaHUS OIIOPHO-ABHUIaTCIIBHOI'O aIlliapara.

— PEBMAaTOUIHBIN APTPUT;

— CEepOHEraTUBHbIE AapTPUTHI:  AHKWIO3UpYOLWMH  crnoHauiauT (Oosne3nb  bextepena),
MICOPUATHYECKUI apTpUT.peakTUBHBIN apTpUT (cuHApoM Peiitepa);

— mojarpa, nceBAOoNoaarpa;
—  OCTEO0apTpHT;

— BHECYCTABHBIC TIPOSABJIICHUA PEBMATHYCCKUX 3a00JIeBaHUI (TeH,[[I/IHI/IT, 6prI/IT, KarcyJjuT
IJI€4CBOIo CYCTaBa).

BoseBoil cMHIPOM, B T.4. CIa0bIil, YMEPEHHBIN 1 BBIPAKECHHBIH

— TIOCTTPaBMAaTHUYECKUN U MOCIEONEPANMOHHBINA O0JIEBON CHHAPOM;
— 0oJIeBOM CHHIIPOM MPU OHKOJIOTHYECKUX 3a00JICBaHUSX;
—  aJbroJUCMEHOpes.

HpenapaT npe€aHa3HauCH IJId CHMIITOMATHYECKON TECparnuu, YMCHBIICHHA 0onu W BOCHAJIEHUS
PAa3JIMIHOTO MPOUCXOKICHUA Ha MOMCHT HCIIOJIb30BAHUA, HAa MMPOrpeCCUPOBAHNC 3a00JIeBaHUs HE
BJIMSCT.

4.2. Pe:xuM 103MPOBaHUS M CI0CO0 MPUMeEHEHHU s

PexxuMm mo3upoBaHus

ITo 1 cynmozutoputo (100 mr) 1-2 pasa B cyTKwu.
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Cynno3utopuu peKTajbHbIE MOYKHO COUYETaTh C HepOpMLHLIMM%I\]M%%O%&)I%E%ﬂ&Q%,

MAIUEeHT MOXET MPHUHATH 10 1 kancyse (50 Mr) yrpom U B cepeiiHe THs M BBECTU | CYMIIO3UTOPHit
(100 mr) pekranbpHO BeuepoM, wiu 1 TabIeTKy, HOKPBITYIO IIICHOYHOM 000104koi, (100 Mr) yrpom
u BBecTH 1 cynmo3uTtopuii (100 MI) peKTalbHO BEYEPOM.

MaxkcuManbHasi cyTouHasi jo3a keronpodena cocrapisier 200 mr. CiemayeT TIIATEIBHO OLICHUTH
PHUCKH | TOJIB3Y OT JICUCHHS TIepe MpuMeHeHrneM npenapara B j103e 200 mr/cyt (cM. pasaen 4.4.).

Oco0ble rpynIsl MalueHToOB

Ilayuenmol ¢ Hapyuenuem ynKyuy neueHu u novex

[Tpu npuMEHEHNH y IAIIUEHTOB C TIEYCHOYHOM W/WIIH TTOYEYHON HEJJOCTATOYHOCTHIO PEKOMEH TYETCS
CHMJKaTh HAaYaJIbHYIO 03y IIperapara, MOoAJIepKuBas B JAajdbHEHIIEM MUHUMAIbHO 3()()EKTUBHYIO
noszy. IlpumeHenuwe kerompodeHa y TAIUEHTOB C TSDKEION MEYCHOYHOW W/WIU TOYeYHOU
HEZ0CTaTOYHOCTBIO IPOTUBOIIOKA3aHO.

Hat;uenmbz nooaicusoco so3pacma

Y nauuMeHTOB IOXKWIIOIO BO3pacTa PEKOMEHAYETCS CHIKAaTh HayalbHYIO J03y IIpernapara,
MOJICP)KMBasi B AIbHEHIIEM MUHUMAIBHO YPPEKTHBHYIO 103y. [lallMeHTHI MOXMUIOro BO3pacTa
OoJiee MOABEPIKEHBI PAa3BUTHIO HEXeEIaTeIbHbIX PEAKLIUH.

eTu
Hetsm crapure 15 ner no 1 cynnosutoputo (100 mr) 1-2 pasa B fgeHb.

Cooco0 nmpuMeHeHns

PexrtanbsHo.

Cynmo3uTopuii BBOAAT TITyOOKO B MPSMYIO KUIIKY.
4.3. IlpoTuBOMOKA3aAHUS

— TUINEPUYYBCTBUTEIBHOCTh K KETONpOQeHy, canuuuiaTaMm, JIpyruM  HECTEPOHUIHBIM
poTuBoBocHanuTeNbHbIM npenaparam (HIIBII) wim k mo0oMy H3 BCroMoraTeiabHBIX
BELIECTB, IEPEUNCIICHHBIX B pasaene 6.1;

— TIOJIHOE WJIM HEMOJIHOE COYeTaHWe OpPOHXUATBHOM acTMbI, aHTMOHEBPOTUUYECKOTO OTEKa,
KpanuBHUIBI, OCTPOr0 PUHUTA, PELUIUBUPYIOLIETO MIOJIMUII03a HOCA U OKOJIOHOCOBBIX Ma3yx
Y HETIEPEHOCUMOCTH alleTUIICATUITMIOBON KUCIOTH uin apyrux HIIBII (B T.4. B anamHE3e);

—  s3BeHHas 00JIe3Hb JKEIIydKa u HBeHaHHaTHHepCTHOﬁ KHUIIKKW B CTaANH O6OCTpeHI/I$I, a TaKXKe
KCITYAOYHO-KUIICYHBIC SI3Bbl, KDOBOTCUCHUSA U nep(popam/m;

— XpOHMYECKas IUCHENCHs, BOCHAIUTEIbHbIE 3a00JIeBaHUSl KHILIEYHHUKA, S3BEHHBIM KOJUT,
6071e3Hp KpoHa, 1MBEpTUKYIUT B CTalUU 00OCTPEHUS;

— BOCHAJIUTENbHBIC 3a00JICBaHUS MPSAMOU KUIIKH /WA KPOBOTCUCHHSI U3 MPSIMOM KHUIIKU (B
T.4. B aHAaMHe3e);

— reMoQuIHs U Apyrue HapyILICHHUs CBEPTHIBAEMOCTH KPOBH (B T.4. TeMOpparuyeckuii quares);
— TsDKeJas MeuyeHOYHasi HeJI0CTaTOYHOCTh, aKTUBHOE 3a00JIeBaHNE TICUEHU;

— TsDKenas 1modveyHas HenocTaTodHocTh (knupeHc kpeatuHuHa (KK) menee 30 mu/mun),
nporpeccupyloliee 3a001eBaHne MOYEK, MOTBEPKACHHAs TUIEPKATHEMUS;

— JIEKOMIICHCUPOBAHHAs CepJieyHas HEIOCTaTOYHOCTh, MNEPUONEPAMOHHBIA MEPUOA TIPHU
AOPTOKOPOHAPHOM IIYHTUPOBAHUU;

—  JeTcKui Bo3pact 1o 15 ner;
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— OepeMeHHOCTh Ha cpoke Ooiiee 20 Heemb;

—  MepuoJ IPyIHOTO BCKaPMIIMBAHHUS.
4.4. OcoOble ykazaHusi U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

