LE®OMUKC
UHCcTpYKumMA
no MeAWLMHCKOMY NPUMEHEHUIO NIeKapCTBEHHOTO CpeacTsa

Toprosoe HassaHue npenaparta: Llepommkc.
MekAayHapoaHoe HenaTeHTOBaHHOe HasBaHue: LledoTakcum.
JlekapcTBeHHan ¢popma: NOPOLIOK A4/1A NPUrOTOBNEHWUA PACcTBOPA ANA BHYTPUBEHHOIO U
BHYTPVMMbILLEYHOTO BBEAEHMA.
CocraB: aKMUuBHoe sewecmeo:
uedoTtakcum HaTpua B nepecyeTe Ha uedotakcum 1,0T.
OnucaHue: NOPOLLOK OT 6e10ro A0 KeNToro LBseTa.
dapmako-TepaneBTUYECcKan rpynna: aHTMBUOTUK LedanocnopuHoBoro
pafa 3-ro nokoneHus.
Koa ATX: [J01DDO1].
dapmakonoruyeckoe aeiicteue:
®dapmakoduHAMUKa:
LiepanocnopnHoBblii aHTUBMOTUK 3-ro MOKONEHWA ANA NapeHTepanbHoro BeefeHus. [elicteyeT
6aKTepULUMAHO, Hapyllas CUHTE3 KNETOYHOW CTEHKM MUKpoopraHusmos. O6sajaeT WHMPOKUM
CNEKTPOM  feicTBUA. AKTMBEH B OTHOLWEHWM T[PAMMONONKMUTENBHBIX W TPAaMOTPULATENbHbBIX
MMWKPOOPraHW3MOB, YCTOMUMBLIX K Ap. aHTUBMOoTMKam: Staphylococcus spp. (B T.4. Staphylococcus
aureus (Bktovas wrammbl, obpasyowme neHuumnnmHasy) u Staphylococcus epidermidis (3a
uckntoyeHnem Staphylococcus epidermidis u Staphylococcus aureus, yCTOMYMBbIX K METULMANMHY)),
Streptococcus pneumoniae, Streptococcus pyogenes, Streptococcus agalactiae, Enterococcus spp.,
Enterobacter spp., Escherichia coli, Haemophilus influenzae (8 T.4. wrammel, o6pasyiowme
neHuuunnmnasy), Haemophilus parainfluenzae, Moraxella catarrhalis, Klebsiella spp. (B T.u. Klebsiella
pneumoniae), Morganella morganii, Neisseria gonorrhoeae (8 T.4. wWTammbl, o6pasytolne
neHuumnnuHasy), Acinetobacter spp., Coryne- bacterium diphtheriae, Erysipelothrix rhusiopathiae,
Eubacter spp., Propionibacterium spp., Clostridium spp. (8 T.4. Clostridium perfringens),
Citrobacter spp., Proteus mirabilis, Proteus vulgaris, Providencia spp. (8 T.4. Providencia rettgeri),
Serratia spp., HeKoTopbIx WTammoB Pseudomonas aeruginosa, Neisseria meningitidis, Bacteroides
