MWHWUCTEPCTBO 3[PABOOXPAHEHWSA POCCUNCKOW ®ELEPALIAA

WHCTPYKLMA
no MEAUUMUHCKOMY NMPUMEHEHMUIO JIEKAPCTBEHHOIO MPEMAPATA
CabBUKCUH

PerucrtpauunoHHbin Homep: J1M-004368.

ToproBoe HammeHoBaHue npenaparta: CabBUKCUH.

MexayHapoaHoe HenaTeHTOBaHHOE UMW rPYNNUMPOBOYHOE HaMMeHOBaHUe: NONMMUKCHH B.
JNlekapcTBeHHasaA dopma: NopoLloK Ans NPUroTOBMEHWUS pacTBopa AN MHbEKUWNA.
CoctaB

CoctaB Ha 1 dnakoH

MonumukeunHa B cynbdat

B nepecyeTe Ha cymmy nonumukcuHos B1, B2, B3, B1-1 — 25 wmr; 50 mr.

Onucanume: Genblii Ny NouTH Genbii NMopoLok, 6e3 3anaxa unu noutu 6e3 3anaxa.
®dapmakoTepaneBTMYecKas rpynna: aHTUGMOTUK - TONUNENTUA, LIMKITNHECKWIA.

Kon ATX: JO1XBO02.

®dapmakonoruyeckue cBolcTBa

@®apmakoOuHamMuka. AHTUGWMOTUK, NpoAyLMpyeMblii cropoobpasyowymm  Gaktepusmm
Bacillus polymixa. Kaxabli MI OYMLLEHHOrO NONMMMUKCMHa B ocHoBaHusi 9KBMBaneHTeH
10000 E[l nonumukcmHa B. OkasbiBaeT GakTepuumaHoe OeiCTBME, CBSI3aHHOE C Hapylue-
HMeM LenocTHOCTU MeMbBpaHbl MUKpOGHOM knetku. Abcopbupyetcs Ha docconunuaax
MeMbpaHbl, yBenuMyMBaeT ee NpOHULAeMOCTb, Bbi3blBaeT Nn3nc Gaktepui.

AKTUBEH B OTHOLLEeHUK BoMbLUMHCTBA rpaMoTpuLaTenbHbIX 6akTepuii, B T.4. Pseudomonas
aeruginosa, Salmonella spp., Shigella spp., Escherichia coli, Klebsiella spp., Bordetella
pertussis, Haemophilus influenzae, Enterobacter spp. YMepeHHO YyBCTBUTESbHbI
Fusobacterium spp. wn Bacteroides spp.. He peicTByeT Ha KOKKOBble a3pOOHble
(Staphylococcus spp., Streptococcus spp. (B T.u. Streptococcus pneumoniae), Neisseria
gonorrhoeae, Neisseria meningitidis) n aHaapobHble MukpoopraHuamel, Corynebacterium
diphtheriae, Ha 6onbWWHCTBO LWTaMMoOB Proteus spp., Mycobacterium tuberculosis
1 rpubbl. YCTOMYMBOCTb pa3BMBaETCSt MEAJIeHHO, HO SBNSETCA NepekpecTHON C KONMCTy-
HOM M MOSNIMMUKCUHOM E.

PapmakokuHemuka. Tpy BHYTPUMBILLEYHOM BBEAEHUM MaKCUMarbHble KOHLEHTpauuu B
nnasme KpoBW, cocTaBnsitowme 2-7 mr/Mn, gocturatotcs vepes 1-2 4; npu BHYTPMBEHHOM
BBEEHNN B [03e 2-4 MI/Kr MakcMmarbHble KOHLEHTpauun B nnasme Kposu - 2-8 Mr/mn.
Cssizb ¢ Benkamu nnaambl - 50 %. MNnoxo NpoHWkaeT Yepes TkaHeBble Gapbepbl, He MPOHU-
KaeT yepes remartoaHuedanuyeckuin 6apbep. B HebomnbLUMX KonmMyecTBax MPOHMKAET Yvepes
nnaueHTy 1 B rpyaHoe Mornoko. He metabonusmpyetcs. BblBoguTcs novkamn B HEM3MeEHeH-
HoM Bude (60 % B TeyeHve 3 -4 OHelt) M Yeped kuleyHuK. lMepuon nonysblBeAeHUs
coctaensieT 3-4 4, Npu TSHKENOW MOYEYHON HeAoCTaTodHOCTU - 2-3 cyTok. [pu moBTOp-
HOM BBEAEHWUW KYyMYNUpyeT.

