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(NCCNEOOBATENEHOCTE 0011)

OBIIAA XAPAKTEPUCTUKA JIERAPCTBEHHOTO HPEHAPATA
1. HAUMEHOBAHHUE JIEKAPCTBEHHOI' O IIPEITAPATA

Keronan, 50 mr, kancyel.

2. KAYECTBEHHBIN U KOJIUMYECTBEHHBIN COCTAB

JleficTBy1o1IIEee BEIIECTBO: KETOMPOQEH.
Kaxnas xancyna conepxut 50 mr kerornpogeHa.

BemecTBa, HaTM4KMe KOTOPBIX HAJIO YYMTHIBATH B COCTaBE JICKAPCTBEHHOTO Mperapara: JIakTo3a
(cm. paznensi 4.3, 4.4).

[TonHbIi epeyeHb BCIIOMOTaTENbHbBIX BEMIECTB MPUBEICH B pazaene 6.1.

3. JJEKAPCTBEHHAS ®OPMA

Kancymbr.
Kancynsl: Henpo3paunble Karcyibl Ne 3 ¢ 6e1bIM KOPITyCOM U rofy00i KPBIIICYKOM.

Cooeposcumoe kancyn: pacChluaThIi UM CIIPECCOBAHHBIN MOPOIIOK OEJI0ro 1IBETA C )KEJITOBATHIM
OTTEHKOM.

4. KIMHUYECKUE JAHHBIE
4.1. Tloka3zaHus K NPUMEHEHHUIO

Keronan mnokasaH K NpPHMEHEHHUIO Y B3pOCJIBIX M IOAPOCTKOB B Bo3pacTe OT 15 jer g
CUMIOTOMATUYECKOW Tepanuu OOJEe3HEHHBIX M BOCHAIUTEIBHBIX MPOILIECCOB PA3IUYHOTO
MIPOUCXOXKIACHUS, B TOM YHUCIIE:

- BOCIAJIUTEJIbHBIE U JIeT€HEePaTUBHbIE 3a00JI€BaHUS ONIOPHO-/IBUraTEIbHOTO arapara:
® PEBMaTOUIHBIN apTPHUT;
® CEpOHEraTHBHbBIE AapTPUTHL: AHKWIOZUPYIOIIUMH CHOHIWIMT — Oone3Hb bexrepesa,
MICOPUATHYECKHI apTpUT, pEaKTUBHBIN apTpuT (cuHIpoM Pelitepa);
e [ozarpa, ceBJoNoAarpa;
® OCTEOapTpHT;
® TEHIWHUT, OYPCUT, MUAITHS, HEBPAJITHUS, PAJUKYJIUT;
- 00JIEBOM CHHIIPOM, B TOM YHCJIE CJIa0BI, yMEPEHHBIN U BHIPAKECHHBIMN:

e Troji0oBHas 00Jb;
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e 3y0OHas 00Jb;
® [IOCTTPaBMAaTHUYECKUI U MOCICONePalHOHHBIN 00JIEBOW CHHIIPOM;
e 00JEeBOI CUHIPOM IIPHU OHKOJIOTMYECKHX 3a00JI€BaHUSX;

® aAJIbIrOAUCMCHOPECA.

HpenapaT npeaAHa3HauUCH IJId CUMIITOMAaTHYSCKOMN TCpalru, YMCHBIUICHUA 00JIM U BOCIIAJICHUS
PA3ITUYIHOTO IPOUCXOKIACHUA HAa MOMCHT HCIIOJIB30BaHMs, HA IPOIPECCUPOBAHUC 3a00JIcBaHUs HE
BJIMACT.

4.2. Pe:xxuM 103UPOBAHUS U CIIOCOO MPUMEHEHUS

PexxuM 03upoBaHusa

Bspocnvie u demu cmapwe 15 nem

CrannaptHas cxema Tepanuu npenaparom: 50 mr (1 kamcyna) keronpodeHa yTpom u B 00en
50 - 100 mr (1-2 xamcynsl) — Bedepom. CyTouHas 103a KeTonpodeHa MoKeT ObITh CHMYKEHA JI0
100 Mr B 3aBUCUMOCTH OT XapakTepa 3a00JI€BaHUs U COCTOSIHUSA MAIlMEHTA.

IIpenapar Kertonan s mpueMa BHYTPbh MOXHO COYETaTb C INPUMEHEHUEM PEKTAIBHBIX
CYMNIIO3UTOPUEB; HATIPUMED, MALUEHT MOKET NPHUHATH N0 1 kancyne Keronan (50 mr) yrpom u B
cepenuHe HA U BBecTH 1 cynmo3utopuii (100 MT) peKTaqbHO BEYEPOM.

MaxkcumanbHast 103a keronpodena cocrasisier 200 mr/cytku. Crienyer TIIATEIbHO OLICHUTH
PHCKH | TOJIB3Y OT JICUCHHS Tepe]l MpuMeHeHneM mpenapara B 103e 200 mr/cyT (cM. pazzaen 4.4).

Oco0ble rpyIbl MAUEHTOB

Hauuenmbz noosicun0co so3pacma

VY nanueHToB MOXKWIOTLO BO3pAacTa PEKOMEHIYETCS CHMKAaTh HAdalbHYIO 03y IIpernapara,
NOJACP>KKBas B JaJIbHEHIIEeM MUHUMANIBHO 3(dexkTrBHY0 103y. [lalMeHThl M0XXMI0ro Bo3pacra
OoJiee OABEPIKEHBI Pa3BUTHIO HEXKEIATeIbHBIX PEaKIIni.

Hauuenmbz C NeYeHOYHOU U/ U NOYEYHOU HeOOCMAMOYHOCMbIO

[Ipy npuMeHEeHMM Yy TALUMEHTOB C TEYECHOYHOH W/MIM TOYEYHOH HEI0CTaTOYHOCTHIO
pPEKOMEHAyeTCs CHMXKaThb HauyalbHYI JI03y IIpernapara, MOJJEepXKHUBas B JaJbHEHIIeM
MUHHMaJIBHO 3¢ dexTuBHy0 103y. [IpumMenenue keronpodeHa y nanueHTOB ¢ MOYEYHON W/WiIH
[IEYEHOYHON HEIOCTATOYHOCTBIO TSKEJIONW CTENEHU IPOTUBOIIOKA3aHO.

CTU
Pexxum no3upoBanus 11 1eTer oT 15 JeT He OTIIMYaeTCs OT peKruMa 103UPOBAHUS JIS1 B3POCIBIX.
Keronain npotuBonokasaH y aerel B Bozpacte 10 15 et (cM. pazaen 4.3).

Croco0 mpuMeHeHus

Buytps. Kancynel KeTonan cnenyer npuHuMaTh LEIMKOM BO BpPEMsI WIIM IOCJE €/bl, 3alllBas
BOJIOH.
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4.3. IlpoTrnBONOKa3aHus

® TUNEPYYBCTBUTEIBHOCTH K KETOMPO(EHy WM K JII0OOMY M3 BCIIOMOTaTEIbHBIX BEIIECTB,
MEePEUYHUCIICHHBIX B paznene 6.1, a Takke K camuuuiaTam WIH JAPYTUM HECTEPOUTHBIM
MpOTHBOBOCTIANIUTENLHBIM Tpemapatam (HITBII);

® T[IOJIHOE WJIM HEMOJIHOE COYETaHHE OPOHXMAJIbHOW aCTMbl, aHTHOHEBPOTUYECKOTO OTEKa,
KpanuBHUIIBL, OCTPOTO PUHUTA, PELUAUBUPYIOLIETO MOJIUIO03a HOCA WK OKOJIOHOCOBBIX
MazyXx U HEMEPEeHOCHUMOCTH alleTHJICATUIUIOBONH KuciaoThl uinu apyrux HIIBIT (B Tom
YHUCJIe B aHAMHE3E);

® s3BEHHAs OOJIE3HD XKeNyJKa WIH JBEHAIIATHIIEPCTHONW KUIIKH B CTAIHH OOOCTpEHHS, a
TaKKe KeNyI0YHO-KUIICYHBIE S3Bbl, KPOBOTEUCHHUS U TIepOpalum;

® XpOHHUYECKas TUCIENCHs, BOCTAIUTEIbHBIC 3a00IeBaHMs KUIICYHUKA (SI3BEHHBIN KOJHT,
00se3ub KpoHa, TUBEPTUKYIINT) B CTATUH OOOCTPEHHUS;

e remowius M Jpyrue HapylIeHHUs CBEPTHIBAEMOCTH KpOBH (B TOM  4YHUCIE
reMopparuueckuii quaTes);

e neTrckuil Bo3pact (10 15 ner);

® [ICUYCHOYHAsI HEAOCTATOUYHOCTh TSKENIOM CTENeHH, aKTUBHOE 3a00JIeBaHHE NICUCHHU;

® [OYeYHAsh HEJOCTATOYHOCTh Tsbkenod creneHu (knaupenc kpearnHuHa  (KK)
Menee 30 MiI/MHH), TIpOrpeccHpylomue  3a00JeBaHUS  TOYEK,  IOATBEP)KICHHAS
TUIIEPKATUEMUS,

e JIEKOMIICHCUPOBaHHasl CEpAEYHAasl HEIOCTATOYHOCTb, NEPHONEPALMOHHBIA NEPUO IPU

A0PTOKOPOHAPHOM IITYHTUPOBAHUU;

1epeOpOBACKYISIPHBIE U IPYTHE KPOBOTCUCHHUS;

O6epeMeHHOCTh B cpoke Oosee 20 Henenb;

MEePHUO TPYJHOTO BCKApMIIUBAHUS;

JNeUINT JIAKTa3bl, HETIEPEHOCUMOCTb JAKTO3bI, TJIFOKO30-TaJIaKTO3HAst MAIbaOCOPOIIHsL.

