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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1004
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1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Keronpodpen-COJIOdapm, 50 wmr/mi, pacTBop uisi BHYTPUBEHHOTO M BHYTPHUMBIIIICYHOTO

BBEJICHUS.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JlelicTBy1o111€€ BEIIECTBO: KETOMPOQEH.

1 M mpenapata conepxut: keronpodena 50 mr.

1 ammyna (2 mut) conepkut 100 mr kerompodena.

BcnomoratenbHble BelecTBa, HAJIHMUYKWE KOTOPBIX HAJ0 YUUTHIBATh B COCTaBE JICKAPCTBEHHOTO
npernapara: NpomuJIeHITUKOIb, 3TaHOod 95 %, 6eH3UI0BbII cupT (cM. pasznen 4.4.).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEJIECH B paseie 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp 111 BHYTPUBEHHOT'O M BHYTPHMBILIEYHOTO BBEACHHUS.

[Tpo3paunasi GecriBEeTHAS WIIK CJIETKA OKPAIICHHAS KUIKOCTb.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxka3aHusi K NPUMEHEHUIO
Keronpogpen-COJIOpapm mnokazaH B3pOCIbIM W JeTsIM crapmie 15 51er B KauecTBe
CUMITOMATUYECKON Tepanuu O0JIEBOro CUHIPOMA, B TOM YHCJIE:
®  pPEeBMAaTOUIHBIN apTpUT;
® CEepOHEraTUBHBIE AapTPUTHL: AHKWIOZUPYIOMIMN crnoHIWIUT (Oorne3Hb bextepesa),
MICOPUATHYECKUI apTpuUT, peaKTUBHBIN apTpuT (cuHIpoM Pelitepa);
e  [0ojarpa, ICeBAOINO0NArpa;
®  OCTEOapTpHT;
®  MHIPEHB;
®  pPaOUKYJINT;
®  BHECYCTaBHbIE IIPOSBJICHUS PEBMAaTHUECKUX 3a00s1eBaHUM (TEHIUHUT, OypCHUT, KAlCyJIUT
IJIEYEBOT0 CYCTaBa);
®  [IOCTTpaBMAaTHYECKHI U MOCIEOoNepaioHHbIN 00J€BOI CUHIPOM;
e  00JIeBOI CHHAPOM IPU OHKOJIOTUYECKHUX 3a00JIEBAaHUSIX;
®  aJIbrOAMCMEHOpES.
[Ipenapat nmpegHasHaueH IJii CHMOTOMAaTHUYECKOW TEparud, YMEHBIIEHUS OOJIM M BOCIHAICHUS
Pa3IMYHOTO MPOUCXOXKICHHUS HA MOMEHT UCIIOJIb30BaHUs, Ha IPOrpeccupoBaHme 3a00IeBaHUs HE

BJIUACT.
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4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

PexxuM J103upoBaHus

[TpoaomKUTETFHOCTh BHY TPHMBIIIICUHOTO BBEJICHUS IIperapara He T0JDKHA MTPEBBIIATh 2—3 THEH.
[lpr HEOOXOAMMOCTH MATBHEUNIYIO TEPANHI0 KETONPO(PEHOM MPOIOIDKAIT C MPUMEHEHHEM
JIPYTUX JIEKApCTBEHHBIX (hOPM (TaOIETKH, KaICyJbl, CyMIIO3UTOPUH).

JIJist CHMOKCHHSI 9aCTOTHI HEXKENATEeIbHBIX PEaKIUi pEeKOMEHYETCS HCIIOIb30BaTh MUHUMAIBHYIO
s dekTuBHYIO N03y Mpenapara. MakcuManbHast cyTouHas 103a cocrapisieT 200 mr.
Heo0xouMo TIIATENbHO OIEHUTh COOTHOIICHUE MPEIojiaracMoi MOJIb3bl U PUCKa J0 Havyalia
npuema keronpodena B go3e 200 Mr/cyTku.

B3pocnvie u 0emu cmapuwie 15 nem

Buympumviweunoe ssedenue: no 100 mr (1 ammyna) 1-2 pasa B 1eHb.

BHyTprBeHHOE HH(Y3MOHHOE BBEICHUE KETONPOPEHA JOIDKHO IPOBOIUTHCS TOJIBKO B YCIOBHSIX
crannonapa. [IpogomkuTensHOCTh HHPY3UH T0JDKHA cocTaBisTh OT 0,5 10 1 4. BHyTpuBeHHbBIH
croco0 BBEJICHHUS CIIEIyeT IPUMEHSThH He Oomee 48 u.

Henpooonxcumenvuas snympusennas ungysus: ot 100 (mo 200) mr (1-2 ammysiel) keTonpodena,

pa3senenHbix B 100 miu 0,9 % pactBopa HaTpus xjaopuaa, BBogutcs B teuenue 0,5—1 u.

IIpodondcumenvras enympugennasn ungysus: ot 100 (mo 200) mr (1-2 ammynsl) keronpodeHa,

pazBeneHHelx B 500 Mmn uHby3umonHoro pactBopa (0,9 % pacTtBop Harpus XJopuia,
JaKTaTcoJepKamuii pactsop Punrepa, 5 % pacTBop AE€KCTpO3bl), BBOJUTCS B TEUEHHUE 8 YACOB;
BO3MO>KHO TIOBTOPHOE BBEJIEHHE uUepe3 8 4acoB. MakcuMallbHas CYTOYHAs /1032 COCTAaBISET
200 wmr.

Keronpoden MokHO coueTaTh ¢ aHaJIbIeTUKaMH EHTPaIbHOTO IEHCTBUS; €M0 MOKHO CMELINBATh
¢ omumouaamu (Hampumep, MophuH) B OAHOM ¢uiakoHe, (apMaleBTUUYECKH HECOBMECTUM C
pacTBOpPOM TpamaJi0Jia U3-3a BbIIAJICHNS OCaIKa.

[TapenTepanbHOE BBeAEHUE Iperapara MOXKHO COYETaTh C MPUMEHEHHEM IepopalbHBIX (HopMm
(TabyeTKH, Karcyibl) WU PEKTaJbHBIX CYIIIO3UTOPHEB.

Crrocob nmpruMeHeHus

BHyTpuBEHHO, BHYTPUMBIIIEYHO.
4.3. IlpoTuBONOKA3aHUS
e [loBblmeHHast YyBCTBUTEIBHOCT K KETONPO(EHY WM IPYTUM KOMIIOHEHTaM Ipernapara,
a TaKkKe calMuMiIaTaM WIM  JPYTMM  HECTEPOUIHBIM IPOTHBOBOCHIAIUTEIBHBIM
npenaparam (HIIBIT);
¢ [IOJHOC WM HETOJHOE COYeTaHHE OPOHXMAIbHOW acTMbI, aHTHOHEBPOTHYECKOTO OTEKa,
KPAIMBHUIIBI, OCTPOTO PUHHTA, PEIUANBUPYIONIETO MOINI03a HOCA MIIM OKOJIOHOCOBBIX

Masyx M HENMEePEeHOCHMOCTH alleTUJICATHMITMIOBON KHCIOTH win apyrux HIIBIT (B Tom
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YHUCJIe B aHAMHE3E);

