COOTBETCTBY CMNEPT
oT 15 024 M= 1.

OBIIASI XAPAKTEPUCTUKA JEKAPCTBEHHOFO TIPEITAPATA "70%)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA
Knuapamunms, 150 Mr/mi1, pacTBOp 711 BHYTPUBEHHOTO U BHYTPUMBIIIEYHOTO BBEICHUS.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JelicTByroliee BEMECTBO: KJIMHIAMULMH.

Kaxxnprit Mt pactBopa comepxkut 150 Mr kmuHgamMuIiMHa (B BUIe KInHAaMunnHa Gocdata).
BCHOMOI‘aTeHLHBIe BCIICCTBA, HAJIMYUC KOTOpBIX Haa10 y‘-II/ITI:IBaTB B COCTaBE J'ICKapCTBeHHOI‘ (0]
npenapara: OeH3WIOBBIN ciupT (cM. pasnen 4.4).

[TonHbIii MepeyeHb BCIIOMOTaTENbHBIX BEIIECTB MPUBEICH B pasjene 6.1.

3. JEKAPCTBEHHASA ®OPMA
PacTBOp 111 BHYyTPUBEHHOTO ¥ BHYTPUMBILICYHOTO BBEACHMUS.
[Ipo3paunblii 6€CIBETHBII WM CIIETKA JKEITOBATHII pacTBOP.

4. KIMHUYECKHUE JAHHBIE

4.1. [loka3aHus K NPUMEHEHUIO

[IpenapaT nokasaH K IPUMEHEHUIO y B3POCIbIX U AETEH OT 3 JIeT.

Tspkenble MHGEKIMOHHO-BOCHAIUTENbHBIE 3a00J€BaHUSA, BBI3BAHHBIE UYYBCTBUTEIBHBIMH K
KJIMHAAMHULIMHY MUKPOOpraHU3MaMHu:

Nudexnuu BepxHUX nbIxatenbHbIX myTel u JIOP-opranos, B ToM 4nclie: XpOHHYECKHI CHHYCHT,
BBI3BaHHbBIM aHA’pPOOHBIMH OaKTEpUSMH, CpPEAHUNH OTHT (NPH YCIOBUH OIHOBPEMEHHOI'O
NPUMEHEHHUs aHTUOAKTepHANbHBIX IPENapaTroB, AaKTHUBHBIX B OTHOUIEHHH  a3pOOHBIX
IpaMOTPHULIATENIEHBIX MUKPOOPTaHU3MOB), PELUIUBUPYIONINH (hapHHTOTOH3HILIUT.

WHubexnun HIKHUX JbIXaTeNbHBIX IyTEH, B TOM YHCJIe: ITHEBMOHHUS, OPOHXHT, abCIiecc Jerkoro,
SMIIMEMA TUIEBPBHI.

CkapnaTuHa.

BocnanutenbHble THHEKOJIOrMYECKHE 3a00J€BaHMS OpPraHoOB Maloro Tasza (PHIOMETPHUT,
CaJBIIMHTUT, abcuecchbl (auIoNUeBbIX TPYO M SIMUHUKOB) U MEJIbBUONEPUTOHUT (TpU YCIOBUU
OJTHOBPEMEHHOI'0 TPUMEHEHHUsI aHTHOAKTEepUAIbHBIX IPENapaToB, AKTHUBHBIX B OTHOLICHUU
a’pOOHBIX IPaMOTPULIATENBHBIX MUKPOOPTaHNU3MOB).

NHpexnun KoKW M MITKMX TKaHed, B TOM 4YHCle: HWHQUIMPOBAHHBIE paHbl, a0CIECCHI,
bypyHKyJie3, HeJUTIOIUT ((haerMoHa), UMIETUT0, YIPH, POXKa.

NutpaabaoMuHanbHble HHYEKIMY, B TOM YHUCIIE: IEPUTOHUT, abcLiecchl OPIOIIHON MOJIO0CTH (IIpU
YCIIOBUM OJHOBPEMEHHOIO TPUMEHEHHUS] AaHTUOAKTEpUAJIbHBIX IIpernaparoB, AaKTUBHBIX B
OTHOILIEHUU a3pOOHBIX IPaMOTPHULIATEIEHBIX MUKPOOPTaHU3MOB).

Wudexun monoctu pra, B TOM YHCIE: IEPUOTOHTAIBHBIN a0CIIeCC U MEPUOIOHTHT.
WNHdexonHble 3a001€BaHNs KOCTEH U CyCTaBOB, B TOM YHCJIE: OCTEOMUENIUT U CeNTUYECKUN
apTpuT.

CenTuuemMusi, 0akTepuanbHbIA YHIOKAPIUT.

TokcomnazMo3Hsli sHIEGanuT y nauuentos co CIIM/Iom (B coueTaHuu ¢ nupuMeTaMHUHOM) TIpU
HENIEPEHOCUMOCTH CTaHJAPTHOM TEepaIuH.

[TueBmonwus, BeI3BaHHAsA Prneumocystis jiroveci (panee Pneumocystis carinii), y TIallUEHTOB CO
CIIMom (B coueTaHMU C TNPUMAXHMHOM) MPU HENEPEHOCUMOCTH WIIM PE3UCTEHTHOCTH K
CTaHJApPTHOU Tepamuu.

Mansipus, Bei3BanHas Plasmodium falciparum, B TOM 4Hclieé ¢ MHOKECTBEHHOM JIeKapCTBEHHOU
PE3UCTEHTHOCTHIO (B COUETAHUH C XUHUHOM).

YyBCTBUTENBHOCTh AHTHUOMOTUKOB i1 Vitro MEHSAETCS B 3aBUCUMOCTH OT TIeorpagpuueckoro
permoHa M C TEYEHHUEM BpEMEHH, I03TOMY IpHU BbIOOpE aHTHOAKTEpUAIBbHON Tepamnuu
HE00XO0IMMO YUUTHIBATh MECTHYIO HH(POPMALIHIO O PE3UCTEHTHOCTH.



ot 19.06.2024 N2 12175
(MOCNEQOBATENEHOCTE 000%)

