ot 19.08.2025 Ne 20566

(MOCNEOOBATENEHOCTE 0002)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JJEKAPCTBEHHOI'O IIPEITAPATA

JexckeronpodeH-OBo, 25 Mr/mi1, pacTBOp AJIsl BHYTPUBEHHOTO U BHYTPUMBIIIIEYHOTO BBEACHUS

2. KAYECTBEHHBIN 1 KOJTMYECTBEHHbBIN COCTAB

JleiicTBytoliee BEMIECTBO: JEKCKETONMpOodeHa TPOMETaMoI.

1 MJ1 pacTBOpa COAECPHKUT:

JleiicTBytoliee BemIeCTBO: JAeKckeronpodena tpomeramon — 36,93 Mr (4ro COOTBETCTBYET
CoJIepKaHuIo ieKckeTonpodena — 25,0 mr);

BcemomoraTensHble BemIecTBa, HATUYME KOTOPBIX HAJ0 YYHUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: 3TaHoJI, HaTpul (cM. pa3zaen 4.4.).

[TonHbli NEpeueHb BCIIOMOTaTeNIbHBIX BEILIECTB NMPUBEJIEH B pazene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp /U1 BHYTPUBEHHOTO ¥ BHYTPUMBIIIEYHOTO BBEICHHUS.

ITpo3paunblii GeclBETHBIN pacTBOP C XapaKTEPHBIM 3aIIaXOM CIHMPTA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHus K IPUMEHEHUIO

ITpenapar J[lexckeronpodeH-OBo MOKa3aH K NPUMEHEHUIO Yy B3pOCHbIX crapimie 18 mer s
CHUMIITOMaTHYECKOTO JIEYEHUSI OCTpOH OONM CWIJIBHOW M CpeJHEed MHTEHCHBHOCTH (Halpumep, Ipu
NOCJIEONEPALIMOHHON 00sM, O0NM B IOSACHHMIE M ITOYEYHOH KOJIMKE) HPU HELeleco0Opa3sHOCTH
NEPOPaAIIbHON TepaIuu.

4.2. PexxuM J103HPOBAHUSA H CIIOCO0 IPUMEHEHUS

Pexxum go3upoBaHus

Jis KynupoBaHMs CUMIITOMOB CJEIyeT NPUMEHATh HAaUMEHBILIYI0 3(D()EeKTUBHYIO 03y B TEUEHHE
MUHHUMAJIbHOT'O BpCMCHH.

IIpenapar J[lexckeronpodeH-OBo TNpenHa3sHa4eH JuIi BHYTPHUBEHHOIO M BHYTPHMBILIEYHOTO
BBCJICHUS.

Pexomenayemast no3a s B3pocibix: 50 mr kaxasle 8—12 u. [Ipy HE0oOXOAMMOCTH BO3MOKHO
IOBTOPHOE BBEJECHHE IIpenapaTa ¢ 06-4aCOBBIM MHTEpBaJIOM. MakcumallbHas CyTOYHas [03a

cocrasirsieT 150 mr.
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npermapar  JlekckeronpodeH-OBO MOXHO TNPUMEHSATh B COYECTAaHUHM C  OMHOUTHBIMHU
aHaJIbI'€TUKAMH B PEKOMEHAYEMBbIX ISl B3POCIIbIX J03aX.

IIpenapar [lexcketonpodeH-OBo MpeaHa3HaueH A KpaTKOCpO4HOro (He Oosyee 2-X JHEM)
IPUMEHEHUs B TEpUOJ OCTporo 0OojeBOro cuHipoma. B nanbHeleM BO3MOXEH IEPEBOJ
NManucHTa Ha MEPpOopaIbHBIC AHAJIBI'CTHUKU.

Oco0bl€e IpyIIbl TALUMEHTOB

Tayuenmwl nodxcunozo 6o3pacma
Kak mpaBuiio, manueHTaM MOXKHIIOTO BO3pacTa KOPPEKIUHU 103kl He Tpedyercs. OqHaKo, BBUAY
(PU3UOTOTHUECKOTO CHIDKCHHS (YHKIHUM IIOYEK Y TIAlMEHTOB IOXXWIOrO BO3pacra, IpH
MOYEYHOH  HEJAOCTATOYHOCTU JIETKOM CTENEeHH TSHKECTH  PEKOMEHAYETCS  CHIDKEHHE
MaKCUMaJIbHOM CyTOYHOM A03bI 10 50 M.
Iayuenmsi ¢ HapyweHuem yHKyuy nouex
VY nanueHTOoB ¢ MOYEYHON HEJOCTATOYHOCTHIO JIETKON CTETIEHHU TSDKECTH - XpOHHYecKasi 00JIe3Hb
nouek (CK® 60-89 mu/mun/1,73 m?) - jnedenue npenapatoM JleKCKeTONpodheH-DBo Cleayer
HAYMHATH CO CHIKEHHOM J103bI (MAaKCUMasbHas CyTO4Has fo3a S0 Mr) 1moja HaOoAeHHeM Bpaya.
[Ipumenenne mpenapara JlekckeronpodeH-OB0 y MAIEHTOB ¢ XPOHHUYECKOW 0OJIE3HBIO MOYEK
(CK® <59 mi/mun/1,73 M?) NpOTHBOIIOKA3aHO.
Ilayuenmul ¢ HapyweHuem gyHKkyuu nevenu
VY manueHToB ¢ MEYEHOYHOW HEIOCTaTOYHOCTHIO JIETKOW M CpefHeil cTemeHu TsbkecTd (5—9
OamoB no mkane Yaing-Ilbio) caenyeT CHU3UTh MaKCHUMAaJbHYIO CYTOUHYIO /103y Ipernapara
Hexckeronpoden-OBo 10 50 Mr U oCymIeCTBIIATh TIIATEIbHBI MOHUTOPUHT (DYHKIIMH TIECYCHHU.
[Ipumenenue npenapara [lexckeronpodeHn-OBo y MAaMEHTOB C IEYEHOYHON HEAOCTATOYHOCTHIO
TspKeIou crernenu Tsokectr (10—15 6amos no mkane Yaitna-I1s10) mpoTUBOMOKa3aHO.

eTH
bezonacHocts u 3ddexkruBHOCTS TpenapaTta JlekckeTonpodeH-OBo y eTei He YCTaHOBIICHBI.
[Ipenapat JlekckeTonpoden-2Bo mpoTUBOMNOKa3aH y Aereid B Bozpacte oT 0 10 18 ner.

Croco0 npuMeHeHNs

Buympumviweunoe esedenue
Conepxumoe OAHON aMITyJIbl (2 MJT) MEAJICHHO BBOJIAT IIYOOKO B MBIIIIILY.
Buympueennoe 6sedenue

Buympusennoe CI’I’ZDVZZHO€ gseoerue

IIpu HeoOXOAMMOCTH, COAEpKUMOE OJHOW ammynisl (2 mi) mpemnapara [lekcketonpodeH-2Bo
MO>KHO BBECTH IIyTEM MENJICHHONW BHYTPUBEHHOW CTPYWHON MHBEKIMH ITPOJIOJIKUTEIBHOCTHIO

He MeHee 15 c.
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Conepxumoe omHo# amiynbl (2 ) pasBomar B 30—100 mu ¢u3momorndeckoro pactBopa,
pacTBOopa TJIIOKO3bI WM pacTBopa Punrepa (nakrtata). PacTBop cregyeT TOTOBUTH B
ACeNTHYECKUX YCIOBUSAX U 3alllUIINATh OT BO3JCUCTBUS THEBHOTO cBeTa. Pa3baBieHHBIN pacTBOp
(momkeH  OBITH  TPO3payHbIM) BBOAST IYTEM MEUIGHHOW BHYTPUBEHHOW WHQY3UU
MPOIOJDKUTENBHOCTHIO 10—30 MuH.

[Ipu npumenennu npenapata JlekckeronpodeH-OBO BHYTPUMBIIIEYHO WM BHYTPUBEHHO

CTpY#HO mpenapat HeoOX0IMMO BBOJAUTHh HEMEJJICHHO IOCIIE ero 3a00pa 13 aMIyiibl (CM. TaKkke

pasnensl 6.2 u 6.6)

4.3. [IpoTuBonoOKa3aHusi

— IloBbilieHHAs 4yBCTBUTENBHOCTH K JIeKckeTonpodeny wmu apyrum HIIBIT unn x mro6omy
U3 BCIIOMOTATENbHBIX BEUIECTB, BXOASIINX B COCTAB mpemnapara (cM. pazzgen 6.1);

— pa3BUTHE y MALMEHTOB IPUCTYNA ACTMbI, OPOHXOCIA3Ma, OCTPOTrO PUHUTA WM IOSBICHHUE
HOCOBBIX IIOJIMIIOB, KPAIIMBHUIIBI WJIKM AHTMOHEBPOTHUYECKOTO OTEKa B CIy4yasX MPUMEHEHUS
MpernapaToB ¢ aHAJIOTMYHBIM JEHCTBUEM (Hampumep, aneruncanuuuioBoi kuciotel (ACK)
u apyrux HIIBII);

— ¢oroamuiepruyeckue Wi (POTOTOKCHYECKHE PEaKIUH B TEPHOJ JICUCHUS KETONpOoheHOM
wi ¢pudbpaTaMu B aHaAMHE3E;

—  JKEJyJ0YHO-KUIIEYHbIE KPOBOTEUEHUS, S3BbI WM mepdopaluy B aHaMHE3e, BKIIOYAs
CBsI3aHHBIE C IpealecTByomum npuMenenuem HIIBIT;

— XpOHHUYECKasl TUCHEICHS;

—  3PO3UBHO-53BEHHBIE MOPAKEHUS KEIYI0UHO-KUIIIEYHOTO TPAKTa;

— JKEJyJ0YHO-KUIIEYHbIE KPOBOTEUEHUS; IPYrUe AaKTHBHBbIE KPOBOTEUYEHHUS (B TOM UHUCIE
MO/I03PEHHE Ha BHYTPUYEPEITHOE KPOBOUIIHSIHHE);

— ©Oone3np KpoHna, Hecnenuuyueckuii s3BEHHBINH KOJIUT;

— TspKenble HapymeHus: pyHkuuu nedenu (10—15 6amnos no mkane Yaiina-ITs10);

— aKTHUBHOE 3a00JICBaHUE MEUCHHU;

— Iporpeccupyoiue 3a00aeBaHus MOYeK, MOATBEPKIACHHASI TUIIEPKATUEMUS;

— XpoHHW4YecKas Oo0JIe3Hb IMMOYEK (CKOpOCTh KiyOoukoBo Quubrpammu (CKD) < 59
mi/mun/1,73 mM?);

— XpOHHUYECKasl cep/ieyHasi HeIOCTaTOYHOCTh B CTaIUU JIEKOMIICHCAIUY;

— MEepUOoJ 10 U NOCJIe MPOBEACHUS KOPOHAPHOTO LIIYHTUPOBAHUS;

— TIeMOpparuyecKuil [uate3 U Ipyrue HapyluleHus KoaryJslni;

— TsKeynoe 00e3BOKMBaHME (B pe3ysibTaTe PBOTHI, JMAPEM WM HEJOCTaTOYHOro IpHeMa

KHUJKOCTH);
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— 0epeMeHHOCTH U MEPUOJI TPYTHOTO BCKAPMITHBAHUS.

