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OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

1. HAMMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

Keromnpogen Penepain, 100 mr, pacTBOp [Uisl BHYTPUBEHHOI'O M BHYTPUMBIIIEYHOTO BBEICHUS.

2.  KAYECTBEHHBIN 1 KOJTUYECTBEHHBI COCTAB

JleiicTByro1ee BemecTBO: KeTonpogeH.

Kaxnpiit Mt pactBopa coaepxut 50 Mr keronpodeHa.

Kaxxnas ammyna (2 mon) cogepsxkut 100 Mr keronpodena.

BcrniomorarenbHbIe BEIECTBA, HAJIMYME KOTOPBIX HAJO YYUTBIBATH B COCTaBE JIEKAPCTBEHHOI'O
npernapara: 3TaHoJ1, OCH3UJIOBbIN CIUPT, HATPHid (cM. pasnen 4.4.).

[TonHbIi TepeueHb BCIIOMOTaTENbHBIX BEIIECTB MPHBEIEH B pa3zaene 6.1.

3.  JIEKAPCTBEHHAS ®OPMA

PacTBOp 111 BHYTPUBEHHOT'O M BHYTPUMBILIEUHOTO BBEACHMS.

[Ipo3paunblii OECIIBETHBIN WIIN CIETKa OKPAIICHHBIA PACTBOP C XapaKTEPHBIM 3aIIaXOM.

4.  KIIMHUYECKUE JAHHBIE

4.1. Tloxka3aHus1 K NPUMEHEHUIO

Keromnpogen PeneBain nokaszan Kk NpUMEHEHUIO Y B3pOCIbIX U ieTell B Bozpacte oT 15 no 18 ner.
e PeBMaTOUAHBIN apTPUT;

® CEpOHEraTUBHbIE  apTPUTHL:  aHKWIO3UpYOUMil  cnoHauauT  (Gone3nb  bextepesa),
NICOPUATUYECKUN apTPUT, PEaKTUBHBIN apTpuUT (cuHapoM Pelitepa);

e 110]arpa, ICeBIONOAarpa,

® OCTEOApPTPHT;

® MUIDEHB;

® DaJMKYJINT;

® BHECYCTAaBHbIE NpOSBICHUS PEBMAaTHUECKUX 3a00JeBaHUN (TEHAMHUT, OYPCUT, KarCyauT
TJICYEBOTO CYCTaBa);

® [IOCTTPaBMAaTUYECKUN U MOCIEONEPALMOHHBIA O0IEBOI CHHAPOM;

e 00JIeBOI CUH/IPOM TPU OHKOJIOTHYECKUX 3a00JI€BaHUSIX;

® QJIBIOINCMEHOPES.

[Ipenapat nmpeaHasHaueH Ui CHMOTOMATHYECKOW Teparuu, yMEHbIIEHUS OOJIM M BOCHAJICHUS
Pa3IMYHOTO MPOUCXOXKACHHUS HA MOMEHT MCIOJb30BaHUS, HAa MPOrpeccCUpoBaHKe 3a00JI€BaHUS
HE BIIMSIET.

4.2. PeskuM 103UPOBAHMSA U CNIOCOO MPUMEHEHUSs

PexxuM 1o3upoBaHus

MakcumanpHasi cytouyHas pgo3a cocraBmsger 200 mr. HeoOxoawmo THIATENBHO OIEHUTH
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200 mr/cyTkH.

Buympumviuweunoe egedenue

Pexomenayemass 1o3a TpH BHYTPUMBIIIEYHOM BBelaeHUU cocTtaBiser 100 mr (1 ammysa)
1-2 pasa B ;ieHb.

[TponOmKUTETFHOCTh BHYTPUMBIIIEYHOTO BBEJICHHUS IMpemapaTta HE JOJDKHA MPEBBINIATh
2-3 nueii. llpu HEOOXOIUMOCTH JAIBHEWIYID TEpamuio KeTOMPO(EHOM MPOIOJIKAIOT
C IPUMEHEHUEM JIPYTUX JIEKapCTBEHHBIX (POpM (TabieTKH, Karcybl, CYMIO3UTOPUN).
Buympueennoe sgedenue

Buyrpusennoe nH(}y3noHHOE BBEJCHHE KETOMPO(deHa TOMHKHO MPOBOAUTHCS TOJIBKO B YCIOBHUSIX
craionapa. IlpogomxutenbHOocTh HHGY3UHM JOJDKHA cocTaBisath oT 0,5 mo 1 waca.
BHyTpuBeHHbII crioco0 BBeEHUS clieAyeT MPUMEHATh He Oosee 48 yacos.
Henpooonacumenvnas 6Hympueennas ungysus

100-200 mr (1-2 ammynsl) kerompodena, passemeHHsix B 100 i 0,9 % pacTBOpa HaTpus
xjopuja, BBoautcs B TeueHue 0,5—1 yaca.

IIpooonoicumenvrasn HympuseHHas UHQy3us

100200 mr (1-2 ammynsl) kerompodeHa, pazBeneHHbIX B 500 Ma uH(]Y3HOHHOTO pacTBOpa
(0,9 % pactBOp HaTpHs XJIOpHA, JIAKTATCOAEPKAIIUi pacTBOp PuHrepa, riroko3a), BBOIUTCS
B TE€UEHHUE 8 YacoB.

Keronpoden MoXHO codeTraTh C aHAIbIETHMKAMH IIEHTPAJIBHOTO JAEWCTBUS, €r0 MOXHO
cMmemnBaTh ¢ MoppuHOM B ogHOM (uakone: 10-20 mr mopduna u 100-200 mr keronpodena
pasBomat B 500 mMn wuHby3uonHoro pactBopa (0,9 % pactBop HaTpus  XJopuaa
WJIU JIAKTaTCOIepKaIIHil pacTBop Punrepa).

[Ipn HEoOXOAMMOCTH MapeHTepalibHOe BBeleHHe mnpenapara Kerompoden PeneBan MoxHO
coueTaThb C MPUMEHEHHEM TMepopalbHbIX (opMm (TabNeTKH, KarcCylbl) WM PEKTalbHBIX
CYTIIIO3UTOPHEB.

CneyuanvHvie Mepvl NPEOOCHMOPOICHOCU

VYka3zaHue 0 HECOBMECTUMOCTH CM. pasfen 6.2. VYkazaHuE O CBETOYYBCTBUTEIBHOCTU
cM. pazzen 6.6.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmul nodxxcunoco 6o3pacma

Y nanueHTOB MOXKUIIOTO BO3pacTa CYIIECTBYET MOBBIIIEHHBIH PUCK Pa3BUTHUS THKEINbIX
MOCJIE/ICTBUI HEXKENATEIbHbBIX PEaKIIUA.

PekoMenayercs HaumHaTh MNPUMEHEHHE KETOoNpodeHa y NalMeHTOB IOXKUJIOro BO3pacTa

C MUHUMAJIBHOHN /03Bl Tpernapara, NoJJAepKUBas B JajdbHEWIIeM MUHUMAIbHO 3(P(EKTUBHYIO
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J103Yy.

Tayuenmoi ¢ Hapywenuem hyHKyuu novex
Y nmanueHToB C MOYEYHOW HEAOCTATOYHOCTBK) CPEOHEW CTENEHH TSHKECTH C KIMPEHCOM
kpearununa (KK) menee 0,33 mu/c (20 mu/MuH) 103y KeTonpodeHa CIeayeT CHU3UTh.
Y ManMeHToB € TSDKEJIOW TMOYEYHOM HEIOCTaTOYHOCThIO MpPUMEHEHHE KeTorpodeHa
NPOTHBOIIOKA3aHo (cM. paszen 4.3.).
THayuenmoi ¢ HapywieHuem yHKyuu neveHu
VY ManueHToB ¢ XPOHUYECKOW MEUEHOYHOM HEAOCTATOYHOCTHIO M MOHMKEHHBIM COJEp)KaHUEM
CBIBOPOTOYHOTO allbOyMHHA 7103y KeTonpodeHa cleayeT CHU3UTh.
Y T[anmueHTOB ¢ TSDKEIONW TIEYCHOYHOH HEIOCTAaTOYHOCTRIO IPUMEHEHHE KeTorpodena
NPOTHBOIIOKa3aHo (cM. paszen 4.3.).

eTH
Pexum noszupoBanus it neteit ot 15 go 18 ner He oTaMyYaeTcss OT pekuMa JO3UPOBAHUS IS
B3POCJIBIX.
bezonacuocth u 3 dexruBHOCTS Keronpoden Penesan y nmereit B Bo3pacte ot 0 g0 15 ner Ha
JAHHBIA MOMEHT HE YCTaHOBJICHBI. [laHHBIE OTCYTCTBYIOT.

