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OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

HE@YFOKCHM, 250 mr, 750 mr u 1500 mr, mopowok [is NMPUroTOBJIEHHsS pacTBOpa Ul
BHYTPUBEHHOTO U BHYTPHUMBILLEUHOTO BBEAEHHS.

2. KAYECTBEHHBIN U KOJJTMYECTBEHHBIN COCTAB

OmnH GnakoH COmEpXUT Oeticmayioujee gewjecmso. uehypokcuMm (B BUAe LedypoKkcHma
HaTpus) — 250 mr, 750 mr unm 1500 mr.

Bcnomoeamenvnvie  sewjecmsa, Hanuuue KOMOpPHIX HAOO  YHUumMbléamv 6 COCmMase
nexapcmeenno2o npenapama: B 250 Mr IeKapCTBEHHOTO NpernapaTa COAEPXKUTCS 14 M HAaTpus,
B 750 mr — 42 mr HaTpus, B 1500 Mr — 83 Mr Hatpus (cm. pa3zaen 4.4).

[TosiHBIN CIMCOK BCIOMOTATEIbHBIX BEIIECTB CM. B ITyHKTE 6.1,

3. JEKAPCTBEHHASI ®OPMA

[Toporok 1u1st TPUTrOTOBIEHHS PaCTBOPA /Ul BHYTPHBEHHOTO M BHY TPUMBIILIEYHOTO BBE/ICHHUSI.
[Topowok ot 6enoro 10 cBeTno-xenaToro upera. Cierka rirpoCKONMUYEH.

4. KIMHUYECKHUE JAHHBIE

4.1 IMoxazaHus K NPUMEHEHH IO

[ledypokcrum nokaszaH [uis JIeueHUs TIEPEUYHCIIEHHBIX HIKe UHMEKIMH y B3POCIBIX U JIETEH,

BKJTIOYast HOBOPOXKIAEHHBIX (C poxaeHus) (cM. pazaensl 4.4 u 5.1):

— BHEOONBHHYHAs [THEBMOHMS,

— OCTpble 060CTPEHHUST XPOHUYECKOTO OPOHXMTA,;

— OCJIO)KHEHHbIE MH(PEKLNY MOYEBBIBOISLINX TTyTEH, BKIFOYAs MHETOHEDPHT;

—  MH(EKLUUM KOXKXH ¥ MATKUX TKaHel: (uierMoHa, poka ¥ paHeBble HHPEKIWH;

— WHTpaabaoMUHaNbHbIe HHEKIHHU (cM. pasnen 4.4);

— npodunakTuka MHGEKLUMI MpH OmepauusXx Ha OpraHax JKeIyJ0YHO-KMIIEYHOrO TpaKTa
(B.TOM YHMCIe MUIIEBOJE), OPTONEAUYECKHX, CEPAEYHO-COCYAUCTHIX U THHEKOIOTMYECKHX
(BKJTIOYaAst KECapeBO CEYEHHME).

[lpu neuennu u npodunakTike MHOEKUMHA, MPU KOTOPBIX BECbMa BEPOSTHO MOSBIEHHE

aHadpOOHBIX MHKPOOPTaHM3MOB, LE(DYPOKCHM CIENAYET MPUMEHATh C JOMOJHUTEIbHBIMH

MOAXOIAIIMMH aHTHOAKTEPUATBHBIMU MTpenapaTamy.

Crnenyer yunThiBaTh OQHMUMAIbHBIE HMHCTPYKUMH 110 HaJJIekKalleMy HpPUMEHEHHIO

aHTHOaKTepHUalIbHBIX MPEnaparos.

’
4.2 Pexxnm 103MPOBaHUS M CIOCO0 MPUMEHEHHS
Pexxum o3upoBanus

Tabnuya 1. B3pocnvie u demu ¢ maccoii mena >40 k2
Ilokazanue Jlo3upoBka
BuebonpHuuHas  nHeBMOHMS M 060CTpeHHeE
XPOHUYECKOTr0 OPOHXHUTA
UHbekumn KOXHM M /MSITKHX TKaHel: (erMoHa,
0%a U paHeBble HHEKLIMN
MHTpaabnomuHaneHble HHGEKIUH

750 Mr kaxxaple 8 4acoB (BHYTPUBEHHO
WJIK BHYTPUMBILLEYHO)
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IToxa3anue

Jlo3upoBka

OcnoxHeHHbIe MH()EKIMY MOYEBBIBOASAIIMX MTyTEH,
BKJIIOYAst MUETOHEDPUT

1500 wMr  kaxasle 8  4Yacos
(BHYTPHUBEHHO WJIU BHYTPUMBIIIEYHO)

Tsoxenble MHbeKUUN

750 MT Ka)XKJble 6 4acoB
(BHYTPHMBEHHO)
1500 wMr  kaxnaele 8  4acoB
(BHYTPHBEHHO)

[MpodunakTika MHOEKLUMOHHBIX OCIOXXHEHUH NpPH
KEITyI0UHO-KUILEYHBIX ornepaumsx,
OpPTOMEINYECKHX OMNEepalusiX, TMHEKOIOTMYECKUX
ornepauusx (BKIHOUas KECapeBoO CEYEHHE)

¢

1500 Mr Bo BpeMsi BBOJIHOI aHECTE3MUH.
UYepe3 8 u 16 yacoB JOMOJHUTEIBHO

MOXET OBITH BBEJIEHO
BHYTpUMbIIIEYHO 1o 750  wMr
npenapara

[Tpodunaktuka MHGEKIMOHHBIX OCIOXKHEHUH MpH
oriepaLmsX Ha CepLe U orepauusX Ha MUILEBOIe

1500 mMr BO BpeMsi BBOJIHOM aHECTE3MH,
a 3areM 750 Mr (BHYTpHUMBILLEYHO)
KaXaple 8 4acoB B TEUYEHHUE
cienyroumx 24 4yacos

Tabnuya 2. Jemu c maccoii mena < 40 ke

IMoxkazanmue

MaageHus! 1 A€TH B
BO3pacTte > 3 HeAeJIb U
<40 kr

MaaaeHus (¢ poxKIeHHUs
10 Tpex HeleJb)

BHe6oJIbHUYHAS [THEBMOHUS

Ot 30 no 100 wmr/kr/cyTku

OcnoxHEeHHbIE MHGbEKIUH
MOY€EBBIBOAAILINX nyTeH,
BKJTIOYAsi MUEIOHEPUT

(BHYTPUBEHHO), pa3/ieJeHHbIE
Ha 3 uau 4 npUMeHeHus; 1032
60 Mr/kr/geHp MOAXOOUT OJIst

Ot 30 no 100 mr/kr/cyTku
(BHYTpPHUBEHHO),

pa3feNieHHble Ha 2 WU
3 npuMeHeHus (CM. pasaen

UHpekunn KOXKHM M MATKUX
TKaHeW: ¢rermMoHa, poxa M
paHeBble MHPEKLUH

OOBLIMHCTBA UHPEKLHH

MHTpaabroMUHaIbHBIE
MH(pEKLUH ¢

5.2)

IToueunas nHedocmamoyuHocms

[ledypoKcHM MpPEeUMYLIECTBEHHO BBIBOAMTCS Moukamu. IToaToMy, Kak W NpU NMPUMEHEHUH
MaiMeHTaM C BBIPAXXEHHBIM HapylleHHeM (QYHKLMH MOYeK
KOMIIEHCHpOBaTh ero Oonee

JIPYruX aHTUOMOTHUKOB,

PEKOMEHAYETCA CHWXEHHUE O3Bl

MEIJICHHOEC BBIBCIACHHE.

uedypokcuma,

YTOOBI

Tabnuya 3. Pexomendyemvie 003bl yeypoKcuMa npu nOYeyHol Hed0CmamoyHoCmu

KnaupeHc kpeaTHHHHA Ilepuoa mosryBbIBEAEHUS Ho3a (mr)
(T'%) (9)

>20 ma/Mun/1,73 m? 1,7-2,6 HeT HeOOXOAMMOCTH CHUXKAThb
CTaHJApTHYIO 103y Mpenapara
(750 mr — 1500 mMr Tpu pasa
B CYTKH)

