COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 20.12.2022 N° 23241

OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFOTIPERAPATA 7702

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Keronpogpen-AKOC MB, 150 mr, TabneTku ¢ MOauGUIIMPOBAHHBIM BEICBOOOKICHUEM.

2. KAYMECTBEHHBINA U1 KOJTMYECTBEHHbBINA COCTAB
JleiicTByro1ee BeecTBO: KETOMpoQeH.
Kaxxnas tabnerka comepxut 150 mr ketonpodeHa.

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku ¢ MOITU(PUITUPOBAHHBIM BHICBOOOKICHUEM.

Kpyribie, TBOSKOBBITYKIIbIE TaOJIETKH, O€TIOTO WIIM IMTOYTH O€I0TOo IBeTA.

4. KIMHUYECKUE JAHHBIE
4.1. [loxka3zanusi K NPUMEHEHUIO
Keronpodpen-AKOC MB noka3an kK npUMEHEHHIO y B3pOCIIbIX U JIeTel cTapiie 15 nerT.
CumnToMaTHueckasi Tepamusi OOJE3HEHHBIX M BOCHAIMTENBHBIX IPOLECCOB Pa3IMYHOrO
IIPOUCXOXKIECHUS, B TOM YHCIIE:
— BOCHAJUTENIbHbIE U JIETeHEepaTUBHbIC 3a00JI€BaHUS OTIOPHO-/IBUTaTEILHOTO afapara:
® pPEBMAaTOMJHBIN apTPHUT;
® CCpOHETaTHBHbIC apTPHUTHI: aHKUJIO3UPYIOUIMHA CHOHIUIOAPTPUT — Oone3Hb bexrtepesa,
NICOPHATUYECKUN apTPUT, pEaKTUBHBIN apTpuT (CHHIpOM Peiitepa);
e [iojarpa, CeBIOI0AArpa;
®  OCTEOapTpHuT;
® TCHIWHUT, OypCHUT, MUAITHS, HEBPAITHS, PAIUKYIIHT,
— 0oJeBOM CHHIPOM, B TOM YHCJIC CIa0BIN, YMEPEHHBIA U BHIPAKCHHBIN:
e To0J0BHAasA 00Jb;
® TIOCTTPAaBMATHYECKHUH U TOCICONEPAIIMOHHBIA OOJIEBON CHHIPOM;
e 00JEeBOI CUHIPOM IIPH OHKOJIOTHUECKUX 3a00JI€BAHUSAX;
®  aIbrOAMCMEHOPES.
4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

[Ipenapar HazHauatot no 1 Tabnerke (150 mr) 1 pa3 B 1eHb.
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CrieyeT WCTONB30BATh MUHHMATHHYI0 dDfbekTHBHYIY —A0s5 - MIIMARBHO- BOSMOKHEM

KOPOTKUM KYPCOM.
MakcumanbHas jo3a keronpodena cocrasimser 200 mr/cytku. CrneayeT THIATETBHO OIICHUTH
PHUCKM W TIONB3y OT JICUEHHUs TIepe] NpuMeHeHWeM rmpemnapatra B pgo3e 200 wmr/cyTku
(cm. paznen 4.4.)

Oco0ble rpyInel NAKUEHTOB

Iayuenmel ¢ neywenouYHoU U/unu No4eYHou HedoCmamoyHOCMbIO

[Ipy mnpuMeHEHMH Yy TMAIMEHTOB C T[IEUYCHOYHOM W/WIM TIOYEYHOM HEJ0CTaTOYHOCTHIO
pPEKOMEHIyeTCs CHIDKaTh Ha4aJdbHYIO 03y IIpenapara, NOAJEpXHuBas B JalbHEHIIEM
MUHUMaJIbHO A(PQeKTHBHYIO a03y. IIpumeHeHue kerompodeHa y NaIMEHTOB C TKEIIOH
MOYEYHOW W/WIIM TIEYCHOYHOI HEJJ0CTATOYHOCTHIO TPOTHBOIMOKA3aHO.

Ilayuenmui nostcunozo 6o3pacma

VY manueHToB MOXKMIOTO BO3PacTa PEKOMEHAYETCS CHIDKAaTh HAdalbHYIO 103y Mpenapara,
NOJ/ICP)KMBasi B JalbHEHIIEeM MHHUMaNbHO >(QdexkTuBHyro n03y. [loxusble manueHTsl Oosee
MOJIBEPKEHBI PA3BUTHUIO HEKEIIATEIBHBIX PEAKIIHA.

Croco0 IIpuMeHeHust

BHyTpb, Bo Bpems unu nociue eapl. TabaeTku ciaenyeT mporiaaThiBaTh LETUKOM, HE pa3KeBbIBasl,

3anuBasi 00JIBIIUM KondecTBOM (He MeHee 100 MiT) BOABI WIIH MOJIOKA.

4.3. llpoTuBONOKA3aHUS

— I'unmepuyBCTBUTENBHOCTH K KeTONMpo(eHy, a Takxke cajuliataM WId JApyruM
HECTEPOUAHBIM MPOTHUBOBOCHANUTENbHBIM mpenaparam (HIIBII) w/mmm  x  mo0biM
BCIIOMOTaTeNIbHBIM BEIleCTBaM, MEpEeUYHCIEHHBIM B Mojapaszene 6.1.;

— TIOJJHO€ U HEMOJHO€ COYEeTaHHE OpOHXMAIBHOW acTMbl, PEUUIUBUPYIOLIETO MOJIUIO03a
CIIM3UCTOM  OOOJIOYKM HOCAa WJIM  OKOJOHOCOBBIX TMa3yX U  HENEePeHOCHMOCTH
areTIICATMIIMIOBON KucaoThl u qpyrux HIIBII (B ToM uncne B aHamHE3e);

— sS3BEHHAas OOJIe3Hb JKENyAKA WM JBEHAAATUIIEPCTHON KHUIIKU B CTaauud OOOCTpeHUs, a
TaKKe )KeNyI0YHO-KUIIICUYHBIC S3BbI, KPOBOTEUCHHUS U TIepopalum;

— XpOHHMYECKasl JHCIICTICHS, BOCHAIUTENbHBIC 3a00JIeBaHUs KHUIICYHUKA, S3BCHHBIH KOIUT,
6one3np KpoHa, TUBEPTUKYIUT B CTaIUU O0OCTPEHUS;

— reMoWIHs U IPYTHe HAPYIIECHUS CBEPTHIBAEMOCTH KPOBU (B TOM YHCIIE T€MOPpPArHueCKHii
nares);

— j;erckwii Bo3pacT (1o 15 ner);

— TAXKCIIad ICUCHOYHAad HEAJOCTATOYHOCTh, aKTHUBHOC 3a00JIeBaHUE IICYCHU,
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— TsDKeJas TOo4YeYHas HEAOCTaTOYHOCTh (KIUMPEHC I&EEQT}IEEQQ %‘Kﬁ?%ﬁgei ]3-6‘ I:}\;JI;I/-‘MlI/IH)

Mporpeccupyomme 3a00aeBaHus MOYeK, MOATBEPKIACHHASI THIIEPKAINEMUS;

— JICKOMIIEHCUpPOBaHHAasl CEpJieyHasi HEIOCTATOYHOCTb, IOCJICONEPALUOHHBIN MEepHo IMOcie
A0PTOKOPOHAPHOTO LTYHTUPOBAHUS;

— 1epeOpOBaCKYISIPHBIC U APYTrHUe KPOBOTCUCHHUS,

— OepeMeHHOCTH B cpoke Oosiee 20 Henemb;

— TepuoJ rPyIHOTO BCKapMIIMBAHHUSL.