4.4. OcoOble yka3zaHHusl U MepPbI NPeTOCTOPOKHOCTH NPH MPUMEHEHUN

Mepbl IpeaoCTOPOKHOCTU

bponxuanpHas acTMa B aHaMHe3€, KIMHUYECKH BBIPDAKEHHBIE CEPJEUYHO-COCYIUCTHIE,
1epedpoBacKysipHbIe 3a00sIeBaHUs U 3a00JIeBaHUs MEPUPEPUUECKUX apTEePUd, TUCITUITHIEMUS,
Iporpeccupyronye 3a00aeBaHus NEYEHU, TUNepOUIpyOMHEMHUS, AJIKOTOJIBHBINA IIUPPO3 MEYEHH,
NIeYEHOYHAsI HEOCTATOUYHOCTD JIETKOW U CpeIHEH CTENEeHM TSHKECTH, ITOYeUHasi HeIOCTaTOYHOCTh
cpenneit crenenn Tsokectu (KK 30-60 mi/mMuH), XpoHHMUYEcKash cepiaeyHas HEI0CTaTOYHOCTD,
apTepuanbHas THUIEPTEH3Us, 3a00JeBaHUs KPOBM, JETHApaTalusi, caxapHbeldi 1ualer,
aHAMHECTHYECKUE JAHHBIE O PAa3BUTUM S3BEHHOIO NOPAKEHMs XKEIyJOYHO-KUIIEYHOTO TPAKTa
(OKKT), nannuue undexyu Helicobacter pylori, Tsxkenble cOMaTH4IECKUE 3a00I€BaHUs, TOKHUIION
BO3pacT (cTapuie 65 JeT, B T.4. MOJy4Yarollue AUYyPeTHKH, OcIabIeHHbIe NAllMeHThl U ¢ HU3KOM
Maccoil Tena), KypeHue, COMyTCTBYIONAas Tepanusi aHTUKOAryJsHTaMu (Hampumep, BapdapuH),
aHTHarperaHTaMu (Hammpumep, aleTUICATUIMIIOBas KHCJIOTA, HUKOpaHNN),
TJIIOKOKOPTUKOCTEPOUIaMHU Ul TIpUeMa BHYTPb (HampuMep, HpPeIHU30JI0H), CEJICKTHBHBIMU
WHTUOMTOpaMu 0OpaTHOTO 3aXBaTa CEPOTOHMHA (HAIPUMED, IUTATIOTPAM, CEPTPAJIHH ), TAITUEHTHI
C YMEHbIIEHHEM 00beMa IIUPKYJINPYIOIIel KpoBH, uTenbHoe npuMmenenne HITBIT.
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Oco0ble YKa3aHusg

C 1enpl0 CHWXKEHHS PUCKA PAa3BUTHUS HEXKEJIATENIbHBIX SBJICHUHA KeTOlpodeHa peKOMEHAyeTCs
PUMEHEHHE MUHUMAIbHOM 3()(h)eKTUBHOM /03I B TEUEHHE MUHUMAIIFHO KOPOTKOTO TIEPHO/IA.

Macxupoeka CUMNNOMO6B OCHOBHO20 MH¢€KI4MOHH020 3abonesanus

IIpu npumeHenuun kerompodeHa, kak W npu mnpumeHeHuun Apyrux HIIBII, cumnromsl
MHQEKIMOHHBIX 3a00J€BaHUH MOTYT OBbITh MEHEE BBIPAXEHHBIMH, YTO MOXKET IMPHUBECTH K
YUIMHEHUID  CPOKOB  IIOCTAHOBKM  INPAaBWIBHOIO  JMATrHO3a, OTCPOYEHHOMY  Hadally
COOTBETCTBYIOLIETO JICUEHUS M YXYALICHHIO HUCXOAa HMH(pEKIUuOHHOro 3aboneBaHus. JlaHHOe
SBJICHHE HAOJIONAIOCHh MpH OaKTepUAIbHOW BHEOOJIHPHMYHONW MHEBMOHHHM M OaKTepHAIbHBIX
OCJIOXKHEHUSAX BETPSHOM ocmbl. B ciaydae npumeHeHus kerornpodeHa Npu HH(EKIHOHHOM
3a00JICBaHUN U CHIDKCHHS TEMIIEpaTyphl Teja WIM Ky[MUpOBaHHS OO0JIEBOTO CHHIpOMA,
pekoMeHayeTcs oOecredeHue TUIaTeNbHOTO HAOMIOACHUs 3a TedyeHueM uHpeknuu. B
amMOyJIaTOPHBIX YCIIOBHAX, B CIIy4ae €CIIM CHMIITOMBI COXPAHSIOTCS WIH YXYAIIAIOTCS, TAIUEHTY
HE00X0UMO 0OpATUTHCS K Bpauy.

He cnenyer couerars mpuem kertorpodena ¢ mpuemom apyrux HIIBIT w/mnm wHrnOburopos
or - 2.

Peam;uu CO CMOpPOHDbI mceﬂydquO-Kumequeo mpaxkma

Crnenyer coOnoaTh OCTOPOKHOCTh MPU COBMECTHOM INPHMEHEHHH C MpenapaTaMmy, KOTOphIE
MOTYyT  HOBBICUTH  PHUCK  O0pa3oBaHMA  $SI3B  WJIM  KPOBOTEUEHHs, TaKUMHM  Kak
[JIIOKOKOPTUKOCTEPOUIbI JUIsl TpPHEMa BHYTPb, AaHTHKOAryJsHTbI (Hampumep, BapdapuH),
CEJIEKTHBHbIE MHTUOMTOPBI OOpAaTHOTO 3axBaTa CEPOTOHHMHA WM aHTHArperaHThl (Hampumep,
alleTWICAIMLIMIOBAs KUCIIOTa WM HUKOpaHIui) (CM. paszen 4.5).

Cool0manoch 0 pa3BUTHM HKEIyIOYHO-KUIIEYHBIX KpOBOTEUEHHUH, 3B M nepdopauuii (c
BO3MOYKHBIM JIETaJIbHBIM MCX0/10M) BO BpeMs npumenenust HIIBII Ha 1r060M sTane neyeHus, BHe
3aBUCUMOCTH OT HaJU4YUsl YTPOXKAIOUIMX CHMITOMOB WM Tspkenbix 3aboneBanuii JXXKT B
aHaMHe3e.

VY nmanueHToB MOXKHUJIOT0 BO3pACTa CYILIECTBYET IMOBBIIIEHHBIM PUCK PAa3BUTHUS HEXKEIATEIbHBIX
peakmuii co ctoponsl KKT, Takux Kak >KemyJI0YHO-KHIIEUYHOE KPOBOTEUYCHHE U Tepdoparus
(C BO3MOKHBIM JIETATBHBIM UCXOA0M) (CM. pazzaen 4.2).

B ciywae pa3ButHs )KeTyJOUHO-KUAIIEYHOTO KPOBOTEUCHHsI WIH oOpa3oBanHus 5138 opraHoB KKT
IIpY IPUMEHEHUHU KeTonpodeHa, JIeUeHNE CIIeAYeT HEMEIJICHHO MTPEKPATHUTb.

