COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 16.08.2023 N2 15825

WHCTE YKHI/IHH QCNEOQBATENEHOCTE 0004)

1O MEJUIIMHCKOMY TTPUMEHEHUIO JJEKAPCTBEHHOI O ITPEITAPATA
Ketonpoden-COJIOdapm

PerncrpanuoHHblii HOMep:
Toprosoe naumenoBanue: Keronpoden-COJIOdapm
MexayHapoaHOe HEMATEHTOBAHHOEe HaUMeHoBaHue: Ketonpoden

JlekapcTBeHnHasi popma: pacTBOp [UIsl BHYTPUBEHHOTO U BHYTPUMBIILIEYHOTO BBEJICHUS

Cocras
1 M1 mpenapara COaepKuUT:

eticmeytowee seujecmao:

Keronpoden 50 mr
Bcnomoeamenvuvie sewecmea:

[TponuieHrIMKoIb 400 mr
Otanon 95 % 100 mr

(B mepecuere Ha OE3BOTHOE BEIIECTBO)

beH3uoBelii criupt 20 mr

Hatpus rugpoxcuna pactsop 10 M nopH 6,0 -7,5
Bona nnsa nabeximii o 1 mi
Onucanue

Hp03paqHa51 6CCI_IB6THa$I HJIN CJICTKa OKpalICHHAaA KUAKOCTh.

(I)apMaKOTepaﬂeBTl/l‘leCKaﬂ rpymnmna

Hecrepounnslit npotrBoBocnanutenbHblid npenapat (HITBII).
Koa ATX: MO1AEO3

DapMaKoJIOrHYecKue CBOMCTBA

Dapmaxoounamuka

Kerompoden sBnsiercss HeCTEpOWTHBIM IMPOTHBOBOCIATIHTEIBHBIM TpenapaToM. Kerompoden
o01ajaeT IPOTHBOBOCTIATMTEIHHBIM, aHAJTBI'€3UPYIONINM U KapOMTOHNKAIOIIIUM JIEHCTBHEM.
Keronpoden 6moxupyer neiictBue depmenta mukinookcureHassl 1 u 2 (LOT'-1 u HOI'-2) u,
YaCTHUYHO, JIMIIOOKCUTEHAa3bl, YTO MPUBOAMUT K MOJABICHUIO CHHTE3a MPOCTArjJaHIMHOB (B TOM
YKCIIe U B IICHTPAJIbHON HEPBHOMN CHCTEME, BEPOSITHEE BCETO, B TUIIOTATIAMYCeE).

Crabuausupyer in Vitro u in Vivo unocoMaabHble MEMOpPaHBbI, TPH BBICOKMX KOHIIEHTPALUAX IN
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 16.08.2023 N2 15825

Vitro xeronpoden noxapnseT CUHTE3 OpaJUKUHMHA 1 neHkotpreor B4 TENBHOCTE 0004)

Keromnpoden He oka3pIBaeT OTPUIATEIBHOTO BIUSHUS Ha COCTOSIHUE CyCTaBHOTO XPSIIIA.
DapmakoKkunemuxa

Bcacvisanue

[Ipu BHYTpUBEHHOM BBEICHHH KEeTOMpodeHa cpeqHss MiIa3MeHHas KOHIEHTpalus 4epe3 5 MUH
0T Havana WHOY3uH U 10 4 MHH IOCIe ee NIpeKpamieHus cocrasiser 26,4 + 54 MKr/miL.
buogocrynnocts cocraBuset 90 %.

[Ipy opHOKpaTHOM BHYTpUMBIIIEYHOM BBeAeHun 100 wMr kerompodeHa mpernapar
oOHapy»uBaeTcsi B IUIa3Me€ KpOBU dYepe3 15 MuH mocie Havana WHQY3UM, a TUKOBas
konueHrpauus (1,3 Mkr/mi) gocturaercst yepe3 2 4. BHOgoCTymHOCTh mpernapaTa MOBBIIIACTCSI
JIMHENHO C YBEIMYEHUEM J03bl.

Pacnpeoenenue

Keromnpoden Ha 99 % cBs3an ¢ 6enkamu 1maa3mMbl KPOBU, B OCHOBHOM C aJIbOyMHHOBOU (hpaKIHen.
O0beM pacnipenenenus B Tkausx coctasser 0,1-0,2 m/kr.

KeronpodeHn npoHUKaeT B CHHOBHAIBHYIO KUAKOCTh, U MPU BHYTpUBEHHOM BBeAcHHH 100 mr
yepe3 3 4 ero KOHIeHTpalus ngocturaeT 1,5 Mxr/mi, uro cocrasiseT 50 % OT KOHIEHTpaluu B
wiasMe KpoBu (okosmo 3 Mkr/mun). Yepe3 9 u KOHLEHTpalUst B CHHOBHUAIBHOM KHMIKOCTU
coctraisier 0,8 mMkr/mi, a B 1miazme kpoBu — 0,3 MKr/mui, 4To O3Ha4aeT, 4To KeTonpodeH
MeJJIEHHEE TMPOHUKAaeT B CHHOBHUAJIBHYIO JKUIKOCTb M MEJUICHHEE BBIBOJUTCS U3 HEe.
CranuoHapHble IUIa3MEHHBbIE KOHLIEHTpPAILMM KeTonpodeHa ompenensiorcs naxe depe3 24 u
IIOCJIE €T0 NpUeEMa.

[Tocne oaHOKpaTHOrO BHYTpUMBIIIEYHOro BBeAeHUs 100 Mr xerompodeHa mnpenapar
0OHapy»XUBaeTCsl B CHIMHHOMO3TOBOM JKUJKOCTH, KaK M B CBIBOPOTKE KPOBH, yepe3 15 MuH.
Memabonuzm

Kerorpoden mnoaBepraercss HMHTEHCHBHOMY METa0OIM3My C YYacTHEM MHKPOCOMAJIbHBIX
dbepmenToB neyeHr. OH CBA3BIBAETCS C TIIIOKYPOHOBOM KHUCIOTOM M BBIBOJUTCS U3 OpraHU3Ma B
BU/JIE TJTIOKYPOHUAA. AKTUBHBIX METa0OJIUTOB KETONpodeHa HeT.

Buvigeoenue

[Mepuon nonyseiBeneHus (T1/2) keronpodena cocrapisiet 2 4. Jo 80 % ketonpodeHa BEIBOIUTCS
oyKaMH B TeueHue 24 4, B ocHoBHOM (> 90 %) B (hopMme TTOKypoHHIa KeTornpodeHa, # 0OKOJI0
10 % — yepe3 KUIICYHHK.

VY NManueHToB ¢ noueuHou HedoCMmAamoyHOCmyvlo KeTonpodeH BBHIBOIUTCA MeJJIeHHee, ero Ti/
yBeIMUuBaeTcs Ha 1 4.

vy IMallMECHTOB C neyeHoyHou HeoocmamouyrHocmvio T1/2 YBCIUYNBACTCSA, IIOOTOMY BO3MOXKHO
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HaKOIUIEHHE KeTonpodeHa B TKaHsIX.

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 16.08.2023 N2 15825

(MOCNEOOBATENLHOCT 0004)

Y ManueHTOB HOMCUN020 eozpacma MeTaboau3M U BBIBCACHUC KCTOHpO(beHa MMPOTCKAIOT

MCIJICHHEC, YTO MMCCT KIIMHHYCCKOC 3HAYCHHUEC TOJIBKO JI IMAalMCHTOB C TSDKEION IMOYeUHOM

HEAOCTAaTOYHOCTHBIO.