IIpenapar JlekckeronpodeH-DBO NPOTUBONOKA3aH JUIsl HeWpoakCHalbHOro 00e€30071MBaHusA
(aUUIypaIbHOTO U MHTPATEKAJIBHOTO BBEACHUS), T.K. COJICPKUT B CBOEM COCTABE STaHOIL.

4.4. OcoOble yka3aHus ¥ Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

— AJiepruyeckue peakiiuu B aHaMHe3e;

—  TIOXHJIOH BO3PACT;

— 3aboneBanus JXKKT B anamHese (Takue Kak 330(aruT, racCTpur);

— OJIHOBPEMEHHOE IMPUMEHEHHE TIIOKOKOPTHUKOCTEPOHIOB ISl  IpuemMa BHYTPb,
AHTHUKOAryJssHTOB (B T.4. BapdapuHa, APYrUX MPOU3BOAHBIX KyMapuHa W TelaphHa),
aQHTHArperaHToB (B T.4. AalCTWICAIMIMIOBOW KHCJIOThI), CEJICKTHBHBIX WHTHOUTOPOB
00paTHOTO 3aXBaTa CEPOTOHHHA, TNYPETUKOB;

—  xponuueckas 6ose3np nouek (CK® 60—89 mu/mun/1,73 m?);

— CHIDKeHHE 00beMa IUPKYIUPYIOIICH KPOBH;

—  COCTOSIHHE HEIIOCPEICTBEHHO TOCIIEe OOIIMPHBIX XUPYPTUIESCKUX BMEIIATEIbCTB;

— 00e3BOXUBAHUE;

— HapyuiecHue QyHKIIUU TICUCHH,

— apTepualbHas TUIICPTEH3US;

— cepiaeyHasi HeJOCTaTOYHOCTD JISTKOW U CPEITHEH CTEIICHH TSHKECTH,

— HIIeMuyYeckas 00JIe3Hb Cepa;

— 3abosieBaHUs NepUPEPUICCKUX apTEPUI U/WIIH COCYIOB TOJIOBHOT'O MO3Ta;

—  TUICPIUMNHIEMUSI,

— caxapHblIii quader;

—  KypeHHe,;

— HACIeICTBEHHOE HAapyIICHHWE MeTabonn3mMa  TopupuHa (BrITFOUAst OCTpPYIO
MEPEMEKAIOLTYIOCS TOPPUPHUIO);

— HapyUICHHsI KPOBETBOPEHUS;

— CcHCTeMHas KpacHasi BOJIYaHKa U CMEIIaHHOE 3a00JIeBaHNE COCMHUTEIBHON TKaHH.

Oco0ble yKa3zaHus

[Ipu npumenenun mpemapara JlekckeTonpopeH-OBO y MalUeHTOB C aJUIEPTUYECKUMU
peaxkusMy B aHAMHE3€ HEOOXOAUMO COOJII0IaTh OCTOPOKHOCTD.
Cnenyetr u3berarh mpuMeHeHus: mnpernaparta JlexckeronpodeH-DBO B COYETaHUU C JIPYTUMHU

HIIBII, B Tom uucie ¢ celeKTuBHBIMU HHTHOUTOpamu 11OI-2.
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B HanMeHblied J(GQEeKTUBHOW J03€ NpH MUHUMAIBHOW JIUTEIBHOCTH TPUMEHEHHUS,

(N0
Hexenarenbable TOO0OYHBIE 2PPEKTH MOKHO CBECTH K NBIHI/IN[

HE00XO0IMMOH /17151 KyIIUPOBaHHsI CUMIITOMOB.

bezonacnocms npumenenusn 6 omnowenuu KKT

HwmeroTcs cooOmEeHHsT O BO3HUKHOBEHHMH JKETYJAOYHO-KUIIEYHBIX KPOBOTCUCHHH, SI3B WIIH
nepdopanuii (B HEKOTOPBIX CIIydasX C JIETAIBHBIM HCXOJ0M) Ha (hoHEe MpPUMEHEHHUs JHOOBIX
HIIBII Ha pa3HbIX 3Tanax JIe4eHHUs, KaKk C MOSBICHHUEM CHUMIITOMOB-IPEABECTHUKOB, TaKk U 0€3
HUX, @ TAK)XEC BHE 3aBUCUMOCTH OT HAJIMUUS CEPHE3HBIX JKEIYAOYHO-KHUILIECYHBIX OCJIOKHEHHUH B
aHaMmHe3e. B cimydae pasBHTHS KelyJOYHO-KUIIEYHOTO KPOBOTEUEHHS Ha (OHE MPHUMEHEHHS
npenaparta JlekcketonpodeH-JBo, €ro NpUMEHEHHUE CIeAyeT MPEeKpaTUTh. PHUCK pa3BUTHS
ey JTOYHO-KUIIEYHOI'O KPOBOTEUEHUS, IENTUYECKON SI3BbI WK €€ Tepdopaliiy MOBBIMIACTCS C
yBenuuenuem 1o3bl HIIBII, y mauueHTOB ¢ 53BOH B aHamHe3€, OCOOCHHO - OCIJIOKHEHHOM
KPOBOTEUCHHEM WM TIepopanmei, a TaKke y MaeHTOB IMOKUIIOr0 BO3pacTa.

Iayuenmur nodxcunozo 6o3pacma

VY nanMeHTOB MOXKUIIOIO BO3pacTa 4acTOoTa BO3HUKHOBEHHUS MOOOUYHBIX 3(dexkToB Ha ¢oHe
npumenenus HIIBII, oco6eHHO TakuX Kak ey OYHO-KUIIEYHOe KpOBOTeUeHHE U Mpo0oieHne
A3BBI, KOTOPBIE MOTYT IpPEACTAaBIATh YIpO3y I >KU3HH, yBelnuuBaercs. JledeHuwe sTux
IIALEHTOB CJIENYeT HAYMHATh C HAUMEHBIIEH BO3MOKHOM J103BI.

IIpy Hamuuuu y nanueHTa B aHaMHe3e 330(aruTa, racTpuTa W/WIN SI3BEHHOW OO0JIe3HU Iepen
HayaJoM JieueHus Jiekckeronpodenom (kak u B ciayvasx ¢ apyrumu HIIBII) cienyer y6enuthes,
YTO 3TU 3a00JI€BaHUSl HAXOAATCA B CTAJUU PEMUCCHH. Y MALUEHTOB C HAJIWYHUEM CHMIITOMOB
natojoruu XXKT unu xponndeckumu 3aboneBanusimu JKKT crnexyer ocymiecTBisTh KOHTPOJIb
JUIS BBISIBIICHUSI HApYIICHUH NUILIEBapeHUsi, OCOOCHHO JKEeNy10YHO-KMIIEUHBIX KPOBOTEUECHUH.
HIIBIT cnenyer ¢ OCTOPOKHOCTBIO Ha3Ha4yaTh OOJBHBIM C  IKEIYJOYHO-KUIIEYHBIMU
3a00sIeBaHUSMU B aHaMHe3€ (SI3BEHHBIM KoUT, 60j1e3Hb KpoHa), MOCKOJIbKY CYILECTBYET PUCK
000CTpeHUsI TAHHBIX 3a00JIeBaHUH.

JUid 3THX IalMEHTOB, a TaKKe I[IAllUEHTOB, KOTOpbIE HYXAAIOTCSI B OJHOBPEMEHHOM
npuMmeHeHnn ACK B HM3KHX J03aX WIM JpYrMX IpPEenaparoB, YBEJINYMBAIOLUIUX PHUCK
BO3HMKHOBeHHs HapymeHul co cropoHsl JKKT, cnemyer paccMoTpers BO3MOXKHOCTH
KOMOMHMPOBAHHOW Tepanuu C IpernapaTaMU-IPOTEKTOpaMu, HalpUMEp, MU30IPOCTOJIOM HIIN
MHTHUOUTOpaMU MPOTOHHOM ITOMIIBL.

[TanueHThl, y KOTOPBIX B aHaMHe3€ UMeNu MecTo 1mobounsie aeiictBus co croponsl JKKT, B
0COOEHHOCTH, MOKUJIbIE MAIIMEHTHI, JOJKHBI COOOIIATh Bpady O JIFOOBIX HEOOBIYHBIX CUMIITOMAX
co ctoponbl KKT (ocobeHHO 0 cuMIToMax, KOTOPbIE MOTYT CBUJIETEIILCTBOBATh O JKEIYJOUYHO-

KHIIICYHOM KpOBOTe‘-IeHI/II/I), 0COOCHHO HA HAYaJIbHBIX CTagusax JICUCHUS.