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

e  s3BeHHAas 0OJIE3Hb JKETyAKa WM JIBEHAJALATHIIEPCTHON KHUIIKU B CTaIUH OOOCTPEHHS, a
TaKXKe KeJyT0YHO-KUIICYHbIE SI3BbI, KPOBOTEUCHHUS U Tepopaluu;
®  XPOHHMYECKAs JUCIEICHUs, BOCHIATUTEIbHbIC 3a00JIeBaHMSI KUIICUHUKA, S3BEHHBIH KOJIHT,
6ome3up KpoHa, TUBEPTUKYIIUT B CTAAUN OOOCTPEHUS;
e remodunaMs ¥ JApyrUe HApYUICHUS CBEPTHIBAEMOCTH KpOBH (B TOM  4YHCIeE
reMOpparu4ecKuil 1uaTes);
e  JieTckuii Bo3pacT (1o 15 ner);
e  TspKeJas IeYEeHOYHas HeJ0CTaTOYHOCTh, aKTUBHOE 3a00JIEBaHHE [IEYEHH;
e  TsDKenas mouedHass HepocTarouHocTh (kimpeHc kpeatuHuHa (KK) menee 30 mu/mun),
nporpeccupyronme 3a001eBanus M04YeK, OITBEPKACHHAas TUIIepKATUEMUs;
e  JICKOMIIEHCUPOBAaHHAs CEpJIe4YHass HEAOCTAaTOYHOCTh, IEPUOINEPALIMOHHBIN NEPUOA IpH
A0PTOKOPOHAPHOM LIIYHTUPOBAHUH;
®  1epeOPOBACKYJIAPHBIE U APYTHE AKTUBHBIE KDOBOTEUEHHS,
e  OepeMeHHOCTh B Cpok Ooiee 20 Henenb;
®  [IEepHOJ IPYAHOrO BCKAPMIIUBAHMUSL.
[Tpy BHYTPUMBIILIEYHOM BBEJICHHUM:
e  HapylUIeHHE reMOCTa3a WM OJIHOBPEMEHHbIN MPUEM aHTHKOATyJISTHTOB.
4.4. Oco0ble yka3aHus M Mepbl MPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

SI3Bennast Oosie3Hb B aHaMHe3e, Haanuue nHdeknnu Helicobacter pylori; OponxuanbHas acTMma B
aHamMHe3e;  KIMHUYECKHM  BBIPAKEHHBIE  CEPJICYHO-COCYAUCThIE,  ILepeOpOBaCKYIIsIpHBIC
3a0oneBaHus U 3aboneBaHus TMepUPEPUUECKUX apTEPHid; TUCIUMUAEMUS, TIeUeHOYHAs
HEJI0OCTaTOYHOCTh, TUIIEPOMITNPYONHEMUS, ATKOTOJILHBIN IIUPPO3 IEYCHH; XPOHUYECKAs TTOUeIHAas
HepoctatoyHocth (KK 30-60 Mi/mMuH); XpoHuYeckass cepAedHas HEAOCTaTOYHOCTb,
apTepualibHas TUIIEPTeH3Us, 3a00JIeBaHUs KPOBH; ACTUIpATAIUsl, CaXxapHbIi AuabeT; KypeHue;
MOXKMUIION BO3pacT; anurenbHoe npumenenne HIIBII, onHOBpeMEHHbIN TPUEM aHTUKOATYJISIHTOB
(8 T.4. BapdpapuHa), aHTHAarperaHToB (B  T.4.  KIOMHJAOTpeNa), MEePOPATbHBIX
TJTFOKOKOPTUKOCTEPOHIOB

(B T.4. TIPEIHU30JIOHA), CEICKTUBHBIX WHTHMOUTOPOB OOpAaTHOrO 3axBara CEpOTOHWMHA (B T.d.
¢IryokceTHHa, TApOKCETHHA, ITUTAJIoNpaMa, cepTpainHa) (cM. pasnen 4.5.).
Keronpodpen-COJIOdpapm comepKUT MNPOMMICHIINKOIhL B KadyeCTBE BCIIOMOTAaTEIbHOTO
BEILECTBA, IPUMEHEHHUE ITpenapara MOXKET BbI3BaTh CUMITOMBI, CXOKHE C IPUEMOM AJIKOTOJIA.

JlaHHbIi TeKapCTBEHHBIN penapat coaepKUT 3Tanod 95 % (1o 200 mr Ha 103y). Bpeaen ans nuig
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JIETSIM W TaKUM TPYyNIaM BBICOKOTO PHUCKA, KAaK MAlMEHThI C 3a00JICBaHUSMHU TII€UEHU U
AIUJICTICUEH.

Taxoke npenapar coxepxut 40 mr O6eH3uIoBoro cnupra Ha 2 mil. Ilpemapar mpoTuBOmOKa3aH
HEJOHOIIEHHBIM W HOBOPOXJEHHBIM. MOXET BbI3BaThb TOKCHYECKHE U aHA(pUIAKTOUIHBIC
peakuuu y MiIaJIeHIEB U 1eTell 10 3 JeT.

C 1uenbio CHIDKEHUS PUCKA PAa3BUTHUS HEXKEIATENbHBIX SBJICHHUN KEeTOMpodeHa PEKOMEHIYETCS
MPUMEHEHHE MUHUMAIIbHOH 3(PPEeKTUBHOI 03Bl B TEUEHHE MUHUMAIBHO KOPOTKOTO MEPHO/IA.

MacKHpOBKa CHUMIITOMOB OCHOBHOTO I/IH(beKHI/IOHHOFO 3a00JI€BaHUS

[Ipu mpumenenuu keromnpodeHa cMMOTOMBI HH(PEKIIMOHHBIX 3a00JIeBaHUIl MOTYT OBITH MEHee
BBIP)KEHHBIMH, YTO MOKET MIPUBECTH K Y/UIMHEHUIO CPOKOB IMOCTAHOBKH MPABUIHLHOTO TUArHO3a,
OTCPOYEHHOMY Haudaly COOTBETCTBYIOIIErO JICUEHUS U YXYALICHHIO HCXO0Ja MH(PEKIHMOHHOIO
3a0oneBaHus. YXyauieHne Habmoanocs Ha (oHe OakTepuaabHOM BHEOOJILHUYHON MHEBMOHUU
U 1Ipu OaKTEepHATBHBIX OCIIOKHEHHSIX BETPSHOM OcIbl. B ciryuae mpumeneHnus keronpodena mpu
UHQPEKIIMOHHOM 3a00JIEBaHUH JISi CHUKCHUS TEMIEPATyphl Tela WIM KyNHPOBaHUS OOJEBOTO
CHHJIpOMa, PEKOMEH/yeTCsl o0ecledeHne TIIAaTeIbHOro Halmro1eHus 3a TeueHueM uHdekuuu. B
aMOyJIaTOPHBIX YCIOBUSX, B CIIyyae €CJIM CUMIITOMBI COXPAHAIOTCS WM yXYyIIIAI0TCS, TAllUEHTY
HE0OXOAMMO 0OPAaTUTHCS K Bpady.

Crnenyer coOmoaaTh OCTOPOXHOCTH NMPH COBMECTHOM INPHMEHEHWH C TpernapaTaMu, KOTOphIe
MOT'YT ITOBBICUTh PHUCK 00pa30BaHMs 3B MJIM KPOBOTEUEHUSI, TAKUMHU KaK TITFOKOKOPTHUKOCTEPOHIbI
JUI TIpUeMa BHYTpb, AHTHKOAryJsiHTHl (Hampumep, Bap(apHH), CENeKTHBHbIE WHTHOUTOPHI
00paTHOTO 3aXBaTa CEPOTOHMHA WITM aHTHATPEraHTHI (HapUMep, alleTHICATHIINIOBAsT KHCIIOTA WITH
HuKopaHauwi) (cMm. pasgen 4.5.). Cnenyer m3zberaTb COBMECTHOTO NPUMEHEHMs KETONpOQeHa ¢
npyrumu HIIBII, Brirowas cenektuBHble MHTHOMTOPHI IO 2.

KenyaouHo-KHIISYHBIC KPOBOTCUCHUS, SI3BEI 1 nepd)opam/m

CooOmiaioch 0 pa3BUTHM  KENyJAOYHO-KUIIEYHBIX KpPOBOTEUEHMH, 3B U mnepdopauuit
(c BO3MOXKHBIM JIeTadbHBIM HcX0/10M) Bo Bpems npumenenust HIIBII na mobom sTane neuenus,
BHE 3aBHCHMOCTH OT HAJIMYMs yTpOXKAIOIIUX CHUMIITOMOB MM TshKenbix 3abosnesanuilt XKKT B
aHaMHe3e.