4.2. PesxuM 103MpPOBaHNs U CNIOCO0 MPUMEHEHHUs

COOTBETCTBYET ZKCNEPTHOMY OTUETY

PexxuMm no3upoBanus
Bspocnvie
OOblyHast cyToyHast Jo3a (Kak TMpPaBUIO, TMPU YCIOBUU OJHOBPEMEHHOTO MPUMEHEHUs
AHTHOAKTepUANBHBIX MPEMapaToB, AKTUBHBIX B OTHOIICHWU a’3pOOHBIX TPaMOTPHUIATEIHHBIX
Mukpoopranu3moB): 2400-2700 Mr mpemnapara B CyTKH, pasfeicHHbIe Ha 2, 3 uiau 4 paBHbBIC
no3bl. [Ipu nH(peKuusax, BEI3BaHHBIX 00Jee YyBCTBUTEIBHBIMU K Tepanuu Bo30yauremsimu: 1200-
1800 mr/cyT, pa3ieneHnbie Ha 3 Uiau 4 paBHBIE JT036I.
MakcumanpHas cyrouHas go3a — 4800 mr.
Hugexyuonno-eocnanumenvhole 2unekonocudeckue 3abonesanus opeanos manoeo masa: 900 mr
KIUHIAMHIIMHA B/B KaXIble 8 4 + aHTHOAKTepUaIbHBIA Mpenapar, aKTUBHBIA B OTHOIICHUU
a’pOOHBIX TPaMOTPULATENILHBIX MUKPOOPTaHU3MOB (HampuUMep, TeHTaMULIMH B J103€ 2 MI/KT C
NOCJEIYIOIUMH BBEICHUSIMU 1,5 MI/Kr yepe3 Kaxable 8§ 4 s MAlMeHTOB C HOPMAaJIbHOU
dbyHKIME noyek), B TeueHue He MeHee 4 THEH, a Mocie HACTYIUICHUS yIIyYIIeHUs] COCTOSTHUS
NalUeHTa — B TEYEHHUE ellle He MeHee 48 4. 3aTeM NepexoaT Ha MpUeM KIMHIAMUIMHA BHYTPb
1o 450-600 mr kaxzasie 6 u exeaHeBHO. [lonHbINA Kype Tepanuu coctaBigeT 10-14 nueil.
Tokconnazmosnviid suyepanum y nayuenmos co CIIH/[om: y TalluEHTOB ¢ HEMEPEHOCUMOCTHIO
CTaHJAapTHOM Tepanuu KIWHAAMHUIWH [PUMEHSIOT B COYETaHHMM C MUPUMETaMHUHOM IO
cienytouieit cxeme: B/B B go3e 600-1200 mr xaxaesie 6 4 B TedeHue 2 Henenb, 3ateM 1o 300-
600 Mr BHYTpb Kaxable 6 4. [luprumeTamMuH Ha3HA4arOT B 103€ 25-75 Mr BHYTPb KaXKIblid JICHb.
OO6bruHO Kypc Tepanuu coctasisier 8-10 Henmens. Ilpu mpumeHenuu Oosiee BBICOKHX 103
MUpUMETaMUHa CIeAyeT Ha3HavYaTh (PoJIMeBYI0 KUCIOTY B 03¢ 10-20 Mr/neHb.
[TneBmonus, BbI3BaHHAsA Prneumocystis jiroveci (panee Pneumocystis carinii), y TallUEHTOB CO
CIIN Jom: 600-900 mr B/B kaxkaple 6 4 miau 900 mr B/B kaxapie 8§ 4 B TeueHue 21 mHA |
npuMaxuH 1o 15-30 Mr BHyTpb OJIMH pa3 B JIeHb B TeueHue 21 1Hs.
Taoicenasn popma mansapuu
XunuanHa TaokoHaT: 10 MI/Kr B KayecTBEe HACBIMIAIOMICH 103bl, BHYyTPUBEHHO B TeYeHHE 1-2
gacoB, 3ateM 0,02 MI/Kr/MHH NPOJOJDKUTENbHAS UH(PY3HUS B TEUEHHE KaK MHHUMYM 24 4YacoB
(ampTEpPHATUBHBIM pEXUM JO3UPOBAHMS TMPEACTABIEH B HWHCTPYKUUU MO TNPUMEHEHHUIO
xuHUAMHA). Kak TONbKO KOHLEHTpauus NapasuToB cTaHOBUTCA < 1%, M HAUEHT MOXET
MPUHUMATH MpEenapaTbl BHYTPb, CIAEAYET 3aBEPIINTh TEPANUIO0 MPUEMOM XHHUHA BHYTPh B J103€,
yKa3aHHOW BBINIE, B COYETAHWU C KIMHAAMHIOWHOM: 20 MI/KT/CYT BHYTpb, pa3/IeJCHHBIC Ha
3 paBHBbIE 103bl, B T€UEHUE 7 THEH.
B cnywae, ecnu manmeHT He CIOCOOEH NPUHHUMATh Ipenapatbl BHYTPb, CIEAYET BBECTHU
KIMHAAMHUIIMH B/B KalleJdbHO B HachImawmeid no3e 10 MI/Kr, ¢ MOCIEQyIOIIUM BBEICHUEM
npernapara B 03¢ 5 MI/KT B/B KameiabHO Kaxaple 8 4. Ciemyer m30eratb OBICTPOTO BBEICHUS
npenapata. Kak TONbKO MalMeHT CMOXET MPUHUMATh Mpenapathl BHYTPb, CIEIyeT MeperTu Ha
TabneTupoBaHHyio popMmy. InuTeapbHOCTh Kypcea jdeueHus — 7 JHei.
OcoOble rpynmnbl NaueHTOB
Tlayuenmul nodcunozo eospacma
[Ipu HOpManbHOW (sl MaHHOTO Bo3pacTa) (YHKIHUU TMEYEHU M TMOYEK KOPPEKIMU J03bI HE
Tpebyercs.
Ilayuenmul ¢ Hapywenuem yHKyuu nouex u neveHu
Koppexkiun 10361 He TpeOyeTcsl, TOCKOJIbKY KIMHIAMUIIMH MPAKTHUYECKH HE HAKAIlJIMBAETCS B
OpraHu3Me, €ciy Mpenapar BBOAUTCS C HMHTEPBAJIOM § 4acoB.

eTu
Hetsm ot 3 g0 18 nmet 20-40 Mr/Kr Macchl Tena B JIeHb, pa3/ieieHHbIC Ha 3 WK 4 paBHBIC JTO3BI.
Taoicenasn popma mansapuu
['mokoHaT XMHUAMHA: TaKasl K€ cXeMa J03MPOBaHMsI, KaK M OMHCAHO BBILIE AJISi B3POCIBIX B
COYETaHUHU C KIMHAAMHLIUHOM: 20 MI/KI/CYT BHYTpPb, pa3iciieHHble Ha 3 paBHbIC N03bl, B
TeyeHue 7 nHel. B ciydae ecnu manueHT He ciocoOeH MpUHUMATh MpenapaThl BHYTPh, CIEIYET
BBECTH KIMHJAMUIMH B/B KaleJlbHO B Hacklmaromed po3e 10 MI/kr, ¢ mocieayrommm
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BBEJICHHEM TIperapara B J03€ 5 MI/KT B/B KallejIbHO KaMI_SIIE:'gEHI%ﬁELI\EQ Iﬁls_g—ell‘al;ﬁ' gﬁ:lgl_:tlo'oro

BBeJIeHUs npernapara. Kak TOJNBKO MalMeHT CMOXKET NMPUHHUMATh INpenaparbl BHYTpb, CIEAYET
nepeiTH Ha TabJIeTHPOBAHHYIO (hopMmy.

Croco6 npuMeHeHus

BHyTpuBEHHO KaneabHO, BHYTPUMBIILICUHO.

Brympueenno xanenvro

MakcumanbHas paszoBasi A03a JJisi BHyTpUBeHHOro BBeaeHus — 1200 mr B Teyenue 1 yaca.
Ckopoctb nH}Y3UH He T0JKHA peBbimath 30 Mr/MuH (cM. pa3zaen 4.8). He BBomuTh 60510CHO!
Brympumviueuno

He pexkomenayercss BHyTpUMBIILIEUHOE BBEJICHUE OAHOKPATHOW /103bl, IpeBbliiatomein 600 mr.
WHcTpyKIMM 10 pa3BeieHUI0 JEKapCTBEHHOTO Ipernapara nepes NpUMEHEHHEM CM. B pasjerse
6.6.

4.3. IlpoTuBONOKA3aHUS
e [wmepuyyBCTBHTEIBHOCTh K KIWHAAMHIMHY, JIMHKOMHUIIMHY WJIA JIOOOMY U3
BCIIOMOTATEIILHBIX BEIIECTB Npenapara, MepeYrcICHHbIX B paszene 6.1
e JICTCKUH BO3pacT 10 3-X JieT (JUIsl JaHHOH JIeKapCTBEHHON OPMBI).

4.4. OcoOble ykazaHMsl M MepPbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C OCTOPOXKHOCTBHIO

Kenynouno-kuiieynsle 3a001€BaHus B aHaMHe3€ (0COOEHHO KOJIUT), MUACTeHUs (KJIMHAAMULINH
MOXET HapyllaTh HEHpPOMBIIICYHYIO Iepefady), TsDKelas IeYeHOYHas W/WIM IOouYeqHas
HEJ0CTaTOYHOCTh, OpOHXMaJbHAsi acTMa, OJHOBPEMEHHOE INPUMEHEHHE C MHOpPEJIaKCaHTaMU
nepugepuyeckoro neiicteus (cM. paszaen 4.5), OAHOBpEMEHHOE MPUMEHEHHE C HPUTPOMHULIMHOM
WiH XJIopaMpeHUKoIoM (CM. pasnen 4.5).

Oco0ble ykazaHus

Bo u3bexanue ociio)XKHEHUH IPUMEHATh CTPOT0 IO Ha3HAYEHUIO Bpaya!