Puck kemy104HO-KUIIEYHOTO KPOBOTEUEHHUS, I3BO0OOPA30BaHMsI UM MepPopanyy NOBbILIACTCS
npu npumeHeHuu Ooinee Bbicokux o3 HIIBII, mpm Hamuuum si3BeHHON OOJNE3HM B aHaMHE3e,
0COOEHHO OCJIOXHEHHOM KpOBOTEUEHHEM WM Nepdopanueil, u npu NpUMEHEHUU Y NallMEeHTOB
IIO’KUJIOTO BO3pacTa. Y 3TUX IPyNN IMALUEHTOB JICYEHHUE CIIEAYEeT HAauMHAaTh C MHUHHUMAJbHO
BO3MOXHBIX 1103. CieyeT paccMOTPETh COBMECTHOE NPUMEHEHHME C TacTPONPOTCKTUBHBIMH
npernaparamu (HalpuMep, MU30IPOCTOJIOM MM MHTMOUTOpAaMH MPOTOHHOM HOMIIBI) y JaHHBIX
Ipynn NAaUeHTOB, a TakkKe y IAlHUeHTOB, KOTOPbBIM HEOOXOIUMO IpPHUMEHEHHE
aleTWICAIMIIMIOBOM KUCJIOTHl B HU3KMX /103aX WM JPYIHMX IPENapaToB, MOBBIIIAIOMNX PUCK
pa3BUTHS HeXenaTelbHbIX peakiuii co croponbl XKKT (cMm. pazgen 4.5).
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ALLLLT Va

HaHI/IeHTBI C HCXKCIIATCIIbHBIMU PCAKIIUAMHA CO CTOPOHBI 7ZINIKT B aHaMHCT3T(OCOOCHHO TTaNCHTHI
MOKUJIOTO BO3pacTa) JAOKHBI COOOIIaTh 000 BCeX HEOOBIYHBIX cHMMITOMax co cTopoHbl JKKT
(Hpexc,ue BCEI'0 0 KCIIYAOYHO-KUIIECIYHOM KpOBOTC‘IeHI/II/I), B 0COOEHHOCTH Ha HAYaILHBIX dTaIlax
JICUCHMUS.

CyIecTByIOT 3MHUIEMUOJIOTUYECKUE JIaHHBIE, CBUICTEIBCTBYIOIIME O CBSI3M IPUMEHEHUS
KerornpodeHa C BBICOKUM PHCKOM DPa3BUTHS TSDKEIIOW JKEITyAOYHO-KHIIEYHOW TOKCHUYHOCTH,
COTOCTaBUMOM ¢ TakoBoi mpu npumeHeHun Apyrux HIIBII, ocobeHHO B BBICOKHX q03aX (CM.
paznen 4.3).

HIIBII cnemyetr mpUMEHATh C OCTOPOXKHOCTBHIO Y MAIlMeHTOB ¢ 3a0oneBanusMu opranoB JKKT B
aHamHe3e (S3BEHHBIH KOJIUT, Oosie3Hb KpoHa), Tak Kak 3TO MOXKET HNPUBOAUTH K OOOCTPEHUIO
TaHHBIX 3a00eBanuii (cM. pazaen 4.8).

Cepoeuno-cocyoucmole peakyuu u peaxyuu co CMmopoHsbl COCY008 20I08HO20 MO32A

JlaHHbIE KIMHUYECKUX MCCIEIOBAHUNA M JMMIEMUOJIOTMYECKUE [JaHHBIE IMPEANOararmT, 4YTO
npumenenne Hekotopbix HIIBII (oco6eHHO B BBICOKUX J03aX U P MPOJOJIKUTETEHOM JIEUEHUH )
MOJKET OBbITh CBSI3aHO C MOBBIIIEHHBIM PHCKOM pa3BUTHsI apTepUaIbHBIX TPOMOO30B (Hampumep,
nH(papKTa MUOKap/aa Wi UHCYNIbTa). Ha OCHOBaHMM MMEIOIIMXCS AHHBIX HEJIb3s HCKIIOUUTH
TaKOM PHUCK MPHU MPUMEHEHUH KeTolpodeHa.

Kak u npu npumenenun apyrux HIIBII, cienyer ynenste ocoboe BHUMaHUE NPU IPUMEHEHUN Y
MAIMEHTOB c JNEKOMIICHCUPOBAHHOM  THIIEPTOHUYECKOU 00J1e3Hb10, CepleYHON
HEJIOCTATOYHOCTHIO, HIIEMHYECKONH OOJE3HBI0 cepAma, 3a00IeBaHUSIMHU IepupEepUISCKIX
apTepuil U/UiaK 1epeOpoBacKyIPHBIMU 3a00JI€BaHUSAMH, a TaKXKe Mepe]l HayaJIoM JUIUTENIbHOTO
JIeYeHUs] y TAIUEeHTOB ¢ (aKTOpaMH pPHCKAa Pa3BUTUS CEPACYHO-COCYTUCTHIX 3a00JIeBaHUI
(MOBBILIIEHHOE apTepHATIbHOE JIaBICHUE, TUIIEPIIUITUAEMUS, CaXxapHbIi 11abeT, KypeHue).

Coo0manoch 0 TOBBIILIEHUH PUCKA Pa3BUTUSL apTEepPHAIbHBIX TPOMOO30B NpU NPUMEHEHUU
HeacniupuHOBbIX HIIBII nist kynupoBaHUs HepHOIEpalMOHBIX 0OJel MpH aopTOKOPOHAPHOM
ITYHTUPOBAHUU.

Heo6xomumo coOmrogaTh OCTOPOXKHOCTh TPH NMPUMEHEHHH KeTomnmpod)eHa y MaIMeHTOB C
MOBBIIICHUCM apTCPUAJIBHOIO [JaBJICHHA B AHAMHE3C I/I/I/IJII/I CGp,Z[G‘-IHOI\/'I HEAOCTAaTOYHOCTBIO
JIETKOM WM CpefHell cTenmeHu TsbkecTw, Tak kak npu npuMmeHeHuun HIIBIT coobmamocs o
3aJIepPIKKE KUAKOCTH U Pa3BUTHH OTEKOB.

Peakuuu CO CMOPOHbL KOIHCU

OdeHp pelKo COOOIIAIOCh O PA3BUTHU TSKEIBIX PEAKIMH CO CTOPOHBI KOXKHU (C BO3MOYKHBIM
JIETAJIbHBIM MCXOJIOM), BKJItOUasi 3KC(HOIUATUBHBIN nepMaTuT, cuHapoM CtuBeHca-/[>koHCOHA U
TOKCUYECKHUI 3NUJepMaIbHblii HEKPOau3, cBsizaHHbIX ¢ npumeHeHuem HIIBII (cM. pasnen 4.8).
HaunGonpmmii pucK pa3BUTHA JaHHBIX COCTOSIHUW TPUXOJIWUTCS HAa HAYalo TEparuu, B
OOJIBLIIMHCTBE CJIy4aeB OHHU DPAa3BUBAIMCh B TEYCHHWE IMEPBOro Mecsma Jsedenus. Cuemyer
MPEKPATUTh MPUMEHEHHE KeTompodeHa MpU MEPBOM MOSBICHUM KOXXHOW ChIMH, W3bA3BICHUS
CJIM3UCTBIX 000JI0UEK WIIN JIFOOBIX IPYTUX MPU3HAKOB TMIIEPUYYBCTBUTEIBHOCTH.

Hapywenus co cmoponul OvixamenvHoti cucmembl

VY nanueHToB ¢ OPOHXHMAJIBHOM aCTMOH B COYETAaHMM C XPOHHMUECKUM PHUHUTOM, XPOHUYECKHM
CHUHYCUTOM W/WJIM TOJMIIaMU HOCOBOW IOJIOCTH CYILIECTBYET 0o0Jiee BBICOKHM PUCK pa3BUTHS
IIEPTUYECKUX PEaKIUil K aleTuIcaauiioBoi kucnore w/unu HIIBIL, yem y npyrux mroaei.
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HpI/IMeHeHI/IC 9TUX TPCHapaToB MOXKCT IPUBOANTE K ACTMATHHICCRUM — HPUCTYITav I
6p0HXOCHa3My, 0Cc00€EHHO Y HNamueHTOB C aﬂﬂeprl/leﬁ Ha alCTUICAIUIUIOBYIO KHCJIOTY HIIN
HIIBII B anamHue3e (cM. paznen 4.3).

T'unepranuemus

Bo3M0kHO pa3BUTHE rUNIEpKaIMEMUN, OCOOCHHO Y MAIMEHTOB C CaXapHbIM JHa0ETOM, TOYEHHOM
HEIOCTaTOYHOCTBIO W/WIIM TIPH COBMECTHOM MPUMEHEHHH ¢ KalniicOeperaromnumMi npenapaTaMmu
(cM. pazgen 4.5). Y Takux NallMEHTOB CIIEAYET TIATeIbHO KOHTPOJIUPOBATh YPOBEHb Kallusl.

Bausnue na gpynkyuro nouex

Bo Bpems Hauana JiedeHus cienyeT THiaTeabHO HaOMoaaTh 3a (GpyHKIMeH NoYeK y HalueHTOB C
CepACYHON HEIOCTaTOYHOCTBhIO, LUPPO30OM WM HEPpPO30M, Yy TMAIMEHTOB, MOIYYarOIINX
IUYPETUYECKYI0 TEpamuio, U y MalMEeHTOB C XPOHUYECKOH O0JIe3HbI0 MOYeK (OCOOEHHO Y
MAlUEHTOB MOXKWIOT0 BO3pacta). Y 3THX IpylI HNAleHTOB MPUMEHEHHE KETONpPOo(eHa MOKET
NPUBECTH K  CHIDKEHUIO  IIOYEYHOrO0  KPOBOTOKA,  BBI3BAHHOMY  HMHTHOHMpOBaHHEM
MIPOCTATJIAHAMHOB, U JICKOMIICHCAIIUH ITOUYCYHOHN (DYHKITHH.