C 0CTOPOKHOCTBIO

bponxuanbHas actmMa B aHaMHe3€, KJIMHUYECKH BBIPaXXEHHBIE CEpIEUHO-COCYAUCTHIE,
1epedpoBacKyIsipHble 3a00sieBaHUs U 3a00JeBaHUs NepUPEpPUUIECKUX apTePHH, AUCIUIUAICMHUS,
rporpeccupyroinme 3a0b0ojaeBaHus MeUeHU, MeUeHOYHAas! HEJIOCTaTOYHOCTh, TUNEepOUINpyOrHeMus,
QJIKOTOJILHBIA LUPPO3 TeueHu, modeuHas HemoctatrodHocTh (KK 30-60 mur/muH), XpoHWYecKas
ceplicuHas HEIOCTaTOYHOCTb, apTepuajbHas THIEPTEH3Us, 3a00JIeBaHUS KPOBH, JAETHApATAINS;
caxapHbIii Jra0eT, aHAMHECTHUYECKHE NAHHBIC O PAa3BUTUHU SI3BEHHOTO MOPAXKCHHS KeIyJOYHO-
kumeynoro tpakra (OKKT), mammume wndexkuuu Helicobacter pylori, Tsokensie comatnueckue
3a0oJeBaHus, MOKWION Bo3pacT (crapmie 65 JeT, B T.4. MOJIyYalOUIHe JAUYPETHKH, OCIa0JIeHHbIC
MAlUEeHThl U C HU3KOHW Maccoil Tena), KypeHHue, COMYTCTBYIOIIAs Tepamus aHTHKOAryJlsHTaMu
(marmpumep, BaphapuH), aHTHarperanTamMu (HalpuMep, aneTHICATALIUIOBAs KHCI0Ta, HUKOPAH INII),
TIIIOKOKOPTUKOCTEPOHIaMU /Il TpUeMa BHYTPh (Hampumep, MNPEeTHU30JI0OH), CEIEKTHUBHBIMU
uHrHOuTOpaMu obparHoro 3axsara ceporoHuHa (CMO3C) (mampumep, 1UTANIONpPaM, CEPTPATUH),
MAIUEHTHI C YMEHbIIIEHHEM 00beMa IUPKYIUPYIOIIeH KpoBH, JyiuTenbHoe npumenenue HITBIIL.

Oco0ble yKa3zaHus

C uenbl0 CHWXKEHMS PUCKA DPAa3BUTHUSA HEXeENAaTEJIbHBIX PpEeaKlUil KeTonpoeHa peKOMEHIYeTCs
pUMEHEHHE MUHUMAaIbHOH 3(h(hEeKTUBHOI H03bI B TEUEHHE MUHUMAIFHO KOPOTKOTO TIEPHOIA.

[TanmeHTaM ¢ BOCHAJIMTEIbHBIMU 3a00JE€BAaHUAMHU MPSIMOM KHUIIKHM HE CIEeIyeT IPUMEHATh
CYIIIO3UTOPUH PEKTAIIbHBIE APTPYM.

MGCKMPO6KCI CUMNMOMOE OCHOBHO20 MH¢€KI4MOHHOZO 3abonesanus

[Ipn npumeHeHun KetonmpodeHa CHMITOMBI HWH(EKIIMOHHBIX 3a00JIeBaHUN MOTYT OBITH MEHEe
BBIPQKEHHBIMHU, YTO MOKET IIPUBECTH K YIUIMHEHUIO CPOKOB IOCTAHOBKHM IPABWJIBHOIO JMArHos3a,
OTCPOYEHHOMY Hadajly COOTBETCTBYIOILETO JIEYEHHS W YXYALIEHUIO MCX0/Ja HH(PEKIHOHHOTO
3aboseBaHus. YXy/uIeHue Ha0moanocs Ha GoHe OakTepuanbHOM BHEOOIbHHUYHONW MTHEBMOHUH U
pu OakTEepUAJbHBIX OCIOXHEHMSIX BETPAHON ocnbl. B ciayuyae mpumeHeHusi ketompodeHa Npu
MHQEKIIMOHHOM 3a00JIeBaHUU Ul CHUXKEHUS TEeMIlepaTypbl Tejda WIM KYHHpPOBaHHUS OOJEBOIO
CHUH/IpOMa, PEKOMEHJIyeTcs 0oOecliedeHHe TUIATeIbHOTO HaOII0JeHHs 3a TeueHueM HHpekuuu. B
amMOyJaTOPHBIX YCJIOBHSX B CIIydae, €CIM CUMITOMBI COXPAHSIOTCS WIM YXYALIAOTCA, MalUeHTY
HEO0OXO0MMO OOPAaTUTHCS K Bpavy.

He crnenyer couerath npuem kertomnpodeHa ¢ mpuemom npyrux HIIBIT w/mnum unHruGuropon
uKIookcurenassl-2 (LIOI).

Peam;uu CO CMOPOHbBI DfC@]lydO’{HO'KMWELIHOZO mpakma

CrnemyeT coOI01aTh OCTOPOKHOCTH IMPH COBMECTHOM IMTPUMEHEHHH C IpenapaTaMu, KOTOPhIE MOTYT
MOBBICUTh PUCK OOpa30BaHUs S3B WJIM KPOBOTEUEHHS, TAKUMH KaK TIFOKOKOPTUKOCTEPOUABI IS
npreMa BHYTPb, aHTUKOATyJSHTHI (Hampumep, BapdapuH), CENeKTUBHBIE HHTUOUTOPHI 0OpaTHOTO
3axBaTra CCPOTOHHMHA WX aHTUArperaHTbl (HaHpI/IMep, alcTUJICAJIMOUIJIOBas KHUCJIIOTA WU
HUKOpaHaui) (cM. pasaen 4.5.).

Coo0m1anoch 0 pa3BUTHH JKETYJOUYHO-KUIIEYHBIX KPOBOTEUEHUH, 3B U niepdopainii (C BO3MOKHBIM
JeTa’abHBIM ucx010M) Bo Bpems npumeneHust HIIBIT Ha mo6oM sTane sedeHus, BHE 3aBUCUMOCTH
OT HaJIMYUs YrpOoXKarOIIKUX CUMITOMOB WK Tskenbix 3aboneBanuii JKKT B anamHuese.
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VY NanuMeHTOB MOXKUIIOTO BO3pacTa CYILLECTBYET II0 BLImeHH};H/JI:Ii;hE%'%I];EP Irdé)‘l—fe'&n-gféﬂsﬁ'ﬁlk

peaknuii co croponbl JXXKT, Takux kak kemyIo4HO-KHIIEUHOE KpOBOTeueHHe W mepdoparuu (c
BO3MO>KHBIM JIETAJIbHBIM UCX0JI0M) (CM. pazaen 4.2.).

B ciiydae pa3BuTHsi xKeny104HO-KUIIIEYHOTO KPOBOTEUeHHsI Wit 00pa3oBanus s13B opranos JKKT mpu
MPUMEHEHHUU KeTonpodeHa, ICUCHUE CIIeyeT HEMEJICHHO MMPEKPATHTD.