Cnoco0 IIPUMCHCHUA

BHyTpuBEeHHO, BHyTPUMBILIEYHO.

4.3. TIpoTHBOMOKA3aHMSA

o ['Mnep4yyBCTBUTENBHOCTh K KETONPO(EHY, CaIULMiIaTaM WIH IPYTMM HECTEPOUIHBIM
npoTuBOBOCTIaNUTENbHBIM NpenaparaMm (HIIBII), niu k nmo0omy n3 BCoMOraTeabHbIX BEIIECTB,
MEepPEYMCIICHHBIX B pazzaene 6.1.;

o MIOJIHOE WJIM HEMOJIHOE COYeTaHue OpOHXMAJIbHOW aCTMbl, aHTMOHEBPOTUYECKOTO OTEKA,
KpPanMBHUIBL, OCTPOrO PUHUTA, PEUUAUBUPYIOIIETO MOJUII03a HOCA WM OKOJIOHOCOBBIX Ma3yx
U HEMEePEHOCUMOCTH aleTUJICATUIIMIOBON KucioThl uiau apyrux HIIBII (B Tom uyucne B
aHaMHe3e),

. S3BEHHAs1 0OJIE3Hb JKENy/IKa WIM JBEHAIATUIIEPCTHOW KMUIIKU B CTaJUH OOOCTpEHHMS, a
TaK)Ke JKeTyIOUHO-KHUIIeYHbIE S3Bbl, KPOBOTEUEHHUS U niepdopannu;

o XpOHHUYECKasl TUCHENCHs], BOCIANIUTEIbHbIE 3a00JIeBaHUs KUILIEYHHUKA, SI3BEHHBIM KOJIUT,
6one3up KpoHa, AMBEpTUKYIIUT B CTaAUN 00OCTPEHUS;

o reMopuauss M Jpyrue HapylIeHUs CBEPTHIBAEMOCTH KpOBU (B TOM  4YHCIE
reMopparu4eckuii 1uates);

. TsDKeNas Me4eHOYHasi HeI0CTaTOYHOCTh, aKTUBHOE 3a00JIEBaHUE ITEUEHHU;

. Tsokenass modeuHas HemoctatrouHocTh (KK menee 30 mu/mMuH), mporpeccupyronime

3a00JIeBaHUS IMOYCK, NOATBCPKACHHAA TMIICPKATIUEMHU
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A0PTOKOPOHAPHOM ITYHTUPOBAHUU;

o 1epeOpPOBACKYIISIPHBIC U IPYTHe aKTHBHbBIC KPOBOTCUCHHUS;
o OepeMeHHOCTh B cpoke Oonee 20 Henenb;

. MEPUOJI TPYAHOIO BCKAPMIIMBAHMS;

o JeTCKuid Bo3pacT (10 15 ner).

4.4. OcoOble yka3aHHS1 M Mepbl IPEJO0CTOPOKHOCTH NIPH NPUMEHEHUHU

C 0CTOPOKHOCTBIO

bponxuanbHas acTMa B aHaMHe3e, KIMHUYECKH BBIPAXKEHHBIE CEPIEYHO-COCYIHCTHIE,
1epeOpoBacKyIspHbIe 3a005IeBaHMs 1 3a00JIeBaHUS Mepu(EepHUUECKUX apTepuil, TUCITUITHIECMHUS,
Iporpeccupyromye 3a00IeBaHus IeUeHH, THIIEPOMIINPYOUHEMHUS, aTKOTOJIBHBIN IUPPO3 TICUCHH,
[IEYEHOYHAsl HEJJOCTAaTOYHOCTh, NoyeyHast HegoctatouHocTh (KK 30—-60 mu/MuH), XxpoHuyeckas
cepieyHasi HeJJOCTaTOYHOCTb, apTepuaibHas THIIepTeH3Us, 3a00JIeBaHUs KPOBH, JIerUapaTalys,
caxapHblii 1MabeT, aHAMHECTUYECKUE JAHHBIE O PA3BUTUH S3BEHHOI'O MOPAKEHUS KEITYHA0YHO-
kumieunoro tpakra (JKKT), nanmuune mndexkunu Helicobacter pylori, tsxensie comarnyeckue
3a00s1eBaHus, OXKUIION BO3pacT (cTapiue 65 jeT, B T.4. oJIyyarollyue JUYPETUKU, ocaa0leHHbIe
HalMeHThl U ¢ HU3KOM Maccoll Tena), KypeHHe, COMYTCTBYIOIIAs Tepanmusl aHTUKOAryJIsiHTaMu
(mampumep, BapdapuH), aHTHarperaHTamMu (Hampumep, aUeTHICAIMIMIOBAas  KUCJIOTa,
HUKOPAHJWI), TJIIOKOKOPTUKOCTEPOUAAMU JJIsi TMpueMa BHYTpPb (Hampumep, HpPEeIHU30JI0H),
CEJIEKTUBHBIMU HMHTHOUTOpaMM OOpaTHOTO 3axBaTa CEpPOTOHMHA (HampuUMep, LUTaIoNpam,
CepTpajMH), MaLMEHThl C YMEHbIIEHHEM oObeMa UHUPKYJIUPYIOIEH KpOBH, IIUTEIbHOE
npumenenne HIIBII.

Oco0ble yKa3aHus

C 1enpl0 CHWXKEHHS PUCKA PA3BUTHUS HEXeNaTeJbHBIX SBJICHUN KeTolpodeHa peKOMEeHayeTcs
NpUMEHEHHE MUHUMAIbHOM 3(()eKTUBHOMN /1035l B TEUCHHE MUHIUMAJIBHO KOPOTKOTO MEPHOAA.
Mackuposka cumnmomoe ochogHo20 uHgeKyuonHo2o 3a001e6anus

B cnydae oOHapy)eHUs MPU3HAKOB WH(EKITMOHHOTO 3a00JIeBaHMsI CIIEIyeT OOpaTUTh BHUMAHUE,
YTO NMPOTUBOBOCHANIUTENbHBIE, 00€300JIMBaIOIINE U KAPOIOHMKAIOIINE CBOWCTBA KETOMpOodeHa,
kak u apyrux HIIBII, moryt mackupoBaTh OOBIYHBIE NPU3HAKU MPOTPECCHPOBAHUS MH(EKIHUH,
TaKHe KaK JINXOpaJKa.

[Tpu mpuMeHeHHH KeTomnpodeHa CUMITOMBI MH(EKIIMOHHBIX 3a00JeBaHUIl MOTYT OBITH MEHee
BBIPQXEHHBIMU, YTO MOXKET MPHUBECTH K Y/UIMHEHHIO CPOKOB IOCTAHOBKH MPaBHJIBHOTO
JMarHo3a, OTCPOYEHHOMY Hadajly COOTBETCTBYIOLIETO JICYEHHS W YXYIIIEHHIO HCX0la
UHEKIMOHHOTO 3a0oneBaHus. YXyauieHue Habmomanock Ha (QoHe OakTepualbHOU

BHEOOJLHUYHON NMHEBMOHUU U NpU OaKTepUaIbHBIX OCIOKHEHHUAX BETpSHOU ocmbl. B ciydae

4



COOTBETCTBYET 3KCMEPTHOMY OTYETY
28.02.2024 Ne 3851

OT 2o UL UL

MpUMeHEHUs KeTonpodeHa mpu HHHEKITHOHHOM 3a6oneﬁ%ﬁ-}§%§kggﬁﬁgﬁ ATYpEt tena

WIA KYNHpOBaHUs OOJEBOrO CHHIpPOMA, PEKOMEHAYETCS 00ecledeHrne TIIATeTbHOrO
HaOroIeHus 3a TeueHHeM MHQeKIu. B aMmOynaTopHBIX YCIOBHSX, B CIydae, €CIIM CHMIITOMBI
COXPaHSIOTCS MM YXYIIAI0TCS, MAMEHTY HEOOXOMMO 00paTUThCA K Bpauy.
Kenyoouno-kuweunvle Kposomeuenus, s36vl U nepphopayuu

Coo0manoch 0 pa3BUTHH JKEIYJOYHO-KULICYHBIX KPOBOTEUYECHHUH, 3B W mepdoparmii (c
BO3MOXHBIM JIETAJIbHBIM HCX0A0M) Bo Bpemsi nmpumenenuss HIIBII na moGom stane neueHwus,
BHE 3aBHCHMOCTU OT HaIMYMsl YTrPOXKAIOLIMX CHUMIITOMOB MM Tspkenblx 3abosnesanuii JKKT B
aHaMHe3e.