4.4. OcoOble yka3aHusl U MepPbl NPEAOCTOPOKHOCTH NPU MPUMEHEHHUH.

C 0CTOPOKHOCTBIO

BponxuanbHas actMa B aHaMHe3€, KIMHUYECKH BBIPDAKEHHBIE CEpACYHO-COCYIUCTHIC,
1epeOpoBacKyApHbIe 3a00eBaHus U 3a00sieBaHus nepudepruuecKux apTepuil, JUCTUIUICMHUS,
porpeccupyoniie 3ad0o1eBaHus NeueHu, TunepOnInpyOorHeMus, aIKOTOJIbHBIM IUPPO3 MEYECHHU,
MeYeHOYHAass HEeJIOCTaTOYHOCTh, TToueuHass HemoctatouHocTh (KK 30—60 mun/mun), XpoHUYecKas
cepAeyHasi HeJJOCTaTOYHOCTb, apTepUalbHas THIIEPTEH3Us, 3a00IeBaHUs KPOBH, JETHIpaTaIHs,
caxapHbIii 1uabeT, aHAMHECTHUYECKUE JaHHBIE O PA3BUTHUHU S3BEHHOTO MOPAXKEHMS JKEIYA0YHO-
kumeuHoro Tpakta (JKKT), nanuuue unbexuu Helicobacter pylori, Tsxenbie coMaTHYECKUE
3a0o0yieBaHus, TMOXWJIOH BO3pPaCT, KypeHHe, COMYTCTBYIOIIAs Tepanus aHTUKOAryJlIsHTaMu
(Hampumep, BapdapuH), aHTHArperaHTamMu (HampuMep, AaleTWICATUIMIOBAs  KUCIOTa,
HUKOPAHJWI), TJIIOKOKOPTUKOCTEPOMAAMU MJi IMpUeMa BHYTpb (HAapuUMep, MIPEIHU30JIOH),
CEJICKTUBHBIMM HWHTHOMTOpPaMH OOpaTHOTO 3axBaTa CEPOTOHHWHA (HAMpUMEp, MHUTAJIOIpPaM,
CepTpaliiH), NAIMeHThl C YMEHbIIEHHEM O00beMa UUPKYJIUPYIOIEH KpOBH, UIUTEIbHOE
npumenenue HIIBII, 6epemenHocTs B cpoke 10 20 Henenu.

Oco0ble yKazaHus

BeposTHOCTh pa3BUTHS HEXENATENbHBIX PEAKUUH MOXKET OBITh CHMKEHA NPH NPHUMEHEHUH
npernapara B MUHUMAJIBHO 3()(EKTHBHBIX J03aX B T€UEHHE MAKCHMAaJIbHO KOPOTKOTO NEproja
BpEMEHH, HEOOXOAMMOTO I KYITMPOBAHUS CUMIITOMOB.

Macxkupoexa cumnmomos 0CHO8HO20 UHDEKYUOHHO20 3a001e8a s

[Ipu npumeHeHHn KeTonmpoQeHa CUMITOMbI MH(PEKIIMOHHBIX 3a00J€BaHUNA MOTYT OBITH MEHee
BBIDAKCHHBIMH, YTO MOXET NPUBECTH K YUIMHEHHIO CPOKOB ITIOCTAaHOBKM NPABHIBHOTO
JIMarHo3a, OTCPOYEHHOMY Hadaly COOTBETCTBYIOIIETO JICUEHHS M YXYALICHHIO HCXOJa
UH(EKIIMOHHOTO 3a00yeBaHMs. Y Xy/lIeHHe Ha0m01an0ch Ha (oHe OaKTepUanbHON THEBMOHUH
U TIpu OaKTepHabHBIX OCJIOKHEHHSX BETPSHOM ocmbl. B ciiydae npuMeHenus keronpodena mpu
MH()EKINOHHOM 3a00JIeBaHUH U CHIIKEHUSI TEeMIIepaTyphl Tela WM KylUpoBaHUS 0OJIEBOTO

CHHIPOMa, PEKOMEHIYeTCsl 00ecredeHue TIATEIbHOTO HaOII0IeHus 3a TeueHneM nHbekuu. B
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aMOYJIaTOPHBIX YCIOBUAX, B CIy4ae €Clii CUMITTOMBI co%%&%&%ﬁ%gﬁﬂg&zi gggéémy

HE00X0IMMO 00paTUTHCS K Bpady.

He cnenyer couerars mpuem kertornpodena ¢ mpuemom apyrux HIIBIT w/mmm unruburopos
nukiookcurenassl 2 (L{OT-2).

Peaxyuu co cmoponwi scenyoouno-xuweuno2o mpaxma

CrnenyeT co0yr0aaTh OCTOPOKHOCTh MPU COBMECTHOM NMPHMEHEHUHU C TpernaparaMu, KOTOpbIe
MOTYT  TIOBBICUTH  PHUCK  0O0pa3oBaHUs  sI3B  WJIM  KPOBOTCUEHHUS, TaKUMH  Kak
[IIIOKOKOPTUKOCTEPOUAbl JJIsi TpHeMa BHYTPb, AHTUKOArYJISHTHl (Hampumep, Bapdapun),
CEJICKTHBHbIE MHTUOUTOPBl OOpAaTHOTO 3axBaTa CEPOTOHHMHA WM aHTHArperaHThl (Hampumep,
ANETUIICATHUIIMIIOBAS KUCIIOTA WIIM HUKOpaH i) (cM. pazaen 4.5.).

Coo0manocr 0 pa3BUTHH KEITyJOYHO-KUIICYHBIX KpPOBOTECUEHUH, 3B W mepdopanmii (¢
BO3MOJKHBIM JIETaJIbHBIM HCX070M) BO Bpemsi npumeHeHuss HIIBII na mqro6om srtame nedenws,
BHE 3aBHCHMOCTH OT HaJWYHS YIPOXKAIOIMIUX CUMITOMOB WM TsDKeIbix 3a0oneBanuii JKKT B
aHaMHe3e.

VYV nanueHToB MOXHUJIOTO BO3pACTa CYLIECTBYET MOBBIIIEHHBIM PUCK PAa3BUTUS HEXEIATEIbHBIX
peakiuit co croponbl KKT, Takux Kak »KeTyJOYHO-KHIIIEYHOE KPOBOTeUeHHEe U nepdopanus (¢
BO3MOYKHBIM JIETAJILHBIM UCX0JIOM) (CM. pa3aen 4.2.).

B cnydae pa3BuTHS KeNyA0IHO-KUIIEYHOTO KPOBOTEUCHHMSI MM 00pazoBaHus s13B opranoB JKKT
py IPUMEHEHUH KeTOnpo(eHa, ISYCHHUE CIeyeT HEMEJICHHO MPEKPATUTh.

