OBILIASA XAPAKTEPUCTHUKA JI

COOTEBETCTBYET 2KI

i
ot 09.08.2

CMEPTHOMY OTUETY

23 Ne 15326

EKAPCTBEHHOFO TIPERAPATA 707)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Amukanmy, 250 wr,
BHYTPHMBIIIEYHOTO BBEICHUS.
Amukanun, 500 wr,

BHYTPUMBIIICYHOI'O BBECACHU.

2. KAUECTBEHHbBIN 1 KOJIMUECTBEHHBII COCTAB

JlelicTByrolI€E€ BEMIECTBO: aMUKALMH.

Amukanmn, 250 wr,

IMOPOIIOK [JIsA IIPUI'OTOBJICHUA pacTBOpa I BHYTPHUBCHHOI'O H

MOPOIIOK JJIs1 IIPUIOTOBJICHUA pacTBOpa [JIA BHYTPUBCHHOI'O U

NOPOHIOK JAJId TNPUIOTOBJCHHUA pacTBOpa [AJId BHYTPHUBCHHOI'O H

BHYTPHUMBIIIICYHOI'O BBCACHUA

Kaxnpiit paakon comepxut 250 Mr amukanuHa (B BUe aMHKalMHa CybdaTa).

500 wr,

AMuKanuy,

NOPOHIOK JAJId TNPUIOTOBJCHUA pacTBoOpa AJId BHYTPHBCHHOI'O H

BHYTPUMBIIIEYHOI'O BBEJICHUS

Kaxnpiit piaakon comepxut 500 Mr amukanyHa (B BUIe aMUKalMHa CybdaTa).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

HOpOH_IOK JJI IIPUTOTOBJICHUA paCTBOPA VI BHYTPUBCHHOI'O U BHYTPHUMBIIICYHOI'O BBECACHUA.

Amukarmmg, 250 wr,

OOPOHIOK AJId MNPUIOTOBJCHHUA pacTBOpa AJId BHYTPHUBCHHOI'O H

BHYTPUMBIIIEYHOI'O BBEJICHUS

[Topomiok 6eoro uim NoYTH 0€10ro 1BETa, TMTPOCKOIMYEH.

Amukammmg, 500 wr,

OOPOHIOK AJId MNPUIOTOBJCHHUA pacTBOpa AJId BHYTPHBCHHOI'O H

BHYTPUMBIIIICYHOT'O BBCACHUA

[Topomiok 6eoro uiu NoYTH 0€10ro 1BETa, TMIPOCKOIMYEH.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxka3aHusi K NPUMEHEHHUIO

WHpekuronHo-BOCHANNUTEIbHbIE

3a00yeBaHys,

BBI3BAHHBIC

rpaMOTPULATETbHBIMHU

MUKpPOOpPraHu3MaMu (yCTOMYMBBIMU K TE€HTAMUILIMHY, CH30MULMHY W KaHAMHUIMHY) WIH

acconuanusaMiU rpaMIOJIOKUTCIBHBIX U TPAMOTPHULATCIIBHBIX MUKPOOPTaHNU3MOB:

— I/IH(I)CKI_II/II/I ABIXaTCIBbHBIX nyTeﬁ (6p0HXI/IT, IMHCBMOHMH, SMIIMEMaA IUICBPHBI, a6cuecc JICFKI/IX);

— CETICUC, CENTUYECKUI dHIOKAP/INT;

— uHbekuuu neHTpaibHoi HepBHOM cucteMbl (LITHC), (Bkitoyasi MEHUHTHT);
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— MH(EKIUU MOYETIONIOBBIX MyTeH (MUeIoHePPUT, IUCTUT, YPETPHUT);

— THOHHBIE WHQPEKIMH KOXM U MATKMX TKaHed (B T.4. HWHQUIMPOBAHHBIE OXKOTH,
UHQHUIIMPOBAHHBIC 3Bl U TIPOJICKHU PA3IIUYHOTO T'eHE3a);

— WH(EKINHU KETUHBIX ITyTeH, KOCTEH U CYCTaBOB (B T.4. OCTEOMHUEIIHT);

— paHeBast HH(pEKIHUS;

— TOCJICOTIEPALIMOHHBIE HH(PEKITIH.