Puck »xeny04HO-KUIIEYHOT0 KPOBOTEUEHUS, 13B000pa30BaHus WM eppopaluy NOBbILIAETCA IPU
npuMeHeHnu Oosee Bbicokux 103 HIIBIL, npu Hanmuuuu si3BeHHOH 00Je3HH B aHaMHE3€, OCOOCHHO
OCJIO)KHEHHOW KpOBOTEUEHHEM WM nepdopanueil, 1 mpu NPUMEHEHUM y MAaLUEHTOB IOKUIOTO
BO3pacTa. ¥ 3THX IpYII MalUEHTOB JIEYEHUE CJIEeNyeT HaYMHATh C MUHUMAJIbHO BO3MOXKHBIX J103.
Crenyer paccMOTpETh COBMECTHOE IPUMEHEHHE C raCTPOIIPOTEKTUBHBIMY IpeniapaTaMu (Harnpumep,
MHU30MPOCTOJIOM WJIM MHTHOUTOpPAMH MPOTOHHOW MOMIIBI) Y JIaHHBIX T'PYIII MAIMEHTOB, a TAaKXKe Y
HaIMEHTOB, KOTOPbIM HEOOX0AMMO IPUMEHEHHE alleTUIICATUIMIIOBOM KMCIOThI B HU3KHUX /103aX WU
JPYTUX IIPENapaToB, MOBBILAIOIIMX PUCK Pa3BUTHH HexXenaTeabHbIX peakiuii co cropons! KKT (cMm.
pasznmen 4.5.).

[TanueHTs! ¢ HexenaTenbHbIMU peakuusMu co cropoHbl JKKT B anamHese (0COOEHHO MAlUEHTHI
MOKWJIOTO BO3pacTa) JOJDKHBI co0OLIaTh 000 BCeX HEOOBIYHBIX cHUMITOMax co cTopoHbl JKKT
(mpexe BCero o XelyA0YHO-KUIIEYHOM KPOBOTEUEHHH), B OCOOEHHOCTH Ha HayallbHBIX ATalax
JICUYEHUS.

CylecTBYIOT 3MMIEMUOJIOTUYECKUE JAHHBIE, CBMUJIETEJIbCTBYIOUIME O CBSA3M I[PUMEHEHHS
KeTornpo(eHa C BBICOKMM PHUCKOM pPa3BUTHS TSKEIOW KeNyJIOYHO-KMIIEYHOW TOKCHYHOCTH,
cpaBHUMOH c TakoBod mpu npumeneHun apyrux HIIBII, ocoOeHHO B BBICOKHX 103ax (CM. pa3men

4.3.).

HIIBII cnenyer mpuMeHSTh ¢ OCTOPOKHOCTBIO Y MalMeHTOB ¢ 3aboneBanusiMu opraHoB JXKKT B
aHaMHe3e (S3BEHHBIN KOJIMT, 60s1e3Hb KpoHa), Tak Kak 3TO MOKET IPUBOIUThH K 0OOCTPEHUIO JaHHBIX
3aboneBanuii (cm. pazzaen 4.8.).

Cepoeuno-cocyoucmsie peakyuu u peaxyuu co CMopoHvl cOCY008 20JI08HO20 MO32d

JlaHHbIE KIMHUYECKUX HCCIEIOBAaHUN W SIUAEMUOJIOTMYECKHE [aHHbIE IPEANoiaralT, YTO
npuMeHeHre HekoTopbix HIIBII (0ocoOeHHO B BBICOKUX J03aX U MPH MPOJOIKUTEIBHOM JIECUYSHHN)
MOKET OBITh CBSI3aHO C TOBBIIIEHHBIM PUCKOM Pa3BUTHs apTepUaibHBIX TPoMOO30B (Harpumep,
nH(papKTa MUOKap/a Wik MHCYIbTa). Ha OCHOBaHNM MMEIOIIMXCS JaHHBIX HEJb35 MCKIIOYUTh TaKOH
PHUCK IIpU IPUMEHEHUH KeToNpodeHa.

Kak u npu npumenenun apyrux HIIBII, cnenyer ynensats oco6oe BHUMaHUE NMPH NMPUMEHEHUH Y
MAIEHTOB C JICKOMIIEHCHPOBAHHOW THIIEPTOHMYECKONW OOJIE3HBIO, CEPIIEYHON HEIOCTATOYHOCTS,
UIIEeMUYecKoil  Oone3Hpl0  cepaua, 3a0ojeBaHMAMU  NepudepuuecKkux  apTepuil  u/mim
1epeOpOBACKYIISIPHBIMU  3a00JIEBaHUSIMH, @ TakKe Iepell HadaJoM JUIMTENBHOTO JICUSHHS Y
NAIMEeHTOB € (PAKTOpaMU pHUCKA Pa3BUTHs CEPJEUHO-COCYAUCTBIX 3a00JeBaHUN (TIOBBILIEHHOE
apTepUaANbHOE JaBIICHHUE, TUIIEPIUITHIEMHISI, CAXapHBIA AHa0eT, KypeHHe).

Coobmanoch O TMOBBIIIEHUH PUCKAa pa3BUTHS apTepUaAbHBIX TPOMOO30B MpH NPUMEHEHUH
HeacnupuHoBbIx HIIBII nns kynupoBaHus mnepuornepalioOHHBIX 00Jeil Mpu aopTOKOPOHAPHOM
LIYHTUPOBAHUH.

HeoOxonumMo co0mofath OCTOPOKHOCTh NpU  TNPUMEHEHHHM KeTomnpodeHa Yy TMalHueHTOB C
MOBBIIIEHUEM apTEPUATIBHOTO JIABJICHUS B aHAMHE3€ W/WIN CepAeYHON HEAOCTaTOUHOCTHIO JIETKOU
WIN CpeJHel CTemeHu TsbkecTH, Tak kak npu npumeneHun HIIBII coobmanock o 3amepikke
KUJKOCTU U PA3BUTUU OTEKOB.
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Peakuuu CO CMOPOHBL KOIHCU

OueHb peAKo cooOIAIOCh O Pa3BUTUU TSKENBIX PEaKIUH CO CTOPOHBI KOXH (C BO3MOXKHBIM
JETAIbHBIM HCXOJIOM), BKJIIOYasi dKchonmatuBHbIN nepmatut, cuHapoM CrtuBeHca-J[>)KOHCOHA H
TOKCHYECKHUH AMHUAepMaTIbHBIN HEKPOJIU3, CBsi3aHHBIX ¢ mpuMmeHeHrneM HIIBII (cm. pasnen 4.8.).

HaunOonpmmii puck pa3BUTHs TaHHBIX COCTOSIHHM MPUXOJUTCSA HA HAYajI0 Tepanuu, B OOJIBIINHCTBE
CJIy4acB OHU Pa3BUIIMCH B TEYCHUE IIEPBOIO MECALA JICUCHHUS.

Crnenyer mnpekpaTuTh NPUMEHEHHE KeTonmpodeHa IMpu TMEepBOM NOSBICHHHM KOXXKHOM CBHINH,
U3BA3BICHUSAX CIU3UCTBIX 000JOUYEK WIIH JIFOOBIX APYTUX MPU3HAKOB THIIEPYYBCTBUTEIBLHOCTH.

Hapywenus co cmopoHul OvixamenvHotl cucmemsl

VY nmanMeHToB ¢ OpOHXMAIbHOW aCTMOMW B COYETAHUU C XPOHUYECKHUM PUHUTOM, XPOHUYECKUM
CUHYCHUTOM W/WJM TOJIUIIAMHA HOCOBOWM TMOJIOCTH CYIIECTBYET 0OO0Jee BBICOKHI PHUCK pPa3BUTHS
AUIEPTHYECKUX PEaKIUi K ameTwicaauiuiaoBoi kuciaore u/uimu HIIBII, wem y apyrux mronei.
[IpuMeneHne >TuUX MpenapaTtoB MOXKET MPUBOJIUTH K aCTMAaTUYECKUM IPUCTYNaM HIA OpOHXO-
cria3My, OCOOCHHO Y MallMeHTOB C ajUleprHei Ha aneTWicaauiioByo kucioTy wiu HIIBII B
aHamHese (cM. pazaen 4.3.).