Puck xenyaoYyHO-KHILIEYHOTO KPOBOTEUEHUS, 13B000pa30oBaHusl WK nepdopaui MOBbIIIAETCS
npu npuMeHeHun Oosee Beicokux 03 HIIBII, mpu Hanwumu si3BeHHOW 0OJIE3HW B aHAMHE3e,
0COOCHHO OCJIOKHEHHOW KPOBOTEUECHHEM WM mepdopaiueil, U mpyu MPUMEHEHUHU Y MOXKHIBIX
MAlKMEHTOB. Y 3TUX TPYMNI NAIMEHTOB JICUYCHHUE CIIEYeT HAUMHATh C MUHHUMAJIbHO BO3MOKHBIX
no3. Cnenyer paccMOTpeTh COBMECTHOE MPUMEHEHHUE C TacTPONPOTEKTUBHBIMH TMpernaparaMu
(HampuMep, MH30MPOCTOJIOM WM HMHTHOMTOpPaMU MPOTOHHOM MOMIIBI) y JAAaHHBIX TPYIII
MAIUEHTOB, a TAaKXKe Y MAIMEHTOB, KOTOPHIM HEOOXOJUMO MPUMEHEHHUE alleTHICATHIIMIOBON
KHCIIOTBI B HHU3KUX J103aX WU JIPYyTUX [penaparoB, MOBBIIAIOIIMX PUCK Pa3BUTHUA
HexenarenbHbIX peakiuii co croponbl XKKT (cMm. pazaen 4.5.).

[TaniueHTHI ¢ HEXeNnaTeIbHBIMHU peakuusiMu co ctopoHbl XKKT B anamHese (0COOEHHO MaMeHThI
MOXKHJIOTO BO3PAcTa) JAOJDKHBI cOO0IATh 000 BceX HEOOBIUHBIX cUMNTOMax co ctopoHbl KKT
(mpesxie BCero O JKeMyT0YHO-KUIIIEYHOM KPOBOTEUYECHUN ), B OCOOCHHOCTH HAa HAYaIbHBIX dTArmax
JICUYEHUS.

Cy11ecTBYIOT 3MHIEMUOJIOTUYECKUE JIaHHbIE, CBUICTEIBCTBYIOIIUE O CBSI3U MPUMEHEHUs
KeTonpo)eHa C BBICOKMM PHCKOM PAa3BUTHS TSKEION KETyIOYHO-KUIIIEUHON TOKCHYHOCTH,

cpaBHUMOU ¢ TakoBoil mpu npumeHenun Apyrux HIIBII, ocoOeHHO B BBICOKHMX J103aX
4
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cMm. paszaen 4.3.). HIIBII cnenyet npuMeHSTH ¢|OCTO oﬁ@'(;'é:mlg '%%e%%ggcﬁ%ﬂMn
(em. p yerT 1p p

opranoB JKKT B anamHe3e (s3BeHHBIN KonHT, 00ne3Hb KpoHa), Tak Kak 3T0 MOXKET IPUBOIUTH K
o0ocTpeHuto TaHHBIX 3a00seBanuii (cM. pa3aen 4.8.).

Cepoeuno-cocyoucmule peakyuu U peakyuu co CmMopoHbl COCY008 20108HO20 MO32a

JlaHHbBIE KIIMHMYECKUX HCCIENOBAHUM W SMHAEMHOJOTMYECKHE JaHHBbIE MPEANOJaratoT, 4To
npuMmenenne HekoTopbix HIIBIT (ocoOeHHO B BBICOKHX /033X W MPH MNPOAOIKUTEIHHOM
JICYCHUH) MOKET OBITh CBS3aHO C IMOBBIIIEHHBIM PUCKOM Pa3BHTHS apTepHAIBHBIX TPOMOO30B
(Hanmpumep, UHpapKTa MUOKapJa WK UHCYNbTa). Ha ocHOBaHMM MMEIOMIMXCS NAHHBIX HEIb3s
UCKJTIOYUTh TaKOW PUCK MPU MPUMEHEHUH KeTorpodeHa.

Kak mpu npumenenun apyrux HIIBIL, cnenyer ynenars oco0oe BHUMaHHUE MPU IPUMEHEHUH Y
NAIMEHTOB C JEKOMIIEHCUPOBaHHOMN TMIIEPTOHUYECKOI 00J1e3Hb10, CepAcUHON
HEJI0OCTaTOYHOCTHIO, HIIEMHUYECKON OO0JE3HBpIO cep/na, 3a00eBaHUAMH TMepudepudecKux
apTepuil u/unu 1epedpoBacKyIAPHBIMU 3a00JIEBAaHUSMHU, a TAK)Ke Mepe]] HauaaoM JJINTEIbHOrO
JeYCHHUsI y TAIMEHTOB ¢ (aKTOpaMU pHUCKA PA3BUTHUS CEPACYHO-COCYIMCTHIX 3a00JieBaHUIA
(MOBBILIIEHHOE apTEepUATbHOE JIaBICHUE, THIIEPIUINAEMUS, CaXapHbIi 1uadeT, KypeHue).
CooOmranoch O TMOBBIIEHWHM pPHUCKA Pa3BUTHS apTEepPHAbHBIX TPOMOO30B NpU MPUMEHEHUU
aciupuHoBbix HIIBII mns xynmupoBaHUsSI TEepUONEPAIMOHHBIX OO0JEH MpHU aopTOKOPOHAPHOM
IIYHTUPOBAHUH.

Heo6xoauMo coOmoaTh OCTOPOKHOCTH TMPH MPUMEHEHHHM KeTompodeHa y TMalHueHTOB C
MOBBIIICHHUEM apTepuaIbHOTO [aBJICHHS B aHAMHE3€ W/WIIM CEpJACYHON HEJIO0CTaTOYHOCTHIO
JIETKOM M CpPEeIHEH CTEeTeHH TSHKECTH, Tak Kak npu npumenennu HIIBIT coobmanock o 3amaepxke
KUAKOCTH U Pa3BUTHH OTEKOB.

Peaxyuu co cmoponwvi kodrcu

OdeHb peAKo COOOIIATIOCh O PAa3BUTHU TSKENBIX PEaKIUil CO CTOPOHBI KOXKHU (C BO3MOXXHBIM
JeTalbHBIM UCXOJIOM), BKJItOUasi 3KC(HOIUATUBHBIN nepMaTuT, cuHapoM CruseHca — J[oHcoHa
U TOKCHYECKMH DJIUACPMAIbHBIA  HEKpOIMW3, CBA3aHHbIX ¢ npumeHenuem  HIIBII
(cM. pa3gen 4.8.). HambGonpmmii puck pa3BUTHS JaHHBIX COCTOSIHUN MPUXOAMUTCS HAa HAdaio
Tepanuu, B OONBIIMHCTBE CIy4yacB OHM Pa3BUBAINUCh B TEUCHHE IEPBOTO Mecsla JICUCHHUS.
Cnenyer mpekpaTuTh NpUMEHEHHE KeTompodeHa NpHU MEepBOM MOSBICHUM KOXKHOM CBINH,
U3BSA3BICHUS CIIM3UCTHIX 000JI0UEK WIIH JTIOOBIX MPU3HAKOB TUIIEPUYBCTBUTEIBHOCTH.
Hapywenus co cmoponvl OvixamenvHoll cucmemvol

VY nmanueHToB ¢ OpOHXHANBHOM acTMOW B COYETAaHUHM C XPOHUYECKHUM PUHHUTOM, XPOHHUYECKUM
CUHYCHUTOM W/WIM TOJHUIIAMU HOCOBOW IOJOCTH CYIIECTBYET OoJjiee BBHICOKHMH PHCK pa3BUTHUS
AIEPTUYECKUX peakluii K aneTwicanuiuioBoi kucinote w/mnu HIIBIL, gem y apyrux mromei.

