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OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOFO-HPEHAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

Awmwukanun, 0,25 1, TOpOmIOK JIi TPHUTOTOBJIICHHMS pacTBOpa Il BHYTPHUBEHHOTO U
BHYTPUMBIIIIEYHOT'O BBEICHUS.

AMI/IKaHI/IH, 1 r, HOOpPOIIOK MAJid IIPHUI'OTOBJICHUA pacTBOpa IJIsI BHYTPUBCHHOIO H
BHYTPUMBIIICYHOI'O BBECACHU.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JelicTByrole BENIECTBA: aMUKALIMH.

Amukaimg, 0.25 1, TOPOWIOK JUISL TIPUTOTOBJIEHWS DACTBOPA JUIL BHYTPUBEHHOIO U
BHYTPUMBIIIEYHOI'O BBEJICHUSI

Kaxnapiii ¢pakon cogepxkut 0,25 r amukanuHa (B BHIE aMUKaI[UHA CYIb(aTa).

Avukanma, 1 T, HOOpOIIOK JJIs IPUTOTOBJEHHS pPacTBOpa [ BHYTPHUBEHHOIO H
BHYTPUMBIIIEYHOI'O BBEJICHUS

Kaxxapiii dhnakon comepxut 1 r amukanuHa (B BUIe aMUKallMHA CylbdaTa).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

HOpOH_IOK AJIs  TMPUTOTOBJICHUA pacCTBOpa I BHYTPUBCHHOI'O W BHYTPHUMBIHNICYHOI'O
BBCACHNA.

HOpOIJ_IOK 0eJ10ro M 6eI0ro ¢ KEITOBATHEIM OTTEHKOM OBECTa

4. KIMHUYECKHUE JJAHHBIE
4.1. Iloka3zaHusl K IPUMEHEHHUIO

WNHdexmonHo-BoCTIaNUTeNbHbIE  3a00JIeBaHMs, BBI3BAHHBIE  I'PaMOTPULIATEIILHBIMU
MUKpPOOpPraHu3MaMy (yCTOMYMBBIMU K TE€HTaMHUIHMHY, CHU30MHMIMHY M KaHaMULUHY) WIH
accoLMalUsIMU IPAMIIOJIOKUTENIBHBIX U TPAMOTPULIATEIIBHBIX MUKPOOPTAHU3MOB:

e yHQpEKUNUU JbIXaTeNbHbIX NMyTel (OpOHXUT, MHEBMOHMS, dMIIMEMa IUIEBPHI, aldcuecc
JIETKOTO), CETICHC;

® CENTUYECKHUH YHAOKAPINT;

e yH(EKINUU HEeHTPaIbHOU HEPBHON CUCTEMBI (BKJIIOYasi MEHUHTHT);

e yH(eKIUU OPIOIIHOM MOJIOCTH (B T.4. HIEPUTOHMUT);

e uHEKINN MOUYEBBIBOIALINX MyTel (MHEeTOHePPUT, IUCTUT, YPETPUT);

® THOHHBIE MH(EKIUH KOXKU MU MSITKMX TKaHed (B T.4. HMH(UIHUPOBAHHBIE OXOTH,
MH(GUIUPOBAHHBIE A3BbI U MPOJIEKHU PA3IUYHOTO FeHE3A);

¢ UHQEKINU KEeTIHBIX IMyTeH, KOCTEH 1 CycTaBOB (B T.4. OCTEOMHEIUT);
e paHeBas WH(DEKIHS;

e [I0CIEeOlNepaloHHbIe HH(EKITHH.



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 08.07.2024 N= 13681 2

(NOCNEOQCBATENEHOCTE 0004)

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 NPUMEHEeHHUs!

PexxuM 103upoBaHus

Bspocnvie
ITo 5 mr/kr kaxkaple 8 4 uin 1o 7,5 Mr/kr kaxxaele 12 4.

BakTepuanbHbie HHPEKIINA MOUYEBBIBOISAIINX MyTel (HeocnoxHEeHHbIE) - 250 Mr Kaxkasie 12
Y; MI0CJIe ceaHca reMoIhaan3a MOKeT ObITh Ha3HaueHa JOMOJHUTENbHAS 103a - 3-5 MI/KT.

MakcumManbpHBIC 03B JUIsI B3POCHbBIX - 15 Mr/kr/cyt, HO HEe Oonee 1,5 r/cyT B Teuenue 10
THEHN.

[TpoOIKUTETLHOCTh  JIGYCHUS: TPH BHYTPUBEHHOM BBEIEHUM - 3-7 JAHEH; T1pH
BHYTPHUMBIIIEYHOM - 7-10 qHEH.