Puck >xeny104HO-KHMILIEYHOTO KPOBOTEUYEHHS, SI3BOOOPAa30BaHMs WM Nepdopalyy MoBbIIaeTCs
npu npuMeHeHuu 6osee Bbicokux a03 HIIBII, mpu Hanuuuum si3BeHHOH Oo0Jie3HM B aHAMHE3E,
0COOEHHO OCJIO)KHEHHOW KpOBOTEUYEHHEM WM Tnepdopanueil, 1 Ipu NPUMEHEHUH y TOMXKHIIBIX
MAIMEHTOB. Y 3TUX TPYII NAUUEHTOB JICUCHHUE CIEAYEeT HAYMHATh C MUHUMAJIbHO BO3MOXHBIX
no3. Cnenyer paccMOTpeTh COBMECTHOE IMPUMEHEHHE C TaCTPONPOTEKTUBHBIMM IperapaTaMu

(HampuMmep, MM3O0IMPOCTOJIOM WJIM HWHTHOMTOpaMH MPOTOHHOM TIOMIBI) Y JaHHBIX TPYMI
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KHCJIOTBI B HHU3KHX JO03aX MWK JOPYrux IMperaparoB, IMMOBbIIIAIOIINX PUCK PA3BUTUIA
HexenareNbHbIX peakiuii co croponbl XKKT (cm. pazaen 4.5.).

[TanmenTs! ¢ HexenaTenbHbIMU peakuusiMu co ctopoHsl JKKT B anamuese (0COOEHHO MayeHTH
HOXHJIOr0 BO3pacTa) JOJDKHBI COO0IaTh 000 BCeX HEOOBIYHBIX cuMITOMax co ctopoHsl JKKT
(Ipe’xze BCEero O kKemyT0YHO-KUIIEYHOM KPOBOTEUYEHUH ), B OCOOCHHOCTH Ha HAYaJIbHBIX dTarax
JICUCHMUA.

Cy1ecTBYIOT SMTHIEMHOTIOTHYECKIE TaHHbIE, CBUICTEILCTBYIOIIHE O CBSI3U ITPUMEHEHHS KeTonpodena
C BBICOKUM PHCKOM Pa3BUTHS TSDKEJION KEITyJ0YHO-KUIIEYHOH TOKCHYHOCTH, CPABHUMOW C TAKOBON
npu npumenennn pyrux HIIBII, ocoGeHHo B BEICOKMX 7103ax (cM. pazaen 4.3.).

[TanmeHThl OYKWJIOT0 BO3pacTa

Cy1miecTByeT NMOBBIIIEHHBIM PUCK Pa3BUTHS HexenarenbHbIX peakuuil co ctoponsl JKKT, Taknx
KaK >KeTyJ0YHO-KHUIIEYHOEe KPOBOTeUeHHE U nepdoparust (C BO3SMOXKHBIM JE€TalIbHBIM UCXOJIOM)
(cm. paznmen 4.2.).

B ciydae pa3BuTHS JKeITy109HO-KHIIEYHOTO KPOBOTEUEHHS WU 00pazoBaHus si3B opranos KKT
IpY IPUMEHEHUHU KeTONpoQeHa, JIedeHue ciaelyeT HEeMEUIEHHO IPEKPaTUTh.

OueHp peako coOOLIAIOCh O PA3BUTHUU TSDKENBIX PEaKUil cO CTOPOHBI KOXH (C BO3MOMXKHBIM
JIETaJbHBIM UCXOJI0M), BKJIIOUasi 3KC(POIUATUBHBIA AepMaTUT, cuHapoM CTuBeHca-/[oHCOHa U
TOKCUYECKHH dTUIEePMaAIbHBIA HEKPOJIn3, CBI3aHHbIX ¢ mpuMenenueMm HIIBII (cMm. paznmen 4.8.).
HauOonpmmii pucKk pa3BUTUS JaHHBIX COCTOSIHUH TPUXOAWUTCS Ha Hayalo TepanuH, B
OOJBIIMHCTBE CIy4YaeB OHU DPAa3BUBAJIUCh B TEUYEHHE MEpBOro Mecsua JjedeHus. Craenyer
IPEKPATUTh MPUMEHEHUE KETOoNpodeHa MpU MEPBOM MOSABIECHUU KOKHOH CHINHU, U3bSI3BICHUS
CIIM3UCTBIX 000J0UYEK WIIH JHOOBIX IPYTUX MPU3HAKOB TUIIEPUYBCTBUTEIBHOCTH.

JlaHHBIE KIMHUYECKUX MCCIEAOBAHUN M SMMJIEMHUOJOTNYECKUE JaHHBIE IPEAINONAraloT, 4YTO
npuMeHeHne HekoTopbix HITBIT (ocoO0eHHO B BBICOKHMX [103aX U MTPU MPOJOHKUTEIEHOM JICYEHUH )
MOJKET OBITh CBSI3aHO C MOBBIIIEHHBIM PUCKOM Pa3BUTHS apTepUAIbHBIX TPOMOO30B (Hampumep,
uH(papKTa MUOKap/a WIM HWHCYyNbTa). Ha OCHOBaHMM MMEIOIIMXCS JaHHBIX HENb3sl UCKIIOYUTh
TaKOM PHUCK MPH MPUMEHEHUH KeTorpodeHa.

HIIBII cnenyer npuMeHATh ¢ OCTOPOXKHOCTBIO y MallMEHTOB ¢ 3aboneBanusmu opranos JXXKT B
aHamMHe3e (S3BEHHBIH KONUT, Oosie3Hb KpoHa), Tak Kak 3TO MOXKET NMPUBOJAUTH K 00OCTPEHMIO
JIAHHBIX 3a00seBaHuii (cM. pasznen 4.8.).

Bo Bpemst Hauana yedeHus ciaeayeT THIATeIbHO HAOM0AaTh 3a (PyHKIMEH MMOYeK y MalMeHTOB C
CepACYHONH HEIOCTaTOYHOCTHhIO, LUPPO30OM MM HEPpO30M, y TMALKUEHTOB, IOIYHAIOLIHX
TUYPETUUECKYIO TEpamuio, M y MalMeHTOB C XPOHUYECKOW O00JIe3HBIO TOUYeK (0COOEHHO Y

MOKUJIBIX MAIIMEHTOB). Y 3TUX IPYMI MAallMEHTOB MPUMEHEHHE KeTonpodeHa MOKET MPUBECTH K
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JIEKOMITEHCAIUU TIOYEYHOH (PYHKIINH.

Coo0manoch 0 MOBBIIIEHUH PHCKA PA3BUTHUS apTEPUAIBHBIX TPOMOO30B IPH MPHUMEHEHHU
HeacriupuHoBbIX HIIBII myis xynmupoBaHUs MepuONEpaMOHBIX O0JIEH MPH a0OpTOKOPOHAPHOM
LIIYHTUPOBAaHHUH.

Heo6xoauMo coOumoaTh OCTOPOKHOCTh TMPH NPUMEHEHHH KETONpodeHa y TMalUueHTOB ¢
NOBBIIIEHUEM apTEePUAIbHOTO JABJICHUS B aHaMHE3€ W/MIM CEpJACYHOM HEIOCTaTOYHOCTHIO
JIETKOM WM CpeIHEH CTeneHW TsoKeCcTH, Tak kKak npu npuMmenenmu HIIBIT coo6mamock o
3a/IepKKE KUIKOCTH U Pa3BUTUU OTEKOB.

B ciydae oOHapyKeHHs TPU3HAKOB MHPEKIIMOHHOTO 3a00JIeBaHUs ClielyeT 00paTUTh BHUMaHHE,
YTO IPOTHBOBOCTIAUTENbHBIE, 00€300IMBaIOIINE U )KaPOMIOHKAIOIINE CBOWCTBA KETONpodeHa,
kak u apyrux HIIBII, moryt mackupoBaTh OOBbIYHBIC IPU3HAKU MPOTPECCUPOBAHUS MH(EKIIUH,
TaKue KaK JINXOpaJIKa.