Nmerotcst cooOmieHuss 0 ciiydasiX pa3BUTHS TSDKEJIBIX PpeaklUil THHep4YyBCTBUTEIBHOCTH,
BKJTIOYAsT TsDKENbIe KOXKHBIE PEaKIUH, TaKhe KaK JIGKAPCTBEHHAs CHIb C DO3MHO(DHINECH H
cuctemHon cumnromatukod (DRESS-cunapom), cuaapom CtueHca-/[»KoHCOHA, TOKCHYECKUN
SMUJACPMAIbHBIA HEKPOJIM3 M OCTPBIM TE€HEpPAIM30BAHHBIM DJK3aHTEMATO3HBIA IyCTyJe3 Yy
NAlUEHTOB, MOIyYalollUX Tepanuio KIMHIAMUIOUMHOM. B cioywae pasBuTus peakuuu
TUIEPYYBCTBUTEIBHOCTH WM TSDKEIOW KOXKHOM peakiuu, ClelyeT NpeKpaTUTh JICUEeHUE
KJIMHJIAMHUIMHOM ¥ HAa4aTh COOTBETCTBYIOIIYIO TE€PAINHUIO 3TUX OCIOXKHEHUH (cM. pasznensl 4.3 u
4.8).

Jlexapcmeennas coinb ¢ s03unoguaueti u cucmemuvimu nposgnenuamu (DRESS-cunopom)

Ha ¢one neyenust knuuaamunuaom coobmanoc o DRESS-cunapome, KOoTOpbiii MOXKET OBITH
YTPOKAIOIUM JKM3HM MM CMepTenbHbIM. [Ipm HazHadeHMM IpenapaTa MalMeHTa CIELyeT
O03HAaKOMHUTHb ¢ nIpu3Hakamu U cumnToMamu DRESS-cunapoma M TiIaTenbHO OTCIIEKUBATh
KOXHbIE peakuuu. [Ipu nosBiaeHNH NPU3HAKOB U CUMIITOMOB, CBUICTEIBCTBYIOIINX O PA3BUTHU
DRESS-cunnmpoma, mnpuMeHeHHE KIWHIAMUIIMHA CIEAYyeT HEMEUICHHO OTMEHUTh W
paccMOTpeTh BOIpOoC 00 aJbTEPHATUBHOM JiedeHUH (B ciydae HeoOxoaumoctu). Ecmm y
naiuenta pasBuwics DRESS-cunnpom Ha @oHe mnpuMeHeHus KIMHIAMULMHA, JICYEHUE
KJIMHJIAMHUIMHOM y JTAHHOTO MallMeHTa HU B KOEM ciydae B AaJbHEHIIEM Hellb3s1 BO30OHOBIISATS.

Clostridium difficile acconmuupoBaHHas auapes HabOmogaetcss Ha (oHEe NPUMEHEHHS
MPAKTHYECKH BCEX AHTHOAKTEPHUATBHBIX MPENapaToB, BKIIIOYAS KIWHIAMHIIMH, W TPOSBIISICTCS
OT JIeTKUX (popM Iuapew M0 TSHKEIOro KOJHTA C JICTATBbHBIM HCXOIOM. AHTHOAKTepUaIbHBIC
mpernapaTsl TOJABISIOT HOPMANbHYIO (JIOpY KHIIEYHHKA, YTO MOXET CIOCOOCTBOBAThH
YCUJICHHOMY pa3MHOXeHHIo kinoctpunuii. Clostridium difficile mpoxyupyer TokcuHbsl A u B,
npuBoasimue K pasBututo Clostridium difficile accoumupoBaHHOW auapen. [ MIEPTOKCHH-
nponyrupyomue 1mrammel  Clostridium difficile BenmyT ¥ yBenIWYeHHIO 3a00JI€BAa€MOCTH U
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cmepriocTH, nockomsky o woryr Grms peducrerre] ACHEAORATE A TR A0k o

oT 19.(

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Tepanmuu W JJId JICUEHUS MOXKET MOTpeOOBaThCsA MPOBEIEHHE KOJIOHAIKTOMHUHU. Bcee ciydan
pa3BUTHA MApeu y MalUeHTOB Ha ()OHE aHTHOMOTUKOTEpANHU JOKHBI PACCMAaTPUBATHCS Kak
nogo3putensublie Ha pasButue Clostridium difficile acconmmpoBanHoi nuapen. Heobxomum
TIIATENbHBINA cOOp aHaMmHe3a B cinydae pazButus Clostridium difficile acconuupoBaHHON quapen
B TeyeHWe 2-X MecsAleB TMOocjie Ha3HayeHHs aHTHOAKTepUAIbHBIX  MpPErnaparos.
[TceBmomMeMOpaHO3HBIN KOJUT MPOSBISETCS AWApecH, JTEHKOIMTO30M, JIMXOPAIKOH, OONsIMU B
KUBOTE (MHOTJA COMPOBOXAAIOIIUMHUCS BBIJCIIEHHEM C KaJIOBBIMU MaccaMy KPOBHU U CIIH3H) U
MOXET pa3BUBaThcid Kak Ha (oHe MpHeMa KIMHIAMULUHA, TaK U 4epe3 2-3 Heaenu TMocie
npekpaieHus gedenus. [locie moctaHOBKU AMarHo3a mceBIoMEMOpPaHO3HOTO KOJIUTA B JIETKUX
Cllydasix JOCTAaTOYHO OTMEHBI JICUCHHS W MPUMEHEHUS HOHOOOMEHHBIX CMOJ (KOJIECTHPAMHUH,
KOJIECTHUIION), B CITydasX CPeIHEH TSXKECTH U B TSDKEJBIX CITydasx MOKa3aHO BO3MELIEHHE MOTepU
KHUJIKOCTH, DJIEKTPOJIMTOB M  OelKa, Ha3HAu€HHWE AaHTUOAKTEPHAJIbHOIO Ipernapara,
s dextuHoro B otHomeHuu Clostridium difficile, Hanpumep, BaHKOMHUITMHA B 103¢ 125-500 wmr,
win Oarmurparmaa B goze 25 000 EJI Buytps 4 pasa/cyr B Tteuenue 7-10 nmneit, wnmm
MeTponuaazoia mo 250-500 mr 3 paza/cyr.

[Ipenapatel, CHIWKAIOIIKE MOTOPHUKY KEIyJOYHO-KMIIEYHOTO TpakTa, He CielyeT Ha3HayaTb
OJIHOBPEMEHHO C KJIIMHIAMHUIIHOM.

KnunnamMunue ciegyer ¢ OCTOPOXKHOCTBIO MPHUMEHSATh y MAIMeHTOB C 3a00JIeBaHUSAMHU
KENyAOYHO-KUIIEYHOTO  TpaKTa B  aHaMHe3e, OCOOCHHO  KOJIMTOM. AHTHUOMOTHK-
ACCOIMMPOBAHHBIA KOMUT W Juapes BO3HUKAIOT dYame u B Oonee Tsokenod ¢opme y
0cJ1abJIEHHBIX MAIllMEHTOB W/WIK MAMEHTOB MOKUJIOTO BO3pacTa.

[Ipu mpuMeHeHMM BceX aHTHOAKTEPHUAIbHBIX CPEJCTB, BKIIOYAs KIWHAAMUIMH, BO3MOXEH
M30BITOYHBIN POCT HEYYBCTBUTEIBHBIX K JAHHOMY IpenapaTy MHUKPOOPIaHU3MOB, OCOOEHHO
IPOAOKENIONO0HBIX  TpuboB. Ilpm  pasButum  cynepuHbeKIMH  CIEAyeT  MPUHATH
COOTBETCTBYIOIINE MEPHI B 3aBUCUMOCTH OT KIIMHUYECKOM CUTYyallUH.

Knungamunun He clieyeT Ha3HAuyaTh JUIA JICYCHHs] MEHUHTUTA, TaK KaK OH IUIOXO MPOHUKAET
yepe3 reMaTodHIedaTnIecKuil oapbep.