Moka3aHuA K NpUMeHeHuIo. Tshkenble MHMEKLMK, Bbl3BaHHbIE YyBCTBUTENbHBIMU K MOMW-
MUKCUHY B rpamoTpuuaTtenbHbiMU MUKPOOPraHM3MaMu ¢ MHOXECTBEHHOW YCTONHYMBOCTbIO
K APYrMM aHTUOWMOTMKaM: CEencuc, MEHWHIUT (BBOAMTCH WHTpaTeKanbHO), MHEBMOHMS,
reHepanusoBaHHasi paHeBasi UH(EKLUS.

MpoTuBonokasaHusA. MoBbIlEHHast YyBCTBUTENbHOCTb K MOMIMMUKCUHAM, MUACTEHUS.

C OCTOpPOXHOCTbLIO. XpOHMYecKasi NoYeyHasi HeJOCTaTO4HOCTb.

MpumeHeHne npu GepeMeHHOCTU U B Nepuoj rpyaHoOro BckapmnuBaHus. MNpenapat
CabBuvkcuH npoTvBomnokasaH npu GepemeHHocTW. Ha nepuop npvmeHeHus npenapara
BO BpeMs NakTauuu rpygHoe BCKapMmviBaHue criefyeTt npekpaTtuTb.

Cnoco6 npuMeHeHusi U A03bl. BHYTPYBEHHO, BHYTPUMbILLEYHO, WHTpaTEKasbHO.
BHympueeHHoe 8gedeHue: Ons B3pOCnblX W Aeter (cTapwe 1 roga) ¢ HopMarbHOWN
dyHKUMeNn noyek cytoyHas posa - 1,5-2,5 mr/kr (npuHumas Bo BHUMaHue, 4to 1 mr
OYMLLEHHOrO nonuMMmukcuHa B ocHoBanus akBuBaneHTeH 10000 EJ[l nonumukcuHa B)
B 2 BBeeHus C vHTepBanom 12 yacos.

MakcumanbHasa cyTo4Hasi jo3a He AOfKHa npesblwaTth 2,5 Mr/Kr.

Y peten mnagwe 1 roga ¢ HopManbHOW OyHKLMEN novek npu HeobxoaMMOCTU CyToYHas
[03a MOXeT ObITb yBenuueHa A0 4 MI/Kr, KOTOpyl AenaT Ha 2 BBEAEeHUs W BBOAAT
C uHTepBanom 12 vyacos.

[ins npurotoBneHust pacTBopa Afsl BHYTPUBEHHOrO BBeAeHWs B3pocrbiM 50 mr npena-
pata pacteopsitor B 300 -500 mn 5% pacTBopa AeKCTpo3bl U BBOAST KanenbHO, CO
ckopocTtbto 60 -80 kan/mMuH. Y feTei [o3y npenapara, NpefHa3HaYeHHylo Anst BHYTpU-
BEHHOro BBeAeHus, pacTteopsioT B 30-100 mn 5-10 % pacTBopa AeKCTposbl.
BHympumbiweyHoe 6eedeHue (TONbKO NP HEBO3MOXHOCTW BHYTPUBEHHOTO BBEAEHWS):
Anst B3pOCMbIX U AeTen (ctapwe 1 roga) ¢ HOpManbHOM (PYHKUMEN MOYeK CyTovHas [o3a -
2,5-3 wmr/kr B 3-4BBeaeHus kaxabll 6-8 vacoB. Y geten go 1 roga ¢ HopMmarbHoOW
hyHKUMER nodek npu HeobxoaMMOCTM CyTOuHas [4o3a MOXET ObiTb yBenuyeHa Ao 4 Mr/kr
KOTOpYto AensT Ha 4 BBEeAEHWst U BBOAAT C MHTepBariom 6 4Yacos.

[ins npurotoBneHns pactBopa ANA BHYTPUMbILIEYHOTO BBedeHWs npenapat 25 wr
pacteopsitoT B 1 mn, 50 mr B 2 mn 1 % pacTeopa npokauHa, BoAbl AN WHbEKUUA unm
0,9 % pactBopa HaTpus xnopuga.