Oco0BbIe IPVIIILI TAIUEHTOB

HauueHmbl C oofcoeamu

[TarueHTaM ¢ 0KOTaMH MOKET MOTpPeOOBaThCA J03a 5-7,5 MI/Kr Kaxaple 4-6 94 B CBSI3H C
6osiee KOPOTKUM TieprooM tonyBbiBeaeHus (T1/2) (1-1,5 9) y 9TUX MAIUEHTOB.

THayuenmoi ¢ Hapywenuem hyHKyuu novex

HaHI/IeHTaM C MOYCYHOM HEAOCTAaTOYHOCTBIO HGO6XOI[I/IMa KOPPCKLOUA pCKUMa NO3UPOBAHUS —
CHMIXCHHUC N03 UKW YBCIIMYCHUC NHTCPBAIa MCXKAY BBCACHUSAMMU.

B cnydae yBenuueHus MHTEpBajia MeXAy BBEACHHUSIMH (€CIIM YPOBEHb KIMPEHCA KpeaTHHUHA
HE M3BECTEH, a COCTOSHUE MallMeHTa CTaOUIIbHOE), MHTEPBAI MEXY MpUEeMaMU Ipernapara
YCTaHaBIMBAIOT CIEAYIOIINM 00pa3oM:

WuTtepBai (4achl) = KOHICHTPALUs KPEaTHHIHA B CBIBOPOTKE KPOBU X 9.

Hanpumep, eciu KOHIIEHTpaIUs KpeaTUHIUHA B ChIBOpOTKE 2 Mr/100 M1, TO peKOMEHIyeMYIo
pasoByro 103y (7,5 Mr/kr) HeoOX0aMMO BBOAUTH Kaxabie 18 4. [Ipu yBenmueHnn MHTEpBaIa
MEXIYy BBEACHUSIMU Pa30BYIO 03y HE U3MEHSIOT.

[Ipy HEOOXOOMMOCTH CHUXKEHHSI Pa3oBOWM J103bI NPU HEU3MEHHOM MHTEpBAIEC MEXIY
BBEJICHUSIMU TiepBasi (Harpy3ouHas) J03a MalUeHTaM C [OYEeYHOW HEJ0CTaTOYHOCTHIO
coctaBisieT 7,5 mr/kr. st pacdera MOCIEayIOMIeH M03bI, KOTOpasi BBOJUTCS Kaxibie 12 d,
HEOOXOUMO pa3/Ie]NTh 3HAYCHHE KIMpPEHCa KpeaTHHHHA (MJI/MUH) y TAllMEeHTOB Ha KIUPEHC
KpeaTMHHHA B HOpME, 3aTeM, MOJIYYEHHYI0 LHH(pPY YMHOXKAIOT Ha BEJIMYUHY HArpy304HOMN
JI03BI B MT, KaK yKa3aHo B (hopmyre:

KIIMPEHC KpCaTUHUHA

[Mocnemyromast y manueHTa (MJ1/MHH)
no3a (Mr), = X Harpy3ouHas 103a (Mr).
BBOAMMaAs Kaxple 12 4 KITUPEHC KPeaTHHUHA

B HOpME (MJI/MHH)
eTu
Heoonowennvie nosoposicoennvle
Hauanbnas pa3oBas n1o3a - 10 mr/kr, 3areM no 7,5 Mr/kr kaxasle 18-24 u.
Hoesopoowcoennvie u demu 0o 6 nem

Havanenas no3a - 10 mr/kr, 3areM 1o 7,5 Mr/kr kaxabie 12 4. [IpogomKuTeNbHOCTD JeUeHUs
- 7-10 mueii.

Jlemu cmapuwie 6 1em

PexxuM no3upoBaHMs y JE€T€l B BO3pacTe OT 6 JIET COOTBETCTBYET PEXKUMY JO3UPOBAHMS Y
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B3POCIIBIX.

Croco0 rmpuMeHeHus

JIJist BHYTPUMBIIIIEYHOTO (B/M), BHYTPHBEHHOTO (B/B) BBEICHHUS.

BBoasaT B/M uinun B/B kanenbHo B TeueHue 30-60 muH. IIpoaomkuTenbHOCTh B/B BBEJIEHUS Y
HOBOPOX/JIEHHBIX - 1-2 u.

WNHCTpyKIMK 1O MPUTOTOBIICHHIO PAacTBOpa JICKAPCTBEHHOTO Iperapara Iepel] BBEICHHEM
IIPUBENIEHBI B pa3zaene 6.6.