Y manueHToB ¢ OTKJIIOHEHUSIMH B (DYHKIIMOHAIBHBIX TECTAX MEUSHH WU € 32a00JIeBaHUSIMU TIEYCHU
B aHAMHE3€ CJIeyeT NEePUOANYECKH KOHTPOJIUPOBATH YPOBEHb «II€YEHOUHBIX» TpaHCaAMHHa3,
O0COOCHHO IPH JUTUTEIHHOM JICUCHUH.

[TpumeHenue keronpodeHa MOXKET BIUATh Ha KEHCKYIO (PepTHUIIBHOCTb, IOATOMY Ipenapar He
peKOMEHAyeTCsl TPUMEHATh JKEHIIMHAM, IUIaHUpYIOIMM OepeMeHHocTh. [lamuentkam ¢
OecrutogueM (B T. 4. IPOXOJSAIIUM OOCIIEIOBAaHNE) CIEAYET PAaCCMOTPETh BONPOC 00 OTKa3ze OT
HIIBII.

VY nmanueHToB ¢ OpPOHXHMAJIBHOM aCTMOH B COYETAHMU C XPOHMUYECKUM PHUHUTOM, XPOHHYECKUM
CUHYCHUTOM W/WIM TOJMIIAMU HOCOBOW IOJIOCTH CYIIECTBYET OoJiee BBICOKMI PHUCK DPa3BUTHS
aJJIepruYeckux peakuui K aneTtwicanunuioBoi kucinore w/uim HIIBIL, yem y apyrux mone.
[IpumeHeHHe S3THUX NpenaparoB MOXET NPUBOJUTh K aCTMATUYECKUM IPUCTYyNaM WIH
OpoHxocna3My, OCOOCHHO y MAIMeHTOB C ajIeprueil Ha aleTWICATMLIUWIOBYIO KHCIOTY MU
HIIBII B anamuese (cm. pasznen 4.3.).

Puick kenmyn104HO-KUIIIEUHOT0 KPOBOTEUEHHSI: OTHOCUTENIbHBIN PUCK YBEIHMUMNBAETCS Y MALIUEHTOB
¢ HM3KOM Maccoil Tena. [lpm Bo3HMKHOBEHMM Takux HapyumeHui co ctopoHbsl JKKT, kax
KPOBOTEUCHHSI WM S3BOOOPA30BaHUE, JIEUEHHE T0JKHO ObITh HEMEUIEHHO MPEKPAIIEHO.

[Tpu mnurensHoMm npumeHenuun HIIBII HeoO6xoaumo nmepuoanyYecKy OLEHUBATh KIMHUYECKUI
aHaJIN3 KPOBH, a TAK)KE€ KOHTPOJIUPOBATh (PYHKIIMIO MOYEK U MEYCHH.

' MnepkaamueMus

Bo3MosxHO pa3BUTHE THNIEPKATHMEMUN, OCOOCHHO y MAI[EHTOB C CaXapHbIM 11a0eTOM, TOYEYHOU
HEJ0CTAaTOYHOCTHIO W/WIIM MPU COBMECTHOM NMPUMEHEHHH C KaJuiicOeperamimuMy npenaparaMu

(cm. pasznmen 4.5.). Y Takux MalMeHTOB CIAEAYET TIIATSIIBHO KOHTPOJIUPOBATH YPOBEHD KaJIHSI.
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[Tpu cHIIbHO BBIPa’KEHHOM O0JIEBOM CHHJIPOME E 03MOKHY BHy Qéﬁﬁae@%éiiﬁ'e IIe:t(';%(ﬁeHa

COBMECTHO C IPOU3BOJIHBIMI MOP(HHA.
4.5. B3auMojeiicTBMe C JAPYTHMH JIEKAPCTBEHHBIMH IpenapaTaMu W JApyrue BH/bI
B3aHNMOJAEeHCTBUSA

IIpenapaTsl, COBMECTHOE IPUMEHEHHE ¢ KOTOPLIMH HE PEKOMEHIYETCS

Hpyeue HIIBII (sxnouas cenexkmugnvie uneuoumopwvt LJOI2) u caruyunamol 8 8blcoKUX 003ax:
MOBBIIICHHBIA PUCK PA3BUTHS SI3B U KPOBOTEUEHUHN KEITYJOUHO-KHUIIIEYHOTO TPAKTA.
Anmukoa2ynsiHmol
[ToBBILIIEHHBIA PUCK PA3BUTHUS KPOBOTEUEHUN NMPU COBMECTHOM MPUMEHEHHH CO CIEAYIOLIUMHU
npenapaTamu:

® TEIMapuH;

e anTaroHucTsl BUTamMuHa K (Hanpumep, Bapdapun);

® HMHTUOUTOPHI arperaluu TpOMOOIUTOB (HapUMEp, TUKJIONUIUH, KJIOMU0rpeN);

e UHTHOMTOPHI TPOMOMHA (HaIIpUMeEp, 1a0UraTpaH);

e MpsiMble THTUOUTOPHI paKkTOpa CBEpThIBaHMS Xa (Hampumep, anukcadbaH, puBapokcadaH,

3710KcabaH).

Ecnu coBMecTHOro mpHUMEHEHHUs HeNb3s H30ekaTh, 3a MAIMEHTOM CIEAyeT OCYIIECTBISATh
THIATEIbHOE HA0II0/IEHUE.
IIpenapamol numus
N3-3a CHUXKEHUS SKCKpPEIUU JMUTHS MOYKAMU BO3HMKAET PHUCK MOBBIUIEHUS IJIA3MEHHBIX
KOHILIGHTpAlUl JIUTUS, MHOTJA JOCTUTAIOIMIMX TOKCHMYECKOro ypoBHs. CleayeTr THiaTelbHO
CJICIUTH 32 YPOBHEM JIUTHS B IJIa3ME KPOBU U CBOEBPEMEHHO KOPPEKTUPOBATH 703y MpPEmapaToB
uTUs BO BpeMs U nociie npuMenenust HIIBII.
Memompekcam 6 0o3zax ceviuie 15 me 6 Hedento
[ToBpIIaeT reMaTOJIOTHYECKYI0 TOKCUYHOCTh METOTpEeKcaTa, OCOOEHHO MPHU €ro MPUMEHEHUH B
BBICOKHX J103ax (Oojee 15 Mr B HefIeNr0), 4TO, BEPOATHO, CBA3AHO C BHITECHEHUEM METOTpEKcaTa,
CBSI3aHHOTO O€JKaMM, W CHIDKCHHEM €ro IMOYEeYHOro KiupeHca. VHTepBam BpEeMEHH MEXITy
MpEeKpaIeHueM WM HadajJoM Tepanuu KeTompodeHOM U TPHEMOM METOTpeKcara TOJDKEH
COCTaBJISITh HE MeHee 12 yacoB.

[IpenapaThbl, pYU COBMECTHOM IIPUMEHEHUM C KOTOPLIMH CIIEAYET CO6.IIIOI[aTB OCTOPOXKHOCTH

Huypemuueckue cpeocmea
Ha ¢one Tepanuu keTonpodeHOM MAMEHTHI, MPUHUMAIOIIUE TUYPETUKH, OCOOCHHO TpH
pasBUTHM JETUApATAlliM, HMEIOT 0ojee BBICOKMH pPHCK pa3BUTHS BTOPUYHON MOYEUHOU

HEAOCTAaTOYHOCTH BCJICACTBUC CHUKCHHUA MMOUYCYHOI'O KPOBOTOKA, BBI3BAHHOT'O I/IHFI/I6I/Ip0BaHI/IeM
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CUHTE3a MpocTariaHauHoB. [lepen Havamom pHMeHe@x_':%gﬁﬂg@&}ieLEth&%I %'gﬂi;l'éﬁTOB

CIIeyeT TPOBECTH pPETUpaTalioHHbIe Mepornpustus. llocne Havana JjedeHus HEOOXOIUMO
KOHTPOJIMPOBATh (PYHKIIUIO TOYEK.