4.2. Pe:xuM 103UPOBAHMSI M CIIOCO0 NMPUMEHEHUs

PexxuM 1o3upoBaHus

Bspocieie

[To 5 mr/kr kaxzaple 8 4 uian no 7,5 MI/Kr kaxaple 12 u; GakTepuanbHble HHOEKIUH MOYEBBIX
nyTel (HeocnokHeHHble) — 250 Mr kaxnaeie 12 9; mocie ceaHca reMOJualii3a MOXKET ObITh
Ha3Ha4YeHa JIOTMOJIHUTENIbHAS 1032 — 3—5 MI/KT.

MakcuManbHBIC J03bI JIs B3pOCIBIX — 15 Mr/kr/cyT, HO He 6osee 1,5 r/cyT B TeueHue 10 mHeit.
[TponOmKUTETLHOCTD JICUCHUS TIPH B/B BBEACHUH — 3—7 AHEH, Ipu B/M — 7—10 JTHEH.

Oco0nIe I'pYIIIBI NAIIMCHTOB

Tayuenmsi ¢ odrcocamu

[TarmenTam ¢ 0XKOTraMy MOXKET OTpeOoBaThCs 032 5—7,5 MI/KT Kaxkapie 4—6 9 B CBsI3U ¢ Ooee
kopotkuM T1/2 (1-1,5 4) y 3TUX NAlMEHTOB.

Tayuenmsi ¢ noueunoli HeOOCMAMmMoOYHOCMbIO

[TanreHnTam ¢ MOYEUHOW HEJOCTATOYHOCTHIO HEOOXOIUMa KOPPEKIHs peXuMa JT03UPOBaHUS —
CHI)KEHHE 103 UJIU YBEIMUEHNUE NHTEPBAJIOB MEX 1Y BBEJCHUSIMHU.

B cnyuae yBenuueHust HHTepBajia MEX/y BBEJIECHUSIMHU (€CIM YPOBEHb KIMPEHCA KPEaTHHUHA He
U3BECTEH, a COCTOSHHUE TMalueHTa CcTaOWiIbHOE), HMHTEpBaJl MEXIy IpHUeMaMM IIpernapara
YCTaHaBJIMBAIOT CIEAYIOIIUM 00pa3oM:

WuTepBan (yackl) = KOHIEHTpALUsl KpeaTUHWHA B CBIBOPOTKE KPOBH X 9.

Ecnu xoHIeHTpanus kpeaTuHuHa B ChIBOpOTKE 2 Mr/100 mi1, TO peKOMEHIyeMyI0 Pa30BYIO 103y
(7,5 Mr/Kr) HEOOXOIUMO BBOAUTH KaXKable 18 Jacos.

[Tpu yBennueHUH HHTEpBaJIa Pa30BYIO JJO3Y HE U3MEHSIOT.

B cinydae cHukeHus pa3oBOM J03bl MPU HEM3MEHEHHOM pEXUME JO03MpPOBaHUS IepBas /1032
ManyeHTaM ¢ IOYEeYHOM HEJOCTATOYHOCTRLIO COCTABIISAET 7,5 MI/KT.

Jnis pacueta MOCHEAYIOIUX 103 HEOOXOIMMO pa3leiuTh 3HaueHHe KIMpEHca KpeaTHHHHA
(MJI/MMH) y TallMEHTOB Ha KJIIMPEHC KpeaTHUHUHA B HOPME, 3aTeM MOJIYYCHHYIO0 IU(PY YMHOXKAIOT

Ha BCIIMUYUHY HepBOHa‘IaJIBHOI)’I J03bI B MI', T.C.:
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Knupenc kpe

BBISIBJICHHBIN y TTAITUEHTA (MJI/MUH)
[Tocnenyromas go3a (Mr), = X TIepBOHAYAJIbHAS /1032 (MT)

BBOJMMAs Kakaple 12 4 Knupenc kpeatnHrHa B HOpMeE (MJI/MHH)
HucTpykinu 1o pacTBOPEHUIO JIEKAPCTBEHHOIO IMpernapara rnepej NpUuMEHEHHEM CM. B pasjielie
6.6.
eTu
Heoornowennvie nosopoosicoennvle
Havanbsnas pazoas no3a — 10 mr/kr, 3atem o 7,5 Mr/kr kaxapie 18-24 4.
Hoesopooicoennvie u demu 0o 6 1em
Havanwsnas no3a — 10 mr/kr, 3atem 1o 7,5 MI/KT Kaxkaeie 12 4.
[IponokuTenbHOCTh JieueHust — 7—10 gHen.
Jlemu cmapwe 6 1em
Pexxum no3upoBanus y nereit crapiie 6 JIeT COOTBETCTBYET PEKUMY JO3UPOBAHUS Y B3POCIBIX.
WHCTpyKIIMU MO0 PacTBOPEHHIO JIEKAPCTBEHHOIO Mperapara nepes NpUuMEeHEHUEM CM. B pasjene
6.6.