10-20 ma/mun/1,73 m? 4,3-6,5 750 Mr aBa pa3a B CyTKH

<10 mn/ mun/1,73 M? 14,8-22.3 750 Mr OIMH pa3 B CyTKHU

[TauuenTs! Ha remoauanuse | 3,75 B KkoHIEe KaXmgoro ceasHca
reMo/IMaJin3a CJIeIyeT BBOAMUTH
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KnvpeHc kpeaTHHUHA TMepuoa nosyBbIBeIEHHUSI e GRE (M) "
, (TY%) (v)
JOTIOJHUTENBHYO 103y
nedypokcuma 750 MT
BHYTPHBEHHO WITH
BHyTpuMBIIeyHo.  [Tomumo

MapeHTepalbHOrO0  BBEICHMS,
ueypoKCHMM HaTpusi MOXKHO
100aBIsTh K pacTBOpaM Ui
MIEPUTOHEATEHOTO Jau3a
(06B14HO 250 Mr Ha Ka)cable 2 11
JIMAJTU3HOM HKHUIKOCTH)

[Taumentsl ¢ noueuHoit | 7,9-12,6 (remoauanus) 750 Mr aBa pasa B CyTKH.
HEI0CTaTOYHOCTHIO, 1,6 (remo¢unbTpaLus) [Ipu HHU3KOTMIOTOYHOM
HaXOIALIMECS B OTIACIICHUU reMouIbTpaLK
WHTEHCUBHOW Tepanuu Ha IPUMEHSIOTCS JI03bI,
HENMPEPLIBHOM PEKOMEHIOBaHHbIE npH

reMoJInaau3e c
MCIIOJIB30BAHUEM apTEpPHO-
BEHO3HOI0 IIyHTa WJW Ha
BbICOKOTIOTOYHOH
reMoUIbTPaLUH

HapylIeH!H QYHKLUH MOYEK

Ileyenounas nedocmamounocmo
[Tockonmbky 1HEQYpPOKCHM BBIBOAMTCS MPEUMYLIECTBEHHO IIOYKAMH, OXHAAETCHA, UTO
HapyuieHne QYHKLUMY NeYeHH He MOBJIUAET Ha GapMaKOKHHETHKY LedypoKcuMa.

Cnocob npuMeHeHus

Llepypokecnm crenyer BBOAMTH MyTeM BHYTPUBEHHOH WHBEKUMH B TEYEHHE 3-5 MHHYT
HEMOCPEICTBEHHO B BEHY MJIM Yepe3 UH(QY3UOHHYIO TPyOKy, WK MyTeM UH(Y3UH B TEUCHHUE
30-60 MuHYT, MM TyTeM rIyOOKON BHYTPUMBIIIEYHON HHBEKIIMH.

BHyTpuMBIlLIeUHbIE HHBEKLIUH CJIEAYEeT BBOAUTH FIyGOKO B JOBOJIBLHO KPYIHYHO MBIILIILLY, PH
3TOM B OZIHO M TO )K€ MECTO MOXKHO BBOAMUTE He 6oaee 750 mr. J{o3bl, npessiatomme 1500 mr,
ClIeyeT BBOAUTH BHYTPUBEHHO.

VHCTpYKUMKM MO BOCCTAHOBIECHHIO JIEKAPCTBEHHOIO Mperapata Mepe] BBEJEHHEM CM. B
paszgene 6.6.

4.3 IIpoTuBONOKAa3aHNSA

¢  [MNep4yBCTBUTEIBHOCTD K LEPYPOKCUMY.

* ['unep4yBCTBUTENBHOCTB K Le(aTOCTIOPUHOBBIM aHTHOHOTHKAM.

e Hammune B aHaMHe3e TsDKENOW peakUMM THIEPUYBCTBHTENBHOCTH (HAmpHMeD,
aHauIakTHYECKOH PgaKLKi) K JTI060My IpyroMy THITY 6€Ta-TaKTaMHBIX aHTHOAKTEPHATBHBIX
MpenapaToB (MEHULUMIIMHBI, MOHOOAKTaMBl U KapbarneHems!).

4.4 Oco0ble yKka3aHHsi U MepbI NPEI0CTOPOKHOCTH NPH NPHUMEHEHUH

Peakuuy runepyyBCTBUTENLHOCTH

Kak u mpu npumeHeHnu npyrux GeTa-TakTaMHBIX aHTMOAKTEpHATbHBIX JIEKAPCTBEHHBIX
npenaparoB, MOCTYNald COOOLIEHHS O pa3BUTHH CEPhE3HBIX, WHOTAA JIETAJbHBIX pEaKLUi
TUTIEPYYBCTBUTEABHOCTH.  bbliM  nomyueHsl  cooOmieHMs O  pasBUTMM  pEAKLMUH
TUMEPYyBCTBUTEBHOCTH, — Mporpeccupyromux a0  cuHapoma  Koynuca  (octporo
aJUIEPrUYECKOro cra3mMa KOPOHApHbIX apTepHid, KOTOPBIA MOXET MpHUBECTH K HH(MApKTY
MHOKapaa, cMm. pasgen 4.8). Bcnyyae  BO3HMKHOBEHHSI — TSDKENBIX — PEaKLMH
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TUMEPYyBCTBUTENBHOCTH, CIIENYET HEMEIIEHHO HperaTI/ITlg"-ﬂ
MPEANPUHSTH COOTBETCTBYIOLME HEOTIOKHbBIE MEPBI.

Tlepen Ha4anOM JIEUEHHUs! CIACLYET ONPENEUTh, ObUIH JIH Y MAlMEHTa B aHAMHE3€ TAXKCIIBIC
peakKiMy THMEpYyBCTBUTENLHOCTH Ha LE(QYPOKCHM, Ipyrve UedanoCnopuHbl MM MpoYHe
Hera-naKkTaMHble aHTHOMOTUKHU. [IpenapaT cienyer ¢ OCTOPOXKHOCThIO Ha3HA4aTh MalHeHTaM
C HETSHKEABIMM  PEAKLUMSMH  THIEpYyBCTBUTENBHOCTH Ha Jpyrue GeTa-JlaKTaMHbIE
aHTUOMOTHUKH B aHAMHE3E.

Tsokesnble KOXKHBIE PeaKLIUU

BTN MONy4eHbl COOOIIEHHS O Pa3BUTHM TSKENBIX KOXKHBIX HEXENaTeNbHbIX PEaKLHi,
BKIIoYas cunapom CTuBeHca-J/[)KOHCOHA, TOKCHYECKUH 3nuaepManbHblil Hekponus, DRESS-
CHHIPOM (KOXXHas ChIMb € 303MHOMMJIMEH M CHCTEMHBIMH CHMITOMaMH), CBSI3aHHBIX C
NpUMEHEHNEM JIEKAPCTBEHHBIX CPE/ICTB, COAEPKALIMX LehypokcuM (cM. pasnen 4.8). [laHHble
HeXeNaTe/IbHble peaklvu MPEeNCTaBIAioT yrpo3y Als KU3HM, B TOM YMCIE, MPUBOIAT K
J€TaJbHOMY UCXOY.

[TauneHToB HEOOXOAUMO MPOMH(POPMHUPOBATH O MPU3HAKAX ¥ CUMIITOMAX KOXHBIX PEAKLMH 1
PEKOMEHIOBaTh TIIATEIBHO KOHTPOJIMPOBATh MX MOsBIEHHE. EciM MpU3HaK¥ U CHMIITOMBI
MpEeanojaraioT pa3BUTHE TKEIBIX KOXHBIX PEaKLMH, ClIelyeT HEMENICHHO MNpPeKpaTHTh
MpUMeHeHHe LedypoKcHMa U pacCMOTPETh Ha3HaueHHe albTePHATUBHOrO JieyeHus. Ecan npu
MpUMEHEHNH LIehypPOKCHMa pa3BUIach Cepbe3Hasi peakius, Takas kak cuHapom CruBeHca-
JI)KOHCOHA, TOKCHYeCKUi anuaepManbHblil Hekponn3, DRESS-cunipom, y Takux MmanueHToB
MOBTOPHOE Ha3Ha4YeHHE LieypoKcHMa MTPOTUBOIOKA3aHO.