Puck xemyqouyHO-KUIIEYHOTO KPOBOTEUCHHS, S3BOOOPAa30BaHUS MM Tephopay MOBHIIIACTCS
npu npuMeHeHnu Ooiee Bbicokux n03 HIIBII, mpu Hamuumum si3BeHHOH 0OJIE3HM B aHaMHE3e,
0COOEHHO OCJIO)KHEHHON KpOBOTEUYEHHEM WU nepdopanueil, 1 Ipu NPUMEHEHUHU Y HOMKHIIBIX
MALUEHTOB. Y 3THUX IPYMI NAalMEHTOB JICYEHHUE CIENyeT HaYMHaTh C MUHUMAJIBHO BO3MOKHBIX
no03. Cnenyer paccMOTpeTh COBMECTHOE NPUMEHEHHUE C raCTPONPOTEKTUBHBIMU IperaparaMu
(HampuMmep, MM30IPOCTOJIOM WM HHIMOMTOpaMH IPOTOHHOM IOMIBI) Yy JaHHBIX TIPyII
NAlMEeHTOB, a TaKXe Yy HallMeHTOB, KOTOPBIM HEOOXOIMMO MPUMEHEHHE aleTHJICATUIIOBON
KHCIOTBl B HH3KUX J103aX WIHM JpYrMX IpenaparoB, IOBBIIIAIOIIMX PHUCK pPa3BUTUHI
HexenatenbHbIX peakiuii co croponbl XKKT (cMm. pazaen 4.5.).

[TarueHTs! ¢ HexenarenbHbIMU peakiusiMu co ctoponbl JKKT B anHamHe3e (0cOOEHHO MaIeHThl
MOXKWJIOTO BO3pPAacTa) JOJKHBI COOOINATh O BCEX HEOOBIYHBIX cUMITOMax co cTopoHbl JKKT
(mIpe’kze BCEero 0 kenyI04yHO-KUIIIEYHOM KPOBOTEUEHHH), B OCOOCHHOCTH Ha HayallbHBIX dTanax
JICYCHMUS.

Cy1iecTBYIOT 3MHMIEMUOJIOTUYECKUE JIaHHBIE, CBUAETEIbCTBYIOIIUE O CBS3U INPUMEHEHUS
KeTornpodeHa C BBICOKMM PUCKOM Pa3BUTHUS TSDKEIOH KeTyJOYHO-KUIIEYHOH TOKCHYHOCTH,
cpaBHUMOW ¢ TakoBoil mpu mnpumeHenuu aApyrux HIIBII, ocoOeHHO B BBICOKHMX J103aX
(cMm. pasgen 4.3.).

VYV nanueHTOB MOXKMUJIOTO0 BO3pacTa CYLIECTBYET IOBBIINICHHBIA PUCK Pa3BUTHUS HEXKENIATEIbHBIX
peakuuii co croponsl JKKT, Takux Kak *KeayJo4HO-KUIIEYHOe KpoBOTeUeHUe U nepdopanus (c
BO3MOJKHBIM JIETATBHBIM HCX00M) (cM. pasnen 4.2.).

B cnyuae pa3BuTHS KenyI04HO-KUIIEUHOTO KPOBOTEUEHUS Uit oOpa3oBaHus s3B opranoB JKKT
IpU IPUMEHEHUH KeTonpodeHa, JIeUeHHe CIeTyeT HEMEAJIEHHO MPEKPATUTb.

OTHOCHUTENBHBI PHUCK YBEIMYMBAETCA Yy NAIMEHTOB C HU3KOM Maccoil Ttenma. Ilpm
BO3HMKHOBEHMM Takux HapymeHud co croponsl JKKT, xak KpoBOTeueHUs WU

s13B000pa3oBaHue, JIEYCHUE JTIOHDKHO OBITh HEMEIJICHHO TIPEKPAIIICHO.
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aHaMHe3e (S3BEHHbIM KouuT, 0one3Hb KpoHa), Tak Kak 3TO MOXET HMPUBOJIUTH K 00OCTPEHHUIO
JIAHHBIX 3a0oneBaHuii (cM. pasnen 4.8.).

Crnenyer co0nogaTh OCTOPOKHOCTh IPU COBMECTHOM IMPUMEHEHHM C IpernapaTraMu, KOTOpble
MOTYT  IIOBBICUTH  PHCK  O0pa3oBaHMsl  s3B  WJIM  KPOBOTEUCHMs, TaKUMH  Kak
[JIIOKOKOPTUKOCTEPOUABI JUIsl TpPHEMa BHYTPb, AHTHKOATYJISHTHI (Hampumep, BapdapuH),
CEJICKTUBHBIE MHTHOUTOPHI OOpPaTHOTO 3axBaTa CEPOTOHMHA MM AaHTHArPEraHThl (HAampUMeEp,
alleTUIICAIMIIMIIOBAs KUCIIOTA WK HUKOpaHui) (cM. pa3zaen 4.5.).

Crnenyer um30eraTb COBMECTHOrOo mpuMeHeHHs ketomnpodena ¢ apyrumu HIIBII, Brmrogas
CEJICKTUBHBIC HHTHOUTOPBI IIHKI0OKcHUTreHasbl-2 (1JOI'-2).

Tokcuueckue peakyuu co CMopoHbl KOHCU

OueHb peaKo cOOOLIATIOCh O PA3BUTUHU TSDKENBIX PEAKLUUl O CTOPOHBI KOXKH (C BO3MOXHBIM
JeTalbHbIM UCXOA0M), BKJIIOYask SKC(OIMATUBHBIN epMaTUT, cuHIpoM CTtuBeHca-/[KOHCOHA U
TOKCHYECKHUI 3MUIepPMAIbHBIA HEKPOJIH3, CBsi3aHHbIX ¢ npuMeHennem HIIBIT (cm. paspen 4.8.).
HaubGonpmmii pucKk pa3BUTHS JaHHBIX COCTOSIHMM TPUXOJMTCS Ha HAyajao Tepanuu, B
OOJIBIIMHCTBE CIY4YaeB OHU DPAa3BUBAJINCh B TEYEHHE IEpBOro Mecsua JedeHusa. Cremyer
IPEKpPaTUTh INPUMEHEHUE KeTONpoQeHa MpU IEPBOM IMOSIBIEHUH KOXHOH ChINH, U3bSI3BICHUSL
CIIM3UCTBIX 000J0UYEK WM JHOOBIX IPYrUX MPU3HAKOB TUIIEPUYBCTBUTEIILHOCTH.
Cepoeyno-cocyoucmule u yepeoposackyisapHule 2 pexmol

JlaHHBIE KIMHUYECKUX HCCIEAOBAHUNA M DNHMAEMHUOJIOTHUYECKHE JaHHBIE IPEAINONararT, 4YTO
npuMeHeHne HekoTopbix HIIBIT (ocoGeHHO B BBICOKMX J103aX W MpPU MPOJOKUTEIHHOM
JICYEHUHN) MOXKET OBbITh CBS3aHO C MOBBILIEHHBIM PUCKOM Pa3BUTHSI apTEpHAIbHBIX TPOMOO30B
(Hanpumep, H(papKTa MUOKapAa WM MHCYNIbTa). Ha OCHOBaHMM MMEIOIIMXCS JaHHBIX HENb3s
UCKJIFOUUTh TAaKOM PUCK MPH MPUMEHEHHH KEeTONpo(eHa.

Coo0manoch 0 MOBBIMIEHUH pPHCKAa PA3BUTUS apTepUAIbHBIX TPOMOO30B MpHU NPUMEHEHUU
HeacnupuHoBeix HIIBII nns kynupoBaHus nepuornepanyoHbix Oojiel MpU aOpTOKOPOHAPHOM
IIYHTUPOBAHUU.

Heo6xoauMo coOmoaTh OCTOPOKHOCTh TNMPH NPUMEHEHMH KEeTONmpodeHa Yy TMalUeHTOB ¢
MOBBIIIEHUEM apTEPUaTIbHOTO JABJICHUS B aHaMHE3€ W/MIM CepJACYHOM HEJI0CTaTOYHOCTHIO
JIETKOW WJIM CpeJHEeH CTeNeHU TKecTH, Tak kKak mnpu npumeHenuu HIIBII coob6manock o
3aJIep>KKe KUJKOCTU U Pa3BUTHH OTEKOB.