Bruanue na ¢ynxyuio neuenu

Y ITaITUCHTOB C OTKJIOHCHUAMMU B q)YHKIII/IOHaJ'IBHI)IX TecTax IIEYEHU UIIH C 3a00JI€BAaHUAMHU [I€UEHHU
B aHaMHe3e CJIeyeT MEPUOANYCCKH KOHTPOJIHMPOBATH YPOBCHb «IIEYCHOUHBIX» TpPaHCaMHUHa3,
0COOEHHO MPHU JITUTEIHHOM JICUCHUH.

HpI/I IIPUMCHCHUU KeTOHpO(i)eHa COO6IJ.I8.J'IOCL O PCAKHUX CIIYUasX pa3BUTHUS KCIITYXHU U I'ClIaTUTA.

Ipyeue s¢hghexmul

B ciydae oOHapy keHHs TPU3HAKOB HHPEKITMOHHOTO 3a00JICBaHUs CIICAYET OOpaTUTh BHUMAHUE,
YTO MPOTHUBOBOCIIATUTEIbHBIC, 00€300IMBAIOIINE U KApOMOHIKAIOIINE CBOMCTBA KeTonpodeHa,
kak u apyrux HIIBII, MoryT MackupoBaTh OOBIUHBIC PU3HAKHA MPOTPECCUPOBAHUS MH(DEKIINH,
TaKWe KakK JINXOPaJKa.

[Tpumenenune keronpodeHa MOKET BIUATH HA KEHCKYIO (PepTHIBLHOCTh, MO3TOMY Mpernapar He
PCKOMCHAYCTCA HNPUMCHATH JKCHIIWHAM, IUIAHUPYIOIMIUM 6epeMeHHOCTB. HaLII/ICHTKaM C
oecrutogueM (B T.4. MPOXOJSIIMM OOCIIEIOBAaHUE) CIIEIYyEeT PacCMOTPETh BOMPOC 00 OTKasze OT
HIIBII.

[Ipy BO3HUKHOBEHUU HAPYIICHUN CO CTOPOHBI OPTaHOB 3PEHUS, TAKUX KaK TOMYyTHEHHUE 3pEHUS U
Ip., J€YCHHE CIETYEeT HE3aMEeUIUTEIILHO TPEKPATUTh.

BcnomMorarenpHBIE BEIecTBA

IIpenapam codepcum 1axmo3sy

JlaHHBIN JIEKAPCTBEHHBIN Mpenapar He CJIeAyeT MPUHUMATh MallMeHTaM ¢ PEJIKO BCTpEYaromecs
HACJEACTBEHHON HEMEPEHOCUMOCTBIO TalaKTO3bl, JAKTa3HON HEI0CTATOYHOCTHIO UIU TIIFOKO30-
raJIaKTO3HOM MababCopOITHEi.

4.5. BzaumoaeiicTBue ¢ JAPYIMMH JICKAPCTBEHHBIMH IpenapataMH W Jpyrue BHABI
B3aUMO/EHCTBUSA

IIpemapathl, COBMECTHOE IPUMEHECHUE C KOTOPLIMH HE PEKOMEHIYETCS
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ITIAI D) Y

,ﬂpyeue HIIBII (61(']”01161}1 cejleKmueHble MH2M6Mm PDEr 1O =2 ) 0 CUTuyuIiainsl 6 60lCORUX"OU3TUX
TloBEIIIEHHBIN PHUCK pa3BUTHUA A3B U KpOBOTe‘IeHI/If/'I JKCITYJOUYHO-KHIICYHOI'O TPAKTaA.
AHmuKOaZy]l}ZHMbl

IloBbIIIEHHBIM PUCK pa3BUTUSA KPOBOTEUECHHUW IIPU COBMECTHOM NPHUMEHEHHM CO CIEAYIOIIMMH
npenaparamu:

® TCHapuH;

e anTaroHuctsl BuTamuHa K (Hanpumep, Bapdapun);

® YHTUOMTOPHI arperanu TPOMOOIIMTOB (HaPUMED, TUKJIOUINH, KJIOMUA0TPeN);
e YHruOUTOpHI TPOMOWHA (HampuMep, 1adburaTpan);

® TpsMble HHTUOUTOPHI (PaKTOpa cBEpTHIBAaHUS Xa (HampuMmep, anukcadaH, puBapokcadaH,
370KcabaH).

Eciu coBmecTHOTrO MPUMCHCHUA HCIIb3 I/I36G)KaTI), 3a MalUCHTOM CJICAYCT OCYLICCTBIIATDH
TIIAaTCIBHOC Ha6J'IIO,I[eHI/Ie.

IIpenapamuol rumust

W3-3a CHMKEHUS DKCKPELMM JIMTUS IIOYKAMHM BO3HHMKACT PHUCK MOBBINICHUS IUIA3MEHHBIX
KOHIIGHTPAaUUi JUTHSA, MHOTJA JOCTHTAIONIMX TOKCHYECKOro ypoBHs. llpu HeoOxoaumocTH
ClIeqyeT THIATEJIBbHO CIEAWTHh 3a YPOBHEM JINTUSA B IIa3M€ KPOBHM M KOPPEKTHUPOBATh O3y
[IpenaparoB JIMTUsS BO BpeMs U nocie npuMenenust HIIBII.

Memompexcam 6 do3ax ceviue 15 me 6 Hedenio

Bo3MoO’keH MOBBIIICHHBIH PUCK IeMaTOJIOTHYECKOH TOKCHYHOCTH METOTpeKcaTa, 0COOCHHO IMpH
IPUMEHEHUH B BBICOKMX J03aX (> 15 Mr B Hezenro), 4To, BEPOSITHO, CBA3aHO C BBITECHEHHEM
METOTpeKcaTa, CBA3aHHOTO OeNIKaMu, U CHIDKEHHEM €ro MOYE€YHOT0 KIMPEHCa.

IIpenmapartsl, IpH COBMECTHOM IIPHUMEHESHHH C KOTOPEIMH CIICAYET CO6J'IIOI[3TB OCTOPOKHOCTh

OpnHOBpEMEHHOE NPHUMEHEHHE C IpenapaTaMy, IOBBIIAIOUIMMH YPOBEHb Kajusi B KpOBU
(HanmpuMep, ¢ CONIIMH Kaylusl, KaauhcOeperamimuMu auypeTukamu, uHruoutopamu AllD u
aHTaroHucramu  peuentopoB  anruorensuHa II, HIIBII, HHM3KOMONEKYJSIpHBIMU  WIH
He(paKIMOHUPOBAHHBIMU TeNapUHAMU, LUKIOCIIOPHHOM, TAaKPOJIUMYCOM MU TPUMETOIIPUMOM)
YBEIMUMBAET PUCK pa3BUTHs THUIEPKAIUEMUU. PUCK TUIlEpKalMeMHMM IIOBBIIIAETCSA, €CIU
yKa3aHHbIE BBILIE MPenapaThl IPUMEHSIIOTCS COBMECTHO.

Huypemuueckue cpedcmea

VY mnanueHToB, NMPUHUMAMOIIMX JTUYPETUKH (B OCOOCHHOCTH y OOE3BOKCHHBIX MAIMEHTOB),
IMOBBIIIIACTCA PUCK pPa3BUTHUMA BTOpH‘-IHOﬁ OYEYHOU HEAOCTATOUYHOCTU BCJICACTBUC CHUKXCHUA
MOYEYHOTO0 KPOBOTOKA, BBHI3BAHHOTO MHTHOMPOBAHHEM IPOCTATJIaHIUHOB. Y TaKHUX MAIICHTOB
JOJKHA OBITh BOCTIOHEHA TOTEPSI )KUIKOCTH J0 Hayaia COBMECTHOM Tepanuu, a TaKkKe JOJHKEeH
OCYIIECTBISATHCS MOHUTOPHUHT (DYHKITUHM TIOYEK MOCTIe Havyasia Tepanuu (cM. paszaen 4.4).

Hneubumopor AII® u anmaeonucmol peyenmopog aneuomenzuna Il

VY manMeHToB cO CHIKEHHOM (yHKUMeH moyek (Hampumep, y 00€3BOKEHHBIX MAallUEHTOB U
NAIMEeHTOB TOXXMJIOTO BO3pacTa) COBMECTHOE TNpuMeHeHue uHruouropos AllD wm
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aHTAaroOHUCTOB pPELENTOPOB aHTrHoTeH3uHa [l v—mpemapartos;—mmrndmpyommx—HOF—Moxer—
MIPUBOJIUTH K JaJbHEUIIEMY CHHKCHHUIO TIOYEUHOW (DYHKIIMHU, BKITIOUYAs BO3MOXXHOCTH Pa3BUTHSA
OCTpOM OYEYHON HENOCTATOYHOCTH.