IIpuMeHeHre 3TUX MpenaparoB MOXKET IPUBOAUTH K ACTMATHYECKUM IPUCTyIAaM WIIH

5
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6POHXOCMA3My, OCOBCHHO Y MAIMEHTOB ¢ anjieprueii Ha' aneriicaMHmIoBYIO-KICAOTY ik

HIIBII B anamuese (cM. pazaen 4.3.).

T'unepranuemus

Bo3MOXkHO pa3BuTHE THIEpKAIMEMHUHM, OCOOEHHO Y MAIUMEHTOB C CaxapHbIM JAHa0eTOM,
[IOYEYHOW HEJOCTATOYHOCTHIO W/WIM NPH COBMECTHOM IPHUMEHEHHM C KajuiicOeperaroummu
npenapatamu (cM. paszgen 4.5.). ¥V Takux NalMEHTOB CJENyeT TLIATEIbHO KOHTPOJIMPOBATH
YPOBEHbB Kajusl.

Bnusanue na ¢ynxyuio novex

Bo Bpems Hauasia iedeHus cieayeT TIIATeNbHO HAOMoAaTh 3a (PyHKIMEN MOYeK y MalueHTOB C
CepACYHONH HENOCTaTOYHOCTHIO, LUPPO30OM WM HEPpO30M, Yy TNAlMEHTOB, MOIYYAIOIIUX
JTUYPETUYECKYI0 TEpamuio, U y TalHMEeHTOB C XPOHUYECKOH OO0JIe3HBIO MOYEK (OCOOCHHO Yy
HOXKWIBIX NALIMEHTOB). Y 3TUX IPYII MAaUEHTOB IPUMEHEHHE KETONpo(deHa MOKET MPUBECTHU K
CHIDKEHUIO IIOYEYHOIO0 KPOBOTOKA, BBI3BAHHOMY WHIHOMPOBAaHUEM IMPOCTArjaHIWHOB, H
JICKOMITEHCAIlUU TTOYeYHON (PYHKINH.

Bnusinue na ¢hynkyuto neuenu

VY NauuMeHTOB € OTKJIOHEHMSAMU B (YHKLIHOHAJIBHBIX TECTaX IMEYEHH WINM C 3a00JIeBaHUAMU
[ICYEHH B aHaMHe3€ CleQyeT MEepUOANYECKH KOHTPOJIMPOBATH YPOBEHb («I1€YEHOUHBIX)»
TpaHCaMHMHAa3, OCOOCHHO TMIpPU JUIMTEIbHOM JiedeHuu. I[lpu mnpumeHeHun KeTonpodeHa
co00MIANIOCh O PEIKUX CIy4asX pa3BUTHUS JKEITYXHU U renaTuTa.

llpyeue a¢hgpexmoi

B cnydae oOHapy)eHUs MPU3HAKOB HH(DEKITMOHHOTO 3a00JIEBaHMS CJIEIyeT OOpaTUTh BHUMAHHE,
YTO MPOTHBOBOCTIAIUTENbHbIE, 00€300MBaIOIINE U KAPOIIOHWKAIOIINE CBOWCTBA KeTorpodeHa,
kak u apyrux HIIBII, moryt mackupoBaTh OOBIYHBIC MPU3HAKU MPOTPECCUPOBAHUS MHPEKIHIH,
TaKue Kak JIMXOpaJKa.

[TpumeHenne keronpodeHa MOXKET BIUATh HA KEHCKYI (DepTUIBHOCTb, IOITOMY Ipernapar He
PEKOMEHAYETCSI MPUMEHSATh OJKCHIMHAM, IUIAHUPYIOUIMM OepeMeHHOCTh. [larueHTkaMm c
oecrutogueM (B T. 4. MPOXOISIIUM OOCIEIOBaHKE) CIEAYET PaCCMOTPETh BOIPOC 00 OTKasze OT
HIIBII.

[Tpy BO3HMKHOBEHMM HApYyLUIEHUH CO CTOPOHBI OPraHOB 3PEHMS, TAKMX KaK NOMYTHEHHUE 3PEHHUS
U JIp., J€YEHHUE CIIEYET HE3aMEeVINTEIbHO IPEKPATUTD.

4.5. B3amMmopeiicTBHe ¢ JPYTMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3aHMOJAEHCTBUSA

IIpenapaTsl, COBMECTHOE IPUMECHEHHE ¢ KOTOPBIMHM HE PEKOMEHIYETCS

Hpyeue HIIBII (sxntouas cenexmusHvle uneuboumopwt LJOI'-2) u canuyuramol 8 8b1COKUX 003X

IToBBIIEHHBIN PUCK Pa3BUTHUSA A3B U KPOBOTCUECHUMN K€y T0YHO-KUILIEYHOTO TPAKTA.

6
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Anmuroazynsnme (NOCNEOCBATENEHOCTL 0003)
[oBbllIEHHBIN PUCK PA3BUTHUA KPOBOTEYEHUH IIPU COBMECTHOM IPUMEHEHHUH CO CIEIYIOLIMMHU
npenapaTamu:

— TelapuH,

— aHTaroHucTsl BuTamuHa K (Hanpumep, Baphapun);

— MHTHOUTOPHI arperauuy TpOMOOLUTOB (HApUMep, TUKIOMUANH, KIOHU0TPeN);

— MHrHOMTOPHI TPOMOMHA (HarpuMep, Jaburarpan);

— TpsiMble MHTHOUTOPHI (pakTOpa CBEpThIBaHUS Xa (Hampumep, anukcabaH, puBapokcalaH,
370KCcabaH).

Ecnu coBMecTHOro mpHUMEHEHMsS HeNb3sl M30eXaTh, 3a MAIMEHTOM CIIEAYeT OCYIIECTBIAThH

TIIATEJIbHOE HAOJI0ACHHE.

IIpenapamuor aumus

N3-3a CHMXKEHMS HKCKPELMH JIUTUS [OYKAMU BO3HHMKAE€T DPUCK IMOBBIIMIEHUS IUIA3MEHHbBIX

KOHIIGHTPAUUH JUTHSA, MHOTJA JOCTHTAIONIMX TOKCHYECKoro ypoBHA. llpum HeoOxomumocTu

ClleflyeT THIATEIbHO CIEAUTH 32 YPOBHEM JIUTHS B IUIa3M€ KPOBU M KOPPEKTUPOBATH 103y

MpernaparoB JUTHUS BO BpeMst U tocie npumenenus: HIIBII.

Memompexcam 6 0o3ax ceviuie 15 me 6 nedenio

Bo3MoskeH MOBBIIICHHBIH PUCK IeMaTOJIOTHYECKON TOKCHYHOCTH METOTpeKcaTa, 0COOEHHO MpH

INPUMEHEHUH B BBICOKHX J03ax (> 15 Mr B HEZeNio), 4To, BEPOATHO, CBA3AHO C BBITECHCHHEM

METOTpeKcaTa, CBA3aHHOIO OEJIKaMH, U CHUKEHUEM €ro MTOYEYHOr0 KJIMPEHCa.