[Ipn npumeHeHuu mpenapata B BBICOKHX J03aX HEOOXOAUM KOHTPOIb KOHLIEHTPALUU
KJIMHAAMUIIMHA B IUTa3Me KpoBU. Ecnu jieyeHne nmpoBOAMTCS B TE€UEHHE MPOAOJIKUTEIBHOIO
nepuoaa BPeMEHHU, TO CIIEYET PETYJISIPHO MPOBOAUTH UCCIeIOBaHUS (DYHKIUHU MTEYCHH U TIOYEK.
VY mnauMeHToB ¢ HapylleHHeM (QYHKIMM NEYEHH M IOYeK KOPPEKLMH J03bl Ipernapara He
TpeOyeTcs, MOCKONbKY KIMHIAMUIIMH MPAKTUYECKH HE HAKAIIUBACTCS B OpraHu3Me, €Cld
npenapat BBOAWTCS ¢ MHTepBajoM § 4. IlammeHTam C TSHKEION MEYeHOYHOW W/MIIM TOYeUHOU
HEJOCTAaTOYHOCTHI0O HEOOXOIMMO MPUMEHSTH MpernapaT ¢ OCTOPOKHOCThIO M KOHTPOIUPOBATH
(GYHKIUIO TIeYeHH («I1eYeHOYHbIE)» (PEPMEHTHI) U MOYEK.

Coo0mranocr 0 peaKkux CiIydasX OCTPOro MOBPEKICHHUS MOYEK, BKIIOYAs OCTPYIO MOYEHHYIO
HEIOCTaTOYHOCTh. Y TAIMEHTOB C HapylIeHHeM (QYHKIUU TI0YeK WM TPUHHUMAIOIINX
OJIHOBPEMEHHO HE(PPOTOKCHUECKHE JEKApPCTBEHHBbIE Mpenaparhl HEOOXOAUMO KOHTPOIUPOBATH
dbyHKIMIO Touek (cM. pasaen 4.8).

[Ipenapat He creayeT BBOAUTh BHYTPUBEHHO B HEPAa3BEACHHOM BHJIE H OJHOMOMEHTHO.
Wudysuro HeoOXoauMo nMpoBoANUTh B TedeHne He MeHee 10-60 muH (cM. pa3aen 4.2).

BcrmoMorarenbpHBIE BEMIECTBA

[IpenapaT conepxut OCH3MIOBBIN cupT. MiMeroTcs cooOmeHnst 0 ToM, 4TO OCH3UIOBBIA CITUPT
BBI3BIBACT Pa3BHUTHE «CUHIApoMa yaymbs» (Gasping Syndrome — HapymeHHs €O CTOPOHBI
JIBIXaTeIbHON CHCTEMBI, TPOSBISIIONIMECS B BUJIE YIYIIbs) C JETAIBHBIM HCXOJIOM Yy JETEH.
Hecmotpst Ha To, 4TO TepaneBTUYECKHE JIO3bI IIpernapara 0OBIYHO COJEPIKAT 03y OCH3UIOBOIO
CIIUpTa 3HAYMTEIIBHO HWXKE, YeM Ji03a, MpPH KOTOPOM HAOII0JAI0Ch pa3BUTHE JaHHOTO
OCJIOXKHCHHA, MHHHUMAJIbHOC KOJIMYECCTBO 6€H3HHOBOFO cruypra, 06J1a;[a}omero TOKCUYCCKUM
nercTBreM, Hen3BecTHO. CTeneHh TOKCUYHOCTH OCH3WUJIOBOTO CIMPTA 3aBHCHUT OT KOJIMYECTBA
BBCIACHHOT'O npenapaTa n CHOCO6HOCTI/I IICYCHU W IIOYCEK K JCTOKCHKAIIMK XUMHUYCCKUX
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coeqUHEHUN. Y HEIOHOMICHHBIX JeTed U JETEH C '%QE%IQ%MT%E%IXLEMI :IT;I/ICK

TOKCHYECKOI'O TIOPA’KEHMsI BBIILIE.
KonuyectBo GeH3minoBoro cnupra Ha 1 M1 pacTBOpa mpemnapara cCocTaBiseT 9 Mr.

4.5. BzaumopeiictTBie ¢ JPYrHMH JIeKAPCTBEHHbIMM IpenapaTaMd HW JApyrue BHIbI
B3aMMOAeHCTBHA

YCcTaHOBIIEHO, YTO in  Vitro TPOSIBIAETCS AaHTArOHU3M MEXIY KIUHIAMHUIMHOM H
PUTPOMHUIIMHOM. [1OCKOJNBKY NaHHBIA aHTAarOHMU3M MOXKET OBITh KIMHHYECKH 3HAYHUMBIM, ITH
npernapatsl He cielyeT IPUHIUMATh OJJHOBPEMEHHO.

[Tpy omHOBpEeMEHHOM NPUMEHEHHUU KITMHIAMUIIMHA C XJIOPaM(PEHHKOIOM OTMEYAeTCsl B3AUMHOE
ocnalieHue JAeUCTBUS 32 CUET TOTO, YTO XJIOPaM(PEHUKOJI MOXKET BBITECHATH KIMHIAMHUIIMH U3
CBSI3aHHOTO COCTOSIHHSI WJIM TIPEISITCTBOBAaTh €ro  CBA3BIBAaHWIO C cyobenuHumer S0S
OaKTepHaIbHBIX PHOOCOM.

Y CTaHOBIJIEHO, YTO TP B/B BBEJACHUHW KIMHIAMHIIMH HApYIIaeT HEHPOMBIIICYHYIO TIepeady H,
CJIEZIOBATEIIbHO, MOJXKET YCHJIMBATh JEHCTBHE JIPYyTruX HEHPOMBIIMICYHBIX OJIOKATOPOB WU
MHUOPENIAaKCAaHTOB TEPUPEPUIECKOTO JIEHCTBHS, TOITOMY Mpernapar ClIeAyeT HPHUMEHSTh C
OCTOPOKHOCTBIO y TMALMEHTOB, MOJYYAIOIIUX Ipernaparbl 3TUX TPYIIH, TaKUe KaK BEKYpPOHHUs
OpoMuU/l, pPOKYPOHHSI OPOMU/I, TCHTAMHIINH, paraKypoHusi OpoMu/I (C MarHueM) WIIH TAHKYPOHUS
Opomua. OmnucaHO CHUHEPIUYECKOe BIMSHUE APYTUX AHTHOMOTUKOB TPU UX MPUMEHEHHH C
KJIMHIAMHUIIMHOM Ha OJOKAaTOphI HEHPOMBIIICYHOW MPOBOAUMOCTH. B CBSI3M € 3THM clemyer
ObITh KpailHe BHHMMATEIbHBIM TPU TNPUMEHEHHUH AHTHOMOTHUKOB BMECT€ C MBIIICYHBIMU
pellakcaHTaMH, TIOCKOJIbKY MX CHHEPTUYECKOe JCHCTBHE MPH COBMECTHOM MPUMEHEHHH MOKET
BbI3BaTh 0OoJiee TIIyOOKOE U JUIMTENHLHOE pacclia0ieHHe MBI M MOXET 3aJep>KUBaTh
BBI3/IOPOBIICHUE.

Anmazonucmol sumamuna K

VY manueHToB, MONYYaBIIMX KIMHIAMHUIMH B COYETAHWM C AaHTAaroHUCTaMu BHTamMuHa K
(mampumep, BapdapuHOM, alEHOKYMapoioM U (GIYyHHAHMOHOM), HAaOIIOAIOCh TOBBIIICHUE
MOKA3aTeJIel, XapaKTEePU3YIOIIUX CBEPTHIBAIONIYI0 CIIOCOOHOCTH KPOBH (IIPOTPOMOHMHOBOE
Bpems (I1B) n mexxnyHnaponnoe HopmanuzoBaHHoe oTHomenue (MHO)), n/unu kpoBoteuenue. B
CBSI3M C OTUM, y TAIMEHTOB, IMOJYyYAIOIIMX JICUEHHE aHTaroHncTamu BuTammHa K, ciemyer
OCYILECTBIISATH YACThIi MOHUTOPUHT PE3YJIbTaTOB KOATYJISIIMOHHBIX TECTOB.