spp. (B T.4. HekoTopble wTammbl Bacteroides fragilis), Fusobacterium spp. (B T.4. Fusobacterium
nucleatum), Peptococcus spp., Peptostreptococcus spp.
BonbwuHcTeo wrammos Clostridium difficile - yctoiumsbl.
Yctoume K feicTBuio  GeTa-naktamas  rpammnosioNKUTENbHBbIX UM TPamMOTPULATENbHBIX
MMWKPOOPraHU3MOB.
dapmaKoKuHemuKa:
MNocne ofHOKPATHOrO BHYTPUBEHHOrO BBeAEHMA B A03ax 1-2 r mMaKCMManbHaA KOHUEHTpauua B
nnasme Kposu (Cmax) onpegensetca yepes 5 MuH U coctasaser 39 mkr/ma, 101,7 mkr/mn n 214
MKF/MA COOTBETCTBEHHO. MoCNe BHYTPUMbIWEYHOTO BBEAEHMA mpenaparta B gosax M 1r Cmax
onpegensetca Yepe3 30 MWHYT u coctasnseT 11 mkr/ma u 21 MKr/ma cooTBeTcTBeHHo. CBA3b C
6enkamu nnasmol Kposu 30-50%. BuogoctynHocTb 90-95%.
Co3paeT TepaneBTUYECKME KOHLEHTpauuu B BO/BLUIMHCTBE TKaHeW (MUOKapd, KOCTW, KeNuHbli
ny3blpb, KOXa, MATKME TKaHU) M KUAKOCTEN OpraHW3ma - (CUHOBMANbHAA, NepuUKapAnanbHas,
nnespasbHas, CMMHHOMO3roBas MMAKOCTb, MOKPOTA, KeNdb, Moya). O6bem pacnpegeneHus -
0,25-0,39n/kr.
MNepuog nonyebisegeHua (T 1/2) - 1 yac npu /8 BBegeHMMU u 1-1,5 yaca-npu B/m BBeaeHUM.
BbiBoauTcs noykamu 20-36% B HeM3MEHEeHHOM BMAE, OCTa/bHOE KOJ/IMYECTBO - B Buae
meTabonnToB (15 - 25% - B BUAE $apMaKOIOTMUYECKM aKTUBHOMO Ae3aLeTu - uedpoTtakcuma u 20-
25% - B BUAE 2 HEAKTUBHbIX MeTabonnToB.
Mpu XpOHUYECKOM MOYeYHOM HegocTaTouHocTh (XMH) M y auy moskunoro sospacta T 1/2
yBenunymBaetca B8 2 pasa. T 1/2 y HoBoposkaeHHbix - 0,75-1,5 vaca, y HeLOHOLWEHHbIX
HOBOPOXAEHHbIX AeTei (Macca tena meHee 1500 r) BospacTaeT Ao 4,6 4aca; y AeTelt ¢ maccoi
Tena 6onee 1500 r - 3,4 yaca. Mpu NOBTOPHbIX B/B BBeAeHMAX B fo3e 1 r Kaxable 6 4acos B
TeyeHne 14 cyToKk Kymynauuu He Habatogaetca. MPOHUKAET B rpyAHOE MOJIOKO, MPOXOAUT Yepes
naaueHTapHbI 6apbep.
Nc WA K N[ 0:

- MHbEKLUMN AbiXxaTebHbIX NyTel (6akTepuanbHan NHEBMOHMA);

- uHbeKkuun JIOP-opraHos;

- MHbEKLMM MOYENO0I0BOW CUCTEMBI (B T.4. rOHOpes);

- cenTuuemma, baktepuemms;

- 6aKTepUaNbHbIN IHAO0KAPAMT;

- nHdpekumm LLHC (ocTpbiit 6akTepuanbHbIii MEHUHIUT);

- MHbEKLMK KOCTE, CYyCTaBOB;

- MHPULMPOBaHHbIE PaHbI U OXOTY;

- canbMOHennesbl;

- 6onesHb Jlaiima;

- MHbEKLMN Ha pOHE MMYyHOAePULUT];

- MHOEKLMM KOXKM U MATKUX TKaHEN;

- MHbEKLMM OpraHoB BPIOLLHOM NOAOCTY (BKAKOYAA NEPUTOHUT);

- NPOGUNAKTUKA  OC/NOMKHEHWUI  MOCNe  XUPYPruyeckux  onepaumin  Ha  MKKT,

YPOIOTNYECKUX, aKyLLIEPCKO-TMHEKOIOTMYECKUX OnepaLuii;

- MHPEKUMM, NepeaatoLMeca NosoBbLIM NyTem.
MpotusonokasaHua:
- NOBbILIEHHAA YYBCTBUTENBHOCTL K LiedOTakCUMy 1 Apyrum LedanocnopuHam;
- BHyTpUcepaeyHas 6n0Kapa 6e3 ycTaHOBNIEHHOTO BOAUTENA PUTMA;
- TAXeNnan cepAeyHan HeAoCTaTOYHOCTb;
- B6epemMeHHOCTb U NepUos, NaKkTaLuu.
C OCTOPOXKHOCTbIO. Mepnos HOBOPOXKAEHHOCTU; XPOHMYECKAA NOYEYHAA HEeJOCTaTOYHOCTb; A3BEHHbIN
KOMT (B T.4. B @aHaMHe3e); y NaLMEHTOB C NOBbILEHHON YyBCTBUTENBHOCTBIO K NEHULMUAIMHAM B
aHamHese B CBA3M C BO3SMOXHOCTbIO Pa3BUTUA NEPEKPECTHON annepruyeckoit peakumm.
Np ieHue npu Gep {HOCTU U B NEpUOA, rPYAHOro BCKAPMAUBaAHUA: NpUMeHeHWe npenapaTa B
nepuoz, 6epemMeHHOCT BO3MOXKHO B C/Y4aAX, KOrAa npeanonaraemas nonb3a AnA MaTepy NpesbiaeT
NOTEeHUMaNbHbINA PUCK Ana naoga. Mpu HeobXoAMMOCTM HasHaYeHWA npenapaTta B Nepuoa NakTauum
cnepyeT NPEKpPaTUTbL FPYAHOE BCKAapMAMBaHUE Ha BPEMA NPUMEHeHUsA npenapara.
Cnoco6 npumeHeHUA U AO3bl: [penapaT BBOAAT B/B (CTPYHO WA KanenbHo) unv 8/m. [L03upoBKa,
cnocob BBEAEHMA U UHTEPBAN MEXAY BBEAEHUAMM 3aBUCAT OT CTENEHU TAKECTU UHOEKLMUM,
YyBCTBMTENBHOCTM MUKPOOPraHU3Ma, Bbi3BaBLLEro 3aboneBaHMe U COCTOAHUA NaLMeEHTa.




Ne BospacT 1 3a6onesaHue Aosa
n/n
1 B3pocabim ¢ HOopmanbHOW byHKLMeN 0,5—1r ofHOKpaTHO
fnoYyeKk MNpU HEOC/NIOKHEHHOM OCTpoM
roHopee
2 Mpu  HEOCNOMKHEHHbIX  MHPEKLMAX B pasosor pose 1-2 r ¢
cpeaHel cTeneHn TaxecTu VMHTEpBasoM 8-12 4acos;
CYTOYHaA A03a cocTaBafeT
2-61
3 Mpu TAXKENbIX MHEKUMAX B pasoBoit Ao3e 2 r, MHTepBan
MeXay BBEAEHUAMM
cocTaBnser 6-8 4acos;
CyTOYHan Ao3a 6-8r
4 B3pocnbim c BbIPaXKeHHbIMKN PasoByto A03y ymeHbLatoT B 2
HapylweHuamu dbyHKumm nodek (KK 10 pasa, UHTEpBan mexay
MI/MWH U MeHee) BBEAEHVUAMMU HE MEHAIOT, npu
3TOM CyTOYHaa [03a TaKxKe
yMeHbLUaeTca B 2 pasa
5 HepoHoweHHble getv o 1 Hegenu 50 — 100 mr/kr, (kaxaple 12 4)
HKU3HU pasgenserca Ha 2 BBeAeHuA
6 HepoHoweHHble petn 1- 4 Hepenun 75 - 150 mr/kr, BBOAMTCA B
KU3HU pasoBbIX [03aX C UHTEPBANOM
6-8 yacos
7 et c maccoit Tena go 50 Kr 50-100 mr/kr, BBOAMUTCA B
pasoBbIX 403aX C UHTEPBasOM
6-8 yacos
8 [leTtn ¢ maccoit Tena 6onee 50 kr Mpenapat Ha3Ha4aloT B TOW e
[103€, 4TO U B3pOC/IbIM

npO,D,On)KI/ITeI'IbHOCTb NleYyeHua yCTaHaBIMBAOT MHAMBUAOYANBHO.

C uenblo NPodUNaKTUKK Pas3BUTUA MHOEKLMI Nepes, XMPYpPruyeckon onepaumein BBOAAT BO Bpema
BBO/AHOM 0bLeit aHecTe3nn oaHOKpaTHO 1 r. Mpu HeobXxoAMMOCTH BBEAEHME NOBTOPAIOT Yepes

6-12 4.

Mpy KecapeBOM CeYeHWUM - B MOMEHT HANOXKEHWA 3aXKMMOB Ha NYMNOYHYI0 BeHy - B/B, 1T, 3aTem yepes
61 12 4 nocne nepsoi A03bl - AONOAHUTENbHO MO 1 T.