IIpenapaTsl, P COBMECTHOM NPUMEHEHUH ¢ KOTOPEIMH CIIEAYET CO6J'IIOI[aTI) OCTOPOKHOCTH

OpHOBpeMEHHOE TPHUMEHEHHE C TMpernapaTaMH, MOBBIMIAIONMIMH YPOBEHb Kalus B KpPOBHU
(Hampumep, ¢ conAMu  KaausA, — KaauucOepeaowumu — OUYPEMmuKamy, UHSUOUMOPAMU
aneuomenzuHnpespawaoueco  gepmenma  (AIIP) u  awmaconucmamu  peyenmopos
aneuomensuna II, HIIBII, Hu3komonekyisapuvimMu uiu He@dpakyuoHUpOSAHHbIMU 2CeNapUHAMU,
YUKTOCNOPUHOM, — MAKPOAUMYCOM U  MpuUMemanpumom) TIOBBIIIAET PUCK  pa3BUTUSA
TUINEpKATMEMUU. PHUCK THUIEepKaIMeMHH TOBBIMIACTCS, €CITU YyKa3aHHBbIC BHIINIE MpermapaTsl
MPUMEHSIFOT COBMECTHO.

Jluypemuueckue cpedcmea

VY manMeHToB, NMPUHUMAIOIIMX TUYPETUKH (B OCOOEHHOCTH y OOE3BOKCHHBIX TMAIUEHTOB),
MOBBIIIACTCS PHUCK PA3BUTHS MOYCYHOW HEIOCTATOYHOCTH BCIEACTBHE CHIKCHHSI MOYEYHOTO
KPOBOTOKA, BBI3BAHHOTO HHTHOMPOBAHUEM IMPOCTATJAHAWHOB. Y TaKUX MAIMEHTOB JOJDKHA
OBITh BOCIHOJHEHA TOTEps] >KUJIKOCTH JO0 Hayaja COBMECTHON Tepanuu, a TakKke JJ0JDKEH
OCYIIECTBISATHCS MOHUTOPUHT (PYHKITUU TTOYEK MOCTe Havajia Tepanuu (cM. pasaen 4.4.).

Uneubumopwvr AII® u anmazonucmol peyenmopog aneuomenzuna Il
/
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VYV manuMeHToB €O CHI)KCHHOW (DYHKIMEH MOYEK (Hanf:)ﬂ&;’é%,-l %%B%ﬁﬁkgcc Eéh%gr?&a 1

NAIMEeHTOB TIOXKMUJIOTO BO3pacTa) COBMECTHOE TNpuMeHeHue uHruouropo AllD wumm
AQHTAarOHUCTOB pelenTopoB aHruoreHsuHa Il m mpenapatoB, uHrubupyrommx LIOI, moxer
IPUBOJUTH K JalbHEHIIEMY CHI)KEHHUIO MOYEUHON (YHKLMH, BKJIIOUYasi BO3MOXKHOCTb Pa3BUTHUSA
OCTPOM MOYEUHOU HEAOCTATOUYHOCTH.

Memompexcam 6 0o3ax Hudice 15 me 6 nedenio

B Teuenue nepBbIX HENENb COBMECTHOIO MPUMEHEHUS CIENYET €KEHEAEIbHO KOHTPOJIUPOBATH
o0muii aHanu3 KpoBU. KOHTpoOnb cieqyeT OCYIECTBIATh 4Yalle y HAlMEeHTOB IOXHIOrOo
BO3pacTa U y NAllMEHTOB C HAPYLUIEHUEM (YHKLINHU MOYEK.

Ienmoxcugunnun

CoBMmecTHOE TMPHMEHEHHE C MEHTOKCU()MITMHOM TMOBBIIIAET PUCK PA3BUTHS KPOBOTEUEHUIL.
Heo6xonumo 6osee 4YacTo MNPOBOIUTH KIMHUYECKUH OCMOTP U OIpPENEIIEHUE BpPEMEHHU
KPOBOTEYCHHS.

Tenogosup

CoBmecTHOE mpuMeHeHue TeHohoBHupa au3onpokcun ¢ymapara u HIIBII moxer moBbimarh
PHUCK Pa3BUTHUS IIOYEYHON HETOCTATOYHOCTH.

Huxopanoun

CoBMecTHOE npuMeHeHne Hukopanauiaa u HIIBIT MoxxeT nmoBbIIaTh pUCK Pa3BUTHUS CEPHEZHBIX
OCJIOXHEHUH, TaKUX Kak s3BbL, iepdoparust u KpoBoreuenue u3 opranos XXKT (cm. pa3znen 4.4.).
Cepoeunvie enuxko3uobl

He Obuto oTMeueHO (HapMaKOKMHETHYECKUX B3aUMOICHCTBUNA MEXIYy KeTonmpodeHOM H
JUroKCMHOM. OJIHAKO NpPU UX COBMECTHOM IPUMEHEHHMHU CIIEAYEeT COOII0AAaTh OCTOPOKHOCTH,
0COOEHHO Yy MAIMEeHTOB C MOYEYHOW HEO0CTaTO4HOCThIO, mockoiabky HIIBII moryT ocnalnsrs
(YHKLMIO OYEK ¥ CHUXKATh MOYEUHBIN KIMPEHC CEPACYHBIX INIMKO3UI0B.

Kopmukxocmepouowt

[loBeieHHbl puck 3B u KpoBoTeueHuid opraHoB JKKT npu coBmMecTHOM NpUMEHEHMH
(cMm. paznmen 4.4.).

IIpenapaTsl, B3aHMOJICHCTBHE C KOTOPBIMH CISAYET VIUTHIBATE

Anmueunepmensusnvie npenapamol (bema-onoxamopwl, uneuoumopwvl AIID, ouypemuxu)

Puck ocnabnenuss aHTUTUNEPTEH3UBHBIX d¢¢ekToB (3a cyer wuHruOuponanus HIIBII
Ba30IMIATUPYIOIIUX MMPOCTATJIAaHMHOB).

Tpomborumuueckue npenapamul

IToBBILIEHHBIN PUCK KPOBOTCUECHMUSI.

Cenexmuenvie uneubumopwvt oopamnozo 3axeama cepomonuna (CHO3C)

[oBbIIIEHHBIN PUCK KETYTOYHO-KUIIEYHOTO KPOBOTEUEHUS (CM. pa3zen 4.4.).
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(NOCNEOCBATENEHOCTE 0003)

IIpobeneyuo

CoBMecTHOE MMPUMCHCHUC C HpO6eHeHI/I,Z[OM MOKET 3HAUMTEIHLHO CHU3UTD MJIa3MCHHBIN KIIMPCHC
KeTorpogeHa.