4.6. DepTUIBHOCTDH, 0€PEMEHHOCTD H JAKTALUS

bepemennoctp

B nccnenoBaHusax Ha )KMBOTHBIX IIPU BBEICHUN KJIMHIAMUIIMHA ITOAKOKHO WIN BHYTPb BIUSHUS
Ha (QepTUIBHOCTD, a TAK)KE KAaKUX-THOO OTPHUIIATEILHBIX BIUSHHUNA HA TUION, HE OOHAPYXKEHO, 32
UCKJIIOYEHHEM CJlydaeB IpueMa Ipernapara B TOKCHUYHBIX J03aX. KiMHIaMuUIMH IpOHUKaeT
yepes IaleHTy. 1lociie BBeqeHUsT HECKOJIBKUX J03 IIpenapara KOHUEHTPALMS B AaMHUOTHYECKOU
KUAKOCTH cocTaBisia okoslo 30% OT KOHLEHTpalMM B KpPOBHM Marepu. B KIMHMYECKHX
UCCJIEA0BAHUAX IIPU CUCTEMHOM BBEJECHUHU IIpenapara xeHumHaMm B nepuon Il u I tpumectpa
OEpeMEHHOCTH HE OTMEYaJM YyBEJIMYEHHUS YacTOThl BpPOXKICHHBIX aHOMaIUM IIoja.
WccnenoBanuil npuMeHeHus mpemnapara y >KEeHIIMH B nepuoj | Tpumectpa OEpeMEHHOCTH HE
IIPOBOJIMIIN.

Knunnamunue vHe cnemyer nmpumensats B I Tpumectpe 6epemennocty, Bo II u III TpumecTpax
IpernapaTr MPUMEHSETCS TOJNBKO B TOM Cllydae, KOrjJa IpenroJiaracMas Iojb3a I MaTepu
IIPEBOCXOAUT MOTCHIIMAIBHBIN PUCK IS IUIOAA.

BeH3unoBbIi cupT MOXKET NPOHUKATh Yepe3 IIIALeHTy (M. pa3zaen 4.4).

Jlakranms

Knunnamunus o6HapyXHUBaeTcsi B MaTEPUHCKOM MoJIoKe B KoHueHTpauuu 0,7-3,8 Mxr/mi. [lpu
HEO0OXOJMMOCTH Ha3HAYEHMsI B IEPUO/I JIAKTALIUU CIIEyET PEKPATUTh I'PyAHOE BCKapMIIMBAHHUE.



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 19.06.2024 N2 12175

4.7. BausHue HA CIOCOOHOCTH YVIPABJIATE Tpancﬁ%ﬁmcc%é;@gsiug';[Tp'_'a%ag"';f'b C
yup

MeXaHU3MaMu

Brusinue npuMeHeHHs Tpernapara Ha ClioCOOHOCTh K BOXKICHUIO aBTOTPAHCIIOPTA M YIIPABJICHUE
IPYTMMH MEXaHHW3MaMH, TPeOYIOIIMMU IMOBBIIIEHHOW KOHIIEHTpPAIMM BHUMAaHUS U OBICTPOTHI
MICUXOMOTOPHOU peaklMK, HE U3Y4YanoCh.

4.8. HexkesiaTeibHbIE peakunu

Pe3toMe HexkenaTenbHbIX PEAKINN

Knaccudukanuss moGOYHBIX peakiuii 1Mo opraHaM M CHUCTeMaM IpEJACTaBIeHa C yKa3aHUEM
YacTOTHl UX BO3HUKHOBEHHS: O4eHb yacto (>1/10), wacto (>1/100, HO <1/10), HewacTo (>1/1
000, vO <1/100), penko (>1/10 000, Ho <1/1 000), ouenp peaxo (<1/10 000), yactora
HEU3BeCTHA (Ha OCHOBAHWU UMEIOUINXCS JaHHBIX OLEHUTH HEBO3MOXHO).

Unghexyuu u umeazuu: 9acto — TCEBIOMEMOpPAHO3HBIM KoiuT (cM. pasgen 4.4); yactorta
HEU3BECTHA — BarMHAJIbHbIE HH(EKITNH.

Hapywenusa co cmoponsi Kposu u aum@amuyeckol cucmemsl: 4acTO — 03MHOPUINS; 4acTOTa
HEU3BECTHA — JICHKONEeHUS, HEUTPOIICHHsI, arPaHyJIOIUTO3, TPOMOOLIUTOIEHHUS.

Hapywenus co cmoponvl uMmyHHOU cucmeMmbl: OY€Hb PEIKO — aHA(MIAKTUIECKUN II0K; YacToTa
HEH3BECTHA — aHaUIaKTOUTHBIE peakuuu, aHauIaKTHYECKas peaxius,
THIIEPYYBCTBUTEIBHOCTb.

Hapywenus co cmoponvl Hep6Hoti cucmemol: HEUACTO — U3BPALLEHUE BKYcCa.

Hapywenusa co cmoponusl cepoya: HEYaCTO — OCTAHOBKA JIBIXaHHUA U CEPIEUYHOI IeATEIIbHOCTH
(cm. pazmen 4.2)*.

Hapywenus co cmoponwvl cocyoog: 4acto — TpoMO0GIeOuT (CHU3UTh YacTOTy BO3HUKHOBEHUS
9TOrO SIBJIEHUS MOXKHO IyTE€M BBEJEHHUS Ipernapara TiayOOKO BHYTPUMBIIIEYHO, a TaKXke IO
BO3MOXXHOCTH M30eras INpPUMEHEHHs IOCTOSHHBIX BHYTPHMBEHHBIX KaTE€TEpOB); HEYACTO —
CHI)KEHHE apTEPHAJIbHOTO JIaBJIECHUS*.

Kenyoouno-kuuieunvie Hapyuienus: 4acto — O0OIb B KHBOTE, AMApEs; HEYACTO — TOIIHOTA,
pBOTa; OYEHH PEIIKO — KOJUT; YACTOTa HEM3BECTHA — 53Ba MHUILEBO/IA, 930(aruT.

Hapywenus co cmoponvl neuenu u dcenuegblgoosujux nymetl: 4acTo — HapymieHUus (QyHKIUU
NEYECHU; YaCTOTa HEU3BECTHA — JKEJTyXa.

Hapywenusa co cmoponsl kodcu 1 noOKONCHbIX MKAHel: 9acTO — MaKyJIOMaIlyJe3Hasl ChIlb;,
HEYacTO — KpanmuBHUIA, MYJbTU(OpPMHAs 3pUTEMa, KOXKHBIM 3yJ; YacToTa HEU3BECTHA —
TOKCUYECKHI dMUAepMaNbHbIN HeKpou3, cuHapoM CTuBeHca-/[KOHCOHA, IeKapCTBEHHAS ChITb C
so3uHOpMIMEll u cucteMHoi cumnToMaTukord (DRESS-cunapom), skchonmaTuBHBIT H
BE3UKYJO-OyJIIe3HbIA JepMaTUT, TeHepaln30BaHHas KOpemogoOHas ChINb JIETKOH M CpeaHen
CTEIIEHU BBIPA)KEHHOCTH, OCTPBIN T'€HEPaIN30BaHHbBIN YK3aHTEMATO3HBIHN ITyCTYJIE3.

Hapywenus co cmoponvl nouex u mouesvlgooswjux nymeti. 4acToTa HEU3BECTHA — OCTPOE
MOBPEXICHHE MOYEK (CM. pazzen 4.4).

Obwue HapyweHuss u peakyuu 8 mecme 66edeHus. HEYacTo — IPU BHYTPUBEHHOM WIU
BHYTPHUMBIIIIEYHOM BBEJICHHHU TIpeTapaTa MOXET HaOII0aThCsi OOJE3HEHHOCTh W 00pa30OBaHHE
abciieccoB B MeCTE MHBEKIUU (CHU3UTHh YaCTOTY BO3HUKHOBEHHUS ITHX SBICHUN MOKHO MyTEM
BBEJICHUS TIperapara TayOOKO BHYTPHMBIIIEYHO, a TakXe 110 BO3MOXHOCTH u30eras
NPUMEHEHUS TIOCTOSIHHBIX BHYTPHUBEHHBIX KaTETEpOB); YACTOTa HEWU3BECTHA — MECTHOE
pasapakeHue (CHHU3UTh YacTOTy BO3HHKHOBEHHSI JTOTO SBICHUS MOXHO ITyTEM BBEICHHS
mpemnapata TIyOOKO BHYTPUMBIIIEYHO, a Takke IO BO3MOXKHOCTH u30eras IpUMEHEHUs
MOCTOSIHHBIX BHYTPUBEHHBIX KaTETEPOB).

*[Ipu cnumkoM OBICTPOM B/B BBEICHUU KIMHAAMUIIMHA OTMEUYEHBI PEJIKHE CIy4au.

