COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 01.10.2024 N= 21168

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

KETOITPOBEJI®, 100 mr, Tabnerku, MTOKPBITHIC TJICHOYHON 000I0YKOH.

2. KAUECTBEHHBIM 1 KOJITMYECTBEHHBIA COCTAB
JleiicTByro1ee BemecTBO: KeTonpogeH.
Kaxxnas tabnerka, HOKphITas MIIEHOYHOU 0000ukoi, coaepuT 100 mr keTonpodeHa.

[TonHbI IepeyeHb BCIOMOTaTeIbHbIX BEIIECTB IPUBENICH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tal6yieTKH, MOKPHITHIC INIEHOYHOW 000JI0YKOM.
Kpyribie OBOSIKOBBINTYKJIbIE TAOJETKH, MOKPBIThIE TUIEHOYHON 000JI0YKOW Oenoro Wid MOYTH

Oeroro nBera. Ha monepeunom paspese — sapo 6esoro 1tk o4ty Oenoro npera.

4. KIMHUYECKHUE JJAHHBIE
4.1. Iloxka3aHusi K NPUMEHEHHIO
Ipenapar KETOITPOBEJI® nokasan k NpUMeHEHHIO y B3pOCIIBIX 1 JeTeil B Bospacte ot 15 10 18
JeT.
CuMmnTomaTHueckass Tepanusi OOJE3HEHHbIX M BOCHAIMUTENIBHBIX MPOLECCOB PA3IMYHOIO
IIPOUCXOXKIECHHUS, B TOM YHCJIE:
— BOCTIAJINTENbHBIE U JIET€HEpaTUBHbIE 3a00JI€BaHUS OTIOPHO-ABUTAaTEIBHOIO annapara:
® pPEBMAaTOMJIHBIN apTPUT;
® CepOHEraTHBHbBIC apTPUTHI: AHKUJIO3UPYIOIIUK CIOHINI0ApPTPUT — 60s1e3Hb bexTepena,
MICOPUATHYECKUI apTpUT, pEaKTUBHBIN apTpuT (cuHapoM Peiitepa);
e [iojarpa, CeBOI0Aarpa;
®  OCTEOapTPHUT;
® TEHIWHUT, OYpCUT, MUAIITHSI, HEBPAITHUS, PAIUKYJIUT;
- 00J1€BOI1 CHHAPOM, B TOM 4HCIIe cIa0blif, yMEPEHHBINH U BBIPAKEHHBIH:
e T0JIOBHAs 0OJIb;
e 3yOHas Oouib;
® [IOCTTPaBMAaTHUYECKUI U MOCIEONepallMOHHbIN 00JIEBOW CHHIIPOM;
e 00JeBOI CHHAPOM MIPH OHKOJIOTHYECKUX 3a00JI€BAHNUSIX;

®  AJIbroanuCMCHOPEA.
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4.2. Pe:kuM 103UPOBAHUS M CIIOCOO npnvenenns

PexxuM 103upoBaHus

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

[Ipenapatsl Ui IprieMa BHYTPh MOXHO COYETATh C IPUMEHEHHEM PEKTaJIbHBIX CYMITO3UTOPHEB,
HarpuMep, HarueHT MokeT npuHATh 1 Tabdnetky (100 mr) yrpom m BBectu 1 cymmo3uTopuid
(100 Mr) pekTaiabHO BEUEPOM.

MakcumanbHas 103a keronpodena cocrarisier 200 mr/cyTku.

Cremyer TIIATEIBHO OLIEHUTh PUCKH U MTOJIB3Y OT JICUCHHS Iepe]l IPUMEHEHHEM Iperapara B 103¢
200 mr/cyT (cm. pazzaen 4.4).

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmor nodxcunozo 6ospacma
Y nauveHToB IOXKMUIIOIO BO3pacTa PEKOMEHIYETCS CHIKATh HA4YaJdbHYK [03y IIpernapara,
HOJ/IEP)KMBasi B abHENIIEM MUHUMAIBHO 3()(EKTUBHYIO 03Y.
[Toxumble naneHTsl 0osee MOIBEPKEHBI Pa3BUTHIO HEKEIATEIbHBIX PEAKIIUM.
He pexomenyercs npeBsllIaTh MAKCUMaJIbHYIO CYTOUHYIO 103y npenapara. C 1einblo CHIKEHUS
pHCKa pa3BUTHUS HEXKENATEJbHBIX PEakIUii CO CTOPOHBI JKelmyaouHo-KkumeyHoro tpakra (JKKT),
nalnueHTam ¢ (pakTopaMu pUcKa peKOMEHAYeTCsl OJIHOBPEMEHHO Ha3HayaTh IpUEeM UHIHMOUTOPOB
IIPOTOHHOM MOMIIBI.
Tlayuenmol ¢ neyenouHou u/unu no4euHol HedoCmamoyHOCMbIO
[lpy nDpuMeHeHMHM Yy MAUEHTOB C I[€YEHOYHOW W/WIM TOYeYHOH HEeI0CTaTOYHOCTHIO
PEKOMEHIYeTCsl CHW)KAThb HAYalbHYK0 J03y IIpenapara, IOAACpKUBas B JajbHEUIIEM
MUHUMAaNbHO 3 deKkTrBHYIO 103y. [IpuMeHnenne keronpodeHa y NaiueHToB C TSHKEI0M ToYeuHOoN
W/WIH IEYEHOYHOW HE0CTaTOYHOCTBIO MPOTHBOIIOKA3aHO.

eTH
Pexum noszupoBanus uist nereit ot 15 no 18 ner He oTaMyaeTcss OT pekUMa JO3UPOBAHUS AJIS
B3POCIIBIX.

Criocob nnpuMeHeHu s

BuyTps.

[penapar KETOITPOBEJI® cieayer nporiarteiBaTh LEIUKOM BO BPEMsl I T1OCIIE €JIbl, 3aIuBas
BOJIOM.

4.3. IlpoTuBONOKA3aHUS

- I'unepuyBCTBUTENFHOCTE K  KeTONpodeHy, a TakXke cajaunuiaraM WiIH  JIpYTuM
HECTEPOUIHBIM MPOTHBOBOCTIANMTENBHBIM mpenapatam (HIIBII), wmm k mobomy w3
BCIIOMOTATEJIbHBIX BEIIECTB, IEPEUNCICHHBIX B pazzene 6.1.

- [TonHOE MM HEMOJIHOE COoYeTaHWe OPOHXUATBHOW aCTMbI, aHTHOHEBPOTUUYECKOTO OTEKa,
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HENEPEHOCUMOCTH alleTUIICAIMINIOBOM KucaoTel miu apyrux HIIBII (B ToM uncne B aHaMmHE3e).
— SI3BeHHast 0OJIE3HB JKENy/IKa WM JBEHAANATUIICPCTHON KHUIIKK B CTaAMU OOOCTPEHUS, a
TaKXe KeJyJOYHO-KUIIEYHbIE SI3Bbl, KPOBOTEUECHUS U NepPopaLuu.

- XpoHHuecKas JUCIIEINCHs], BOCIIAIINTENIbHbIE 3a00JIeBaHMsI KUIIIEUYHUKA, SI3BEHHBIN KOJIUT;
0one3np KpoHa, AMBEPTUKYIINUT B CTaAUU OOOCTPEHUS.

— I'emodunuss w jApyrue HapylIeHUS CBEPTHIBAEMOCTH KpPOBH (B TOM  YHUCIE
reMopparu4eckuii 1uares).

- Jerckuii Bo3pact (10 15 mer).

— Tspxenas neueHOYHAsE HEIOCTaTOYHOCTh, aKTUBHOE 3a00JI€BaHUE TIEYCHH.

- Tsoxenass moyeunast HegocratouHocTh (kiupenc kpearnnuHa (KK) menee 30 mu/mun),
nporpeccupyromye 3a601eBaHus Mo4YeK, HOATBEPKICHHAS TUIIEPKAIUEMHUSL.