Toueunas oucghynkyus

Bo Bpemst Hauana yedeHus ciaeayeT TIIATeNbHO HAOIoAaTh 3a (YHKIMEH MMOYeK Yy MalMeHTOB C
CepACYHON HEIO0CTaTOYHOCThbIO, LUPPO30OM MIM HE(Ppo30M, y MALUEHTOB, MOJYYaAOIIUX

JUYPETUUYECKYI0 TEpamnuio, W y MaIMeHTOB C XPOHUYECKON O0JIe3HBIO TOYEK (OCOOCHHO Yy
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CHIW)KCHHUIO TMOYEYHOIO0 KPOBOTOKA, BBI3BAHHOMY WHTHOMPOBAHHWEM IPOCTATIAHIUHOB, U
JEKOMIICHCAIIMH TTOYCYHON ()YHKITUH.

Ileuenounas ouchynxyus

VY manueHToB ¢ OTKJIOHEHHMSMHM B (PYHKIMOHAIBHBIX TECTaxX IMEYEHH WU C 3a00JIeBaHUSMU
MEeYEeHU B aHamMHe3e CJeAyeT NEPUOJUYECKH KOHTPOJIMPOBATH YPOBEHb «IIECYEHOYHBIX)
TpaHCaMHUHA3, 0COOCHHO MIPH UTUTEIHLHOM JICUCHUH.

[Tpu mmrensHom npumeHenun HIIBIT HeoOXoauMo MepHOIUYECKH OIEHUBATH KIMHUYECKUN
aHaJIN3 KPOBHU, a TAK)KE€ KOHTPOJIUPOBATh (PYHKIIMIO MOYEK U MEUCHH.

DepmunbHocmso

[Ipumenenue ketompodeHa MOXKET BIUATH HA JKEHCKYIO (DEepTHUIBHOCTH, MOITOMY Mpernapar
HE PEKOMEHAYeTCS MPUMEHATh >KCHIUHAM, IUIAaHHPYIOIUM OepeMeHHOCTh. [lamumenTtkam
¢ OecronueM (B T.4. MPOXOASIIMM OOcCenoBaHUE) CIEAYyeT pPacCMOTPETh BOMPOC 00 OTKaze
ot HIIBII.

bpounxuanvnas acmma u pecnupamopuule paccmpoiicmsa

VY manueHToB ¢ OPOHXHANBLHOW aCTMOW B COYETAHHHM C XPOHHMYECKHMM PUHUTOM, XPOHHUYECKUM
CUHYCHUTOM W/WIM TOJHUIIAMU HOCOBOW IOJOCTH CYIIECTBYET Ooyiee BBICOKMH PHCK pa3BUTHUS
aJJIepru4eckux peakuui K anerwicanuipuioBoit kucinore w/unu HIIBIL, yem y apyrux moxaen.
[IpumeHnenne HSTHX TpemapaToB MOXET TMPUBOJUTH K AaCTMATHUYECKUM  MPUCTyHaM
Wi OpoHXOCHa3My, OCOOCHHO Y MAallMeHTOB C aJJIEprueil Ha aleTHICATHIIMIOBYIO KHCIOTY
win HIIBII B anamuese (cm. pasaen 4.3.).

T'unepranuemus

Bo3MOXHO pa3BUTHE THUIEPKAIMEMHUH, OCOOCHHO Yy TAIMEHTOB C CaxapHbIM JTUA0ETOM,
MOYEYHON HEIOCTATOYHOCTHIO W/WIIU MPU COBMECTHOM MPUMEHEHUHU C KaiuiicOeperaroummu
npemnapatamu (cM. pazaen 4.5.). YV Takux NalMEeHTOB CIEAyeT TIIATeNbHO KOHTPOIWPOBATH
YPOBEHb KaJusl.

[Ipy CcWIBHO BBIPAKEHHOM OOJIEBOM CHHAPOME BO3MOXKHO BHYTPHUBEHHOE BBEJICHUE
KeTonpodeHa COBMECTHO C IPOM3BOIHBIMU MOp(dHUHA.

BcnomorarenbpHbI€ BelllecTBa

IIpenapam codeporcum 6eH3un08bI CRUPmM
JlaHHbIN JIeKapCTBEHHBIN IMpernapaT COAEPKUT OCH3UJIOBBIA CHHUPT, KOTOPHIH MPOTHBOINOKA3aH
HEJIOHOIIEHHBIM M HOBOPOXKICHHBIM. MOJKET BBI3BIBATH TOKCHYECKHME W aHA(UIAKTOMIHBIC

peakluu y MJIaJICHIIEB U JeTel 110 3 JeT.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
28 02 2024 Ne -

5
OT 28 7 ] FLEL
Y R E PR L P

IIpenapam cooepoicum smaron (NOCNEOCBATENEHOCTEL 0002)

Jannplii nexkapcTBeHHBIN mpenapar conxepkuT 11,5 06. % srtanona (ankoroist), TO e€cTh 10
200 mr Ha 103y, YTO PaBHO 5 MJI HMBa, WK 2 MJI BUHA HA JI03Y.

Bpenen s nun ¢ ankoronusmoM. Heob6xoauMo y4uThIBaTh OEpEMEHHBIM U KOPMSIIUM TPYIbIO
JKEHIIMHAM, JETSIM M TaKHM TPYIaM BBICOKOTO PUCKA, KaK MAaIlMeHThI C 3a00J1eBaHUsIMU [TEYSHH
U DIUIETICUEH.

Ilpenapam codeparcum nampuii

JlaHHBII JIeKapCTBEHHBIA TMpenapar coAepXUT MeHee 1 Mmoib (23 Mr) HaTpuss Ha 2 M
(1 ammyna), TO €CTh IO CYTH HE COJCPIKUT HATPHSL.

4.5. B3amMmopeiicTBHMe ¢ JAPYIrMMH JIEKADCTBEHHBIMH IIpenaparaMd M Jpyrue BHAbI
B3aMMOJEHCTBHSA

IIpenapaThl, COBMECTHOE MPUMEHEHUE C KOTOPBIMU HE PEKOMEHIYETCS

Hpyeue HIIBII (sxnouas cenekmuguvie uneuoumopwl LJOI-2) u canuyunramol 6 6b1COKUX 003aX

IloBbIIEHHBIN PUCK pa3BUTHA 3B U KpoBoTeueHui JKKT.

Anmuroazynaumei

[loBbIIIEHHBIA PUCK Pa3BUTUS KPOBOTEUEHUIN MPU COBMECTHOM MPUMEHEHUH CO CIIEAYIOLIUMU

npenapaTamu:

® TIenapuH;

e aHrtaroHuctsl BUTaMuHa K (Hanpumep, BapdpapuH);

® HMHTUOUTOPHI arperauu TpOMOOIUMTOB (HapUMep, TUKJIONHUANH, KJIOMU0rpen);

e UHrUOUTOpPHI TPOMOUHA (Hampumep, JaduraTpan);

e [psiMble MHTUOMTOPBI (hakTopa cBepThIBaHMS Xa (Hampumep, amnukcadaH, pUBapoKcadaH,
sA0KcabaH).

Ecnu coBMecTHOro mpHMEHEHMs Helb3sl M30ekaTh, 32 MAllMEHTOM CIIEAyeT OCYILECTBISATh

TIIATEIbHOE HAOJI0IeHHE.

IIpenapamol rumus

W3-3a CHUXKEHHUS SKCKpPEIMH JUTHS TMOYKaMU BO3HUKAET PUCK TOBBIIMIEHUS IJIa3MEHHBIX

KOHIEHTpalul JUTHUS, WHOTZA JOCTUTAIOUIMX TOKCHYEeCKoro YpoBHs. Crenyer TIIaTelIbHO

CJIEIUTH 32 YPOBHEM JINTHA B IJIa3M€ KPOBU U CBOEBPEMEHHO KOPPEKTUPOBATH 103y IIPEMApaTOB

JIUTUsA BO BpeMs U nociie npuMenenust HIIBII.