Mpu knupeHce KpeaTuHuHa (KK) 20 ma/mnH/1,73 KB.M 1 MEHee CyTOUHYIO 03y YMEHbLIAIOT B 2 pasa.
Mpasuna NpUroToBNEHUA UHBEKLIMOHHbIX PAcTBOPOB: AR B/B MHBEKLMM B KayecTBe pacTBopuTens
MCNONb3YIOT BOAY AN UHbeKumid (0,5 - 1 r pa3sogaT 8 4 ma pacteoputens, 2 r - 8 10 mn), npenapat
BBOAAT MeA/IeHHO B TeyeHue 3 - 5 MUHYT; AnA B/B MHPY3UM B KaYecTBE PacTBOPUTENA WUCMONb3YIOT
0,9% pacTtBOp HaTpua xnopuaa uau 5% pacteop Aekctposbl (1 - 2 r passogar 8 50 - 100 mn
pacTBOpUTENs;) NPOAOIKUTENBHOCTb UHPY3UM - 50 - 60 MWH; AN B/M BBEAEHWA UCMONL3YIOT BOAY
LA UHbeKUMIA unn 1% pacTBop MaoKavHa (4ns fo3bl npenapata - 2 M, aas Ao3sbl 11 - 4 mn).
No6ouHoe geiicTeue:

Annepauveckue peakyuu: KpanuBHMLA, O3HOG WAWM NKMXOPafKa, CbiMb, KOXHbIA 3yA, peako -
6poHxocnasm, 303MHOGWAMA, 3N0KAYECTBEHHAA IKCCYAATUBHAA 3puTema (cuHApom CTuBeHca-
[>KOHCOHA), TOKCMYECKMI 3nuaepmanbHbii HeKpoius (cuHapom Jlaitenna), aHTMOHEBPOTUYECKUIA
oTeK, peAKo-aHaGUNAKTUYECKUIA LWOK.

Co cmopoHbl cepdeyHo-cocyoucmoli cucmemsl: MOTEHLUMANBHO KM3HEOMAaCHbIE apuUTMuM nocne
6bIcTpOro 60110CHOrO BBEAEHUA B LEEHTPAN bHYIO BEHY.

Co cmopoHb! yeHMpPanbHOU HepeHOU cucmenb!: roN0BHAA 60/1b, rONOBOKPYKEHUE.

Co CMOpOHbI HenydoYHO-KUWEYHO20 MPAKMA: TOWHOTA, PBOTA, AMAPEA AW 3aMOpbl, METEOPU3M,
60onb B KUBOTE, AWUCOAKTEPMO3, HAapyleHWe ¢YHKUWMKM MeYeHW, PeAKo - CTOMATUT, [I0CCUT,
ncesfoMemM6paHO3HbIi SHTEPOKONNUT.

Co CmMOpoHLI MoyvesblOenumenbHOU cucmembl: HapyleHue OyHKUMM  MNoYek, Ooaurypua,
WHTEePCTULMANbHBIN HebpHT.

Co cmopoHbl OpP20HO8 KPOBEMEOPEeHUA: FEMONUTUYECKAA aHeMMUA, NIeMKONeHUs, HeWTponeHus,
rpaHy/10LMTONEHUA, TPOMBOLIMTONEHUA, TMNOKOAryAALMUA.

JlabopamopHele MoKazamesnu: a3oTeMMUA, MOBbIEHWE KOHLEHTPaLuuM MOYEBUHbI B  KPOBW,
noBbIWeHne AKTUBHOCTMU "neyeHo4HbIX" TpaHCamMnHa3 4 LWeNOYHOW docdatassl,
rMnepKkpeaTMHUHEMUA, TUNEPBUANPYBHEMMUA, NONOKUTENbHAA peakumsa Kymbea.

MecmHsie peakyuu: $nebuT, 601e3HeHHOCTb NO XO4y BeHbl, 60/1€3HEHHOCTb U UHOUNBTPAT B MecTe
BHYTPVMMbILLEYHOTO BBEAEHMUA.

lMpoyue: cynepuHdeKLma (B YaCTHOCTU, KAHANAO3HbBIN BarMHUT).