4.3. llpoTuBONOKAa3aHUS

e [ UNEepYyBCTBUTEIBHOCTh K aMHUKalMHy (B T.4. K JPYT'MM aMHHOTJIMKO3HIAM B
aHaMHe3e).

e HeBpur ciayxoBoro Hepaa,
e Tspkenas XpoHMUYECKas MOYEUHAS HEJJOCTATOUYHOCTh C a30TEMHEH U ypeMuen.

o EepeMeHHOCTL, Inepuoa rpyaJHoro BCKapmJivBaHUs.

4.4. OcoOble ykazaHMsl M1 Mepbl PeI0CTOPOKHOCTH NP NIPUMEHEeHUH

C 0CTOPOKHOCTBIO

MuacTtenusi, TapKMHCOHU3M, OOTYNINM3M (aMHUHOIJIMKO3UIbl MOTYT BbI3BATh HapylIEHUE
HEPBHO-MBILLICYHOW I€peJaud, 4YTO NPUBOIUT K JAaJbHEHUIIEMY OCJIa0JICHUIO CKEIeTHOU
MYCKYJaTyphbl), Jerujparanus, [OYeyHas HEIO0CTaTOYHOCTb, INEPHUOJ HOBOPOKICHHOCTH,
HEIOHOILIEHHOCTb JETEH, IOKUIION BO3PACT.

Oco0ble yKa3auus

[lepen mpUMEHEHHEM ONPENENSIOT YYBCTBUTEIBHOCTh BBIICJICHHBIX BO30yAMTENEH,
UCTIONB3Ysl AUCKH, coaepkamue 30 Mkr amukanuna. [Ipu nuamerpe cBOOOJHOW OT pocTa
30HBI 17 MM u 0ollee MHUKPOOPTaHWU3M CUHMTAETCS YYBCTBUTENBbHBIM, OT 15 g0 16 MM -
YMEPEHHO YyBCTBUTENbHBIM, MeHEEe 14 MM - yCTONYMBBIM.

KoHueHTpaus amMMKalnyHa B IUIa3Me He JOJDKHA MPEBBINIATh 25 MKI/MII (TepaneBTHYECKON
ABJII€TCS KOHIEHTpauus 15-25 MKr/mi).

B nepuos neyenust Heo6xoauMo He peke 1 pa3za B HEAEN0 KOHTPOIHPOBATh PYHKIIHIO MOYEK,
CIIyXOBOT'O HEpBa U BECTUOYJISIPHOTO armapara.

BepOHTHOCTB pPa3BUTHUA He(prTOKCI/I‘IHOCTI/I BBIIIIC Yy MAMCHTOB C HApYUICHUCM (I)YHKI_II/II/I
IMOYCK, a TAKXKC IIPU HA3HAYCHHUHU BBICOKHUX A03 WKW B TCUCHUC JJIIMTCIBHOI'O BPCMCHU (y 3TOM
KaTCropuu MnanuceHTOB MOXKET HOTpe60BaTLC$I e)KeI[HeBHBIfI KOHTPOJIb (bYHKHHH HO‘ICK).

IIpn HEynOBIIETBOPUTENBHBIX AYAMOMETPUUYECKHX TECTAX J03y Ipenapara CHUKAT WIH
npeKpamaoT JieueHue. Pekomennyercss u30eratb OJHOBPEMEHHOTO IPHUMEHEHHs OTO- H
HE(POTOKCUYECKHX JIEKAPCTBEHHBIX CPEJCTB.

HaLII/ICHTaM C I/IH(1)eKLII/IOHHO-BOCHaJ'II/ITCJ'ILHBIMI/I 3a00JIeBaHUSIMU MOYCBBIBOAAIINX HYTCﬁ
PEKOMEHAYCTCA MMPUHUMATDH MMOBBIIICHHOC KOJIMYECTBO XUJAKOCTH IIPU aACKBATHOM OANYPE3EC.

HpI/I OTCYTCTBHUU MOJOKUTEIbHON  KIWHUYECKOMH AAHAMHUKHU  CIICAYCT ITIOMHUTL O
BO3MOXHOCTH pa3BUTUA PEC3UCTCHTHBIX MHUKPOOPTaHU3MOB. B HO}106HLIX cirydasax
HCO6XOI[I/IMO OTMCHUTD JICUCHUC U HAYATh ITPOBCACHUC COOTBGTCTByIOH.[Cﬁ TCpaIinu.
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B3aHUMOJAEeHCTBUSA

[TposiBNIsieT CHHEPTHU3M IMPU B3aUMOJCHCTBUU C KapOCHHUIIMIUTHHOM, OCH3UITCHUIIMIUTHHOM,
nedanocrnopuHamMu (y TAlUEHTOB C TKEIOW XPOHUYECKOW MOYEYHOH HEIOCTATOYHOCTHIO
IPH COBMECTHOM MPUMEHEHHH C OeTa-JTaKTaMHBIMA aHTHOMOTHKAMH BO3MOXKHO CHIDKCHUE
3 PEKTUBHOCTH aMHUHOTJIMKO3HUIOB).