Memompexcam 6 dozax Hudxce 15 me 6 Hedento

B TeueHmne mepBhIX HENENb COBMECTHOTO MPUMEHEHUS CIeIyeT €KeHEeAeIbHO KOHTPOIUPOBAThH
o0muit ananu3 KpoBu. KOHTPOIIb CiieyeT OCYIIeCTBIATh Yallle Y MalMeHTOB MOKUIOr0 BO3pacTa
U y MAIMEHTOB C HapyIIeHneM (QyHKIUU TOYEeK.

Ilenmoxcugunnun

CoBMecTHOE MPUMEHEHHE C MEHTOKCU(UIIIMHOM MOBBIIAET PUCK PAa3BUTHUA KPOBOTEUEHHIL.
HeoOxonumo Oosiee 9acTo NPOBOAWUTH KIMHUYECKUI OCMOTp U OINpEAEEHUE BPEMEHHU
KPOBOTEUECHHSI.

Tenogposup

CoBmecTHOE IpuMeHeHue TeHopoBupa auconpokcui pymapata u HIIBII moskeT noBbIIaTh pUCK
pa3BUTHS TOUYEYHON HEJAOCTATOYHOCTH.

Huxopanoun

CoBmecTHOe npuMeHenue Hukopanauwia u HIIBII MoxxeT moBbIIaTh pUCK Pa3BUTHUS CEPHE3HBIX
OCJIOKHEHUH, TaKuX Kak A3Bbl, nepdopanus u kpoporeuenue u3z opranoB JXKKT (cm. paznen 4.4).

Cepoeunvie enuxko3uobl

He Obuto oTmeueHO (hapMaKOKMHETHMUYECKMX B3aUMOJEHCTBHHA MEXIy KEeTONpo(peHOM WU
aurokcuHoM. OJHAKO MPU UX COBMECTHOM NPUMEHEHUU CIEAYeT COOJI0JaThb OCTOPOKHOCTD,
0COOEHHO y MaIMEeHTOB C MOYEYHON HEAOCTaTOUHOCThIO, mockonbky HIIBIT moryT ocnaGmnsts
(GYHKIHIO TOYEK ¥ CHUXKATh MIOYEYHBIN KIIMPEHC CEPACYHBIX TTTMKO3U/IOB.

Kopmukocmepouowi

[ToBpieHHBIH pHCK 53B U KpoBoTeueHUil opranoB JKKT mpu coBMECTHOM NPUMEHEHUHU (CM.
paznen 4.4).

HDGHa‘[)aTBI, BBaHMO}IGﬁCTBHG C KOTOPBIMH CJICAYET YVUNUTHIBATH

Anmueunepmen3uenvie npenapamoi (bema-oaoxamopwt, uneubumopwvl AIID, ouypemuxu)

Puck ocnabnenuss aHTUrUNepTeH3UBHBIX A¢dekToB (32 cyer wuHruOuposanuss HIIBII
BA30IMIATHPYIOIIUX POCTATIaHANHOB).

Tpomborumuueckue npenapamoi

[ToBBIIIEHHBIN PUCK KPOBOTEUEHUS.

Cenexmugnvie uneubumopwvl oopamrozo 3axeama cepomonuna (CHO3C)
[ToBBITIIEHHBIN PUCK JKETYTOYHO-KHIIIEYHOTO KPOBOTEUCHHS (CM. pasnen 4.4).
IIpobeneyuo

CoBMecTHOE IPUMEHEHHE C MMPOOCHEIHIOM MOXKET 3HAYUTEIIbHO CHU3UTh TUIA3MEHHBIH KIIMPEHC
KerornpogeHa.

Mugenpucmon
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LILIDILL

HIIBII MOT'YT YMCHbBIIIATDH 3(1)(1)CKTI/IBHOCTL MI/I(I)U TPCTOHA: H})uuwl THTDTT CICAYCT HAIMHATE 1T
panee, ueM uepe3 8—12 mHel mocie 0OTMeHbI MU ETTPUCTOHA.

IIpenapathbl, B3aUMOJACUCTBHUE C KOTOPBIMHM CICAYET MPUHUMATh BO BHUMAHHE

Luxnocnopun, maxponumyc

Puck nomomHUTENBHOTO0 HE(PPOTOKCHYECKOTO JACHCTBUS, OCOOCHHO Y MAIlMEHTOB MOXHIIOTO
BO3pacTa.

4.6. ®epTWIBHOCTD, 0€PEMEHHOCTb U JIAKTALUS

bepeMeHHOCTD

WHrubupoBaHue cuHTE3a NpOCTarjiaHANHOB MOXKET OKa3aTh HEXKEJIATeIbHOE BIMSHUE HA TEUCHHUE
OEpeMEHHOCTH W/WIM Ha HSMOpHOHANBHOE pa3BuTHE. JlaHHBIE, TIOJTYYCHHBIE B XOE
SMHJIEMHOJIOTMYECKUX UCCIIEJOBAaHUI NIPU NPUMEHEHUN MHTMOUTOPOB CUHTE3a MpOCTarjaHuHa
Ha paHHUX CpOKax OEpEeMEHHOCTH, MOJATBEP)KJIAIOT IOBBIINIEHWE PUCKA CAMOIPOU3BOJIBHOIO
abopra u popmupoBaHus MOpokoB cepaua (~1-1,5 %). Puck noelmaercs ¢ yBeJIMUEHUEM 1036l U
JUIATEIbHOCTH JICUEHMUS.

[TpumensTh npenapaT OepeMEHHBIM XEHIIMHAM B cpoke a0 20 Henenab BO3MOXKHO TOJBKO B
cilydae, Korja IpeanoaraeMas nojib3a JUisi MaTepu ONPaB/IbIBAET BO3MOXKHBIN PUCK Ui TUIOAA.
B cnyyae noka3zaHHOH MOJIb3bl IPUMEHEHHSI KETONPOQEHa y )KEHIIMH B CPOKEe OEpEMEHHOCTH 10
20 HeZeNb U y JKEHIIWH, TUIAHUPYIOIUX OEPEeMEHHOCTS, CIIEIYEeT MPHIEPKUBATHCS MHHUMAIbHOM
3¢ GeKTUBHOM 103bI IpenapaTa U NpoA0JKUTEIbHOCTH JICUCHHUS.

He cnenyer npumensts HIIBII sxenmunam ¢ 20-i Hepenn 6€peMEHHOCTH B CBS3H C BO3MOXXHBIM
pa3BUTHEM MAJOBOAMS W/WUIU MATOJOTMH MOYEK Y HOBOPOXKACHHBIX (HEOHATalbHas MOYeYHAas
HeoCcTaTouHOCTh). [IpuMenenne keronpodena ¢ 20-it Henenu 6€peMEHHOCTH MOXKET TPUBOIUTD
K Pa3BUTHIO MAJOBOAMS M3-32 HApPYLICHHUS MOYEYHON (DYHKUIMHU IMJI0Ja. DTO MOXKET MPOU30UTH
BCKOpE I0CJIe Hayaja JIeYeHUs] 1 00bIYHO 00paTuMO mocie npekpamienus edenus. Kpome toro,
ObUTH COOOIIEHUSI O CY>KEHUU apTepUANBHOTO MPOTOKA IMOCIHE JIEYSHHUS BO BTOPOM TPUMECTPE,
OOJBIIMHCTBO U3 KOTOPBIX pa3pelIriioch Moclie mpekparienus jnedenus. [Ipuem ketompodena
CIIeTyeT MPEeKPaTUTh, €ClIi OOHAPYKEHBI MAIIOBO/INE WIIH CY>KEHHE apTepUAIbHOTO MPOTOKA.

Bo Bpems III tpumecTpa OEpeMEHHOCTH BCE WHTHOUTOPBHI CHHTE3a MPOCTArIAHIWHA MOTYT
OKa3bIBaTh TOKCHYECKOE BIIMSHHE HA IUIOJA, INPUBOAS K NPEKIECBPEMEHHOMY 3aKpPBITHIO
apTepHaIbHOTO MPOTOKA, JIETOYHOMN TUIEPTEH3UN 1 HAPYIICHUIO (YHKITUH MOYeK. Y OepeMeHHBIX
xkeHmH Bo Bpems III Tpumectpa OepeMEHHOCTH BO3MOXKHO pa3BUTHE CIA0OCTH POIOBOM
AKTUBHOCTH MaTKU U YBEJIUYEHUE BPEMEHU KPOBOTEUEHHS Jake MpPHU MPUMEHEHHH HU3KHUX 103
KeTornpodeHa.

