COOTBETCTBYET 2K

ot 16.05.2025 N= 12487

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEMAPATA “0%)

CMEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

HEOUKIEDTA, 250 Mr, mOpOLIOK 15l MPUTOTOBJIEHUS PACTBOPA /11 BHYTPUBEHHOT'O BBEJCHUS
Y CYCIIEH3MH Ul BHYTPUMBIILIEYHOI'O BBEICHUS.

HNEOUKIEDTA, 750 Mr, mOpoLIOK AJi IPUTOTOBIIEHUS pacTBOPA JIIsl BHYTPUBEHHOI'O BBEICHHUS
U CYCII€H3MH U1 BHYTPUMBIILIEYHOT'O BBEICHUSI.

HEOUKIEDTA, 1500 mr, mopomok mis NPUTOTOBJIEHUS pacTBopa JJisi BHYTPUBEHHOTO

BBCACHHUA U CYCIICH3WU UII BHYTPUMBIIICYHOTI'O BBCACHUS.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JeticTByromue BemecTBa: edypoKCHM.

HEPUKIIEDTA, 250 Mr, HOPONIOK JUII IPUTOTOBJIECHUS pacTBOPA ISl BHYTPUBECHHOI'O BBEICHUS

U CYCIICH3HUHU JJIA BHYTPUMBIINICYHOI'O BBCACHHNA.

Kaxnprit prnaxon copepxut 250 Mr nedypokcuma (B BUJe HaTPUEBOU COJIH)

HEPUKIIEDTA, 750 Mr, HOPONIOK JUII IPUTOTOBJICHUS pacTBOPA ISl BHYTPUBECHHOI'O BBEICHUS

U CYCIICH3UHU JJI BHYTPHUMBIIIICYHOI'O BBCACHN .

Kaxnprit prnaxon copepxut 750 Mr nedypoxkcuma (B BUJe HaTPUEBOM COJIH)

HEOUKIEDTA, 1500 wmr, mDopolnoK Ui IIPUTOTOBJIEHWS pacTBOpa Uil BHYTPHBEHHOI'O

BBCACHUA U CYCIICH3UHN AJIA BHYTPUMBIIIICYHOT'O BBCACHMUA.

Kaxnprit diaakon comepxut 1500 Mr niedypokcuma (B BUAE HATPUEBOM COJIH).
BemecrBa, HalMune KOTOPBIX HAJI0 YYUTHIBATH B COCTABE JICKAPCTBEHHOI'O Ipernapara: HaTpHUil

(cMm. paznmen 4.4.).

3. JEKAPCTBEHHAS ®OPMA
[Topowok fuist IPUrOTOBIIEHUs pacTBOPA JIsl BHYTPUBEHHOI'O BBEACHUS U CYCIICH3UHU JUIsS
BHYTPHUMBIIIEYHOT'O BBEJICHUS.

[Toporok ot 6esoro 10 mMouTH 6EI0To MBETA.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Tpenapar IEOUKIE®DTA mnoka3zan kK OpUMEHEHHIO Y B3pOCibiX U AeTed oT 0 mo 18 ner mis
JedeHus: 3a00eBaHul, BEI3BAHHBIX UyBCTBUTEIBHBIMU K LIeypoKcUMy OaKkTepUsIMU, a TaKXKe B
cilydae, Korja Bo30yIuTelb ellle He ONpe/IeNIeH:

- MTH(EKIIMHY HIKHHUX JBIXaTeNbHBIX MyTel, HanpuMep, OakTepraibHas THEBMOHHMS, 000CTpeHHE
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1Y OTUETY

nocjeonepanoHHble HH()EKIIMOHHbIE 3a00JIeBaHNs OPI'aHOB I'PYIHOM KIIETKH;

- ua¢pexuuu JIOP-opranos, HarpuMep, CPEIHUI OTUT, CHHYCHUT, TOH3WUIUT, (PapUHTUT;

- HH(EKIUU MOYEBBIBOASIIUX Iy Tel, HalpuMep, OCTPBIN U XpPOHUUYECKHH MHETOHEe()PUT, LIUCTUT,
OecCUMIITOMHAsI OaKTEpUyPHS;

- TOHOpeH;

- MH(EKIMN KOXXU U MATKHX TKaHeW, Hanmpumep, MH()EKIMOHHBIA LEJUTIONNT, POKa U PaHEBbIC
uHpexuu;

- HH(EKLIUHU KOCTEH U CYyCTaBOB, HAIIPUMEP, OCTEOMUEINT U CENTHYECKUI apTpuT;

- aKylIepcKHe W THUHEKOJOTHYeCKHWe HH(EKIMH, Takue KaKk BOCHAJIUTEIbHbIE 3a00JCBaHUS
OpraHOB MaJIOro Tasa;

- Ipyrue UH(pEKIHUH, BKII0Yas CENTULIEMUIO, MCHUHTUT, IEPUTOHUT;

- IpoQMIAKTUKA UH(EKLIMOHHBIX OCJIOKHEHUH MPH ONepalysax Ha OopraHax OpIOIIHOM MOJIOCTH,
MaJIoro Tasa, IpH OPTONEAMUYECKUX OIEpalMsX, olepanusx Ha Cepile, JIETKUX, NMHUIIEBOAE U
coCyJlax — TaMm, TJIe CYIIECTBYET MOBBIIICHHBIN PUCK MH(PEKIIMOHHBIX OCTIOKHEHUH.
YyBCTBUTENBHOCTh OaKTEpUi K LEPYPOKCHMY BapbUPYETCs B 3aBUCUMOCTH OT PErMOHA W C
Te4eHUEeM BpeMeHH. TaM, r7ie 3TO BO3MOKHO, JOJDKHBI ObITh MPUHSTH BO BHUMAHUE JIOKAIbHbIE
JaHHBIE TI0 YYBCTBUTEIHHOCTH (cM. pazaen S5.1).

IIpu neobxomumoctu mnpenapar LIEOUKIEDTA MoxeT NpUMEHSTbCS AN CTYNEHYaTOu
TEpaluy C MEepeXoJ0M Ha MEepOopalbHYI0 TEpaluio MpernaparaMu LHeQypoKCHMa i JEUSHHs

MTHEBMOHHMH U 000CTPEHUN XPOHUYECKOTO OPOHXUTA.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEeHUs!

PexxuM 103upoBaHus

Bspocnvie

Pexomennyemass no3a mpu OonbmmHCTBe HMH(pekuuit coctaBmser 750 mr 3 pasa B CyTKH
BHYTPHUMBIILIEYHO WJIK BHYTPUBEHHO.

[Ipu Gonee TspKenbIXx MHPEKIUAX Mpenapar BBOIUTCS BHYTpUBEHHO B jo3e 1500 mr 3 paza B
cytku. [Ipu HeoOxoaumMocTH ed@ypoKCHUM MOXKET BBOAUTHCS KaXKAble 6 4acoB, a CyTOYHas J103a
MOKET COCTaBIATh OT 3 710 6 T.

[Ipu HanMUUKM KIMHUYECKUX MOKa3aHui 3pPeKTUBHO Ha3HAUCHHE Mpenapara B 1o03e 750 Mr win
1500 mMr 2 pa3a B CyTKM (BHYTPUMBIIIEYHO WJW BHYTPHUBEHHO) C IOCJICAYIOIMIUM MPUEMOM
e ypokcuMa B JIEKapCTBEHHOU (popme IJIs TpueMa BHYTPb.

lTonopes

Pexomennyemas nosa cocrasisier 1500 Mr oqHOKpaTHO.
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Menuncum

HedypokcuMm pekoMeHAOBaH B KayecTBe 0a30BOM Tepamuu OaKTepUaIbHOTO MEHHHTHUTA,
BBI3BAHHOTO YyBCTBUTEIBHBIMU IITAMMAMHU.
PexoMenmyemas 103a COCTaBIISIET 1O 3 T BHYTPUBEHHO KaXK/ble 8 4acCOB.