HaJII/II[I/IKCOBaSI KHCjJI0Ta, MOJIMMHKCHH B, OUCIINIATAH W BAaHKOMHIHWH YBCIWMYHUBAIOT PUCK
Pa3BUTHA OTO- U HC(l)pOTOKCI/I‘IHOCTI/I.

Huyperuku (ocodbenno ¢ypocemun), 1edalocnopruHbl, MEHUIHUIMHBL, Cylb()aHWIaMUAbl U
HECTEPOUIHbIE TPOTHBOBOCIAIUTEIBHBIC IPENapaThl, KOHKYPUPYS 32 aKTUBHYIO CEKPELUIO B
KaHabLaX HepoHa, OJIOKUPYS HIMMHUHALMIO AaMHUHOIJIMKO3WJOB, TMOBBIIIAIOT  HX
KOHLIEHTPALIMIO B CBIBOPOTKE KPOBH, YCHIMBAsk HE(PPO- 1 HEHPOTOKCHYHOCTb.

AMUKaIMH YCUJINBAET MUOPEIAKCUPYIOIIEE EHCTBUE HENETIOIAPU3YIOIINX MUOPEIAKCAHTOB.
[Ipy OAHOBpPEMEHHOM INPUMEHEHUH C AMHUKAIMHOM METOKCHU(DIYpaH, MOJUMHUKCHUHBI JUIs
NAapEHTEpPAIbHOTO  BBEJCHUS, KallpEOMULMH U Jpyrue JEKapCTBEHHbIE CpPEJCTBA,
OJIOKMPYIOIIME HEPBHO-MBILICYHYIO Iepeady (TrajJloreHU3UpOBaHHbIE YIJIEBOJOPOAbI B
KauecTBe IpenapaToB JUIsl WHTAISLMOHHOW aHECTEe3UH, ONHOUIHbIE AaHAJIbI€TUKH),
MacCHUBHbIE TpaHC(y3UHM KpOBH C LUTPATHBIMM KOHCEPBAaHTAMHU YBEJIUYMBAIOT PHUCK
OCTAHOBKHU JIbIXaHUSI.

[lapeHTepasibHOE BBEJICHHE WHIOMETAI[MHA YBEJIWYMBAECT PHUCK PAa3BUTHUS TOKCHYECKHUX
JIENCTBUM aMUHOTIIMKO3UI0B (yBenuueHue T/, U CHIDKCHHE KIUPEHCA).

AMI/IKaI_II/IH CHMXKACT 3(1)(1)CKT AHTUMHACTCHUYCCKUX JICKAPCTBCHHLIX CPCACTB.

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD
[TpoTuBOMOKa3aH K MPUMEHEHHUIO BO BpeMs OEpEeMEHHOCTH.
JlakTarms

HpOTI/IBOHOKaBaH B IIEpUOA IrpyaAHOTO BCKApMIIMBAHUA.

4.7. Bausinue Ha CIOCOOHOCTH YNPAaBJIATH TPAHCHOPTHBIMHU CPEIACTBAMHM M padoTarh C
MEXaHU3MaMu

B nepuox neueHuss HeoOXomMMO  COOMIOAATh  OCTOPOXKHOCTH MPHU  YIPaBICHUH
TPAHCHOPTHBIMH CPEACTBAMH W 3aHATHSAX JAPYTMMH TMOTEHUMAIBHO OIMACHBIMU BHIAMU
NESTENIbHOCTH, TPEOYIOUIMX TOBBINICHHON KOHIIGHTPAlMM BHUMAHUS U OBICTPOTHI
MICUXOMOTOPHBIX PEAKIUM.

4.8. HexxenaTesbHbIC peaKIUN

PesromMe HexenaTeabHbIX pPeaKIIiil

Hapywenuss co cmoponvl Kposu u aumgpamuyeckou cucmemvl. aHEMUs, JEHKONEHUS,
TPaHyIOIUTOINEHHUS, TPOMOOIIUTONIEHUS, 203UHODUITHS.

Hapymeuu}z CO CMOpOHbL MMMyHHOIZ cucmemvl. KOXHas Cblllb, 3Yy[, TUIICPEMUSA KOXKH,
JIMXopaaka, OTCK KBI/IHKG, apTpaJirus.
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HEHPOTOKCHYECKOe JIelcTBHE (ITOACPTHBAHME MBIIII, ONIYIICHHE OHCMCHWSI, HOKaJ'IBIBaHI/Ie,
SMWICNITUYCCKUE TMPUMAJIKKH), HAPYIICHUE HEPBHO-MBIINICYHOW Tiepenayn  (OCTaHOBKA
JIBIXQHHUS ).