B cnpaBouHOIl TuTEpaType UMEIOTCA JaHHBIE O BO3MOKHOCTH PA3BUTHS CIEAYIOMINUX MOOOYHBIX
aBleHUN Ha (OHE NpPUMEHEHUS KIMHIAMHIIMHA: HapylleHHEe HEHPOMBIIIEYHOUW TMepenayw,
pa3BUTHE CyNEpUHPEKIINN.
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BaxxHo co00maTh 0 OJJ03pEBACMBIX HEKEIATEIFHBIX PEAKIUAX MOCIIe PETUCTPAINHU TIperapara
C menplo 00ecCredYeHHss HENMPEepPhIBHOTO MOHHUTOPUHTA COOTHOIIGHHUS «IOJIb3a — PHUCK»
JIEKapCTBEHHOTO TIpenapaTta. MeauIMHCKUM paOOTHHUKAM PEKOMEHIYETCs COO0ImaTh O JIF0ObIX
MOJI03PEBACMBIX HEKENATEIBHBIX PEAKIHIX JICKAPCTBEHHOTO IMpemnapara 4epe3 HaIlMOHAJIbHBIC
CHUCTEMBI COOOIIEHHS O HEXeNaTeNbHBIX PEaKIMIX TOCYAapCTB — WICHOB EBpa3uiickoro
HKOHOMHYECKOTO COI03a.

Poccuiickas @enepanys

denepanbHas ciyx0a 1mo Haa3opy B chepe 3apaBooxpaneHus (Poc3apaBHaazop)
Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexTpoHHas noura: pharm@roszdravnadzor.gov.ru

Caiit: https://roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

CHMITOMBI

B ciydyae mepemno3upoBku crien(UUecKuX CUMITOMOB HET (TOKCHYHOCTH KJIMHAAMHUIIMHA HE
CBSI3aHA C YBEJIMUECHUEM JI03bI).

JleueHne

B cnydae mnepeno3upoBKM clenyeT MNPOBOAUTH CHUMITOMATHYECKOE U IMOJAJIEPKUBAIOIICE
nedyeHue. KnmHaaMuImH He BEIBOJAUTCS TMPU TEMOIUAIIN3E U MIEPUTOHEATHHOM JTHAJTU3E.

5. PAPMAKOJIOTHYECKHWE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

@PapmMakoTepaneBTUyYeCcKas TIpyMNa: aHTUOAKTEpUATIbHBIE CpPEJCTBA CHCTEMHOIO JEHCTBUS;
MaKpOJIUBI, INHKO3aMHUHBI U CTPENTOIPAMUHBL; TUHKO3aMUbI.

Kon ATX: JOIFFO1.

MexaHu3M JIeUCTBUSA

KnuamamMunmH —  MOMYCHHTETHYECKHHA  AHTHOMOTHK-JIMHKO3aMHI, O0Opasyromuiics u3
JUHKOMUIIMHA Tpu 3aMmerieHud 7—(R)-ruapokcunbHoOi rpynmnbl Ha 7-(S)-XJI0p, aKTHBHBIM B
OTHOIIEHWH a’pOOHBIX TPAMIOJOKUTEIBHBIX MHUKPOOPraHU3MOB M UIMPOKOTO CIIEKTpa
aHadpOoOHBIX OakTepuil. BONBIIMHCTBO IpaMOTpHULIATENBHBIX a3pOOHBIX OaKTepHid, BKIOYas
Enterobacteriaceae, pe3UCTEHTHBI K KIIMHIAMULMHY.

Knunnamunun ceszeiBaercs ¢ 50S cyOpeaununeil pubocomMsl 1 MHTMOMpPYET CHUHTE3 Oenka B
KJIETKax OakTepuil, Hapyllas npolecc yIIuHeHus 0enkoBoil nenouku. Knuugamunus cnocodex
UHruOMpOBaTh Tpolecc CBsA3bIBaHMsA amuHoauuiabHOM T-PHK u peakuuio Tpancnokanuu,
KOTOpast IPOMCXOIUT MOCTIE MPUKPETUICHUST MOJIEKYJIBl aMUHOKHCIIOTHI K pHOOCOME.

B 3aBUCHMMOCTM OT YyBCTBUTEIBHOCTM MHUKPOOPraHM3Ma M KOHIIEHTpalUMM Ipenapara
KIMHAAMHUIMH ~ MOXET  JIeHCTBOBaTh  OAaKTEpUOCTATUYECKH  (IIPEUMYIIECTBEHHO) WU
OaKTepUIUIHO (B BEICOKUX KOHIICHTPAIIHSIX).

MexaHu3M pe3uCTEHTHOCTH

Mexny  JIMHKOMHUMHOM W KIMHAAMHLMHOM  CYIIECTBYET  IIOJIHAas  IEPEKpECTHas
PE3UCTEHTHOCTh. PE3UCTEHTHOCTh CTa(PUIOKOKKOB U CTPENTOKOKKOB Hamboiiee dYacrto
o0ycioBiIeHa MeTHIMpoBaHUeM creunpudeckux HykieotuoB B 23s PHK B 50S cyObenunune
puOOCOMBI, KOTOpPasi MOXKET JETEPMUHUPOBATH MEPEKPECTHYIO PE3UCTEHTHOCTh K MAaKPOJIUAAM U
ctpentorpamuHaM B (penotun MLSB). IItamMMbl MHKpOOPraHM3MOB, PE3UCTEHTHBIE K
MaKpoJUAaM JIOJKHBI OBITh MPOTECTHUPOBAHbl HA MPEIMET MHAYLUPYEMOW PE3UCTEHTHOCTH K
JUHKOMUIMHY/KIMHIAMHULIMHY ¢ TpUuMeHeHueM D-tecra.

MeTuninnH-4yBCTBUTENbHbBIE ITaMMbl Staphylococcus aureus B 11€I0OM UyBCTBUTENIBHBI K
KIMHAAMULIKMHEY. KIMHIaMULIMH OKa3blBaeT 3HAUYUTEIBHOE OTPULIATENILHOE BIUSHUE HA MHOTHE
HITAMMbI METULWIITMH-PE3UCTEHTHBIX cTapmiokokkoB (MRSA). Tem He MeHee, BOSHUKHOBEHHE
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O0JBIIOr0 YHCcha KIMHIAMHULIMH-PE3UCTEHTHBIX MRSZIQL'LI&TME;'%EBP}&H%’T‘"-Frfill"leflli@HHe

KJIMHJAMHUIMHA TPOTUB HMH(EKIMH, BBI3BAaHHBIX 3TUMM MMKpOOpraHusmMamu Oe3 TecTa Ha
YyBCTBUTEIBHOCTh. HEKOTOpBIE SpUTPOMULIMH-PE3UCTEHTHBIE IITAMMBI CTAQHIOKOKKOB in Vitro
JIOCTAaTOYHO OBICTPO Pa3BUBAIOT YCTOWYMBOCTh K KJIMHAAMULIMHY .

Crenyromue MUKpPOOPTaHH3MbI OOBIYHO Pe3MCTEHTHBI K KITMHIAMUIIMHY

AbdpOoOHBIE TPaMOTPHILIATEILHBIE MUKPOOPTaHU3MBI:

Enterococcus faecalis;

Nocardia spp.;

Neisseria meningitides;

wrammbl Haemophilus influenza (B Tex o0nacTsX, Tle€ PE3UCTEHTHOCTh K aHTHOMOTHKAM
HaAOJIOAACeTCs 9acTo).