Cnoco0 npuMeHeHus

J511 BHYTPUMBIIIEYHOTO, BHYTPHUBEHHOTO BBEIICHHS.

[IpemapaT BBOJST BHYTPHUMBIIIEUYHO (B/M) MU BHYTPUBEHHO KamenbHO (B/B) B TeueHue 30—
60 MUHYT.

[IpoomKUTENEHOCTD B/B BBEACHUS Y HOBOPOXKIEHHBIX — 1-2 .

4.3. IIpoTuBONOKA3aHUS

['MnepuyyBCTBUTENBHOCTh K AMUKALIMHY (B TOM YMCIE K IpYTMM aMUHOTJIMKO3UaM B aHAMHE3€)
(cM. paznen 4.4.).

Hespur ciyxoBoro Hepaa.

Tspxenas XpoHUYecKast MoYedHasi HeJOCTaTOYHOCTh C a30TEMHUEH U ypeMueH.

bepemeHHOCTS.

[Tepuon rpyaAHOTr0 BCKapMIIMBaHUS.

4.4. OcoOble ykazaHMsl 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

MuacTenusi, TapKUHCOHU3M, OOTYIN3M (aMHUHOTJIMKO3HUIBI MOTYT BBI3BATh HApYIICHHE HEPBHO-
MBIIIEYHON TIepeaun, YTO MPUBOIUT K JallbHEUIIIEMY OCNaOIEHUIO0 CKENETHOW MYCKYIaTyphl),
Acryujparanyda, INOoYC€YHass HEAOCTATOYHOCTH, II€PUOJ HOBOPOXKICHHOCTH, HECAOHOIICHHOCTH
JIeTe, MOKUJION BO3pPACT.

Oco0ble yKazaHus
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ncku, coaepskamue 30 Mkr amukaruHa. [Ipu nuamerpe cBoOOHO#M OT pocTta 30HBI 17 MM 1 Gosiee
MHUKPOOPTaHU3M CUMTAETCS YyBCTBUTENBHBIM, OT 15 10 16 MM — yMepeHHO YyBCTBUTEIBHBIM,
MeHee 14 MM — yCTOWYHBBIM.

KoHueHTpanus aMukanyHa B IUIa3Me€ HE JOJDKHA MPEBBINIATh 25 MKI/MI (TepaneBTHYECKOH
SBIISICTCSA KOHIEHTpauus 15-25 Mxr/mi).

B nepuon neuenus neoOxoauMo He pexe 1 paza B HElENI0 KOHTPOIUPOBATh (PYHKUUIO MOYEK,
CJIyXOBOI'O HEpBa U BECTHOYJISIPHOTO ammnapara.

BeposTHOCTb pa3BuTHs HEPPOTOKCUYHOCTH BbIIIE Y ALIUEHTOB C HAPYLUIEHUEM (YHKLIHHU MOYEK,
a TaKk)Ke MPH Ha3HAYCHUHU BBICOKHX /103 WIM B T€UCHUE JITUTEIHHOIO BpeMeHH (Y 3TOH KaTeropuu
NAllMeHTOB MOXET TOTpeOOBaThCSl  €KEAHEBHBIM KOHTPOJb (yHKIMH mouek). [lpu
HEYOBJIETBOPUTEIIbHBIX ayTUOMETPUYECKUX TECTaxX 03y Mpernapara CHUXKAIOT WIN IPEKPaIaoT
neueHue. Pekomennyercs uzberarb OJJHOBPEMEHHOIO MPUMEHEHUs OTO- U HEPPOTOKCHYECKUX
JICKapCTBEHHBIX CPECTB.

[TamenTam ¢ WHQPEKIMOHHO-BOCHAINTEILHBIMU  3a00JICBAHUSAMH  MOYEBBIBOASAIINX ITyTEH
pPEKOMEH/1yeTCsl IPUHUMATD MOBBIIIEHHOE KOJIMYECTBO KHUJIKOCTH IIPU a/IEKBATHOM JIYpE3e€.
[Tpu OTCYTCTBHU IMOJIOKUTENBHON KIMHUYECKOW TUHAMMKH CIEAYeT OMHHMTb O BO3MOXHOCTH
pa3BUTHS PE3UCTEHTHBIX MHKPOOPTaHW3MOB. B TOMOOHBIX Cilydasx HEOOXOJMMO OTMEHHUTh
JICYCHHUE U HAYaTh MIPOBEICHUE COOTBETCTBYIOIICH TEPATIHH.