Memompexcam 6 0ozax ceviue 15 me 6 Hedenio

[ToBbIlIaeT reMaToSIOTHYECKYI0 TOKCMYHOCTh METOTpeKcaTa, 0COOEHHO MpPHU €ro NMpHUMEHEHUU

B BBICOKMX Jo03ax (Oojee 15 Mr B HeHeNmo), 4YTO, BEPOSTHO, CBSI3aHO C BHITECHEHHUEM

MCTOTPCKCATA, CBA3AHHOI'O 6€HKaMI/I, U CHHUXCHUCM €TI0 IMOYCYHOI'0 KIIMPCHCA. I/IHTepBaH
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BPEMEHH MEXIy NpPEKpallcHHEM WM HadaaoM f@éﬁ%%‘ﬁﬁ%ﬁ' e 'ﬁp'*ﬂréMOM

METOTpEeKcaTa JI0JHKeH COCTaBIIATh He MeHee 12 yacos.

IIpenapaTsl, P COBMECTHOM IIPUMEHCHUH C KOTOPLIMH CIICAYET CO6HIO,H3TB OCTOPOKHOCTDH

Huypemuueckue cpeocmea

Ha ¢one Ttepanuu keronpo)eHOM MaLMEHTHI, HPUHUMAIOIIUE JUYPETUKHU, OCOOCHHO
IpU Pa3BUTHM AETUApPATALMH, UMEIOT 0oJie€ BBICOKMM PHUCK Pa3BUTUS BTOPUUYHOM IOYEHHOUN
HEJ0CTaTOYHOCTHU BCJIEJCTBUE CHM)KEHMSI IOUYEYHOTO KPOBOTOKA, BBI3BAHHOI'O MHTMOMPOBAaHUEM
CHHTE3a IpocTarjaHauHoB. Ilepen HayamoM NpUMEHEHHs KeTonpodeHa y TaKUX [alUeHTOB
cieflyeT IpOBECTU peruapaTalvoHHble Mepornpuarus. Ilocie Havyanma neyeHus HEOOXOIUMO
KOHTPOJHMPOBATH (DYHKIIHIO MTOYEK.

Hneubumopver aneuomenzunnpespawaroujeco gepmenma (AID) u anmaconucmol peyenmopos
aneuomensuna |l

CoBmecTHOE NpuUMEHEHue mnpenapara ¢ uHruouropamu AIID u OnokaTopamu peLEnTOpPOB
anruoreHsuHa |l y manuenToB ¢ HapymeHusMy QYyHKIMK TOYEK (MIPH JeTUAPATALNH, TAlUCHTOB
MOXKHJIOTO BO3PacTa) MOXKET NMPUBECTH K YCYTYOJeHHIO yXyIumeHUs (DYHKIHMH TOYEK, B T.d.
K Pa3BUTHUIO OCTPOM IMOYEYHOU HEAOCTATOUYHOCTH.

Memompexcam 6 0o3ax nudice 15 me 6 neoenro

B Teuenue nepBbIX HEAEIb OJTHOBPEMEHHOTO PUMEHEHHS KETONpoeHa U MeToTpeKcaTa B 103¢€,
HE TPEBBIIAKONICH 15 MI B HEIelNo, CIENyeT €XKEHEAEIbHO KOHTPOJHMPOBATH AHAIU3 KPOBH.
VY nanueHTOoB MOXKUIIOr0 BO3PACcTa WM NMPH BOSHUKHOBEHUH KAKHX-JIHOO MPU3HAKOB HAPYLICHUS
(GYHKLNU MOYEK cIelyeT BBITOJHATh UCCIIEOBAaHUE Yallle.

Tenoghosup

CoBMecTHOE mpuMeHeHue TeHodoBupa aucornpokcus Gymapara u HIIBII moxer moswimarh
PUCK pa3BUTHUSA ITOYEYHOM HETOCTATOYHOCTH.

Huxopanoun

CoBmecTtHOe mpumeHeHne Hukopanauiaa u HIIBIT MoseT moBslaTe pUCK pa3BUTHS CEPbE3HBIX
OCJIO)KHEHHH, TAKUX Kak si3BbI, epdopanus u kpooreueHue u3 opranos XKXKT (cm. pasnen 4.4.).
Cepoeunbie enuKo3uowl

He Obiio oTmeueHO (apMakOKMHETHUECKUX B3aUMOJCHCTBUH MeEXIy KeTonpoheHOM
U aurokcuHoM. OIHaKO MpU UX COBMECTHOM IMPHUMEHEHUU CIIeyeT COONI0AaTh OCTOPOKHOCTb,
0COOEHHO y MAIMEHTOB C MOYEYHOM HEN0CTAaTOYHOCTHIO, mockoiabky HIIBII moryr ocnabnsth

(I)YHKI_II/IIO MOYEK 1 CHIKATh ITOYCYHBIN KIIMPCHC CCPACYHBIX I'NTMKO3UI0B.
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[IpemapaThl, B3aUMOICHCTBHE C KOTOPBIMHU CJIEIVET an‘iﬂls'eﬁg EACBATENBEHOCTE 0002)

AnmueunepmensusHule npenapamsl (bema-onoxamopwi, uneudoumopor AIID, ouypemuxu)

Puck ocnabnenuss aHTUTUNEPTEH3UBHBIX d¢¢ekToB (32 cyer wuHruOuposanus HIIBII
Ba30/IMJIATUPYIOLIUX MIPOCTArJIaHINHOB).

Cenexmushvie uneubumopwvl oopamnoeo 3axsama cepomonuna (CHO3C)

[ToBBIIICHHBIN PUCK PA3BUTHS KEIYAOUHO-KUIICYHBIX KPOBOTEUCHUH (cM. pa3aen 4.4.).
Tpomborumuxu

[ToBBILIIEHHBIN PUCK PA3BUTHUS KPOBOTECUCHHUSI.

Pucku, cesazanmnvie ¢ cunepranuemueti

OnHOBpeMEHHOE TPHUMEHEHHE C COJSIMH KalWs, KaluicOeperalomumMi JIUypeTHKAMH,
uHruOutopamu  AIl®,  Onokaropamu  peUEenTOPOB  AHTMOTEH3MHA Il,  HIIBII,
HU3KOMOJIEKYJISIPHBIMH T€MapUHAMHU, ITUKIOCIIOPUHOM, TAKPOJIUMYCOM H TPUMETONPUMOM
MOBBIIIAET PHUCK PA3BUTUS THUMNEpKATUEMHUH. PHCK TUIepKalMeMHHd TMOBBIIIACTCS, €CIU
yKa3aHHbIE BBIIIE TPenapaThl IPUMEHSIOTCS COBMECTHO.

Pucku, ceazannvie c anmumpomobomuueckum d¢ghgexmom

[IpumeHeHHe HECKOJBKMX aHTHarperaHTHBIX —IpenaparoB (tupodudan, sntududapu,
abuukcumab, WIOMPOCT) MOBBIIIAET PUCK PA3BUTHUSL KPOBOTECUCHHUS.

Mugenpucmon

HIIBII moryT ymensiiath 3¢ ¢exktuBHocth Mugenpucrona. [Ipuem HIIBII cnenyer naunnath
HE paHee, ueM uepe3 8—12 aHel nociie oTMeHbl MU(EpUCTOHA.

[IpenapaTpl, B3aUMOJAECMCTBHUE C KOTOPBIMHU CIEAYET IPUHUMATh BO BHUMAHHE

HpI/I OOHOBPECMCHHOM INPHUMCHCHHU C NUKIOCIIOPUHOM, TAaKPOJIMMYCOM BO3MOXCH PHCK
pa3BUTHS AJIUTUBHOTO HEPPOTOKCHYECKOTO JEHCTBUS, OCOOCHHO Yy TAIMEHTOB MOXKHUIIOTO
BO3pacTa.

4.6. DepTUIBHOCTH, 0€PEMEHHOCTD H JAKTALHUSA

bepeMeHHOCTB

WMHrnbupoBaHne CHHTE3a NPOCTArJaHIMHOB MOXKET OKa3aTh HEXKeJIaTelIbHOE BIMSHUE Ha
TeueHHUe OepeMEHHOCTH /WM Ha 3MOpHUOHAJIbHOE pa3BuUTHE. JlaHHBIE, MOJYyYEHHbIE B XOJ€
SMUJIEMHOJIOTUYECKUX  HMCCIEJOBAHUNH  NpH  NPUMEHEHUHM  HMHTHOMTOPOB  CHHTE3a
MMpocCTarlaHAMHOB Ha PAaHHUX CPOKax 6epeMeHHOCTI/I, MOATBCPKAAIOT ITOBBIIICHUEC PHCKA
CaMOTIPOU3BOJIBHOTO abopTa U popMupoBaHus OpoKoB cepana (~ 1-1,5 %). Puck nossimaercst
C YBEJIIMYEHUEM JI03bI U ITTUTEIBHOCTH JICUCHHUS.