MepeposuposkKa:

Cumnmomel: cypoporu, sHuedanonatna (B cnyyae seefeHna 6onblMX [03, 0CO6EHHO Yy 6O/bHBIX €
NOYEYHON He0CTaTOUHOCTbIO) TPEMOP, HEPBHO-MbILIEYHAA BO36YAMMOCTb.

JleyeHue: cMMNTOMaTUYeCKoe, cneunduyeckoro aHTUAoTa Her.

B3aumopeiicTeme ¢ ApyruMmn nekapcTBEHHbIMU CPeACTBaAMM:

YBennuMBaeT PUCK KPOBOTEUEHWUI NPU COYETAHWM C aHTUArperaHTamu, HecTepouHbIMU
NPOTUBOBOCMANUTENIbHBIMU NpenapaTamu.

BepoATHOCTb MOPAaKEHWA MOYEK YBEWYMBAETCA MpPU OAHOBPEMEHHOM MpUEemMe C aMUHO-
rIMKO3MAAMM, MONIMMUKCMHOM B 1 "netnesbimu" anypetukamu.
Mpenapatbl,  6a0KUpylOWHE KaHanbLeByto cekpeuumto,
KOHLIEHTPauuu LepoTaKCUMa v 3ameaNatoT ero BbiBeeHue.
dapmaLeBTUHECKM HECOBMECTUM C PacTBOPaMu APYTr1x aHTUBMOTUKOB B O4HOM LWNpULe.

Ocobble yKasaHuA:

B nepsble HeAenn seYeHUA MOXKET BO3HUKHYTb NCeBAOMEMOPAHO3HbIM KOMUT, MPOABAAIOWMIACA
TAXKENOW ANUTENbHOW Anapeeid. Mpu 3TOM NpekpaLLaloT NpUem npenapaTta U HasHa4aloT aAeKBaTHYIO
Tepanuio, BKAYaA BAHKOMULIMH UAKM METPOHUAA30.

MauneHTbl, UMEBLUIME B aHAaMHE3e anNepruyeckMe peakuun Ha NEHUUUANWHBI, MOTYT UMEeTb
NOBbILIEHHYIO YYBCTBUTENIHOCTb K aHTUBMOTUKAM rpynnbl LedpanocnopuHoB.

MNpu neveHnmn npenapatom cebile 10 gHelt HEOBXOANM KOHTPOb KapTUHBI NEepUdepUIecKkoin Kposu.
Bo Bpema neyeHna LeGOTaKCUMOM BO3MOMKHO MOJyYEHUE NOKHONONOKUTENbHOW Npobbl Kymbea 1
JNIOXKHOMONOMKUTENLHOW PeakLMU MOUM Ha F/IIOKO3Y.

Bo BpemAa JseyeHus ynoTpebNATb 3TaHOA HENb3A U3-3a  BO3MOXKHOCTU  BO3HWKHOBEHMA
ANCcYyNbOUPamMonoAobHbIX peakuuit (rMnepemus Auua, cnasm B KMBOTe M B 061acTU Kenyaka,
TOLHOTA, PBOTA, r010BHaA 60/1b, CHUXKEHWE apTePUANbHOIO AaBNAEHUA, TAXUKAPAUA, OAbILLIKA).

yBennyusatoT nnasmeHHble




®dopma Bbinycka:

MOpPOLIOK ANA NPUrOTOBNEHUA PACTBOPA ANA BHYTPUBEHHOIO U BHYTPUMBbILWEYHOTO BBEAEHMA 1,0T.
B ynakoBke ¢pnakoH Ne 1.

Ycnosua xpaHeHua:

B 3almLLeHHOM OT CBETa MecTe Npy TemnepaType He Bbilwe 25 °C.
XpaHWTb B HEOCTYNHOM ANA AeTeil mecTe.

CpoK rogHoCTH:

3ropa.

He ncnonb3osatb nocse UCTEHEHWUA CPOKA FOAHOCTY.

Ycnosua oTnycka U3 antek:

Mo peuenTy.

MNpoussepeHo ana:
MAXX-PHARM LTD.
JloHAoH, BenukobputaHua