IIpenapaTsl, B3aHMOJCHCTBHE C KOTOPBIMH CISAYET IPHHUMATL BO BHUMAHHUC

Luxnocnopun, maxponumyc

Puck nomonmHUTENHHOTO HEPPOTOKCHYECKOTO NEHCTBUS, OCOOCHHO Yy MAIMEHTOB MOXKHUIIOTO
BO3pacTa.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepeMeHHOCTh

NurubupoBanre cHUHTE3a MPOCTArJIAaHIUHOB MOXET OKa3aTh HEXKENaTeNbHOE BIHMSHUE Ha
Te4eHUe OCpEeMEHHOCTH W/WIM Ha 3MOpHOHaNbHOE pa3BuTHE. JlaHHBIE, MOJyYEHHBIE B XOJ€
SMUAEMHOJIOTHYECKUX UCCIeI0BaHUM MPU MPUMEHEHUH MHTHOUTOPOB CUHTE3a MpOoCTarjiaHanHa
Ha paHHUX CpoKax OEepeMEHHOCTH, MOJATBEP)KIAIOT IOBBIIIEHHWE PHUCKAa CaMOMNPOU3BOJIHHOTO
abopta u hopmupoBaHU MOPOKOB cepana (okoso 1-1,5 %). Puck moselmaercs ¢ yBeaTudeHueM
no3bl U anutensHocT seueHus. He cnepgyer mpumensts HIIBII xenmmnam ¢ 20-ii Hexenu
OepeMEHHOCTH B CBS3M C BO3MOXKHBIM Ppa3BUTHEM MAaJOBOAMS W/WIM TATOJIOTHH IOYEK Y
HOBOPOXICHHBIX (HEOHATAJIbHAS MOYSHYHAS TUCPYHKITHSA).

[IpumensaTs mpemapar OepeMEHHBIM JKEHIIMHAM B cpoke 10 20 Heaenb BO3MOXKHO TOJBKO B
ciIydae, Korja mpejroiaraeMas mojib3a JUisl MaTepy OMPaBIbIBACT BO3MOXKHBIN PHUCK UIS TUIO/A.
B cnyuae qoka3zaHHOI MOIb3bl MPUMEHEHUS! KeTonpodeHa y KEHIINH B CPOKe OEPEMEHHOCTH 10
20 wHemenp Wy OKCHIIMH, IUIAHUPYIOIIUX OEpPEeMEHHOCTh, CIEAyeT MpUIEp>KUBATHCS
MUHUMATBHON 3Q(EKTUBHOI 103bI MIpenapaTa u MPoJ0KUTEIILHOCTH JICUCHUSI.

JlakTanus

Ha ceronHsmHuii MOMEHT OTCYTCTBYIOT JJaHHBIE O BBIJCICHUU KETOMpo(deHa B TPyIHOE MOJIOKO,
M03TOMY IPUMEHEHHE KeTonpodeHa He PeKOMEHI0BaHO MPU IPYAHOM BCKAPMIIMBAHHH.

DdepTUabHOCTD

[Ipumenenne keronpodeHa MOXKET BIUATH Ha JKEHCKYIO (PepTUIBLHOCTH, MIO3TOMY IpenapaT He
PEKOMEHAYETCsl NPUMEHATh OJKEHIUMHAM, I[JIaHUpYOUMM OepeMeHHocTh. [lanmueHTkam c
OecrutogueM (B T. 4. IPOXOJSIIAM OOCJIEIOBAaHKE) CIEAYET PaCCMOTPETh BOMPOC 00 OTKa3e OT
HIIBII.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padorarh ¢
MeXaHM3MaMH

JlaHHBIX 00 OTPHULIATEIEHOM BIMSHUM KETONPOo(deHa B PEKOMEHIYEMBIX J03aX Ha CIIOCOOHOCTH K
yIpaBJICHUIO aBTOMOOMJIEM WIM pabOTy C MeXaHW3MaMH HeT. Bmecte ¢ Tem mamueHram, y

KOTOPBIX Ha ()OHE MPUMEHEHUS MpernapaTa BOZHUKAIOT COHJIMBOCTb, TOJIOBOKPYKEHHE, CYA0POTH
9
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WIM JIpYrue HENpUSITHbIE OUIYHIEHUS CO CTOPOHBI Hé}l)_ﬁ;f(;ﬁ-l %%%{EMQHT%MéHHH

3p€HI/I}I, CJIG,Z[yGT BOSI[ep)KaTBCH OT BOXACHUA aBTOTpaHCHOpTa nu 3aH$ITI/II>'I IIOTCHIHUAJIBHO
OIMaCHbBIMHM BHIJAMHU OCATCIBHOCTH, TpGGyIOH_II/IMI/I HOBBIHIGHHOP'I KOHI.[GHTpaI_II/II/I BHHUMAHHUA U
OBICTPOTHI ICHXOMOTOPHBIX PEAKITUH.

4.8. HexkennaTeibHbIe peakunuu

PesroMe HexxenaTeabHbIX peaKIni

[lo nmanHbM BcemupHo#t opranuzanuu 3apaBooxpaHeHust (BO3) HexenaTelbHbIE peaklUU
KJIaCCU(UIIMPOBAaHbl B COOTBETCTBUU C MX YAaCTOTOM pa3BUTHUS CIEAYIOLIUM 00pa3oM: OYEHb
gacto (> 1/10), gacro (>1/100, <1/10), mewacto (> 1/1000, < 1/100), penko (= 1/10000,
< 1/1000) u ouens peako (< 1/10000), yacTora Hen3BeCTHA (YACTOTY BOSHHUKHOBECHHSI SIBJICHHIA
HEJb3s ONPEACTUTh HA OCHOBAHUH MMEIOIUXCS TAaHHBIX ).

Hapywenus co cmoponvl kposu u aumgpamuyeckoui cucmemul

Penko: remopparuueckasi aHeMus;

YacTOTa HEWU3BECTHA: arpaHyJoLUTO3, TPOMOOLMTONEHUS, HapylleHHe (YHKIMH KOCTHOTO
MO3ra, FeMOJIUTUYECKasi aHeMHUs, JICHKOTICHUSI.

Hapywenus co cmopoHvl uMMyHHOU cucmembl

Yacrora Hen3BecTHA: aHa(MIIAKTHIECKHE peakuy (BKII0Yas aHA()UIAKTHUECKHUH 1II0K).
Hapywenus co cmoponvl obmena sewjecms u numanus

YacroTa HEU3BECTHA: TUIIOHATPUEMMUS], TUIIEpKanuemMus (cM. paszaen 4.4.).

Hapywenus ncuxuxu

YacroTa HEM3BECTHA: CITyTAHHOCTh CO3HAHUS, YMOLIMOHANIbHAS JT1a0UIbHOCTb.

Hapywenus co cmoponul HepéHoii cucmemvl

Heuacto: ronoBHast 60716, FOJIOBOKPYKEHUE, COHIIUBOCTD;

peaKo: mapecTe3us;

4acTOTa HEU3BECTHA: aCENTUYECKUN MEHMHTHUT, CyIOpOTH, HapylIeHHE BKYCOBBIX OLIYIICHHII,
BEPTUTO.

Hapywenus co cmoponwvl opeana 3penus

Penko: HeueTkoe 3penue (cM. pazzaen 4.4.).

Hapywenus co cmoponvl opeana ciyxa u 1adupunmuule HapyuleHusl

Penko: mym B ymax.

Hapywenus co cmoponwvl cepoya

YacroTa HeM3BeCTHA: cep/ieyHasi HEIOCTATOYHOCTb.

Hapywenus co cmoponwl cocyoos

UacTtoTa HEW3BECTHA: TOBBIIICHHE apTEPUATILHOTO [ABJICHHS, Ba3OMIATAIUs, BACKYIUT

(BKJTFOYAST ICHKOIMTOKIIACTHYECKHUIA BaCKYJIHT).