¥ OTYETY
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CpencTBa, KOTOPbIE MOIYT YBEJIMYWTh PHUCK BO3HUKHOBEHMS SI3Bbl WM KPOBOTCUYCHUS:
nepopagbHble KOPTHUKOCTEPOU[IbI, AHTUKOATYJSIHTHI (Hampumep, BapdapuH), CEIeKTHUBHBIC
UHTHUOUTOPBI 0OPATHOIO 3aXBaTa CEPOTOHMHA WIIM aHTHArPEeTraHThl, Takue, Harpumep, kak ACK.
bezonacnocmov npumenenus ¢ omuoweHuu nouex

[Tanmentam ¢ HapymeHHeM (YHKIHU MOYEK Mpernapar CleAyeT HazHadaTh C OCTOPOKHOCTHIO,
nockonibky Ha (oHe npumeneHusi HIIBII Bo3MoxxHO yxXynaiieHue (QyHKIHMH MOYEK, 3aeprKKa
KUJKOCTH B OpraHu3Me U pa3BuTue oTekoB. Cremyer coOi0gaTh OCTOPOXKHOCTH MPH
IIPUMEHEHNH TIpernapaTa y NalueHTOB, OJHOBPEMEHHO IIPUHUMAOIINX JUYPETHKU U MTAIIUEHTOB,
y KOTOpPBIX BO3MOXHO pPa3BUTHE THUIIOBOJIEMHUM B CBSI3M C IOBBIIMIEHHBIM PHCKOM
HEe(POTOKCUYHOCTH. B mepuosn nedyeHus HeoOXoauMO 00€CleYUTh aJeKBAaTHOE MOTpeOsieHue
KUAKOCTHU JJIS IPEIOTBPALICHHUS 00€3BOKUBAHUS U YCHIICHUS TOKCUYECKOTO JEMCTBHS HA MTOYKH.
Kak m nmpyrme HIIBII, mpenapar JlekcketonpodeH-DBO MOXKET MPHUBOIUTH K ITOBBINICHUIO
KOHIIGHTPAIlMM a30Ta MOYEBUHBI M KpeaTWHWHA B IuIa3Me KpoBU. Kak W apyrue WHTHOUTOPHI
CHUHTE3a NPOCTarjaHIuHOB, mpemnapar JlekckeronpodeH-OBO MOXKET OKa3blBaTh MOOOYHOE
JEMCTBUE HAa MOYEBBIICIUTEIBHYID CHUCTEMY, YTO MOXET IIPUBECTH K Pa3BUTHUIO
TJIOMEPYJIOHE(PPUTA, UHTEPCTHIMATBHOTO He(PpHUTa, MANMUIAPHOTO HEKpo3a, HE(PPOTUIECKOTO
CHHJIPOMA U OCTPOI TOYEHUHOM HEAOCTATOUHOCTH.

[Toxumnpie maueHTs 0COOCHHO MOABEPKEHBI HAPYIICHUIO (GYHKITUH MOYEK.

bezonacnocmo npumenenus ¢ omnowenuu neuenu

[Tanmentam ¢ HapymeHneM (YHKIMU TIEYSHH Mperapar CleAyeT Ha3HA4YaTh C OCTOPOKHOCTHIO.
Kak u npu npumenenun npyrux HIIBII, mpemapar MOXeT BbI3bIBaTh KPAaTKOBPEMEHHOE M
HE3HAUUTEJIbHOE YBEJIIMUEHUE HEKOTOPBIX «II€UEHOYHBIX IOKA3aTeleiD», a TaKKe BBIPAXKEHHOE
noBbiieHre aktuBHocth ACT u AJIT B mua3sme kpoBu. Ilpu yBennueHuMM yKa3aHHBIX
IIOKa3aTelIel JIEYEHHUE MPENapaToM CIEyeT IPEKPATUTD.

[Tosxuitble maneHThl 0COOEHHO MOIBEPIKEHBI HAPYIICHHUIO (DYHKIH TICUCHH.

bezonacnocms  npumenenus 6 omuowleHUU CePOEUHO-COCYOUCMOU CUCTEMbL U MO3208020
Kpo8oobpaujenus

VY manueHTOB ¢ apTEepHATLHON TUIEPTCH3UECH W/WIIH CepACYHON HEIOCTATOYHOCTBIO OT JICTKOH
70 CpeIHEH CTeNeHW TSDKECTH B aHaMHE3e HEOOXOIMMO OCYIIECTBIEHHE COOTBETCTBYIOIIETO
KOHTpOJIsI U pekoMeHaanuid. OcoO0yr OCTOPOKHOCTh HEOOXOIUMO COOIONAaTh NMPH JICYCHUU
NAIMeHTOB ¢ 3a00JIeBaHUSIMM CepAlla B aHaMHE3€, B YAaCTHOCTH, C MPEALIECTBYIOIIUMU
3IM30/IaMU CepJeYHON HEA0CTaTOYHOCTH, TaKk Kak Tepanus HIIBII yBenuunBaer puck pazButus
CEpPIEYHON HENOCTATOYHOCTH; OIMCAHBI CIydYad pa3BUTUSA 3aJCPKKH JKMIKOCTH U OTEKOB,

cBsa3aHHble ¢ npuMeHennem HIIBII.
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yro HIIBII, ocobeHHO B BBICOKHX [103aX U IPU AJUTEIBHOM INPUMEHEHUHU, MOTYT IPUBOAUTDH K
HE3HAYUTEIFHOMY YBEIUYECHHUIO PHCKAa BO3SHUKHOBEHHS apTepUANbHBIX TPOMOO30B (Hampumep,
uHbapKTa MUOKap/a UM UHCYIIbTA).

JInisi MCKITIOYEHUST PUCKa BO3HUKHOBEHUS! TAaKUX COOBITHI NMPU MPUMEHEHHH JEeKCKeTompodeHa
JTAHHBIX HEJIOCTAaTOYHO.

VY nanuMeHToB C HEKOHTPOJUPYEMOW apTepUalibHOM TUIEPTEH3UEH, 3aCTOMHOW cepAedHOn
HEJOCTAaTOYHOCTHIO, TOATBEPKICHHONW HIIEMUYEeCKOo OO0Ne3HbI0 cepAla, 3a00JeBaHUsSIMU
nepueprudeckux apTepuil W/WIM COCYIIOB TOJIOBHOTO MO3Ta Ipernapar CieayeT NPUMEHSThH
II0CJIE TIIATENBHOW OLEHKH COOTHOILIECHHUS IT0JIb3bI U PUCKA.

[lepen HayanoMm JUIMTEIBHOTO JIEYCHHsI MAIIMEHTOB C (AaKTOpaMU PHCKA Pa3BUTHUSL CEPlEeYHO-
cocyaucToro 3a0onieBaHus (HampuMep, TMpU TOBBIILIEHHOM apTepUaIbHOM JIaBJICHHH,
THIEPIUINIEMHUH, caxapHOM nualere, KypeHHH) TaKkKe HEOOXOJMMa THlaTelbHAs OICHKA
COOTHOUIEHUS T0JIb3bI U PUCKA.

Hecenextuusie HIIBIT ciocoOHBI yMeHbIIATh arperauo TPOMOOIIMTOB U YBETUYUBATH BPEMsI
KPOBOTEUEHHMS 32 CUET IOJABJICHHS] CHHTE3a MPOCTaryiaHJAuHOB. OJHOBPEMEHHOE NMPUMEHEHHE
JeKCKeTonpodeHa W HU3KOMOJEKYJSIPHOTO TelmapuHa B NPOQWIAKTUYECKHX /033X B
IIOCJIEOIEPALIMOHHBIN EPUOJ U3YHAJIOCh B XOA€ KOHTPOJIUPYEMBIX KIIMHAYECKUX UCCIECNOBAHUM,
BJIMSHUS Ha MapaMeTphl KOoaryJasiuu He oOHapykeHo. TeM He MeHee, MalMeHThI, KOTOpbIE
MOJy4aloT MpenapaTsl, BIMSIONIME HA TeMOCTa3, Hampumep, BapdapuH, Apyrue MpOU3BOIHBIC
KyMapuHa WM TelapHHbl OJHOBPEMEHHO C JEKCKETONPO(EHOM, IOJKHBI HAXOIUTHCA TIOX
THIATEJIbHBIM HaOtoieHueM Bpaya. [loxunble manueHTsl 0COOEHHO MOABEPKEHBI HAPYILIEHUSIM
(GYHKIINH cepeYHO-COCYAUCTON CUCTEMBI.

Koorcnvie peakyuu

Ouenb penko Ha (poue npumenenust HITBIT orMedanucey cepbe3Hbie KOKHBIC PEAKITH, BKITIOYAs
skc(oNMMaTUBHEIN  nepMatuT, cuHapoM CtuBeHca-/[KOHCOHA, a TakkKe TOKCHYECKUU
SMUJAEPMAIbHBIA HEKPOJIM3, HEKOTOPBIE M3 KOTOPBIX 3aKOHYWIMCH JIETAIbHBIM HCXOA0M. Puck
pa3BUTHUS TaKUX PEaKLUN y MalUeHTOB, O-BUIUMOMY, HauOoJee BBICOK B Hayalle JICYCHHUS, T.K.
OOJIBIIMHCTBO ONMCAHHBIX SIBJICHUM HaAOMIOJaNNUCh B MEpBbIM Mecsl Tepanuu. [Ipu nepBom
HOSIBIICHUH KOXKHOW CBITH, MOPAXKEHUH CIHM3UCTHIX 000JOYEK WM JIFOOBIX JIPYTHX MPU3HAKOB
THIIEPYyBCTBUTEIBHOCTH IPUMEHEHHUE npenapara JlekckeTonpodeH-IBo cienyeT IpeKpaTHTh.
Mackuposka cumnmomos uH@exyuoHHvLx 3a601e8aHUM.

[Ipemapar  JlekckerompodeH-OBO  CHOCOOEH  MAacKMpOBaTh  CUMITOMBI  HEKOTOPBIX
UHQEKIMOHHBIX 3a00JEeBaHMN, YTO MOXKET TNPUBOIUTH K 0Oojee NO3IHEMY HAa3HAYCHHIO

COOTBCTCTBYIOLICTO JICHCHUA, U TCM CaMbIM YXyIIIaTb HCXOJ I/IH(l)GKHI/IOHHOFO 3a00JIeBaHUs.
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Orto Habmomanock npu OakTepHaIbHOU B

oOyeryeHus JHUXOpagKd WIUW  OONHM, BbI3BAaHHBIMH  WHQPEKIHOHHBIM  3a00JeBaHHEM,
PEKOMEHIyeTCSl KOHTPOJIb COCTOSIHHS MAl[UEHTA.

B amOynatopHbIX ycnoBHsX (BHE OOJBHHUIIBI) MAIEHTY CIEAYEeT MPOKOHCYIBTHPOBATHCS C
BpauoM, €CJIM CUMIITOMbI COXPAHSIIOTCS WJIN YCYTyOJISIOTCA.

Onucanbl OTAENbHBIE CIy4au aKTHBH3AIMM HH(EKIIMOHHBIX MPOIECCOB, JIOKATH3YIOIIUXCS B
MATKUX TkaHsx Ha ¢one mnpumenenus HIIBIL. Ilanuentam pekoMeHIyeTcss HEMeEAJIeHHO
oOpatuTbcs K Bpauy, €ClId IpU IPUMEHEHUHU Ipenapara pa3BUBAIOTCA WM YCYTyOJstoTCs
CHUMIITOMBI OaKTEepUATBHON WHPEKITUH.

Oco0asi 0CTOPOXKHOCTH TpeOyeTcsl MpU Ha3HAUYEHUU Mperapara MalueHTaM C BPOXKIACHHBIMU
HapylleHusMu Metabonu3ma mnopdupuHa (Hampumep, NpU OCTPOH MepeMeKaromencs
nopdupun), 00E3BOKMBAHUEM, HEIMOCPEACTBCHHO TIOCIC OOMIMPHBIX  XHUPYPTHYCCKUX
BMEILIATEIIbCTB.