Kontponbabie Toukn EUCAST st knmuagamunmaa (ot 2014)

ITaToren UyBCTBUTEIBHBIN PesucrenTHbIM
Staphylococcus spp. < 0,25 mr/n > 0,5 mr/n
Streptococcus rpynnsl A, B, C, G <0,5 mr/n > 0,5 mr/n
Streptococcus pneumoniae <0,5 mr/n > 0,5 mr/n
['pammionoxuTenbHble aHA3POOBI (3a <4 mr/n >4 mr/n
uckmouenueM Clostridium difficile)
['paMoTpuIIaTEIbHBIE aHAYPOOBI <4 mr/n >4 mr/n

[Ipeobnananue npruoOPETEeHHON PE3UCTEHTHOCTH

[Ipeobnananue npuOOPETEHHONW PE3UCTEHTHOCTH MOKET BapbUpOBaTh B 3aBHUCHUMOCTH OT
reorpa)uueckoro MOJIOKEHUST W BPEMEHU s OTHEIbHBIX BHUAOB, MO3TOMY HH(OpMAIHS O
PE3UCTEHTHOCTH B KOHKPETHOM MECTHOCTU KpaiHe »KejlaTelbHa, OCOOEHHO IpH Tepamnuu
Tsokenbix uH(exkmuil. [lo HeoOxomuMocTH cieayeT oOpaTHThCs 3a KOHCYIbTalued K
CHEIHAINCTY, B CITydae, eciii peoliagaHie MpuoOpEeTeHHON Pe3UCTEHTHOCTH PacTpOCTPaHEHO
HACTOJIBKO, YTO MOJIb3a MPUMEHEHUS Mpenapara XoTs Obl MPH HEKOTOPBIX THUMaX MH(EKIUi moj
COMHEHHEM. B 0COOCHHOCTH TpH TSOKENBIX HMHOEKIUSX WIA OTCYTCTBHHM YCIleXa Teparuu
PEKOMEHI0BaHAa MUKPOOHOIOTHYECKast TUArHOCTHKA ¢ BepU(UKaIlMel MaToreHa u OIeHKOW ero
YYBCTBUTEIHHOCTH K TMHKOMHIIMHY/KITUHIAMHIIAHY .

JocTymnHa cienyromast HHGopMaIus 0 9yBCTBUTEIBHOCTH MUKPOOPTaHMU3MOB K KITMHIAMHUIIMHY
O6b1un0 yyecmeumenbHvle MUKPOOP2AHUIMbL
AdpOOHBIE TPAMITOIOKHUTEIEHBIE MUKPOOPTaHU3MBI:
Actinomyces israelii
Staphylococcus aureus (METULIMJITUH-1YBCTBUTEIIBHBIC)
Streptococcus agalactiae
Crpentokokku rpynnsl Viridans
AHa’pOoOHBIE MUKPOOPTAHU3MBI:
Bacteroides spp. (3a uckmouenuem B. fragilis)
Fusobacterium spp.
Peptococcus spp.
Prevotella spp.
Veillonella spp.
Jpyrve MUKpOOPTaHU3MBbI:
Chlamydia trachomatis
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Chlamydophila pneumoniae

Gardnerella vaginalis
Mycoplasma hominis

Mukpoopzanuszmul, 0711 KOMOPHIX 603MONCHO PA3GUMUE RPUOOPEMEHHOU YCHOUYUBOCHU
AdpOoOHbBIE TPAMIOJIOKUTENbHBIE MUKPOOPTaHU3MBI:
Staphylococcus aureus (METULMIITUH-PE3UCTEHTHBIC)
Staphylococcus epidermidis

Staphylococcus haemolyticus

Staphylococcus hominis

Streptococcus pneumoniae

AdpoOHbBIE TPaMOTPUIIATENbHBIE MUKPOOPTaHU3MBbI:
Moraxella catarrhalis

AHa’pOoOHbIE MUKPOOPTaHU3MBI:

Bacteroides fragilis

Clostridium perfringens

Peptostreptococcus spp.

Propionibacterium spp.

Ilpeumyuwiecmeenno pe3ucmenmmuple MUKPOOPZAHUIMbL
AdpoOHbBIE TPAMTIOIOKUTEIBHBIE MUKPOOPTAHU3MBI:
Enterococcus spp.

Listeria monocytogenes

AdpoOHbBIE TPaMOTPUIIATENbHBIE MUKPOOPTaHU3MBbI:
Escherichia coli

Klebsiella spp.

Neisseria gonorrhoeae

Pseudomonas aeruginosa

AHa’pOoOHBIE MUKPOOPTAHU3MBI:

Clostridium difficile

pyrre MUKpOOPraHU3MBI:

Mycoplasma pneumoniae

Ureaplasma urealyticum

Knungamuna Takke MOXET OBITh HCIONB30BaH MJIs JICYCHHs] MHEBMOHHMH, BBI3BAaHHOU
Pneumocystis jiroveci (panee Pneumocystis carinii), B COYETaHUH C MPUMAXUHOM M MaJISIPUH,
BbI3BaHHOW Plasmodium falciparum (B codeTaHUU C XUHUHOM ).

5.2. ®apmakoKNHeTHYECKHE CBOHCTBA

AbGcopbuus

[Tocne BBemenus 600 mr knauHIamuiuHa ¢GocdaTa BHYTPUMBIIICUHO (B/M) MaKCHUMallbHas
KOHIICHTpAlUs KIMHIAMHIIMHA B CHIBOPOTKE KpoBU (9 MKr/mi) mocturaercs uepe3 1-3 4 ot
MoMeHTa BBeneHUs. [locne BHyTpuBeHHOH (B/B) MHGy3un 300 Mr KiIMHIAMHIKMHA B TEYCHHE
10 Mur wiu 600 mr knauHAaMUIMHA B TedyeHwe 20 MHMH MaKCHUMallbHas KOHIIEHTpaIus
KJIMHJIAMHIIMHA, KOTOpas cocTaBiseT 7 MKI/Mi U 10 MKI/MII, COOTBETCTBEHHO, JOCTUTaeTCs K
OKOHYAHHWIO BBEACHUS KIWHAAMUIMHA. B Taliuie mnpuBeneHbl CpelHHE MaKCHMalIbHBIC
KOHILIEHTpalluM KIMHIAMHMIMHA W KIMHAAMUIMHA (ocdaTa B CHIBOPOTKE KPOBHU IOCIE €ro
npumeHenns. KimmagamuimHa (ocdar HazHAYaIOT B3pOCHBIM 4epe3 Kaxnable 8-12 4, mersm —
yepe3 Kaxple 6-8 4, Wi B BHUJIE MTOCTOSTHHOHN B/B MH(Y3HUH, YTO 00eCreurBaeT KOHIEHTPALHUIO
KJIMHIAMHUIMHA B CBHIBOPOTKE KPOBH, KOTOpas NPEBBIIIACT MHHUMAIBHYIO KOHIICHTPALHUIO
npenapara in  Vvitro, HEOOXOIUMYIO Ul TOAaBleHUs Haubojee UyBCTBUTENBHBIX K
KIMHIAMHUIAHY MHKPOOPraHu3MOB. [lOCTOSIHHBIM ypoBeHb KIMHIAMHIIMHA B OpPTraHU3ME
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JOCTUTaCTCs IOCJIIC BBCACHU A TpCTLGI)JI J03BbI.

Jo3b1 y B3pocibix (IOcie JOCTHUXKEHUsi paBHOBecHOM | Kimnmamuima Knunpgamurinaa
KOHIICHTPAIIUH) (MKT/MIT) dbocdar (Mxr/mi)
B/B 10 300 mr B Teuenue 10 MuH yepe3 Kaxbie 8 4 7 15

B/B 1o 600 Mr B TeueHue 20 MUH Yepe3 Kaxapie 8 U 10 23

B/B 10 900 mr B Teuenue 30 MuH yepe3 Kaxpie 12 4 11 29

B/B 10 1200 mr B TeueHue 45 MuH uepe3 Kaxapie 12 4 14 49

B/M o 300 Mr yepe3 Kaxple 8 4 6 3

B/M 110 600 mr yepe3 kaxbie 12 g 9 3

Jo3s1 y geteit (mepast 103a) (1)

B/B 110 5-7 MI/KT MacChl Teja B TeueHue 1 gaca 10

B/M 110 3-6 MI/KTI MaccChl Teja 4

B/M 110 5-7 MI/KI' Macchl Tena 8

(1) Hdannvie no nayuenmam, noay4aromum jeyeHue no nogooy ungexyu

CyuiecTByeT JIMHEWHAs 3aBUCHUMOCTb MEXIY KOHIICHTpalMEeW KIMHAAMHUIIMHA B CBHIBOPOTKE
KpOBU M TPUHATOW J030M mpenapata. CHIBOPOTOYHBIC KOHIICHTPAIMHM KIWHIAMHUIIMHA
MPEBBIIIAIOT MHUHUMAIbHYI0 WHTHOupyronyr koHmneHtpamuio (MUK) mis OonpmimHCTBA
YyBCTBUTEIBHBIX MHKPOOPTaHM3MOB B TEUYCHHE HE MEHee 6 4 Tociie MpueMa Mperapara B
OOBIYHBIX PEKOMEHIOBAaHHBIX J103aX.