Hneubumopor AII® u anmazonucmoi peyenmopos aneuomenzura Il

CoBMecTHOE TpHUMEHeHHEe npemnapara ¢ uHruouropamu AlID u OGnokaropamu peLenTopoB
anrnoTeH3uHa |l y manueHToB ¢ HapymeHUus MU QYHKITUHU TOYeK (TIpU JeTUApaTAIIH, TAIIUEHTOB
MOKUJIOTO BO3PACTa) MOXKET MPUBECTU K YCYT'YOJICHUIO YXYIIICHUS (PYHKIIMU MOYEK, B T. 4. K
Pa3BUTHIO OCTPOI MOYEYHOM HEJOCTATOYHOCTH.

MeToTpekcaT B Jo3axX HIDKE 15 Mr B HEAEIIO

B Tedenue nepBbIX HEAETh OJHOBPEMEHHOTO IPUMEHEHUS KeTonpodeHa U MEeToTpeKcaTa B J103€,
He TpeBbIIAomeil 15 Mr/Henmento, ClemayeT €XEeHEAENbHO KOHTPOJIMPOBATh aHAIHU3 KPOBH.
VY nanueHTOoB MOXKUIIOr0 BO3pacTa WM MPH BOSHUKHOBEHUH KAKMX-JIMOO NPU3HAKOB HapyILIEHUS
(GYHKLIMU MOYEK CJeyeT BBITOJHATh UCCIIEOBAaHUE Yallle.

Tenogosup

CoBmecTHOE MpuMeHeHue TeHopoBupa auconpokcui pymapara u HIIBII MoxeT moBsImaTh puck
pa3BUTHA IOYEYHON HEAOCTATOYHOCTH.

Huxopanoun

CoBMecTHOe npuMeHeHue Hukopanauiaa u HIIBII MoxeT moBbILaTh puck pa3BUTHS CEPbE3HBIX
OCJIO’)KHEHUH, TAKUX KaK sI3Bbl, nepgopanus u kpoBoteueHue u3 opranon XXKT (cm. pasaen 4.4.).
Cepoeunvie 2nuxko3uovl

He Obuio oTMedeHO (apMaKOKMHETHYECKMX B3aUMOJCHCTBUN MEXIy KeronpodeHoMm u
JurokcuHoM. OJIHAKO NpPU WX COBMECTHOM INPUMEHEHHH CleAyeT COONIOAATh OCTOPOKHOCTb,
O0COOEHHO y MalMeHTOB C MOYEYHOM HEN0CTaTOYHOCThIO, ockoiabky HIIBII moryt ocnabnsth
(YHKILHIO IOYEK M CHIXKATh MOYEUHBIN KIMPEHC CepACYHbBIX TTTUKO3HU/I0B.

IIpenapaThbl, B3aUMOJAECHCTBHE C KOTOPBIMHU CIEAYET VIUTHIBATh

Anmueunepmensusnvie npenapamol (bema-onoxamopwlt, uneuoumopwvt AIID, ouypemuxu)

Puck ocnabneHus aHTUTUIIEPTEH3UBHBIX J(Q¢ekToB (3a cuer wuHruouponanus HIIBII
Ba30/IMIIATHPYIOMINX MPOCTATIaHIHOB).

Cenexmuenvie uneubumopwvl oopamnozo saxeama cepomonuna (CHO3C)

[ToBBIIIEHHBIN PUCK PA3BUTHS KEITYJOUYHO-KUAIIEYHBIX KPOBOTEUCHU (CM. pa3zen 4.4.).
Tpombonumuku

[ToBBIIIIEHHBIN PUCK PA3BUTUS KPOBOTCUCHHUSI.

Pucku, ceazannvie ¢ cunepranuemueri

OpnHoBpeMEHHOE TMPUMEHEHHE C COJSIMM  Kajius, KajuiicOeperamomuMu IuypeTHKaMHu,

uaruoutopamu  AIl®,  Omokaropamu  peuentopoB  anrumorensmna I,  HIIBII,
8
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one! i epnbrerSnpibon

L i)
HU3KOMOJICKYJIAPHBIMU TI'€IIapuHaMHM, MUKIIOC 'IOpI/IHOI\,In 'TaK?J%g[/I‘NE/C

MOBBIIIACT PUCK PA3BUTHUS THIIEPKATHUEMIH. PUCK TUTIEpKATTMEMHUH TIOBBIIIIACTCS, €CITU YKa3aHHbBIE
BBIIIIE TIPETIapaThl MPUMEHSIOTCSI COBMECTHO.

Pucku, cesazannvie ¢ anmumpombomuveckum s¢ghghexmonm

[IpumeHeHne HECKOJBKMX aHTHArperaHTHBIX TmpenapartoB (tupoduban, »snTudubdapum,
abnuKcuMab, WIOMPOCT) MOBBIMIAET PUCK PA3BUTHS KPOBOTCUCHHUS.

Mucgenpucmon

HIIBII moryT ymensiiats 3¢ dpektuBHOCTh MUpenpucrona. [Ilpuem HIIBII cnenyer HaunHath He
paHee, yem uepe3 8—12 mHei mociae oTMeHbl MU(DETPUCTOHA.

HDCHaDaTBI, B33HMOZI€I>'ICTBPI€ C KOTOPBIMH CJICAYECT IIPUHUMATh BO BHUMAHUC

[Tpu 01HOBPEMEHHOM NIPUMEHEHHUH C LIUKJIOCTIOPUHOM, TAKPOJIMMYCOM BO3MOKEH PUCK Pa3BUTHS
aJITUTUBHOTO HE(PPOTOKCUYECKOTO AEUCTBUS, OCOOCHHO y MALMEHTOB M0XKUJIOr0 BO3PacTa.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb M JIAKTALMS

bepeMeHHOCTB

WMurnbupoBanne CHHTE3a MPOCTATrJIaHINnHOB MOXKET OKa3aTh HEXeNaTeIbHOE BIMSHIE Ha TCUCHNE
OepeMEHHOCTH W/MIM Ha SMOpHOHAIBbHOE pa3BUTHE. JlaHHBIE, TMOJyuYe€HHBIE B XOJe
AMUJIEMHOIOTUYECKUX UCCIIE0BAHUM NIPU MPUMEHEHUHM HHTMOUTOPOB CUHTE3a IPOCTArJIaHANHOB
Ha paHHUX CpoKax OEepeMEHHOCTH, MOJATBEP’KIAIOT IMOBBIIIEHHE pPHUCKA CaMOIPOU3BOJILHOTO
abopra u popmupoBanus mopokos cepana (~1-1,5 %). Puck moBsiaercsi ¢ yBeITHUECHHEM T03bI
Y JNIUTEJIBHOCTH JICUYEHUSI.

HasznauaTh npenapaTt 6epeMeHHBIM JKEHIIMHAM B cpoke 710 20 HeJlelb BO3MOKHO TOJIBKO B CIyvae,
KOrJa NMpeuMyllecTBa Ui MaTepu ONPAaBIbIBAIOT BO3MOXHBIA PUCK Uil Iuiofa. B cioyuae
JIOKa3aHHOM IMOJIb3bl IPUMEHEHUS KeTONpoQeHa y )KEHIIUH B cpoke OepeMeHHOCTH 110 20 Hefenb
U Yy OKEHIIWH, IUIAHUPYIOUUX OEpeMEHHOCTb, CJIEIyeT MpUIEPKHUBATbCI MUHUMAIbHON
3 PEeKTUBHOM 103bI IpenapaTa u NpoI0JKUTEIbHOCTH JICUSHHUS.