Ecnu Bpau cuurtaer, 4yTo AJNUTENBHOE MPUMEHEHHE NeKCKeTonmpodeHa HeoOXOAMMO, CIEAyeT
PEryJsapHO KOHTPOJIUPOBATH (PYHKIIHIO MIEUEHH, MIOYEK U MOKa3aTeseil 00IIero aHainms3a KpoBH.

B ouenp penkux ciayyasx HaOJMIOJANIMCh TSDKEIbIE OCTPHIE PEAKIUU TMIIEPUYBCTBUTEIBHOCTH
(HanmpuMmep, aHauUIAaKTHUECKWH 1IOK). [Ipy mepBBIX TNpU3HAKAX THKEIOW PEeaKIuH
TUIEePYYBCTBUTEILHOCTH HEOOXOAMMO MPEKpaTUTh NMpUMEHeHue mpemnapara JlekckeronpodeH-
OBo.  HeobGxogumo  HayaTh  CHMIITOMATUYECKOE  JIEYEHHME  MMOJA  HaONI0JeHHEM
KB (UIIUPOBAHHOTO CIIEUAINCTA.

[TanmeHnTsl, cTpajaroniMe acTMOM B COYETAaHUM C XPOHHYECKMM DPUHUTOM, XPOHUYECKUM
CUHYCHUTOM W/WJIM TOJMUIIAMH HOCA, TMOJBEp>KeHbI Ooliee BhICOKOMY pucky amieprun Ha ACK
w/unu HIIBII, yem ocranpHOe HaceneHue. [lpuMeHeHue mpemnapata MOXKET BbI3BATh MPHUCTYI
aCTMbI WM OPOHXOCIa3M, OCOOCHHO y MAIMEHTOB ¢ ajuieprudeckuMu peakmusivu Ha ACK nnm
HIIBII (cm. paznen «IIpoTuBonokasaHus»).

B 0co0bix city4asix BO3MOXHO pa3BUTHE TSHKENBIX MH(GEKIMOHHBIX OCIOXHEHHH CO CTOPOHBI
KOKM M MSITKMX TKaHed Ha ¢oHe BeTpsHOl ocmbl. [IOMHOCTBIO HCKIIOYUTH BEPOSTHOCTH
B3auMocBs3u npumenenusi HIIBII ¢ pasButueM mnogoOHBIX HH(EKIMOHHBIX OCIOXHEHHU B
Hacrosiuiee BpeMs HEBO3MOKHO. [losTomMy IIpu BETpsHOW oOcle IPUMEHEHHs IIpenapara
JlexckeronpodeH-DBo cleayeT n30eraTh.

[Ipemapat [lexkcketonpodeHn-IBo HEOOXOAUMO MPUMEHSATH C OCTOPOKHOCTBIO MPU HAPYIICHUIX
KPOBETBOPEHUSI, CHCTEMHOM KPacHON BOJIYAaHKE MJIM CMEIIAaHHOM 3a00JIeBaHUH COEAMHUTEIbHOM

TKaHHU.
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3a0oneBannii. ONHUCAaHBI OTHENBHBIC CIIy4ad AaKTHBH3alMW WHQEKIMOHHBIX IPOIECCOB,
JIOKAIIM3YIONMXCA B MITKUX TKaHsaX, Ha ¢oHe nmpumenenus HIIBIL. Takum oOGpazom, eciu BO
BpeMs JICYCHHS] Pa3BUBAIOTCA WJIM YCYTyOJNSIOTCS CHUMIITOMBI OakTepUadbHOW WHOEKIINH,
NalUEeHTaM PEKOMEH]1yeTCsl HEMEUIEHHO 00paTUThCS K Bpauy.

BcnomorarenpHble BEIIECTBA

Omanon
Opna amnyna mnpemnapara Jlexckeronpoden-OBo coaepxutr 12,35 00.% ostaHoma (4rto
cootBercTBYyeT 200 Mr 3TaHoNa (AIKOroJis) B NEPECUYETe HAa OJHY aMIlyly), U SKBUBAJIEHTHO 5
I nuBa win 2,08 MJI BUHA ¥ MOXKET OKa3aTh MaryOHOE BJIMSHUE HA MAI[MEHTOB, CTPAIArOIINX
QJIKOTOJIM3MOM. JTO HEOOXOAUMO YYUTHIBATH NPU HA3HAUYCHUH IMAlMEHTaM U3 TPYIIbl BEICOKOTO
pHCKa, HarpuMep, ¢ 3a00JIeBaHUSIMU IIEUYECHU WU STHIICTICUEH.
Hampuu
B npenapare conepxxurcs MeHee 1 Mmonb HaTtpus (23 Mr) B 01HOH amityiie, T.€. IPAaKTUYECKU He
COJICPKUT HATPUAL.

eTH
be3onacHoCTh NpUMEHEHUS y I€TEN HE YCTaHOBJIEHA.
4.5. B3amMmopeiicTBMe ¢ JPYrHMH JIEKAPCTBEHHBIMH TNpenapaTamMu M JApyrue BHJbI
B3aNMMOJAeHCTBUSA
Hwxecnenyromue B3aumoeiicteus xapakrepHsl s Becex HITBIL.
HexenatenbHble KOMOWHAIIMN
C opyeumu HIIBII (sxnwouasn cenexmugnvle uneubumopwvl L[OI-2) u canuyunamol 6 blCOKUX
0ozax (bonee 3 2/cym): opHOBpeMeHHoe mpuMmeHeHue Heckonbkux HIIBII Bcnencteue
cuHepruueckoro 3¢@dexkra  MOBBIIACT PUCK  BO3HUKHOBEHHUS  IKEIyIOYHO-KUIIEUHBIX
KPOBOTEUECHUH U S3BBI.
C anmukoaeynsmmamu: HIIBII morytr ycunuBath 3((eKT aHTHKOAryJIsHTOB, TaKUX Kak
BappapuH B CBS3M C BBICOKOW CTENEHBIO CBS3bIBAaHUS C OejdKkaMu I1a3Mbl  KPOBH,
UHTUOMpOBaHWEM (YHKIIMH TPOMOOILIMTOB, U MOPAKEHHEM CIU3UCTON OOOJOYKM KenmylKa U
JIBEHAIATUIIEPCTHOW KHUIIKH. B ciydae HEOOXOIUMOCTH OJHOBPEMEHHOTO IPHUMEHEHHS
HEOOXOJUM TIIATSIBHBIA KOHTPOJIb COCTOSHUS TAIMCHTa W PETYJISIPHBIA MOHUTOPUHT
1ab0paTOPHBIX NMOKa3aTEICH.
C cenapunom: TIOBBIILIACTCS PUCK DPAa3BUTUS KPOBOTEUEHHUs (B CBSI3U C HMHTHOMPOBAHHEM
GYHKIIMM TPOMOOILMTOB U TMOBPEKIAIONINM JCHCTBUEM Ha CIHU3HUCTYI0 OOOJOYKY XKEIyAKa U

JIBEHAJIIATUIIEPCTHON KUIIKK). B ciiydae HEOOXOIUMOCTH OJHOBPEMEHHOTO IMPUMEHEHHS
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MOHMTOPHHT JIAOOPATOPHBIX MOKa3aTeseH.

C emoxokopmukocmepoudamu: TIOBBIIIAETCS PHUCK S3BEHHOTO TOPAXKEHHUS JKETYJOYHO-
KHIIIEYHOTO TPAKTa U KPOBOTECUECHUIA.

C npenapamamu aumus: HIIBII noBBIIIAIOT KOHLEHTPALMIO JUTHS B IJIa3M€ KPOBH BILIOTH JI0
TOKCUYECKON (CHM)KAETCS BHIBEJCHHE JINTUS YEpPe3 MOYKH), B CBSI3U C YEM KOHIIEHTPALUIO JTUTHS
B IUIa3Me€ KPOBU HEOOXOIMMO KOHTPOJHMPOBATh B Hayalle JICYCHUs IEKCKETONMpodeHOM, MpH
KOPPEKIIUHU €ro 103, U OTMEHE Mpernapara.

C memompexcamom 8 8vbicOKUx 003ax (15 me/ned u 6onee): MOBBIIICHUES TEMAaTOIOTUYCCKOM
TOKCHYHOCTH METOTPEKCATa B CBSI3U CO CHIDKEHHEM €r0 IMOYEYHOTO KIMpEeHca Ha (OHE Tepanuu
HIIBII.

C eudanmounamu u cyroaHUIAMUOHBIMU NPEnapamamu: PUCK YBEIUYEHHUS TOKCHYECKOTO
JIEUCTBUA 3TUX IPENAPATOB.

KoMmbOuHanmuy, TpedvyIolme 0CTOPOKHOCTH

C oOuypemuxamu, uHeUOUMOpamu  ameuomensuHnpespawjarouieco  epmenma  (AID),
AHMUOUOMUKAMU U3 2PYNNbL AMUHOLTIUKO3UOOS, AHMALOHUCINAMU peyenmopos aneuomensuna I1:
JEKCKeTONPOo(deH MOXKET OCIA0ISITh IEHCTBUE TUYPETUKOB U THIIOTCH3UBHBIX CPEJICTB.

Y HEKOTOpBIX MAIMEHTOB C HApYyIIeHHEeM (PYHKIHH IMOYCK (HampuMep, mpyu 00€3BOKUBAHUN HITH
y TOXWJIBIX MalMEHTOB C HapylIeHUEM (YHKIIMH MOYEK) MPUMEHEHHE CPEACTB, OKa3bIBAIOIINX
unrubupytomee naericteue Ha LIOI, coBmectHo ¢ wunHruouropamu AllD, anTaronucramu
penenTopoB aHruoTeH3wHa Il wim aHTHOMOTHKAMH-aMUHOTIUKO3UIAMH MOXET IPUBECTH K
JTaIBHEUIIEMY YXYIIICHHIO (QYHKIMU TOYEK, YTO, KaK MPABHIIO, HOCUT OOPAaTUMBIA XapakTep.
[Ipu HazHaueHuu nekckeTonpodeHa OTHOBPEMEHHO C AUYPETUKOM HEOOXOAUMO YOEAUThCS, YTO
MAIMEeHT MOJIyYaeT JOCTATOYHO JKUIKOCTH, a TaK)Ke KOHTPOJIHUPOBATH (PYHKIIHIO MTOYEK B Hayale
JICUYCHUSL.