IHoka3anusi K NpUMeHEHUI0

Kerompopen-COJIOpapm moka3zaH B3pOCHBIM M JA€TAM CcTapmie 15 Jer B KadecTBe

CHUMITOMATHYCCKOM TCpaIrnu 00JIeBOTO CHUHApPpOMA, B TOM YUCJIC:

PEBMATOUHBIN apTPUT;

CepOHEraTUBHBIE apPTPUTHI: AHKWIO3UpPYHOIIMH  cnoHauauT  (Oone3sHb  bexrtepesa),
NICOPUATUYECKUI apTpUT, peaKTUBHBIN apTpuT (cuHapoM Peiitepa);

1ozarpa, rceBIono1arpa;

OCTE0apTpPHUT;

MUTPEHB;

PaaUKYJIUT;

BHECYCTAaBHbIC IPOSBICHUS PEBMATHYECKUX 3a00JeBaHUN (TEHAMHUT, OYpCUT, KarcCyJuT
IJIEYEBOTO CYCTaBa);

MOCTTPaBMaTHUECKUN U TIOCIIeONepallMOHHbINA 00JI€BOM CHUHAPOM;

00J1€BOI1 CHHAPOM IPU OHKOJIOIMYECKHX 3a00JIEBaHUSX;

AJIbroAnCMCHOPECA.

HpenapaT npe€aHasHa4dcH JId CHUMIITOMATHYECKOM TCpanny, YMCHBILICHHUA 0071 U BOCHAJICHUS

Pa3InIHOTO IMPOUCXOKACHHUA HAa MOMCHT UCIIOJIb30BAHUSA, HA MIPOrpeCCUPOBAHNC 3a00JIeBaHUS

HC BJIMACT.

IIporuBonokazanus

[ToBbIIIEHHAsT 9yBCTBUTENBHOCTh K KETOMPO(EHY MM APYTMM KOMIIOHEHTaM Tperapara, a
TAKXE CaTUIMIIATaM WK APYTUM HECTEPOUIHBIM MPOTUBOBOCIIAIUTEIIBHBIM Mpenaparam;
MOJTHOE WJIM HEMOJHOE COYETaHWE OPOHXHAIBLHOW acTMbI, aHTHOHEBPOTUYECKOTO OTEKa,
KPAaMUBHUIIBI, OCTPOrO0 PHUHUTA, PEUUIMBUPYIOMIErO MOJIMINO3a HOCA WA OKOJOHOCOBBIX
Ma3zyX U HETIEPEHOCUMOCTH alleTUIICATUIIMIOBOM KUCIOTHI Win npyrux HIIBII (B Tom yncne
B aHAMHE3e);

SI3BEHHAsI 0O0JIE3HBb JKENMyJKa WM JBEHAIAIATUIEPCTHOW KWINKH B CTaauu OOOCTpEHHUS, a
TaKKe JKeIyI0YHO-KUIICYHBIC S3Bbl, KDOBOTEUCHUS U Tiepdopamuu;

XpOHHUYECKAsl AMCIEICHUsS, BOCIAIUTEIbHBIC 3a00JICBaHMS KHINCYHUKA, SI3BEHHBIA KOJIUT,
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 16.08.2023 N= 15825

JCTNENOBATENLHOCTD 0004)

1L
6one3up KpoHa, AMBEpTUKYIIHUT B CTAAUU O OCTpeHﬂilf—ll;

e reMOpWIMS W JAPYTUe HAPYIICHHS CBEPTHIBAEMOCTH KpPOBH (B T.d. TreMOpparudecKuit
Jares);

e  jeTckuii Bo3pact (10 15 ner);

®  TspKeJas MeYeHOYHAs HeIOCTATOYHOCTh, aKTHBHOE 3a00JIeBaHUE TICUCHU;

e TsOKenas IodYedHas HeaoctatoyHocTh (knupeHc kpearmHuHa (KK) menee 30 mur/muH),
porpeccupyroie 3ad0oneBanus Mo4eK, MOATBEPKACHHAs THIIEPKATHEMHUS;

®  JIGKOMIICHCHUPOBaHHAsl CEpJCYHasl HEJIOCTATOYHOCTh, MEPHONEPANMOHHBIA MMEPUOJ IPH
AO0PTOKOPOHAPHOM IITYHTUPOBAHUH;

®  11epeOPOBACKYISPHBIE U IPYTUE AKTHBHbIE KPOBOTEUEHUS;

e  0OepeMEeHHOCTh B cpok Oosee 20 Helenb;

®  [EepuOJ IPYAHOTO BCKAPMIIMBAHHUS.

[Tpu BHYTPUMBIIIIEYHOM BBEJICHUU:

o HapyHaICHHUEC IreMoCcTasa ujimn O,Z[HOBpeMCHHHﬁ IIPpUEM AHTUKOATI'YJISIHTOB.

C 0CTOPOKHOCTBHIO

sI3BeHHas Oone3Hb B aHaMHe3e, Hannuue uHdekimu Helicobacter pylori; 6ponxuanbhas actMa B
aHaMHe3e;  KJIMHUYECKHM  BBIPQKEHHBIE  CEpJACYHO-COCYAUCThIE,  llepeOpOBacKyJIsIpHbIE
3a0oneBaHnus U 3a0osneBaHusd TNepUPEpPUUECKUX apTepHil; IUCIUNUIAEMUS, I€UYEeHOYHas
HE/I0CTaTOYHOCTh, TUNEPOUTMPYOMHEMHUS, QJIKOTOJNbHBIM LUPPO3 TEYEHH; XPOHHUYECKas
noyeyHas HenocraToyHocTh (KK 30-60 mu/muH); XpoHHuUecKkas cepieyHas HEJOCTaTOYHOCTb,
apTepualibHas TUIIEPTEH3Us, 3a00JIeBaHUs KPOBH; JAETUpaTalusi, caxapHblil qualeT; KypeHue;
MO>KWION Bo3pacT; anurtenbHoe npumeHenue HIIBII, oqHOBpeMeHHBINM IpHEeM aHTHUKOATyJISTHTOB
(B T1.4. BapdapuHa), aHTHArperaHToB (B T.4. KJIONHMJAOTpena), MEepOpalbHbIX
[JIFOKOKOPTUKOCTEPOUAOB (B T. Y. TPEIHU30JIOHA), CEJIEKTUBHBIX HMHIHOUTOPOB 0OpaTHOTO
3axBaTa CEpPOTOHMHA (B T. 4. (UIyOKCETHHA, MApOKCETHHA, IUTajonpama, CepTpajliviHa) (CM.

pasnen «B3zaumoseicTBre ¢ APYTrUMU JI€KaPCTBEHHBIMU CPEICTBAMUY ).

IIpumeHeHne Npu 6epeMEHHOCTH U B IEPHO/] TPYAHOI0 BCKAPMJIMBAHUSA

bepemeHnHoCTL

NHrnbupoBanre CUHTE3a MPOCTATJIAaHIUHOB MOXKET OKa3aTh HEXENAaTeIbHOE BIMSHHE Ha
TeueHne OCpEeMEHHOCTH W/WIM Ha AMOpHOHAIbHOE pa3BuTHE. J[aHHBIE, TIOJyYEHHBIC B XOJIE
SIUJIEMHOJIOTHYECKUX HCCIIeJOBaHUI npu MPUMEHEHUU WHTHOUTOPOB CHHTE3a

nNpocCTarlaHAMHOB Ha PAHHUX CPOKax 6€peMeHHOCTI/I, MNOATBCPKAAIOT IMOBBIIICHHUC PUCKA
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hgﬁhﬁﬁg' st ¢

CaMOIIPOU3BOJILHOTO abopTa U GOPMUPOBAHUS opOKOB'&'};'z:L;ﬂl%J-:EéW#ﬁE;

YBEITUYECHUEM JI03bI M JUIUTEIILHOCTH JICYCHUSI.