T'uneprxanuemusn

B03M0OXHO pa3BuTHE TUNEPKATHUEMUHN, OCOOCHHO y MAIMEHTOB C CaxXxapHbIM TUA0ETOM, TOYEUHOU
HE/I0CTaTOYHOCThIO W/UJIK IIPU COBMECTHOM IPUMEHEHUU C KaJauiicOeperaroMu rpenaparamu (CM.
pasznen 4.5.). Y Takux NanUeHTOB cielyeT TIATeIbHO KOHTPOIMPOBATh YPOBEHb Kallusl.

Brusnue na ¢ynkyuro nouex

Bo Bpems Hauana je4yeHus cledyeT THIATeJbHO HaOMoAaTh 3a (PyHKIMEH MOYeK y MalHueHTOB C
CeplleYHOl HEAOCTaTOYHOCTBIO, IIMPPO30M WM HE(PPO30OM, Yy TALUCHTOB, IOJYYAIOUIHX
JUYPETUUECKYIO TEPAIUIO, U Yy ALUEHTOB C XPOHUYECKOH 00JIE3HBIO MOYEK (OCOOCHHO Y MallUeHTOB
MOKWJIOTO BO3pacTa). Y 3THX IpYII NalMEHTOB NMPUMEHEHHE KeTonpodeHa MOXKET MPUBECTH K
CHMXXCHUIO IMOYCYHOI'o0 KPOBOTOKA, BBI3BAHHOMY I/IHFI/I6I/IpOBaHI/ICM npocrariianHaiuHoB, H
JEKOMIIEHCALUU TTOYE€YHON (PYHKIUH.

Bausnue na ¢pynkyuto nevenu

YV mamyeHToB ¢ OTKJIIOHEHUSIMHU B (I)YHKI_[I/IOHaJIBHBIX TeCTax IEeUYCHHU WM ¢ 3a00JIeBaHUSIMH IICYCHU B
AHAMHE3€ CICAYCT IMEPUOANYCCKU KOHTPOJIUPOBATH YPOBCHL «IICUCHOYHBLIX)» TpaHCaMHHA3,
0COOEHHO Ipu AJIUTCIIBHOM JICUCHHUU.

[Ipu npumeHeHnn ketonpodeHa coodIaNnoCch O PEAKUX CIIydasX Pa3BUTHUS JKEATYXH U renaTura.

pyeue 2¢hghexmut

B ciyqae o6HapyxeHus MprU3HAKOB MH(PEKIIMOHHOTO 3a00JI€BaHUS CJIETYET 00paTUTh BHUMAHHUE, YTO
MIPOTHBOBOCHAIUTEIbHbIE, 00€300IMBAOIINE U JKaPOIOHMKAIOIIUE CBOMCTBA KeTonpodeHa, Kak U
npyrux HIIBII, MoryT MackupoBaTh 0ObIYHBIE PU3HAKU TPOrPECCUPOBAHUS MH(DEKIINH, TAKUE KaK
JIUXOpajKa.

[Ipy BOZHMKHOBEHHWH HAapyLIEHWH CO CTOPOHBI OPTAHOB 3PEHMS, TAKUX KAaK MOMYTHEHHUE 3PEHHUS U
Ip., ICYCHUE CIEAYET HE3aMEUIMTEIILHO IIPEKPATUTD.

4.5 BsaumogeiicTBHe ¢ JAPYIMMHM JIEKAPCTBEHHBIMH IMpenaparaMd H JApyrue BH/bI
B3aHMO/AEHCTBUA

HDeHaDaTI)I, COBMECTHOEC MPUMEHEHHUE C KOTOPHIMH HE PEKOMEHAYCTCA

Jpyeue HIIBII (sxnouas cerekmugnvie uneubumopst LJOI2) u canuyunamol 8 8b1cOKUX 003AX

IToBBIIEHHBII PHUCK pa3BUTHUA A3B U KpOBOTe'-IeHHI\/’I KCITYAOYHO-KHIICYHOI'O TPpaKTa.



COOTEBETCTEYET 3KI(
ot 03.10.2025 N= 2

(NOCNEAOBATENEHOCTL 0002)

AHmuKOdZ)/JZ}ZHmbl

IToBbIlIEHHBI PUCK PAa3BUTHUSA KPOBOTEUEHMH IPU COBMECTHOM IMPUMEHEHUH CO CIEAYIOUIMMU
npenapaTamu:

— TenapuH;

— anTaroHuctsl Butamuna K (Hanpumep, Bapdapun);

— MHTHOUTOPHI arperauuu TpoMOOLUTOB (HapUMep, TUKIONHUINH, KIOMUIO0TPEN);
— MHrHOMTOPHI TPOMOMHA (HarIpuUMep, Jadurarpan);

— TpsiMble UHTUOMTOPHI (PaKTOpa cBepThIBaHMS Xa (Hampumep, anmukcabaH, puBapokcadaH,
370KcabaH).

Eciu coBMeCTHOrO MpHMEHEHHs Helb3s H30ekKaTh, TO 3a MAUEHTOM CIIEAYET OCYIIECTBIISATH
TINATEILHOE HAOIIOICHHE.

Ilpenapamur numus

N3-3a CHWXKEHHUS DSKCKpPEUMU JUTHUS MOYKAMU BO3HHUKAET PHUCK TOBBIMIEHUA IUIA3MEHHBIX
KOHIEHTPALUH JUTHS, UHOTJA JOCTUTAIOIINX TOKCUYECKOro ypoBHs. [Ipu HeoOXoaumMocTu cienyer
TILATEJIBHO CJICINTh 3a YPOBHEM JINTHUS B TUIa3M€ KPOBU M KOPPEKTUPOBATH 03y MpenapaToB JIUTHS
BO BpeMs U nociie npuMmenenus HIIBIIL.

Memompexcam 6 0o3ax ceviuie 15 me 6 Hedenio

Bo3MoOkeH MOBBIIIEHHBIH PUCK I'€MaTOJOTMYECKOM TOKCHMYHOCTH METOTpeKcaTa, OCOOEHHO MpHU
IIPUMEHEHUH B BBICOKMX J103ax (> 15 Mr B Hezmemnio), 4To, BEPOSATHO, CBA3aHO C BBITECHEHUEM
METOTpeKcaTa, CBA3aHHOI0 OEJIKaMH, U CHUKEHUEM €ro MTOYEYHOr0 KIUpPEHca.

HpenapaTm, npu COBMECTHOM NNPUMCHCHHUHU C KOTOPBIMHU CICAYET CO6JIIOZ[3,TI> OCTOPOXKHOCTH

OnHOBpEMEHHOE PUMEHEHHE C NTpEnapaTaMy, MOBBIIAIOLIIMMH YPOBEHD Kalls B KPOBHU (HaIIpuMep,
c COJIAMU KaJIns, KanuiicoeperammumMu JIMypeTUKaMH, MHTHOUTOpaMHU
aHrHoTeH3MHINpeBparnatiero ¢pepmenra (AIID) u aHTaroHUCTaMH perenTopoB aHruoreHsuHa Il,
HIIBII, HU3KOMOJIEKYISIPHBIMH WM He(paKIUOHUPOBAHHBIMU TIeNapUHaMH, LHUKIOCIOPHHOM,
TAaKpOJIMMYCOM U TPUMETONPHUMOM) YBEIMYMBAET PUCK pa3BUTHS TUIEpKaTueMuu. Puck
TUIIEPKAJTMEMUN NTOBBIIIAETCS, €CIM YKa3aHHBIE BBILIE MPENapaThl IPUMEHSFOTCS COBMECTHO.