— JlekoMIIeHCHPOBaHHAs CEpAEYHAsl HENOCTATOYHOCTD, IOCJICONEPALIMOHHBIN IEPUOJ TTOCIIE
A0PTOKOPOHAPHOT'O LIYHTUPOBAHMUSL.

- LlepeOpoBacKyisipHBIE B JPYTHUE KPOBOTECUCHHUSI.

— bepemenHocTh B cpoke 6osee 20 Heaelb.

— Ilepron rpyqHOrO BCKapMJIIMBaHUS.

— Heduuut naxTaspl, HENEPEHOCHMOCTHb JAKTO3bl, CHHIPOM TJIFOKO30-TAIAKTO3HOU
MababcopOIuu.

4.4. OcoOble yKa3aHus U Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHECHUH

C 0CTOPO’KHOCTBIO

bponxuanbHas acTMa B aHamHe3€, KIMHUYECKH BBIPAKEHHbBIE CEPJAECYHO-COCYAMCTHIE,
nepeOpoBacKyIsipHbIe 3a00JieBaHus U 3a00ieBaHus TepupepUUECKUX apTepui, JUCIUITUIEMUS,
nporpeccupytomye 3a00eBaHus Me4eHu, TUNepOnINpyOMHEMHs, ATIKOTOJIBHBIN IUPPO3 MEUYEHH,
MEYeHOYHAas HEJ0CTaTOYHOCTh, MmoueyHast HenoctarouHocTh (KK 30—-60 mu/MuH), XpoHUYecKast
cepJieyHasl HeJJOCTaTOYHOCTb, apTepHalibHasl TUIEPTEH3Us, 3a00eBaHus KPOBH, JeTHapaTalys,
caxapHblii nuaber, Hamumuume wuHpeknuu Helicobacter pilory, Tsmkensie comartnueckue
3a00JeBaHMs, TOXKWIONH BO3PAcT, KypeHHE, COINYTCTBYIOIIAs TEpamusi aHTHKOAryJIsHTaMH
(HampuMep, AaNeTWICATUIIWIOBAs KHCIOTa, HUKOPAHAWI), TIOKOKOPTUKOCTEPOHIAMH IS
npueMa BHYTpb (Hampumep, NPEIHU30JI0HOM), CEJIEKTHMBHBIMA WHIHOMTOpaMu OOpaTHOIO
3axBara CEpOTOHHMHA (HapUMep, UTAJIONpaM, CEPTPAJIHMH), MAIMEHTHI C YMEHBIIIEHHEM 00beMa
UPKYJIUpYIolIen KpoBH, uutenbHoe npumenenue HIIBII; 6epemennocTts B cpoke 10 20 Heienb.

Oco0ble yKkazaHus

BepOHTHOCTB Pa3BUTHA HCEKCITATCIIbHBIX peaKuHﬁ MOeET OBITh CHHYKEHA npu MPUMCHCHUU

npemnapara B MUHUMAJIbHO 3(1)(1)6KTI/IBHI)IX A03ax B TCUCHHWEC MAaKCUMAJIbHO KOPOTKOTI'O IEpHoaa
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BPEMCHH, HGO6XO)II/IMOI‘O JJI1 KYITUPpOBaHWA CUMIITOMOB.

Mackupoeka cumnmomos 0CHO8HO20 UHPEKYUOHHO20 3a00Ne6aAHUS.

[Tpu mpumenenun keromnpodeHa cUMOTOMBI HH(PEKIMOHHBIX 3a00JIeBaHUN MOTYT OBITH MeHee
BBIPAKCHHBIMU, YTO MOKET IPUBECTH K YIAJIMHEHHUIO CPOKOB ITIOCTAHOBKH ITPABWJIBHOTO IMArHo3a,
OTCPOYEHHOMY Haualy COOTBETCTBYIOILEIO JICUEHHUS W YXYIIICHUIO HCXOoJa MH(EKIMOHHOIO
3a0oneBanusd. YXynauieHue HaOmojanoch Ha (oHEe OakTepUaNbHOW TMHEBMOHMUM W TpU
OaKTepHaIbHBIX OCIOXXHEHHUAX BETPSIHOM ocmbl. B ciydae mpumeHeHus keronpodena mpu
MHQEKIMOHHOM 3a00JIEBaHUM JIi CHUKEHUS TEMIEpaTypbl Tela WIN KyNUPOBaHHUS 0O0JEBOro
CHHJIpOMa, PEKOMEH/yeTCsl o0ecledeHre TIIATeIbHOro HalI01eH!s 3a TeueHrueM uHpekuuu. B
amMOyJaTOPHBIX YCIOBUSAX, B CIIy4ae, €CJIM CUMIITOMBI COXPAHSIOTCS WIIN YXYALIAIOTCS, TAllUEHTY
HE00X0IMMO 00OpaTUTHCS K Bpaydy.

He cnenyer couerats mpuem kerompocdena c¢ npuemom apyrux HIIBII w/wnm maruOutopon
Lor-2.

Peaxyuu co cmoponwi scenyoouno-xuweuno2o mpaxma

Crnenmyer coOmogaTh OCTOPOKHOCTh TMPH COBMECTHOM MPHUMEHEHHMH C IperaparaMi, KOTOpbIE
MOTYT  HOBBICMTH  PHCK  O0pa3oBaHMsl  s3B  WJIM  KPOBOTEUCHMs, TaKUMH  Kak
[JIFOKOKOPTUKOCTEPOUABl JUIsl IpHEeMa BHYTPb, AHTUKOATYJSHTHl (Hampumep, BapQapuH),
CEJICKTUBHBIE MHTHOUTOPHI OOpPaTHOTO 3axBaTa CEpOTOHMHA WMJIM AaHTHArPEraHThl (HampuMmep,
ANCTUJICATMIIAIIOBAS KUCIOTa WM HUKOpaHmwi) (cMm. pasnen 4.5). Coolmanock 0 pa3BUTHU
ey JOYHO-KUIIEYHBIX KPOBOTEUCHHH, 3B U nepdopanuii (¢ BO3MOXKHBIM JIETaIbHBIM HCXO0M)
Bo BpeMms npumenenuss HIIBII nHa mroGom sTame nedeHus, BHE 3aBHCHMOCTH OT HaJlUYUs
YIPOXKAIOLIUX CUMITOMOB WM Tskenbix 3a0oneBannii XKKT B anHamuese.

VY nmanueHToB MOXKUIIOTO BO3PAcTa CYIIECTBYET MOBBILICHHBIH PUCK PAa3BUTHS HEXKETATENbHbIX
peakuuii co croponsl JKKT, Takux Kak xemyJoyHO-KUIIEYHOE KpOBOTE€UeHHE U nepdoparus (c
BO3MOJKHBIM JIETATBHBIM UCXOA0M) (CM. paznen 4.2).

B cnyuae pa3BuTus xKely104HO-KUILIEYHOTO KPOBOTEUEHUsI Ui 00pa3zoBaHus 53B opranoB JKKT
IIpU IPUMEHEHUH KeTonpodeHa, JISYeHNE CIeyeT HEMEAJIEHHO NMPEKPaTUTbD.