Hapywenusa co cmoponsl opeana ciyxa u 1adupunma: OTOTOKCHYHOCTH (CHMD)KEHHUE CIIyXa,
BECTUOYIISIpHbIE U TaOUPUHTHBIC HAPYIICHUS, HeoOpaTHMasl II1yX0Ta), TOKCUYECKOe IEHCTBUE
HAa BeCTHOYISApHBIA anmapar (HECKOOPAWHUPOBAHHBIC JIBIXKEHUS, TOJIOBOKPYKCHHE,
TOIIHOTa, pBOTa). YacToTa BO3HMKHOBEHHUS BECTHOYISPHBIX M CIYXOBBIX PacCTPOMCTB
MOBBILIAETCS Y MMALIUEHTOB C IOYEYHON HEAOCTATOYHOCTHIO.

Kenyoouno-kuuieunvie Hapyuienus: TOUIHOTA, pPBOTA, HapylleHHe (YHKUUU TEYEHU
(TIOBBIIIIEHNE AKTUBHOCTH «II€UYEHOYHBIX)» TPAHCAMHHA3, TUTIEPOMITHPYOUHEMHUS ).

Hapywenus co cmopoHbl nouex u mMoueguleoosawux nymeii: HeppOoTOKCUUHOCTD, HAPYIICHUE
GyHKIMM  ToYeK  (ONMUTYpHs, TPOTCHHYPUS, MHUKPOTEMAaTypusi, THICPKPEATHHEMUSI,
a30TEeMHs ).

Obwue Hapywienusi u peakyuu 8 mecme 68edeHus. OOJE3HEHHOCTh B MECTE€ HHBEKIIHH,
¢bnedut u nepudaeOuT (mpu BHyTPUBEHHOM BBEJICHUN).

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O m0J03peBacMbIX HEXKENATENbHbIX PpEaKUUsAX I[O0Cie perucTpanuu
npernapara ¢ ImeJblo 00ecledeHus] HENMPEepPHIBHOTO MOHUTOPHHTA COOTHOIICHHS <«I10Jb3a -
PHCK» JICKapCTBEHHOT'O Ipenapara. MeIuIuMHCKUM pabOTHUKaM PEKOMEH]IyeTCsl coo01aTh o
Tr00BIX TIOJ03PEBACMBIX HEKENATEIbHBIX PEAKIUSIX JIEKapCTBEHHOIO IIperapaTra uepes
HallMOHAJIbHBbIE CHCTEMbl COOOIIEHUS O HEKENATEeJIbHBIX PeakUUsX IOCYAapCTB — YJICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas ®@eoepayus

®DenepanbHas Ciry:x0a 1o Haa30py B cdepe 3ApaBOOXpaHECHUS
Anpec: 109012, r. MockBa, CnaBsiHCKas Tuiomiaip, A. 4, crpoenue 1
Tenedon: +7 (800) 550-99-03

OnekrpoHHas modra: pharm@roszdravnadzor.gov.ru

Caiit B MH(}OPMaIIMOHHO-TEIEKOMMYyHUKAI[MOHHOM ceTu «HTEpHET»:!
https://www.roszdravnadzor.ru

4.9. [lepeno3upoBka
CuMIITOMBI

Toxcuueckue pcaKknumn (HOTepH ClIyXa, 4aTakCusl, TOJOBOKPYKCHHC, paCCTpOﬁCTBa
MOYCHUCITYCKAHUA, KaXKIada, CHHXXCHUC alIleTuTa, TOIIHOTA, PBOTA, 3BOH WM OIIYHICHUC
3aKJIaIbIBaAHN B YIIAX, HAPYIICHUC ,Z[BIXaHI/ISI)

Jleuenue

Jns cHATHS OJ0Kaasl HEPBHO-MBILIIEYHON Mepeiayd U ee MOCIEACTBUNA - MeMOAMAIN3 WIIH
NEPUTOHEANIbHBIN AMAN3; aHTUXOJMWHAICTEPA3HbIE JIEKApCTBEHHBIE CPEACTBA, COJIU Kalblus,
UCKYCCTBEHHAss BEHTWJIALMS JIETKUX, JApyras CHUMITOMarhyeckas W TOAJEpKUBArOIIas
Tepanus.

5. PAPMAKOJIOTHYECKUE CBOHMCTBA
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5.1. ®apmakoauHAMHYeCKHe CBOICTBA

®dapMakoTepaneBTUYECKasl rpylnna: aHTUHOaKTepUaabHble NMpenapaTbl CUICTEMHOTO IEHCTBUS;
AMUHOTJIMKO3U/IbI; IPYTUE aMUHOTJIUKO3U/IBI.