Huypemuueckue cpedcmea

VY mnanuMeHToB, NPUHUMAIOIIUX JUYPETHUKU (B OCOOEHHOCTH Yy OO€3BOKEHHBIX IallUEHTOB),
MOBBIIIAETCSI PUCK PA3BUTUS BTOPUYHOW IOYEUHOM HENOCTATOYHOCTH BCIEACTBHE CHMKEHUS
MIOYEYHOI'0 KPOBOTOKA, BBI3BAHHOTO WHIMOMPOBAHMEM IPOCTArJIaHAMHOB. Y TaKUX MalleHTOB
JI0JKHA OBITH BOCIIOJIHEHA MOTEPS JKUAKOCTH J0 Hayajga COBMECTHOH TepamuM, a TaKkkKe JOJDKEH
OCYILECTBISATHCS MOHUTOPUHT (PYHKIIMH [TOYEK 11OCIe Havajia Tepanuu (cM. pazzaen 4.4.).

Hneubumopor AII® u anmaeonucmoi peyenmopos aneuomenzuna Il

VY nanueHToB €O CHIKEHHOW (yHKUIMeH mouek (Hampumep, y OOE3BOKEHHBIX MallMEeHTOB H
MAIMEeHTOB MOXKWJIOTO BO3pacTa) COBMECTHOE NMpUMeHeHHe HHIuouTopoB AIID mnm aHTaroHUCTOB
penentopoB anruotensuHa Il u mnpenaparoB, unruOupyromux I[OI', Moxer NpUBOIUTH K
JanbHEeHIIeMy CHUKEHUIO TOYeYHO! (YHKIIMH, BKIIFOYast BO3MOXKHOCTh Pa3BUTHUS OCTPOM MOUYSUHOU
HEJOCTaTOYHOCTH.

Memompexcam 6 0o3ax Hudice 15 me 8 Hedento

B TeueHne mepBBIX HeEIENb COBMECTHOIO NMPHUMEHEHMS CIIEIYET €KEHEIEIbHO KOHTPOJIUPOBATH
o0mmuit aHamu3 KpoBU. KOHTPOJIb clieyeT OCyIIecTBIATh Yallle y MaieHToB MOKHUIOro Bo3pacTa U
y MalMEeHTOB C HapyLIEHUEM (YHKIIMH MTOYEK.
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THenmoxcughunnun

CoBMecCTHOE NpPUMEHEHHE C IEHTOKCHU(DUIUIMHOM HOBBIAET PHUCK Pa3BUTUS KPOBOTECUEHUH.
HeoOxomuMo ©Gosnee 4Yacto NPOBOAUTH KIMHUYECKHA OCMOTP M OIpENEeIeHUE BpPEMEHHU
KPOBOTEUECHMS.

Tenogposup

CoBMmecTHOE TTpuMeHeHne TeHodoBupa auconpokcui ¢pypamara u HIIBIT moxeT nmoBsImaTe puck
Pa3BUTHUS TOUYEYHOM HEJOCTATOUHOCTH.

Huxopanoun

CoBMmecTHOe npuMmeHeHne Hukopanawia u HIIBII MoxeT moBwlIaTh pUCK Pa3BUTHUSL CEPbE3HBIX
OCJIO)KHEHUH, TaKUX KakK sI3Bbl, iepdopanus u kpoBoteueHue u3 opranoB XXKT (cm. paznen 4.4.).

Cepoeunvie enuxko3uobl

He 6b110 0TMEUeHO (papMaKOKMHETHYECKUX B3aUMOJICHCTBUN MEX 1y KETOMPOGEHOM U AUTOKCUHOM.
OpmHako MpH HMX COBMECTHOM IPHUMEHEHHH CIEIyeT COOJI0AAaTh OCTOPOXKHOCTh, OCOOCHHO Yy
MAIMEHTOB C MOYEYHON HEJ0CTaTOYHOCTHI0, TockoabKy HITBII MoryT ocnabnate QyHKIHIO MOYEK
Y CHIYKATh MTOYEYHBIN KJIMPEHC CEPACUYHBIX TITUKO3UI0B.

Kopmuxocmepouout

[ToBbiIeHHBIN pUCK 513B U KpoBoTeueHui opranoB JKKT mpu coBMecTHOM puMeHEHUH (CM. pa3zaen
4.4).

HpenapaTm, B3aHMOHCﬁCTBHC C KOTOPBIMH CJICAYET YVYUTHIBATH

Anmueunepmen3uenvie npenapamsl (bema-oaoxamopul, uneudoumopvi AIID, ouypemuxu)

Puck ocmabmenust aHTHrUnepTeH3WBHBIX d(dexkroB (3a cuer wumHrnOmpoBanusi HIIBII
Ba30/IMJIATUPYIOLIMUX MPOCTArjJaHIuHOB).

Tpomborumuueckue npenapamol

[ToBBIIIEHHBINA PUCK KPOBOTEUCHUSI.

Cenexmugnvie uH2UOUMOPbLL OOPAMHO20 3AX8AMA CEPOMOHUHA
[ToBBIIIEHHBIN PUCK JKETYAOYHO-KHUIIIEYHOTO KPOBOTEUeHHS (CM. pasnen 4.4.).
IIpobeneyuo

CoBMecTHOE MPUMEHEHHUE ¢ MPOOEHEUIOM MOXKET 3HAUUTENIbHO CHU3MUThH IJIA3MEHHBIN KIMPEHC
KeronpogeHa.

Muchenpucmon

HIIBII moryt ymensbuiath 3¢ pextuBHocTh Mudenpucrona. [lpuem HIIBII crnenyer HaunHaTh He
panee, ueM uepe3 8—12 nHel nocie oTMeHbl MU(ENpPUCTOHA.

HpenapaTm, BSaI/IMO)IeI\/'ICTBI/Ie C KOTOPBIMH CJICAYET IPUHUMATH BO BHUMAHUEC

UMKJZOCI’ZOpUH, maxkpoaumyc

Puck nmomomHUTENEHOTO HEPPOTOKCHUECKOTO JEHCTBHS, OCOOEHHO Yy TAIMEHTOB TIOKUJIOTO
BO3pacra.

4.6. PepTHIBHOCTH, 0€PEMEHHOCTb U JIAKTALMS

DepTHabHOCTD
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[Ipumenenne kerompodeHa MOXKET BIMITh Ha KEHEKYIO d)églﬂ;}&sl%&'«l,E'ﬁJ%lj' ';t'pe-l-rr_épla'l“ He

PEKOMEHIyeTCsl IPUMEHSATH JKEHIIIMHAM, IJIaHUPYIOIKUM 6epeMeHHOCTh. [lannenTkam ¢ 6ecrionuem
(B T.4. MPOXOASAIIUM 0OCIICIOBAHKE) CIIEyET PACCMOTPETh Bonpoc 00 oTkaze ot HIIBII.

bepemeHnHOCTh

WNurunbupoBanue CMHTE3a MPOCTATJIaHAMHOB MOXKET OKa3aTh HEXEJNAaTeIbHOE BIUSHUE HA TCUCHUE
OepeMEHHOCTH W/WiM Ha JMOpHOHAIBbHOE pa3BuTHe. JlaHHBIE, TIOJYYCHHBIE B  XOJe
AMUAEMHOJIOTHYECKUX UCCIICOBAHUH NIPU MPUMEHEHIH MHTHOMTOPOB CHHTE3a MPOCTArjaHInHa Ha
pPaHHUX CpPOKax OEpEeMEHHOCTH, MOJATBEPIKIAIOT IMOBBIIICHUE PUCKA CAMOIIPOM3BOILHOTO abopTa u
dbopmupoBanus mopokoB cepama (~ 1-1,5 %). Puck mnoBblmaercs ¢ yBETWYCHHEM JI03bI U
JUTATEITLHOCTH JICUCHHUS.