Puck enya04HO-KUIIEYHOTO KPOBOTEUEHUS, I3BO00pA30BaHMs WM Nepopalny MOBbIIIASTCS
npu npumMeHeHuu Ooiee Bbicokux n03 HIIBII, npu Hamuuuum si3BeHHOH 0OJe3HM B aHaMHE3e,
O0COOEHHO OCJIOXHEHHOW KPOBOTEUEHHEM WM nepdopaiueii, U MNpu NPUMEHEHUH Y MOKUIIBIX
MAIMEHTOB. Y 3THUX TPYMI MalUeHTOB JIEYEHUE ClelyeT HaYMHaTh C MUHUMAaJIbHO BO3MOJKHBIX
no3. Cnenyer paccMOTpETh COBMECTHOE NMPUMEHEHHE C TaCTPONPOTEKTUBHBIMM IpernaparaMu
(HampuMep, MH30IPOCTOJIOM WM HWHTUOMTOpAaMH TNPOTOHHOM MOMIIBI) y JaHHBIX TPy
MAIMEHTOB, a TAaK)K€ Yy MAlMEHTOB, KOTOPbIM HEOOXOAMMO NMPUMEHEHHE alleTUJICATUIUIOBOI

KHCJIOTBI B HHM3KHX JO03axX HWJIKM [JPYrux I1pernaparoB, MTOBBIMAOIMINX PUCK pPa3sBUTUA
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HeXenatelbHbIX peakiuii co croponbl XKKT (cM. pazaer

3KCMEPTHOMY OTYETY

[TarenTh! ¢ HeXenaTeabHBIMH peakiusimMu co ctopoHsl JKKT B anamHe3e (0COOEHHO MalueHThI
MOKUJIOTO BO3pPACTa) JOJDKHBI COO0MATh 000 BCeX HEOOBIUHBIX CHMITOMAax co cTopoHbl JKKT
(mpe’kae BCero 0 kenyI04yHO-KUIIEYHOM KpPOBOTEUEHHH), B OCOOEHHOCTH Ha HayaJIbHBIX dTarax
JICUYEHUS.

CyIecTBYIOT 3MMIEMUOJIOTUYECKUE JIaHHBIE, CBUACTEIbCTBYIOIIUE O CBA3U IPUMEHEHUS
KeTorpodeHa C BBICOKMM PUCKOM PA3BUTHUS TSDKEIOW KEIyJOYHO-KUIIEYHOH TOKCHYHOCTH,
CpaBHUMOM C TakoBO# npu pumeHenuu Apyrux HIIBII, oco6eHHo B BRICOKHX J03aX (CM. pas3aen
4.3).

HIIBII cnemyer npuMeHATh ¢ OCTOPOKHOCTBIO y TalMEHTOB ¢ 3a0oneBanusmu opranos JXXKT B
aHamHe3e (S3BEHHBIM KOJIUT, Oonie3Hb KpoHA), Tak Kak 3TO MOXKET MPUBOJUTH K 00OCTPEHUIO
JIAaHHBIX 3a00J1eBaHui (cM. pazzen 4.8).

Cepoeuno-cocyoucmoie peakyuu u peaKyuu co CmopoHbvl cOCy008 20J108HO20 MO32d

JlaHHble KIMHUYECKUX MCCIEAOBAHUNA M 3MMJIEMHUOJIOTUYECKUE JaHHbIE IMPEANONararwT, 4YTO
npumenenre HekoTopbix HIIBII (ocoOeHHO B BBICOKHMX /103aX U TP IPOAOKUTEIHLHOM JICYEHNN )
MOYET OBITh CBSI3aHO C IOBBIIICHHBIM PUCKOM Pa3BUTHUS apTepHalbHBIX TPOMOO30B (Hampumep,
uH(papKTa MUOKap/a WM MHCYNbTa). Ha OCHOBaHMM MMEIOIUXCS JaHHBIX HEJb3s UCKIHYUTh
TaKOW PHCK MPH MPUMEHEHHH KeTorpodeHa.

Kak u npu npumenenuu npyrux HIIBII, cnenyet yaenars ocodboe BHUMaHUE IPU IPUMEHEHUU Y
NAIMEHTOB C  JIEKOMIIEHCUPDOBAaHHOW  TI'MIIEPTOHMYECKOHN 00J1e3Hb10, Ceple4YHON
HE/I0CTaTOYHOCThIO, HIIEMHUYECKON Oose3Hblo cep/ma, 3abosieBaHUSMH TNepudepuyecKux
apTepuil u/unu 1epedpoBacKyIIpHbIMU 3a00JI€BaHUSAMH, a TAaKXKe Mepel] Ha4yaJIloM JJIUTEIbHOTO
JIeYEHUs1 y TNAIUEeHTOB ¢ (PaKTOpaMH pPHCKa Pa3BUTHUSI CEPAEYHO-COCYIUCTBIX 3a0oseBaHM
(MOBBILIEHHOE apTepHUaIbHOE JIaBI€HUE, TUIIEPININIEMUS, CaXapHbIi 1uadeT, KypeHue).
Coo0manoch 0 MOBBIMIEHUH pPHCKAa PA3BUTUS apTepUAIbHBIX TPOMOO30B MpHU NPUMEHEHUU
HeacnupuHoBbeIX HIIBII ans xynupoBaHusi mepruonepaluoHHbIX O0Jel Mpu a0pTOKOPOHAPHOM
IIYHTUPOBAaHUU.

Heo6xonumo coOutojaTh OCTOPOXKHOCTh MpPHU NPUMEHEHUH KeTomnpodeHa y MaIHeHTOB C
NOBBIIIEHUEM apTEepPUalIbHOIO JABJICHUS B aHaMHE3€ W/MIM CepJACYHOM HEeJI0CTaTOYHOCTHIO
JIETKOW WJIM CpeJHEeH CTeNeHU TKecTH, Tak kKak mnpu npumeHenuu HIIBII coob6manock o
3aJIep>KKe KUJKOCTU U Pa3BUTHH OTEKOB.

Peaxyuu co cmoponwl kooicu

OueHp peako cooOIIAIOCh O PA3BUTUHU TSDKENBIX PEAKLUUil CO CTOPOHBI KOXH (C BO3MOMXHBIM
JIETabHBIM UCXOJIOM), BKJIFOUasi 3KC(POIUATUBHBIA AepMaTUT, cuHapoM CTuBeHca-/[KoHCOHA U

TOKCHYECKHH dMHAepMaIbHbIN HEKpoJu3, cBsi3aHHbIX ¢ mpumeHenneM HIIBIT (cm. pazpen 4.8).
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OONBIIMHCTBE CIly4aeB OHU pa3BUBAINCH B TEUYCHHE NEpBOro Mecsima jedeHus. Cremyer
MPEKPATUTh MPUMEHEHHE KETOMmpoQeHa MpPU TMEPBOM TOSBICHUU KOXXHOU CBIMU, U3BA3BICHUSI
CIIM3UCTBIX 000JI0UYEK WM JHOOBIX IPYTUX MPU3HAKOB TUIIEPUYBCTBUTEIILHOCTH.

Hapywenus co cmoponwl OvixamenvbHotl cucmembl

Y manueHToB ¢ OpOHXHATBLHOM ACTMOM B COYETAHUH C XPOHHUYECKUM CHHYCHUTOM H/FITH MTOJIUTIAMHU
HOCOBOH TOJIOCTH CYIIECTBYET OOJiee BBICOKMH PHUCK Pa3BUTHs ANIEPTUYCCKUX PEaKIUid K
aneruicanmumioBord kuciore w/mim HIIBII, wem y npyrux mrone. [IpuMeHenme 3THX
[IPernapaToB MOXKET MPUBOAUTH K aCTMATUYECKUM IPUCTYNaM WU OpOHXOCHa3My, OCOOEHHO y
MAalMEeHTOB ¢ aJulepruei Ha aneruiacanuimioByto kucioty uiau HIIBII B anamuese (cMm. pazaen
4.3).