Kon ATX: JO1GBO6

Mexaunsm aelictBus U dapMakoarnHamMudeckue 3O heEKTEI

[TomycunTeTHYeCKUil aHTUOMOTUK LIMPOKOTO CIEKTpa ACUCTBUS, EHCTBYET OaKTEPUIUIHO.
CeaspiBasice ¢ 30S cyOweamnMIel puOOCOM, TPEMATCTBYET OOpa30BaHHUIO KOMILIEKCA
TpancnoptHoi 1 MatpudHoit PHK, Gokupyer cunrtes 6enka. B pe3ynbrare yero npoucxoaur
YCWICHHOE  pa3pylIeHHE  IUTOIUIa3MaTHYECKUX  MeMOpan  Oaktepuit u  rudenb
MHUKPOOPTaHU3MOB.

BricokoakTHBEH B OTHOIICHUU a3p06HBIX rpaMoOTpUulaTCIbHbIX MHKPOOPraHU3MOB -
Pseudomonas aeruginosa, Escherichia coli, Enterobacter spp., Klebsiella spp., Serratia spp.,
Providencia spp., Salmonella spp., Shigella spp., HEKOTOPBIX T'PaMIIOIOKHUTEITBHBIX
MHUKpoopranusMoB - Staphylococcus spp. (B TOM 4YHCIE YCTOWYMBBIX K IEHHUIMUIHHY,
HEKOTOPBIM I1e(hajoCIoprHaM); YMEPSHHO aKTUBEH B OTHOIICHUH Streptococcus spp.

IIpy OJHOBPEMEHHOM HAa3HAYEHUH C OEH3WINECHULMIIMHOM OKa3bIBAET CHHEPIHIHOE
ZercTBUE B OTHOIIEHUH mTaMMoB Enterococcus faecalis.

He nelicTByeT Ha aHa3pOOHBIE MUKPOOPTaHU3MBI.

AMUKaIMH HE TepseT aKTUBHOCTU O JIEHCTBHEM (EepMEHTOB, HHAKTUBUPYIOIIUX JIPyTUe
AMHUHOTJIMKO3M/IbI, © MOXET OCTaBaThCsl aKTHBHBIM B OTHONICHWHU mTamMmoB Pseudomonas
aeruginosa, ycToM4YMBBIX K TOOPaMHUIMHY, TCHTAMHUIIMHY M HETUJIMHUIIUHY.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopOuus

[Tocne BHyTpuUMBIIIEYHOrO (B/M) BBEIEHHS BCACBIBAETCS OBICTPO U  IOJIHOCTHIO.
MaxkcumanbHas KoHIEHTpaus (Cpax) Mocie B/M BBeIeHUs B j103e 7,5 MI/Kr - 21 MKr/mi,
nocne 30 MMUHYTHOW BHYTpUBEHHOH (B/B) mH(y3uu B noze 7,5 mr/kr - 38 mkr/mu. Bpems
JOCTH)KEHUS] MaKCUMalbHOM KOHIeHTpauuu (T cmax) MOCHE B/M BBeIeHUS - 0kojo 1,5 4.

Pacnpenenenne

CBs13b ¢ 6enkamu 1maa3msl - mpuMepHo 4-11 %.

Xopowmo pacHnpeiensercss BO BHEKJIETOYHOM IKHUAKOCTH  (COAEpKMMOM  aOCILIECCOB,
IUIEBPAJIbHOM BBINOTE, aCLUTUYECKOM, NMEPUKapANaIbHON, CHHOBUAIBHOM, IEPUTOHEAIBHON
KUAKOCTU U JTUM@E); B BHICOKMX KOHLEHTpALUAX OOHApyXHUBaeTCsd B MOYE, B HU3KUX - B
KemuM, TPYAHOM MOJIOKE, BOASIHUCTOW Biare riasa, OpOHXHMalIbHOM CEKpeTe, MOKPOTEe U
cnuHHOMo3roBoi  xkuakoctu (CMIXK). Xopomo mnpoHMKaeT B OOJBIIMHCTBO TKaHEH
OpraHu3Ma, IJleé HaKaIIMBAaeTCs BHYTPHUKJIETOYHO; BBICOKME KOHLEHTPALlUU OTMEYAIOTCA B
OpraHax ¢ XOpOILIMM KPOBOCHAOXXEHHUEM: JIETKUX, IEYEHN, MUOKAP/E, CelIe3€HKE, U 0COOEHHO
B MOYKaX, I7Ie HAKaIIMBAeTCs B KOPKOBOM cjioe, Oojiee HU3KKE KOHIEHTPALUU - B MBIIIIAX,
JKAPOBOM TKAaHU U KOCTSX.