10
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Hapywenus co cmopoHul Ovixamenvhol cucmemol, op%%é-%%%ﬁ%d'% gﬁéigg(%‘.énuﬂ

Penxo: obocTpeHne OpoHXHATBHOM aCTMBI;

94acTOTa HEM3BECTHA: OPOHXOCMAa3M (B OCOOCHHOCTHU y MALMEHTOB C TUIIEPYYBCTBUTEIBHOCTHIO K
HIIBII), punur.

Hapywenus co cmoponbl siceny0ouro-KumeuHo2o mpaxkma

UYacro: TOIIHOTA, pBOTA, TUCTIETICHS, 0O B 00IaCTH KHUBOTA;

HEYacTo: 3amop, Auapesi, B3JyTHEe KUBOTa, TaCTPUT;

PEaKO: MEeNTUYECKas s13Ba, CTOMAaTHT;

OUEHb PEIKO: 00OCTpEeHHE S3BEHHOro KoiuTa uiau OosiesHu KpoHa, kemyJouHO-KHUIIEYHOE
KpoBOTeUeHHE, Iepdoparirsi, MaHKpEeaTHT.

Hapywenus co cmoponbl neuenu u scenueblo0Auux nymeu

Penko: remaTtuT, NOBBIMIEHHE AKTUBHOCTH <«IIEYEHOYHBIX» TPAHCAMHMHA3, IOBBIIICHHUE
KOHIICHTpaIluu OnIupyourHa.

Hapywenus co cmoponvl Kod#cu u NOOKOICHLIX MKAHEl

HeuacTo: KoxHast Chlllb, KOXKHBIN 3Y1;

4acToTa HEW3BecTHA: (OTOCEHCHMOMNU3alMs, ajoNelus, KpanuBHHIA, AHTHOHEBPOTHYECKUI
OTEK, dpUTeMa, OyJuie3Has Chlllb, BKItOUas cuHApoM CTuBeHca — J[KOHCOHA M TOKCHYECKUU
MUAEPMAIIBHBIA HEKPOJIU3, OCTPBII I'€HEepaIN30BaHHbIN YK3aHTEMATO3HBIM TYCTYJIE3.
Hapywenus co cmopoHuvl nouex u Mouesvbi800auWux nymetl

YacroTa HeW3BeCTHA: OCTpas I[OYeYHass HEJOCTaTOYHOCTb, WHTEPCTUIUANbHBIN Hedpur,
He(DPUTUUECKUA CUHIPOM, HEPPOTHUYECKUA CHHAPOM, aHOMAJbHBIC 3HAUCHUs ITOKa3aTesieh
(GYyHKINU TTOYEK.

Obwue paccmpoiicmea u HapyuleHus 8 Mmecme 66e0eHus

Heuacro: otekn;

YaCTOTA HEU3BECTHA: MOBBIIEHHAS! YTOMIISIEMOCTb.

JlabopamopHvle u uncmpymenmanbHvle OaHHble

Penxo: yBennueHune maccol Tena.

JlaHHbBIE KIMHUYECKUX MCCIECIOBAHUA M SHUIAEMHUOJIOTMYECKUE [aHHBIE JAlOT OCHOBAHHE
npeanoararh, 9ro npumeHenue Hekotopsix HIIBII (oco6enHOo npu AuTenbHOM IPUMEHEHUH B
BBICOKHX J[03aX) MOJET OBITh CBSI3aHO C TIOBBIIMICHHBIM PHUCKOM pAa3BUTHS apTEepPHATbHBIX
TpoMO030B (Hampumep, HH(papKTa MUOKapAa U HHCYIbTa) (cM. paznen 4.4.).

COO6H.I€HI/IG 0 ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmare 0 T003peBaeMbIX HEKENIATeIbHBIX PEAKIUAX TI0CIe PETUCTPaIllud
JICKapCTBEHHOTO TIperapara ¢ melibio 00ecredeHnsi HeMPephIBHOTO MOHUTOPUHTA COOTHOIICHUS

«I0JIb3a — PHUCK» JIEKAPCTBEHHOTrO Mpemnapara. MeAUIMHCKUM pPaOOTHUKAM PEKOMEHAYeTCs
11
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coo0maTh O JIOOBIX TMOJ03PEBAEMBIX HEXEIa FGJ‘IBHBIXI:@éﬁ%ﬂg&zﬁlﬁgéﬂggfgjﬁ%%baTa

YCpe3 HAIIMOHAJIBHBIC CUCTCMBbI COOGH_IGHI/I}I 0 HCXKCJIATCIIbHBIX PCAKIUAX IOCYAAPCTB — YJICHOB
EBpa3uiickoro 3K0HOMHUYECKOr0 COI3a.

Poccuiickag ®enepanus

®denepanpHas ciayx0a mo Haa3opy B chepe 3apaBooxpanenus (PocsnpaBaanzop)

Anpec: 109012, r. Mocksa, CraBsiHCKast miiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

e-mail: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3npoBka

Crnyuyaun nepeo3upOBKH OTMEUAIHCH MIPH MPUMEHEHUH KeTorpodena B 1o3ax a0 2,5 T.
CumMnTOMBI

[Tpu nepe03upPOBKe KeTonpodeHoM, Kak u IpYTUMH HECTEPOUIHBIMU
MIPOTUBOBOCIIATTUTEIILHBIMHE TIpErapaTaMu, MOTYT OTMEYAThCs TOITHOTA, PBOTA, PBOTA C KPOBBIO,
00nM B KMBOTE, MEJICHA, HAPYIICHHE CO3HAHUS, YTHETCHHE JIbIXaHWs, CYJOpOTH, HapyIICHUE
(GYHKIIMY MOYeK U MoYeyHasi HeI0CTaTOYHOCTb.

Jleuenue

Crermuduueckoro antuaoTa Het. JledeHne cumnromarndyeckoe. Bo3neiicTBue keronpodena Ha
KEITYAOYHO-KUIIIEYHBII TPAaKT MOXXHO OCIAOWTh C MOMOIIBI0 aHTaroHUCTOB Hj-perenTopos,
MHTUOUTOPOB MPOTOHHOM IMOMIBI M HpocTarjaHAuHOB. [loka3aHo MpoMbIBaHUE XKelyaka WU

PUMEHEHNUE aKTUBUPOBAHHOTO YTJISL.

5. PAPMAKOJIOTMTYECKHUE CBOUCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

dapmakoTepaneBTUUYECKass TPYIIa: MPOTUBOBOCHAIUTENBHBIE W IMPOTHBOPEBMATHUYCCKUE
npenaparbl; HCCTCPOUAHBIC NMPOTUBOBOCHAIUTCIIBHBIC W IMMPOTHBOPCBMATUYCCKUC NPCHAapPaThI;
IIPOU3BOJHBIEC IPOITMOHOBON KHUCIIOTHI.

Kox ATX: MO1AEO3.

MexaHU3M IeliCTBUS

Kerompoden Onokupyer neiictBue depmenra nukimookcureHassl 1 u 2 (LIOI'-1 u 1OI'-2) wu,
YACTUYHO JIMTIOKCUTCHA3bI, YTO IPUBOJUT K TIOJABICHUIO CHHTE3a MPOCTArJIaHInHOB (B TOM YHKCIIe
U B rieHTpasibHOM HepBHOU cucteMe (ILIHC) BeposiTHee Bcero, B THIOTAIAMYCE).