Bo Bpems Il tpumecTtpa GepeMEHHOCTH BCEe MHTHOUTOPHI CHHTE3a MPOCTArIaHAMHOB MOTYT
OKa3bIBaTh TOKCHYECKOE BJIMSHUE Ha IUIOJA, MNPUBOAS K MPEKIECBPEMEHHOMY 3aKpPBITHIO
apTepUAIILHOIO MIPOTOKA U JiIerouHoi runeprensun. He cnenyer npumenars HIIBII sxeHmuHam ¢
20-if Henenn OEPEeMEHHOCTH B CBSI3M C BO3MOKHBIM Pa3BUTHEM MAJIOBOJUS W/WIM HAaTOJIOTUU
MOYEK Y HOBOPOXK/IEHHBIX (HEOHATaJIbHAS [MOYE€YHAasi HEIOCTATOYHOCTb).

VY OGepemenHbix xeHIIMH Bo Bpems |ll TpumecTpa BO3MOXKHO pa3BuUTHE C1abOCTH POJOBOM
AKTUBHOCTH MAaTKH M YBEIMUYEHUE BPEMEHM KPOBOTEUEHUS AK€ NPU NPUMEHEHUM HU3KHUX J103
kerorpodena. CrenoBarenbHO, NpUMEHEHHE KerornpodeHa B cpoke Oosee 20 Hemenb

IMPOTHUBOIIOKA3aHO.
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I'pyaHOE BCKapMJIMBaHHE

Ha ceromusiHmii MOMEHT OTCYTCTBYIOT JJAHHBIE O BBIICIICHHUH KETOPO(EHa B IPYTHOE MOJIOKO,
HI0ATOMY NPHUMEHEHUE KETOIPO(EHA MPH I'PYTHOM BCKApMIIMBAaHHU HE PEKOMEHI0BAHO.

4.7. BausiHde HA CNOCOOHOCTH YIPABJISATH TPAHCHOPTHBIMHM CpPeICTBAMH H PadoTaTh C
MeXaHH3MaMHu

Jannpix 00 otpunatensHoM BiusHuM npenapara Keronpoden-COJIOdapm B pekoMeHIyeMbIX
J103axX Ha CIIOCOOHOCTD K YIPaBJICHUIO aBTOMOOMIIEM WK paboTy ¢ MeXxaHu3MaMH HeT. Bmecte ¢
TeM, MAIMeHTaM, y KOTOpPbIX Ha ()OHE NPHMEHEHHUS Npenapara BO3HHKAIOT COHJIHMBOCTH,
TOJIOBOKPY’KEHHE, CYyJOPOTH WU JPYTHE HEMPHUSITHBIE OLTYIIEHHS CO CTOPOHBI HEPBHOW CUCTEMBI,
BKJTIOYasl HApYyIICHUE 3PEHUs, CIeAYET BO3AEPKATHCA OT BOXKIEHHUS aBTOTPAHCIIOPTA U 3aHATUI
NOTCHIUAIBHO OMACHBIMH BUJIAMH JICATCIBHOCTH, TPEOYIOIMMH MOBBIIICHHON KOHIIEHTPALUH
BHUMaHHUSI U OBICTPOTHI ICHXOMOTOPHBIX PEaKLIUHi.

4.8. HexkesiaTesIbHbIE peaKIIHU

PesroMe HexxenaTeabHbIX PEAKIIUT

HexenarenpHble peakIuy pacipe/IeICHbl B 3aBUCHMOCTH OT YaCTOThI MX BO3HUKHOBEHUS: OUYCHb
gacto (> 1/10); gacro (ot > 1/100 mo < 1/10); mewacto (ot > 1/1000 mo < 1/100); penko
(ot >1/10000 mo < 1/1000); ouenp pemko (< 1/10000); yactoTa Heus3BecTHa (YaCTOTy
BO3HHUKHOBEHUS SIBJICHUI HEJIB3S OMPEACTUTh Ha OCHOBAHUHM UMEIOIINXCS TAHHBIX ).
Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemol
Penxo: reMopparndeckast aHeMHs.
YacTtoTa HEW3BECTHA: arpaHyJONUTO3, TPOMOOIMTONEHHS, TEeMOJUTHYECKas aHeMHs,
JICUKOTIEHUS.
Hapywenus co cmoponsl uMMyHHOU cucmembl
YacroTa Hen3BecTHA: aHA(UIAKTUYECKHE peaklnu (BKII0Yast aHaQUIaKTUIECKHH 1I0K).
Hapywenusa co cmoponvl memabonuzma u numanus
YactoTra HeM3BeCTHA: TUTIOHATPUEMHSI, TUTIOKaTuemMus (cM. pazaen 4.4.).
Ilcuxuueckue Hapyuienus
YacroTa HEM3BECTHA: CITyTAHHOCTh CO3HAHUS, YMOIIMOHAIIbHAS JIAOUITBHOCTD.
Hapywenus co cmopoHuvl HepéHoll cucmemvl
HeuacTo: rosioBHast 60J1b, TOJTOBOKPYKEHUE, COHITMBOCTD.
YacToTa HEM3BECTHA: aCENITUICCKII MEHUHTHT, CyJIOPOTH, BEPTHTO.
Hapywenus co cmoponuvl opeana 3penus
Penko: HeuetkocThb 3penus (cM. pasaen 4.4.).
Hapywenus co cmoponwl opeana ciyxa u nabupunma
Penko: mym B ymax.
10
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Hapywenus co cmoponul cepoya (MOCNEOOBATENEHO

YacroTa HEU3BECTHA: CEPACUHAs HEOCTATOYHOCTD.

Hapywenus co cmoponul cocyoos

Yacrora HeW3BeCTHA: TIOBBIIICHHE apTepUaiIbHOrO  JaBJICHHUS, BacKyJuT (BKIJIIOuas
JEHKOIUTOKJIACTUYCCKUN BACKYJIUT).

Hapywenus co cmoponul OvixamenvHotl cucmemsl, 0peanos 2pyOHOU KIemKU U Cpe0oCmenUs
Penko: obocTpenne OpOHXHATLHON aCTMBI.

Yacrora Heu3BecTHA: OpOHXOCMAa3M (B OCOOCHHOCTH, y MAllMEHTOB C TUIIEPUYBCTBUTEIBHOCTHIO K
HIIBII), puHur.

Kenyoouno-kuuieunvie napyuenus

Yacro: TomHOTA, pBOTA.

Heuacro: 3anop, nuapesi, racTpur.

Penko: mentuyeckas si3Ba, CTOMaTUT.

YactoTa HEM3BECTHA: KENyN0YHO-KUIIEUHOE KPOBOTEUEHHE, IIepdopaliys OpraHoB HKeIyI04HO-
KHAIIEYHOTO TPAKTa, TAHKPEATHUT.

Kenynouno-kuiednsiit AuckoMdopt, 60JIb B KEITYIKE U peIKUe CIIydau KOJIUTA.

Hapywenus co cmoponvl neuenu u stcenyuedble00auux nymeti

Penxo: remaTHT, TOBBIIEHWE AaKTUBHOCTH «IEUYEHOYHBIX» TPAaHCAMHHA3, TIOBBIIICHHUE
KOHIICHTPAllMi OMIIMpyOWHA BCIIEACTBUE PA3BUTHUS HAPYIIICHNH, BBI3BAHHBIX TEIIATUTOM.
Hapywenus co cmoponvl Kodcu u nOOKOINCHbIX MKAHell

HeuacTo: K0KHas ChlIlb, KOKHBIN 3Y1.

YacroTa Heu3BecTHA: (POTOCEHCMOUIU3ALMs, alONeus, KpauBHHUIA, 000CTPEHNE XPOHUYECKON
KpalMBHUIIBI, AHTHOHEBPOTHUYECKUI OTEK, dpuUTeMa, Oyiuie3Has ChbIllb, BKIOYas CHHAPOM
CruBeHca-J[>KOHCOHa U TOKCHUYECKUH 3MUepMalbHBIA HEKPOJIU3, OCTPhIM I'eHepaaTn30BaHHBINA
HK3aHTEMATO3HBIN ITyCTYyIIE3.