WHmpamekanbHoe esedeHue (sBnsieTca Tepanuel Bbibopa MpU MEHUHIUTE, BbI3BaHHOM
Pseudomonas aeruginosa): B3pocnbIM W AeTaM (CTapwe 2 nert) - 5 Mr oguH pas B CyTKu
B TeyeHue 3 -4 aHeil, 3aTeM Yepe3 [eHb elle B TeYeHne 2 Hedenb nocrne mnonyveHuns
oTpuLaTenbHOrO pesynbsrara b6akTepronormyeckoro nocesa M HOpManu3aLMn KOHLIEHTpaLMn
MIOKO3bl B CMMHHOMO3TOBOWM MAKOCTW; O€TAM [0 2 ner - 2 Mr OauH pa3 B CyTku
B TeyeHne 3-4 pHeid unm no 2,5 Mr oguvH pa3 B 2 gHA. 3atem B gose 2,5 Mr uepes
feHb elle B TeyeHMe 2 Heperb Mocrie MofyyYeHust oTpuuaTenbHoro pesyrnerara Gakte-
pUOMNOrM4eckoro nocesa M HOpPManu3auwy KOHLIEHTPaUWW [Moko3bl B CMIMHHOMO3TOBOA
XKUAKOCTU.

Mepen BBegeHvem npenapat 25 mr pacteopsitoT B 5 mn, 50 mr B 10 mn 0,9 % pacTsopa
HaTpust xropuaa (KOHLEeHTpauusi NpUroToBneHHoro pacteopa 5 mr/mn).

Y naumeHTOB C HapylleHWeM (yHKUMM MoYek [03y npenapaTta yMeHbLUaloT U yBenu-
YMBalOT MHTEPBaN MeXay BBEAEHWSIMU B COOTBETCTBUM C KIIMPEHCOM KpeaTuHWUHa:

KnupeHc kpeaTuHuHa, % OT [A03bl NpK HOpMarbHON WHTepBan mexay
MI/MUH yHKUMK noyek BBEAEHNAMM, Yac
20-50 75-100 12

5-20 50 12
Metee 5 15 12




PactBopbl npenapata CabBWKCUH, MNPUrOTOBMEHHbIE C WCMONb3OBaHWEM BOAbI ANs
nHbekumn, 0,9 % pactBopa Hatpusi xnopuga, 5 % pacteopa Aekctposbl, 0,5-1 %
pacTBopa MpoKaunHa, MOXHO XpaHWTb B TeyeHue 12 4acoB MpW KOMHATHOW Temnepatype
(25 °C) vnun B TeuveHve 4 cyTok B xonogwnbHuke (oT 2 go 8°C).

MoGouyHoe penicTtBue. Co CmMOPOHbI HEPBHOU CucMeMbl: TONOBOKPYXeHWe, aTakcus,
HapyLUEHWe CO3HaHWsi, COHNMBOCTb, MapecTeann, HepBHO-MbllLeYHas Grokaaa.

Co cmopoHbI MoyesbiOenumesnsHoOl cucmembl: anbByMUHYPUS, LMIMHAPYPUS, a3oTeMUs,
NPOTENHYPUSl, NOYEYHBIV TYOYNAPHbIA HEKPO3.

Co cmopoHbI ObixamesibHOU cucmeMbl: napanuy AblxaTerlbHOW MycKynaTypbl, anHoa.
Co cmopoHb! nuwesapumeribHol cucmemsl: 6onb B anuractpanbHol obnacTtu, TowwHoTa,
CHWXEHWe anneTuTa, nceBaoMeMOpaHO3HbINA KOMWT.

Co cmopOHbI Op2aHa 3peHUs: HapyLUeHWNe 3pEeHus.

AnnepaudecKkue peakyuu: KOXHas Cbifb, 3yA, 303MHOMDUNUS.

Obuwue peakyuu u peakyuu e Mecme 8gedeHus:: onebut, nepudnedbut, Tpombocdnebur,
6One3HeHHOCTb B MecTe B/M MHBLEKLUK.

lMpoyue: cynepuHdekums, KaHAMOO03, NMPU UHTpaTekanbHOM BBEAEHWUW - MEHWHreasrbHble
CUMNTOMbI (MOKpacHeHWe nuua, rornosHasi 6ofb, NMxopagka, PUrMAHOCTb 3aTbINOYHbIX
MbILLIL, YBENIMYEeHUe KonuyecTBa KreTok U 6Gernka B CMMHHOMO3IOBOW XWUAKOCTK).
Mepepo3supoBka. Cumnmombl: napanuy AblXaTenbHbIX MbllL, HEAPOTOKCUYHOCTb,
HedpOTOKCMYHOCTb. JleyeHue: nopaepxuBaloLias v cumnTomaTuyeckas Tepanmsi.
B3aumopgeicTBume ¢ ApyruMu nekapcTBeHHbIMM cpeacTBamu. OpHoBpeMeHHoe
NpUMeHeHne ¢ HeaenonapusyLWUM MUopenakcaHTamMu (yrposa pasBuTMsi napanuya
AblXaTerbHbIX MbILWL) U OPYrMMU HENPOTOKCUYHLIMU NpenapaTtaMmii He pekoMeHOyeTCs.
Mpy ogHOBpEMEHHOM WCMONb30BaHUM HAGMIOAAETCS CUHEPrM3M AeicTBus ¢ xnopamde-
HMKOMOM, KapGeHWULMNMUMHOM, TEeTpauuKIMHOM, cynbdaHunamuaamn u TPpUMETONpYMOM
B OTHOWeHun Pseudomonas aeruginosa, Proteus spp., Serratia spp.; C aMIULUMUINNHOM -
B OTHOLUEHUW GOMbLUMHCTBA rpaMoTpuvLaTenbHbIX GakTepuii.