CoBMECTHOE MPUMEHEHHE C CHJIBHOJIENCTBYIOIIMMH IUYPETUKAMU UIU aMUHOTJIUKO3U/IaMHU
AHTUOMOTUKM Tpynmnbl 1e(aJoCTOPUHOB B BBICOKHMX J[103aX CIELYET C OCTOPOXHOCTBIO
Ha3HayaTh MalMeHTaM, OJHOBPEMEHHO TMOJIy4aloIlUM JIeYEHHE AUYPETHKAMH, TaKUMH Kak
bypocemun, wiM amuHOrIMKO3uAaMH. CooOliajock O MOYEHYHOH HEAOCTATOYHOCTH MPH
MCIOJIb30BaHUH ITHX KOMOMHaUHWH. ClieyeT KOHTPOIMPOBaTh (PYHKLMIO MTOYEK y MALMEHTOB
MOYKMJIOTO BO3pPACTa M Y MalMEHTOB ¢ 3a00j1€BaHMUAMM NOYEK B aHaMHe3e (cM. paszaen 4.2).

Ype3MepHBIi pOCT HEYYBCTBUTENBLHBIX MUKPOOPTaHU3MOB

[IpuMeHeHne uedypoKkcHMa MOXET BBI3BaTh M30BITOUHBIM pocT rpuboB poxa Candida.
[TponomkuTenbHOE MCMONB30BaHUE LEPYPOKCHMA MOXKET TAKXKE MPUBECTH K YPE3MEPHOMY
POCTY IPYTMX HEUYBCTBHTENbHBIX MHMKPOOPraHM3MOB (Hampumep, Enterococci W
Clostridioides difficile), npu 3TOM MOXeT MOTpeOOBaTLCS MpPEPLIBAHUE Kypca JICYCHHUS
npenapaToM (cM. pazaen 4.8).

Coobmanoce 0 nceBaoOMeMOpPaHO3HOM KOJIMTE, CBS3aHHOM C MPHUEMOM aHTHOMOTHMKOB IIpH
NMPUMEHEHUH LepYpPOKCHMA; CTeTNeHb TSDKECTH MOXKET BapbUpoBaTh OT JIETKOW 10
yrpoXKarowei st )KU3HU. BO3MOXXHOCTh JaHHOTO JHMarHo3a clelyeT pacCMaTpUBaTh y BCEX
MaLMEeHTOB C IMapeei, BO3HHUKIIEH BO BPeMs MIIM MOCIe Kypca JIedeHHs Le@ypOKCUMOM (CM.
paznen 4.8). Cnexyér paccMOTpeTh HEOOXOAMMOCTb OTMEHBI Tepamuu LHedYpPOKCHMOM H
Ha3HAaYeHHs creuranbHoro jedeHuss B otHowmeHun Clostridioides difficile. He cnenyer
Ha3Ha4aTh Mpenaparhl, yTHETAIOUINE MEPUCTANBTUKY KUIIEYHUKA.

BBenenue B mepeH0K0 KaMepy ria3a i ohTaJbMOJ0rHuecKue 3a001eBaHus

[ledbypokcum He mokasaH Ui BBEJEHHMS B MepeaHio kamepy rinasza. Coobmianock 06
OTAEbHBIX Cy4asX U HECKOJIbKMX OJHOBPEMEHHBIX CEPbE3HBIX HEXKEIATENIBHBIX PEAKLHAX CO
CTOPOHBI OpraHa 3peHust MocJie MPUMEHEHUs LePypOoKCHMa HE MO YTBEPKAEHHBIM MMOKa3aHUSIM
C BBEICHHEM B TEpPEAHION Kamepy TIJa3a. OTH HeXelaTelbHble PpEeaKUUHd BKIIOYAIH
MaKyJsSpHbIH OTEK, OTEK CETYaTKH, OTCIOCHUE CEeTYaTKHM, TOKCHYHOCTb [UIs CETYaTKH,
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HapylIeHWe 3peHusl, CHUKEHUE OCTPOThI 3pEHUA, HEYETKOCTh 3p(mx,—rrmvry‘rﬂerme-pembk—~

U OTEK POTOBHULIBI.

UHTpaabioMUHAIbHBIE HHPEKIIUK
W3-33 CBOEro CrekTpa AeiCTBHS LeQypOKCHM He MOAXOAWT AN JiedeHus HHQEKUHH,
BBI3BAHHBIX IPAMOTPHLIATENLHBIMU HEDEPMEHTUPYIOIIMMHU OakTepusaMHU (CM. paszie 5.1).

BausiHMe Ha TMAarHOCTUYECKHE TECTEI

JloxHomnonoxuTensHas npota Kym6ea Ha GpoHe mpuMeHeHHs 1edypOKCHMa MOXKET BJIUATH Ha
pe3ysbTaThl MPOG Ha COBMECTUMOCTB KPOBH (cM. pasaern 4.8).

MoxeT HabmaaThCs HE3HAYMTEIbHOE BMELIATEIbCTBO B METOJbI, OCHOBaHHBIC Ha
BoccraHoBneHun Meau (Benemwkra, @enunra, Knunurect). OmHaKo 3TO HE JOMKHO
MPUBOIUTEL K JIOXKHOTIOJIOXKUTENBHBIM pE3y/bTaTaM, Kak MOXHO OXKHIaTh NMPU MPUMEHECHUH
HEKOTOPBIX JAPYTrUX Le(anoCnOpHHOB.

B cBA3M ¢ BO3MOXHBIM JIO)KHOOTPHULIATENILHBIM ~ PE3YJbTaTOM TpPH  MPOBEACHHH
(beppHLMaHHIHOrO TECTA, Y MALMEHTOB, MOIYYaloLMX LHeQYPOKCHM HATPHS, s ONMPEACICHHS
YPOBHS IJIIOKO3bI B KPOBH/TIa3Me PEKOMEH/IYETCSl HCTIONIb30BaTh METO/I C TIIIOKO300KCHAA30H
WJIM TEKCOKMHA30M.

Baknast vHGOpMaLus 0 BCOMOraTebHbIX BELIECTBAX

[edypokcum 250 Mr, MOpOIIOK IUIS . PUTOTOBJIEHMS PacTBOpa IUISi BHYTPUBEHHOrO H
BHYTPHMMBILIEYHOTO BBEJEHHUS CONEPKUT MeHee | MMoub Hatpus (23 Mr) Ha (akoH, TO ecTb
MPaKTHYECKH HE CONEPXKUT HATPHSA.

Lledypokcum 750 Mr, mopomok A MPUTOTOBIEHMS pPacTBOpa /Ul BHYTPUBEHHOIO H
BHYTPUMBIILIEYHOTO BBEIEHHUS CONEPKUT 42 MI HaTpHsi BO (JIaKoHe, YTO IKBUBANEHTHO 2,1 %
pekomeHayemoi BO3 MakcuManbHOM CyTOYHOM 1036l 2 T HATPUs I B3POCIBIX.
Llepypokcum 1500 Mr, mopomok ajasi MPUTOTOBIEHHUS DPAaCcTBOpa [Jisi BHYTPUBEHHOTO H
BHYTPUMBILIEYHOTO BBEICHUS COAEPIKUT 83 MI HATPHs BO (IaKOHE, 4TO IKBUBANEHTHO 4,15 %
pexomenayemoit BO3 MakcHManbHOM CyTOYHOM 1036l 2 T HATPUs I B3POCIBIX.

4.5 B3aumopgeicTBHe C APYrMMH JIEKApPCTBEHHBIMH IMpenaparaMd M JApyrue BHABI
B3aMMOJEHCTBHSA

LlehypoKCHM MOXET OKa3bIBaTh BIMSHME HA KHIIEUHYK MMKPOQIOpY, 4TO MPUBOIMT K
CHIDKEHHIO peabCcopOLMKM 3CTPOTEHOB M CHIKEHUIO 3()GHEKTUBHOCTH KOMOUHUPOEAHHBLX
nepopanbHulX KOHMPAayenmusos.