CnenoBatenbHO, TpHUMEHEHHE KeTompodeHa B cpoke OepemeHHOCTH Oonee 20 Heaenb
POTHBOIOKA3aHO.

JlakTanus

Ha cerognsmHuii MOMEHT OTCYTCTBYIOT JIaHHBIE O BbIIEJICHUH KETOMpOo(deHa B rpyJHOE MOJIOKO,
MIO3TOMY NPHUMEHEHHE KeTonpodeHa He PeKOMEHI0BaHO MPHU IPYAHOM BCKapMIIMBAHUH.

DepTUABHOCTE
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VY XKEHIIMH, MJIaHUPYIOUIMX OCpEeMEHHOCTb, KETOMPOdPCH CaCAyCT TIPIMCHATE B MITHIMATSHOMN
>pdeKTHBHONH 03¢ B TEYEHHWE KaK MOXHO Oonee Koporkoro mepuoaa. HIIBIT moryt
OTPULIATENIFHO BO3/EUCTBOBATh HA JKEHCKYIO (DEpTUIBHOCTb, MOITOMY HE PEKOMEHAyeTCs
NPUMEHSITh UX Yy OJKCHIIUH, MPEANPUHUMAIOIINX IOMNBITKU 3a0epeMeHeTh. Y JKEHUIMH,
OTMEYaIOLINX HeylauHble MOMBITKYA 3a0epeMEeHETh TM00 MPOXOASIINX 00CIe0BaHIE Ha IPEMET
KEHCKOTO OSCIUTOHS, CICAYET PACCMOTPETh BO3MOXHOCTh oT™MeHbI HITBIT.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMM CpPeACTBAMHM W padoraTh €
MeXaHU3MaMH

JlaHHBIX 00 OTpHULIATENILHOM BIMAHUHU Ipernapara KeTroHam B pekoMeHAyeMbIX J/03aX Ha
CIIOCOOHOCTh K YNPaBJICHHUIO aBTOMOOMIEM WM pabOTy C MeXaHM3MaMHu HeT. Bmecrte ¢ Tew,
nalueHTaM, y KOTOphIX Ha ()OHE NPHUMEHEHMs I[Ipernapara BO3HMKAIOT COHJIMBOCTD,
rOJIOBOKPY’KE€HHUE, CyI0POTH WX IPYTHe HENPUATHBIE OLYIEHUS CO CTOPOHBI HEPBHOW CUCTEMBI,
BKJIIOYAsl HApyIIEHHE 3PEHHUs, CIeAyeT BO3AEPKAaThCs OT BOXKICHUS aBTOTPAHCIOPTA M 3aHATHIM
MOTEHILIMAJIbHO OMACHBIMU BHUJAMHU AESITEIBbHOCTH, TPEOYIOIIMMHU MOBBIIIEHHON KOHILIEHTpalUH
BHUMaHHMA U ObICTPOTHI ICUXOMOTOPHBIX peaKIuil.

4.8. HexkesaTelbHbIe peaKIuu

PesroMe HekenaTeabHBIX pPeakIuid

[To nmanueiM Bcemupnoit opranmszanuu 3apaBooxpanenus (BO3) HexenaTenbHbIE peakIuu
KJIacCU(UIIUPOBAHBI B COOTBETCTBUU C UX YAaCTOTOU Pa3BUTHUS CIEAYIOIIUM 00pa30M: OU€Hb YaCTO
(> 1/10), gacro (> 1/100, < 1/10), mewacto (> 1/1000, < 1/100), penko (> 1/10000, < 1/1000) n
oueHb peako (< 1/10000); yactora Hem3BecTHA (HA OCHOBAaHHHM WMEIOLIUXCS JAHHBIX OLICHUTH
HEBO3MOJKHO).

Hapvmeﬂu;z CO CMOPOHbL KposUu U ﬂuMd)amullQCKOL? cucniembul

peoKo: TeMopparuyeckas aHeMus;

yacmoma Heuzgecmua: arpaHyJIONMUTO3, TPOMOOLUTONECHHs, HapylleHHe (QYHKLIUU KOCTHOTO
MO3ra, FeMOJIUTHYECKAsi aHEMUS, JIEUKOIIEHUSI.

Hapywenus co cmoporvl umMmyHHOU cucmembol

yacmoma Heusgecmua. aHaQPUIAKTUICCKUE peaKnu (BKIIOYast aHaQUIAaKTUISCKUH 110K ).

Hapywenus MemaboauMa U NUMAaHus

yacmoma Heuzgecmua. TUMIOHATPUEMHUS, TUNIEpKaIueMus (cM. pasaen 4.4).

Hcuxuweckue napyuienus

uacmoma Heuszeecnmmua. CIIYTaHHOCTb CO3HAHHA, SMOLIMOHAJIbHAA Ta0UIBLHOCTb.

Hapyuwenus co cmoponsl HepsHou cucmembl

Heyacmo. TOIOBHAs 00Jb, TOJOBOKPYKEHUE, COHITHBOCTS;
peoKo. TIapecTe3nH;

yacmoma Heu3eecmua: aceNTUUECKU MEHUHIUT, CyI0pPOTH, HAPYIIEHUE BKYCOBBIX OIIYLICHHH,
BEPTUTO.

10
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HCIDVLueHM}l CO CMOPOHbL Op2ard 3PEHUA

pedKko. HeUeTKoe 3peHue (cM. pazzaen 4.4).

HCIDVLueHM}l CO CMOPOHRbL op2arna ciyxa u .7ZCI6MDMHI’I’ZCI

peoxo: IIyM B ylIax.

HaDVWeHM}l CO CMOPOHBbL cepdua

yacmoma Heuszsecmua. CCpACHHAA HEAOCTATOYHOCTD.

HaDVWeHM}l CO CMOPOHBbL COCV@O(?

yacmoma HeuszgecmHa. TIOBBIIIEHWE apTEpUATIbHOIO JABJICHMS, Ba30AWJIATAlMsl, BAaCKYyJIUT
(BKITIOYAs TEHKOIUTOKIIACTUIECKHII BACKYITUT).

Hapywenus co cmoponbl ObIXAmMEnAbHOU cucmemsl, opecaros ZDV()HOﬁ KnemkKu u cpe()ocmeHuﬂ

peoxo: 000cTpeHre OPOHXHAILHON aCTMBI,

yacmoma Heuzgecmuna: OGpOHXOCIa3M (B 0COOEHHOCTH, y MAIIUEHTOB C TUIEPUYBCTBUTEIBHOCTHIO
k HIIBII), punur.

Hapywenus co cmoponbl cheﬂ)/()O‘lHO—Kuwe'{H02O mpaxkma

yacmo. TOIIHOTAa, pBOTa, JUCIICIICHUS, 60J1b B 00J1acTH KHNBOTA,
Hedacmo. 3a1o0p, Juapes, B3AyTHEC ) KUBOTA, TAaCTPUT,
pedxo: s3Ba KCEIIydKa U HBeHaHHaTHHepCTHOﬁ KHIIIKHW, CTOMATHUT,

ouenb pedko: OOOCTPEHHE S3BEHHOTO KoiuTa minu Oosne3Hn KpoHa, jkemynouHO-KHIIEYHOE
KpOBOTeUeHHE, iepdopalys, HaHKpeaTHT.

Hapywenus co cmoponsl neuenu u cheﬂll€6bl60()ﬂwux nvmeﬁ

peoKo.: TENATHT, TOBBIIICHHE AaKTHBHOCTH «IEYCHOYHBIX» TpPAaHCAMUHA3, TIOBBIIICHUE
KOHIICHTpaluu OMiInpyOunHa.

HCIDVLueHM}l CO CMIOPOHBL KOHCU U NOOKOIICHLIX MKAHel

Heuacmo: KOXKHas ChITb, KOXKHBIN 3Y/I;

yacmoma Heuzgecmua: (POTOCCHCHOWIHM3AIMS, AJOMNEuUs, KpallMBHUIA, aHTHOHEBPOTHUYECKUN
OTeK, sputTeMa, OyIie3Has Cblllb, BKIIOYas cuHApoM CTuBeHCa-/[PKOHCOHA W TOKCHYECKUU
SMUJIEPMAIBHBIN HEKPOJIU3, OCTPBIN T€HEPATM30BaHHBIN YK3aHTEMATO3HbBIN MTyCTYJIE3.

Hapywenus co cmopoust nouex u mouesbiso0sauux nymeti

uacmoma Heuzgecmua: OCTpas IOY€YHAs HEJAOCTATOYHOCTh, HWHTEPCTULMAIBHBIA HEpUT,
HE(PPUTHUECKUH CHHIPOM, HEDPOTHUECKUH CHHIPOM, aHOMAJbHBIE 3HAYECHHUs IOKa3aTele
(yHKIMH TTOYEK.