4.5. B3auMmopeiicTBHe ¢ JAPYIMMH JIeKAPCTBEHHbIMH IHpenaparaMM W [pyrue BHAbI
B3aMMO/JEHCTBHUA

[IposiBNsieT CUHEPTrU3M TpU B3aUMOJCHCTBUU C KapOSHUIIMJUIMHOM, OEH3WINEHUIMIUTMHOM,
nedanocnopuHamu (y MaIMEHTOB C TSKEIOW XPOHUYECKOW MOYEYHON HEOCTATOYHOCTBIO MPU
COBMECTHOM TPUMEHEHHUH ¢ OeTa-JTaKTaMHbBIMM aHTUOMOTHMKAaMH BO3MOXKHO CHMYKEHHE
3¢ (HEeKTUBHOCTH AMUHOTIIUKO3UIOB).

HamunoukcoBass KucinoTa, MOJUMHKCHH B, IHCIIaTHH W BAaHKOMUIIMH YBEIHYHBAIOT PUCK
pa3BUTHS OTO- U HEPPOTOKCUIHOCTH.

Huypetuku (ocobeHHo (ypocemun), 1edanocrnopuHbl, MEHUIWUIMHBL, Cylb(paHWIaMuabl U
HECTEPOUIHbIE TPOTUBOBOCTIATIUTEIbHBIE MPENapaThl, KOHKYPUPYs 32 aKTUBHYIO KOHIIEHTPALIUIO
B CBIBOPOTKE KPOBH, YBEITMUNBAIOT PUCK HE(PPO- M HEHPOTOKCUIHOCTH.

AMUKaIH YCUIMBAECT MHOPETIAKCUPYIOIIEe eHCTBAE HEETIOISIPU3YIOIINX MUOPEITaKCaHTOB.
[Ipy oxHOBpEeMEHHOM MPUMEHEHMH C AaMUKAIMHOM METOKCU(DIYpaH, MOJUMHKCHHBI IS
HapeHTepaIbHOTO BBEACHUS, KAlIPEOMHIIMH U APYTHE JIEKAPCTBEHHBIE CPEICTBA, OIOKUPYIOIINE

HEPBHO-MBILIEYHYIO ITepeaavy (raJloreHu3upoBaHHbIE YTIIIEBOAOPO/IbI B KAUECTBE MIPENapaToB AJis
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IUTPATHBIMH KOHCEPBAHTAMH YBEJIMYMBAIOT PUCK OCTAHOBKH JbIXaHUSI.
[TapenTepasibHOE BBEICHUE WHOMETAIIMHA YBEIIMUMBACT PUCK PA3BUTHS TOKCUYECKUX JACHUCTBUI
aMUHOTIIMKO3U10B (yBenuueHue T1/2 U CHUKEHHE KITUPEHca).

AMuKalMH cHUkaeT 3((HeKT aHTUMUACTEHUUECKUX JIEKAPCTBEHHBIX CPECTB.

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTD U JAKTAUA

bepemeHHOCTH

[IpoTrBOMOKa3aH K MPUMEHEHHIO BO BpeMsi OEPEeMEHHOCTH.

JlakTamus

[TpoTuBOTIOKa3aH K MPUMEHEHUIO B MIEPHO]] TPYIHOTO BCKAPMITUBAHUSI.

4.7. BaiusiHde HAa CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMU CPeACTBAMH M padoTaTh ¢
MeXaHH3MaMH

B nepuon nedenuss He0OXOIUMO COOIIIOIaTh OCTOPOKHOCTD MPH YIPABICHUHU TPAHCIOPTHBIMU
CPEICTBAMU ¥ 3aHATHSIX JIPYTUMU MMOTESHIIMAILHO ONTAaCHBIMU BUAAMH JESATCILHOCTH, TPEOYIOIIHX
MOBBIIIICHHON KOHIICHTPAIIUU BHUMAHHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKITUH.