Hpod)uﬂakmuka NOCICONEPAYUOHHBIX OCAONCHEHUL

[Ipu omepanusix Ha opraHax OPIOIIHON IOJOCTH, Ta3a W OPTOMEIUYECKHX BMEIIATEIhCTBAX
nedypokcuM B mo3e 1500 mMr BBOAWMTCS BHYTPMBEHHO BO BpeMsi BBOJHOro Hapko3a. [locie
orepaluy JOMOTHUTEILHO MOXKET OBITh BBEJEHO BHYTpUMBIIIEYHO 750 Mr nedypokcuma depes
8 gacoB u 750 Mr niehypoxcuma yepes 16 gacos.

[Ipu omnepammsix Ha cepaue, JETKUX, MUINEBOAE M COCyJaX BO BpeMs BBOJHOTO HapKo3a
nedypokcuM B go3e 1500 Mr BoauTcs BHYTPUBEHHO, a 3aTeM B TeueHue 24-48 gacoB mo 750 mr
3 pa3a B CyTKHU BHYTPUMBIILIEYHO.

[Tpu snnonporesupoBannu cyctaBoB IEOUKIEDTA B no3e 1500 mr B Buae cyxoro nopouika
neypokcCMMa MOXHO CMEIIaTh C COJEPKUMBIM KaKIOTO0 W3 TAaKETOB IMOJIMMEpa METHII-
METAKPHUIJIATHOTO IIEMEHTA Tepe] 100aBIeHUEM KUIKOTO MOHOMEDA.

Cmynenuamas mepanus

JIMUTEeNbHOCTD MapeHTEePAIbHON 1 TIEPOpaIbHON aHTHOAKTEPHAIIBHON TEpaNuy OMPEIEIIETCS B
3aBUCHUMOCTH OT TSKECTU UH(PEKIIUU U COCTOSTHHSL.

Hedypokcum Taxke BhITycKaeTcs B BUE edypoKcHMa akceTusa B popme TabIeTOK, MOKPBITHIX
IUICHOYHON 000JI0YKOM, M TpaHyJl Ui MPUTOTOBIIEHUS CYCHEH3UU ISl TIpUeMa BHYTpPb. JTO
MO3BOJIIET MPHUMEHSTHh CTYNEHYaTyl0 TEpamui0 TeM JK€ aHTUOMOTUKOM TIpU HaJUYuu
KJIMHUYECKUX MMOKa3aHUM JJIs Mepexo/ia ¢ MapeHTEePaTbHOI0 BBEICHHS Ha MEpOpaIbHOE.
Ilnesmonus

[Ipenapar BBoauTcs B q03¢ 1500 mr 2-3 pasza B CyTKH (BHYTPUBEHHO WJIM BHYTPHUMBIIICYHO) B
TeueHue 48-72 4yacoB ¢ MOCIEIYIONIUM TPHEMOM BHYTPh LeypoKcHMa TMEpOpalibHO B J103€
500 mr 2 paza B cyTku B TeueHue 7-10 quei.

O6ocmpeHue XPOHUUYECKO20 6p0quma

[Ipenapar BBoguTCsA B 1103¢ 750 Mr 2-3 pa3a B CyTKH (BHYTPHUBEHHO WJIM BHYTPHUMBIIIIEYHO) B
TeueHue 48-72 4acoB C MOCIEIYIONIMM MPUEMOM BHYTPh Hedypokcuma mnepopanbHo 500 mr
2 pa3a B cyTKHU B TeueHue 5-10 qHeil.

Oco0ble rpyInel NAKUEHTOB

Ilayuenmul ¢ Hapywenuem ynKyuu novex

[edypokcum BeiBoguTCs noukamu. [loaToMy, Tak ke, Kak U MpU IPUMEHEHUHU BCEX MOJO00HBIX
AHTUOMOTHKOB, KOTOPHIC BBIBOJSTCS MOYKAMH, IIPH BBIPAKCHHON MOYEUHOW HEAOCTATOYHOCTH
PEKOMEHIyeTCsl CHUKEHHE JT03bI TIperapara, 4To0bl KOMICHCHPOBATh 3aMEUICHHYIO SKCKPEIIHUIO
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npenapara (cM. Tabnuiy «Koppekius 10361 med ypoxcnﬁ%?ﬁl&%ﬁl@ﬁzm%ﬁh Eb's;iilré'f{-'neM

(YHKLIHHU TTOYEK»).

Het HeoOxoauMoCTH CHIXKATh CTaHAApTHYIO 103y npenapara (750 mr — 1500 mr 3 pa3a B CyTKH)
y OOJIBHBIX € KJIMPEHCOM KpeaTMHHHA 20 MJI/MHUH WX BBILIE.

Jlo3bl nedypokcuma y B3pOCHBIX HAIMEHTOB C HapylleHHeM (yHKIUHM IOYEK OTpPaKEHbl B
TabJIHIIEe HIDKE.

Ta6n. Koppekuust 10361 1eypoKcrMa y B3pOCIBIX MAIMEHTOB C HapyIIeHHeM (QYHKIIMH MOYEeK

Knupenc kpearnnnna Jo3a nedypoxcuma

>20 mi/MuH 750 mr — 1500 mr 3 pa3a B cyTKu
10-20 mur/mMuH 750 Mr 2 pa3a B CyTKH

<10 mu/mMuH 750 mr 1 pa3 B CyTKu

[TanenTam, HaXOIAMIMMCS HA TEMOIMAIN3Ee, B KOHIIE Ka)KI0T0 ceaHca reMoiuain3a He00X0AuMO
BBOJIUTh BHYTPUBEHHO WJIM BHYTPHUMBIILIEYHO JOMOJIHUTENIBHYIO 103y LeQypoKcHUMa, paBHYIO
750 mr.
B nomonHeHne K napeHTepaTbHOMY BBEICHHIO 1Ie()YPOKCHM MOKHO JJOOABIISATH K PacTBOPY AJIS
NEPUTOHUAIBHOTO Jranu3a (00brdHO 250 Mr Ha KaXKJble 2 JI pacTBOpA JUIsl JUATTN3a).
[TanueHTam ¢ MOYeYHON HEOCTaTOYHOCTBIO, HAXOAAIMMCS B OTJEJICHUY HHTEHCUBHOW Tepanuu
Ha HENpEephIBHOM TIeMOJUAlN3e C HCIOJb30BAaHUEM AapPTEPHOBEHO3HOIO IIyHTa WM Ha
BBICOKOCKOPOCTHOH TreModuibTpaiuu, pekomenayercs moza 750 mr 2 pasa B cyTku. Ecnum
UCTIONB3YeTCsl  TeMOo(uIbTpalusi C  HHU3KOM  CKOPOCTbIO, TO  MPUMEHSIOTCS 03I,
PEKOMEHI0OBaHHbIE JJIsl TALIMEHTOB ¢ HapylIeHUEeM (PYHKIMH [TOYEK B 3aBUCUMOCTH OT 3HAYEHUI
KJIMPEHCa KpeaTHHUHA.

eTH
Obwue pexomenoayuu
Pexomennyemast noza cocrasisier 30-100 mr/kr/cyTku, paszaeneHHas Ha 3-4 BBeneHus. Jlis
OOJBITMHCTBA MH(PEKIIUA ONTUMAJIbHAS J103a COCTaBisIeT 60 MI/KI/CyTKH.
Hoesopoocoennvie
Pexomennyemas no3za cocrasnsier 30-100 mr/kr/cyTku, pa3zieneHHas Ha 2-3 BBEICHUS.
Menuneum
Pexomenayemass no3a coctaBisier 150-250 wMr/kr/cyTkd BHYTPHBEHHO, pa3/CliCHHAas Ha
3-4 BBeeHUS.