C memompexcamom 6 HU3KUX 003aX (MmeHnee 15 me/Hed): TIOBBIICHUE TEMATOJIOTHYCCKOM
TOKCUYHOCTH METOTPEKCaTa B CBSI3U CO CHMIKEHHEM €T0 MOYEeYHOro KIMpeHca Ha JoHe Teparnuu
HIIBII. Heob6xoaumMo MpOBOAWTH €XKEHEACIbHBIA IOJCUET KIETOK KPOBH B TIEPBBIC HEICTH
OJTHOBpPEeMEHHOU Tepanuu. [Ipu Hanuunu HapymeHus GYHKIUU TOYCK JaKe JISTKOW CTENeHH, a
TaKKe Yy JIHII MOKUIIOTO BO3pacTa HEOOXOAMMO TIIATEIIEHOE METUIIMHCKOE HAOIIOICHHE.

C nenmoxcugunnunom: OBBIIIICHAE PUCKA Pa3BUTHsI KpoBoTeueHHH. HeoOX0 MM HHTEHCHUBHBII
KIIMHUYECKUI MOHUTOPHUHT U PEryisipHas MPOBEepKa BPEMEHH KPOBOTECUCHUSI.

C 3u006y0unoM: PUCK TIOBBIIICHUS TOKCUYECKOTO JACHCTBUS HA IPUTPOLUTHI, 00YCIOBIECHHOTO

BO3/JICIICTBUEM HA PETUKYJOLMTHI, C Ppa3BUTHEM TSKEIOM aHEMHM YEpe3 HEAENI0 Ioclie
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yepe3 1—2 Hen nocine Havyana tepanuu HITBII.

C eunocruxemuueckumu npenapamamu 01 npuema enymps: HIIBII morytr ycunuBathb
TUIOTIMKEMHYECKOe ACHCTBHE CYJIb(OHUIMOUYEBUHBI BCIIEJCTBUE BBITECHEHUS €€ U3 MecCT
CBSI3BIBaHMSA C O€JIKaMHM TUTa3Mbl KPOBH.

KoMOunanmu KOTOPBIC HEOOXO0IMMO IIPpUHUMATh BO BHUMAHUC

C p-aopenobnokamopamu: HIIBII Moryr yMeHblIaTh aHTUTUIIEPTEH3UBHBIA 3 dexT
-anpenoOI0KaTOPOB B CBSI3U C MHTUOMPOBAHMEM CHHTE3a MTPOCTArJaHAHHOB.

C yuxnocnopunom u maxpoaumycom: HIIBIT moryt yBenmuuBaTh HE(PPOTOKCHYHOCTH, UYTO
OMOCPEIOBAHO  JICHCTBHEM  pEHANBHBIX  NPOCTAarjaHAMHOB. Bo  BpeMs  mpoBeneHHS
OJIHOBPEMEHHOU Tepanuy He0OX0IUMO KOHTPOIUPOBATH QYHKIUIO TTOYEK.

C mpomborumuxamy: TOBBIIIEHHBIH PUCK Pa3BUTHS KPOBOTEUCHUH.

C ammuacpecanmamu U CeleKMUBHLIMU UHSUOUMOpAMU OOPAMHO20 3aX8amMd CePOMOHUHA.
YBEIMYHUBACTCS pUCK pa3BUTHA KpoBoreueHus u3 KKT npu oIHOBpEeMEHHOM NPUMEHEHUH C
uHeubumopamu obpamno2o 3axeama cepomonuna (LUTAIONpPaM, MAPOKCETHH, (IIYOKCETHH,
cepTpaiiul) U anmuazpecanmamu (BKiarodas ACK u xkjnonugorpen).

C npobeneyudom: BO3MOXKHO TMOBBIIICHHUE KOHICHTPALMU JIEKCKeTonpodeHa B Iuia3Me KpOBH,
9TO MOXKET OBITh OOYCIIOBJICHO HWHTHOMpYyOmMM 3(QekTom mnpobOeHenuaa Ha MOYCYHYIO
TyOyJISIpHYIO CEKpPELHUI0 U KOHBIOTAIMIO C TIIOKYPOHOBOM KHCIOTOW; MOXET MOTpedoBaThCs
KOPPEKLHUA J03bl AEKCKeTonpodeHa.

C cepoeunvimu 2nuxosudamu: HIIBII MoryT mnpuBOIMTH K IOBBIILIEHUIO KOHILIEHTPALUU
[JIMKO3UJIOB B IUIa3Me.

C  mughenpucmonom: CymecTBYeT TEOPETHUUYECKUH pUCK U3MEHEHUs 3(PGHEeKTHUBHOCTH
MuenpucToHa MoJ JIeHCTBUEM HWHTHMOUTOPOB MpOCTarjaHAUHCUHTETa3bl. OrpaHUuYeHHBIC
JTAHHBIE TTO3BOJISIOT MIPEINOJI0KHUTh, YTO OJTHOBpEMEHHOE MpuMeHenue mudenpucrona ¢ HIIBII
B JICHb NPUMEHEHUs MPOCTArjaHInHa HE OKa3bIBaeT HEOIAroMpUSTHOTO BIMSHUS HA JCHCTBHUE
MU(pENpPUCTOHA WM MpOCTarjaHAMHa B OTHOIICHWH CO3pEBaHUs IIEWKHM MAaTKU WIH
COKpPaTUMOCTH MAaTKH, M HE CHIDKAeT KIMHUYECKYI0 d3()QPEKTUBHOCTh CPEICTB MAJs
MEIUKaMEHTO3HOro abopra.

C Xxunononamu: NaHHBIE SKCIEPUMEHTAIBHBIX MCCIIECOBAaHWN Ha >KMBOTHBIX YKa3bIBAaIOT Ha
BBICOKMH PUCK PAa3BUTHs Cynopor npu oaHoBpeMeHHOM npumeHeHun HIIBII ¢ xuHOnoHamu B
BBICOKHX JI03aX.

C menogosupom: npu ogHoBpeMeHHOM mpumenenun c¢ HIIBII wMoxer mnoBbIIaThCs

KOHOCHTpAausd MOYCBHHBI U KPCATHHHWHA B IJIa3ME€ KPOBH, IMO3TOMY IJId OLCHKHM BO3MOKHOT'O
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KOHTPOJHMPOBATH (DYHKIIUIO TTOYCK.

C Oegpepacupoxcom: tipu onHoBpemeHHoM mpumenenun ¢ HIIBIT moxer moBbwIIaThest puUcK
tokcuueckoro BozaeiictBus Ha JKKT. Ilpu npumeneHum nekcketornpodeHa COBMECTHO C
nedepacupokcoM HEOOXO0MMO TIATEeIbHOE HAOIOICHHE 32 COCTOSIHUEM TallUeHTA.

C nemempexceoom: ipu ogHoBpemeHHoM npuMenennn ¢ HIIBII moxeT cHmkaThCsi BHIBEACHUE
nemeTpekcena, modtomy npu npumenenun HIIBIT B BbicOkMX m03aX HEOOXOIUMO MPOSBIATH
0COOYIO OCTOPOKHOCTh. Y MAIMEHTOB C MOYEYHOU HEJOCTATOYHOCTHIO JIETKOW CTEMEHU TSHKECTU
- xponmueckas Oonesnp modek (CK® 60-89 m/mmn/1,73 M%) - cnemyer wusberars
OJIHOBpeMEeHHOro npuema nemerpekcena u HIIBII B Teuenue nByx qHEd 0 U ABYX JHEH IOCIE
npuema nemMeTpeKcea.

4.6. PepTUILHOCTD, 0€PEMEHHOCTb, JAKTAIUS

[Tpumenenne upenapara JlexckeronpodeH-OBo npu OEpeMEHHOCTH W B MEPUOA TPYIHOTO
BCKapMJIMBaHUS IPOTHUBOIIOKA3aHO.

bepemeHHOCTD

[lonaBneHnue cuHTE3a MPOCTArJaHAWHOB MOXET HEOJIaronpHUsATHO BIMUITH Ha OEPEeMEHHOCTHh
W/ pasBuTtHe HMOpHOHa M 1UIofa. Pe3ynbTaThl AMHIEMHOIOTMYECKHX HCCIETOBaHHMA
CBHJICTEIILCTBYIOT, YTO MPEIApaThl, MOAABIISAIONINE CUHTE3 IIPOCTAIVIAHIMHOB, IPUMEHSAEMBIE HA
paHHHUX CTaAusIX OepeMEHHOCTH, CIIOCOOHBI YBEIMUMBATH PUCK CAMOIIPOU3BOJIBLHOTO abopTa, a
TaKk)Ke Pa3BUTHUS y IUIOAA MOPOKa cepilla M He3apalleHusl NepenHeld OpIOIIHON CTeHKH, Tak,
aOCONIOTHBIA  PHUCK pPa3BUTUS aHOMAJIMM  CEpPAEUHO-COCYJUCTOW CHUCTEMBI  BO3pacTall
npubIM3uTeNbHO ¢ MeHee ueM 1 % 1o 1,5 %. Cuuraercsi, 9To PUCK BO3PACTACT C YBEIUYCHUEM
JI03bI U IJTUTEJIbHOCTU IPUMEHEHHSI.

VY KUBOTHBIX MPUMEHEHUE UHTUOUTOpa CUHTE3a IPOCTarjaHAnHa CIOCOOCTBOBAJIO OBBIIIICHUIO
pHUCKa Tpe- ¥ MOCTHUMILIAHTAIIUOHHBIX TIOTEPh U MOBBIIICHUIO SMOpHO(ETaNbHON CMEPTHOCTH.
Kpome TOroO, y *KHBOTHBIX, MOJTYYaBIIMX HHTHOUTOPHI CHHTE3a MPOCTATJIAHIMHOB B ITIEPHO
OpraHOreHe3a, BoO3pacTajga 4YacToTa IOSBJICHUS IOPOKOB pa3BUTUSA IUIOAA, B TOM YHCIE
AHOMAJIUI CeplIeYHO-COCYAUCTOIN CUCTEMBL. TeM He MeHee, UCCIeIoBaHus JIeKckeTonpodeHa Ha
YKUBOTHBIX, TPU3HAKOB PENPOAYKTHBHON TOKCUYHOCTH HE BBISIBUJIU.