T'uneprxanuemus

Bo3MokHO pa3BuTHE rUNIEpKATUEMUH, OCOOEHHO y MallMEHTOB C CaXapHbIM JHUa0eTOM, MOUCYHON
HEJOCTATOYHOCTHIO W/WJIM P COBMECTHOM IMPUMEHEHHUH C KaJMHCOEepETaoIMu penapaTaMu
(cm. paznen 4.5). Y Takux MalMeHTOB CIEAYyeT THIATeIIbHO KOHTPOJIUPOBATH YPOBEHD KaJUs.
Bausnue na ¢pynxyuro novex

Bo BpeMms Hauana jeueHus cieayeT TIIATeNbHO HAOMI0IaTh 32 (PYHKIMEH MMOYeK y MalueHTOB C
CepACYHONH HEIOCTaTOYHOCTBhIO, LUPPO3OM MM HE(PpPO30M, y TMANUEHTOB, IOIYYAIOIINX
TUYPETUYECKYIO TEpanmuio, U y IMalUEHTOB C XPOHHYECKOW OO0JIe3HBIO MOYeK (0COOEHHO Y
MOKUJIBIX MAIIMEHTOB). Y 3TUX TPYIII MAalUEHTOB IPUMEHEHHE KeTonpodeHa MOXKET MPUBECTU K
CHI)KCHHMIO TIOYE€YHOTO0 KPOBOTOKA, BBI3BAHHOMY WHTHMOMPOBAHHEM MPOCTATTaHINHOB, U
JIEKOMITCHCAIIMH TTOYE€YHOU (PYHKITUH.

Bausnue na gpynkyuro nevenu

VY manueHToB ¢ OTKJIOHEHUSMHU B QYHKIIMOHAIBHBIX TECTaX MEUYEeH! UITU ¢ 3a00JIeBaHUSIMH TICUSHU
B aHaMHe3€ CJeAyeT NEPHOJUYECKH KOHTPOJIUPOBATH YPOBEHBb «II€YEHOUHBIX)» TPAHCAMHHA3,
O0COOEHHO MpHU IIUTENbHOM JeueHuu. [Ipu nmpuMeHeHnn keromnpodeHa cooOIaIoch O PEIKUX
CITy4asix pa3BUTHUS JKEITYXHU U TeMaTHUTA.

Hpyaue 2¢hghexmut

B ciygae o6HapyskeHus MpU3HAKOB MHPEKIIMOHHOTO 3a00JIeBaHus ClielyeT 00paTUuTh BHUMaHUE,
YTO NMPOTUBOBOCHAIUTENbHBIE, 00€300JIMBaIOIINE U KAPOIMOHMKAIOIINE CBOWCTBA KETOMpOo(deHa,
kak u gpyrux HIIBII, moryr MackupoBaTh 0OBbIYHBIE IPU3HAKU MPOTPECCUPOBAHUS MHPEKIIUH,
TaKHe KaK JINXOPAaJIKa.

[Tpumenenue ketompodeHa MOXKET BIUATh Ha KEHCKYIO (EpTUIBLHOCTh, TOITOMY IpernapaTr He
PEKOMEHIyeTCSl TPHUMEHSTh KEHIMHAM, TUIAHUPYIOIIUM OepeMeHHOCTh. [lanmeHTtkam ¢

OecrutogueM (B T.4. MPOXOSIIMM OOCIeIOBAaHUE) CIEAyeT PAacCMOTPETh BOMPOC 00 OTKaze OT
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IIpy BO3HUKHOBEHUU HAPYILIEHUI CO CTOPOHBI OPTaHOB 3PEHHUs], TAKMX KaK [IOMYTHEHUE 3pEHUS U
JIp., ICUCHHE CIIEYEeT He3aMeTUTEIIbHO MTPEKPATUTb.

4.5. B3aummopgeiicTBMe ¢ JPYrHMM JIEKAPCTBEHHBIMHM MpenaparaMM W JApyrue BHAbI
B3aNMOJAEHCTBUSA

HDeHaDaTBI, COBMECTHOC NPUMEHCHHE C KOTOPHIMHU HC PCKOMCHAYCTCA

Hpyeue HIIBII (sxniouas cenekmughvie uneubumopwl LJOI-2) u canuyuiamol 6 8blCOKUX 003aX
[ToBbllIeHHBIN pUCK pa3BUTHUS 3B U KpoBoTeueHui JKKT.

Anmukoazynsanmoi

[ToBBILIEHHBIN PUCK PA3BUTHUS KPOBOTEUEHUI NPU COBMECTHOM MPUMEHEHHMH CO CIEAYIOLIMMHU
npernapaTamu:

— rerapuH;

- aHTaroHuctsl BuTamuHa K (Hanpumep, Bapdapun);

- MHTUOUTOPHI arperaui TPOMOOIIMTOB (HalIpUMeEp, THKJIOTHINH, KJIOMHI0TPEN);

— WHTUOUTOPHI TPOMOWHA (HapuMep, naduraTpan);

— MpsiMble HTHTUOUTOPBI PaKTOopa CBEpThIBaHUA Xa (Hampumep, anukcabaH, puBapokcadaH,
3710KcabaH).

Ecin coBMECTHOro NHpHUMEHEHHUs Henb3s H30eXaTh, 3a MAalEHTOM CIEAYET OCYIIECTBISAThH
THIATEJIbHOE HA0JII0/IEHUE.

Ilpenapamul nrumus

N3-3a CHMKEHUS DKCKPELMM JIMTHS TOYKAMH BO3HUKAET PHUCK TIOBBIIMIECHUS IJIa3MEHHBIX
KOHLEHTpAaluN JINTUS, MHOIJA JOCTHTalolIUX TOKCHYEeCKoro ypoBHS. [Ipu HeoOxoaumocTu
clelyeT TUIATEeJIbHO CIEAWTHh 3a YPOBHEM JIUTHS B IUIa3M€ KPOBH M KOPPEKTHPOBATh /103y
MpenapaToB JUTHUS BO BPEMS U MOCIIE€ IPUMEHEHHUS MHILIH.

Memompekcam 6 0o3zax ceviute 15 me 8 Hedenro

Bo3MoxeH MOBBIIIEHHBIN pUCK MeMaToI0rM4ecKO TOKCUYHOCTH METOTpeKcaTa, 0COOEHHO Mpu
IPUMEHEHUH B BBICOKHMX J03aX (>15 Mr B Helento), 4To, BEPOSATHO, CBS3aHO C BBITECHEHUEM
METOTpeKcaTa, CBSI3aHHOI'O OeJIKaMH, U CHH)KEHHEM €ro IIOYEYHOT0 KIMPEHCa.

[IpenapaTsl, pU COBMECTHOM IIPUMEHEHUH C KOTOPLIMH CIEAYET COGJ’IIOI[EITL OCTOPOKHOCTDH

OpnHOBpeMEHHOE NPUMEHEHHE C IpenapaTamMH, MOBBILIAIONIMMH YPOBEHb Kalusl B KpPOBU
(Hampumep, C CONSIMU  Kanus, KanuiicOeperaromumu AUypeTHUKaMH, WHTHOUTOpaMu
aHTHOTeH3MHIpeBpamatomero  gepmenta  (AIID®) w  aHTAaroHWCTaMH  PELENTOPOB
anruorensuna I, HIIBII, Hu3kOMONEKYyIIpHBIMU WM HePPaKIMOHUPOBAHHBIMHU Te€NapUHAMH,
UKJIOCIIOPUHOM, TAKPOJIUMYCOM U TPUMETOIIPUMOM TOBBIIIAET PUCK PA3BUTHS TUIIEPKATUEMUH ).

Puck THINCPKAIMEMHUN TOBBIIACTCA, C€CJIIM YKAa3aHHBIC BbIIIC TMPCraparbl MIPHUMCHAIOTCA
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COBMCCTHO.