4.8. HexxesaTesIbHbIE PeaKIHU

Pe3roMe HekenaTebHBIX PeaKIUn

Hapywenuss co cmopoust Kposu u aumpamuyeckou cucmemvl: aHEMUs, JCHKONCHUS,
TPaHYJIOIUTOINICHUS, TPOMOOITUTOTICHUS, S03UHODUITHS.

Hapywenus co cmoponst uMMYHHOU cucmembl. KOKHAS ChIllb, 3y, TUIIEPEMUS KOXKH, TUXOPAIKa,
otek KBuHKe, apTpanrusi.

Hapywenus co cmoponsl HepeHoti cucmembl. TOTOBHASL 00JIb, COHJIMBOCTh, HEUPOTOKCUIECKOE
nercTtBue (MOJEPTUBAHUE MBI, ONIYIICHWE OHEMEHHS, TMOKAIBIBAHMS, SIUICITUYECKUE
NPUIAJIKA), HapyIIeHHEe HEPBHO-MBIIIEUYHON Tmepenaun (OcTaHOBKA JbIxaHus). Yacrtora
BO3HUKHOBEHHUSI BECTUOYJSIPHBIX U CIYXOBBIX PACCTPOICTB TOBBINIAETCS Yy MAIIMEHTOB C
MMOYCYHOM HEJOCTATOYHOCTRIO.

Hapywenus co cmopomnst opeana ciayxa u aabupumma. OTOTOKCUYHOCTH (CHUKEHHE CIyXa,
BECTUOYIISIpHBIE U TaOUPUHTHBIC HAPYILIEHUs, HEOOpaTUMasi TIIyX0Ta), TOKCHUECKOe IeCTBHE Ha
BECTHOYISIpHBIN ammapaT (HeCKOOPAMHUPOBAHHBIC ABM)KEHHUS, TOJOBOKPYKEHHE, TOIIHOTA,
pBOTA).

Kenyoouno-kuweunvie Hapyulenus. TOITHOTA, pBOTa, HApYIICHHE (DYHKITUH ITeUeHH (TIOBBIIIIEHNE
AKTUBHOCTH «TI€YEHOYHBIX)» TPaHCAMHHA3, TUTIEPOUITHPYOHHEMUS ).

Hapywenus co cmoponsl nouex u mouegvleodsawux nymei. HeQPOTOKCHUHOCTh, HAPYIICHUE

GyHKIMM OYeK (OMUrypusi, POTEUHYPHUS, MUKpOTeMaTypHsi, THIIEPKPEATUHUHEMUS, a30TEMUS).
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nepu(aeOuT (pu BHYTPUBEHHOM BBEICHUN).

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxno coo0mare 0 MOAO3peBaeMbIX HEXKENaTeNbHbIX peakIUsaX IMOocie perucTpauuu
JIEKapCTBEHHOT'O Tpernapara ¢ 1ebio0 00ecrnedeHrs HeNPephbIBHOIO MOHUTOPUHTA COOTHOILICHUS
«oNb3a — PHUCK» JICKAPCTBEHHOTO mpernapara. MeIuIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
€o00IaTh O JIFOOBIX TMOI03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JEKAPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIICHHS O HEXETIATeNbHBIX PEaKIHsIX roCy/1apCTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOI0 CO03a.

Poccniickas @enepanvs

®denepanibHas ciryx0a 1Mo Ha30py B cdepe 3npaBooxpanenus (Poc3npasuamzop)

Anpec: 109012, r. MockBa, CriaBsiHCKas IUIomianp, 1. 4, ctp. 1

109012, r. Mockga, CnaBsHCKas 106, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

e-mail: pharm@roszdravnadzor.gov.ru

Caiir: https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMITOMBI

Tokcudueckue peaknmum  (TIOTEpsl  CoyXa, AaTakCHs, TOJIOBOKPY)KECHHE, pPacCTpOMCTBa
MOUYCHCITYCKaHUs, >KaKJa, CHIDKEHHE alllleTUTa, TOILIHOTA, PBOTA, 3BOH WJIM OIIYIICHUE
3aKJIa/IbIBaHUs B YIIaX, HAPYIICHUE JABIXaHUS).