ITpy Ha3HAYEHHH B CPEIHETEPANIEBTUYECKUX /033X y B3pPOCIBIX aMUKALIMH HE NMPOHUKAET
yepe3 HeMoBpeXkKIeHHbIN reMaTosHLedannueckuit 6aprep (I'DB); npu BocnaneHnn MO3roOBBIX
000JI0YEK TNPOHUIAEMOCTh HECKOJBKO YBEIMUYUBACTCA. Y HOBOPOXKICHHBIX JIOCTUTAIOTCS
6osee Bbicokue KoHIeHTpauu B CMIK, yem y B3pOCIbIX.

HpOXO,Z[I/IT qepe3 MIALCHTY - 06Hapy)KI/IBaeTCSI B KpOBH IJI0Aa U aMHHOTHUYECKOM KUIKOCTH.
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O6beM pacrpeenesus y B3pocibix - 0,26 n/kr,|y ﬂeTeﬁ':ﬂ&'Ela,ﬁ%ﬁﬁ;ﬂJ E&%H&&Eﬁ‘ﬂ;ﬁ@h

Bo3pacte MeHee | Hemenu u Maccoit tena meree 1500 r - mo 0,68 n/kr, B Bo3pacte MeHee
1 nenenu u maccoit tena 6osee 1500 r - no 0,58 n/kr, y marmeHToB ¢ MykoBuciuao3om - 0,3-
0,39 n/kr. Cpennsisi TepaneBTUUYECKasi KOHIIEHTpAITUs MTPH B/B WM B/M BBEJCHUU COXPaHACTCS
B Teuenue 10-12 4.

buotp aHC(bODMaI_[I/IH

B opranunsme He MeTaboIU3UpYyETCH.

OIUMUHALKSA

BriBoguTcs nmoukamu myreM KiyooukoBo ¢uibTpanuu (okono 54-94 %) npenMynecTBeHHO
B HeM3MEeHHOM Buje. [loueunsiii knmupeHc - 79-100 ma/muH. T1/2 y B3pOCHBIX - 0KOJIO 2-4 4, y
HOBOPOXKICHHBIX - 5-8 4, y nereit Oonee crapiiero Bo3pacra - 2,5-4 4. KoHeunas Benu4nHa
T1s - 60see 100 41 (3a cueT BEICBOOOKIACHUS U3 BHYTPUKIICTOYHBIX JICTIO).

T12 y B3pOCTBIX MPU HAPYIICHHON (PYHKIIMH TIOYEK BAPbUPYETCS B 3aBUCHMOCTH OT CTEIICHU
HapymeHus - 70 100 4. ¥V manueHToB ¢ MyKOBHUCIHI030M 112 OKOJO 1-2 4; y MamMeHTOB C
OXXOTaMHU ¥ THUIEPTEPMHEH T1, MOXKET OBITh KOpOYe IO CPaBHEHUIO CO CpPEIHUMHU
MOKa3aTeJISIMU BCJICICTBUE MOBBIIEHHOTO KIMPEHCA.

BoiBogutes npu remoauanuse (oxkosno 50 % 3a 4-6 4), mepUTOHEANbHBIM AMATU3 MEHee
s dextusen (25 % 3a 48-72 u).

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

OTCyTCTBYIOT.

6.2. HecoBMecTUMOCTD

[Tpenapat AmukanuH ¢apManeBTUYECKH HECOBMECTUM C TNEHULMIJIMHAMH, TEMNapuHOM,
nedasocnopuHaMy,  KallpeoMULMHOM,  ampoTepuiuHOM B,  ruapoxiaopTHasuaoM,
SPUTPOMMILIMHOM, HUTPOPYPAHTOMHOM, BUTaMUHaMu rpynnsl B u Buramunom C, kanus
XJIOPUZIOM.

JlaHHBIN JIeKapCTBEHHBIA Tperapar He CleAyeT CMENIUBaTh C APYTMMH JIEKapCTBEHHBIMHU
npenaparam, 3a UCKIIOUEHUEM YIIOMSIHYTHIX B pazzene 6.6.

6.3. Cpok roqHocTu (CpoK XpaHeHusl)

HeBckpoIThI (haakoH

2 romga

IIpuroToBiIeHHBIA PACTBOD

PacTBOpBI amMuKannHa, IPUTOTOBJIEHHBIE C UCIIOJBb30BAaHMEM COBMECTHMBIX PACTBOpPUTENEH,
YIOMSIHYTBIX B pazjene 6.6, cTaOuiabHBI IpU KOMHATHON TemmepaType (He Bbime 25 °C) B
teueHue 24 4, B xonoguibHuKe (0T 2 10 8 °C) B Teuenue 10 cyTok.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHHUH.