Huypemuueckue cpedcmea

VY nanMeHToB, NMPUHUMAIOIIUX JUYPETUKH (B OCOOCHHOCTH y OO0E3BOKEHHBIX MHAIMEHTOB)
MOBBIIIACTCA PUCK Pa3BUTHs IIOYEYHOM HEIOCTATOYHOCTH BCJEACTBUE CHMXKEHUS IOYEYHOTO
KPOBOTOKA, BBI3BAHHOI'O HHI'MOMPOBAHNEM MIPOCTAIIaHIMHOB. Y TaKUX NallMEHTOB JA0JKHA ObITh
BOCIIOJITHEHA HOTEpPS JKUAKOCTH JIO HayajJla COBMECTHOM Tepaluu, a TakkKe JO0JDKEH
OCYILIECTBIISATHCSI MOHUTOPUHT (DYHKIIMM TIOYEK IOCIIe Havyasa Tepanuu (cM. pasaen 4.4).
Hneubumopor AII® u anmazonucmoi peyenmopos aneuomenzura Il

VY NanueHToB €O CHIKEHHOM (yHKIMeH modek (Hampumep, y 0O0€3BOKEHHBIX MAIlMEHTOB U
NAIMEHTOB TOXXKUJIOTO BO3pacTa) COBMECTHOE MpHUMEHeHHe HHruoutopoB All® wm
AQHTAarOHUCTOB perentopoB anruorensuHa Il m mpenapatoB, mHruOupyromux LOI, moxer
IPUBOJAUTH K JalbHEHIIEMY CHI)KEHUIO MOYEYHOM (YHKIMH, BKIIIOYash BOZMOKHOCTh Pa3BUTHUS
OCTPOM MTOYEYHON HEAOCTATOYHOCTH.

Memompekxcam 6 0o3ax Hudxce 15 me 6 Hedenio

B Teuenue nepBbIX HENENb COBMECTHOIO MPUMEHEHHS CIIEIYET €XKEHEIEIbHO KOHTPOJIUPOBAThH
o0muii ananu3 kpoBU. KOHTpOIIb cieyeT OCyecTBIATh Yallle y MalMeHTOB [TOKUIOr0 Bo3pacTta
U Y MALMEHTOB C HapyIIeHueM (PYHKIUH ITOYeK.

Tlenmoxcugunnun

CoBMecTHOE TMPHMEHEHHE C MEHTOKCH(WILIMHOM TMOBBIAET PUCK PA3BUTHA KPOBOTEUCHHI.
Heo6xonumo 6osee 4YacTo NPOBOAUTH KIMHUYECKUH OCMOTp U OHpEJeNeHHEe BpEeMEHU
KPOBOTEUYEHHSI.

Tenoghosup

CoBMecTHOE npuMeHeHue TeHodoBupa aucornpokcus pymapara u HIIBII moskeT noBbiaTh puck
pa3BUTHS OYEYHON HEAOCTATOYHOCTH.

Huxopanoun

CoBMecTHOe npuMeHeHne Hukopanauiaa u HIIBII MoxxeT moBbILIaTh pUCK Pa3BUTHS CEPbE3HBIX
OCJIO’)KHEHUH, TAKUX KaK sI3Bbl, epgopanus 1 kpooteueHue us opranon JXKKT (cm. pazznen 4.4).
Cepoeunvie 2nuxko3uovl

He Obuio oTMeueHO (apMaKOKMHETHYECKMX B3aUMOJCHCTBUH MEXIy KeTONmpo(peHoM H
TUrokcuHoMm. OJHaKo, IpU UX COBMECTHOM NPUMEHEHHH CJenyeT COOII0JaTh OCTOPOKHOCTb,
0COOEHHO y MAIMEHTOB C MOYEYHOM HEN0CTAaTOYHOCTHIO, mockoiabky HIIBII moryr ocnabnsth
(YHKLMIO TOYEK U CHIKATh MOYEYHBIN KIIMPEHC CepIeUHbIX TITMKO3H/IOB.

Kopmuxocmepouout

[ToBbimeHHbI pHck 53B U KpoBoTedeHuil opraHoB JKKT mpu coBMecTHOM mpuUMEHEHUH (CM.

paznen 4.4).
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o | .
IIpenapaTbl, B3aUMOJIEHCTBUE C KOTOPBIMH CIEAYET V‘II/ITQB&T

Aumueunepmensuenvie npenapamsl (bema-o610kamopul, uneubumopuvl AIID, ouypemuxu)

Puck ocnabnenuss aHTUTUNEPTEH3UBHBIX d¢¢ekToB (3a cyer wuHrnOuposanuss HIIBII
Ba30/IMJIATUPYIOLIUX MIPOCTArJIaHINHOB).

Tpombonrumuueckue npenapamol

I1oBBIIIEHHBIN PUCK KPOBOTCUYCHMUS.

Cenexmuenvie uneubumopwvl oopamnozo saxeama cepomonuna (CHO3C)

IToBBIIEHHBIN PUCK KETYTOYHO-KHIIIEYHOTO KPOBOTeUCHMs (CM. pasaen 4.4).

Ilpobeneyuo

CoBMmecTHOE MTPUMEHEHHE ¢ TPOOEHEIMIOM MOXKET 3HAUUTENIbHO CHU3UTH IJIa3MEHHBIN KINPEHC
KeTorpogeHa.

IIpenapaTsl, B3aUMOJCHCTBHE ¢ KOTOPBIMH CISAYET IPUHUMATHL BO BHUMAaHHUE

Luxnocnopun, makpoaumyc

Puck nomonHuTENEHOTO HEYPOTOKCHUECKOTO NEHCTBHS, OCOOCHHO Y MAIMEHTOB MOKUIIOTO
BO3pacrTa.

4.6. ®epTHIBHOCTD, 0ePEMEHHOCTD U JAKTALMS

bepemeHHOCTD

WMurnbupoBanne CHHTE3a MPOCTArJaHIMHOB MOXKET OKa3aTh HeXeNaTeIbHOE BIMSHUE Ha TEUCHUE
OepeMEeHHOCTH  W/MiIM  SMOpUOHANbHOE  pa3BuUTHE. JlaHHBIE, TMOJy4YEHHbIE B  XOJe
AMUAEMUOJIOTMYECKUX UCCIEA0BAHUN NTPU NPUMEHEHUN HHIMOUTOPOB CUHTE3a IIPpOCTarjaH/InHa
Ha PaHHUX CpPOKax OEpEeMEHHOCTH, MOJTBEP)KIAIOT IMOBBIILIEHHE PHUCKA CAMOIPOU3BOJIBHOIO
abopta u hopmupoBaHus MOPOKOB cepria (okoao 1-1,5 %). Puck moBbImIaeTcst ¢ yBeTUUCHHEM
JI03bl U JJIUTEIILHOCTH JICUEHUSI.

[TpumensTh Tpenapar OepeMEHHBIM JKEHIIMHaM B cpoke 10 20-oil Hexenu OepeMEHHOCTH
BO3MOXXHO TOJIBKO B Ciydae, KOrja IOTEHLMaJbHas IOJb3a JJII MAaTepu OIPABIBIBACT
BO3MOXHBIH pHUCK Ul IuIoa. B ciydae noka3aHHOW MOJb3bl MPUMEHEHUs KeTompodeHa y
JKEHIIMH B Cpoke OepeMeHHOocTH 10 20 Helenb M Yy JKEHUIMH, IUIAHUPYIOIHUX OepeMEeHHOCTb,
ciefyeT MpUIEPKUBATbC MUHUMAIBbHOM A (EKTUBHOM 103bI IpenapaTa U NpoA0KUTETbHOCTH
neuenust. Bo Bpems III Tpumectpa 6epeMeHHOCTH Bce MHIMOMTOPHI CHHTE3a MpOoCTarjaHuHa
MOTYT OKa3bIBaTh TOKCHUYECKOE BIIMSHHUE HA IUIOJA, MPUBOAS K MPEKIAEBPEMEHHOMY 3aKPBITHIO
apTepUAIILHOIO IIPOTOKA U JIETOYHOU runeprensuu. He cienyer npumenars HIIBII xenmunam ¢
20-0i1 Henenu 6epeMEHHOCTH B CBSI3U C BO3MOKHBIM Pa3BUTHEM MaJOBOAMS W/WJIM MATOJIOTHU
MOYEK Y HOBOPOXKJIEHHBIX (HeoHaTallbHasl nmoueuHas nucyHkius). [Ipemapar nporuBonokazax

npu OepeMeHHOCTH B cpoke Ooiee 20 Henenb. Y 6epeMeHHbIX KeHIHH Bo Bpems 11 tpumectpa
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BpEMEHHU KPOBOTEUYCHHS JaKE MMPU MPUMEHEHUN HU3KHUX J103 KeTompodeHa.