Hapywenus co cmoponsl nouek u mMouesvbi800auux nymeti

YacroTra HeW3BeCTHA: OCTpasl MOYEYHAss HEJIOCTATOYHOCTh, TYOYJIOUHTEPCTULIMATIBHBIN HE(PUT,
HEPPUTHUECKUI CUHAPOM,;

e 3ajepXKa SJKHIKOCTH/HATPUS B OpraHU3Me C BO3MOXKHBIM Da3BUTHEM OTEKOB H
runepkanueMuu (cM. pazuenst 4.4. u 4.5.).

e OpraHuyueckoe TOpaXXEHHE TIO0YeK, CIIOCOOHOE BBI3BIBATH OCTPYIO MOYEUHYIO
HEIOCTaTOYHOCTh: COOOIIATOCh O EAMHUYHBIX CIIydasX OCTPOro TYyOYJsIpHOTO U
NanWUIIPHOTO HEKPO3a.

Obwue HapyweHus u peakyuu 8 Mecme 8e0eHuUs

HeuacTo: nepudepudeckne OTeKH.
11
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Yactora Hen3BecTHA: 00 M ONIYIIIEHUE AOKCHHS B Mecfyﬁ%gﬁg%: %é‘a&ﬁﬁlll/flﬁl 'I;I'ec];E' ];E'é%[%hl/lﬂ,

B T. 4. JIMBEAONAHAA BACKYJIOIATHA, U3BECTHAA KaK CUHAPOM HI/IKOJIay.

I[aHHBIe KIIMHUYCECKUX I/ICCJIC[[OBaHI/II\/JI U JSIINACMHUOJIOTHUYCCKUEC OaHHBIC OAalOT OCHOBAHUC
npezrnonararh, 4ro npuMenenue Hekotopbrx HIIBIT (ocoOeHHO Tipu ATUTETHHOM IPUMEHEHUH B
BBICOKMX J[03aX) MOJKET OBITh CBSI3aHO C TIIOBBIIICHHBIM PHCKOM Pa3BHTHS apTEPUATBHBIX
TpoMO030B (Hanmpumep, HHPapKTa MUOKAp/Ia U HHCYJIbTA) (CM. pazaen 4.4.).

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0mare 0 MOA03peBaeMbIX HEXKENATeNbHBIX pPEaKIUsX I[OClie pPerucTpanuu
JIEKapCTBEHHOT'O Mperapara ¢ 1efibio 00ecredeHrs HeMPepbIBHOIO MOHUTOPUHTA COOTHOILIEHUS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOTO Tmpemapara. MeAUIMHCKUM pPaOOTHHUKAM PEKOMEHIYeTCs
€o00IIaTh O JIFOOBIX TOJ03PEBACMBIX HEXKENATCIBHBIX PEAKIHMSIX JICKApCTBEHHOTO Ipernapara
yepe3 HAlMOHAIbHBIE CHUCTEMBI COOOIICHHSI O HEKEJIaTeNbHBIX PEaKIUSAX TOCyIapCTB-UJICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccniickas @enepanns

109012, r. Mocksa, CriaBsiHCKasl TIIomiaib, 1. 4, crpoenue 1

®OenepanibHas ciryx0a 1o Haa3opy B cdepe 3apaBooxpanenus (Poc3apaBuaazop)

Tenedon: +7 800 550 99 03

DnekTpoHHas noyta: pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMITOMBI

[Tpu mepeno3upoBKe KeTorpodeHa MOryT OTMeUaThCsl TOJIOBHAs 00Jb, TONTHOTA, PBOTA, OOJb B
o0JacTH JKMBOTA, PBOTAa C KPOBBIO, MEJICHA, HAPYIICHWE CO3HAHWS, YTHETCHHE JIBIXaHMUS,
CyJIOpOTH, HapylIeHne GyHKIUHU MOYEK U MoYeyHasi HeIOCTaTOYHOCTb.

Jleuenue

IIpn mepeno3npoBKe NMOKa3aHO MPOMBIBAHUE KEIyAKAa M NMPUMEHEHNE aKTHBUPOBAHHOIO YTJIS.
Jleyenune — cumnromaTHueckas U IMOJJIEP)KUBAIOIIAs Tepanus; BO3ZeicTBHe KeTonpodeHa Ha
KEITYAOYHO-KUIIIEYHBIN TPAKT MOXKHO OCIaOUTh C TOMOIIBIO CPEJCTB, CHUKAIOIIMX CEKPEIUI0
JKele3 Kelyaka (HampuMep, THrHOUTOPOB MTPOTOHHOM MOMIIBI) U MPOCTATIAHIUHOB; MOHUTOPHHT
JIBIXaTeTbHOM M CePACYHO-COCYAMCTON JCATENHHOCTH, CHEeNU(PUIECKOTO aHTHJIOTAa HE

oOHapy»XeHO, TeMoAN a3 Manod(p(HEeKTUBEH.

5. DPAPMAKOJIOTHYECKHUE CBOMCTBA
5.1. @apmakoanHaMHu4ecKHe CBOiiCTBA

dapMakoTepaneBTHUECKas rpymnmna; HectrepouHbiii MpOTUBOBOCTAIMTENBHBIN TTpenapar.

12
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Kox ATX: MO1AEO3. (MOCNEOOBATENLHOCTL

CTb 0004)

Mexanusm geiicTBus

Keronpoden 6mokupyer neiictBue depmenta nukiookcureHaszsl 1 u 2 (LHOI-1 u OI-2) u,
YaCTHYHO, JINIIOOKCUTEHA3bl, YTO MPHUBOAUT K ITOJIABJICHUIO CHHTE3a MPOCTArjaHJHHOB (B TOM
YHCIIe ¥ B ICHTPAIbHOW HEPBHOM CHCTEME, BEPOSTHEE BCETO, B THIIOTAIAMYCE).

Crabwimzupyer in Vitro u in Vivo JumnocoMaibHble MEMOpaHBI, IPH BHICOKUX KOHIIEHTpANUsX in
Vitro ketonpodeH moaBiIsIeT CHHTE3 OpaIUKUHKUHA U JISHKOTPUCHOB.

dapmakogngamuyeckue 3P HeKTel

Keronpoden sBisercs HecTepoOUWIHBIM MPOTHBOBOCHAIUTEIBHBIM mHpenaparoMm. Kerompoden
00J1a71a€T MPOTUBOBOCIIATTUTEIHLHBIM, aHAJBIE3UPYIOIIUM U KapOMOHIKAIOITUM JICHCTBUEM.
Kerompoden He oka3piBaeT OTPUIATEIHHOTO BIMSHUS Ha COCTOSIHUE CyCTaBHOTO XPSIIIA.

5.2. ®apMaKoKHHeTHYECKHE CBOHCTBA

AOGcopbuus

[Tpr BHYTpUBCHHOM BBEACHHH KeTonpodeHa CpeaHss IUIa3MEeHHas KOHIICHTpAIUs Yepe3 5 MUH
OT Hadana MHQY3UH U 710 4 MHH TOCJe ee TpeKpamieHus cocraBiser 26,4 + 5,4 mkr/mi.
buogoctynnocts coctasisieT 90 %.

[Ipu ongHOKpaTHOM BHyTpHUMbIIIeuHOM BBeAeHun 100 wMr kertompodena mpemapar
oOHapy»uBaeTcsi B IUIa3M€ KpOBU depe3 15 MHH mocie Hadaida HHQY3UM, a NHKOBAas
KoHieHTpanus (1,3 MKr/mur) mocturaercst yepes 2 4. BUogoCcTymHOCTh Tpenapara MmoBBIIIAeTCs
JUHENHO C YBEJIMYEHUEM JO3BI.