Haznauate mpemapatr OepeMeHHBIM >KEHIIMHAM B cpoke a0 20 Henenb BO3MOXKHO TOJBKO B
clly4ae, Korja MpeuMyILIecTBa JUIsi MaTepU OINpPaBIbIBAIOT BO3MOXKHBIM PHUCK MAJS ILUIOJA.
B cnyuae gokazaHHOM 1MOJb3bI MPUMEHEHHS KETONPOQeHa Y KEHIIUH B CPOKE OEPEMEHHOCTH 10
20 Hemenmp Wy OKCHIIWH, IUIAHUPYIOMIUX OEPEMEHHOCTh, CJIENyeT NpPUICPKUBATHCS
MUHUMaJIbHOH 3()(heKTUBHOI H03bI Mpenapara 1 MpOA0KUTEILHOCTH JICUSHUSI.

Bo Bpems Il TpumecTtpa GepeMEHHOCTH BCE MHTMOMTOPHI CHHTE3a MPOCTArjiaHIWHOB MOTYT
OKa3bIBaTh TOKCHYECKOE BJMSHUE Ha IUIOJA, MPUBOAS K MPEKICBPEMEHHOMY 3aKpBITHIO
apTEpHUAIILHOIO IIPOTOKA U JierouyHoi runeprensun. He cnenyer npumenars HIIBII sxenmunam ¢
20-ii Henmenn OEPEeMEHHOCTH B CBSI3M C BO3MOJYKHBIM PA3BUTHEM MAJIOBOJUS W/WIHM TATOJIOTUU
MOYEK Y HOBOPOXK/ICHHBIX (HEOHATalIbHAs MTOYEYHAsI HEJJOCTATOUYHOCTb ).

VY OGepemenHbix xeHIIUH BO Bpems |ll TpumecTpa BO3MOXHO pa3BUTHE CIIa0OCTH POJOBOMU
AKTUBHOCTH MAaTK{ M YBEJIMYCHHE BPEMEHHU KPOBOTEUCHUS Ja)Ke MPH NMPUMEHEHHH HU3KHX J103
keronpodena. CreoBarenbHO, NpUMEHEHUE KertonpodeHa B cpoke Oonee 20 Hemenb
MIPOTUBOMOKA3aHO.

['pyaHOE BCKapMIIMBaHHE

Ha ceronnsiiamnii MOMEHT OTCYTCTBYIOT JAHHBIE O BBIJICJICHHH KETONPO(eHa B TpyIHOE MOJIOKO,

M03TOMY IIPUMEHEHHE KEeTOoNpodeHa NMpu rpyJTHOM BCKapMJIMBAaHUU HE PEKOMEHI0BAHO.

Cnocod npuMeHeHHus U 103bl

BHyTpHBEHHO, BHyTPUMBIIIEYHO.

[TpomoIKUTETPHOCTh BHYTPUMBIIIEYHOTO BBEJEHHS Iperapara HE JJO0JDKHA IPEBBINIATh
2-3 nmeit. [lpu HEOOXOIUMOCTH JATBHEHIIYIO TEpamuio KeTOmpo(EeHOM TPOJO0DKAIT C
IPUMEHEHHUEM JIPYTHX JIEKapCTBEHHBIX (popM (TabseTKH, KarcyJibl, CyIIO3UTOPUH).

JUis  CHIDKEHHMsI 4acTOTBHl  HEXENATeNbHBIX  peaklUil  peKOMEHAYeTcs  HCIOJIb30BaTh
MUHUMAaNIbHYI0 3(QQEKTUBHYIO 103y IMpemnapaTa. MakcumanbHas CyTOYHas /032 COCTaBJISET
200 wmr.

Heo6xoauMo THiaTenabHO OLEHUTH COOTHOIICHUE MPEAINoiaraéMoi MoJb3bl U PUCKA JI0 Hayana
npuema keronpodena B go3e 200 Mr/cyTkH.

Buympumviweunoe egedenue: o 100 mr (1 ammyna) 1-2 pasa B 1eHb.

BHyTprBeHHOE HHPY3HMOHHOE BBE/IeHNE KETOMPOdEeHa T0JKHO MPOBOJUTHCS TOJIBKO B YCIOBUAX
craunoHapa. [IpogomkuTensHOCTs HHPY3UH T0KHA cocTaBisATh OT 0,5 10 1 4. BHyTpuBeHHBII

croco0 BBEICHUS CIIeyeT MPUMEHSITh He Ooiee 48 u.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 16.08.2023 N= 1582

Henpooonocumenvuas, 6HympuseHHas uH@yus: ot 1100’ b~ D00 1 PG 12 ity

keronpodena, pazseaeHubix B 100 mur 0,9 % pacTBopa HaTpus XJIOPHUAA, BBOJIUTCS B TCUCHUE
0,5-1 u.

Ilpooonscumenvran enympueennas ungysus: ot 100 (mo 200) mr (1-2 ammynsl) keTonpodeHa,
pa3zBeneHHbix B 500 M uH(y3uoHHoro pactBopa (0,9 % pactBop HaTpus XJIOpHAA,
JaKTaTcoAeprKamuii pactsop Punrepa, 5 % pacTBop I€KCTpOo3bl), BBOOUTCS B TEUEHUE & YACOB;
BO3MO)XHO IOBTOPHOE BBEJIEHUE 4Yepe3 8 yacoB. MakcumallbHas CyTOYHas J03a COCTaBISET
200 wmr.

Keronpoden MoOXHO coderaTh C aHaNbICTHUKAMH ILIEHTPAJIBHOTO JEWUCTBUA; €ro MOXKHO
CMeIMBaTh C OnuouAaMu (Hampumep, MoppuH) B OAHOM (iakoHe, (apMareBTHUECKU
HECOBMECTHM C pacTBOPOM TpaMaJoja U3-3a BbIAJCHUS OCaaKa.

[TapeHTepanbHOE BBEACHHUE IperapaTa MOKHO COYETaTh C NMPUMEHEHHEM MepopalibHBIX (HopM

(TabyeTKH, Karcyibl) WU PEKTaIbHBIX CYIIITO3UTOPHUEB.

ITob6o4uHoe neiicTBHE

[To manapiM Bcemupnoii opranmzanum 3npaBooxpaHenus (BO3) nexenarenbHbie 3QQeKTs
KJIaCCU(UIIUPOBAHbl B COOTBETCTBUU C MX YaCTOTOM Pa3BUTHUS CIEIYIONIMM OOpa3oM: OuYeHb
gacto (> 1/10), wacro (> 1/100, < 1/10), wewacto (= 1/1000, < 1/100), peaxo (= 1/10000,
< 1/1000) u ouensn penko (< 1/10000); yacTora HEM3BECTHA (YACTOTY BOSHHUKHOBEHHUS SIBJICHUI
HEITb3sI OTIPE/ICITUTh HA OCHOBAHMH NMEIOIINXCS JJAHHBIX ).

Hapywenus co cmopomsl Kposu u iumgamuieckori cucmemvl

Penko: remopparuueckast aHemusi.

YacroTa HEM3BECTHA: arpaHyJIOUTO3, TPOMOOIIUTONIEHHS, TEMOIMTHIECKAs! aHEMHS, JTICHKOTICHHSI.
Hapywenus co cmoponst ummyHHOU cucmembl

YacroTra Hen3BeCTHA: aHA(PHIAKTUUECKUE PEAKIMHU (BKIIOYask aHaQUIaKTHYECKUH II0K).
Hapywenus co cmoponst memabonusma u numanus

YacToTa HeM3BECTHA: TUTIOHATPUEMHS], THITOKATHeMHus (M. paszient «OcoOble yKa3aHus»).
Tcuxuueckue Hapywenus

YactoTa HEU3BECTHA: CITyTAHHOCTb CO3HAHMSL, SMOLIMOHAIbHAS TAa0OMITBHOCTb.

Hapywenus co cmoponvi HepeHoli cucmembl

Heuacro: ronoBHast 00J1b, TOIOBOKPY>KEHHE, COHJIUBOCTb.

YacroTa HEeM3BECTHA: ACENTUYECKUN MEHUHTHUT, CyJJOPOTH, BEPTHUTO.