Haznauate npemapar OepeMEHHBIM JKEHIIMHAM B cpoke 10 20 Heaeab BO3MOXKHO TOJBKO
B cillyyae, KOrja IpeuMyllecTBa AJii MaTepH ONPaBIbIBAIOT BO3MOXKHBIM PHUCK Ui TUIOAA.

B ciyyae nokazaHHOM MOJIb3bl IPUMEHEHHSI KETOMPO(EeHa y KEHILINUH B CPOKE OEPEMEHHOCTH 10

10
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MUHUMaJIbHOH 3()(heKTUBHOMN H03bI MTpenapara 1 MpOA0DKUTETLHOCTH JICUCHHS.

Bo Bpems Il Tpumectpa OGepeMeHHOCTH BCe MHTMOMTOPBHI CHHTE3a MPOCTArjaHJUHA MOTYT
OKa3blBaTh TOKCHYECKOE BIIMSHUE HA IUIOA, MPHUBOAS K HPEXKIAEBPEMEHHOMY 3aKpBITHIO
apTepuaIbHOro MPOTOKa M JierouHoi runeprensun. He cienyer npumenste HIIBII sxennunam
¢ 20-i Henenu OEpeMEHHOCTH B CBSI3HM C BO3MOXKHBIM Pa3BUTHEM MAaJIOBOIMS W/WIIM NATOJIOTUU
MOYEK Y HOBOPOJKICHHBIX (HEOHATAIbHAS MOYEYHASI HEJIOCTATOUHOCTH ).

VY GepemeHHBIX KeHIIUH BO BpeMs |1l TpumecTpa GepeMeHHOCTH BO3MOYKHO pa3BUTHE ClIab0OCTH
POZIOBOI aKTUBHOCTH MAaTKM M YBEIMUYEHHE BPEMEHH KPOBOTECUCHMs JAaXKe NPU NPUMEHEHUU
HU3KHX 103 Kerompodena. CrnemoBarenbHO, NpHUMEHEHHE KerompodeHa B cpoke Ooiee
20 Henenb MPOTHUBOIIOKA3aHO.

JlakTanuys

Ha ceroassiiHuii MOMEHT OTCYTCTBYIOT JaHHBIE O BBIIEICHUU KETOIpOo(deHa B IPyAHOE MOJIOKO,
MOSTOMY IIPUMEHEHHE KeTonpodeHa MpH rpyITHOM BCKapMIUBAaHUH HE PEKOMEHIOBAHO.

4.7. BiusinMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMU CpeIcTBAMU H PpadoTaThb
¢ MeXaHU3MaMHu

Janupix 00 oTpuuaresbHOM BiIusHUM mpenapara Kertompoden PeneBanm B pekoMeHayeMbIX
J103aX Ha CIOCOOHOCTh K YNPaBJIECHUIO aBTOMOOMIIEM WK paboTy ¢ MexaHM3MaMu HeT. Bmecre
C TeM, MalueHTaM, y KOTOphIX Ha ()OHE NPUMEHEHHUs mpernapara BO3HHKAIOT COHJIMBOCTB,
TOJIOBOKPY)KEHHE, CYJOpOTHM MM Jpyrue HENpHITHbIE OIIYIIEHHUsS CO CTOPOHBI HEpPBHOU
CHCTEMBI, BKIII0Yas HapyIICHUE 3pEHUs, CIEAYET BO3JEp>KaTbCs OT BOXKAECHHUS aBTOTPAaHCIOPTa
W 3aHATUH TOTEHIMAJIbHO ONACHBIMH BHUJIaMHU JEATEIBHOCTH, TPEOYIOIMIMMHU TOBBIIICHHON
KOHIICHTPAIlUH BHUMAHUSI U OBICTPOTHI ICHXOMOTOPHBIX PEAKIINH.

4.8. HexenateJbHble peaKIuu

Pe3roMe HeXeIaTeIbHbIX PEeaKInui

[To nannsiM BcemupHoit opranuzauuu 3apaBooxpanenus (BO3) nHexenarenbHble 3¢ (eKTbI
KJIacCU(UITUPOBAHBI B COOTBETCTBUM C WX YaCTOTOW pa3BUTHS CIEAYIONIMM 00pa3oM: OYECHb
gacto (> 1/10), gacto (> 1/100, Ho < 1/10), Hewacto (> 1/1000, Ho < 1/100), penko (> 1/10000,
HO < 1/1000), ouensr penko (< 1/10000), wactora Hew3BecTHa (Ha OCHOBAHWUU HWMECHOIIUXCS
JTAHHBIX OIEHUTH HEBO3MOXHO).

Hapywenus co cmoponvl kposu u aumgpamuueckoii cucmemol

Penko: remopparuueckas aHeMHus;

YacToTa HEW3BECTHA: arpaHyJONHWTO3, TPOMOOIMTONEHHS, TEeMOJUTHYECKas aHEeMHus,

JIEUKOIICHHUS.
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Hapywenus co cmopoHbl uMMYHHOU cucmembl (NOCNEOCBATENEHOCTEL 0002)

UYacroTa HeU3BeCTHA: aHA(DUIAKTUYCCKUE peakiu (BKIIOYas aHapUIAaKTUISCKUH TII0K).
Hapywenusa memabonuzma u numanus

YacToTa HEeM3BECTHA: TUTIOHATPUEMHSI, TUTIOKaIueMus (cM. pasnen 4.4.).

Tcuxuyeckue napywenus

YacroTa HEU3BECTHA: CIIyTAHHOCTh CO3HAHUS, SMOLMOHAIbHAS JTA0OMIIBHOCTb.

Hapywenus co cmoponul nepéHoii cucmemvl

Heuacro: rosnoBHas 60116, TOJIOBOKPYKEHHUE, COHJIMBOCTD;

4acTOTa HEM3BECTHA: ACENITUYECKUI MEHUHTUT, CYI0POTH, BEPTHUTO.

Hapywenus co cmoponvl opeana 3penus

Penko: HeueTrkocTh 3penus (cMm. pasaen 4.4.).

Hapywenus co cmoponul opeana ciyxa u 1abupunma

Penxo: mym B yiax.

Hapywenus co cmoponvl cepoya

YactoTa HeU3BECTHA: CepACUHAs HEOCTATOYHOCTD.

Hapywenus co cmoponwl cocyoos

Yacrora HEW3BECTHA: TIOBBIIICHHE apTepUaIbHOTO  JaBIEHHUS, BacKylIUT (BKIIOuas
JEUKOIMTOKIACTUYECKUN BaCKYJINT).

Hapywenus co cmoponsl OvixamenbHOU cucmemyl, 0Op2aHos epyOHOUL KIemKU U cpedoCmeHs]
Penxo: obocTpeHne OpOHXHaIbHOM aCTMBI,

4acTOTa HEU3BeCTHA: OPOHXOCNAa3M (B OCOOEHHOCTH, y HAIIUEHTOB C TUIIEPYYBCTBUTEIBHOCTHIO K
HIIBII), punur.

Kenyoouno-kuuieunvie napyueHus

Yacro: TomHOTA, pBOTA;

HEYacTo: 3a10p, Auapesi, raCTpuT;

pEenKo: MenTudeckas si3pa, CTOMaTHT;

yacTOTa  HEW3BECTHA:  JKENYJAOYHO-KMILIEYHOE  KpOBOTeueHue, rnepdopauus  OpraHoB
KENyTOYHO-KUIIEYHOTO TpaKTa, MaHKPEaTUT, KeNyJO0YHO-KUIIeYHBIH JTuckoMdopt, 0605
B XKEIIyJIKE U PEIKUE CIydau KOJIUTA.

Hapywenus co cmoponvl neuenu u sxcenueableo0auux nymeti

Penxo: remaTuT, TNOBBIIIEHHWE aKTHUBHOCTH <«II€YEHOYHBIX» TpaHCAMHHA3, IOBBIIIEHUE
KOHIIEHTpalui OMIMpyOUHa BCIIEACTBUE PA3BUTHUS HAPYIIEHUH, BEI3BAHHBIX T€aTUTOM.
Hapywenus co cmopoHul Kodcu u n0OOKOMCHBIX MKAHel

HeuacTto: k0XHas ChITb, KOXKHBIN 31,

12
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KpalMuBHUIBI, AHTHOHEBPOTHUECKUI OTEK, dpuTeMa, Oyiie3Has Cbillb, BKIOYas CHHAPOM
CruBeHca-/[)KOHCOHAa M TOKCUYECKUH 3MUJEPMAIBHBIM HEKPOJU3, OCTPBIA I€HEpaIu30BaHHBIN
9K3aHTEMAaTO3HbIH MMyCTYJIe3.