Hosopoorcoennvie

Pexomennyemas no3a cocrapnsier 100 MI/Kr/cyTKu BHYTPUBEHHO.
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Croco0 IIpuMeHeHus

BHYTpHBEHHO W/WIH BHYTPUMBIIICYHO.

BoccranoBneHHbBIN pacTBOp — Mpo3payvHas UM CJIETKA ONaJeCUPYIOIas )KUIKOCTb OT CBETJIO-
JKEITOrO J0 JKEJITOTO C 3€JEHOBATHIM OTTCHKOM IIBETa WJIM CYCHEH3Hsl OT MOYTH Oenoro o
JKEJITOTO IIBETA.

[Ipu BHYTpUMBIIIEYHOM BBeACHUU HE Oojee 750 Mr mpemapara JOJKHO OBITH BBEIEHO B OJIHO
MECTO i WHBEKIWH. [Ipn HEOOXOAMMOCTH BHYTPUMBIIIEYHOTO BBeAcHHsS B nmo3e 1500 mr
npenapar HeoOXO0JAMMO BBOJUTH B BHAC JABYX 103 1Mo 750 Mr B pa3Hble MecTa I WHBEKIIHH,
HarpuMmep, B 00€ STOTUIIHI.

HNHcTpykumuu mo mpUTOTOBICHUIO JIEKAPCTBEHHOTO IMperapara nepes BBEJACHUEM IMPUBEJICHHI B

paszene 6.6.

4.3. [IpoTuBONOKA3aHUS

- ['unep4yyBCTBUTENBFHOCTD K IIEPYPOKCUMY, IPYTUM 11e(aTIOCTIOPUHOBBIM aHTHOMOTHKAM HJIH K
J11000MY U3 BCIIOMOTATEIbHBIX BELIECTB, IEPEUNCIICHHBIX B pa3jene 6.1;

- HAIMYUE B aHaMHE3€ TSDKEJBIX peakluil TUNepyyBCTBUTEIBHOCTH (B T.4. aHA(PWIAKTHYECKUE
peaknuu) Ha Jpyrue OeTa-TaKTaMHbIe AHTHOMOTHUKHM (TICHUIIWJUIMHBI, MOHOOAKTaMbl |

KapOaneHeMbl).

4.4. OcoOble yKa3aHUs U MepPbI NPeTOCTOPOKHOCTH NPH MPUMEHEHUH

Peaknmm TMIepuyBCTBUTEIHFHOCTH

Kak u npu npumeHeHHH Bcex OeTa-TaKTaMHBIX aHTHOAKTEPHAJIBHBIX CPEICTB, COOOIIAIOCH O
Pa3BUTHU CEPHE3HBIX PEAKIHMA THUIEPUYBCTBUTEIHHOCTH (MHOTAA C JIETATbHBIM HCXOJOM).
CooOmranoch 0 peakusx TUIepyyBCTBUTEIBLHOCTH, KOTOPBIE MPOrPECCUPOBAIN 10 CHHIPOMA
Koynuca (ocTpelif ajuieprudeckuii cra3M KOPOHAPHBIX apTEpHil, KOTOPBHIA MOXKET NMPUBECTU K
uHpapKTy MHOKapnaa, cMm. pasgen 4.8). B cimyuae BO3HMKHOBEHHUS TSDKENBIX —pEaKIUi
THIIEPUYBCTBUTEIBHOCTH JICUCHUE 1IE(PYPOKCUMOM CIIeyeT HEMEIJICHHO OTMEHUTh M MPOBECTH
COOTBETCTBYIOIINE HEOTIIOKHBIE JIeUeOHbIE MEPOTPUSITHSL.

[Tepen naganom sieuenus npenaparoM [[EOUKIIEDTA neobxoaumo yCTaHOBHUTH, ObUIA JIH Y
MalMeHTa B aHaMHE3€ TSKENble PEaklUd THIEPYYBCTBUTEIHHOCTH Ha Ledypokcum, Apyrue
nedanoCcnopuHbl WM JIOOBIe JApyrue Oera-lakTamHble cpeactBa. CremayeT coOironarh
OCTOPOXHOCTh MPH MPUMEHEHUH IePypOKCUMA y MALKUEHTOB C HETSHKEIBIMU aJUIePTUYECKUMU
peakuusMHy Ha JApyrue Oera-llakTaMHbIe CPEICTBAa B aHaMHE3E.

Tsoxenble KOKHBIE HeXKEIAaTSIbHbIC PeaKIINU

Ha ¢one neuenus medypokcuMom coo0mIanock O TSKEIbIX KOXKHBIX HEXENATebHBIX PEaKIusiX,
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My OTYETY

JICKapCTBEHHYIO PEaKIUI0 ¢ Y03uHOGmIMeld u cucteMHoi cumnromarukoir (DRESS-cunapom),
KOTOPBIE MOTYT OBITh OMACHBIMU JJIs 5KU3HU UJIH JeTanbHbIMU (cM. pazaen 4.8). [Ipu HazHaueHun
nedypokcuMa cieayeT COOOIIUTh MalueHTaM O MpH3HaKaXx W CHUMITOMaxX AAHHBIX PEeakuil u
THIATEIFHO CIEAMTDH 3a MAallMeHTaMU Ha MpeIMeT Pa3BUTHS KOXKHBIX peakuui. [Ipu mossieHun
NPU3HAKOB U CHUMITOMOB, CBHUJETEIHCTBYIOIIUX OO0 AITHX PEAKIUSAX, CICIyeT HEMEIJICHHO
OTMEHHUTH IIEPYPOKCUM U PACCMOTPETh albTepHATUBHOE JedeHue. Ecnu y mamueHTa Ha QoHe
NpUMEHEHUs IeQypoKCHUMa pa3BWIach Cepbe3Has peakius, Takas kak cuHapoM CTHBeHca-
JIxoHCOHA, TOKCHYECKUM snuaepManbHblii  Hekponu3 wim DRESS-cunapoMm, nedenue
11e()ypOKCHMOM Y JIAaHHOTO TAIMEHTa HU B KOEM CIy4ae B JaTbHEHUIIIEM HeJlb3sl BO30OHOBIISTH.

HelpoTOKCHMYHOCTD

Coobmamoch 0 ciaydasx  pa3BUTHS ~ HEUPOTOKCHYHOCTH, CBSI3aHHOM C  JICUEHUEM
nedamocnopuaamu. CHUMNOTOMBI BKJIIOUYAIOT JHIE(DATONATHIO, CYJOPOTH W/WUIM MHOKIOHYC.
@DakTophl PUCKA BKIIOYAIOT TMOXUIOW BO3pacT, MOYEYHYIO HEJOCTATOYHOCTh, 3a00JIeBaHUs
HGHTpaHBHOﬁ HGpBHOﬁ CUCTCMbl U BHYTPUBCHHOC BBCICHHUC. HpI/I IIOABJICHUU CHUMIITOMOB
HEHPOTOKCUYHOCTH CJIEAYET paCCMOTPETh BOIPOC 00 OTMEHE MperapaTa.