Hapywenus co cmoponwl opeana 3penus

Penko: HeueTkocTh 3penus (cM. pazzuen «OcoOble yKazaHus»).
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CTb 0004)

Hapywienusi co cmopomvl op2ana ciyxa u 1abupugma (NOCNEOOQBATENEHO

Penxo: mym B ymax.

Hapywenus co cmoponwi cepoya

YacToTa HEU3BECTHA: ceplieuHas HEIOCTaTOYHOCTb.

Hapywenus co cmoponwi cocyoog

UactoTa  HEW3BECTHA:  IOBBILIEHUE  apTEPUATIBHOTO  JIABJIEHMs,  BacKyJaMT  (BKJIIOYas

JIEUKOLIUTOKIIACTUYECKUI BaCKYJINT).

Hapywenus co cmoponsl 0bixamenbHol CUcmembl, OpeaHo8 epyOHOU KIemKu U CpedocmeHus

Penxo: obocTpenne OpoHXHaTbHOM aCTMBI.

Yacrora Hem3BecTHA: OpoHXOCHa3M (B OCOOEHHOCTH, y TMAIMEHTOB C TUIEPUYYBCTBUTEIBHOCTBIO K

HIIBII), punur.

Kenyoouno-kuweunvie napyuienus

Yacro: TomHOTa, pBOTA.

Heuacro: 3anop, nuapesi, racTpur.

Penxo: nentuyeckas si3Ba, CTOMaTHT.

Yacrora HEM3BECTHA: KEIyJIOYHO-KUIIEYHOE KpPOBOTEUCHHUE, Iepdopauusi OpraHoB >KelyJO04HO-

KHIIEYHOI'O TPAKTa, TAaHKPEATHT.

KerynouHo-KHIIEUHBIN TUCKOMQOPT, 00JIb B JKEIYAKE U PEIKUE CITydau KOJIUTA.

Hapywienus co cmoponvl neuenu u Jceniesblgo0suyux nymeti

Penko: rematur, TMOBBINIEHHME AKTMBHOCTH  «IIEYEHOUYHBIX» TPAaHCAMUHA3, IIOBBIIICHHE

KOHIIEHTpaluy OuirpyOrHa BCIIEACTBUE Pa3BUTHS HAPYILICHUH, BbI3BAHHBIX TEIIATUTOM.

Hapywienus co cmoponsl Kodcu u NOOKOUCHbIX MKAHel

Heuacrto: ko>kHast ChIITb, KOXKHBIN 3Y/1.

Yacrora HemsBecTHa: (pOTOCEHCHOMIIM3ALMS, aJONEelHs, KpPalUBHUIA, O0OCTPEHHE XPOHUYECKOM

KpanMBHUIIbI, AHTMOHEBPOTHYECKUH OTEK, S)pUTEMa, OyIie3Hast Chlllb, BKJIFOUask cuHpoM CTHUBeHca-

JDKOHCOHA M TOKCHYECKHH  SIUAECPMAIBHBIA  HEKPOJIH3, OCTpPbI  TI'€HEpPaTM30BaHHBIN

9K3aHTEMATO3HbIH ITyCTYJIE3.

Hapywenus co cmoponul nouex u Mouesblgoo0sauux nymet

YacroTra HEW3BECTHA: OCTpasl MOYEYHas HEAOCTATOYHOCTh, TYOYJIOMHTEPCTHLHUAIBbHBIN HedpuT,

HEQPUTUIECKUI CUHIPOM,;

e  3azepKa KUAKOCTH/HATPHS B OPraHU3ME C BO3MOKHBIM Pa3BUTUEM OTEKOB M TMIIEPKATMEMUU
(cm. pazgensl «OcoOble ykazaHus» U «B3aumopeiicTBHe C JIpyruMu JIEKapCTBEHHBIMHU
CpEICTBAMM).

e  Oprannueckoe NOpaKEHUE MOYEK, CIIOCOOHOE BBI3BIBATH OCTPYIO MOYEUHYIO HEAOCTATOUHOCTb:
7
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COOOIIAIOCH O SAMHUYHBIX CITy4asx OCTPOTO Ty6ynﬂp%%:ﬁ1§agﬁ5§iﬁg}%gbﬂ&b&& 0004)

i

Obwue napywenus u peakyuu 8 mecme 66e0eHUs

Heuacro: nepudepudeckre oTeku.

Yacrora Hens3BecTHA: OOJIb U OLIYLLEHUE AOKEHUS B MECTE BBEJICHHUS, PEAKIIMU B MECTE BBE/ICHHS,
B T. 4. JINBEAOMIHAS BACKYJIONIATHUs, U3BECTHAs Kak cuHApoM Hukonay.

JlaHHBIE KJIMHUYECKMX HCCIEAOBAaHUM M OIUACMUOJIOTUYECKAE [JAaHHBIE JalOT OCHOBAaHME
npennonarars, 4ro npuMenenrne Hekotopsix HIIBIT (ocobeHHO TpH AIHMTENTHHOM NMPUMEHEHUH B
BBICOKHX J1033X) MOJKET OBITh CBS3aHO C ITOBBIIEHHBIM PUCKOM Pa3BUTHsI apTEPUAIIbHBIX TPOMOO30B

(marpumep, HH(MApKTa MEOKap/Ia U HHCYIIbTa) (cM. pasaen «OcoOble yKa3aHusD»).

Ilepeno3supoBka

[Tpu nepeno3upoBKe KeTONpodeHa MOryT OTMEUYaThCsl T0JIOBHAs 00Jb, TOLIHOTA, pBOTA, OOJb B
0o01acTH >KMBOTA, PBOTAa C KPOBBIO, MEJIEHA, HAPYLICHWE CO3HAHUS, YIHETEHHE JIbIXaHMS,
CYJOpOI'H, HapyleHHe (PYHKIMU IOYeK U TOYeUHasi HeJJOCTaTOYHOCTb.

IIpn mepeno3npoBKe NMOKA3aHO IPOMBIBAHUE KEIyAKAa M IIPUMEHEHHE aKTHBUPOBAHHOIO YTJIA.
JleyeHne — cUMITOMATHUYECKas W TOAJCPKHUBAIOIIAS TEepanus; BO3JeHCTBHE KeTonpodeHa Ha
ey TOYHO-KUIIEYHBIH TPAKT MOKHO OCJIA0MTh C MOMOIIBIO CPEJICTB, CHIKAIOLIMX CEKPELUIO
Kene3z KedyAka (HampuMmep, MHTHOMTOPOB TMPOTOHHOM MOMIBI) W MpOCTarjaHIuHOB;
MOHMTOPHHT JIbIXaTEJIbHON U CEpJIeYHO-COCYAUCTOMN NIEATENbHOCTH; CeNn(pPUUECKOro aHTUI0Ta

He 00HapyKeHO, reMoinain3 Manod(p(eKTUBEH.

B3anmopneiicTBHe ¢ APYTMMH JI€KAPCTBEHHBIMH CPEeACTBAMH

[IpenapaTel, COBMECTHOE IPUMEHEHHE C KOTOPBIMHU HE PEKOMEHIYETCS

Hpyeue HIIBII (sxniouasn cenekmugnvie uneubumopwvt L{OI) u canuyunramol 8 8biCOKUX 003AX:
MIOBBIIIEHHBIN PUCK PAa3BUTHS S3B M KPOBOTEUCHUH JKEITyTOUHO-KHIIIEYHOTO TPAKTA.
Anmuxoazynsanmel

[ToBbIIIEHHBIN PUCK Pa3BUTUS KPOBOTEUEHHH NMPH COBMECTHOM IPUMEHEHHHU CO CIEAYIOIIUMHU
npenapaTamu:

®  TeMapuH;

e adrtaroHuctsl BUTamMuHa K (Hanpumep, BapdapuH);

®  UHTUOMTOPHI arperaluy TPOMOOIIUTOB (HAaIIpUMEp, TUKJIOHINH, KJIOMUA0TPeN);

®  UHTUOMTOpPHI TPOMOMHA (HApUMeEp, Ja0UraTpaH);

e mpsiMble MHTUOUTOPHI (pakTOpa cBepThiBaHMA Xa (Hampumep, anukcabaH, puBapokcadaH,

3710KcabaH).



COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 16.08.2023 N= 15825

Ecnu coBMecTHOro mpuMEHEHHsS HEb3sl H30EXKaTh, EQ':{IAJM%“EQ%@TC ‘o y_'ﬁ.llr'litlcl'—ll“%llllﬂTB

TIIATEILHOC HAOJIOACHHCE.

Ilpenapamuol rumus

N3-3a CHWKEHUS SKCKPEIUU JMTHS TOYKAMHW BO3HHKAET PHUCK TOBBIIICHUS IJIA3MEHHBIX
KOHIIGHTpAIlU{ JIUTHS, WHOTJA JOCTHTAIOIIMX TOKCHYECKOro ypoBHS. ClieayeT TIIaTeIbHO
CJIEIUTH 32 YPOBHEM JIUTHS B IJIa3ME KPOBU U CBOEBPEMEHHO KOPPEKTUPOBATH J03y MPErapaToB
IuTUs BO BpeMs U nociie npumenenus HIIBII.

Memompexcam 6 0o3ax ceviwe 15 me 6 nedenio

[ToBbINIaeT reMaToIOrHYeCKy0 TOKCHYHOCTh METOTpEKcaTa, 0OCOOCHHO MPU €ro MPUMEHEHUH B
BBICOKHX J103ax (0oiiee 15 MT B HEZIEII0), UTO, BEPOSTHO, CBSA3aHO C BRITSCHCHHEM METOTpPEKCATa,
CBSI3aHHOTO O€JKaMM, M CHIDKCHHEM €ro IMOYEeYHOro KiupeHca. MHTepBanm BpeMEHH MEXIy
MpEeKpaIieHUEM WIM HAdajJoM Tepaluu KeTompodeHOM W NIPHEMOM METOTpeKcara JOJDKEH
COCTaBJIATH HE MeHee 12 yacos.

HDCHaDaTI)I, OpHu COBMCCTHOM INNPUMCHCHHUH C KOTOPBIMHU CIICEAYET CO6HIOIIaTI> OCTOPOKHOCTDH

Huypemuueckue cpeocmea

Ha ¢one tepamuu ketompodeHOM MalUEHTHl, MPUHUMAIOIINE TUYPETUKH, OCOOCHHO IpHU
pasBUTHM JeTUipaTallid, HMEIOT O0ojee BBICOKMH pPHCK pa3BUTHS BTOPUYHON MOYEUHOU
HEJ0CTAaTOYHOCTHU BCJIEACTBUE CHIXKEHUS MTOYEUYHOTO KPOBOTOKA, BBI3BAHHOI'O MHTMOMPOBAHUEM
CHUHTe3a NpocTariaHauHoB. Ilepen HauanoM HpUMEHEHUs KeTomnpodeHa y TaKUX MallMeHTOB
clleflyeT NpOBECTU peruapaTalnvoHHble Mmepornpuatus. Ilocne Havyanma neyeHus HEOOXOIMMO
KOHTPOJHMPOBATh (DYHKIIMIO MTOYEK.

Hneubumopor AII® u anmazonucmoi peyenmopos aneuomenzuna Il

CoBMecTHOE TpHMEHEHUEe mpemnapara ¢ uHruouropamu AlIl® u OGnokaropamMu peLenTopoB
anrnoTeH3uHa |l y manueHToB ¢ HapyuieHUusIMU QYHKITUHU TOYeK (TpU AeTUapaTaliy, MalueHTOB
MOXKWJIOTO BO3pAcTa) MOXET MPHUBECTU K YCYTyOJNEHHIO YXYIIIEHUs (YHKIMHU MOYEK, B T. 4. K
Pa3BUTHIO OCTPOUN MOYEUHOW HETOCTATOUHOCTH.

MertoTpekcar B J103ax HWKe 15 Mr B HEIEr0

B Teuenue nepBbIX HEAETh OJHOBPEMEHHOTO IPUMEHEHUs KeTonpodeHa 1 MeToTpeKcaTa B J103€,
He MpeBblmatomeid 15 Mr/Henemnto, cileqyeT eXeHeNeNbHO KOHTPOJIMPOBATh aHAINU3 KPOBH.
VY nanueHTOoB MOKUIIOTO BO3PACcTa WIIH MPH BOSHUKHOBEHHH KaKHUX-JIN0O MPU3HAKOB HAPYIICHHSI
(GYHKIIMY TIOYEK CIIeTyeT BBIMTOIHATH HCCIIEOBAaHUE Yallle.

Tenogosup

CoBmecTHOE NpUMeHeHHe TeHodoBupa auconpokcun ¢ymapara u HIIBII moxxer moBblmaTh

PHUCK pa3sBUTUA MMOYCYHOM HEAOCTATOYHOCTH.



ot 16.08.2023 N= 15825

(MOCNEOOBATENLHOCT 0004)

Huxopanoun

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

CoBMecTHOE nipuMeHeHue Hukopanauiaa u HIIBII MoxeT noBblLIaTh pUCK pa3BUTHS CEPbE3HBIX
OCJIOKHEHUH, TaKMX Kak s3Bbl, nepdopanus u kpoBoreueHue u3 oprano KKT (cm. pasgen
«Oco0bIe yKa3aHus»).

Cepoeynvie enuxko3uobl

He Obuto ormeueHO (hapMaKOKMHETHUECKUX B3aUMOJEHCTBHI MEXIy KETONMPOPEeHOM H
JUrOKCMHOM. OJHAKO IpPU MX COBMECTHOM NPUMEHEHHUH CIEeIyeT COONI0aTh OCTOPOKHOCTD,
OCOOEHHO y MAIMEeHTOB C MOYEYHOW HEAO0CTATOYHOCThIO, mockonbKy HIIBIT moryT ocmabnsats
(YHKLHIO IOYEK M CHUXKATh MOYEUYHbIN KIIMPEHC CePIeYHbIX TTIMKO3H/I0B.

HpenapaTH, B33HMOZI€I>'ICTBPI€ C KOTOPBIMH CJICAYET YVUNUTHIBATH

AnmueunepmenzusHule npenapamsi (bema-oroxamopul, uneuoumopst AIID, ouypemuxu)

Puck ocnabneHuss aHTUTUNEPTCH3UBHBIX d3(dekToB (3a cuer wuHruoOuposanuss HIIBII
Ba30/IMJIATUPYIOLINX POCTArjIaHuHOB).

Cenexmuenvie uneubumopwvl oopamnozo saxeama cepomonuna (CHO3C)

[ToBbIIEHHBIN PUCK PA3BUTHA KEIyTOYHO-KUIICYHBIX KpOBOTeUEHUH (cM. pasgen «Ocolbie
yKa3aHUm).

Tpomborumuxu

IToBBIIIEHHBINA PUCK PA3BUTHS KPOBOTCUEHHS.

Pucku, ceazannvle ¢ cunepranuemueri

OnHOBpeMEHHOE NpPHUMEHEHHE C COJSIMH Kalus, KajduiicOeperaoumMmu JIuypeTHKaMu,
uHruouropamun  AllD, OjoKaTopaMu  pelenTopoB anruorensuHa I, HIIBII,
HU3KOMOJICKYJSIPHBIMU TeTIapUHAMHU, LUKIOCIOPHHOM, TaKPOJIMMYCOM W TPHUMETONPHUMOM
MOBBINIAET PHUCK pA3BUTHS THUNEPKATMEMUH. PHCK THIEpKaTMEMHH TOBBIMIACTCS, €CIU
yKa3aHHbIE BBIIIE IPEnapaThl HPUMEHSIIOTCS COBMECTHO.