LledbypokcHM BBIBOOMTCS MyTeM KIyOOYKOBOW GHIBTPALMKM W KaHAJIbLUEBOM CEKpPELHH.
He pexomeHnayercs OOHOBpEMEHHOE TMpUMEHEHHE npobeneyuoa W LedypOKCHMA.
OnHOBpeMeHHOE MpUMEHeHHe MpobeHeunaa YIJIMHSIET OJIMMHMHALMI0 LepypoKkcuma H
MPUBOAMT K MOBBIIIEHUIO MAaKCUMAJbHOH KOHLIEHTpALMHU LieypoKcHMa B CBIBOPOTKE.
ITomenyuanvno negppomokcuueckue npenapamol u nemnesvie OUypPemuKu

JleueHre BBICOKMMM 103aMU 11e(asOCIOPUHOB CIELYeT MPOBOAWUTHE C OCTOPOXHOCTBIO Y

MalMEHTOB, MPMHUMAIOIIMX CHILHONEHCTBYIOUINE AMYPETHKH (HarmpuMep, GpypoceMn) Win

MOTEHLMANbHO  HEDPOTOKCHYECKHE  mperapaTtbl  (HampuMmep,  aMHUHOTJIMKO3UIHBIE
AHTUOMOTHKHM), MOCKOJIBKY HEJb3si HCKJII0YaTh HapyLIeHHe (yHKIUH MMOYeK MpH COYETAHHOM
Tepanuu AaHHbIMU MpernapaTamMH.

IIpouue 63aumodeticmeus

LledhypokcHM MOXET OKa3bIBaTh BJIMSIHHE HA PE3yJIbTaThl ONMpPEAEIEHHs YPOBHs IJIFOKO3bI B
KpoBu/maa3me (cM. pasznen 4.4).

OnHOBpPEMEHHOE MPUMEHEHUE C MEPOpaTbHBIMH AHTUKOAryJIsHTaMH MOXET TMPHBOIUTH K
YBEJIMUEHHIO MEXIyHapOIHOr0 HopMak3oBaHHOTo oTHoIeHUst (MHO).
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4.6 ®epTUIBHOCTD, 0EPEMEHHOCTDb M JIAKTALUS
Bepemennocmeo

Jlanuple o0 npuMeHeHMH Uedypokcuma y  O€peMEeHHBIX OJKCHIUMH  OTpaHHYCHBI.
B McCeI0BaHKsIX Ha )KHBOTHBIX He GbLIO OTMEUEHO BJIMSHUS Ha PENPOAYKTHBHYIO QYyHKLHIO
(cm. pasnen 5.3). LledpypokcuM cremyer Ha3HayaTh BO BpeMs GEpEMEHHOCTH TOJILKO B TOM
cilyuae, eClM OXKHAaeMas MoJjib3a Uisi MaTepH MPEBBILIAeT MOTEHLMAIBHbIA PUCK 1UIS TI0IA.
Belio Moka3aHo, YTO TMOC/I€ BHYTPUMBIILIEYHOTO WM BHYTPUBEHHOTO BBEICHUSA MaTepH
e(pypOKCHM MPOHUKAET Yepe3 MIAlEHTy W JOCTMraeT TepareBTHYECKHX KOHLEHTpaLud B
aMHHUOTHYECKOM XHUIKOCTH U MyTOBUHHOH KPOBH.

Kopmnenue epyovio

LedypokcuM B HEGOMBIINX KOTUYECTBAX BBIAEIAETCS C IPyAHBIM MOJIOKOM. HexenateabHbIX
peakuMi TNpH NPUMEHEHWH B TEpPANeBTHMYECKMX [03aX HE OXMOAETCs, OIHAKO HEb3d
MCKJTIOUMTh PUCK JWapeM M TIpUOKOBBIX MHGbeKIMi cru3ucTeix obonodex. Heobxomnmo
MPUHATH PELIEHUE O MPEKPALIEHHH IPYAHOr0 BCKAPMJIMBAHHUA WM 00 OTMEHE/BPEMEHHOM
MpeKpalleH!y Tepanuu [edypOKCHMOM C yYETOM MOJb3bl I'PYAHOrO BCKapMJIMBaHHS IS
pebeHKa U MoJb3bl Tepanuy U MaTepH.

DepmunvHocmb
Her naHHBIX O BAMsHUM LepypoKcHMMa HAaTpus Ha (EpTHIBHOCTH Yy YelloBeKa.
PenpoayKTHUBHBIE HCCIIEIOBAHHUSI HA )KUBOTHBIX He ObLIO MOKa3aHO BIUAHMS Ha (PEPTHIIBHOCTD.

4.7 BausiHMe Ha CMOCOOHOCTH YMPaBJSATh TPAHCMOPTHBIMM CPeICTBAMHM MU padoTaTh C
MeXaHHU3MaMHU

VccnenoBanus BiusiHMS LepypOKCHMa Ha CMOCOOGHOCTh yMpPaBISTh TPAHCIIOPTHBIMHU
CpPeNCTBaMH M JAPYTMMH MeXaHM3MaMH He MpoBoaMinch. OIHAKO, MCXOAs M3 Mpodus
HEXeNaTeNbHBIX peakuud uedypokcHMa, €ro BIHSHHE Ha CMOCOOHOCTH YNpaB/ATh
TPAaHCIOPTHBIMH CPEJICTBAMH U IPYTHMH MEXAHU3MaMM SIBIISETCS MATOBEPOSTHBIM.

4.8 HexxenarenbHble peakuuu

Haunbonee 4acThIMH HeXeNaTEIbHBIMM PEAKLMAMH SABJISIOTCS HEHTPONEHHs, 303MHODHUINA,
KpaTKOBPEMEHHOE TOBBILIEHHE YPOBHsI MEYEHOYHBIX (DepMEHTOB WM OMIMpYOHHA, 0COOEHHO
y MaUMeHTOB c 3a0oJieBaHWEM IMEYEeHH B aHaMHe3€, B TO BpeMs KaK JApYTHE CHUMITOMBI
MOBPEXKIECHUS MEYEHHU U PEaKLIMU B MECTE BBEICHHUSI HE OTMEYAIOTCH.

Kareropum 4acToTel HeenaTeNbHBIX pEaKlMi, TMpPEeACTaBICHHBIE HWKE, SBIAIOTCS
NMPUOIU3UTENBHBIMH, TIOCKOJIBKY IS OOJIBIIMHCTBA pEaKMi HET JOCTATOYHBIX JaHHBIX IS
pacyeTa 4aCTOThl BOSHUKHOBEHHS. KpoMme Toro, yacToTa He)KenaTeIbHbIX PeakLi, CBA3aHHBIX
C MPUMEHEeHHeM Lie@ypOKCHUMa HaTPHsl, MOXKET BApbHPOBATh B 3aBUCUMOCTH OT MTOKA3aHUH.
JlaHHBIE KJIMHUYECKUX WCMBITAHMH OBUIM WMCIIOJB30BaHbl IS OMNpPENENCHUS YacTOTHI
HEXENAaTeIbHBIX peakUMil OT «OYeHb 4YacThIX» A0 «peakux». Yacrora BceX OCTaIbHBIX
HexenaTebHbIX peakiimii (T.e. Tex, 0 KOTOpBIX coobutanock ¢ yacToToi <1/10000) B OCHOBHOM
Onpeaenssach B X0J€ MOCTMAapPKETUHIOBOTO HaOIIOAEHHUS U OTHOCHUTCS CKOpPEEe K MPOLIEHTY
COOOIIEHHH, @ He K UCTMHHOM 4acTOTe BOBHUKHOBEHHMSI JAHHBIX pEeaKLIUH.