OnHOBpEMEHHOC IPUMEHEHHE ¢ CHIIBHBIMU JUYPESTHKAMHM U aMHHOTTTUKO3MIAMH

AHTUOMOTUKH TPYMNIbl 1edaTOCIOPUHOB B BBICOKMX J03aX JOJDKHBI C OCTOPOKHOCTBIO
HA3HAYaThCs MAIMEHTaM, TOJYYalONIMM COMYTCTBYIOUIYIO TEPANUI0 CHIBHBIMH JUYPETUKAMH,
TaKHUMH KaK (ypOCEMHU/T, T aMHHOTJIMKO3HIaMH, TOCKOJIbKY ITOBBIIIASTCS PUCK BOSHUKHOBCHHUS
MOYCYHON HEJA0CTATOYHOCTH. BesencTBre 3Toro He00X0IMMO KOHTPOJIMPOBATH (DYHKIIHIO TIOYCK
P MPUMEHEHUHU TaKOW KOMOWHAIIMY MPENnapaToB, OCOOCHHO Y MAIIMEHTOB IMOXKHIIJIOTO BO3pacTa 1
y MAIMEeHTOB C 3a00JIeBaHMSIMH ITOYEK B aHAMHE3€e (CM. pasnen 4.2).

Tepanyst MEHUHTHTA

[Tepcucrentus Haemophilus influenzae B 1epeOpOCIMHAIIBHON JKUJIKOCTH OTMEYajach 4depes
18-36 yacoB nocne nHbekuuu. [10100HbIE SBICHUS OTMEUANINCH TAK)KE TPU IPUMEHEHUH IPYTHX
AHTHUOMOTHUKOB, OJTHAKO UX KIIMHHUYECKOE 3HAUEHUE HE N3BECTHO.

YUpe3MepHBIi pPOCT HEUYBCTBUTEIBHBIX MUKPOOPTaHN3MOB

Kak u npu ucrionp30BaHuy APYTHX aHTHOMOTUKOB, pu mpuMeHennu npenapara [[EOUKIEDTA
MOXeT HalmonaThest poct rpudoB pona Candida. JlnutenbHas Tepanus IMPenapaTtoM MOXKET
IPUBOAUTH K U30BITOYHOMY POCTY APYTHX HEUYBCTBUTEIBHBIX MHUKPOOPTaHU3MOB (HaIpHMeEp,
sHTepOoKOKKOB U Clostridium difficile), mpu 3TOM MOXET MOTPEOOBATHCS MPEKpaIICHUE Kypca
JICYECHUS TIPETapaToM.

Omnwucanbl cay4yau MCeBIOMEMOPAHO3HOTO KOJIUTA MIPH NMpHUEeMe aHTHOMOTHUKOB, CTENIEHb TSKECTH
KOTOPOI'0 MOKET BApbUPOBATHCS OT JIETKOU JI0 YTPOKAOLEeH KU3HU. [103TOMYy Ba’KHO yUUTHIBAaTh
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BO3MOKHOCTh Pa3BHUTHS TICEBIOMEMOPaHO3HOT( Konma-g nanl@*ro%" CT)E/QB&H BE BPEMS WIIH

1Y OTUETY

noclie MpUMEHEHNUsI aHTUOMOTUKOB. Eciu uapest ymnTenbHas UM KMEET BBIPAKCHHBIN XapaKkTep
WM TAIMEHT UCIBITHIBACT CIIa3Mbl B )KUBOTE, JICYCHHE JTOJDKHO OBITh HEMEICHHO MPEKPAIIEHO,
U TalHUeHT JOoJDKeH ObITh o0cienoBad. Henb3si NpUMEHSTh JIEKapCTBEHHBIE CPEJICTBA,
TOPMO3SIIUE NEPUCTATBTUKY KUIIIEUHHKA.

[Ipemapat ciemyeT Ha3HAYaTh C OCTOPOKHOCTBIO MAIIMEHTaM C 3a00JIEBAaHUSMHU JKEITYJOYHO-
KHIIEYHOTO TPaKTa (B TOM YHCIIE, B aHAMHE3€ U MPH HEeCMeU(UIECKOM SI3BEHHOM KOJIUTE).

[Ipu cryneHyaToi Tepanuu BpeMs Iepexo/ia Ha MEpOPATbHYIO TEPAITUIO ONPEIETSAETCS THKECTBIO
UH()EKINH, KIMHUYECKUM COCTOSIHUEM MallieHTa U 4YyBCTBUTEIBHOCTHIO BO30ynuTens. Ecnu Her
KJIMHUYECKOr0 YJIY4YIIeHUsl B Mpejesiax 72 4acoB OT Hayajla JICYCHHs, MapeHTepalbHBIM Kypc
TEepanuu JOJDKEH OBITh mpoaoibkeH. Ilepen Hagamom CTymeH4YaTod Tepamuu HEoOXOIUMO
O03HAKOMUTHCSI C MHCTPYKLUEH MO MpUMEHEHUI0 LedypoKcHMa B JIEKApCTBEHHOW Qopme ais
IpueMa BHYTPb.

BBeaenue B kamepy 1i1asza u Od)Ta.HBMOJIOFI/I‘-IGCKaH TOKCUYHOCTH

[Tocne mpumeHeHus 1edypoKkcuMa He MO TTOKa3aHUsIM C BBEJICHUEM B KaMepy IJia3a oTMedaliach
cepbe3Has OQTalIbMOJIOIMYecKass TOKCHYHOCTb, B TOM 4YHCIIE€ TIOMYTHEHHE pPOTOBUIIBL,
TOKCUYHOCTh 1JIa ceTyaTku W HapymeHus 3peHus. [Ipemapar HEDOUKIIEDTA He ciemyer
BBOJIUTH B KaMCpy IJia3a.

Bimsgnaue Ha na6opaToprle TCCTHI

[Tpenapatr IEOUKIIEDTA He BiusieT Ha pe3yabTaThl ONPEAEICHUS TJIFOKO3bI B MOYE C TOMOIIBIO
(hepMEHTHBIX METOIOB.

[Ipn npumenenuun apyrux meronoB (benenukra, @enunra, KinmHUTECT) MOXKET HAOMIOAATHCS
B3aUMOJICUCTBUE, KOTOPOE, OJHAKO, HE MPUBOJUT K JIO)KHOIOJIOKUTEIBHBIM pe3ysbTaTam, 4TO
HaOJII0AJIOCh Ha TIPUMEPE HEKOTOPBIX IPYTUX e amoCIIOPHUHOB.

VYV namuentoB, nonydaromux npenapaT [HEOUKIIEDTA, pexoMeHayeTcss MCIOIb30BaTh IS
OTIpeIeNIeHUs] YPOBHS TJIFOKO3bI B KPOBH/TUIA3ME METO/I C TIIFOKO300KCHAa301 MM TeKCOKMHA30.
[Ipenapat AJILIE®YP-ATI" He BauseT HAa KOJUYECTBEHHOE ONPEEICHUE KPEaTHHUHA IIEJI0YHO-
MUKPATHBIM METOJIOM.

JloxxnomonoxurensHass mpoda KymOca Ha ¢done mpuema medypokcMMa MOXKET BIUATH HaA
pe3yabTaThl MPOO Ha COBMECTUMOCTH KPOBH.

IIpenapat coaepKUT HATPUN

B xaxnom durakone nexapctennoro npemnapara [IEGUKIEDTA no3uposkoit 250 mr — 14 mr
HATpHs, B KAXKIOM (iakoHe 103upoBKor 750 Mr — 42 MT HaTpHs, B KOKIOM (JIaKOHE T03UPOBKOM
1500 mMr — 83 mr Hatpus. JTO cieAyeT y4YuThIBaTh NPU HA3HAYEHMM IIpernapaTa HallueHTaM,

HaxoodmuMcesa Ha JUCTC C OTPaHUYCHUEM MMOCTYIIJICHUA HATPHA.
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CTH

Kak v npu ucnonb3oBaHUM APYTUX TEPAEBTHUECKUX PEKHUMOB, NPU JIEUEHUU MEHHUHIHUTA
npenapaTamu e ypoKCUMa Y HEKOTOPBIX JIeTel 0TMEeUaIoch CHIDKEHUE CITyXa JIETKOW U cpeHei
creneHu TsokecTu. [Ipemapar ciaenyeT Ha3Ha4daTh ¢ OCTOPOXKHOCTBIO Y HOBOPOXKACHHBIX JETEH
(0cOOCHHO Y HEOHOIICHHBIX ).