Pucku, ceazannvie c anmumpombomuueckum s¢ghgpexmom

[IpuMeHeHHe HECKOJBKHUX aHTHArperaHTHbIX mpenaparoB (tupoduban, snrududapun,
abuukcumab, WIONPOCT) MOBBIILIAET PUCK PA3BUTHUS KPOBOTECUECHHUS.

Mugenpucmon

HIIBII moryT ymenbmath 3¢ dexktuBHocTs Mudenpucrona. [lpuem HIIBII cnenyer HaunHath He
paHee, yem uepe3 8-12 aHel mocie oTMeHbl MU(ETPUCTOHA.

HDeHaDaTBI, BSaHMOHeﬁCTBI/Ie C KOTOPBIMH CJICAYET IIPUHNUMATh BO BHUMAHUEC

IIppy OIHOBPEMEHHOM IPUMEHEHHH C LMKJIOCIOPUHOM, TAaKPOJIUMYCOM BO3MOXKEH PHCK
pasBUTHS AAJUTHBHOTO HE(DPOTOKCHUYECKOTO ACUCTBHUS, OCOOCHHO Yy MAIMEHTOB IOXXKUIIOTO

BO3pacTa.
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Oco0ble ykazaHus

Keronpoden-COJIOpapm

COOTBETCTEYET 3KI( OMY OTYETY
ot 16.08.20: 25
(MOCNEOOBAL OCTB 0004)

COACPKUT MPOIMUJICHIJIUKOJIb

B KaA4e€CTBC BCIIOMOIaTCIBHOI'O

BEIIECTBA, IPUMEHEHHUE MTpenapaTa MOXET BbI3BaTh CUMIITOMbI, CXOKHE C TPUEMOM aJIKOTOJIA.
JlaHHbIi JeKapCTBEHHBIHN mpenapar coaepxut 3taHon 95 % (mo 200 mr Ha no3y). Bpenen ans
JIUI] ¢ aJIKOroJu3MoM. Heo6XoauMo yuuThIBaTh OEPEMEHHBIM U KOPMSIIUM IPY/bIO KEHIIIMHAM,
JIETSIM W TaKUM TPYyNIaM BBICOKOTO PHUCKA, KAaK MAlUEHThI C 3a00JICBaHUSMHU IICUEHU U
AIUJICTICUEH.

Taxke npenapar coxepxut 40 mr O6eH3uIoBoro crnupra Ha 2 mil. Ilpemapar mpoTuBomOKa3aH
HEJOHOILIEHHBIM W HOBOPOXJIEHHBIM. MOET BbI3BaTh TOKCHYECKHE W aHA(PUIAKTOUIHbBIC
peakuuu y MaJeHLEB U AeTel 10 3 JeT.

C 1enpio CHIDKEHUSI PUCKA PAa3BUTHUS HEXKEIATCIBHBIX SIBICHUN KETOMpPOQPeHa PEKOMEHIYETCSI
MPUMEHEHHE MUHUMAIIbHOM 3()PEeKTUBHOI 03Bl B TEUEHHE MUHUMAIBHO KOPOTKOTO MEPHOIA.

MackupoBKa CUMITOMOB OCHOBHOI'O HHd)eKHHOHHOFO 3a0071€BaHus

[Ipu mpumenenuu keromnpodeHa cMMOTOMBI MH(PEKIIMOHHBIX 3a00JIeBaHUIl MOTYT OBITH MEHee
BBIDAKCHHBIMH, 4YTO MOJKET IIPUBECTH K YJUIMHEHUIO CPOKOB IIOCTAHOBKM IPABUIIBHOIO

AWuar’Ho3a, OTCPOYCHHOMY Ha4dally COOTBETCTBYIOIICIO JICUCHUSA W YXYAUICHHUIO HCXOJa4

UHQEKIMOHHOTO  3a0oneBaHMs. YXy/auleHue HaOmonanoch Ha (oHe OakTepHaIbHON

BHEOOJbHUYHON NMHEBMOHUU U IpU OaKTEpUaTIbHBIX OCIOKHEHHUSAX BETPSHOM ocmbl. B ciyuae
pPUMEHEHHUs KeTonpodeHa npu HHPEKIIHMOHHOM 3a00JIeBaHUN JJI1 CHU)KEHUSI TEMIIEpaTyphl Tena

WM  KYIIUPOBAHUSA 0oJeBOro CUHApOMA, PCKOMCHIAYCTCA obecreueHue TIHATCIBHOTO

HaOroieHus 3a TeueHueM MH(eknuu. B aMOynaTopHBIX yCIOBHUSX, B CIyyae €CIM CUMIITOMBI
COXPAHSIIOTCS] WJIN yXYIIIAt0TCs, MallUEeHTy He00X0IMMO 0OpaTUThCS K Bpauy.

Crnenyer cobmogaTh OCTOPOKHOCTh IPU COBMECTHOM IPHUMEHEHHMHU C IIpernaparaMu, KOTOpbIE
MOTYT  MOBBICUTH  PHCK  0O0pa3oBaHMsl  s3B WJIM  KPOBOTEUCHMs, TaKUMH  Kak
[JIFOKOKOPTUKOCTEPOUABI JUIsl TMpHEMa BHYTPb, AHTHKOATYJSHTHI (Hampumep, BapdapuH),
CEJICKTHBHBbIE MHTUOUTOPBI OOpAaTHOTO 3axBaTa CEpOTOHMHA WJIM aHTHUArPEraHThl (HaIpHUMep,
aleTUICAIUIIMIIOBAs KHUCIOTa MM HHUKOpaHAuia) (cM. pasnen «BzaumopeiicTBue ¢ Apyrumu
JIeKapCTBEHHBIMH cpeacTBaMm»). Cienyer u3derarb COBMECTHOI'O MPUMEHEHHUsI KeTorpogdeHa ¢
npyrumu HIIBIIL, Bkitouas cenextuBHble MHTHOUTOPHI LIOT 2.

KenymouHo-KHUIlIeYHbIE KPOBOTEUEHHUS, SI3BEI U ITepdoparuu

CooOmiasioch 0 pa3BUTHM HKETyIOYHO-KUIIEUHBIX KpOBOTEUEHHH, 3B M mepdopaumii (c
BO3MOXHBIM JIETaJIbHBIM HCX0/0M) Bo BpeMmsi npumenenuss HIIBII na moGom stane neueHwus,
BHE 3aBHCHMOCTH OT HAJIMYHs YTPOXKAIOIIUX CHMIITOMOB MM TsDKenbix 3a0osnesanuii KKT B

aHaMHe3e.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 16.08.2023 N= 1582

Puck xemyno4HO-KUAIIEYHOTO KPOBOTCUCHHSI, 233006pa98£5ﬁ1}§;h;ﬁﬁ%8{5§i;5 Trostitiabres

npu npuMeHeHuu Ooiee Bbicokux a03 HIIBII, mpu Hamuumum si3BeHHOH 0OJ€3HM B aHAMHE3E,
0COOEHHO OCJIO)KHEHHOW KpOBOTEUYEHHEM WM nepdopanueil, 1 Npu NPUMEHEHUH y TOXKHIIBIX
MAlMEHTOB. Y 3TUX TPyNN NAUEHTOB JIEUCHUE CIEAYyeT HAUMHATh C MUHUMAJIbHO BO3MOXHBIX
no03. Cienyer pacCMOTpPETh COBMECTHOE MPUMEHEHHE C racTPOIPOTEKTUBHBIMU IMperapaTaMu
(HampuMmep, MM30IPOCTOJIOM WM HMHIMOMTOpaMH IPOTOHHOM IIOMIBI) y JaHHBIX TIpyMHIl
NAIMEeHTOB, & TaKXK€ Yy MAaIlMEeHTOB, KOTOPHIM HEOOXOIUMO IMPHMEHEHHE aleTHIICATUIIIOBOM
KHCIIOTBI B HHU3KUX J03aX WIM JpPYTrMX [penaparoB, IMOBBILAIINX PUCK Pa3BUTHUA
HeXenatelbHbIX peakiuii co cropoHbl KKT (cMm. pasmen «BzaummonelcTBue ¢ JIpyruMu
JICKAPCTBEHHBIMU CPEIICTBAMUY).