[TpumensaTh mpenapat GepeMEHHBIM KEHITMHAM Ha cpoke 10 20 Henenn 6epeMEeHHOCTH BO3MOYKHO
TOJIBKO B CJIy4ae, KOI/ia I0JIb3a JUUIsl MaTepy OIPAB/IbIBAET BOZMOXKHBIN PUCK Ul IUIOAA.

He cnenyer npumensts HIIBII xenmunam ¢ 20-it Hegenun OEpEMEHHOCTH B CBS3M C BO3MOXKHBIM
pa3BUTHEM MaJIOBOJUSI W/WIIM TAaTOJIOTUU TOYEK Yy HOBOPOXKICHHBIX (HEOHATaNbHAs MOYEHHAS
TCHYHKITHS).

VY GepeMeHHBIX KEHIIMH B iepuoj 6epemeHHocTu 6omnee 20 Heelb BO3MOXKHO Pa3BUTHE CIabOCTH
PO/IOBOM aKTUBHOCTH MAaTKU U YBEIMYCHHE BPEMEHU KPOBOTCUCHHUS 1aXKe TTPU IPUMEHEHUU HU3ZKUX
103 KeTornpodeHna.

CrnenoBatennbHO, TpHMEHEHHWE KeronpodeHa Ha cpoke OepemeHHoctd Oonee 20 Hemenb
POTHUBOIOKA3aHO.

JlakTarms

Ha cerogHsmHuii MOMEHT OTCYTCTBYIOT JJaHHBIE O BbIIEJIEHUHU KETOIpodeHa B IPYJHOE MOJIOKO,
MO3TOMY ITPUMEHEHHE KeTonpodeHa He peKOMEHI0OBAaHO IPHU TPYIHOM BCKAPMIIMBAHUH.

4.7 Bausinne Ha CHOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMH CpeacTBAaMH M padoraTth ¢
MeXaHU3MaMH

JlaHHBIX 00 OTPULIATEILHOM BIMSHHUM IIpenapara ApTpyM B peKOMEHAYEMBIX J103aX CIOCOOHOCTh K
YIPaBIEHUIO aBTOMOOMIIEM HIIM pabOTy ¢ MexaHU3MaMu HeT. BMecTe ¢ Tem, nanueHTam, y KOTOpbIX
Ha (oHEe NMPUMEHEHHUH Iperapara BOZHUKAIOT, COHIMBOCTb, TOJIOBOKPYKEHHUE, CYJJOPOTH U pYyTrHe
HEIPUATHBIE OIIYILIEHHUS CO CTOPOHBI HEPBHOM CHCTEMBI, BKJIIOYasl HAapYyLIECHUE 3PEHUs, CIENyeT
BO3JIEPXKATBCA OT BOXKICHUSA aBTOTPAHCIIOPTA M 3aHATUN IOTEHLHUAIBHO ONACHBIMH BHIAMHU
NeSITEIbHOCTH, TPEOYIOLUX MOBBIIIEHHON KOHLIEHTPAllMU BHUMAHUS U OBICTPOTHI IICUXOMOTOPHBIX
peakuui.

4.8 HexkesaTesibHbIe peaKIIuH

Tabnuunoe pE3IOMe HEXKeNIaTeIbHbIX PEaKIIMMA:

B Tabnuue npenacTaBieHbl HeeNaTeIbHbIE PeaKIUU MO cUcTeMHo-opraHHbM Kiaccam (COK) u
gacTtoTe. YacToTa pa3BUTHS ompenensercs Kak: oueHb yacto (>1/10), wacro (ot >1/100 go <1/10),
Heuyacto (ot >1/1000 mo <1/100), peaxo (ot >1/10000 no <1/1000), ouenp peaxo (<1/10000) u
9acTOTa HEU3BECTHA (HA OCHOBAHMH MMEIOIIUXCS TAHHBIX OIICHUTh HEBO3MOXKHO).

YacTora BOSHMKHOBEHHS ‘ HexesaTebHbIe peakunu

Hapywenus co cmopoHbvl Kposu u aumpamuieckou cucmembl

Penxko: reMopparuyeckasi aHeMusl.

Yacrora Hens3BecTHa: arpaHyJoLNTO3, TPOMOOLUTONEHMS], HapyleHHe (YHKIUU
KOCTHOI'O MO3ra, FéMOJUTHYECKAsi aHEMUS, JIEUKOIIEHNUS.

Hapywenus co cmoponbl uMMyHHOU cucmembl




el

L

OTUETY

YacToTa HEU3BECTHA:

aHa(OUIAKTHIECKUE peaxunh' fBKﬂl%hJantaHélE)hﬁﬂmqgckﬁﬁ'

IIOK).

Hapywenusa memabonuzma u numanus

YacTtoTa HEU3BECTHA:

| TUIIOHATpUEMHUs], Tutiepkaauemus (cM. pazzaen 4.4.).

Ilcuxuueckue napywenus

YacTtoTa HEU3BECTHA:

I CIIYTAHHOCTH CO3HAHUW A, SMOIIMOHAJIbHAA J1a0UJIBHOCTb.

Hapywenus co cmopoHul HepaHoll cucmembl

Heuacro:

T'OJIOBHAasd 60.]'[]3, T'OJIOBOKPYKCHHUEC, COHJIMBOCTD.

Penxo:

napecres3usl.

YacroTa HEeM3BECTHA!

ACENTUYECKUM MEHHUHTUT, CyJIOPOTH, HAPYIICHUS! BKYCOBBIX
OIIYILEHH, BEPTUTO.

Hapywenus co cmoponul opeana 3penus

Penxo:

HeuyeTKoe 3peHue (cM. pazzaen 4.4.).

Hapywenus co cmoponul opeana ciyxa u 1abupunma

Penxo:

| rym B ymax.

Hapywenus co cmoponul cepoya

YacToTa HEM3BECTHA:

‘ cepacuHad HCAOCTATOUYHOCTD.

Hapywenus co cmoponwl cocyoos

YacToTa HEM3BECTHA:

MOBBILICHUE APTEPUAIBHOIO JIaBJICHUsS, Ba3zoAWIaTanus,
BACKYJIUT (BKJIFOYAsH JISUKOIIUTOKIACTHYECKUIN BACKYJIUT).

Hapywenus co cmopoHul OvlxamenvHoll cucmemsl, Op2aHo8 2pyOHOU KIemKU U Cpe00CmeHUs

Penxo:

obocTpeHne OPOHXUAITBHON ACTMBI.

YacTtoTa HEU3BECTHA:

OponxocmazMm (B OCOOEHHOCTH, Yy
runepuyyBcTBuTenabHOCTHI0 K HIIBII), punuTt.