Wudopmauns o HexenaTenbHbIX peakuusaX U3I0KeHa B COOTBETCTBUM C CHCTEMHO-OPTaHHOM
knaccupukauneii MedDRA, 4yacToToif BCTpeuaeMOCTH W CTENEHbIO TshkecTH. YacToTy
BCTPEUaEMOCTH KJITaCCHMUIMPOBATH CleayromuM o0pa3oM: odeHb yacto (=1/10); uacto
(>1/100, Ho <1/10); meuacto (>1/1000, o <1/100); penko (>1/10000, Ho <1/1000); o4yeHb
peako (<1/10000); yacToTa HeusBecTHa (Ha OCHOBAHWM HMEIOLIMXCS [NAHHBIX OLEHHTH
HEBO3MOIKHO).
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CHCTEeMHO-OpPraHHbIH
KJ1ace

HeCnyDJIIHKK pella Chb
HexenaTenbHasi peakiisl “Yactora |

o

Hugpexyuu u unsasuu

m30bITOuHEl  poct  Candida,
u36eiTounslii poct Clostridioides

difficile

4acToTa HEU3BECTHA

Hapywenus co . cmopomubl
Kposu u ﬂuquamiuqecxoﬁ
cucmembl

Hapywenuss co cmopoHbl

UMMYHHOU CUCmeMbl
!

HEeUTpomneHus, 903MHOUIIUSA, | 4ACTO

CHM)KEHHME YPOBHS reMOrIo01Ha

NeKoneHus, TMOJIOXKUTEIbHAs | HEYAcTO

npoba Kymb6ca

TPOMOOLIUTONEHHS, 4acTOTa HEM3BECTHA
reMOJIUTHYECKast AaHEMHS

JIeKapCTBEHHas JMXOpajKa, | 4acToTa HEM3BECTHA
MHTEPCTHLIMAJIbHBIN HedpHuT,

aHaduIaKcus, KOXKHBIA BaCKyJIMUT

Hapywenuss co cmopoHbl | CHHAPOM KoyHuca | yactota HEM3BECTHA
cepoya (annepruveckui KOpOHApHBIN
CHUHJIPOM)
Kenyoouno-kuuweuneie JUCKOMMOPT B )KUBOTE HEYacTo
HapyweHus
nceB1OMeMOpPaHO3HBIN KOJIMT | 4aCTOTa HEU3BECTHA
(cM. paznen 4.4)
Hapywenus co cmopoHbl | KpPaTKOBPEMEHHOE  TIOBBILIEHHE | 4aCTO
neveHu u dceniedbl8o0suux | ypoOBHS NMEUEHOUHBIX (EPMEHTOB
nymes KpPaTKOBPEMEHHOE  MOBBIIIEHHE | HEYACTO
' ypOBHs OunnpyOnHa
Hapywenuss co cmoponsl | KOXHas ChINb, KPaIMBHULA U 3yl | HEYACTO

KOHCU U NOOKONCHBIX MKAHEU

MyJIBTH()OPMHAs IpUTEMA,
TOKCUYECKHUH 3MUAEPMAIbHBINA
Hekpoau3, cuHapoM CTHBeHca-
JKOHCOHA, aHTMOHEBPOTHYECKH
OTeK, KOYKHast ChIMb c
903MHOMUINEN W  CHCTEMHBIMH
cumntoMamu (DRESS-cunapom)

4acToTa HEU3BECTHA

Hapywenus co cmoponsl
noYeK U  MOYe8blBOOSUJUX
nymetu

TIOBBILIEHUE YPOBHS KPEaTHHUHA B
CBIBOPOTKE, TOBBILIEHHE
COJEp)KaHUsl OCTaTOYHOIO a30Ta B
KpPOBH,  CHIKEHHE  KJIMpEeHca
KpeaTHHHHA (cM. pa3nen 4.4)

4YacToTa HEU3BECTHA

Obwue  HapyweHus u
peaxkyuu 8 mecme 66e0eHUs

peakuMd B MeCTe BBEACHHS,
KOTOpbIE MOTYT  BKJIIOYaTh
6one3HeHHOCTh U TpoMOOPaeOUT

4qacTo

Onucanue omoenvHblx HexcenamenbHblX peaKyull
AHTHOMOTHKH W3 Fpynmel 1epanoCnopHHOB HMMEIT CBOWCTBO abcopOMpoBaThCs Ha
MOBEPXHOCTH MEMOPAH PUTPOLIMTOB M BCTYNATh B PEAKLIMIO C aHTHTENAMHU K LiedypoKCHmy,
YTO MOXKET MPUBOAUT K JIOKHOIMOJIOKUTEILHOMY pe3ynbTaty mpobsl Kymbcea (v BIuATh HA
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reMOJIMTUYECKOW aHEMHUHU.
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Bole3HEHHOCTh B MECTE BHY TPMMBILIEYHOH HHBEKIMH O0Jiee BEpOsTHA NPH BBEICHUH bonee
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JHemu
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BaxkHo coo0marte O MOJ03PEBAEMBIX HEXKENATENbHBIX PEaKUUAX [MO0CIe PEruCTpauun
JIEKapCTBEHHOTrO TMpermapara ¢ Lelblo  00ECrnevYeHUst  HEMPEepbhIBHOIO  MOHUTOPHHTA
COOTHOLIEHHS «T0JTb3a — PUMCK» JIEKAPCTBEHHOTO TMpernapara. MeIUIMHCKUM paboTHHKaM
PEKOMEHIyeTCs Coo0IaTh O MOJ03PEBAEMbIX HEXKENATEIbHBIX PEaKUUAX JIEKapCTBEHHOIO
npenapata uepe3 HaUMOHAJIbHYK) CHCTEMY COOOILEHHMs O HEeXeIaTeJbHbIX PEeaKUUAX
rocyapcTaa.
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220037, MuHck, ToBapuuieckui nep., 2a
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Tenedon otnena papmakonanzopa: +375 (17) 242-00-29; daxc: +375 (17) 242-00-29

On. nouTa: repl@rceth.by, rceth@rceth.by

https://www.rceth.by

4.9 Tlepeno3upoBka

[Tepeno3upoBka MOXET TMPUBECTH K  HEBPOJIOTMYECKMM  HApyLICHHsM,  BKIIOYas
sHUEedATONATHIO, CYA0POTrH U KOMY. CUMIITOMBI MEPEA03UPOBKH MOT'YT BO3HMKHYTh, €CJTH 1032
He OyIeT COOTBETCTBYIOIIMM 00pa3oM CHMIKEHA Y MAaLMEHTOB C MTOYEYHON HEJOCTATOYHOCTBIO
(cm. paznens 4.2 u 4.4).

KoHueHTpauuto uedypokcuma B CBIBOPOTKE KPOBU MOXHO CHU3UTB C MTOMOIIBIO FeMOAHAIN3a
WM IEPUTOHEATIbHOTO JHaIu3a.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1 ®apmakoaMHAMU4YeCKHe CBOHCTBA
®apmakoTepaneBTHYecKass rpynna: AHTHOAKTEpUAIbHBIE TpenapaThl CHCTEMHOTO
neicteus. Jlpyrue Oera-nmakTaMHble aHTHOakTepuaibHble mpenapatsl. LledanocnopuHsl

BTOPOI'O MOKOJICHUA.
Kon ATX: JO1DCO02.
, [

Mexanusm deticmeus

LledbypokcuM MHTUOMPYET CHHTE3 KJIETOUHOW CTEHKH OaKTEpUil, CBA3BIBAACH C NMEHULMITHH-
cBs3biBatolMMu 6enkamu (PBP). DTo nprBOIUT K HApYLIEHHMIO OUOCHHTE3a KIIETOYHON CTEHKH
(MenTUaOTIMKAHOB) C TOCIENYIOLIUM JTM3UCOM U THOENBI0 OaKTepUaIbHOM KIIETKH.

Mexanuzm popmuposarus pesucmenmuocmu

PesuctentHocTh OakTepuit K LedypokcHMy MOXeT ObITh 0OyCIOBI€HAa OJHUM HIH

HECKOJIbKUMH U3 CIEIYIOIUX MEXaHU3MOB:

— rugponu3 GeTa-jakTamasaMH, BKIYas (HO He OrpaHMuMBasch) OeTa-nakramasamu
paciuupenHoro crektpa aeiicteus (BJIPC) u dpepmentamu Amp-C, KOTOpbIE MOTYT OBITh



!