B Ttperprem TpumecTpe OEpEeMEHHOCTHM BCE HMHTMOMTOpPHI CHUHTE3a IPOCTArjJaHAMHOB MOTYT
IPUBOJUTH K Pa3BUTHUIO y IUIOJA CEPJI€YHO-IETOYHOM MMaToJIOTuu (MPEeXIEBPEMEHHOE 3aKpPhITHE
apTepHalIbHOTO MIPOTOKA U TUIEPTEH3US B CUCTEME JIETOYHOM apTepyy) U HapylIIeHUIO (pyHKIUN
MOYEK, KOTOPOE MOKET MPOrpecCUpOBaTh M MPUBOAUTH K IOYEUHOH HEIOCTATOYHOCTH C
pasBuTHeM onuroruapaMmHuona. Kpome toro, njaxke npu NpuMEHEHUH B HU3KUX J03aX, y MaTepu

B KOHIIC 6€p€M€HHOCTI/I U Y HOBOPOXIACHHOI'O BO3MOKHO YBCIMYCHHUEC BPECMCHU KPOBOTCUYCHMA,
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MaTKu, IPpUBOJAIICEC K 3al1a3IbIBAHUIO pOI[OBOfI ACATCIIbBHOCTHU WUJIM 3aTSKHBIM POJaM y MAaTCpU.

¥ OTYETY

o |
CBSI3aHHOE C aHTHArperaHTHBLIM JICHCTBUEM, a TAKXKe IIO.

JlakTanusa

CBeI[eHI/Iﬁ O IPOHUKHOBCHUH HGKCKGTOHpO(l)eHa B MaTCPpHUHCKOC MOJIOKO HCT.

DepTHIbHOCTD

[Mpenmapar [lekckerompoden-OBo kak u apyrue HIIBII, MoxeT CHHXAaTh IKEHCKYIO
(GepTHIIBHOCTh, MO3TOMY €ro He pPEeKOMEHAyeTcs Ha3HauyaTh >KCHUIMHAM, I[UIAHUPYIOIIUM
OepeMEHHOCTh. Y JKEHIIMH, UMEIOIIUX MPOOJIEMBbI C 3a4aTUEM HJIM MPOXOASIIUX 00ClIe0BaHEe
B CBSI3U C OECIIONEM, CIIEAYET PACCMOTPETh BO3MOKHOCTh OTMEHBI JIEKCKETONpOo(deHa.

4.7. BiausiHue HAa CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeAcTBAaMH M pPadoTaTh €
MeXaHMu3MaMH

IIpenapar JlekckeronpodeH-OBO MOXKET BbI3bIBATh OOOYHBIE JIEHCTBUSA, TAKHE KaK OLIYLICHHUE
OTJIYIIEHHOCTH, HapylIE€HUE 3PEHUs] WIM COHJIMBOCTh. B Takux cilydasx BO3MOKHO YXYAILIECHUE
CIIOCOOHOCTH K OBICTPOMY pe€arupoBaHMIO, OPUEHTUPOBAHUIO B JIOPOXKHOW CHUTyallud U
CHOCOOHOCTH K YIPABJICHUIO MEXaHU3MaMH.

4.8. HexkeniaTeJibHbIE peaKkIun

Pesrome mpoduisg 6e300acHOCTH

Yame Bcero nHaOmonatorcs mobounsie aeictBust co croponbl JXKKT. Bo3moxkHo pasButhe
HEeNTUYECKON A3BbI, NepPOpaluu WM KEIYJOYHO-KUIIEYHOIO KpPOBOTEUEHHs, HHOIZA C
JeTalbHbIM HCXOA0M, OCOOEHHO y MOKWIbIX HanueHToB. Ilo uMerommmces JaHHbIM, Ha (oHe
IIPUMEHEHUsl IIpernapara MOTYT MOSBIISATBCA TOIIHOTA, PBOTA, AUApes, METEOpHU3M, 3arop,
JUCIENTUYECKUE SBJICHUS, 00Jb B JKUBOTE, MEJEHA, KPOBaBas pPBOTA, SI3BEHHbII CTOMATHT,
oboctpenune konura u Oonesnu Kpona. Pexe Hnabmomaercss ractpur. Takxke umeroTcs
cooOuieHus 00 oTekax, apTepUaIbHOM THIEPTOHUM M CEPAEYHON HEeI0CTaTOYHOCTH Ha (hoHe
negenuss HIIBII. Kak u npu npumenenun npyrux HIIBII, Bo3MOXHO pa3BUTHE CIIEIyIOIIUX
NO0OOYHBIX A(PQEKTOB: aACENTUYCCKUH MEHHUHTHT, PpA3BUBAIOUIMICA NPEUMYIIECTBEHHO Y
[AlMEHTOB C CUCTEMHOM KPacHOW BOJYAHKOM MIJIM CMEIAHHBIM 3200J1€BAHUEM COEAMHUTEIIbHOM
TKaHU, Te€MaTOJIOTUYECKHUE HapyuleHHs (TpoMOOLMTONEHUYECKass MypIypa, arulacTHyYecKas |
FeMOJIMTHYECKAs aHEMHUH, B PEIKUX CIIy4asiX - arpaHyJIOLUTO3 U TUIIOIUIa3usl KOCTHOT'O MO3ra).
Bo3moxHb! Oyisie3Hble peakiuu, B TOM 4ucie cuHapoM CtuBeHca-/[)KOHCOHA M TOKCHUYECKH
AMUIEPMaJIbHBII HEKPOJIU3 (OUYEHBb PENIKO).

CornacHO pesynapTaTaM KIMHUYECKUX HCCIENOBAaHUMM M DIHUAEMUOJIOTHYECKUM JAHHBIM,
npumeHenue Hekoropsix HIIBII, ocoGeHHO B BBICOKMX J[103aX M B TEUEHHUE [UIUTEIBHOTO

BPEMCHH MOXKCET COMMPOBOXKIAATHCA HC3HAYUTCIIbHBIM ITOBBIIICHUCM PUCKA Pa3BUTUA MATOJIOTHH,
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

BBI3BAHHON TPOMOO30M apTepuil (Hampumep,

4.4).

IToGounble 3¢ (eKThl, CBSI3b KOTOPBIX C JEKCKETONPO(EHOM, IO JaHHBIM KIMHUYECKHX
UCCIICIOBAaHUM, MpPHU3HAHA KAaK MHHMMYM BO3MOXHOH, a TakKe HEXelaTelbHble peakluy,
COOOIICHNsT O KOTOPBIX OBUIM IMOJIyYEHBI TOCIE BhIXOJa mpemnapara JlekckeronpodeH-IBo Ha
PBIHOK, YKa3aHbl B TaOJHIle W paclpeleieHbl 0 OpraHaM M CHCTEMaM OpraHoB M 4acToTe
BO3HUKHOBEHHUSI.

Tabauunoe PE3IOME HEeXKEeNNaTelIbHbBIX pPeaKIni

YacroTa BOSHHKHOBEHHS MTOOOYHBIX 3(h()HEKTOB MPHUBEICHA B COOTBETCTBUH C KJIACCU(UKAIINCH:
odeHp vacto (> 1/10), wacto (> 1/100, o < 1/10), Hewacto (> 1/1000, vHo < 1/100), peako (>
1/10000, Ho < 1/1000), ouenr penxko (< 1/10000), yacTora HeusBecTHa (HA OCHOBAHUH
UMEIONINXCS JAHHBIX OIICHUTHh HEBO3MOXKHO).

HexenatenbHble peakiMH, CBSA3b KOTOPBIX C JCKCKETOMPOPEHOM, MO JTaHHBIM KIMHHYCCKHX
UCCIIC/IOBAHMI, MPHU3HAHA KAaK MHHHMYM BO3MOXHOH, a TaKKe HEXKeJIaTelbHbIC pEaKiuu,
COOOIICHUST O KOTOPBIX OBLIM IOJIyYEHBI B IMOCTPETHCTPAIIMOHHOM TIEPHOJC MPUMEHEHHUS,
yKa3aHbl B Tabnuue 1.

Tabnuma 1. HexxenarensHbIe peakiuu Mpy IPUMEHEHUH JICKCKETONpoQeHa

Opransl u

Yacro Heuacrto Peaxo Ouennb peaxo
CHCTEMbI OPraHOB

Hapymenus co Anemus Heitrponenus,
CTOPOHBI KPOBU U TPOMOOLIMTONICHHS
TuMQpaTHIECKON
CUCTEMBbI

Hapymenuns co Otexk ropranu AnadpuiakTuyeckue
CTOPOHBI peakuuu, B TOM YHCIIe
UMMYHHOH aHa(pUIaKTHUECKUI
CUCTEMBI LI0K

Hapymenus I'uneprivkemus,
MeTaboau3Ma u TUITOTIMKEMHUSI,
MUTaHUS TUIEPTPULIIH -
HepUIeMusi,
aHOpEeKCus

[Icuxuueckne becconnunna
paccTpoicTBa

Hapymenus co l'onoBuast  Goub, | [lapecTe3uu,
CTOPOHBI HEPBHOM TOJIOBOKpY>KEHHE, | 0OMOPOK
CUCTEMBbI COHJIUBOCTD

Hapymenus co HeueTtkocts
CTOPOHBI OpraHa 3peHus
3peHus
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Hapymenus co
CTOPOHBI OpraHa

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 19.08.2025 N= 20566

(NOCNEONOBAT

ENEHOCTE 0002)

DO

ciyxa u
JTaOMPHUHTHBIC
HapyIlIEeHUs
Hapymenus co DKcTpacucToius,
CTOpPOHBI cepALa TaxuKapaus
Hapymenuns co CHuxeHnue AptepuanbHas
CTOPOHBI COCYI0B apTEepUAIbHOTO | TMIIEPTOHUS,
TaBIICHUS, TpoMOodIeouT
IIOKPACHEHHUE ITOBEPXHOCTHBIX
JUIa U 11eU BEH
Hapymenuns co bpanumnuos Bbponxocmnasm,
CTOPOHBI OPTaHOB OJIbIILIKA
JIbIXaHUs, TPYTHOU
KIIETKU U
CpPeOCTEHUs
Kemynouno- TomHoOTA, bones B xuBorte,| IlenTuyeckas [Tankpeatur
KUIIEYHbIE pBOTa JUCIIETICHS, S3Ba, KEIYJOYHO-
HapyILIECHUS auapes, — 3amop,| KMILIEYHOe
KpoBaBasi pBOTa,| KPOBOTEUEHHE
CYXOCTb BO pTYy |WIM HpobojaeHue
IIENITUYECKON

S3BBI (CM. paszfen
4.4)

Hapymenus co
CTOPOHBI [1IEYEHU U
JKEITYEBBIBOISAIINX
nyTei

IToBpexnenue
KJIETOK IIEYEeHH

Hapymenuns co
CTOPOHBI KOKH U
ITOJIKOKHBIX
TKaHeH

Hepmarur,
KOKHBIN 3y/1,
KO’KHas CHIIIb,
MOBBIIIIEHHOE
IIOTOOT/ICIICHUE

Kpanusnauua,
akHe (yrpeas
CBIIIb)