Mpu coveTaHn € amuHoOrMMKoanaaMu (KaHaMULMHOM, CTPENTOMULIMHOM, HEOMMULIMHOM,
reHTaMMULIMHOM) MOBBILLAETCS PUCK Pa3BUTUS OTO - U HehPOTOKCUYHOCTM, a Taioke 6rokaabl
HEPBHO-MbILLEYHOW nepedayu. [MoBbiwaeT HedPOTOKCUYHOCTL amdoTepuumHa B.
dapmMaLeBTUYEeCKN HECOBMECTUM C HAaTPUEBOW COSMbI0 aMMNULMANUHA, XopamMpEHNKONoM,
aHTMBMOTVKaMKU rpynnbl LedanocnopyHoB, TETPaLMKIIMHOM, pacTBOpamu aMUHOKUCIIOT,
renapuHoM; X He crieayeT CMellVBaTb B OAHOM LUMPULE MU UHAY3NOHHON cpeae.
Ocobble ykasaHusi. [py MHGEKUMAX, BbI3BaHHbIX rpamoTpuLaTeNbHbIMKU  MUKpOOpra-
Hu3mammn (Enterobacter, Pseudomonas aeruginosa v [p.), Ha3HayaloT TONbKO Npu yc-
TONYNBOCTU BO3OYAUTENS K APYTMM MeHee TOKCUYHbIM MPOTMBOMMKPOOHBIM MpenapaTtam.
Mpy ANYTeNnsHOM NeYeHNn HeOOXOANMO KOHTPONMPOBATL PYHKLMIO MOYEK OAMH Pa3 B 2 AHS.
MapeHTepanbHO NPUMEHSIIOT TOMbKO B YCIOBUSIX CTauyoHapa. BHyTpUMbILLEYHbIE UHBEK-
Lmn BoneaHeHHb!, MO3TOMY AJf1s NPUrOTOBMNEHWSI pacTBopa ANs B/M BBEAEHWUS pEeKOMeH.y-
eTCcsl MCronb3oBaTb MecTHbI aHecTeTuk (0,5-1 % pacTBop npokamHa).
MceBoomeMbpaHo3HbI KonuT, BbidbiBaeMblii Clostridium difficile, MOXeT NosiBNATLCS Kak Ha
oHE ANWUTENBbHOTO MPUMEHEHUs, Tak U Yepe3 2 -3 Heaenu nocrne npekpalleHns neveHus;
NPOSIBMSETCS Anapeeii, NeyikoLmuTo3oM, N1xopaakon, Bonsmu B XMBOTE (MHOTA@ COMPOBOX-
[aloWMMUCS BblgeneHreM ¢ KarnoBbiMU MaccaMyt KpoBW U Crunau). Mpu BO3HUKHOBEHWUW 3TUX
ABMEHUA B NErkux Cryy4asx AOCTAaTO4HO OTMEHbl NeYeHUs W MPUMEHEHWSt MOHOOBMEHHbIX
cMon  (KONecTMpaMuH, KOMecTWMom), B TSHKEMbIX Cryvasx MOKasaHO BO3MELLEHVe mnoTepu
XKUOKOCTW, 3NEKTPONUTOB M 6enka, HasHayeHve BaHKOMMLMHA MMM MeTpoHupasona. Henb3s
NPUMEHSATb NEeKapCTBEHHbIe CPEeACTBa, TOPMO3SILLME NEepUCTanbIUKY KULLEYHUKA.
MposiBneHnsimm No6oYHOro AeWCTBUS NONMMUKCUMHA B MoryT ObiTb HapylleHus yHKUun
noyek (HedPOTOKCUYHOCTb) M HEPBHOW CUCTEMbI (HEMPOTOKCUYHOCTb), PWUCK PasBUTUS
KOTOPbIX BbIlUE Y MALMEHTOB C XPOHWYECKON MOYEYHOW HEeAOCTaTOMHOCTbIO W/Wnu npu
OHOBPEMEHHOM MPUMEHEHWUN C APYTMMU JIekapCTBEHHbIMW Npenapatamu, obnagatowmmm
HEeMpOTOKCUYECKUMU UM HEDPOTOKCMYECKUMU CBOWUCTBAMM.