JlakTanms

Ha nacTosmuii MOMEHT OTCYTCTBYIOT JIaHHBIC O BBIACICHUU KEeTOmpodeHa B TPYIHOE MOJIOKO,
MO03TOMY IPUMEHEHHE KeTompodeHa HE PEKOMEH/IOBAaHO MIPH IPYAHOM BCKAPMITHBAHHH.

DepTUILHOCTE

[Ipumenenue keronpodeHa MOKET BIUATh HA KEHCKYIO (PepTUIHLHOCTh, IOITOMY IpernapaT He
PEKOMEH/IyeTCs TPUMEHSTH >KCHIIMHAM, IUIAHUPYIOIIUM OepeMeHHOCTh. llanmeHTkam ¢
OecruioeM (B T. 4. IPOXOJISAIIAM OOCIIEIOBAHKE) CIIEIYET PACCMOTPETh BOMPOC 00 OTKAa3e OT
HIIBII.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMU CPeACTBAMH M PadoTaTh €
MeXaHU3MaMH

JlaHHBIX 00 OTPHILIATEILHOM BIUSHHH KeTONpo(deHa B peKOMEHIyeMbIX J03aX Ha CIOCOOHOCTH K
YIIPaBJICHUIO aBTOMOOWJIEM WM PadOTy ¢ MexaHW3MamH HeT. BmecTe ¢ Tem, mamueHram, y
KOTOPBIX Ha (hOHE MPUMEHEHUs MpenapaTa BOZHUKAIOT COHIMBOCTh, TOJIOBOKPYKEHUE UK IPYTUE
HENPUSTHBIE OILIYIIEHUS CO CTOPOHBI HEPBHOUM CHUCTEMBI, BKJIIOUAs HAPYIICHUE 3PEHUs, CIEAYET
BO3/IEP)KAThCSl OT BOXKJICHUS aBTOTPAHCIIOPTA M 3aHATUH IMOTCHLIUAIBHO OIACHBIMH BHUIaMHU
NESTCIIBHOCTH, TPEOYIONIMMH  TIOBBIIIICHHON  KOHIICHTPAIMM BHUMAaHHWS UM OBICTPOTHI
MICUXOMOTOPHBIX PEAKIUHl.

4.8. HexkennaTeibHbIE peakunu

PesroMme HexxenaTeabHbIX PEAKIINT

HexenarenbpHble peakIuy MPEICTABICHBI B COOTBETCTBHU C MOPAKEHUEM OPTaHOB M CHCTEM
OpraHOB B TIOCTEIOBAaTEIBHOCTH MEIUIIMHCKOTO CJOBaps s HOPMAaTHBHO-IIPaBOBOM
nesrensHocT  (MedDRA). Yactora BO3HMKHOBEHHS OMpEAesiach B COOTBETCTBUH CO
CJIEIYIOIIMMH KaTeropusaMu: oueHb yacto (>1/10), gwacto (=1/100, vHo <1/10), Hewacto (>1/1000,
HO <1/100), peaxo (>1/10000, Ho <1/1000), ouenb penako (<1/10000), yacrora Hens3BecTHa (Ha
OCHOBaHUHU UMEIOIINXCS JAHHBIX OIICHUTh HEBO3MOXKHO).

Hapywenus co cmoponsl kposu u tumghamuueckotl cucmemvl: peIKO — TeMOpparnueckas aHeMHs,
4acTOTa HEW3BECTHA — arpaHyJIOIUTO3, TPOMOOITUTOIICHUS, HApYIICHHE (QYHKIIMH KOCTHOTO
MO3Tra, TeMOJIMTHYECKAsT aHEMUS, JICHKOTICHUSI.

Hapywenus co cmoponbi uMMyHHOU cucmembsl: 4acTOTa HEU3BECTHA — aHA(pUIAKTUYECKHE
peakiuu (BKIr04ast aHa(hUIAKTHIECKHUH 110K ).

Hapywenus memaboauzma u numarnus: 9acTOTa HEU3BECTHA — TUTIOHATPUEMHS, THIIEPKATHIEMUS
(cm. paznen 4.4).

Icuxuueckue HapyuieHnus. 4YacTOTa HCHU3BECTHA — CIIYTAHHOCTH CO3HAHUsI, 3MOLMOHAJIbHAsA
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JIAaOWJIBHOCTE.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hapywenusa co cmopoHnvl HepsHOU cucmembl. HEYACTO — TOJOBHAas 00JIb, TOJOBOKPYXEHHUE,
COHJIMBOCTb; PEJIKO — MapecTe3UH; YacTOTa HEM3BECTHA — aCENTUYECKUN MEHUHIUT, CYAO0POTIH,
HapyIlIeHNE BKYCOBBIX OLIYLICHHUM, BEPTUTO.

Hapywenus co cmoponbl opeana 3penusi; peiko — HEUeTKOCTb 3peHus (cM. pazaen 4.4).
Hapywenus co cmoponwvl opeana ciyxa u iabupunma: peiKko — IIyM B yIIax.

Hapywenus co cmoponul cepoya: 4acTOTa HEU3BECTHA — CEPJICYHAst HEJOCTaTOUYHOCTb.
Hapywenus co cmoponsi cocy008: 4acToTa HEN3BECTHA — IOBBIIIEHUE apTEPUATILHOTO 1aBJICHNU,
Ba30/1MJIaTalMs, BACKYJIUT (BKIIIOYAsl IEMKOLUTOKIACTUYECKUI BaCKYJIUT).

Hapywenus co cmoponbl ObixamenbHou Cucmemyl, 0peaHo8 cpYOHOlU KIemKU U CPeOOCmeHUsL:
penko — o0ocTpeHne OPOHXUATBHON aCTMBI; YaCTOTa HEU3BECTHA — OPOHXOCIAa3M (B 0COOCHHOCTH
y MalUeHTOB ¢ runepyyBcTBUTENbHOCTHIO K HIIBII), punut.

Kenyoouno-kuuieunvie Hapyulenus. 4acTo — TOILIHOTA, PBOTA, AMCHENcUs, 0olb B 00JIacTU
JKUBOTA; HEYacTO — 3arop, JAuapes, B3JIyTHE XUBOTA, TaCTPUT;, PEAKO — MENTUYEecKas $53Ba,
CTOMAaTUT; OYEHb PEAKO — OOOCTpEHHE SA3BEHHOro KoiuTa wiu Oone3nu Kpona, xemynouHo-
KHIIEYHOE KPOBOTEUYEHHUE, Tepdopaius, MaHKpeaTur.

Hapywenusa co cmoponvl nevenu u dicenuesvigo0awjux nymeti. pelko — T€NaTUT, MOBBIICHUE
AKTUBHOCTH «II€YEHOYHBIX)» TPaHCAMHHA3, [OBbIIIEHNE KOHIIEHTpaluu OninupyOrHa.
Hapywenus co cmoponul Kodicu u nOOKONMCHbIX MKAHel. HeYacTO — KOXKHAsl ChIlb, KOKHBIN 3y11;
4acToTa HEW3BeCTHa — (POTOCEHCHOMIM3alus, ajomelus, KpalnuBHUIA, AaHIMOHEBPOTUYECKUN
OTeK, JpuTema, Oyisie3Has Cbillb, BKIOYasg cuHApoM CruBeHca-J[P>KOHCOHA, TOKCHYECKHH
AMUJAEPMAIBHBIA HEKPOJIM3, OCTPBII T'€HEpaTM30BaHHbIN YK3aHTEMATO3HBIN ITyCTYJIES.
Hapywenus co cmoponvl nouek u mouesvlgoOswux nymeil: 4acTOTa HEU3BECTHA — OCTpas
[OoYeyHasi HEJAOCTaTOYHOCTb, MHTEPCTHLIMAIBHBIM HEPpUT, HEPPUTUUYECKUNH CHHIPOM,
HE(PPOTUUYECKHI CHHIPOM, aHOMAaJIbHbIE 3HAUCHUS MTOoKa3aTeNne QyHKIMH MoYeK.