061/141/{6 HApyuwerRuAa u peaKkyuu 6 mecme 66€0eHUs.

Heyacmo. OTCKHU,
uacmoma Heu3zeecnmmna.: NOBBIICHHAA YTOMJIIICMOCTD.

J]a60pam0pﬂble U UHCIMPYMEHMAJIbHblE oanHble

11
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pedko.‘ YBCIUMYCHUEC MACCHI TCJIA.

Onucanue OTACIBHBIX HEXCIIATCIbHBIX DeaKHI/Iﬁ

JlaHHbIE KIMHUYECKUX HCCICNOBAaHUN UM HIUAEMUOJIOTMYECKHE [aHHBIE [AlOT OCHOBAHHE
npenmnosararh, yto npumeHeHne Hekoropbix HIIBII (ocoOeHHO npu AMTeNnbHOM NPUMEHEHNUH B
BBICOKUX [103aX) MOXXET OBITh CBS3aHO C IOBBIIIEHHBIM PUCKOM pa3BUTHs apTepHAIbHBIX
TpoM0030B (Hanpumep, HHpapKTa MUOKapAa U MHCYIbTa) (cM. pasnen 4.4).

COO6H_ICHI/IC O IMOA03PEBACMBIX HCKCIIATCIBbHBIX PCAKITMAX

BaxHo co0011aTh 0 10/103peBacMbIX HEXKEIATEIbHBIX PEAKIUAX MTOCIIE pEruCcTpaliy [pernapara ¢
LeNbl0 O0ECreueHuss HEMpPephIBHOTO MOHUTOPWUHTA COOTHOILIEHHUS «IOJb3a — PUCK»
JIEKapCTBEHHOI0 Ipernapara. MeIuuuHCKUM paOOTHUKaM PEKOMEHAYETCsl cooOIIaTh O JHOBIX
MOJ03PEBAEMBIX HEXKEJIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Ipenapara yepe3 HalUOHAJIbHBIC
CHCTEMBI COOOLICHHS O HEXKEJATeIbHBIX pPEaKIUsAX TOoCyNapCTB-4ICHOB EBpa3suiickoro
SKOHOMHUYECKOI'0 COI03a.

Poccuiickas ®enepanus

denepanbHas ciryx0a 1mo Haa30py B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
109012, MockBa, CnaBstHCKas Ij10mab, 1. 4, cTp. 1

Tenedon: +7 (800) 550 99 03

E-mail: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru
www.roszdravnadzor.gov.ru

Pecnyosmka Kazaxcran

PI'TI na IIXB «HauuoHanpHBI LEHTP JKCIEPTU3BI JICKAPCTBEHHBIX CPEACTB U MEAULMHCKUX
u3nenuin» Komurera MegunuHackoro u ¢apmareBTuyeckoro konrpoiss M3 PK

010000, r. Acrana, yn. Umanoga, 13, bBI[ «Hypcayner»
Tenedon: +7 (7172) 235 135

E-mail: farm@dari.kz

www.ndda.kz

Pecnybsauka benapych

PVII «lleHTp 3KCIIEpTU3 U UCIIBITAHUM B 3[paBOOXPAHECHUN»
220037, r. Munck, ToBapuilieckuii nep., 2a
Tenedon/pakc: +375 (17) 242 00 29

E-mail: repl@rceth.by

www.rceth.by

Keoiproizckas Pecnyoimka

JlemapraMeHT  JICKapCTBEHHBIX  CPEACTB M MEAMLIMHCKUX  u3nenuid  MuHHcTepcTBa
3npaBooxpanenus Keipreickoit PecryOmmku

720044, r. buikex, yi. 3-g nuHus, 1. 25
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Tenedon: +996 312 21 92 88, +996 312 21 92 8
daxkc: +996 312 21 05 08
E-mail: pharm@dlsmi.kg

4.9. Ilepeno3upoBka

Crnyuau nepeo3upOBKY OTMEUYAIHChH NP MPUMEHEHHH KeTonpodeHa B 103ax 10 2,5 T.
CHMIITOMBI

Kak u B cimyuae apyrux HIIBII, npu nepeno3upoBke keTonpodeHa MOoryT OTMedaTbcsi TOITHOTA,
pBOTa, OOJb B JKMBOTE, PBOTA C KPOBBIO, MEJICHA, HAPYIICHHE CO3HAHMS, YTHETCHHUE JBIXaHUS,
CYJOpOrH, HapyleHue (yHKIHUU OYeK U MOoYeUHasi HeJOCTaTOYHOCTb.

Jleuenue
[Tpu nepeno3upoBKe MOKa3aHO MPOMBIBAHUE JKETYIKa U MPUEM aKTUBUPOBAHHOTO YTJISL.

JleyeHmne - CHMIITOMaTHYECKOE; BO3JCHCTBHE KeTOMpodeHa Ha >KETyIJOYHO-KHIIECYHBIH TpPaKT
MO’KHO OCJIa0UTh C TOMOIIBIO CPEJCTB, CHIDKAIOLIMX CEKPELUIO XKeJe3 XkKelyJaka (Harmpumep,
UHTUOUTOPOB IPOTOHHOW TIIOMIBI WK OJ0KaTopoB H>-rHCTaMUHOBBIX pELENTOPOB), U
IIPOCTarjaHANHOB.

5. ®APMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakogUHAMMYECKHE CBOMCTBA

dapmakoTepaneBTU4YeCKass TIPYINa: MPOTUBOBOCHAIUTENBHBIE W  IPOTUBOPEBMATUYECKUE
rpenaparsl; HECTEPOUAHBIE NPOTUBOBOCIAIMTEIBHBIE U IPOTUBOPEBMATUYECKUE IIpENapaThl;
IIPOU3BOHBIEC TPOITMOHOBON KHCIIOTHI.

Kox ATX: MO1AEO3.

Kerompoden sBisieTcss HECTEPOMIHBIM MPOTUBOBOCHIANUTENBHBIM —mpermaparoMm  (HIIBII).
Keronpoden obnagaer mpoTHMBOBOCHAIMTENbHBIM, AHAIBI€3UPYIOIUM M KapOMOHMKAIOLUIUM
JEUCTBHEM.

Keronpoden Onokupyer neiictBue ¢epmenTta nukiaookcurenassl 1 u 2 (LOI'-1 u HOI'-2) nu,
YaCTUYHO, JIMIOOKCUTEHA3bl, YTO MPHUBOJUT K IMOJABICHUIO CHHTE3a MPOCTATIaHAMHOB (B TOM
4yucie u B eHTpainbHoil HepBHOM cucteme (ILIHC), BeposTHEE Bcero, B THIIOTaIaMyce).

Crabunusupyer in vitro v in vivo TUNIOCOMATbHBIE MEMOPAHBI, TIPU BHICOKUX KOHIICHTPAIHSX ifl
vitro xeTonpogeH MoAaBiseT CUHTe3 OpaAUKUHIHA U JEHKOTPUEHOB.

KGTOHpO(bGH HC OKAa3bIBACT OTPHULATCIBHOI'O BJIUAHHUA HAa COCTOAHUC CYCTABHOTO XpAIla.

5.2. ®apmMakOKHUHeTHYECKHE CBOMCTBA

AOGcopOrms
Keronpoden nerko abcopbupyercs U3 xenya04HO-KUIIEYHOTO TpakTa, OnoaocTynHocTh — 90 %.
Cs3p ¢ Oenkamu 1iasMel kpoBu — 99 %. Ilpm mpueme BHyTpp 100 Mr kerompodena
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MakcuMalibHble KOHIEHTpauuH (Cmax) IpenapaTa-s-rorasme-kposn—(104-wrr/vom-mocTnraroress

yepe3 1 1 22 MuH.

Pacpenenenue

Kerompoden 6onee yuem Ha 90 % cBsizaH ¢ OeiaKamMu I1a3Mbl KPOBU, B OCHOBHOM C alTbOYMHUHOBOM
¢pakuueit. O0beM pacnpenesneHus B TKaHsax cocraister ot 0,1 n/kr go 0,2 n/kr. Keronpoden
MIPOHHUKAET B CHHOBHAJIBHYIO XUAKOCTh. CrycTst 3 49 mocie mpuMeHeHus1 KetonpodeHa B o3e
100 Mr ero KOHIIEHTpalMsi B IUIa3Me€ KpPOBU COCTaBisieT mpuOmu3utensHo 3,0 MKr/mi, a
KOHIICHTPALUsi B CHHOBHAJIBLHON XKHUAKOCTH — 1,5 MKr/mi. Ilo mpomectBun 9 9 KOHIEHTpamus
npernapara B I1a3Me KpOBH M CHHOBHAJIBHOM KHJIKOCTH COCTABIISET, COOTBETCTBEHHO, 0,3 MIK/MII
u 0,8 MKr/mMI. DTO 03Ha4aeT, 4To KeTonpodeH MEUICHHO MTPOHUKAET B CHHOBHAIBHYIO KUIKOCTh
U TaKKe MEUIEHHO IMMUHHUPYETCs, B TO BpeMsl KaK €ro Ija3MeHHas KOHIICHTPALUs CHIKACTCS
paHbIIIe.