Jleuenue

st cHATHS OJIOKAIhl HEPBHO-MBIIMICYHOH Tepeayd W €€ TOCICACTBUNA — TEeMOJHATN3 WIIH
MEPUTOHEANIBHBIN JHaln3; aHTHUXOJUHACTEPa3HbIE JIEKAPCTBEHHBIE CPEICTBA, COJHM KalbIlus,

HCKYCCTBCHHAA BCHTUJIALUS JICTKUX, ApYyrasd CUMIITOMATHYCCKAA U IOAACPIKUBAOIAasl TCpaIuns.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoIUHAMHYeCKHUE CBOHCTBA

dapmakoTepaneBTHUECKasi TpyMna: aHTHOAKTEpUalbHbIE CpPEACTBA CHCTEMHOIO JEHCTBHUSA;
AMHHOTIIMKO3H/IBI;, IPYTUE aMUHOTJINKO3U/IBI.

Konx ATX: JO1GBO6.

MexaHu3M JeUCTBUS U d)aDMaKOHHHaMquCKHC Bd)d)CKTBI

HOJIYCI/IHTCTI/I‘-ICCKI/If/'I AHTHOMOTHK IIUPOKOr'o CIICKTpa JICI\/'ICTBI/IH, HeﬁCTByeT 6aKTCpI/II_II/I)IHO.

CesspBasick ¢ 30S—cyObenuHuIed puOOCOM, TMPEMATCTBYET OOpa30BaHUI0 KOMIUIEKCA
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[IUTOIJIA3MaTUIECKIE MEMOpaHbI OaKTepHil.

BbICOKOAKTHBEH B OTHOIICHHH a’pOOHBIX TI'PAMOTPUIIATEIHHBIX MHKPOOPTAaHU3MOB —
Pseudomonas aeruginosa, Escherichia coli, Klebsiella spp., Serratia spp., Providencia spp.,
Enterobacter spp., Salmonella spp., Shigella spp.; HeKOTOPBIX TIPAMITOIOKUTEILHBIX
MHKpoopranuzmMoB — Staphylococcus spp. (B T.4. yCTOWYMBBIX K NEHHUIMUIMHY, HEKOTOPBIM
nedanocnopruHaM); YMEPEHHO aKTUBEH B OTHOIIEHUU Streptococcus spp.

[Tpu 01HOBPEMEHHOM Ha3HAUYEHUU ¢ OCH3WINIEHUIMITINHOM OKa3bIBaeT CHHEPrHUecKoe eHCTBIE
B OTHOIIEHMHU ITaMMoB Enterococcus faecalis.

He neiictByeT Ha aHa’poOHBIE MUKPOOPTaHU3MBI.

AMUKAallMH HE TEpsSeT AaKTUBHOCTH TMOJ JCHCTBHEM (PEPMEHTOB, HHAKTHBUPYIOIIMX p.
AMHUHOTJIMKO3M/IBI, U MOXET OCTaBaThCS AKTHBHBIM B OTHOIICHHH InTaMMoB Pseudomonas
aeruginosa, ycTOM4YMBBIX K TOOPaMHUIIMHY, TCHTAMHUIIUHY M HETUIMHUIIMHY.

5.2. ®apMaKkoKHHEeTHYECKHeE CBOIiCTBA

AOGcopouus

[Tocne BHYTPUMBIIIEYHOTO BBEICHHS BCACBIBACTCS OBICTPO W MOJHOCTHIO. MakcumalnbHas
koHneHTpanus (Cmax) npu B/M BBeaeHuu 7,5 mr/kr — 21 mkr/mi, nocine 30 muH B/B uH(y3un
7,5 mr/kr — 38 mkr/mi. Bpemst gocTmkeHuss MakcuManbHON KoHieHTpanuu (TCmax) — okoio
1,5 4 mocie B/M BBEIEHUS.

Pacupenenenue

Ces3b ¢ Oenkxamu minasmel — 4-11%. Xopomo pacnpenensercss BO BHEKJIETOYHON KHJIKOCTU
(comepkxumoe  aOCIECCOB,  TUICBPANbHBIA  BBIMOT,  aCIUTHYECKas, MepUKapAuaIbHasl,
CHHOBHAJIbHAS, JIMM(aTHYeCKass W TEePUTOHEATbHAS XUIKOCTH); B BBICOKHX KOHIIEHTPAIHIX
oOHapy>KUBaeTcsd B MOue; B HU3KUX — B JKEI4YH, IPYJHOM MOJIOKE, BOJASHUCTOW Bjare riasa,
OpOHXMAIILHOM CEKpeTe, MOKpPOTe U CHMHHOMO3roBoi xukoct (CMIXK). Xopoiio npoHuKaeT Bo
BCE TKAaHM OpraHu3Ma, TI/I€é HAKaIUIMBAeTCs BHYTPUKIETOYHO; BBICOKHE KOHIICHTPALIUU
OTMEYAIOTCSl B OpraHax C XOPOIINM KPOBOCHAOKEHHEM: JIETKHE, TIeUeHb, MUOKAp/l, CETIe3eHKA, 1
0COOEHHO B MOYKaXx, I'/le HAaKaIUIMBaeTCs B KOPKOBOM BelECTBE, 00jee HU3KUE KOHLIEHTPALIUH —
B MBIIIIAX, )KUPOBOH TKAHU U KOCTSIX.