4.5. B3amMmopeiicTBHe ¢ JPYIMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3aMMO/EHCTBUA

OnHOBpEMEHHBIN NIpUEM C NETIEBBIMH AMypeTUKaMu (pypoceMH]) M aMHUHOIIMKO3HMJaMU
3aMeUIsIeT KaHAJIBLIEBYIO CEKPELUIO, CHUKAET MTOYEYHBIN KIIMPEHC, TIOBBIIIAECT KOHIICHTPALUIO B
IUIa3Me€ M YBEIMYMBAET TIE€PHOJA TMOJYBBIBEIECHUS LEe(QYypOKCHMA, YTO TIOBBIMIAET PHCK
BO3HUKHOBEHHUS  Hedporokcmueckux  d¢p¢dekroB. Lepypokcum B KOMOMHAIuM ¢
aMHMHOITIMKO3UIaMU JIeHCTBYIOT aJJUTUBHO, HO HHOTA MOJXKET HaOJII0JaTbcs CUHEPIU3M
IEUCTBUSL.

Kak u npyrue anTuOMOTHKH, IIePYpPOKCUM MOMKET yTrHETaTh KHUIICYHYIO (IIOpY, YTO MOXKET
NPUBOJIUTH K CHUKEHHUIO peadCcopOILIMU AICTPOreHOB U CHIDKEHHUIO A(P(PEKTUBHOCTH MEPOPATHHBIX
TOPMOHAJIBHBIX KOHTPALENTUBOB. B ciydae NpHMEHEHUs NEpPOPAIBHBIX KOHTPALENTHBOB BO
BpeMmsi JsiedeHust mpenapatoM [[EOUKIEDTA manwerTam HEOOXOIUMO PEKOMEHI0BAThH

MOJIb30BaThCS OAPbEPHBIMU METOJAMH KOHTPAIEHIINH (HAaIpUMEp, PE3ePBATUBOM).

4.6 bepeMeHHOCTb M JIAKTAIlUS

bepemeHHOCTD

Hert naHHbIX 0 pa3BUTHH HSMOPHOTOKCUYECKHUX MM TEPATOTeHHBIX 3P PeKToB nedypokcuma. [lpu
OepeMEeHHOCTH IpernapaT NPUMEHSIOT TOJIBKO B ClIydae, eClid IpeanoaraeMas 1noJjib3a JUist MaTepu
IPEBBIIACT PUCK IS TUIO/IA.

Jlakranus

Ledypokcum BeienseTcs ¢ TpyIHbIM MOJIOKOM. [Tpu Heo6XoaMMOCTH Ha3HAYeHUs IIperapaTa B

NepuoJl TPYJHOTO BCKapMIIMBAHUS CIIEAYET COOII0IaTh OCTOPOKHOCTD.

4.7 BausiHMe HA CMOCOOHOCTH YNPaBJATH TPAHCNOPTHBIMU CPeACTBAMH U PadoTaTh C
MeXaHNU3MaMu
[Ipumenenue nedypokcuMa He BIHUIET Ha CIOCOOHOCTD YNPaBIIATh TPAHCIIOPTHBIMU CPEICTBAMHU

win paboTy ¢ APYTUMU MEXaHU3MaMH.

4.8 HexxennaTeabHble peakiuu

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIIUN
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L
SALEINE:

inoc OBA HOWC a1
HexenarenbHble peakiiuu, NpeACTaBICHHbIC HUIKE, HGDG‘BICZ]‘IE;II]E"E' C(I)E(')ngl@'l:&lm C [IOpasKEHUEM

OpTraHoOB U CUCTEM OPraHOB U YacTOTOM BCTPCHACMOCTH. Yacrora BCTPCHACMOCTHU ONPCACITIACTCA

ClenyrommmM oopa3om: ouens uacmo (> 1/10), uacmo (> 1/100, vHo <1/10), Heuacmo (= 1/1 000, HO

<1/100), peoxo (= 1/1 000, HO <1/100), 0yen» peoxo (<1/10 000), BKIrOYast OTAETBHBIE CITyYaH.

Kareropun uactorsl Obuin chopMHpOBaHBI Ha OCHOBaHMHM KJIMHUYECKUX HCCIEAOBAaHUMN

npernapara ¥ HOCTPErHCTPALMOHHOTO HAOIIOCHUSI.

CucTEeMHO-OpTraHHbII YacroTa HexenarenbHbie peakuuun
KJIacc

WNndexnuu u nHBa3uMu | peaKo KaHJIM03 MOJIOCTH PTa U CIM3UCTHIX 000JI0UEeK
4acToTa u30bITounblit poct Clostridium difficile
HEN3BECTHA

Hapymenus co 4acTo HeHTporneHus, 303MHOPUINS

CTOPOHBI KPOBH H -

aMpaTHYIECKOi HEYacTo JEKONEeHHs, CHIKEHHE YPOBHS TeMOTIJo0uHa,

S noJjioxuTenbHas mpoda Kymbca
penko TPOMOOIUTONCHHUS

OYEHB PE/IKO

TeMOJIUTHYCCKAasA aHEMUA

! iehanocnopuHbl KaK KIacc MMEIOT TeHASHIMI0 abcopOupoBaThes Ha

MMOBEPXHOCTH MEMOpaHbI

SPUTPOLIUTOB U B3aWMOJICHCTBOBATH C

aHTUTENIaMU K Mpernapary, 4To MPUBOIUT K MOJOXKHUTEIbHOH mpode
KymOca (koTopass MOXKET BIHATH Ha MEPEKPECTHYIO COBMECTUMOCTD) U
OUYEHb PEJIKO — K TeMOJINTUYCCKON aHEMUH

Hapymenus co
CTOPOHBI IMMYHHOU
CHCTEMBI’

HECYACTO

KOX>KHaA ChbIIlb, KpallMBHUIA 3y,I[2

penKo

JICKApCTBCHHAA nnxopamcaz

OYEHB PE/IKO

MHTEPCTULHUAIBHBINA HePPUT, aHAPUTAKCHS, KOKHBIN
BaCKYJIHT?

2 PEaKMy rUnepuUyBCTBUTCIIBHOCTH

3 rakxke cM. «HapymeHus co CTOPOHBI KOKH M MOJKOXKHEIX TKaHEH» 1
«Hapymienust co CTOpOHBI MOYEK U MOYEBBIBOSIINX TyTEH»

CTOPOHBI K€y 10YHO-
KHILIEYHOI'O TPAKTa

Hapymenus co 4acToTa cyaoporu

CTOPOHBI HEPBHOM HEU3BECTHA

CHUCTEMbI

Hapymenus co 4acToTa cunzpom KoyHnuca

CTOPOHBI cepALa HEU3BECTHA

Hapymenus co HEYacTo YKEITYyJOUYHO-KUIIIEYHOE PACCTPOUCTBO

OYEHB PEIIKO

TCceBIOMEMOPaHO3HBIN KOJUT (cM. pazzaen 4.4)

Hapymenus co
CTOPOHBI IIEYEHU U
KEITYEBBIBOSAIINX
myTeit*

9acTo npexozsiiee MOBBIIIICHUE aKTHBHOCTH
«TIEYEHOYHBIX» (PEPMEHTOB

HeJyacTo npexozsiiee MOBBIIICHNE KOHIIEHTPALUH
OounpyOuHa
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4 3TH HexkeNaTenbHbIe peakiuy BeTpedatdTes. B Ta¢ THOCTH, ¥ NAIIIGHTOB