IIalfMCHTOB C

Kenyoouno-kuuieunvie Hapyuienus

Yacro: TOIIIHOTA, PBOTA, AUCIIETICUS, 00JIb B 00JIACTH JKHUBOTA.
Heuacro: 3arnop, Auapes, B3JyTHUe KUBOTA, TaCTPUT.
Penko: MeNTHYECKasl s13Ba, CTOMATHT.

Ouensb penko:

o0ocTpeHue s3BEHHOro KonuTa win OonesHun KpoHa,
KeITyJOUHO-KUIIIEeYHOe KPOBOTEUYEHHE, nepdoparus,
IIAHKPEaTHT.

Hapywenus co cmoponul neuenu u scenyesbi8o0auux nymeti

Penxo:

TeMaTuT, MOBBIIIEHUE YPOBHS «TI€UEHOUYHBIX)» TPAHCAMUHA3 U
OmnpyOuHa.

HapymeHu;l CO CIMOPOHBL KOJMHCU U NOOKOICHBIX MKAHel

Heuacro:

KOJXHas ChIIIb, KOKHBIHN 3ya.

YacToTa HEM3BECTHA:

¢doToceHcubUIM3aIM, ajornenus, KpalMBHULA,
AQHTHMOHEBPOTUYECKUI OTEeK, spuTeMa, OyJIe3Hasl ChIIb,
BKitouass cuHApoM CrtuBeHca-/[KOHCOHA M TOKCHYECKUI
SMUJAECPMAIBHBIA HEKPOJIU3, OCTPBIM T€HEpPaIu30BAHHBIN
9K3aHTEMAaTO3HbIN IyCTYIIES.

Hapywenus co cmoponul nouexk u Mouesbl800suux nymet

Ouensb penko:

ocTpas IMOY€YHas HEeJOCTaTOYHOCTh, HWHTEPCTULIMAIIBLHBIN
Heppur, HePpUTHUECKUN  CHHAPOM, HEeDPOTHUECKUI
CUH/IPOM, aHOMAaJbHBIE 3HAYEHUS IMOKaszareied (yHKIUU
TIOYCK.

Obwue HapyweHus u peakyuu 8 mecme 66e0eHuUs

Heuacro:

OTCKH.

YacTtoTa HEU3BECTHA:

ITOBBIIIICHHAA YTOMIISICMOCTD.

ﬂa60pam0pﬂble U UHCMPYMEHMA/lbHble oanmuble

Penxo:

‘ YBCIIMYCHUEC MACCHI TCJIA.
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OnucaHue OTACIBHBIX HEXKEIATCAbHBIX PEaKIIMi

JlaHHbIE KIMHUYECKUX HCCIECJOBAHMM M DJIUICMHOJIOTMYECKHE JaHHBIE [JAlOT OCHOBaHUE
npenmnosararb, 4ro npumeHenne Hekoropbix HIIBII (ocoOeHHO mpu AJMTENbHOM NPHUMEHEHUU B
BBICOKHX J1033aX) MOXET OBbITh CBSI3aHO C MOBBIIIEHHBIM PUCKOM Pa3BUTHUS apTepUAIbHBIX TPOMOOB
(mammpumep, HHGapKTa MUOKapa U HHCYNbTa) (CM. pazzaen 4.4.).

[IpuMeHeHNe CyNMO3UTOPHEB MOKET BBI3bIBATh MECTHBIC PEAKIUMU: OIIYIICHUE ¥OKCHUS, KUIKUN
CTYJI, Pa3ApaKeHUE CIU3UCTOM.

COO6I_HCHI/I$I 0O ITOAO03PEBACMBIX HCKCJIATCIBbHBIX PCAKIINAX

BaxxHo coo0mare O TOAO3PEBACMBIX HEKENATENbHBIX PEAKIUAX II0CIE  PErucTpaluu
JIEKapCTBEHHOI'0 IIpernapara ¢ LeJbl0 00eCHeueHUs] HeNpPEepbIBHOIO MOHMTOPUHIA COOTHOLIEHHS
«0JIb3a - PHUCK» JIGKAPCTBEHHOTO mpemnapara. METUIMHCKUM paObOTHHKAM pPEKOMEHIYeTCs
coo0IIATh O JIOOBIX M0I03PEBAEMBIX HEKEJIATEIIbHBIX PEAKIMAX JEKApCTBEHHOrO IpenapaTa yepes
HAIIMOHAJIBHYIO CHCTEMY COOOIIEHHS O HEXKENATeNbHBIX PpEaKIHsIX ToCyJapCTB-UICHOB
EBpa3uiickoro 3KOHOMHUYECKOT0 COH3a.

Poccuiickas ®@enepanus.

OenepanbHas ciayx06a mo Haa30py B cepe 3apaBooxpanenus (PoczapaBHaazop)

Anpec: 109012, r. MockBa, CnaBstHCKast Tuiomaip, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

OnekrponHas nmouta: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Caiit B nH(GOPMaIMOHHO-TEIEKOMMYHUKAITHOHHOMN CceTu «IHTEpHETY:
https:///www.roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

Crnydau niepeo3upOBKY OTMEYAIIUCH MTPU TPUMEHEHUH KeTorpodeHa B 103ax /10 2,5 T.
CuMOTOMBI

Kax u B cnyuae apyrux HIIBII, npu nepeno3upoBke keTonpodeHa MOTYyT OTMEYaThCsl TOITHOTA,
pBoTa, O0JIb B 00JACTH KMBOTA, pBOTa C KPOBBIO, MEJICHA, HapyIICHHE CO3HAaHUsS, YTHETEHHE
JBIXaHUs, CyI0pOTH, HapylIeHne GyHKIHUN [TOYEK U TToUeyHasi HeJJOCTaTOYHOCTb.

Jleuenue

Cumnromaruueckoe; Bo3aeicraue keronpodena Ha JKKT MoxHO 0cabuTh ¢ MOMOIIBIO CPECTB,
CHUKAIOIINX CEKPEIHI0 jKelle3 JKelmylaka (Hampumep, WHTHOUTOPOB MPOTOHHOW MOMIIBI) U
MPOCTarjaH AMHOB.

B CJIydac pa3BUTHA MOYE€YHOM HEAOCTATOUYHOCTHU PEKOMCHAYCTCS ITPOBCACHUEC I'EMOJHUATIN3A.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoanHaMHYecKHe CBOICTBA

PapmakoTepaneBTU4YeCKass TIpynna: [NPOTUBOBOCHAIMTENIBHBIE W IPOTUBOPEBMATUYECKHE
[penaparsl; HECTEPOUJHBIE IPOTUBOBOCHAIUTEIBHBIE W IPOTUBOPEBMATUYECKHUE IIpenaparsl;
MIPOU3BOHBIE TPOITMOHOBON KHCIIOTHI.

Kong ATX: MO1AEO3

Mexauuswm aenctBus, hapMakoanHamuyeckue 3G dheKTol
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IMPOTHUBOBOCHAINTCIbHBIM, aHAJIBI'C3UPYIOIIUM U KAPOIMOHMKXAIOIIUM ,I[CﬁCTBPICM.

Keronpoden 6okupyet neiicreue dpepmenta nukinookcureHassl 1 u 2 (IIOI' u OI2) u wacTuaHo
JUNOOKCUTEHA3bl, YTO MPHUBOJIUT K IOAABICHUIO CHHTE3a IMPOCTArjiaHAMHOB (B TOM YHUCIE U B
LIEHTPAJIbHOW HEPBHOW CUCTEME, BEPOSATHEE BCETO, B TUIIOTATIAMYCE).