[Tpu Ha3HAYEHNH B CPETHETEPANIEBTUIECKHX J103aX (B HOPME) B3POCIIBIM AMUKAIIMH HE IPOHUKAET
yepe3 remarodHuedammueckuii  O6aprep (I'Db), mnpu BocmameHWH MO3TOBBIX 000J0UYEK
IPOHHIIAEMOCTh HECKOJIbKO YBEIMYUBACTCSA. Y HOBOPOXIEHHBIX JOCTHraroTcs 0oJiee BBICOKUE
KoHIeHTpauuu B CMXK, ueM y B3pOCIIbIX; IPOXOIUT Yepe3 IIIAeHTy — 0OHapYKUBAETCs B KPOBU
I107]a ¥ aMHUOTHYECKOH xuakoctu. O0beM pactipenenenus y B3pocisix — 0,26 n/kr, y nereit —

0,2-0,4 n/xr, y HOBOPOXKIEHHBIX — B Bo3pacTe MeHee | Hen m Maccoit Terna meHee 1500 r — no
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0,68 1/kr, B Bo3pacTe MeHee | Hem M Maccoil T¢na Gonde ! pjé(slg-'lr‘ﬁ%“dgﬂ_lﬁ/ﬂf;'y]ﬁ%&héﬁ}bB c

mykoBuciuno3zoMm — 0,3-0,39 n/kr. Cpennsist TepaneBTHUECKasi KOHIIEHTPAUs Py B/B WIK B/M
BBEJICHUM cOXpaHsieTcs B TeueHue 10—12 q.

buotp aHC(bODMaI_[I/IH

He merabonusupyercs.

DJIMMUHALMS

[Tepuon nomyBeiBenenus (T12) y B3pocabix — 2—4 4, y HOBOPOXKIEHHBIX — 5—8 4, y aereit 6omee
crapmrero Bo3pacta — 2,54 4. Koneunas BenuuuHa Tio — 6onee 100 u (BbICBOOOXKACHHE W3
BHYTPUKJIETOYHBIX JIETIO).

BreBoguTcs moukamu myteM KiyOoukoBoil QuubTparuu (65-94 %) mpeumyIiecTBEHHO B
Heu3MeHeHHOM Bujie. [loueunsrit kimmpenc — 79—100 mi/muH.

Ti2 y B3pOCHBIX MpH HapylleHWHW (YHKUIMU IMOYEK BapbUPYET B 3aBHUCHUMOCTH OT CTEMEHU
HapymeHus — 10 100 4, y manueHToB ¢ MyKOBHCIIMI030M — 1-2 4, y MalMeHToB ¢ 0KOTaMu U
THIEPTEPMHEH T1/2 MOXKET OBITH KOpOUE IO CPAaBHEHHUIO CO CPEAHUMU TIOKA3aTESIMU BCIICICTBHE
MOBBIIIIEHHOTO KIIMPEHCA.

BreiBonutcst npu remoaunanuze (50 % 3a 4-6 4), nepuToHEaNbHbIN Auanu3 MeHee 3 PeKTuBeH

(25 % 3a 4872 u).

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BcnoMoOraTeibHBIX BelleCTB

OTCyTCTBYIOT.

6.2. HecoBmecTUMOCTD

JlaHHBIA JIeKapCTBEHHBIN TpenapaT He CIeAyeT CMENIMBATh C JIPYTUMH JIEKaPCTBEHHBIMU
npenapaTami, 3a UCKIIOYEHUEM YIOMSHYTHIX B pazzene 6.6. dapMaleBTHUECKH HECOBMECTUM C
NEeHULWUIMHAMY, TeMapuHoM, Ie(aJoCoOpuHaMu, KalpeoMHIMHOM, aMdoTepunuHom B,
THJIPOXJIOPOTHA3UIOM, DPUTPOMHIIMHOM, HUTPOPYPAHTOMHOM, BUTAMHUHAMH Tpynnsl B u
BUuTaMrUHOM C, KaJus XJIOPUIOM.