¢ 3a0ojleBaHMSAIMH TICUCHH B dHaMHE3€, OJHAaKO CHUMIITOMOB
MOBPCKACHUA IMEUCHU HC OTMCHAJIIOCH

Hapymenus co OYEHb PEIAKO MHOTO(OpMHas apuTeMa, TOKCUYECKUH
CTOPOHBIL KOXKU U ANUAECPMANbHBIA  HeKkpoau3, cuHapoMm CTuBeHca-
MOIKOYKHBIX TKaHEi J>xoHCcoHa

> takke cM. «HapyIeHus co cTOpOHBI IMMYHHOMN CHCTEMBD)

4acToTa AHTMOHEBPOTUYECKHUN OTEK

HEU3BECTHA

4acToTa JIEKapCTBEHHAsl peakuus ¢ HSo3uHopumiIneln U

HEU3BECTHA cucremHoi cumnromatukoit (DRESS-cunnpom)
Hapymenus co OYEHb PEAKO MOBBIIICHUE  KOHLEHTPAlMM  KpeaTMHWHA B
CTOPOHBI IOYEK U CBIBOPOTKE, IOBBIIIEHUE COJEP)KaHUS OCTATOYHOIO
MOYEBBIBOIAIINX a30Ta B KPOBU, CHHKEHHE KIMPEHCa KpeaTHHUHA (CM.
myTeit’ paznen 4.4)

® Taxxe cM. «Hapyienus co CTOPOHbI HMMYHHOM CHCTEMBD»
Hapymenus co OYEHb PEAKO CHW)KEHHUE ClIyXa JIETKOM WM CpPEAHEH CTEIeHU
CTOPOHBI OpPraHa TSKECTH y JIETEeH NPYU JIEUEHUH MEHUHTUTA
cllyXa 1 JaOUPUHTHBIC
HapyLICHHUs
OOmu1re HapyIIeHUsI U | 4acTo peakuuu B MECTE€ BBEICHHS, KOTOpPHIE MOTYT
peaKIu B MECTE BKJIIOYATh OOJIE3HEHHOCTh U TPOMOO(DIeOUT
BBEJCHUS

7 6OI€3HEHHOCTD B MECTE BHYTPUMBIIICYHON HHBEKIIMU O0JIee BEPOATHA
IIPU BBEJIEHUH BBICOKHX J103, OJJHAKO OOBIYHO 3TO HE SABISAETCSA IPUUNHON
JUIsL OTMEHBI IIpernapara

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENATEIbHBIX PEAKIUAX TIOCIEe PETrUCTPaIuU
JIEKapCTBEHHOI'0 Tperapara ¢ 1efbio 00ecredeHns] HePepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOI'O Mpernapara. MeaunuHCKUM paOOTHHUKAM DPEKOMEHIYeTCs
co00IaTe O JIFOOBIX TO03PEBACMBIX HEXKENIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
yepe3 HalMOHAJIbHBIE CHCTEMBI COOOIICHHS O HEXKENIaTeNbHBIX PEaKIUsAX TOCyIapCTB-UICHOB
EBpa3niickoro 5KOHOMHUYECKOT0 COK3a:

Poccuiickaa ®@eoepayus

®denepanbHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

Anpec: 109012, r. Mocksa, CriaBstHCKasl miiomiaib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJIEKOMMYHUKALIMOHHOM ceT «HTepHET»:

https://www.roszdravnadzor.gov.ru/
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1Y OTUETY

4.9. [lepeno3upoBka

CHUMOTOMBI
[ToBeImeHUE BO30YAMMOCTH KOPHI TOJIOBHOTO MO3Ta C Pa3BUTHUEM CYIOPOT.
JleueHune

CuMNTOMaTU4YECKOE, FEMOUAIIN3, IEPUTOHEATBHBIN JUATU3.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

dapmakoTepaneBTHYECKas IpyIIa: aHTHOAKTepHAIbHBIE CPEJICTBA CHCTEMHOTO ICHCTBHS;
npyrue OeTa-1akTaMHble aHTHOAKTepUaAIbHBIE CPEACTBA; 11e(aJoCIOPHUHBI BTOPOTO MOKOJICHHS.
Ko ATX: JO1DCO02

MexaHu3M IeHCTBUS

[lepypokcuM akTHBEH B OTHOIICHUH TUPOKOTO CTIIEKTPa BO30yAUTENEH, BKIIIOYAsK I TAMMBI,
IPOAYLUpPYIOIINE OeTa-TaKTaMashbl.

Hedypokcum o6mamaeT Xopoliell yCTOHYMBOCTHIO K OaKTepUaNbHBIM OeTa-JaKkTama3aM H,
COOTBETCTBEHHO, aKTUBEH B OTHOIICHUH HIMPOKOIO CIEKTpa aMIUIMIUIMH- U aMOKCUIIMJIIMH-
PE3UCTEHTHBIX ITAMMOB.

BakTepuninaHoe aeiicTBe edypokcrMa CBS3aHO C MOJABICHUEM CUHTE3a KIETOYHON CTECHKHU
OaKTepuu B pe3yJIbTaTe CBSI3bIBAHMS C OCHOBHBIMU O€IKaMHU-MHIIICHSIMHU.

dapmakoanaamMuyeckue dPpPeKTnl

Ledypokcum siBisieTcs OaKTEPUITUIHBIM aHTHOMOTHKOM TPYIITHI e aTOCIIOPHHOB, YCTOMUYUBBIM
K I[GﬁCTBHIO 6OJ'II>H_II/IHCTBa 66Ta-HaKTaMaB U AaKTUBHBIM B OTHOIICHHWU MIIMPOKOI'o CIICKTpa
TpaMIIOJIOXKUTCIIbHBIX )41 rpaMOTpHUIATCIbHBIX MHUKPOOPTaHU3MOB. PaCHpOCTpaHeHHOCTB
MpPUOOPETEHHON YCTONYMBOCTH OakTepHil K ieypoKcHuMy BapbHUpYET B 3aBUCUMOCTH OT PETHOHA
U C TEYCHUEM BPEMEHH, Y OIpPEIEICHHBIX BUJOB MUKPOOPTaHU3MOB YCTOWYUBOCTh MOKET OBIThH
OUYEHBb BEICOKOH. HPGI[HO‘-ITI/ITG.HBHO HUMCTD JIOKAJIbHBIC TAHHBIC 110 YYBCTBUTCIIBHOCTH, OC06€HHO
IIPU TepaNU TSHKEIIBIX WHPEKIUH.

[{edypokcuM 0ObIYHO AKTUBEH i7 Vifro B OTHOILIEHUU CIEIYIOMIUX MUKPOOPTaHU3MOB.
bakTepuu, 00bIYHO YYBCTBHUTEIbHBbIE K IeQYPOKCUMY

I'paMII0JI0KUTEILHEIS a3130651

Staphylococcus aureus (IITaMMBI, 9yBCTBUTEIbHBIE K METUIIMJIIHHY)'
Koaryna3zoneratuBHbie CTa(QHUIOKOKKH (IITAMMBI, YyBCTBUTEILHBIC B METUIUILIHHY )
Streptococcus pyogenesI
Bera-remonuTHYeCKHE CTPENTOKOKKU

I'pamoTpuLIaTENBLHBIE 23DO0KI

11
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Haemophilus influenzae’, Bkmouas ycToitunpble K aMHII/;IIJ;/rHBHSI‘; %EEMEHC CTb 000g)

Haemophilus parainfluenzae’

Moraxella catarrhalis’

Neisseria gonorrhoeae’, BKIo4asi ITAMMBbI, IPOAYLUPYIOIIME ¥ He MPOIYLHPYIOIIHE
NCHUIUIUTAHAZY

Neisseria meningitidis

Shigella spp.