[Ipu coBMecTHOM TpUMEHEHHMH KeTompodeHa ¢ THIed ero adcopOIus 3ameIuisieTcs, |
IUTa3MEHHasT KOHIICHTPAIUS HE3HAYWTEIHHO CHIDKACTCS, OJHAKO OHOOCTYITHOCTH OCTAaeTCS
npexHeid. [Tocie nepopanbHoro npuMeneHust S0 Mr kerornpodeHa 4 p/cyT Ha GoHE roJogaHus
MMUKOBasl TUTA3MEHHAs KOHIICHTpAmus cocTaBisuia 3,9 MKr/m (uepe3 1,5 9); mpu cCOBMECTHOM
MPUMEHEHHH C MUIIeH OHA CHIKaNAch 110 2,0 MK/ (depe3 2 4).

PaBHOBeCHast KOHIICHTPAIIHS KETONPO(ECHA TOCTUTACTCS B KPOBHU depe3 24 4 mocjie ero npruema.
VY TanuMeHTOB MOXKWJIOTO BO3pacTa PaBHOBECHAs KOHIICHTpAIMs JOCTHrajach depe3 8,74 u
cocTaBiisuia 6,3 MKI/MIIL.

EI/IOTDaHCd)ODMaLII/IH W 3JIMMHHAIuAg

Kerompoden mnoasepraercsi MHTEHCHBHOMY METAa0OJIM3MYy NpU ACWCTBUM MHUKPOCOMAIBHBIX
(bepMmeHTOB neueHu, nepuon noaysbiseneHus (Ti2) cocrasnser 2 4. KetonpodeH cBsi3biBaeTcs ¢
TJIIOKYPOHOBOM KHCIIOTOM ¥ BBIBOAWTCS W3 OpraHM3Ma B BUjAe ToKypoHuaa. Ilocre
NepOpaIbHOTO MPUMEHEHHS IUIA3MEHHBIH KIMpEHC KeTompodeHa cocrtaBmsieT 1,16 Mi1/MuH/KT.
AkTuBHBIX MeTabonuToB Ketonpodena HeT. OT 70 % 1o 80 % xeTonpodeHa BBIBOAUTCS MOYKAMHU
B TeueHue 24 4, B ocHOBHOM (6osee 90 %) B ¢opme rimokyponuaa ketornpodena, u okomno 10 %
BBIBOJIMTCS KUIIIEYHHUKOM.

(DaDMaKOKI/IHeTI/I‘IeCKaH-(baDMaKOHI/IHaMI/I‘IeCKaH 3aBHUCUMOCTD

Toueunas neoocmamoyunocme

Y NanueHToB ¢ MOYEYHOW HEJAOCTATOYHOCTHIO KIIMPEHC KETONpo(eHa CHUKCH, YBEIHMUHBAS
nepuon nonysbiBeneHus (T12)Ha 1 4.

Ileyenounas neoocmamoyunocme

VY DainMeHToB ¢ TMEYEHOYHOM HEJOCTATOYHOCTHIO KETOHNPO(EH MOXKET aKKyMyJIUpOBaThCsS B
TKaHAX; TAKUM HallMeHTaM HeOOXOAMMO Ha3HayaTh MIpenapaTr B MUHUMAJIbHON TepaneBTHYeCKON
703e.

J]uua nOJ2CUTIOCO 803pacma

Y DanMeHTOB MOXXWJIOrO BO3pacTa MeTa0oJIM3M M BBIBEJCHHE KeTOmpo(deHa MpOTEeKaroT
MEJICHHEE, YTO MMEET KIIMHUYECKOE 3HaUeHNE TOJIBKO JUIsl MAIIMEHTOB CO CHYKEHHOM (pyHKIUEH
MIOYEK.
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6. PAPMAIIEBTUUYECKHE CBOMCTBA

6.1. Ilepeuenb BcnoMoraTe/ibHbIX BelllECTB

CoaepXkuMoe KaIcyabl

® JIaKTO3bl MOHOTHAPAT;
® MarHus cTeapar;
® KPEeMHHUS AMOKCHUJ KOJJIOUIAHBIN O€3BOIHBIN.
O06oJ104Ka KalCyJIbl

® THTaHA JIUOKCHU];
® KpacuTelb CHHUM MaTEHTOBAHHBIM;
® OKENaTHH.

6.2. HecoBMecTUMOCTDH

He npumenumo.

6.3. Cpok romHocTH (CPOK XpaHeHHs)
5 n;er.

6.4. OcoObIe MepbI NPEIOCTOPOKHOCTH NPH XPAHECHUH

XpaHuThb npu Temmnepatype He Boie 25 °C.

6.5. Xapaxkrep u coaepkaHue YNaKOBKHU

IlepBuuHas ymmakoBka

[To 25 xancyn BO (plakOH TEMHOTO CTEKJIA, YKYNMOPEHHBIN IUIACTHKOBOM KPBIMIKON C KOJBLIOM
0€30I1aCHOCTH.

BropuuHas ynakoBka

ITo 1 pmakoHy momemaroT B KAPTOHHYIO MAUYKYy BMECTE C IUCTKOM-BKJIA bIIIIEM.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH MNPH  YTWIM3ANUM  HCIOJb30BAHHOIO
JIEKAPCTBEHHOr0 TIpenapara WJIH OTXOA0B, TOJYYEHHBIX TOCJIe TNPUMeHEHHUs
JIEKAPCTBEHHOT0 Mpenapara, u pyrue MaHuMyJIsiiH4 ¢ penapaTom

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

CnoBeHu
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Canpgo3 g.1.,

Beposmikosa 57, 1000 JIrobnsHa
Temedon: +386 1 580 3332
dakc: +386 1 568 3517

E-mail: info.sandoz@sandoz.com

7.1. IlpeacraBuTeNb AepAKATE/s] PETHCTPALMOHHOIO YA0CTOBEPEeHUs

IIperen3un norpedbuTeIE HAIPABITH 110 AIPECY:

Poccuiickas ®enepanus

AO «Cannosy,

125315, r. Mocksa, Jlenunrpaackuii npocmnekt, 1. 70;

Tenedon: +7 (495) 660 75 09;

daxkc: +7 (495) 660 75 10.

E-mail: adverse.event.russia@sandoz.com (111 He)KeaTENbHBIX SBJICHUMN)
E-mail: complaint.eacu@sandoz.com (a1 mpeTeH3Mii IO KaYeCTBY)
Pecnybsiuka Kazaxcran

TOO «Canpmo3 Kazaxcrany,

050022, r. Anmarsl, yi. Kypmanrassl, a. 95;

Tenedon: +7 (727) 258 10 48.

E-mail: patient.safety.cis@sandoz.com (a1 He)KeIaTEIBHBIX SBJICHUIN)
E-mail: complaint.eacu@sandoz.com (1151 IpeTeH3Mii IO KaYEeCTBY)
Pecnybauka benapych

[MpencraButenpctBo AO «Canno3 @apmacerotukans 1.1.» (CroBenusi) B Pecyonuke benapycs,
220084, r. MuHck, yn. Axkanemuka Kynpesuua, 1. 3, nomenienue 49;
Tenedon: +375 (17) 370 16 20;

®axc: +375 (17) 370 16 21.

E-mail: patient.safety.cis@sandoz.com (17151 He)KeIaTeIbHBIX SIBICHU)
E-mail: complaint.eacu@sandoz.com (1y1si MpETCH3UI 110 KaYECTBY)
Ksipreizckas PecmyOimka

OcOO Heman-®apm,

720043, Keipreizckas PecniyOnuka, r. bumkek, yn. Caapiranuesa, 1;

Tenmedon: +996 550 337501.
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AN

COOTBETCTBYET QRCHEFTHOMY QTYETY

E-mail: patient.safety.cis@sandoz.com (7151 HOKCTATCTEHBTX STBITCHTIIT)

E-mail: complaint.eacu@sandoz.com (y1si MPETCH3UI 110 KaYECTBY)

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUA

JITI-Ne(005253)-(PT-RU)

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlekapcTBeHHBIN MTpenapaT OTHOCUTCS K KATETOPUH OTITYCKa [0 PELENTY.

OOmiast xapakTepuUCTHKa JIeKapcTBEHHOro npenapata KeTroHanm mocTynmHa B €AMHOM peecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpencTB EBpa3uiickoro »KOHOMHUYECKOTO CO03a M Ha

obuLHATEHOM caiiTe  yMOJHOMOYCHHOT'O opraHa  (9KCIEPTHOM OpraHu3aInm)
(https://Ik.regmed.ru/Register/EAEU_SmPC).

17