Pacnpenencume

40-90% BBeIEHHOTO KIMHIAMHUIIMHA CBS3BIBACTCS B Opranm3Me ¢ Oenkamu. Kinunmamunux
JIETKO TIPOHMKAeT B OOJBIIMHCTBO TKaHEW W IKUAKOCTEH opraHu3ma. KoHieHTpanus
KJIMHJAMULIMHA B KOCTHOM TKaHM gocturaer npumepHo 40% (20-75%) ero KOHIEHTpalUH B
CBIBOPOTKE KpOBHU. B MaTeprnHCKOM MOJIOKE KOHIIEHTpaus KiuHaaMuuuHa cocrasiseT 50-100%
€ro KOHIIGHTpAIlM{ B CHIBOPOTKE KPOBH, B CHHOBUAIBHON KUAKOCTH - 50%, B MokpoTe - 30-
75%, B nepuTOHEATBHOU XKUIKOCTH - 50%, B kpoBH 1w101a - 40%, B THOE - 30%, B TUIEBpAJIbHON
*Kuakoctu - 50-90% KOHILIEHTpalluu B CHIBOPOTKE KpOBU. KIMHAAMUIIMH HE MPOHMKAET 4Yepes
HETIOBPEXICHHBIN TeMaTodHIepandeckuii Oapbep (IIPH BOCHAICHWH MO3TOBBIX 000JI0OYCK
MPOHUIIAEMOCTh YBEIMYNBACTCS] HE3HAUUTEIHHO).

Bbuorpanchopmarus

KnuagamMunH mo4TH MOMHOCTRIO METa0OMM3MpyeTcs B TMeueHu ¢ oOpa3oBaHMeM N-
JNEMETHIILHOTO | CYJIb(OKCHTHOTO AKTHBHBIX METa0OJUTOB.

OIUMUHALNUA

[lepron monyBbIBEEHHS Yy B3pPOCIBIX COCTaBISIET B CpeJHEM OKosio 2,4 4 (mpu TsKenou
MEYCHOYHON WJIM MOYE€YHOW HEJOCTATOYHOCTU YAJIUHSETCs 10 3-5 4), BO3pacT He BIUAET Ha
(bapMaKOKMHETHKY KJIUHIAMUIIMHA.

B HeusmeHeHHOM BHj€ U3 OpraHu3Ma BbIBOAMTCS 0Koio 10% knuHaamuuuHa noukamu, 3,6%
KUIIeYHUKOM. OcCTaJabHOE KOJMYCSCTBO BHIBOJUTCS B BHJEC HCAKTUBHEIX META0OJHUTOB, IJIABHEIM
o0pa3oMm, C Kemdblo U KanoM. KIWHAaMHUIIMH HE BBIBOAUTCS C IMOMOIIBIO TeMOJIUANIHM3a U
MEePUTOHEAILHOTO JTUATH3a.

6. ®PAPMAIIEBTUUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BeLIECTB
beH3unoBslid ciupT

JunHatpus snerat

Bona s mabpeKmmii

6.2. HecoBmecTumMocTh

Knuanamunue — ¢apmaneBTHUECKH  HECOBMECTMM € aMOMLIMIUIMHOM,  (EHUTOMHOM,

O6apouTtypaTamMu, aMHHODWILTHHOM, KaJIBIHS TIFOKOHATOM, MarHus CyibpaToM, e TprHakcoHOM
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U IUTTPODIOKCAITTHOM.

JlaHHBIN JIEKapCTBEHHBIH TpermaparT He CcJleayeT CMEIINBaTh C APYTHMMH JIEKapCTBCHHBIMU
IpenapaTamy, 3a HCKJIIOUEHUEM YIIOMSHYTHIX B paszaene 6.6.

6.3. Cpok rogHocTH (CPpOK XpaHeHMs)
2 roxa.

6.4.0co0ble MepbI NPEI0CTOPOKHOCTH NMPHU XPAHEHUN
[Tpu Temneparype ot 15 1o 25 °C B noTpeOUTEILCKON YITaKOBKE.

6.5. Xapakrep u coaep:kaHue NEPBHYHOH YIIAKOBKH

[To 2 mi mpemapata B amiyiy O€CHBETHOTO CTeKia | THAPOIUTHYECKOW Tpymmbl. Amimyna
MapKUpOBaHa KOJIbIIAMM U TOYKOW, LIBET TOYKM MU INEPBOrO KOJIbLIA OT TOYKM — CHHHMH, L[BET
BTOPOTO KOJIbIIA OT TOYKH — Oenbrii. [lo 5 ammyn B KOHTYpHYIO SYCHKOBYIO YIAaKOBKY W3
QIIOMUHUEBOW (ONBrM W TMOJUBUHUIXIOPUAHOW TUIeHKH. Ilo 2 KOHTypHbBIE SYEHKOBBIC
YIAKOBKM BMECTE C MHCTPYKLIHEW MO MEIUIIMHCKOMY ITPUMEHEHHUIO JIEKAPCTBEHHOIO IIpenapara
B [IaYKy M3 KapTOHA (C KOHTPOJIEM IIEPBOI'O BCKPBITHS).

6.6. OcoOble Mepbl MNPeJOCTOPOKHOCTH TPH YHUYTOKEHHH HCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 MNpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOcjde MpPHUMEHEeHUs:
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MaHUuMyJsIHU ¢ NpPenapaTom

BHYTpUBEHHO KarnejabHO

Jlniss BHYTPUBEHHOTO BBEJCHMS Ipenapar pa3BOAAT A0 KOHLEHTpanuu He Bbime 18 mr/mi. B
KayecTBE PAaCTBOPHUTENsE MOTYT OBITh HMCHOJb30BaHbI cienyromue pactBopsl: 0,9% pacTBop
HaTpus xjopuja win 5% pacTBOp AEKCTPO3BI.

OOBIYHO UCHOJB3YIOT CIEAYIOIINE CKOPOCTH UHPY3HUHU:

Ho3za O0beM pacTBOpHUTEIS JlnurenpHOCTh UHGY3UU
300 mr 50 Mt 10 MuH
600 mr 50 M 20 MuH
900 mr 50-100 M 30 MuH
1200 mr 100 M 40 muH
BuyTpuMbIeyHo

He CJICAYCT pa3BOAUTD NpCriapar Mepe BHYTPUMBIINICYHBIM BBCICHUCM.

7. JEPXATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA
Xemodapm A.[., Cepbus

26300 r. Bpwan, beorpanckuit myts 66, CepOust

Ten.: 13/803100, daxc: 13/803424

7.1. IlpeactaBuUTeNb [epikaTessi PerucTPALMOHHOIO Y/AOCTOBEpPEHHs HAa TeppUTOPHHU
Coro3a

[Iperens3un norpeOuTeneil HaIPaBIATH MO AJPECY:

Poccuiickas ®@eoepayus

AO «Hmxdapm», Poccust

603105, r. Huwxnauit Hosropon, yn. Canranckas, 1. 7

Ten.: (831) 278-80-88

e-mail: med@nizhpharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YJOCTOBEPEHUSI
JITI-Ne(005932)-(PT-RU)

9. JATA NEPBHYHOW PETUCTPALIMM (MMOATBEPKIEHUSI PETMCTPALIUM,
11



COOTEETCTEYET 2ECNEPTHOMY OTYETY
o7 19.06.2024 N2 12175
MEPEPETUCTPAIAW) (NOCNENOBATENBHOCTE 0005)

Hara nepBoit peructpamuu: 24 utons 2024
10. JATA TIEPECMOTPA TEKCTA
OOmass xapakTepuCTHKa JIEKapCTBEHHOro mpemapata KiIWHAaAMHIIMH  [IOCTyNHA  Ha

MH(OPMAIIMOHHOM MopTanie EBpa3uiickoro 3>KOHOMHUYECKOTO COK3a B HH(POPMAIMOHHO-
KOMMYHHUKAIIMOHHOH ceTtn «lHTepHeT» https://eec.eacunion.org
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