MonumukenH B cnegyeT npUMeHSTb C OCTOPOXHOCTBbIO MPW  XPOHWUYECKON MOYeYHO
HepocTaTodHocTU. Cnegyer umsberaTb npumeHeHusi npenapata CabBUKCUH € ApyrumMu
Herpo - N HedpOTOKCUYECKUMU NpenapaTamu.

BnusiHme Ha cnoco6HOCTb ynpaBnsaTb TPAHCNOPTHLIMU CPeACTBaMU, MEXaHM3MaMu.
B nepvop neveHnus npenapatom crnegyeT cobniogaTe OCTOPOXHOCTb MPW BbIMOMHEHUN
NOTEHLUMAnNbHO OMAaCHbIX BUAOB AEATENbHOCTU, TPEOyIOLMX MOBLILLEHHOW KOHLIEHTpauum
BHUMaHUs U BbICTPOTBI MCUMXOMOTOPHBLIX peakuunii (ynpaeneHue TpaHCMOPTHbIMU
cpefcTeamu, pabota ¢ ABUXYLIMMUCS MexaHusmMamu, paboTa AucneTtyepa, oneparopa).
®opma Bbinycka. [MopoLlok ANsS NpPUroToBREHUst pacTBopa Ana uHbekuun 25 mr, 50 mr.
25 wmr, 50 mr pevictyrowero BelwectBa BO rnakoHbl BmecTuMocTbio 10 mMn u3
6ecLBETHOTO NPO3paYHOro CTekna, repMeTUHHO YKYMOpeHHble npobkamu pesvHOBbIMY,
obxaTble konnavkamu antoMUHUEBLIMU UM KOMBUHUPOBaHHBIMM.

1 hnakoH ¢ MHCTpyKUMEN NO MPUMEHEHUIO B Nayke KapTOHHOM.

10 dnakoHOB C MHCTPYKLME N0 MPUMEHEHWUI0 B KOpPOobKe KapTOHHOWA.

[nsa craunoHapos:

- 50 nakoHOB C paBHbLIM KOMIMHYECTBOM MHCTPYKLMIA MO MPUMEHEHWIO B KOPOOKE KapTOHHOM;
- oT 1 go 50 dnakoHOB C paBHbLIM KOMMYECTBOM MHCTPYKLWIA NO MPUMEHEHMIO B KOpPOobke
KapTOHHOM.

Komnnekmauusi ¢ pacmeopumernem.

Bopa ans vHbekumn 5 Mn B amnyne CTEKNAHHOMN.

1 dnakoH n 1 amnyna B KOHTYpHOW siveiikoBon ynakoske (KAY) u3 nneHku nonmeBuHUI-
XNOPUAHON C WHCTPYKUMEN MO NPUMEHEHMUIO B Nayke KapTOHHOM.

5 dpnakoHoB 1 5 amnyn B oTAeNbHbIX KAY ¢ MHCTpyKUMEe No NPUMEHEHUIO B NaYke KapTOHHOM.
B nauky BknaabiBalOT HOX ANS BCKPbITUA amnyn unm ckapudukatop amnynbHblid. Mpu
MCMonb30BaHWM aMnys € Hacevkamu, KOMbLiaMMU UK TOYKaMy Hagnoma HOX AN1s1 BCKPbITUS
amnyn unu ckapudukaTop amnynbHbIA AOMNYCKAETCs He BKMaAbiBaTb.

Cpok rogHocTu. 3 roga. He npumeHsATb MO MCTEYEHWU CPOKa FOAHOCTWU.

YcnoBusa xpaHeHusi. B 3alumiieHHOM OT cBeTa MecTe npu TemnepaType He Bbiwe 25 °C.
XpaHuTb B HEJOCTYNHOM Ansi AeTell MecTe.

YcnoBusa ornycka. OTnyckaloT no peuenty.

Mpoussoautens/OpraHn3auusi, NpMHMMaKOLWas NpeTeH3uu oT noTpeduTenein

OAO «Kpacdapmay», Poccusi, 660042, r. KpacHosipck, yn. 60 net Oktabps, 4. 2.
Ten./cbakc: (391) 261-25-90 / 261-17-44.
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