VHIyLMPOBaHbl WM CTaOWIBHO WHIMOUPOBAHBI Y onpeAENeribIX “HiTAMMOB a3pOoGHBIX
rpamMoOTpHULATEbHBIX OaKTEPHHA;
— CHMKEHHOE CPOJICTBO MEHUIMIUTMH-CBSA3bIBAIOIMX GEKOB K Le(ypOKCHMY;
— HENMpPOHHMIAEMOCTh HapyXKHOW MeMOPaHbl, KOTOPasi OrPaHMYMBAET JNOCTYI LedypoKcHMa K
MEHULUJITMH-CBA3BIBAIOIIMM OellKaM rpaMOTpUIIATENbHBIX OaKTEPHH;
— ©OakTepuanbHbie 3G (ITIOKCHBIE HACOCHI.
O’kulaeTcs, 4YTO MHKPOOPraHW3MBbl, KOTOpBIE TMPHOOPETH PE3UCTEHTHOCTh K IPYrHMM
MHBEKIIMOHHBIM LiedanocrnoprHaM, OyIyT pe3UCTeHTHBI K LedypokcuMy. B 3aBUucHMOCTH OT
MEXaHH3Ma PE3UCTEHTHOCTH MHKPOOPraHU3MBbl C MPUOOPETEHHOW PpE3UCTEHTHOCTBIO K
MEHULUWIIMHAM ~ MOTYT  JEMOHCTPUPOBaTh  IMOHMXXEHHYK  UYYBCTBUTEIBHOCTH WM

PE3MCTEHTHOCTB K LIeQypOKCUMY.
¢

IToepanuunvie 3navenus MUK

[TorpaHnuHble 3HaueHHWS MHHUManbHOW  WHTHOMpytomed  koHueHtpauun (MHUK),
yCTaHOBJIEHHbIE EBpONENHCKMM KOMHUTETOM IO TECTHPOBAaHWIO YyBCTBUTEIBHOCTH K
npoTuBoMHKpoOHbIM npenapatam (EUCAST), cnenyromue:

Muxkpoopranusm ITorpanuyHbIe 3HAYEHUS1 YYBCTBUTEJILHOCTH (MI/J1)
) YyBcTBUTEIbHBIE Pe3ucreHTHBbIE
Enterobacteriaceae’ <8 > 8
Staphylococcus spp. [Mpumeuanue? Ipumeuanue®
Streptococcus A, B, C, G Mpumeuanue* Ipumeyanne*
Streptococcus pneumoniae <0,5 >1
Streptococcus (apyrue) <0,5 >0,5
Haemophilus influenzae <l >2
Moraxella catarrhalis <4 >8
[lorpaHuyHble 3HAYEHUS, HE <4 > 83
CBA3aHHBIE C KOHKPETHBIM
BHOM OakTepumii' |

' orpanuunkie 3HaueHHs uedanocnopuna 1as Enterobacteriaceae mo3BONSIOT BBISIBUTH BCE
KIMHUYECKH 3HAYUMbIe MEXaHW3Mbl pe3ucTeHTHocTH (Bkmodas BJIPC w  nuasmun-
onocpenoBaHHbii - AmpC). Hekoropble ImTaMMbl, NPOAyUUpYIOIIKE OeTa-IakTaMasbl,
YYBCTBUTEJbHBI HJIM TMPOMEXYTOYHO YYBCTBUTENIBHBI K LedalocnopuHam 3-ro HiIu 4-ro
TIOKOJICHUS MPH yKa3aHHBIX MOPOrOBBIX 3HAYEHUAX, U TIOATOMY HMX CJIEIYeT PericTpUpoBaTh
KaK OOHapyXEHHbIE, T.e. HATUYHE WM OTCYTCTBHE GeTa-JaKTama3 PaclIMpPEeHHOro CreKTpa
JeHCTBUS caMo 110 ‘cebe He BIMSET Ha KIacCH(UKALMIO YyBCTBHTENBHOCTH. B0 MHOTHMX
perioHax oOHapyxeHue W knaccuukauus BJIPC  pekOMeHAyeTcs WM  SBISETCS
0053aTeJIbHON B LEISIX KOHTPOJIS MH(EKLHH.

? TIpenenbHoe 3HauYEHME OTHOCHTCS K 103e 1500 Mr X 3 M TOJBKO B OTHOWIEHUH E. coli,
P. mirabilis n Klebsiella spp.

3 O 4yBCTBUTENBHOCTH CTaQUIOKOKKOB K Le(alocropuHaM MOXHO CYAHTb IO
HYyBCTBUTECIBHOCTH K METHLMJIMHY, 3a WCKIIOYEHHEM LedTazuauma, uedhukcuma u
uegTrbyTeHa, KOTOpPblE HE MMEIOT MOPOrOBBIX 3HAYEHHH M HE JOMKHBI NPUMEHSATBCS TIPH
JICYEHUHU CTAPUIOKOKKOBBIX MH(EKIINA.

4 YyBCTBHTENLHOCT CTPENTOKOKKOB rpynn A, B, C u G x uedanocrnopunam onpezensercs 1no
YYBCTBUTEIBHOCTH K OEH3UINEHULIUILIHHY.

> TpesenbHbIe 3HAYEHHS OTHOCSTCS K CYTOYHOW BHYTPUBEHHOH 03¢ 750 Mr X 3 U BBICOKOH
no3e He meHee 1500 mr x 3.
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MukpoOuonornyeckas 4YyBCTBUTEIbHOCTh
[MpuoGpeTeHHas PE3UCTEHTHOCTb MOXET BapbUpOBaTh B 3aBUCHMOCTH OT pPErHOHa M €
TEUEHWEM BPEMEHH JUISi OTHAEIBHBIX BHJOB, MOJITOMY JKEIATENbHO MONYYHTh JIOKATBHYIO
MHGMOPMALIMIO O PE3UCTEHTHOCTH MHKPOOPTaHM3MOB, OCOOEHHO TpH JICYEHHH TKCIIBIX
undekumit. TIpy HeOOXOAMMOCTH ClefyeT OOpallaThes 3a KOHCYNbTAalMeH K CrEUHaIUCTY,
€C/M M3BECTHA MECTHAs PacrnpoCTPaHEHHOCTh PE3MCTEHTHOCTH, a MONb3a OT MPUMEHCHHA
npenapaTa Kak MUHUMYM TIPH HEKOTOPBIX MHMEKIIMOHHBIX 3a00JI€BAHUAX COMHUTEIbHA.
¢

[ledypokcuM 0OBIYHO aKTHBEH i Vifro 8 OTHOIIEHHWH CJIEAYIOIIMX MUKPOOPTraHU3MOB:
O0b1uHO yyecmeumenbHovle MUKPOOP2AHUIMbL
I'pamnonoscumenvroie aspoodoi
Staphylococcus aureus (IITaMMBI, 4yBCTBUTEIbHBIE K METULIMILTHHY )*
Streptococcus pyogenes
Streptococcus agalactiae
I'pamompuyamensnvie aspobvi
Haemophilus parainfluenzae
Moraxella catarrhalis
MuKpoopzanusml, 015 KOMOPbLX 603MONCHO HANUYUE NPUOOPEMEHHO
pe3ucmenmuocmu
I'pamnonosicumensvroie aspooot
Streptococcus pneumoniae
Streptococcus mitis (rpynnsl viridans)
I'pamompuyamensusie aapooot
Citrobacter spp., kpome C. freundii
Enterobacter spp., kpome E. aerogenes u E. cloacae
Escherichia coli
Haemophilus influenzae
Klebsiella pneumoniae
Proteus mirabilis
Proteus spp., kxpome P. penneri v P. vulgaris
Providencia spp.
Salmonella spp.
I'pamnonoscumenwvrvie anapooot
Peptostreptococcus spp.
Propionibacterium spp.
I'pamompuyamensvnsie anapooot
Fusobacterium spp.
Bacteroides spp.
Mukpoopzanuzmei, o6radarougue npupoOHoll ycmoiuuueocmoio
I'pamnonoscumensusie aspoon
Enterococcus faecalis
Enterococcus faecium
I'pamompuyamensvhsie azpoool
Acinetobacter spp.
Burkholderia cepacia
Campylobacter spp.
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Morganella morganii
Proteus penneri

10
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Proteus vulgaris

Pseudomonas aeruginosa

Serratia marcescens
Stenotrophomonas maltophilia
T'pamnonoxcumensHsie anapoovl
Clostridioides difficile
I'pamompuyamensvhvie anapoovl
Bacteroides fragilis

Ilpouue

Chlamydia spp.