Obwue HapyweHus u peakyuu 8 mecme 66e0eHusi. HE4aCTO — OTEKH; YacTOTa HEU3BECTHA —
MOBBILICHHAS] YTOMJISIEMOCTb.

Jlabopamopnule u uncmpymenmanbHble OaHHble: PEIKO — YBEIIMUEHNUE MACCHI Tela.

JlaHHBIE KIMHUYECKUX HCCIENOBAaHUN W DIUAEMUOJIOTMYECKHE [aHHBIE [JAlOT OCHOBAaHHE
npejmnonararh, yTo npumenenrue Hekotopsix HIIBII (oco6eHHO mpu AIUTENsHOM NPUMEHEHUH B
BBICOKMX J[03aX) MOET OBbIThb CBSI3aHO C IOBBIIIEHHBIM PHCKOM Ppa3BUTHS apTepUaIbHBIX
TpoM0O030B (Hampumep, MH(papKTa MUOKapAa U MHCYIbTa) (cM. pazaen 4.4.).

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIATCIbHBIX PCAKIINAX

BaxxHo co001aTh 0 M0/103PEBAEMBIX HEXKENATENBHBIX PEaKIUAX I10C]IEe PETUCTPalK IIpenapaTa ¢

18(SA18:Y10) obecneyeHus HCIIPEPLIBHOTO MOHHUTOpPHUHIA COOTHOLICHUSA  «II0JIb3a — PHCK»
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MI0JI03PEBAEMBIX HEKENATEIbHBIX PEAKLUAX JIEKAPCTBEHHOIO IpernapaTa uyepe3 HallMOHAaJIbHbIE
CUCTEMBl COOOILEHUS O HEXKEJIaTeJbHBIX pPEAKIUSAX TIOCYAapcTB — 4JIEHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a

Poccuiickas ®@eoepayus

109012, r. Mocksa, CraBsiHCKasl IIIOIaab, 1. 4, cTp. 1

®denepanibHas cryx0a 1Mo Ha30py B cdepe 3npaBooxpanenus (Poc3npasuamzop)

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

E-mail: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3npoBka

Crnyuyau nepeo3UpOBKHA OTMEUYAINUCH MIPH MPUMEHEHHH KeTorpodeHa B 103ax a0 2,5 T.
CuMOTOMBI

Kak u B cimygae npyrux HIIBII, npu nepeno3upoBke keTornpodeHa MOTyT OTMEYaThCsl TOUTHOTA,
pBOTa, 00JIb B KHUBOTE, PBOTA C KPOBbIO, MEJIEHA, HAPYIIEHUE CO3HAHUS, YTHETEHUE IbIXaHMUS,
CyIOpOrH, HapylieHue GyHKINH MOYeK U MoYeyHasi HeI0CTaTOYHOCTb.

Jleuenue

[Tpu nepeno3upoBKe NOKa3aHO IPOMbIBAHHUE JKEITYKa U IPUMEHEHNE aKTUBUPOBAHHOT'O YTJIS.
Jledenue cumnromarudeckoe. Bosneiicteue keronpodena Ha XKKT M0KHO 0CIIa0UTh C TOMOIIBIO
CPEIICTB, CHUKAIOIIMX CEKPELIUIO XKelle3 )Kelyaka (Hanpumep, HHTuOUTOPOB MPOTOHHOM MOMITBI

HNJIn 6J'IOK8.TOpOB Ho-ructaMuHOBBIX peHeHTOpOB), U NIpOCTArilaH AnHOB.

5. DPAPMAKOJIOTMYECKUE CBOHMCTBA

5.1. ®apmMakoIUHAMHYECKHUeE CBOIiCTBA

®dapmakoTepaneBTUYECKass TIPYIIA: [IPOTUBOBOCHAIUTENbHBIE U IPOTUBOPEBMATHYECKUE
IIpenaparsl; HECTEPOUIHBIE MPOTHUBOBOCIAINUTEIBHBIE U IIPOTHBOPEBMATHYECKHUE IIPENaparshl;
IIPOU3BOHBIEC MPOITMOHOBON KHCIIOTHI.

Kon ATX: MO1AEO3

MexaHHN3M e CTBUS

Keronpoden o0amaeT MpOTUBOBOCIATUTEILHBIM, aHAIBIE3UPYIOIIAM W KAPOITOHKAFOIIAM
JICCTBUEM.

Keronpoden 6mokupyer neiictBue depmenrta nukinookcureHassl 1 u 2 (LOI-1 u HOI'-2) u,
YaCTUYHO, JUMOKCUTEHA3bl, YTO MPUBOAUT K TMOAABICHUIO CHHTE3a MPOCTArIaHAMHOB (B TOM

yucie u B ieHTpanbHoi HepBHOU cucteme (ILIHC), BeposTHEe Bcero, B THIOTaIaMyce).
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Vitro keTonpodeH moaaBiIsIeT CHHTE3 OpaTUKUHUHA U JICHKOTPUCHOB.

KGTOHpO(beH HC OKa3bIBACT OTPULATCIBHOIO BIIMAHUA HA COCTOAHUC CYCTAaBHOI'O Xpsllla.

5.2. apmakokHuHeTHYECKHE CBOHCTBA

AOGcopouus

Keronpoden nerko abcopobupyercst u3 XKKT, 6uogocrynHocts — 90 %. CBsa3b ¢ 6enkaMu 11a3mbl
kpoBH — 99 %. IIpu npueme BHyTps 100 Mr keTonpodena MakcumanbHasi KOHIEHTPALUS (Cmax) B
mazme kposu (10,4 Mxr/min) nocturaercs yepes 1 yac 22 MUHYTHI.

Pacnopenenenne

Kerompoden 6onee uem Ha 90 % cBsi3a ¢ OenkaMu mi1a3Mbl KPOBU, B OCHOBHOM C aIb0yMHUHOBON
bpaxueii. O6beM pacnpenenenus B TKausix cocrasiseT ot 0,1 n/kr mo 0,2 n/kr. Keronpoden
NPOHHUKAECT B CHHOBHAIIbHYIO JKUAKOCTh. CrycTst 3 4 mociie MpUMEHEHHs KeTonpodeHa B 103¢
100 Mr ero KOHIEHTpalusi B IJIa3Me€ KPOBH COCTaBIACT NpUOIM3UTENsbHO 3,0 MKI/mi, a
KOHIIGHTPAlUsl B CHHOBHAJIbHOW kuaKocTH — 1,5 Mkr/min. Ilo mpomectBun 9 4 KOHIEHTpAIHS
npernapara B riia3Me KpOBH U CHHOBHAIBHOM KHIKOCTH COCTABIISIET, COOTBETCTBEHHO, 0,3 MKI/MII
u 0,8 MKIr/mMi1. DTO O3HaYaeT, YTO KETONpodeH MEJICHHO IIPOHUKAET B CHHOBHAJIBHYIO JKUIKOCTh
U TaKOKe MEIJICHHO IIMMUHHUPYETCS, B TO BpeMs Kak €ro IIa3MEeHHas KOHIIEHTPAIUS CHIKACTCS
paHbIIe.