I"paMII0JIOKHUTEILHEIC aHaBDO6I)I

Peptostreptococcus spp.
Propionibacterium spp.
CrnupoxeTsl
Borrelia burgdorferi’
bakTepuu, 1)1 KOTOPBIX BEPOSITHA NIPHOOPETEHHASI PE3UCTEHTHOCTD K He(pypoKCuMy

I'paMII0JI0KUTEILHEIS a3130651

Streptococcus pneumoniael

CTpenToKOoKKY Tpynisl Viridians

I'paMoTpHuItaTeIsLHbBIE a9PO0BI

Bordetella pertussis

Citrobacter spp., kxpome C. freundii

Enterobacter spp., xpome E. aerogenes u E. cloacae
Escherichia coli’

Klebsiella spp., Bkmouas K. pneumoniae’
Proteus mirabilis

Proteus spp., xpome P. penneri n P. vulgaris
Providencia spp.

Salmonella spp.

I'paMII0JI0KUTEILHEIS aHaBDO6BI

Clostridium spp.

I'paMOTpHIIATENbHEIE AaHAPOOKI

Bacteroides spp., kxpome B. fragilis
Fusobacterium spp.
bakTepuu, o0s1agawimme NPUPOIHOH YCTOHYMBOCTHIO K Le(PypoOKCUMY

I"paMII0JIOKHUTEILHEIC 33D06BI

Enterococcus spp., Bkmodast E. faecalis v E. faecium

Listeria monocytogenes

12
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I'paMoTpHuItaTeIsLHEBIE a9PO0BI

Acinetobacter spp.
Burkholderia cepacia
Campylobacter spp.
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Morganella morganii
Proteus penneri
Proteus vulgaris
Pseudomonas spp., Bkmouas P. aeruginosa
Serratia spp.
Stenotrophomonas maltophilia
['paMmonoxxuTeabHbIe aHAIPOOKI

Clostridioides dificile

I'paMOTpHIIATENbHEIE AaHAPOOLI

Bacteroides fragilis
IIpouune
Chlamydia spp.
Mycoplasma spp.
Legionella spp.
— i1 JaHHBIX OakTepuil  KiMHUYecKas A(QeKkTHBHOCTH IedypokcuMma  Oblia

MPpOACMOHCTPHUPOBAHA B KIIMHUYCCKUX UCCIICAOBAHUAX.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

Ancopbuust

MaxkcumanbHasi KOHIIGHTpauusi LedypoKkcMMa B IUIa3Me€ KpPOBH IOCJIE BHYTPHMBIILICYHOTO
BBEJICHUS OTMedaeTcs B mepuoa ot 30 10 45 MUHYT.

Pacnopenenenue

C Oenkxamu ma3Mel KpoBu cBs3biBaeTcs 33-50 % mpemnapara (B 3aBUCUMOCTH OT HUCIOJIb3yEeMOM
METOJIUKH ).

KonuenTtpanus nedypokcuma, NpeBbIIIAIONME MUHUMAIBHYIO MOJABIISIONYI0 KOHIEHTPALUIO
JU1s OOJIBIIIMHCTBA MUKPOOPTaHU3MOB, MOT'YT OBITh JOCTUTHYTHI B KOCTHOM TKaHU, CHHOBUAJIBHOM

Y BHYTPUIJIA3HOU KUIKOCTSX.
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Moa3ra.

Buorpancdopmarus

IleypokcuMm He moaBepraeTcs MeTadoIM3My M BEIBOJUTCS ITyTEM KIIyOOUKOBOU (PruTbTpanuu u
KaHaJIbLIEBON CEKPEIUH.

DJIMMUHAIMS

[lepuon momyBbIBeneHHUS UEPYPOKCHMA W3 CBIBOPOTKH IIOCIE BHYTPUMBIIICYHOTO WM
BHYTPUBEHHOT'O BBEJICHHS COCTaBIIsCT MPUONMM3UTENHHO 70 MHHYT. Y HOBOPOXKIIEHHBIX JeTel
Nepuoj MOJIyBbIBEICHUS IIepypoKCMMa MOXET ObITh B 3-5 pa3 MpodoSKHUTENbHEEe, YeM Yy
B3pOCJIBIX.

ComnyTcTByloliee BbIBEACHNUE MPOOCHENUAA Y/UIMHACT SKCKPELUIo 1eypOKCHUMa, YTO MPUBOIUT
K MTOBBILIEHUIO MAaKCUMaIbHOW KOHIIEHTPAUU IeQypOKCHMa B CHIBOPOTKE.

B Teuenne 24 yacoB mocie TapeHTEPATbHOTO BBEACHUS MEPYPOKCHM TOYTH TOJTHOCTHIO
(85-90 %) BBIBOIMTCS uepe3 MOYKH B HEU3MEHEHHOM BHJIE, TPHUEM O0JIbIIast yacThb Mpernapara —
3a nepBbie 6 YacoB.

ChIBOpOTOYHBIE KOHIIEHTPAIH 1IePYpPOKCHMa CHUKAIOTCS MPU AUATU3E.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

OTCyTCTBYIOT.

6.2. HecoBmecTUMOCTD

PactBop OukapOonara Hatpus 2,74 % uMeeT nmokasarenb pH, CylIecCTBEHHO BIUSIONINN Ha IIBET
pacTBopa 1edypoKCMMa, MOITOMY €ro HE PEKOMEHAYIOT HWCIIONb30BaTh HJsi Pa3BEICHUS
npenapata. OJHAKO eclid MAlMEeHTy BBOJSAT pacTBOp OumkapOoHaTa HATpUs MyTeM MH(Y3UH, TO
1eypokcuM Mpu HEOOXOJAMMOCTH MOYKHO BBECTH HETOCPEACTBEHHO B TPYOKY HMH(Y3MOHHOU
CUCTEMBI.

[Ipenapat Henb3s CMEIMINUBATH B OJJHOM INIIPHUIIE C AHTHOMOTUKAMHY U3 TPYTIITHl AMUHOTITUKO3UOB.
JlaHHbIN JIeKapCTBEHHBINM MpernapaT He CcleayeT CMEIIMBaTh C APYTUMHU JIEKapCTBEHHBIMU

npernaparamu, 3a UCKIIOUYEHUEM YIIOMIHYTHIX B pazjeie 6.6.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )
2 rona.

[IpuroToBIeHHBIE PACTBOPEL JUISI NHBEKIMH U MH(VY3UI [IPU pa3BEACHUN BOJIOU JUIS MHBEKIIUH,

0.9 % pacTBOpOM HaTpust xJopunaa, S % pacTBOPOM AEKCTPO3bI XPAHUTE:

2 yaca npu Temnepatype Hxke 25 °C.
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24 gaca nipu Temriepatype ot 2 110 8 °C (B X0J10; I/IJ'IBHI/IKéI)-.ll

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPH XPAHEHUH
[Tpu Temmneparype Huxe 25 °C B opuruHaabHOM yrakoBKke ((hJakoH B Mayke) ISl TOTO, YTOOBI
3alIUTUTH OT CBETA.

VYcnoBust XpaHeHHs TIOCIE BOCCTAHOBJICHUS JIGKAPCTBEHHOTO MIpenapara cM. B pasnene 6.3.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

[To 250 mr, 750 mr wmm 1500 Mr neWcTBYOIIEro BemiecTBa BO (PIIAKOH W3 MPO3PAYHOTO
OeclBETHOTO cTeKa | THAPOIUTUYECKOTO KiIacca BMECTUMOCTHIO 20 MJI, YKYTIOPEHHBIN MPOOKOi
PE3UHOBOI U3 OpOMOYTHIIKAYUyKa, 00XKaThIi KOJIMAuYKOM aJIOMHUHHEBBIM KOMOMHHUPOBAHHBIM.
ITo 1 ¢pnaxony ¢ npenapaToM BMECTE C JUCTKOM-BKJIA/IbIIIEM [TOMELIAIOT B IAYKy KaPTOHHYIO.