[TaninenTsl ¢ HEXeNnaTeabHbBIMU peakiuusiMu co ctopoHbl XKKT B anamue3e (0COOEHHO MalMeHTh
MOKUJIOTO BO3PacTa) JAOJDKHBI cO00IaTh 000 BceX HEOOBIYHBIX cuMOTOMax co cTopoHbl JKKT
(mpesxJie BCEero O JKeTyJOYHO-KUIIEYHOM KPOBOTEUEHHUH ), B OCOOEHHOCTH Ha HaYallbHBIX dTanax
JICYCHMUS.

CyIiecTBYIOT 3MHUAEMUOJIOTUYECKUE JIaHHBIE, CBUAETEIbCTBYIOIIUE O CBS3U INPUMEHEHUS
KeTonpodeHa ¢ BBICOKMM PHCKOM Pa3BUTHS TSDKEIOM JKETyTOYHO-KUIIEYHOWM TOKCHYHOCTH,
cpaBHUMOH c TakoBOM mpu npumeHeHuH Apyrux HIIBII, ocoOeHHO B BBICOKHMX J03ax (CM.
paszzaen «I[IpoTuBOIOKAa3aHUY).

[TanmeHThl OYKMJIOT0 BO3pacTa

Cy1ecTByeT NOBBIIEHHBIN PUCK pa3BUTHS HEXeIaTeNbHbIX peakiui co croponbl JKKT, Takux
KaK KeJIyJ0YHO-KUIIIEYHOE KpOBOTEeUeHHE U nepdopaiivs (¢ BOSMOKHBIM JI€TaTbHBIM UCXOI0M)
(cM. pazaen «Crocod MpUMEHEHHS U I03bI1»).

B ciyudae pa3BuTus KellyJ0YHO-KUILIEYHOTO KPOBOTEUEHMsI Wi 00pa3zoBaHus 513B opranoB JKKT
pU IPUMEHEHUH KeTonpodeHa, IeUeHre CIeyeT HEMEAJIEHHO MPEKPATHUTD.

OdeHp peaKo COOOIIAOCh O PAa3BUTHU TSAKENBIX PEAKIHMH CO CTOPOHBI KOXHU (C BO3MOKHBIM
JETATBHBIM MCXOJ0M), BKIIFOUAsi SKC(HOIMATUBHBIA epMaTuT, cuHapoM CtuBeHca-/[>koHCOHA U
TOKCHYECKHH JMHAepMaIbHbI HEKpoJn3, cBs3aHHbIX ¢ mnpuMeHenuem HIIBIT (cm. pazpen
«ITobounoe neiicTBue»). Hambonpmmii pucK pa3BUTHS JAaHHBIX COCTOSHUN MPUXOAWTCS Ha
HAYaJo0 Tepamnuu, B OOJBIIMHCTBE CIy4aeB OHU Pa3BUBAINCH B TEUYCHHE MEPBOrO Mecsia
nedyerus. CremyeT MpeKpaTHTh NMPUMEHEHHE KeTonpodeHa NP TMEePBOM TOSIBICHUU KOXKHON
CHIMIM,  W3BSA3BJICHUS  CIM3UCTBIX  O0OJOYEK  WIW  JIOOBIX  APYrMX  MPU3HAKOB
TUIIEPYYBCTBUTEIBHOCTH.

JlaHHBIE KIIMHUYECKUX HCCIECIOBAHUN WM SINHAEMHUOJIOTMYECKUE JAHHBIE MPEAINOJIararmT, YTO

npumeHenne HekoTopbix HIIBII (ocoOeHHO B BBICOKMX J03aX W TPHU MPOAOTKHUTEIHBHOM
12



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 16.08.2023 N= 1582

JICYCHUH) MOXKET OBITh CBSI3aHO C TOBBIIICHHB{M pHCKéul%éﬂgl‘p&;Eﬁ%ﬁ:Mfﬁ%{:T]I;(;II\;I%Q])SOB

(HanpuMmep, uH(papKTa MUOKapJa WIM WHCYJIbTa). Ha OCHOBaHMM MMEIOIUXCS JAaHHBIX HENb3s
UCKJTIOUUTH TaKOH PUCK MPH MPUMEHEHHH KEeTONpo(eHa.

HIIBII cneqyeTr mpuMEHATh ¢ OCTOPOXKHOCTBIO y TAIMEHTOB ¢ 3a0oieBanusmMu opranoB JXXKKT B
aHaMHe3e (A3BEHHbIM kouuT, 60e3Hb KpoHa), Tak Kak 3TO MOXET IPUBOJUTH K 00OCTPEHUIO
JaHHBIX 3a00eBanuii (cM. pazzaen «Ilobounoe neficTBue»).

Bo Bpemst Hauana yieueHus ciaeayeT THIaTeIbHO HAOMIoAaTh 3a (PyHKIHMEH MMOYeK y MalMeHTOB C
CepACYHON HEIO0CTaTOYHOCTbIO, LUPPO30OM WM HEPpPO30M, y MALUEHTOB, MOITYYAIOLINX
JUYPETUYECKYI0 TEpaluio, U y IMaLUEHTOB C XPOHMYECKOW O0JIe3HBIO IMOuYeK (0COOEHHO Yy
MOXKWJIBIX TMAIIMEHTOB). Y 3TUX IPYII MAI[MEHTOB MPUMEHEHUE KEeTOpopeHa MOKET IPUBECTH K
CHI)KCHHMIO [IOYE€YHOIO0 KPOBOTOKA, BBI3BAHHOMY HWHIMOMpPOBAHUMEM IPOCTArJIaHIUHOB, U
JICKOMITEHCALlUU TOYeYHON (YHKLUH.

Coo01manoch 0 MOBBIIIEHUH pHCKAa PA3BUTHUS apTepUABHBIX TPOMOO30B IPH IMPUMEHEHHU
HeacnupuHoBeIXx HIIBII nns kynupoBaHus nepuonepanuoHbiXx 0ojiell MpU aOpTOKOPOHAPHOM
IIYHTUPOBAHUU.

Heo6xonumo cobmoaTh OCTOPOXKHOCTh HPHU NPUMEHEHUH KeTomnpodeHa y MaIHeHTOB C
NOBBIIIEHUEM apTEepPUaIbHOIO JABJICHUS B aHaMHE3€ W/MIM CepJACYHOM HEeJI0CTaTOYHOCTHIO
JIETKOW WJIM CpeJHEel CTEeNeHHW TsKecTH, Tak Kak npu npumeHenuun HIIBII coobmanock o
3a/IEPKKE JKUJKOCTH U PA3BUTHH OTEKOB.

B ciydae o6Hapyx’eHHs TPU3HAKOB HH(PEKIIMOHHOTO 3a00JIeBaHUs cielyeT 0OOpaTUTh BHUMaHHE,
YTO MPOTHUBOBOCHAIUTENbHBIE, 00€300IMBAOIINE U KaPOIOHMKAIOIIIE CBOMCTBA KeToNpodeHa,
kak u apyrux HIIBII, moryt mMackupoBaTh 0OBbIYHBIE IPU3HAKU IPOTPECCUPOBAHUS MHPEKIINY,
TaKUe KaK JINXOPAJIKa.

VY nNanuMeHTOB C OTKJIOHEHHMSMHU B (YHKLUHMOHAJIBHBIX TECTaX IMEYEHU WU C 3a00JeBaHUAMU
IIEYEHH B AaHAMHE3€ CJEIyeT NEpPUOANYECKH KOHTPOJIMPOBATh YPOBEHb «IIEYEHOYHBIX»
TpaHCaMHHa3, 0COOEHHO MPH JUIUTEIHHOM JICUEHUH.