Cunnpom CtuBeHca-
J>KOHCOHa,
TOKCUYECKUI
ANUJIEPMATIbHBIN
HEKpOJIu3 (CUHIPOM
Jlatiemna),
AHT'MOHEBPOTUYECKUN
OTEK, OTEK JIUILIA,
peakuus GoTo-
CEeHCHOUIIN3aIuU

Hapymenus co
CTOPOHBI
MBIIICYHOM,
CKEJICTHOU U
COCIUHUTEILHOMN
TKaHU

Purnnnocts
MBIIIIII,
CKOBaHHOCTH B
CycTaBax,
MBIIIEYHEIE
cynoporu, 6015 B

B CIIMHEC
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(HOCAERCBATERBHOCTE 0002)
Hapymenus co Octpas noucunast | Hedput unu
CTOPOHBI IOYEK U HEJ0CTAaTOYHOCTh,| HEPPOTHUECKUN
MOYEBBIBOISAIIEH MOJINYPHS, CUHIPOM
CHUCTEMBI Mo4eyHas KoJIMKa,
KETOHYpHS,
POTEUHYPUS
Hapymenus co Hapymenne
CTOPOHBI MEHCTPYaJIbHOTO
pPEnpOyKTUBHOU LMKIIA,
CHUCTEMBI U HapyILIEHUE
MOJIOYHBIX KeJe3 byHKIIUN
MPECTATEIIbHOMN
KeJe3bl
O61ne bonw B Mecte | JInxopanka, Jpoxb,
HapyLIEHUs U WHBEKIINH, YTOMJISIEMOCTD, | IepudepuuecKkue
pEaKIy B MECTE€ | peaKIus B 0016, 03HOO OTEKH
BBEJICHUS MecTe
npernapara WHBEKIINH, B
TOM YHCIIE
BOCITAJICHUE,
remaToma,
KPOBOTEUCHHUE
JlabopartopHsble u OTKJIOHEHNE HOPMBbI
MHCTPYMEHTAJIbHBI MoKa3aTesen oT
€ JJaHHBIC «ITEYEHOYHBIX» TTPOO

COO6H.I€HI/IC 0 IMOA03PE€BACMBIX HCKCIIATCIIbHBIX PCAKITHMAX

BaxxHo coo0maTh 0 1mo103peBaeMbIX HEXKETATEIbHBIX PEaKIUsIX MOCIe PEerucTpaluy mpernapara
C LIETIBIO o0ecrieyeHnss HENMpPEPHIBHOTO MOHHUTOPUHTA COOTHOILICHHS «IIOJb3a - PHUCK»
JIEKapCTBEHHOTO Mpernapara. MeIuIuHCKUM paOOTHUKAM PEKOMEHJIyeTCsl COO0IIaTh O JHOBIX
MOJI03PEBACMbBIX HEXKENAaTeIbHBIX PEaKLUAX JIKApCTBEHHOrO IMpenapara 4epe3 HalMOHaJbHbIe
CHCTEMBI COOOLICHHS O HEXKEJIAaTelIbHBIX pPEaKIUsAX TOCyNapCTB-4wICHOB EBpa3niickoro
9KOHOMHYECKOTO COI03a!

Poccuiickas @enepanus

®enepalnbHas ciryk0a 1Mo Haa30py B cdepe 31paBoOXpaHEHUS.

Anpec: 109012, r. Mocksa, CnaBstHCKas 1iomaip, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMAITMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3supoBka
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¥ OTYETY

CHUMIITOMBI

CI/IMHTOMI)I HGpGHOBHpOBKI/I HCU3BCCTHHI. AHaJIOFI/ILIHBIe JIeKapCTBeHHI)IG HpenapaTI)I BBI3BIBAKOT
Hapymenus co ctoponbl JKKT (pBora, aHopekcusi, 0oilb B KMBOT€) M HEPBHOU CHCTEMBI
(COHJIMBOCTB, FOJIOBOKPYKEHHE, JI€30pUEHTAIIHS, TOJI0OBHAs O0JIb).

Jleuenme

[Ipu ciydaitHoMm mpueMe mpernapara Wik Ipu MprueMe mpenapara B U30bITOYHBIX J03aX CIEAyeT
HE3aMEe/UINTEIbHO HauyaTh CHUMIITOMATHYECKOE JICYEHHE, COOTBETCTBYIOIIEE COCTOSHUIO

manucHTa. ILGKCKGTOHpO(l)eH MOXXKCET BBIBOAUTCS U3 OpraHru3Ma C IOMOIIbIO JUaJIn3a.

5. D®APMAKOJIOT'MYECKHUE CBOMCTBA

5.1. ®apmakoauHAMHYECKHE CBOMCTBA

dapMakoTepaneBTUYECKass TIpymma: MNPOTHBOBOCHAIUTEIbHBIE W  MPOTUBOPEBMATUYECKUE
npenaparbl; HECTEPOUJAHBIC MPOTUBOBOCHAIMTENIbHBIE W MPOTUBOPEBMATHUYECKUE IpPEIapaThl;
MIPOU3BOAHBIC TPOIMTMOHOBON KHUCIIOTHI.

Kox ATX: MO1AE17

Mexanu3M aeHCTBUS

MexaHu3M JEUCTBUS JEKCKETONpOo(eHa CBsA3aH C YMEHBIICHWEM CHHTE3a MPOCTArJIaHAMHOB 32
cueT mojamieHusi aktuBHOcTH IuKinookcurenas (LUOI-1 u LIOI'-2). Ilpemapar umHrHOupyer
MpEBpaIllCHUE apaxUIOHOBOM KHCJIOTHl B HUKIWYeckue sHuonepokcuasl PGG2 u PGH2,
kotopble npoayuupytoT mnpocrtarnadauael PGEl, PGE2, PGF2a u PGD2, a Takxe
npoctaiukiand PGI2 u tpomOoxkcansl (TxA2 u TxB2). Kpome Toro, mHrubupoBanue cuHresa
[IPOCTArIaHJAMHOB MOXET BJIMATH Ha JPYrHE€ MEAUATOpPhl BOCHAJIEHUs, TaKME€ KaK KUHUHBI,
oOecrnieunBasi HE TOJILKO MPSAMOE, HO U OMOCpeloBaHHOE jAeilicTBue. MHrubupymoiee aercTue
nekckeronpodena B oTHomeHun akTuBHoctH L[OI-1 w ILOI'-2 mpoaeMOHCTpUPOBAHO Yy
71a00paTOPHBIX KUBOTHBIX U Y JTIOACH.

dapmakoauaamuyeckue 3P HeKTol

JlekckeTonpodeHa TpoMeTaMoj, TPOMETaMHUHOBas coJib S-(+) 3HaHTHOMEpa IMPONHMOHOBON
KUCIIOTBI, OTHOCHUTCS K HECTEPOMIHBIM NPOTUBOBOCHIANUTENbHBIM mpenapatam (HIIBII) u
o0agaer 00€300IMBAIOIIUM, TPOTHBOBOCTIAMTEIBHBIM U )KapOITOHIKAIOIIUM JICHCTBHEM.

Kimanueckas 3dbdheKTUBHOCTE M 0€30I1aCHOCTD

B kiIMHMYECKHMX HCCIIEJOBAaHMSX Ha pa3HbIX MoJensaX OoJin JOKa3aHa BbIpaKEHHAs
aHaJIbreTUYeCKasi aKTUBHOCTD JIeKckeTonpodena. D¢ hekTuBHOCTH 00e300IMBaIOIIET0 1eHCTBUS
neKcketonpodeHa sl JIEYCHHs] YMEPEHHOHW M CUJIBHOM OOJHM TMpU BHYTPUMBIIIEUHOM H
BHYTPHBEHHOM BBEJICHUH H3ydaslaCh Ha HECKOJIBKHX MOJENAX: JJISl MOCICONepalliOHHON OOH

(mpu OpTONENUYECKUX, T'MHEKOJOTMYECKHX, a0JOMHHAJIBHBIX ONEpanusix), Mg MbIILIEYHO-
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o (10 IBL HOC TR 0002
CKeJIeTHON 0omu (ocTpast 00JIb B MOSCHUIIE) W DOJIH Hn'vpno'qggﬁ%ﬁ %(OIE&I: !-Bl'm: Jl'eﬂlogzm'mx

MIPOJICMOHCTPHPOBAHO OBICTPOE HACTYIUICHHE 00€300JIMBAIOMIETO JEHCTBUS C JOCTH)KCHHEM
NUKa AaHAJIbFeTUYEeCKOM AaKTUBHOCTM B TedeHHe TmepBeix 45 wmuH. [{nurensHOCTH
o0e30onuBaromiero neicTBusl mocie mnpuMmeHeHus S50 Mr gexckerompodeHa, Kak IpaBHIIO,
COCTABJISIET 8 u.

[To maHHBIM HCCIeIOBaHUI KOMOMHUPOBAHHOE MTPUMEHEHHE npenapara JlexckeronpodeH-9Bo ¢
ONMHMOUIHBIMU AHAIBIETUKAMHU C IEJNbI0 KYNMUPOBAHHS MOCIEONEPAllMOHHON OO0JIM TMO3BOJISIET
CYLIECTBEHHO CHHM3UTh J03Y ONHUATOB. B KIMHUYECKMX HCCIEAOBAHUAX Yy TNAI[MEHTOB C
MOCIICOTIEPAIIIOHHOM O0JIBI0 TOTPEOHOCTH B BBEJICHUH MOP(HHA C TOMOIILI0 KOHTPOIUPYEMOTO
MAIMeHTOM yCTPOWCTBA B TPYIIE MOJYy4YaBIIUX JEKCKETONMPO(dEH, JOCTOBEPHO CHIDKAIAch HA
30-45% 1o cpaBHEHUIO ¢ TPYNION T1anedo.

5.2. ®DapmakoKHUHeTHYECKHE CBOMCTBA

AOcopbrms

MakcumanbHasi KOHIEHTpaluss B ChIBOpoTKEe (Cmax) mocie BHYTPUMBIIICYHOTO BBEACHUS
nekckeronpodena TpoMeramosa gocturaetcs B cpeadem depes 20 mun (1045 mun). [Tnomans
nmoa KpuBoi «koHIeHTpanus-speMs» (AUC) mociae ogHOKpaTHOro BBeACHHS B j03¢ 25-50 mr
MPOTOPIIMOHANIBHA J103€ KaK MIPU BHYTPUMBIIIICYHOM, TaK U P BHYTPUBEHHOM BBEJICHUH.