Pacnpenenenue

Keronpoden Ha 99 % cBsi3an ¢ 6enKaMu 11a3Mbl KPOBU, B OCHOBHOM C a1bOYMUHOBOH (PpaKIuen.
O0beM pacripeeneHus B Tkausx coctasiser 0,1-0,2 n/kr.

Keromnpoden npoHukaeT B CHHOBUAIBHYIO JKUIKOCTh, M NPU BHYTpUBEHHOM BBejeHuu 100 mr
yepe3 3 4 ero KOHUEeHTpanus gocturaer 1,5 MKr/mi, 4ro cocraisieT 50 % OT KOHLEHTpaluu B
mia3mMe kpoBH (0koio 3 wmkr/mi). Yepes 9 u KOHIEHTpanuss B CHHOBHAIBHOM >KHUIKOCTH
coctrapimsier 0,8 mkr/mi, a B 1miazme kpoBu — 0,3 MKr/mui, 4To O3HaA4aeT, 4To KeTonpodeH
MEIJIEHHEE TPOHUKAET B CHHOBHAJIBHYIO JKUIKOCTb M MEJUICHHEE BBIBOJUTCS M3 HEE.
CranuoHapHbIe I1a3MEHHbIE KOHIIEHTPAIMK KeTONpodeHa onpeaessioTes 1axe yepes 24 4 nocne
ero npuema.

[Tocne oaHOKpaTHOrO BHYTpUMBIIIEYHOro BBeAeHUs 100 wMr xerompodena mnpemnapar
00Hapy’KUBAETCA B CHMHHOMO3TOBOH JKUAKOCTH, KaK U B CHIBOPOTKE KPOBH, uepe3 15 MUH.

Buorpancdopmarnus

Keronpoden mnonsepraercsi MHTEHCUBHOMY METa0OIM3MYy C Y4YaCTHEM MHMKPOCOMAJIBHBIX

dbepmenToB neyeHu. OH CBA3BIBAETCS C TIIIOKYPOHOBOM KHUCIOTOM M BBIBOAUTCS M3 OpraHU3Ma B
13
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BHJIE IIIOKYPOHH/Ia. AKTHBHBIX METa0OJIUTOB K “Tonpodlena HAEAOBATENBHO

DIMMUHALIUA

[Tepuon monyBeiBeaenus (T1/2) keronpodena coctarser 2 4. Jlo 80 % ketonpodeHa BEHIBOAUTCS
noykamu B TedeHue 24 4, B ocHoBHOM (> 90 %) B hopme rirokypoHuga KeronpodeHa, 1 0KOJIO
10 % — gepe3 KHUIIICUHUK.

VY ManueHToB C noueuHou HedoCMAamoyHOCmyvio KeTonpodeH BBIBOIUTCA MeIJIeHHee, ero Ti/
yBenu4MBaeTcs Ha 1 4.

VY manueHtoB ¢ neueHouyHou HedocmamouHocmvio Tiz yBETUUMBAETCS, MOITOMY BO3MOXHO
HaKOIUICHHE KeTonpodeHa B TKaHsIX.

Y NanmeHToB nodcunoeo 6o3pacma MeTabONM3M W BBIBEJCHHE KeTompodeHa MIpOTEeKaroT
MeJUICHHEE, YTO UMEET KIIMHUYECKOE 3HAUEHUE TOJIBKO JIJISl TAIMEHTOB CO CHMYKEHHON (PyHKIMEH

ITOYCK.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB

[TponuaeHrIMKOoIb

Ortanon 95 %

ben3unoBelil ciupT

Hatpus ruapoxcuna pactsop 10 M (ansa koppexkuuu pH)

Bona nns nabekumit

6.2. HecoBMecTHMOCTDb

dapMaleBTUYECKH HECOBMECTUM C paCTBOPOM Tpama/i0J1a U3-3a BhINAJCHUS 0CaaKa.

JlanHbIll JIeKapCTBEHHBIN IpernapaT He CcJeAyeT CMEIIMBaTh C APYTHMHU JIEKapCTBEHHBIMU
IpernapaTam, 3a HCKJIIOUEHUEM YIIOMSHYTHIX B paszzaene 4.2.

6.3. CpoK roaHocTH (CPOK XpaHeHUs )

3 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTb 1pu TeMriepatype He Boime 25 °C.

6.5. XapakTep U cofep:KaHHe MEePBUYHOI YIAKOBKH

ITo 2 M1 B aMITysibl M3 TEMHOTO CTEKJIA C IIBETHBIM KOJIBIIOM pa3joMa WU C IBETHOW TOYKOU U
HAceYKOM wiM Oe3 KOojiblla pa3jioMa, I[BETHOM TOYKKM M Haceuykd. Ha ammynbr Moxer
JIOTIOJTHUTEIbHO HAHOCUTBCS OJTHO, JIBa WJIM TPU IBETHBIX MJIEHTU()UKALMOHHBIX KOJbIA W/WIN
JIBYXMEPHBIN IITPUXOBOM KO, W/WIN OyKBEHHO-IIM(PPOBast KOAUPOBKA.

ITo 5 wim 10 amnyn B KOHTYpHOM SYEWKOBOM YNAKOBKE M3 IJICHKW MOJMBUHWIXJIOPUIHOW WU

oA TUIIEHTEepedTaTaTHOM C TUICHKOM MOJIMMEPHOH M (hOJIBTOM aTFOMUHUEBOH JTAKMPOBAHHON
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WM 0€3 IJICHKH TOJIMMEPHOH U (DOJIBIH aTFOMUHNEBOM %ﬁhﬁéﬁﬁ&%ﬁﬂ‘!ﬂb}% s ;igf}iLOHa

C STYEMKaMHU JUIs YKJIQJKU aMITyJl.

[To 1, 2, 5 nnu 10 KOHTYPHBIX SUEHKOBBIX YIIAKOBOK WK (hopM U3 KapToHa ¢ 10 ammynamu uin 2,
3,4,5, 10 niu 20 KOHTYPHBIX SIMEUKOBBIX YITAKOBOK MJIM (JOPM U3 KapTOHA C 5 aMITyJIaMH BMECTE
C MHCTPYKIHUEH MO NPUMEHEHHUI0 U CKapu(PUKATOPOM aMITyJbHBIM WK 0e3 ckapudukatopa
aMIIyJIHOTO B ITaYK€ U3 KapTOHA.

6.6. OcolOble Mepbl MNPEJOCTOPOKHOCTH MNPH  YHUYTOKEHHHM HMCIOJH30BAHHOIO
JIEKAPCTBEHHOI'0  Npemapara WIM  OTX0A0B, IOJYYEHHBIX [0CJie NPHUMEHEHUs
JIEKAPCTBEHHOI'0 Npenapara Ui padoTbl ¢ HUM

Oco0ble TpeOOBaHHS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccns

00O «I'potekcy

195279, r. Cankr-IletepOypr, MuaycTpranbHblid poOCekT, A. 71, Kopir. 2, iut. A
Ten.: +7 812 385 47 87

®akc: +7 812 385 47 88

grtx@grotexmed.com

7.1. IlpeacraBure/ib AepKaTesss perUCTPAllMOHHOIO YA0CTOBEPECHUS

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy:

Poccus

00O «I'poTekc»

195279, r. Cankrt-IletepOypr, UnaycTpuansHblil mpocnekt, 1. 71, kopr. 2, muT. A
Temn.: +7 800 700 04 73

ccc@grotexmed.com
8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUASA

9. TATA NMEPBHYHOM PEIMCTPAIIMM (IIOJATBEPXJIEHHSI PETMCTPAIIAMH,
HEPEPETUCTPALINN)

JlaTa niepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA
O6mas xapakrepucTuka jekapcTBeHHoro mnpemnapara Keronmpoden-COJIOdapm noctymHa Ha
UHPOPMALIMOHHOM TopTane EBpa3suiickoro SKOHOMHYECKOTO0 COI03a B HH(OPMAIMOHHO-

KOMMYHHUKaIIMOHHOM cetu MHTepHeT: https://eec.eaeunion.org.
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