Crabuausupyer in Vitro u in Vivo aumocoMaibHble MEMOpaHBI, TP BBICOKMX KOHIICHTPALUAX N Vitro
KeTonpodeH MoaBISIeT CHHTE3 OpaMKUHUHA U JIEHKOTPUEHOB.

KGTOHPO(i)CH HE OKa3bIBACT OTPULATCIILHOT'O BIIMAHUA HA COCTOSAHHUE CYCTAaBHOI'O Xpslila.

5.2. @apmakoKknHeTHYECKHE CBOIICTBA

AOGcopOrus

Kerompoden nerko abcopbupyercs uz JKKT mnpu npueme BHYTpb. Bpems mgocTmkeHus
MakcuMaiabHOU KoHIEeHTpauu (TCmax) pu pexTanbHOM BBeAeHHH — 1,4—4 4.

buonocrynHocTh Mpemapata cocrapisieT 90 %. [IpreM numy He BIHUSIET Ha OONTYI0 OMOIOCTYITHOCTh
kerornpodeHa, HO YMEHbIIAeT CKOPOCTh BCACHIBAHHSI.

Pacnopenenenne

Keronpoden Ha 99 % cpszan ¢ 6enkaMu 1mi1a3Mbl KPOBU, B OCHOBHOM C aIbOYMUHOBOW (ppaKIIHei.
O6wvem pacnpenenenus cocrapiser 0,1-0,2 n/kr. KeronmpodeH npoHuWKaeT B CHHOBHAIBHYIO
KHUJKOCTh M JIOCTMTaeT TaM KOHIeHTpanuu, paBHOW 30 % KOHIIEHTpalMM B IJIa3Me€ KPOBH.
[Tna3menHbIid KIUpeHC KeTompodeHa cocrapiser npubamsurensHo 0,08 n/kr/4. DddexTuBHbIC
KOHIIEHTpAILlMU KeTonpodeHa onpeessioTcs B KpOBU Aaxke uepe3 24 4 moclie ero npuema.

BI/IOTDaHCd)ODMaIII/DI U 3JIMMHUHAaIusAg

Keronpoden mnonaBepraercs HWHTEHCUBHOMY MeETa00NIM3My TMpU JCHCTBHH MHKPOCOMATbHBIX
(dhepMeHTOB neueHu, nepuo noiayssiBenenus (T12) coctaBnsier menee 2 4. KetonpodeH cBsizpiBaeTcs
C TJIOKYpPOHOBOW KHCIOTOM M BBIBOJUTCS M3 OpraHu3Ma B BUJE TJIIOKYPOHUAA. AKTHUBHBIX
MeTabonutoB ketornpogdena Her. Jlo 80 % keronmpodeHa BHIBOAWUTCS MOYKaMH B TedeHHe 24 4, B
OCHOBHOM B (popMe TIIIOKypOHHUIa KETONpodeHa.

IleueHouHas HEAOCTAaTOYHOCTH

v MMalfMCHTOB C MIEYCHOIHOMU HEAOCTATOYHOCTBIO KeTOHpO(I)eH MOKET aKKYMYJIMPOBATBHCA B TKAHAX;
TaKUM IIalfMCHTaM HCO6XOI[I/IMO Ha3Ha4YaTh npcrapar B MHUHHMAaJIbHOU TepaHeBTHqGCKOﬁ J03¢€.

IloyeuHass HEAOCTATOYHOCTh

VY manueHToB C MOYEYHOW HEIOCTaTOYHOCTHIO KIMPEHC KeTOonpodeHa CHUKAETCS, YBETUYHUBas
nepuos noiyBeiBeneHus (T1z) Ha 1 4.

JInna moXuiaoro Bo3pacra

vy ManuCHTOB IMOXUJIOTO BO3pacTa MeTa0O0Iu3M H BBIBCACHUC KCTOHpO(I)CHa IMPOTCKACT MCIJICHHEC,
YTO UMECT KIIMHNYCCKOC 3HAUYCHUEC TOJIBKO I ITAIITMCHTOB CO CHIDKCHHOM q)yHKHHeﬁ ITOYCK.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

— MOHOITTMIECPUABI JUCTUIITIMPOBAHHBIC

— mnosucop6ar-80 (TBuH-80)
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(MOCNEOCBATENEHDCTE 0002)

—  JKUD TBEPIBII

500070
Burencou H-15
Burernicon W-35

6.2. HecoBMecTHMOCTDH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHus)

2 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IPH XPAHEHHUH JIEKAPCTBEHHOI0 Npenapara
B 3amuiienHoM ot cBeTa MecTe MpH TemMiieparype He Boiie 25 °C.

6.5. XapakTep u conep:kaHue NePBUYHON YIAKOBKHU

[Io 5 cynno3uTopueB TMOMENMIAIOT B KOHTYPHYIO SUYEHKOBYIO VIAKOBKY M3 IJICHKU
MTOJTMHUHWJIXJIOPUTHOM.

1, 2 KOHTYpHBIE SYEWKOBBIC YMAKOBKH BMECTE C MHCTPYKIMEH MO MEAUIMHCKOMY MPUMEHEHHIO
(JIMCTKOM-BKJIABIIIEM ) TTOMEIIAIOT B TAYKY U3 KapTOHA.

6.6. OcoObie MepbI PEIOCTOPOKHOCTH NIPH YHUYTOKEHUH MCII0JIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara wjiM OTXO/A0B, MOJYYEHHBIX MOC/Ie NMPUMEHEHHsl JeKAapCTBEHHOr0 mpenapara u
Apyrue MAHUIYJSILUU € TPenapaTom

Het 0co0bIx TpeOoBaHUH K yTHIM3ALUH.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YAOCTOBEPEHUSA

ITAO «buocunres»

Poccus, [lenszenckas o6, 1. [len3a, yn. dpyx0sl, cTp. 4.
Tenedon: +7(8412) 96-96-27, 8-800-100-40-05

dakc: +7(8412) 96-96-27

e-mail: Biosintez.Info@sunpharma.com

7.1 IlpeacraBuTe/Ib ACPKATEIS] PETHCTPALMOHHOIO YA0CTOBEPEHUSA

[Iperen3un notpeduTeNeit HAMPaBIATh O AAPECY:

ITAO «buocuHTe3»

Poccus, [Tenzenckas o6, r. [lensa, yn. Apyx0si, cTp. 4.
Tenedon: +7(8412) 96-96-27, 8-800-100-40-05

dakc: +7(8412) 96-96-27

e-mail: Biosintez.Hotline@sunpharma.com
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8. HOMEP PETMCTPAIIMOHHOTO YJIOCTOREPEHHMS W~/ IEAUBATENEHOCTS 0002

9. JATA MEPBUYHON PETMCTPALIMW/IIOATBEP)KJAEHUSI PECMCTPALIMU
(MIEPEPETUCTPAILINN)

JlaTa repBoii perucTpaumm:

10. JATA IEPECMOTPA TEKCTA (ECJIM IPUMEHUMO)
OOmasi xapakTepuCTHKa JIEKapCTBEHHOIO Ipemnapata ApTpyM IOCTylHa Ha HHGOPMAalHOHHOM

nopTtane EBpa3uiickoro S5KOHOMHYECKOT0 COI03a B MH()OPMAIIMOHHO-TEIIEKOMMYHHKAIIMOHHON CeTH
«MuTepuer» https://pharma.eaeunion.org/
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