[Ipy COBMECTHOM TPUMEHEHUHU KeTompodeHa ¢ NHIIeH ero adcopOuMs 3aMemseTcs, W
IUTa3MEHHasi KOHIEHTpalMs HE3HAuUTENIbHO CHIDKAeTCs, OJHAKO OMOAOCTYHMHOCTh OCTAeTCs
npexxHel. [locne nepopansHoro npumenenus 50 mr ketonpodena 4 p/cyT Ha (oHE rojoaHus
MUAKOBas TJIa3MEHHAs KOHIIEHTpalus cocTaBiisia 3,9 Mxr/m (uepe3 1,5 4); mpu COBMECTHOM
NPUMEHEHUH C MUIIeHd oHa CHUXanach 110 2,0 MKr/a (depes 2 4).

PaBHOBeCHas KOHIIEHTpaLUsl KeTonpo(deHa JocTUraeTcst B KpOBU uepe3 24 4 mocie ero npuema.
VY manueHTOB MOKWIJIOTO BO3pacTa PAaBHOBECHAs KOHIGHTpANWs IOCTHTaylach 4depe3 8,7 4 |
cocrasjsia 6,3 MKI/MII.

BI/IOTDaHC(bODMaHI/IH

Keronpoden noasepraercs MHTEHCMBHOMY METAa0ONU3MY MpU JEHCTBHH MHKPOCOMAIbHBIX
dbepmenToB neueHu. KerompodeH cCBA3BIBaeTCS € TIIIOKYPOHOBOM KHUCIOTOW M BBIBOIUTCS W3
opraHu3Ma B BUJIE TJIIOKYPOHHUIA. AKTUBHBIX META0OJIUTOB y KeTONpodeHa HeT.

DJIMMHUHALNS

[Tepuon nonyseiBeneHus (T12) coctariser MeHee 2 yacoB. [locie mepopaabHOrO MPUMEHEHHS

IIa3MEeHHBIN KupeHc ketonpodeHna cocrasiseT 1,16 mu/mun/kr. Ot 70 % 1o 80 % ketonpodena
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COOTBETCTEYET JKCMNEPTHOMY OTUYETY
ot 01 'IZZZE':IE-i Mz E]_'IE b
BBIBOJUTCS ITOYKAMH B TedeHHE 24 4, B OCHOBHOM l‘gléjll:ee_l@é'%%i’:ﬂ_ %Iilfe: "T-lf;ﬁbkls'ffylo:i{'m[a

kerornpodeHa, u 0kosio 10 % BHIBOAUTCS KUIICYHHKOM.

JInna mosKujioro Bo3pacra

v MMAaIMEHTOB IIOXHJIIOI'O0 BO3pacTa MeTa00au3M U BBIBCACHHUEC KGTOHpO(l)CHa IIPOTCKAIOT
MCEIJICHHEC, YTO HMCCT KIIMHNYCCKOC 3HAUYCHUEC TOJIBKO JJIsI ITAallUEHTOB CO CHMKEHHOM (bYHKHHeﬁ
ITIOYCK.

IIeueHouHas HEAOCTATOYHOCTD

v IIalfM€HTOB C IICYCHOYHOU HEAOCTAaTOYHOCTBHIO KeTOHpO(beH MOXET aKKyMYJIIHPOBATLCA B
TKaHAX, TaKUM IIallMCHTaM HGO6XOI[I/IMO HasHaydaThb mnperapar B MHHHMAaIbHON TepaHGBTquCKOﬁ
J03¢€.

IToyeyHas HETOCTATOYHOCTD

Y maumeHToB ¢ IMOYEYHOM HCAOCTATOYHOCTBIO KIIMPCHC KeTOHPO(i)CHa CHUIKCH, YBCINYUBAA T

Hal 4.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcnoMoOraTeibHBIX BelIECTB

S npo TabieTku

['unposnosa (ruApOKCUIIPONIIILIEIIIION03A)
MaHHUTON (MaHHUT)

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

O00104Ka TAOIETKH — FOTOBAs CyXas CMECh JUI MIICHOYHOI'O IMOKPBITHS .

I'unpomennosa

Twurana qTuokcug

Makporoa

WIH

['nnpomernno3a (OKCHIPONMUIMETHUIILEIITION032)

Twurana quokcug

Maxkporon 6000 (monuatunenrinukois 6000, monustuiaernokeu 6000)
6.2. HecoBmecTumocTh

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHSs )

3 rona.
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COOTBETCTB

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH X anemzmn - '-l ":l'

B 3amumierHoM oT cBeTa MecTe pu Temneparype He Baiiie 25 °C.

XpaHUTb B MECTAX, HEJOCTYIIHBIX JUIS IETEH.

6.5. XapakTep u coaep:kaHue NePBUYHOI YNIAKOBKH

TabneTku, MOKPHITHIE TNICHOYHOH 0060m0uKoi 100 mr.

10 TabneToK B KOHTYPHYIO SIMEUKOBYIO YIAKOBKY M3 TJICHKU MOJUBUHUIXJIOPUIHON M (OIBIH
AJTIOMUHUEBOM NEYaTHOM JTaKMPOBAHHOM.

10, 20, 30, 40, 50, 60 TabneTox B OaHKY MOJUMEPHYIO M3 TOJHUIIPONIIICHA WIJIM MOJMUITUIICHA
BBICOKOM IUIOTHOCTH, YKYITOPEHHYIO HATATMBAEMON WIM HABUHYMBAEMOM KPBILIKOW ITIOJIUMEPHOU
JUISL JIGKQPCTBEHHBIX CPEJCTB W3 MOJUMPONUICHA WM TMOJUATHICEHA BBICOKOW WM HU3KOMU
IUIOTHOCTHU C KOHTPOJIEM IIEPBOT0 BCKPBITHUS WK 0€3 KOHTPOJIS, C YIJIOTHSAIOIIUM 3JIEMEHTOM HIIN
0e3 Hero.

JIOTIOTHUTEIPHO JIOMYCKAETCs HMCIIOJIb30BaTh BaTy MEAUIIMHCKYIO TUTPOCKOMHYECKYIO WIH
aMOpPTHU3aTOP.

Ha 6aHKy HaKJIeHBarOT 3TUKETKY CaMOKJIESIIYIOCS.

Kaxnayto 6anky, 1, 2, 3,4, 5, 6 KOHTYpHBIX STUEHKOBBIX YIAKOBOK C HHCTPYKIIHEH MO MPUMEHEHHUIO
MOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH TNPH YHUYTOKEHHUH HCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUus!
JIEKAPCTBEHHOTI'0 NMpenapara, i Apyrue MaHUIYJ/ISIUM ¢ PenapaTrom

OcoOble TpeOoBaHUsl OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOT' O YOCTOBEPEHU S
Poccuiickas ®enepanus

OO611ecTBO € OrpaHMYEHHON O0TBEeTCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)
115184, r. Mockga, riep. O3epkoBckwid, 1. 12, atax 1, mome. |, kom. 9

Ten.: + 7 (3522) 48-60-00

e-mail: fsk@velpharm.ru

7.1. IlpeacraBuTe/Ib AepKATENS PETUCTPALMOHHOIO YA0CTOBEPECHUS

[Mperen3un norpedUTENEeH HAOPABIATH 10 aAPECY:

Poccniickas @enepanvs

OO111ecTBO ¢ OTPaHUYEHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)
640008, Kypranckast 06:1., . Kypran, npocriekt Koncturynun, 1. 11

Ten.: + 7 (3522) 48-60-00, 55-51-80
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 01.10.2024 N= 21168

(NOCNEQCBATENEHOCTE 0003)

e-mail: fsk@velpharm.ru

8. HOMEP PET'UCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. IATA NMEPBUYHOM PETMCTPAIIMA (IIOJATBEPXJIEHHSI PETHCTPAILIMN,
INEPEPETUCTPALIMN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA
O6mias  XapakTepucTuKa JjekapcrtBenHoro mnpemapata KETOITPOBEJ® nocrynna Ha
UHPOPMALIMOHHOM TopTaie EBpa3suilckoro 5KOHOMHUYECKOrO co3a B HWH(POPMAIMOHHO-

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