Mycoplasma spp.

Legionella spp.

* Bce METHLIMJTMH-PE3UCTEHTHBIE S.aureus pe3UCTEHTHBI K LIEPYPOKCHMY.

Be110 mMoka3aHo, 4To in vitro ue@ypoKCUM HaTpHs B KOMOMHAUMHM C aMHHOTTIMKO3MIaMH
IeHcTByeT aJUIMTHBHO, HO HHOT/Ia MOXKET Ha0JIFOaThCs CHHEPTU3M IEHCTBUS.

5.2 ®apMakoKMHeTHYECKHE CBOWCTBA
Abcopbuus
[Tocsie BHYTPUMBILIEYHOTO BBeEHHUS (B/M) ehypOKCHMa 310pOBBIM 10OPOBOJIbLAM CPEAHHE
_ MaKCUMaJIbHbIe KOHLIEHTPALIMH B CBIBOPOTKE KPOBH COCTABJISIM OT 27 10 35 MKI/MIT LISl 10361
750 mr u ot 33 10 40 mxr/ma s 10361 1000 Mr u gocturanuce B TeueHue ot 30 10 60 MuUHYT
nocsie UHbeKIuK. Yepes 15 MUHYT mociie BHYTpMBEHHOTO BBeeHHs (B/B) B f03ax 750 u 1500
MI KOHLIEHTPALMK B CHIBOPOTKE KPOBU COCTaBJIsIU 0K0J10 SO 1 100 MKI/MJ1 COOTBETCTBEHHO.
[o-Buarmomy, AUC 1 Cmax BO3pacTaroT JIMHEWHO C yBETMYEHHEM 1035l B IMaNia30He pa3oBoi
no3bl o1 250 go 1000 mMr kak mnociie BHYTPUMBILIEYHOTO, TaK M TMOC/Ie BHYTPUBEHHOIO
BBeieHUs. [Tociie MHOTOKpPaTHOrO BHYTPMBEHHOTO BBeeH s B 103e 1500 Mr kaxabie 8 yacoB
MPU3HAKOB HAKOIMJIEHHs LEPYPOKCHMMAa B CHIBOPOTKE KPOBH 3IOPOBBIX J0OPOBOJBLEB HE
BBISIBJIEHO.

Pacnpenenenue

Cas3biBaHKe ¢ OeaKaMu Mia3Mbl KpoBH coctaBisieT oT 33 10 50%, B 3aBUCUMOCTH OT METO/a
ormpeneneHus. CpeaHuit 00bEM  pacrpelieieHuss TMocji€  BHYTPUMBIIIEYHOTO WK
BHYTPHBEHHOIO BBEIEHHS B auanasoHe 103 oT 250 mo 1000 mr coctaBmser ot 9,3 1o
15,8 1/1,73 M2, KonuenTpauuu uedypokcuma, NpeBbILIAOLINE MHHUMAJIBHYO
MHTUOUPYIONLYI0 KOHLEHTPALMIO Ul OOJBIIMHCTBA MHKPOOPraHU3MOB, MOTYT OBITh
JOCTUTHYTBl B MHHHalWHaX, TKaHAX CHHYCOB, CIM3MCTOH 000/104Kke OpOHXOB, KOCTSX,
TIEBPAJIbHON XKHUIKOCTH, CyCTaBHOM XKHUIKOCTH, CHHOBHAJIbHOM KHMJIKOCTH,
MHTEPCTULIHATBHON XHUAKOCTH, JKeTYH, MOKPOTE M BHYTPHUIJIA3HOH uaKOCTH. Llepypokcum
MPOHMUKAET uepe3 reMatodHuedanuueckuil 6apbep NMpH BOCMaleHHH 000J0YEK TOJIOBHOTO
mo3ra.

buoTpanchopmanus
LledhypokcuM He MeTaboaU3upyeTCs.

DNUMHUHALMS

LlepypokcHM BBIBOAMTCS MyTeM KIyOOYKOBOW (UIBTpALlMM M KaHAIbLIEBOW CEKPELHH.
[lepuon TmoJyBBIBEAEHUS W3 CBIBOPOTKH MOCJ€ BHYTPUMBIIIEUHOW WM BHYTPUBEHHOM
WHBEKLMK cocTaBisieT okoso 70 munyT. Lledypokcum moutd nomHocTsio (0T 85 no 90%)
BBIBOJMTCS B HEM3MEHHOM BHJIE C MOUYOM B TeueHHe 24 yacoB rocie BBeJeHus. bosblas yacTb
uedypoKcHMa BBIBOAMTCA M3 OpraHM3Ma B TeueHWe mepBbiXx 6 yacoB. CpeaHMH MOYEYHBIH
KmupeHc coctaBnser ot 114 1o 170 ma/mun/1,73 M* nociie B/M 1iid B/B BBEICHHS B IMaNa3oHe
103 ot 250 1o 1000 wmr.
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Pecniybnukn Benapychk

Ocobble pynnbl hayueHmos

Ton '

He oGHapyeHO pasnuuuii B (papMaKkoKHHETHKE Uedyp
JEHIIMHAMM TOCAe OIHOKPATHOrO BHYTPUBEHHOTO GoirocHoro Beeaenus 1000 mr

uedypokcuMa HaTpHs.

[ToXuable MALMEHTHI

[locne B/M WM B/B BBedeHWMs abcopOuus, pacrpeieneHHe W BbIBEJEHHE LedypokcHMa y
MOXKHIIBIX MALIMEHTOB CXOIHBI C TAKOBBIMH y 60JI€€ MOJIOMBIX MALMEHTOB C IKBMBAJIEHTHOM
dyHKIMeit nodyek. ITOCKOMBKY y MOMHIBIX MALMEHTOB BEPOSTHOCT CHHM)KEHHMs IMOYEYHOM
GYHKLMM BbIIIE, ClEAyeT cOOMI0AaTh OCTOPOXKHOCTH MPH BBIOOpE 103bI LedypokcHMa, H
KOHTPOJMPOBaTh QYHKIMIO MoYek (cM. pazaen 4.2).

detu

[Tepuon nonyBLIBenéHnﬂ uegypokcHMMa M3 CBHIBOPOTKM KPOBHM 3HAYMTENBbHO OOJbLIE Y
HOBOPOXIEHHBIX M 3aBUCHUT OT cpoka recrauuu. OnHako y MiaieHLeB Ooiee CTapuiero
Bo3pacTa (> 3 Hezmenb) M AeTel MepHoa MOJYBBIBEICHHUS U3 CBIBOPOTKHM CXOX C TaKOBBIM Y
B3pOCIIBIX U cocTaBiisgeT oT 60 10 90 MUHYT.

[ToyeuHasi HEIOCTATOYHOCTh

LlepypokcuM MpeuMyLIECTBEHHO BBIBOAMTCSA MouykaMu. Kak W mpH MpUMEHEHWH OPYTUX
aHTUOMOTHKOB, y TAIMEHTOB C BBIPAKEHHBIM HapylleHHeM (YHKLMH MMOYeK (Harpumep,
KIMpeHC KpeaTWHWHa < 20 MJI/MHMH) pEKOMEHIOyeTCs CHIKaTh 03y Lepypokcuma Juis
KOMIIEHCALMK ero 6osiee MeIJIEHHOTO BbIBeIeHHUs (CM. pasaen 4.2).

Ledypokcum 3¢hheKTHBHO BHIBOAUTCS IyTEM IeMOIHaIN3a U MEPUTOHEATBHOTO IUaIH3a.

[TeyeHOYHAs HEIOCTATOUYHOCTh
[Tockonbky uehypOKCHM B OCHOBHOM BBIBOAMTCS MOYKAMH, OXKHAAETCS, YTO HAPYLUEHHE
(GyHKLMM MeYeHn He MOBIUsIET Ha (hapMaKOKHHETHKY Le(ypOKCHMa.