Pacnopenenenne

Jna nexckeronpodeHa TpoMeTamoja XapaKTepeH BBICOKHI ypOBEHb CBS3BIBAHMS C OelIKaMu
ia3mbl kpoBu (99 %). Cpeanee 3HaueHne oObeMa pacmpesenenus coctasiusetr menee 0,25 /kr,
nepuoy nojypacnpeseneHus coctapiser okono 0,35 4. dapMakOKMHETHUECKHUE MCCIIEI0BaHUs
MHOTOKpPaTHOTO BBeJeHUs Ipenapara mokaszand, 4yro Cmax u AUC mnocne mnocienHero
BHYTPUMBIIIEYHOTO MJIM BHYTPUBEHHOTO BBEJICHUS HE OTJIMYAIOTCS OT MOKas3aTelel Iocle ero
OJIHOKPATHOTO BBEJICHUS, YTO CBUJETENLCTBYET 00 OTCYTCTBUU KyMYJISIUU Mpernapara.
buorpanchopmanms

[Tocne BBeneHus nekcketonpodeHa B Mode 0OHAPYKUBACTCS TOJIBKO ONTHYSCKUH n3omep S-(+),
YTO CBUJETENILCTBYET 00 OTCYTCTBUH TpaHchopmanuu rpemnapara B onTuueckuii usomep R-(—) B
OpraHU3Me YeIOBeKa.

DIUMUHALINS

['maBHBIM IyTeM BBIBEACHHUS JEKCKETONpO(deHa SBISETCS KOHBIOTALUS €ro C TIIOKYpOHOBOU
KHACJIOTOH C TIOCJIEYIOUIMM BbIBEACHHEM uepe3 mouku. llepmon momyBeBenenus (T1/2)
JIeKcKkeTonpodeHa TpoMeraMmona cocraBnser 1-2,7 4.

JIWI1a moKUJIoro Bo3pacra

Ilocne ODHOKPAaTHOTO M MHOIOKpPAaTHBIX IPUEMOB BHYTPb pa30BOM JI03bl IIperapara

JUINTEIbHOCTh CUCTEMHOM OSKCHO3MIMM IIpernapara y 3J0pOBBIX J0OPOBOJIBLIEB IOXKUIIOTO
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Bo3pacta (65 mer u crapmie) Obula 3HAYUTEILHO 'IJEIIDIJE-IB%LE'S‘ T%mtldéﬁ' 1;/:' 'lM'(:)IJIr&hLIX

IlO6p0BOJII)II€B, OJHAKO CTAaTHCTHUYCCKHU 3HA4YUMBIX pasnnqnﬁ B 3HAUCHUIX MaKCHMaJIbHOH
KOHOCHTpaIUuU U BPEMCHH €C JOCTHIKCHUS HC Ha6J'II-OI[aJ'IOCB. OTMedaoch YAJIIMHCHHUC TIC€puoga
IMOJIYBBIBCACHU S (KaK IMOoCJIC OJHOKpPATHOI'0, TaK M IIOCJI€ MHOI'OKPATHBIX HpHMeHeHHﬁ), B

cpennem 110 48%, U cHUKEeHHE 0011Iero KIMpeHca rpemnapara.

6. @®APMAIEBTUUYECKHWE CBOMCTBA

6.1. Ilepeyenb BcnoMoOraTeJibHbIX BellleCTB

Ortanon 95% (B nepecuere Ha 100% BemniecTBo);

Harpus xnopun;

1 M pactBop HaTpHs TUAPOKCUA,

Boga s uabekumii.

6.2. HecoBMecTUMOCTH

[Ipemapar [lexckeronpodeH-OBo HENb3sl CMEIIMBATh B MAJBIX 00beMax (HAIPUMEp, B IITIPHIIC)
¢ pactBOopaMu jaodaMuHa, MPOMETa3MHa, MEHTA30IMHA, NETHAWHA M THUAPOKCU3MHA, T.K. B
pe3ynbTaTe 00pa3yeTcs 0CaoK.

PacTBop, mpUroTOBICHHBIN 11 HHPY3HOHHOTO BBEJICHUS, HEIIb3sI CMEIIUBATh C MTPOMETA3HHOM
Y TICHTA301IMHOM.

[IpemapaT Henb3sl CMENUINBATh C APYTUMU JIEKAPCTBEHHBIMH CPEACTBAMH, KPOME YKa3aHHBIX. (CM.
paznen 6.6)

6.3. Cpok rogHocTH (CpoK XpaHeHus)

3 rona.

[IpuroToBIEHHLIN PacTBOP (PACTBOD JIJIS BHYTPUBEHHON NHPY3UN)

Mcnonb30BaTh TONBKO MPO3payHble U OECLBETHBIE PACTBOPBI.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IIPU XPAHEHHUH

XpaHUTh B 3aIIUIIEHHOM OT CBETa MECTE MpH Temreparype He Bbiie 25 °C.

VYcnoBust XpaHeHMsI [TOCIIe pa3BeCHUs JIEKapCTBEHHOTO Ipernapara cM. B paszene 6.3.

6.5. Xapakrep u conepxxaHue NepBUYHON YIAKOBKHU

[To 2 mu1 mpenapaTta B aMITyJibl CBETO3ALIUTHOTO CTEKJIA 1-rO THIPOIMTUYECKOro Kiacca WIH
cBero3zammTHOro crekia Mapku HC-3 ¢ KoaMpoBOYHBIM KOJBLIOM (KOJBIIAMU) WM 0e3 HUX, €
HAaCeUYKOW M TOYKOW WJIM KOJBLOM H3JioMa wiu 0e3 Hux. Ha kaxayro ammyiny HakjIeHBaroT
9TUKETKY M3 OyMaru o()CeTHOM MM CaMOKJISSIIYIOCS STHKETKY.

IIo 5 ammyn nomemaroT B KOHTYPHYIO IJIACTUKOBYIO YIAKOBKY (TOAJIOH) WJIM KOHTYPHYIO

SYEHKOBYIO YIIAKOBKY M3 TUICHKU TOJIMBHHIIXJIOPUIHON HITH TTOJIMATHIICHTEpE(PTaTaTHOM.
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[lo 1 win 2 KOHTYpPHBIX IUIACTUKOBBIX YNAKOBKH ( %&6&5%“IM&T ﬁt%lﬁ%%smx

YIAKOBKU C MHCTPYKUUEH MO MPUMEHEHHIO (JMCTKOM-BKJIQJBIIIEM) IOMEINAIOT B IMAyKy M3
KapTOHA JJIsl MOTPEOUTETHCKOM Taphl.

6.6. Oco0Ob1e Mepbl  NPEAOCTOPOKHOCTH IPU  YHHUYTOKEHHH  MCIOJIb30BAHHOIO
JIEKAPCTBEHHOTI0 Mpenapara WM 0TX00B, MOJYYeHHBIX MOcJe MPUMeHeHHnsl mpenapara u
JApyrue MAaHUIYJSIIHHU ¢ PenapaTomM

[Ipemapat JlekckeronpodeH-IBO MOKHO CMEIIMBATh B MAJIbIX 00beMax (Hampumep, B HIMPUIIE)
C pacTBOpaMu TenapuHa, Tuj0KkanHa, MopduHa 1 TeoUILINHA.

[Ipemapar Jlekcketonpoden-OBo pasBenacHHbld B 100 M (HU3HOIOTHYECKOTO PAcTBOpA HIU
pacTBOpa TIJIOKO3bI, MOXHO CMCIIMBATH C I[O(i)aMI/IHOM, rermapyuHoM, THAPOKCU3HWHOM,
JUI0KauHOM, MOP(PUHOM, IETUTUHOM U TEODUITHHOM.

[Ipu xpaHeHUM pa3BEACHHBIX PACTBOPOB MpemnapaTa JlekckeTonpopeH-OBO B MOIUITHICHOBBIX
MakeTax Wi B MPUCTIOCOOJICHUSX JIUIsl BBEJACHHSI U3 STHIIBHHIUIALIETATA, TPOIMMOHATA [[EJUTIONIO3BI,
IIOJIUDTUIICHA HU3KOU IIJIOTHOCTHU u MMOJIMBUHUIIXJIOpHU A N3MCHCHUA COACPIKaHUA
JEICTBYIOIIETrO BEIIECTBA BCIEACTBHE COPOIIMU HE HAOII0AaI0Ch.

[Ipemapat JlekckeronpodeH-OBo NpeaHa3HAYeH A OJHOKPATHOTO TNPUMEHEHHS, MOITOMY
OCTaTKH HEHCIIOJIb30BAaHHOTO pacTBOpa CJeIyeT YHHUYTOXKUTh. llepen BBeneHHEM CIEayeT
yOeauThCs, YTO PAacTBOp Mpo3padeH M OecuBeTeH. PacTBOp, B KOTOPOM COAEPIKaTCs TBEP/bIC

qaCTUIlbl, UCIIOJIB30BAaTh HCJIb34.

7.  AEPXATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanns

OO61ecTBO ¢ orpaHM4eHHOI 0TBeTCTBEHHOCTHIO «CeTinap IBo» (OO0 «Cetnap OB0o»)
357501, CraBpomnonbckuii kpaid, T. [lsturopck, np. Kuposa, . 28, od. 11

Tenedon: + 7 (495) 508-38-59

OnexTpoHHas moyra: setlar-evo@mail.ru

7.1 IlpeacTaBUTENb J€PKATEISI PETUCTPALMOHHOIO Y10CTOBEPEeHH

[IpeTen3un noTpeOUTENEH HAIPABIATD 10 aAPECY:

Poccniickas @enepanus

OO611ecTBO € OrpaHMUEHHOI 0TBeTCTBEHHOCTHIO «CeTnap OBo» (OO0 «Cetnap OB0o»)
357501, CraBponoabckuii kpaii, r. [lsturopck, np. Kuposa, a1. 28, od. 11

Tenedon: + 7 (495) 508-38-59

OnexTpoHHas noyra: setlar-evo@mail.ru

8. HOMEP PEIT'UCTPALIMOHHOI'O YAOCTOBEPEHUA
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9. IATA NEPBUYHOM PETUCTPAIIAU (IIOATBEPXKIEHUS PETUCTPAIIUH,
INEPEPETUCTPAIIN)

/laTa nepBoil perucrpauu

JATA IEPECMOTPA TEKCTA

OO0mass XxapakTepuCTHKa JIEKapCTBEHHOTo Tmpemnapata JlekckeronpodeH-OBo TOCTymHa Ha
UHPOPMALMOHHOM TOpTaiie EBpa3suilckoro SKOHOMHYECKOTO0 COK3a B HH(POPMAIMOHHO-
KOMMYHHKAIIHOHHOU ceTH «HTepHeT

http://eec.eaeunion.org/
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