Crabunu3upyer in vitro M in vivo JIWIIOCOMaJIbHbIE MEMOpPAHBI, MPU BBICOKMX KOHIEHTPAIUAX N
vitro xeronpogeH MoJaBIseT CHHTE3 OpaUKUHUHA U JIEUKOTPHEHOB.

KGTOHpO(l)GH HC OKa3bIBACT OTPHULIATCIIBHOI'O BIIMAHWA HA COCTOSAHUEC CYCTABHOI'O XPsIila.
12
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dapmakoangamMudeckue dpdEKThI

Keronpoden sBnsieTcss HeCTEpOUIHBIM MPOTHBOBOCHANUTENbHBIM mpenapatom (HIIBII).
Keronpoden oOmagaer mpoOTHBOBOCTIANUTENBHBIM, aHAIBIE3UPYIOIUM M KapOIOHMKAIOIIIM
JNIEUCTBUEM.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AGcopbuus

Keronpoden xoporiro BcacsiBaeTcs 1mocie npruemMa BHyTpb. buonoctynaocts cocrasisiet 90 %.
[Ipuem mumm He BiauseT Ha o0myr OwomoctymHocTh (AUC) kerompodeHa, HO yMEHbIIAET
CKOPOCTb BCACBIBAHUH.

Pacnpenenenue

Keronpoden 6onee wem Ha 90 % cBsizaH ¢ OenkaMu TUIa3Mbl KPOBH, MPEUMYIIECTBEHHO C
anrOyMuHOBOU (pakiueid. OO0beM pacrmpeneneHus B TKaHax coctaBisieT oT 0,1 mo 0,2 s/kr.
[Ipenapat Xopomio MPOHUKAET B CHUHOBUAIBHYIO XKUAKOCTb M JIOCTUTaeT TaM KOHILIEHTPAlUH,
paBHoit 30 % r1a3MeHHOW. 3HaYMMble KOHLEHTPAIMK KeTonpo(eHa B CHHOBUAIBHOM JKUAKOCTH
CcTaOMIbHBI U coxpaustorcss 10 30 4, B pe3yabTare yero Ha JUIMTEIbHOE BPEMSI YMEHbIIAETCs
00J1eBOI CUHIPOM M CKOBAHHOCTH CYCTABOB.

Buorpancdhopmarims

Keronpoden mnoxBepraeTcs HHTEHCHBHOMY METAa0OIM3MY MOCPEICTBOM MHUKPOCOMAIbHBIX
dbepmenToB medeHu, nepuon monyBeiBenaeHus (Ti2) cocraBmser menee 2 4. Kerompoden
CBSI3BIBACTCSl C TIFOKYPOHOBOW KHCJIOTOW M BBIBOJHWTCS W3 OpraHW3Ma B BHJE TIIOKYPOHHUJA.
AKTHUBHBIX METa0OIUTOB KETOPpO(hEeHA HET.

DJIMMUHAIMS

Ot 70 % no 80 % xetonpodeHa BEIBOIUTCS MOYKaMU B TeueHHe 24 4, B ocHOBHOM (Ooiee 90 %)
B (hopMe IITIoKypoHH1a KetonpodeHa, u okosio 10 % BHIBOAUTCS KUILIEYHUKOM.

Oco0nIe I'pYyHOIbl TaMEHTOB

THayuenmoi ¢ HapywieHuaAMYU PYHKYUU NeyeHuU

VY DanMeHToB C IMEYEHOYHOM HEJOCTATOYHOCTBIO KETONPO(EH MOXKET aKKyMYJIHpPOBAaThCS B
TKaHsX; TAKAM TallHEHTaM HE0OXOAMMO Ha3Ha4YaTh MpernapaT B MUHUMAIBHOW TEePareBTHIECKOM
J03¢€.

Tayuenmoi ¢ HapyweHuAMU PYHKYUU NOYEK

VY nmanueHTOB C MOYEYHOH HEJOCTATOYHOCTBIO KIMPEHC KeTompodeHa CHIKEH, YBEINYHBAs
nepuos nonyBbiBeneHus (T12) Ha 1 4.

Hauuenmw NnOJ2HCUTIOC0 803pacma
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Y mnanMeHToB MOXHIJIOTO BO3pacTa MeTaboJau3M U 'lﬂige;nggl%j %E’I-l(-)%‘g&‘ﬁg;lg Tr?pgljl'e-'x:énm

MCIOJICHHEC, HO 3TO HMCCT KIMHHUYCCKOC 3HAYCHHC TOJIBKO I IMaUMCHTOB CO CHIDKCHHOM

byHKIHEH MToYeK.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

lMumpomenosa (TUAPOKCHITPOTIIMETHIIIEIUTION03a)

Kanbuus runpodocdar quruapar

CunukatupoBaHHas MUKPOKpHUCTANINYECKas 1eJITI0I03a

Kpaxman kaprodenbHbIii

Kpemuust auokcua KOJTOUAHBIN (a3pOoCcKi)

Maruus creapat

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs)

5 ner.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U

B 3amumnienHom ot cBeta Mecte, pu Temneparype He Baiie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH

[To 20 TabmeTok BO (hj1TakOH TEMHOTO CTEKJIa, YKYMOPEHHBIN KPBIIIIKOM.

ITo 1 pmakoHy BMecTe ¢ MHCTPYKITMEH 110 TPUMEHEHHIO B IMAYKy U3 KapTOHA.

ITo 10 Tabnerox B 6mucrep u3 mieHku [I1BX nnu [IBX/TIB/IX/TIBX u ¢onbru amoMHUHHEBOIA.
IMo 1, 2, 3,4, 5 unu 6 GiMcTepoB BMECTE C MHCTPYKIMEH 1O MPUMEHEHHUIO TOMEUIAIOT B MAYKy
U3 KapTOHa.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHHM HMCIHOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WIN OTX0A0B, TMOJYYEHHBIX [MOCJe MpPUMeHEHUs
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUMYJIALIHMHU ¢ PenapaToM

Oco0ble TpeOOoBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs

AO «buokom»

355016, CtaBpononbsckuii kpaii, r. CtaBponosb, HanaeBckuil mpoesn, 1. 54.
Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru
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7.1. TIpecTaBUTeb AepKATes perncTpamndnnoro yioerosepetnta! = [EHUCTE D003

IIperen3uun norpedbuTeel HANPABIATS 10 AJIPECY:

Poccniickas @enepanys

AO «buokom»

CraBponosnbckuil kpaii, r. CraBponoiib, YamaeBckuit mpoes, 1. 54.
Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

8. HOMEP PETUCTPAIIMOHHOT'O YIOCTOBEPEHUSI
JITI-Ne(001578)-(PT-RU)

9. IATA HIEPBUYHOM PETUCTPAIIMU (MOATBEPKJAEHUS PETUCTPALINY,
MNEPEPET'UCTPALIUN)
Hata nepBoii peructpauuu: 22.12.2022

10. JATA IIEPECMOTPA TEKCTA

OOmast xapaktepucTuka JekapcrBeHHoro mpemnapara Kerompopen-AKOC MB noctynHa Ha

WHPOPMAIIMOHHOM TIOpTajie EBpa3suiickoro SKOHOMHUYECKOTO Ccor3a B HWH(GOPMAIMOHHO-

KOMMYHUKaIMOHHOU cetu «HTepHEeT»: http://eec.eaeunion.org.

15