B3anMocBs3b hapMakOKWHETUKH U hapMaKoIMHAMUKH
beuto mokasaHo, 4rto a1 uehasoCropuHOB Haumbosiee BaXKHBIM (hapMaKOKHHETHKO-
(apMaKoMHAMHUYECKUM TMOKa3aTeleM, KOPPEIUpYIUM ¢ 3h(GEKTHBHOCTBIO N Vivo,
SIBJIACTCSA MPOLEHT WHTepBaia n03upoBaHus (%T), B KOTOPOM KOHLEHTpALKs HECBSI3aHHOTO
nedypokcuMa MpeBbIIACT MHUHUMAIbHYIO HHIHOMpYyHollyto KoHueHTpauuto (MHUK) s
OTAEJIbHBIX BUIOB MUKpoopraHu3mos (T.e. % T > MUK).

5.3 laHHbIe JOKITUHHUYECKOH 0e30MacHOCTH

B NOKIMHMYECKMX  JaHHBIX, T[OJYYEHHBIX B  CTAHIAPTHBIX  MCCIIEIOBAaHUAX
(apmakonornueckoit  6€30MacHOCTH, TOKCMYHOCTM TIPH  MHOTOKPAaTHOM  BBEJICHHH,
F€HOTOKCHYHOCTH, PENPOAYKTUBHOW M OHTOTM€HETHYECKOW TOKCHYHOCTH, OCOOBIA PUCK IJIs
yesioBeKa He ObLT BBISABIIEH.

Mccnenosanns KaHLEPOreHHOCTH Le(ypoKCHMMa He MPOBOAMINCH, OJHAKO HET OaHHBIX,
YKa3bIBAIOLLMX Ha KAHLIEPOTE€HHBIH MOTEHIIHAI.

Pasznnunble nedanocnopuHbl HHIMOMPYIOT aKTMBHOCTh aMMa-TJIyTaMHITPAaHCIENTHAA3bl B
MOUY€ KPBIC, HO MHTHOMpPOBaHHE LEPYPOKCHUMOM MEHEE BBIPAXKEHO. DTO MOXKET UMETh BaXKHOE
3HaueHHe I/ BIUSIHUS Ha KJIMHUYECKHe JabopaTopHbIE UCCIIEA0BAHUS Y JIIOJCH.

6. PAPMAIHEBTUYECKHUE CBOWCTBA

6.1 IlepeueHb BcnoMoraTe/ibHbIX BelIeCTB
OTcyTCeTBYIOT.
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6.2 HecoBMeCTHMOCTD Peciy6nnkn Benapycs

J
3TO0T ﬂeKapCTBeHHBIﬁ npemnapar HeJb3s1 CMEIINBATh C IPYTHMH JIESKapCTBEHHBIMH CPEACTBAMH,
KpOMe yKa3aHHBIX B paszeine 6.6.

6.3 Cpok roagHocTH

2 roja.

[Tocie BOCCTAHOBNEHHMS BOAOM i MHBEKUMH (CYCNEH3Mst M pacTBOP). XHMHYECKas M
(busnyeckas cTabUIBHOCTH MOATBEPIKAEHA B TEYEHHE 5 4acOB NpH Temmneparype (25 + 2) °Cu
B TeueHue 48 yacoB npu Temneparype (4 £ 2) °C.

C  MHKpOGHMOIOrMYECKOH TOYKM 3PEHHs MPUIOTOBJIEHHBI  pacTBOp  (CyCMeEH3HIO)
NeKapCTBEHHOTO Mpernapara cleyeT UCMob30BaTh He3aMeTHTebHO. ECIIM MPUroTOBICHHBIH
pacTBOp (CyCreH3Hs) HE MCMOIb30BaH HE3aMEIUTENBHO, TO COOIIIOIEHHE CPOKA M YCIIOBUM
ero XpaHeHHs SIBIISTIOTCS OTBETCTBEHHOCTBIO M0Jb30BaTels. [IpUroToBIeHNE JTEKapCTBEHHOTO
rpenapara CilefyeT OCYIECTB/IATh B MPOBEPEHHBIX M BAlMAMPOBAHHBIX ACCMTHHCCKUX
YCIIOBUSIX.

6.4 OcoObie Mepbl NPeA0CTOPOKHOCTH NMPH XPaHEHUH
XpauuTb npu Temnepatype Huwke 25 °C. XpaHuTh (b1akoH BO BHEIIHEN yMaKOBKE IS TOrO,
4TOOBI 3aLLMTUTE OT CBETA.

6.5 XapakTep u coaep:kaHue NEPBHYHOH YITAKOBKH

[To 250 mr 1 750 Mr Bo (1akOHbI CTEKJISHHBIE BMECTUMOCTBIO 10 Mi1; o 1500 Mr BO (1akoHbI
CTEKAsHHbIE BMeCTHUMOCTBIO 20 Mi. DrakoHBl yKyNOpHUBAaIOT MpOOKaMM PE3MHOBBIMH H
0oOKaTBIBAIOT ~ KOJMAykaMH  QIIOMHHHEBBIMH,  WIM  KOMOMHHPOBAHHBIMH,  WJIH
aJIOMOIUIACTUKOBBIMH, MM KOMOMHUPOBAHHBIMU M3 aTIOMHHHS M muiacTMaccel. Ha kaxapiid
(bIaKOH HAKIEHBAIOT JTHKETKY caMokjesurytocs. MJakoH BMECTe C JIMCTKOM-BKJIAIbIIIEM
MOMELLAKOT B MaYKy U3 KapTOHa.

VYnakoBka uis ctaunoHapos: 250 mr u 750 mr: 20 ¢pakOHOB ¢ OAHUM JTHCTKOM-BKJI/IbIILIEM B
rpynmnoBele kKopoOku uiav 40 (rakoHOB ¢ ABYyMs JIMCTKaMHU-BKJIAJBIIAMH B TpPYTIOBbIE
kopoOku; 1500 mr: 40 GJ1aKOHOB ¢ OJHUM JIMCTKOM-BKJIA/IBIIIIEM B IPYIMOBbIE KOPOOKH.

6.6 Qcolble Mepbl TMNPeIOCTOPOKHOCTH TPH YHHUTOMKEHHH HCMOJIL30BAHHOIO
JIEKAaPCTBEHHOr0 TMpenapaTra WJIM OTXOIOB, TOJY4YEHHBIX MOCje TNPUMEHEHHs
JIeKapCTBEHHOTr0 NMpenapaTa, U Apyrue MaHUNMYJISILUH C NPenapaTom

WHCTpYKIIHMS 1O BOCC'l:aHOBJ'leHH}O JICKAPCTBEHHOTI'O Mpenapara nepea BBEACHUEM

Ho3a Cnocod dusuyeckoe KoaunuecTBo IMpuéaunsurenbHas
BBeeHHs COCTOsIHHE nobaBasieMom KOHIEHTPauusi
BOABI 1JIs1 uedypokcuma
WHbeKIUI (M) (Mr/mu)**
250 mr BHYTPUMBILLIEYHO | CYCIEH3HS 1 mn 216
BHYTPHUBEHHO pacTBOp HE MeHee 2 MJI 116
60J110CHO
BHYTPHBEHHO pacTBop He MeHee 2 MT* 116
MHGY3HOHHO
750 mr BHYTPHMBIILIEYHO | CYCHEH3US 3 Mn 216
BHYTPHUBEHHO pacTBop HE MeHee 6 MJI 116
0omr0cHO
BHYTPHUBEHHO pacTBop He MeHee 6 mu * 116
MH(DY3UOHHO
1500 Mr | BHYTPUMBIIIEYHO | CYCHIEH3HSI 6 M 216
BHYTPUBEHHO pacTBop He MeHee 15 mn 94
6oJr0cHO
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8. HOMEP PETUCTPALIUOHHOI'O YIOCTOBEPEHHUAA
22/05/2693.

9. IATA NEPBUYHON PETMCTPALIUU (HOI[TBEP)KI[EHI/IH PETUCTPALIMH,
INEPEPEI'’MCTPALINN)

Jata nepBo# perucrpauuu: 3 mas 2017 r.
Jlata nocneHero MoATBEpXKACHHs perucTpauun (nepeperucrpauun): 6 mas 2022 r.
10. JATA TIEPECMOTPA TEKCTA