Hapywenus co cmoponbl nouek u Mo4esbig00auux nymet

YacTora HEM3BECTHA: OCTpasi MOYEYHAS HEAOCTATOYHOCTh, TYOYITOMHTEPCTULINANBHBIA HE(DPHUT,
HEPPUTHYUECKUI CHHAPOM; 3a/I€P)KKa KUAKOCTH/HATPHS B OPTaHU3ME C BO3MOXXHBIM Pa3BUTHEM
OTEKOB M rurnepkamueMuu (cMm. pasnmensl 4.4. m 4.5.); opraHnyeckoe MOpaxeHUE TIOYeK,
CIOCOOHOE BBI3BIBATH OCTPYIO OYEUHYIO HEAOCTATOYHOCTh: COOOIIANIOCh O €IMHUYHBIX CIIydasx
OCTPOTO TYOYJISIPHOTO M MAIMLIIIPHOTO HEKPO3a.

Obwue HapyweHus u peakyuu 8 mecme 68e0eHUs.

Heuacro: nepudepuyueckue oTeku;

YacToTa HEW3BECTHA: OOJb W OIIYIIEHHWE >OKEHHs B MECTE€ BBEICHHUA, PEaKlMh B MecTe
BBE/ICHUS, B T.4. JINBEJOUIHAS BACKYJIOMATHUS, U3BECTHAS KaK CHHIPOM HKOJAY.

JlaHHbIE KIMHUYECKUX HWCCICAOBAaHUN M SIUJAEMHOJOTHYECKUE JaHHBIE Jal0T OCHOBAHHE
npemnonararh, yTo npumenenue Hekotopsix HIIBIT (ocobenHo mpu IIUTETsHOM PUMEHEHUU B
BBICOKHMX J[03aX) MOXET OBbITh CBSI3aHO C MOBBIIICHHBIM PHUCKOM Pa3BUTHS apTepUaTbHBIX
TpoMO030B (Hampumep, HHMapKTa MHOKap/a U MHCYIbTa) (cM. pasnen 4.4.).

Coo0111eHne 0 MoI03pPEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxxHo coobmiaTe 0 mojo3peBaeMbIX HEeXeIaTeNbHBIX PeaklUax MMOCe PeTUCTpalliy mpernapara
C 1menplo o0OecredyeHHs HENMPEepPhIBHOTO MOHHUTOPUHTA COOTHOIICHHUS «IOJIb3a — PHCK»
JIEKapCTBEHHOI'0 Mpernapara. MeIuIuHCKUM pabOTHHKAM PEKOMEHIYeTCs CO00IaTh O JIF0OBIX
MO/I03PEBACMBIX HEXKEIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Tpernapara 4epe3 HallmOHAIbHBIC
CHUCTEMBI COOOINEHHsT O HEXeNaTeNbHbIX pPEeaKIUsiX TOCYAapCcTB — uJIeHOB EBpasuiickoro

9KOHOMHUYECCKOI'o COro3a.

Poccuiickas @enepanus

OenepanbHas cryx0a Mo Ha30py B chepe 31paBOOXPAHCHUSI.

Anpec: 109012, r. MockBa, CrnaBssHCKas TUIOIIanb, a. 4, ctp. 1.
Temedon: +7 800 550 99 03

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTu «HTepHeT»:

https://www.roszdravnadzor.gov.ru

13


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

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
28 02 2024 Ne -

5
OT 28 7 ] FLEL
Y R E PR L P

4.9. Tlepeno3upoBka (NMOCNEOOBATENEHOCTE 0002)

CuMnTOMBI

[Ipu nepeno3upoBke KeTonpodeHa MOTYT OTMEYAThCS TOJIOBHAs O0O0Jb, TOJOBOKpPYKEHHE,
COHJIUBOCTb, TOILIHOTA, PBOTA, uapes U 0oyib B o0nactu xuBoTa. [Ipu CHIbHON MHTOKCUKAIIUU
HAOJI0/IATMCh TUTIOTOHMSI, YTHETEHHUE JIbIXaHUS U JKeTYJ0YHO-KUIIeYHbIe KPOBOTCUCHHUS.
Jleuenue

[lpy pa3BUTHM JAHHBIX CHMIITOMOB TMAIlEHTa HEOOXOIMMO HEMEIUICHHO TIIePEeBECTH B
CHEMAIM3UPOBAHHOE OTJEJICHHE M HauyaTh CHMITOMaTHueckoe Jiedenue. Crneunduueckoro
aHTHU/10Ta HE OOHAPYKEHO.

5.  ®APMAKOJIOT'MYECKHUE CBOVMCTBA

5.1. dapmakoauHaMH4YeCKHe CBOICTBA

®dapMakoTepaneBTUYECKas TpYINa: MPOTUBOBOCHAIUTENbHBIE M MPOTUBOPEBMATHUYECKUE
npenapaTsl; HECTEPOUAHbIE M POTHBOBOCHATUTEIbHbIC U MTPOTUBOPEBMATUYECKUE TIPENaparhl;
IIPOM3BOIHBIE IPOITMOHOBOM KUCIIOTHI.

Kox ATX: MO1AEO3

Keronpoden  sBnsercs  HIIBII. Kerompoden  o0mamaeT  HpOTHBOBOCHATUTEIBHBIM,
AQHAJTBIE3UPYIOLIUM U JKapOTIOHUKAIOIIUM JICHCTBHEM.

Keronpoden omokupyert neiicteue dpepmenta [[OI-1 u [{OI'-2 1, yaCTHYHO, TUTIOOKCUTCHA3BI,
YTO MPHUBOJUT K TMOJABJICHUIO CHHTE3a NPOCTArIaHIMHOB (B TOM YHCJIE€ M B LEHTpPaIbHOU
HEPBHOM cUCTeMe, BEpOATHEE BCETO, B TUIIOTAJIaMyCe).

Crabunusupyet in Vitro u in Vivo numnocoMaibHble MEMOpaHbI, MPH BBICOKUX KOHIIEHTPAIHSX
In Vitro ketonpodeH MoAaBIsIeT CHHTE3 OpaIuKUHUHA U JICHKOTPUCHOB.

Keronpoden He oka3bIBaeT OTPUIATEIBLHOTO BIHSHUS HA COCTOSIHUE CYCTaBHOI'O XPSAIIa.

5.2. dapmMakoKHHeTHYeCKHe CBOicTBa

Abcopbrus

[Ipy BHYTpHUBEHHOM BBEICHHMM KeToNnpodeHa CpedHss IUIa3MeHHas KOHIEHTpalus uepes
S MUHYT OT Havaja HWHQY3MM U A0 4 MUHYT IIOClie €€ TMPEeKpalleHUusi COCTaBJseT
26,4+5,4 mxr/mi. buonoctynHocts coctapmsieT 90 %.

[Ipu  omHOKpaTHOM BHYTpUMBIIIEYHOM BBeAeHun 100 mr  kerompodeHa mpemnapar
oOHapyXHUBaeTcsi B IJJa3Me KpoBH dYepe3 15 MUHYT mocie Hauyana WH(QY3UH, a MUKOBas
koHnentpanus (1,3 Mxr/mi) gocturaercss depe3 2 yaca. buomocTymHOCTH Tpemapara
MOBBILIAETCS IMHENHO C YBEITUYEHUEM J03BI.

Pacrnpenenenue

Keronpoden nHa 99 % cBsizan ¢ Oenkamu IUIa3Mbl KPOBH, B OCHOBHOM C albOyMHHOBOM

dpakuueit. O0beM pacnpeneneHus B TkaHsx cocrapiser 0,1-0,2 n/kr.