6.3. Cpok roqHocTH (CPOK XpaHEeHUsl)

2 roza.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH MPH XPAHEHUH

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE, MpU TemnepaTrype He Boie 25 °C.

6.5. Xapakrep u cofepkaHue NEPBHYHOH YIIAKOBKH

250 mr, 500 mr amukanuHa BO (piakoHbI BMECTUMOCTHIO 10 MII, TepMETHYHO YKYIOpEHHbIE
npoOKaMH PE3MHOBBIMH, OOKaTHIMH  KOJTIAYKaMH  QFOMHHUEBBIMH WM KOJIadyKaMu

KOM6I/IHI/IpOBaHHI)IMI/I AIIIOMHWHHUEBBIMU C INIACTMAaCCOBBIMU KPBIIIKAMHU.
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1, 10 ¢p1akoHOB ¢ MHCTPYKIIMEH 10 IPUMEHEHU HOMed%:é%ﬁ%gT@%gc Tb 0007)

50 (h1aKoHOB ¢ HHCTPYKIIMEH MO MPUMEHEHHIO TIOMEIIAIOT B KOPOOKH M3 KapTOHA ISl TIOCTABKH
B CTallMOHAPBHI.

6.6 OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHBbIX TOcjle NPHMEHEeHUus
JIEKAPCTBEHHOI'0 MPenapara, u Apyrue MAaHUILYJISIIIHN ¢ IPenapaToM

[IpuroroBneHne pacTBOpPOB:

Jlns B/B BBeneHus (KamesibHO) Mpenapar npeaBapurtenbHo pasdasisior B 200 min 5 % pactBopa
nekcTposbl (rmoko3bl) win 0,9 % pacTBopa HaTpus XJIOpHIA.

KonreHTpanus aMukaiiiaa B pacTBOpE IS B/B BBEJICHUS HE JOKHA MIPEBBIIATH 5 MI/MII.

Jlist B/M BBENEHUS HCIIOJNB3YIOT PACTBOP, MPUTOTOBICHHBIA JT0OABICHUEM K COICPKUMOMY
daakona 250 mr uim 500 mr 2—3 MI1 BOABI TSI HHBEKITUH.

VY nereii 00beM BBOJUMON KHUAKOCTU JOJDKEH OBITh YMEHBIIEH B 3aBUCHMOCTH OT JO3bI

AHTUOMOTHKA.

7. AEP)KATEJIb PETUCTPAIHIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

[Ty6nuaHOe akuoHepHOE O00mEecTBO «AKmuoHepHOe Kypranckoe oO0IIECTBO MEIMIIMHCKUX
npenaparoB u m3nenuit «Cunres» (ITAO «Cunresy)

640008, Kypranckas o6u1., r. Kypran, npocnekt Konctutyuuu, a. 7

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

7.1. IlpencraBuTeJib AepKaTesisi perucTPAllHOHHOIO YAOCTOBEPEeHHU s

[IpereH3un HOTD66I/ITCJ'ICI71 HAIpaBJISITh 10 aApecy.

Poccus

[Tybnuunoe akumoHepHoe oOmmecTBO «AknunoHepHoe Kypranckoe OOIIECTBO METUITMHCKHUX
npenapatoB u uznenuii «Cuntes» (ITAO «Cuntes»)».

640008, Kypraunckas o6u1., r. Kypran, npocnext Koncturyuuu, 1. 7

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

8. HOMEP PETUCTPALIMOHHOT'O YIOCTOBEPEHUSA
JITT-Ne(000967)-(PT-RU)


mailto:info@binnopharmgroup.ru
mailto:info@binnopharmgroup.ru
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9. JIATA TEPBUYHON PEMMCTPAIIMU (MOJTBEPHIEHNS PEFHCTPAIIAM,

MNEPEPETUCTPALINN)
Jara nepoii peructpanuu: 04.07.2022

10. JATA IEPECMOTPA TEKCTA

OO0mast xapaKTepUCTHKA JEKApCTBEHHOTO Mpernapara AMUKALKH TOCTYITHA Ha HHPOPMALMOHHOM

rnoprajie EBpa3HﬁCKOFO 9KOHOMHUYECKOIo COK3a B I/IHq)OpMaHI/IOHHO-KOMMYHHKaHHOHHOﬁ CETHU

Wurepuer http://eec.eaeunion.org/.

10