Ynakoexa ona cmayuorapoes

ITo 10, 50 umu 100 ¢rmakoHOB ¢ mpemapaToM BMECTE C JIMCTKOM-BKIAJBIIEM B KapTOHHYIO

KOPOOKY C pa3JeuTeIbHBIMU MIEPErOPOIKAMU UK 0€3 HUX.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUUYTOKEHHUHM HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenapaTra WJIH OTX0A0B, TMOJYYEHHbIX TOCJde NPHMEHEHUs!
JIEKAPCTBEHHOT0 Mpenapara, 1 pyrue MaHuMmyJsiiiy NP4 padoTe ¢ MpenapaTomM
WHCTpyKLIMK 1O MPUTOTOBJICHUIO JIEKAPCTBEHHOTO Mpenapara nepes BBeAeHHEM

Pacmeop ons enympumvluieunozo e6edenuis

Jlo6aButh 1 M1 Boab! Uit uHBEKIMNA K 250 Mr nedypokcuma, 3 Mi1 BOJBI 111 HHbEKUIUH K 750 Mr
nedypokcuma. OCTOPOKHO BCTPSAXUBATH A0 0Opa3zoBaHUsl cycrneH3wu. [Ipm HeoOXomumocTu
BBeneHus 1500 mr 1medypokcuMa BHYTPUMBIIIEYHO HCIONB3YIOT JIB€ J03bI 1Mo 750 wr
BHYTPUMBIILIEYHO B pa3Hble MECTa JUIsl MHbEKIIUM, HapUMep, B 00€ AroInLIbI.
BoccraHoBneHHBIN pacTBOp — Mpo3payHas WU CIerka ONaleCHUPYIOas )KUIKOCTh OT CBETIIO-
JKEJITOTO JI0 JKEITOTO C 3€JICHOBAThIM OTTEHKOM I[BETa WJIM CYCIEH3Us OT IMOYTH OEloro 1o
JKEJITOTO IIBETA.

Pacmeop ons enympusennozo bontocrnoco 66edenus

* k 250 Mr nedypokcuma 100aBUTH HE MEHEE 2 MJIT BOJIBI JIJISl HHBEKIIHIA;

* k 750 Mr nedypokcuma 100aBUTH HE MEHEE 6 MJIT BOJIBI JIJISl HHBEKIIHIA,

* k 1500 mr nepypokxcuma 100aBUTh HE MeHEe 15 MIT BOJIBI 17151 MHBEKITHIA.

Pacmeop onsa enympusennozo unghy3uonno2o 6eedenus

s BHyTpuBeHHBIX HH(DY3uit 1500 Mr mpenaparta pacTBOpsIOT B 15 M1 BOJBI A1l HHBEKIUH,
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MOJIyYEHHBIN pacTBOp 100aBisroT K 50 Mt uiu 100 M I'AH&%%J&%B%“&%%HQ 'é];ﬁ' gz;éjr%:bpbl

MOYKHO BBOJIUThH HETIOCPEICTBEHHO B BEHY MJIM B TPYOKY HH(PY3MOHHOIN CUCTEMBI, €CJIU TallueHT

[I0JIy4aeT MapeHTEPaIbHYIO TEPAIHIO.

CoOBMECTHMOCTE PACTBOPOB

PactBop medypokcuma (1500 mMr B 15 M BOABI Al UHBEKIUH) COBMECTHUM C PacTBOPOM
meTpoHuaazona (500 mr/100 mur).

edypokcum B mo3ze 1500 mr coBmectuM ¢ pacTBopoM azionwiiuHa (1 T B 15 Mot wm 5 T B
50 mo).

PactBop nedypokcuma (5 Mr/mir) MoKeT HCTONb30BaThes B 5 % wmm 10 % pacTBope KCHIUTONIA.
HedypokcuMm coBMecTHUM ¢ BOJIHBIMH pacTBOpamH, cojepxamumu a0 1 % numokamHa
TUAPOXJIOPHIA.

[ledypokcuM coBMecTUM ¢ Hanbosiee NIMPOKO MPUMEHSIEMBIMU HH(Y3HMOHHBIMU PACTBOPAMHU.

LedypokcuM COBMECTHM CO CIEAYIOUMMH PAaCTBOPaAMHU:

. 0,9 % pacTBOp HaTpus XJIOPUA;
. 5 % pacTBOp AEKCTPO3bI 11 HHBEKIIUH;
. 0,1 % pacTBOpOM NHMIOKaNHA THIPOXIOPUA.

CrabunbHocTh nepypokcuma Hatpus B 0,9 % pacTBOope HaTpus xjopuzaa u B 5 % pacTBope
JIEKCTPO3bI HE HAPYIIAETCs B IPUCYTCTBUHU THAPOKOPTU30HA HaTpus pocdara.

Co cnepyrommmu pacTBopamu 11e()ypOKCHM COBMECTUM IPU BBEACHUU B BUJIE BHYTPUBEHHOMN

nHpy3uu:
. rernapud (10 EIl/ma u 50 EJI/mn) B 0,9 % pacTtBope HaTpus Xjiopuia;
. xyopun kanus (10 MOx/n u 40 MOk/i) B 0,9 % pacTBOpe HATpus XJIOpUA.

Yrrimzanus

Bechb ocraBmmiics iekapCTBEHHBIN Mpenapar U OTXO/bI CIEAYeT YHUUYTOXXUTh B YCTAHOBICHHOM

MOpsIZIKE.

7. AEPKATEJIb PETUCTPAIIMUOHHOI'O YAOCTOBEPEHUSA 1
MPOU3BOJAUTEJIb

Poccniickas @enepanvs

Axtmmoneproe oomiectBo «AJITETPA» (AO «AJITET'PAY)

141983, MockoBckas o0sacth, .0. JlyoHa, r. Jlyona, mpocnekt Hayxkwu, 1. 33
Ten.: +7 (495) 128-67-28

E-mail: info@altegra.bio

7.1. llpeacTaBuTe/Ib J€pPKATENA PETHCTPALMOHHOIO Y10CTOBEPEHMA
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[Iperen3un noTpedUTENEH HAIPABIITH 110 aIpecy

Poccniickas @enepanvs

OO0111ecTBO ¢ OTPaHUYECHHON OTBETCTBEHHOCTBIO « ATEHTCTBO 110 (papMaKOHAI30py
«DapMKOMILTIACHC»

129626, r. Mocksa, mpocnekT Mupa, a. 104, stax 8, nom. I, komuara 11.

Ten.: +7 (495) 142-24-87

Mo6. ten.: +7 (901) 369-45-95

e-mail: pv@farmakonadzor.com

8. HOMEP PETHCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. TATA IEPBUYHOM PETUCTPAIIMH (ITOJATBEPKJIEHUS PETUCTPALIVH,
MNEPEPET'UCTPALIUN)
Hata nepsoit peructpauuu: 31.01.2025

10. JATA IEPECMOTPA TEKCTA
O6mas xapakrepucrtuka JiekapcrBeHHOTo nipenapara [[EOUKIIEDTA nocrynHa Ha
oduIansHOM moprane EBpazuiickoro SKOHOMHUYECKOTO COI03a B MHPOPMAIIHOHHO-

KOMMYHHUKaIIMoHHOH cetu «THTepHeT http://eec.eaeunion.org/.
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