14



COOTBETCTBYET 3KCMEPTHOMY OTYETY
28.02.2024 Ne 3851

OT 2o UL UL -

Keronpoden npoHnkaer B CHHOBHAJIbHYIO KHAKOCTB, ﬁﬁ%ﬁ%@tﬁéﬁ&h"ﬁ%éﬂ@ﬁﬁ% §00 mr

yepes 3 yaca ero KOHICHTpaIus gocturaet 1,5 Mkr/mi, uro coctaBisieT 50 % OT KOHIIEHTpaluu
B mia3Me KpoBH (0koso 3 Mkr/mur). Yepe3 9 4acoB KOHIIEHTpANMsl B CHHOBHAIBHON JKUIAKOCTU
coctrapisier 0,8 Mkr/mi, a B miuasme kpoBu — 0,3 MKI/MJI, 9TO O3Ha4aeT, 4TO KeTomnpodeH
MeJIJICHHEE IPOHUKAET B CHHOBHAJIBHYIO JKUIKOCTh U MEJJICHHEE BBIBOJAUTCS U3 HEeE.
PaBHOBecHass KOHIIEHTpauusi KerompodeHa AOCTHraeTcs B KpoBH 4depe3 24 yaca IoOcCie ero
nprema. Y MalUueHTOB IMOXKHUIOTO BO3pAcTa PaBHOBECHAS KOHIEHTpAIMs JOCTUTANIach 4epes
8,7 yacoB U cocTaBiisia 6,3 MKI/MII.

[Toce omHOKpPAaTHOTO BHYTpPHMBIINIEYHOTO BBeaeHuss 100 Mr ketompodeHa mpemapar
00HapYXUBACTCS B CIIMHHOMO3TOBOH JKHUIKOCTH, KaK M CBIBOPOTKE KPOBH, Uepe3 15 MUHYT.

Buorpancdhopmariusa

Keronpoden moaBepraeTcsi MHTCHCHUBHOMY METa0OIM3MYy C YYacTHEM MHKPOCOMAIbHBIX
depmeHTOB TeueHH, mepuoi mnonyBbiBeneHus (Ti2) cocraBinser 2 yaca. OH CBSI3bIBa€TCS
C TJIFOKYPOHOBOW KHCIIOTOH M BBIBOJUTCS W3 OpPraHHW3Ma B BHJE TJIIOKYPOHHIA. AKTHBHBIX
MeTabOoIMTOB KeTopodeHa HET.

DJIMMUHALMS

T12 keronpodena cocraisier 2 yaca. Jlo 80 % kerornpodeHa BHIBOAMTCS MOYKAMHU B TCUCHHE
24 qacos, B ocHoBHOM (> 90 %) B popme rmrokypoHuna kerompodeHna, u okoio 10 % — gepes
KHIICYHHK.

IloyeuyHas HEAOCTATOYHOCTh

VY manueHToB ¢ MOYEUHOW HEAOCTATOYHOCTHIO KETOMpOQeH BHIBOAUTCS MeJjieHHee, ero Ti
yBenu4MBaeTcs Ha 1 yac.

IIeueHOUHAS HEAOCTATOYHOCTDH

Y mnanueHToB ¢ TEYEHOYHON HEIOCTaTOYHOCTHIO KETOMpOodeH MOXKET aKKyMyJIUpOBaThCS
B TKaHiX; TaKUM TAalMeHTaM HEeoOXOJAMMO Ha3HayaTh Ipernapar B  MUHUMAIbHON
TepaneBTUYECKON J03€.

JInna moKuJioro Bo3pacra

VY nanMeHToB MOXKUIIOrO BO3pacTa MeETaboiIM3M M BBIBEACHHE KeTolpodeHa MpOTeKaroT
MeJJIeHHee, YTO HMEeT KIMHUYECKOE 3HAYeHHE TOJBKO JUIsl TMAIMeHTOB CO CHIKEHHOH
byHKIMEH moYexk.
6. ®APMAIEBTUUYECKHWE CBOWCTBA
6.1. IlepeyeHb BcIOMOraTe/bHbIX BelIeCTB

— IIponuneHr KOs,

— 3TaHoJ (CIUPT ITHIIOBLIN) 95 %;

— OCH3WJIOBHIH CIIUPT;
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— Harpus ruapokcuiaa pactsop 10 M (s KODDGKL{M%ﬂEJG BATEMNBHOCTD 0002)

— BOJIa JUI1 UHBCKIHH.
6.2. HecoBmecTUMOCTH
Keronpoden QapmaneBTuyecku HECOBMECTHMM C pacTBOPOM Tpamajojia M3-3a BbIMaJICHUs
ocaJKa.
6.3. Cpok rognoctu (CpoK XpaHeHH)
3 rona.
6.4. Oco0Obie Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHHH
XpaHUTh B MayuKe JJIs 3alUTHI OT CBETA MpH Temieparype Huxe 25 °C.
6.5. XapakTep u cojep:kaHue NePBUYHON YIIAKOBKH
[To 2 M B aMIyJIbl CBETO3ALIUTHOTO HEUTPATIHHOTO CTEKIIA C KJIACCOM COMPOTHUBIICHHS TUAPOIIUIY
HGA1 (mepsbiit ruaponutudeckuii) mapku CHC-1 (unm aHanmoruyHoi) ¢ KOJBIOM H3J0Ma
WIM C HaJpe30M U TOYKOM. Ha ammynbl AONOJHUTENBHO MOKET ObITh HAHECEHO OJIHO WJIM JBa
LIBETHBIX KOJIbLIA.
Ha ammynbl HakieMBalOT JTUKETKM CaMOKIIESAIIMECS WM TEKCT JTUKETKH HaHOCAT
HEMOCPEACTBEHHO Ha aMITyJIbl METOJIOM KaIUIeCTPYHHOI mevaru.
ITo 5 ammys MOMEIAOT B KOHTYPHYIO STYEUKOBYIO YIIAKOBKY U3 IUIEHKH IOJUBUHUIXJIOPUIAHOM C
MOKPBITHEM UJIH 0€3 MOKPBITUS U3 IIJICHKH MTOJIMATUIICHOBOM.
1, 2 KOHTYypHBIE SYEHKOBBIE YNAKOBKHU C JINCTKOM-BKJIQJBIIIEM MOMEIIAIOT B MMAaYKy W3 KapTOHA
JUISL IOTPEOUTENBCKOM Taphl.
3, 4, 5 KOHTYpHBIX SIYEHKOBBIX YINAKOBOK C PAaBHBIM KOJMYECTBOM JIMCTKOB-BKJIAJbIIIEH
MOMEIIAIOT B MTAUKy U3 KapTOHA JUIsl MOTPEOUTENBLCKOM Tapbl (7151 CTallMOHAPOB).
6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH  YHUUYTOKEHHHM  HMCIOJIB30BAHHOIO
JICKAPCTBEHHOI0  Npenapara WJIM  OTXOA0B, TMOJYYEHHBIX IOCJA¢ NPHMEHEHHUs
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MaHuIMyJIsiMU ¢ NpenapaTomM
Wn¢y3uonnsie ¢uakoHbl cleayeT OOepHYTh YepHOW Oymaroi WM allOMHUHUEBON (OJIBIoM,
MOCKOJIbKY KETONPO(EH YyBCTBUTENEH K CBETY.
Het oco06bIx TpeGoBaHUH K YTHIIU3AIMH.
7.  JEPXATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUSA
Poccuiickas ®@enepanns
OO011ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «[IDKO-1»
KOpuanueckuii aapec: 630096, HoBocubupckas obnacts, . HoBocubupck, yin. CTaHIIMOHHAS,

. 80, satax 1, momen. 4.

16



COOTEBETCTEBYET JKCNEPTHOMY OTYETY
oT 25.02_2024 Nz 3851
50002

7.1. TlpencraBuTeib JAep:KaTejsi perucTpail OHHOTO QEBE'P(EB;E@%&EHE'HG CThb 0002]

IIperen3un HOTDC6PIT€HCI>1 HamnpasJIATh 110 agApPECy:

Poccniickas @enepanys

AxkuuonepHoe obmiectBo «IIpousBoacTBennas dapmaneBTuueckas kommnanust OOHOBIEHHE)
630096, r. HoBocubupck, yn. Cranimonnasi, a. 80,

tei./¢pake: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

8.  HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. JIATA EPBUYHOM PETUCTPAIIMU (IIOATBEPXKJIEHUS PETUCTPAIIAH,
INEPEPETUCTPALINN)

JlaTa nepBUYHON perucTpaluu:

10. JATA IIEPECMOTPA TEKCTA

OOmiass xapakTepucTHKa JeKapcTBeHHoro nmpemnapata Keronpoden PeneBan poctymnHa
Ha WHQPOPMAIMOHHOM TopTaje EBpa3uiickoro >KOHOMHYECKOTO COr03a B HH(OpMAIMOHHO-

KOMMYHHKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/
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