[Tpumenenue keronpodeHa MOKET BIUATh Ha KEHCKYIO (epTUIIbHOCTh, IOITOMY IpernapaTr He
pPEKOMEH/yeTCs TNPUMEHSTh >KEHIIMHAM, IUIAaHUPYIOIUM OepeMeHHOCTh. llanmeHTkam ¢
6ecrutogueM (B T. 4. MPOXOAAIINM 0OCIeI0BaHKE) CIENyeT pacCMOTPETh BONPOC 00 OTKase OT
HIIBII.

VY nmanueHToB ¢ OPOHXHAIBHOW acCTMON B COYETAaHHHM C XPOHMYECKHMM PUHHUTOM, XPOHHYECKUM
CHUHYCHUTOM W/WJIM TOJHMIIaMH HOCOBOM MOJIOCTH CYIIECTBYET 0ojiee BBICOKMH PHCK pPa3BUTHUS
QJIEPrUYecKUX peakluuil K aneTwicanuuuioBoil kucnore w/mnu HIIBIIL, yem y npyrux monei.

[IpumeHeHre STUX TpernaparoB MOXKET NPUBOJUTH K AacTMAaTUYECKUM MPHUCTyNaM WU
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 16.08.2023 N= 15825

OpoHxocma3My, OCOOCHHO y MAallMeHTOB C aJJepTHei ':He';' QHE%EWHEJH&@;O'E&HGW lrm

HIIBII B anamuese (cM. pa3aen «I[IpoTHBONOKa3aHMs»).

Puck ’xemynoYHO-KMIIEYHOTO KPOBOTEUEHHUS: OTHOCUTEIBHBIM pPHUCK YBEIWYUBACTCA Y
MalMEHTOB ¢ HU3KOW Maccoi Tena. [Ipu BO3HMKHOBEHUHU Takux HapyiieHuil co ctoponbl JKKT,
KaK KPOBOTEUEHUS WU 3BO0Opa30BaHue, JIEUCHHUE JOHKHO ObITh HEMEIJICHHO IPEKPaleHO.
[Tpu mnurensHoM nmpumeHennn HIIBII HeoOXoauMo NepHOAMYECKH OIICHUBATH KIMHUYCCKUI
aHAJIN3 KPOBH, a TAK)KE KOHTPOJIUPOBATHh (DYHKIIUIO MOYEK H ITCYCHH.

I'unepkanueMust

Bo3Mo)HO pa3BuTHE TMIEpPKAINEMHHM, OCOOCHHO Yy MAalMEHTOB C CaxapHbIM IuabeToM,
MOYEYHOW HEIO0CTATOYHOCTHIO W/WIIM MPH COBMECTHOM IMPHUMEHEHHH C KalukicOeperarmmMu
npenapatamu (cM. paszzaen «Bs3aumoneiicTBue ¢ IpyruMu J€KapCTBEHHBIMH IpernapaTamuy»). Y
TAaKHUX NAlMEHTOB CJIELYET TIIATEIbHO KOHTPOJIUPOBATH YPOBEHD Kajusl.

[Ipy cunabHO BBIpRXXEHHOM OOJEBOM CHHAPOME BO3MOXHO BHYTPUBEHHOE BBEICHUE

KeTornpod)eHa COBMECTHO ¢ TIPOU3BOTHBIMUA MOp(dHHA.

Biusinue Ha cCIOCOOHOCTH YNIPaBJIEHNUS] TPAHCIIOPTHHIMHM CPeICTBAMYU U MEeXaHU3MaMHU

Jannbix 06 orpunarensHoM Binusinuu npemnapara Keronpoden-COJIOdapm B pekoMeHyeMbIX
J103aX Ha CIIOCOOHOCTH K YIPABIECHUIO aBTOMOOWIIEM MU pabOTy ¢ MeXaHW3MaMH HeT. BmecTe ¢
TeM, TaIlMeHTaM, y KOTOPBHIX Ha (OHE MPUMEHEHMs TMperapaTa BO3HUKAIOT COHJIUBOCTb,
TOJIOBOKPY>KCHHE, CYIOPOTH WJIM JIpyrh€ HENPHUATHBIE OIIYIIEHUS CO CTOPOHBI HEPBHOMU
CHCTEMBI, BKJIIOUas HApyIIEHUE 3pEHUs, CIEAYET BO3AEPKAThCA OT BOKIAEHUSI aBTOTPAHCIIOPTa U
3aHATHA TOTEHIMATbHO OIMACHBIMH BUJAMHU JEATEIbHOCTH, TPEOYIOIMIMMHU TOBBIIICHHON

KOHICHTPAIUX BHUMAHUA U 6I)ICTpOTI>I IICUXOMOTOPHBIX pCaKHHﬁ.

dopMa BbIIIYCKa

PacTBOp [t BHYTPUBEHHOTO M BHYTPUMBIIIEYHOTO BBeieHUs 50 Mr/MII.

ITo 2 M3 B aMIyJibl U3 TEMHOT'O CTEKJIA C LIBETHBIM KOJIBIIOM pa3jioMa WM C IIBETHOM TOYKOW U
HAceYKOM wiM Oe3 KOoiblla pas3jioMa, I[BETHOM TOYKM M Haceuykd. Ha ammynbl Moxer
JIOTIOJTHUTEIbHO HAaHOCUTHCS OJHO, JIBA WM TPU I[BETHBIX MIEHTU(UKALMOHHBIX KOJbIA W/WIN
JIBYXMEpHBIN IITPUXOBOM KO, W/WiM OyKBEHHO-IIU(PPOBast KOAUPOBKA.

ITo 5 nnm 10 aMiys B KOHTYpHOH SYEMKOBOW YNAKOBKE M3 IUIEHKU NOJUBUHWIXJIOPUIHON WM
NOJMMATHIIEHTEpePTaTaTHOW ¢  TUIGHKOW THOJUMEpHOHM wiu  (onbroil  amoMHUHHEBOM
JAKUPOBAHHOW WM 0€3 TUICHKH TOJMMEPHON M (OJIbTU aTIOMHHHEBOM JIAKUPOBAHHOW WJIU B

dbopMe U3 KapToHA C sTYeUKAMHU JTS YKIIAJAKU aMITYI.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 16.08.2023 N= 15825

N

ITo 1, 2, 5 win 10 KOHTYPHBIX AYEUKOBBIX YITAKOBOK HHW&%J{E&'%%“TBEQ#W&QJ@H&M& et

2,3,4,5, 10 wim 20 KOHTYPHBIX SYEUKOBBIX YNAKOBOK HJIM ()OPM U3 KapTOHA C 5 amIryiaMu
BMECT€ C UHCTPYKIHMEH MO TMPUMEHEHHIO M CKapU(PHUKATOPOM aMIlyJbHBIM WIH 0e3

ckapuduKaTopa aMIyJbHOTO B ITaYKe U3 KapTOHA.

YciaoBusi XxpaHeHust
[Ipu remneparype He Bbie 25 °C.

XpaHUTb B HEOCTYITHOM JUIS IETEH MECTe.

Cpox roaHocTu
3 rona.

He npumeHnaTh nociie OKOHYaHUs CPOKa TOAHOCTH!

YcaoBust ornycka

OTmycKaroT 1o peLenty.

Buiajesien perucTpauMoOHHOI0 YI10CTOBEPEeHUs!
00O «I'potekcy

Poccus, 195279, Canxr-IlerepOypr
Wupycrpuaneleiii mp., A. 71, k. 2, nut. A

Ten.: +7 812 385 47 87

dakc: +7 812 385 47 88

IIpousBoauTess/Opranusanus, NPUHUMAOLIAS PeTEH3UH
00O «I'poreke»

Poccus, 195279, Cankr-IlerepOypr

Wunpyctpuanessii op., 4. 71, k. 2, mut. A

Ten.: +7 812 385 47 87

dakc: +7 812 385 47 88

www.solopharm.com
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