XpaHuTth npu TemrnepaType He Bbie 25 °C B OpUTMHAJIBHON yIaKoBKe (Mauke/KopoOKe) Jist
3aIUTHI OT CBETA.
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VYcioBus XpaHeHHUs MTOCI€ BOCCTAHOBJIEHHUS JIEK aDCTBCPf:lgB;Ié; g&%; %%gﬂéﬂ@é'y )

6.5. Xapakrep u conep:kaHue NePBUYHON YIIAKOBKH

0,25 r, 1 r pmeiicTByromero BemecTBa BO (JIaKOHBI M3 OECIBETHOTO IMPO3PAYHOIO CTEKIIa
BMECTUMOCTBIO 10 MJI, TepMETMYHO YKYINOPEHHBIE MPOOKAaMH pPE3MHOBBIMH, OO0XKaThIe
KOJITaYKaMU aTIOMHUHHEBBIMH HJIM KOMOWMHUPOBAHHBIMHU.

1 dmakoH ¢ HHCTPYKIHMEH IO MPUMEHEHHIO B ITAYKE KAPTOHHOM.

Jlnst crarmonapoB: 50 (rakoHOB ¢ paBHBIM KOJMYECTBOM MHCTPYKLUHA 110 MPUMEHECHUIO B
KOpOOKe KapTOHHOM.

He Bce pa3Mepsl ynmakoBOK MOT'YT ObITh JOCTYITHBI JUIsl pEaJIU3alliH.

6.6. OcoOble Mepbl MNPEJOCTOPOKHOCTH TIPU YHMYTOKEHUH HCHOJIb30BAHHOIO
JIEKAPCTBEHHOr0 Mpemnapara MWJIM OTXO0J0B, MOJYYEHHBIX TMOC/Ie TPUMEHEeHUs
JIEKAPCTBEHHOI0 Npenapara, u Apyrue MaHUMYJISIUHHU C PenapaToM

I/IHCTDVKIII/II/I 110 MPUTOTOBJICHHUIO paCcTBOpPa JICKAPCTBCHHOI'O ITperiapaTa nepeJi BBEACHUCM

s 6/m 66edenus

0,25 r wim 1 r mpemapara pacTBOPSIIOT COOTBETCTBEHHO B 2 MJ WU 4 MJI BOJBI IS
uHbekuuid. [lomydeHHBI pacTBOpP BBOIST TIYOOKO BHYTPHMBIIIEYHO B YYAacTKU Tejda C
BBIPAKEHHBIM MBIIIEYHBIM CJIIO€M (BEPXHEHAPYKHBIM KBAJAPAHT SITOJUIIBI UJIH JaTepaibHas
MOBEPXHOCTh Oezpa). PekomeHayeTcss MpOBECTH TECT Ha acmUpalrio, 4yToObl H30ekaTh
HEXEJIAaTEeJIbHOTO BBE/ICHUSI pacTBOPa B KPOBEHOCHBIN COCY/I.

s 6/6 kanenvHol uHgy3uu

0,25 r wim 1 r mpemapara pacTBOPSIIOT COOTBETCTBEHHO B 2 MJ WU 4 MIJI BOABI s
unbekuuid. [loayuennsiii pactBop nepenocsat B 100-200 mMa coBMecTUMOTo HH(Y3UOHHOTO
pacTtBopa:

e 0,9 % pacTBOpa HaTpus XJIOPHUAA,

e 5% pacTBOpa JEKCTPO3BI,

e 10 % pacTBOpa IEKCTPO3HI,

e 5 9% pacrBopa nekctpossl u 0,9 % pacTBopa HaTpus XJI0pHUa,
e 5 9% pactBopa nekctpossl u 0,45 % pacTBopa HaTpus XJIOpHIa,
e 5 9% pacrtBopa nekctpossl u 0,2 % pacTBopa HaTpusl XJIOpHUIA.

KonmenTpamus aMukamnymHa B TOTOBOM pacTBOpe Uit MH(QY3Wil HE JOJDKHA MPEBBIIIATH 5
Mmr/mia. Y geteil 00beM BBOAMMOMN >KMJIKOCTU JOJKEH OBITh YMEHBIIEH B 3aBHCHMOCTH OT
03Bl aHTUOMOTHKA.

Yrunuzanus

Oco0Ople TpeOOBaHUS K YTHWIM3ALMM HEHMCIIONb30BAHHOIO JIEKAPCTBEHHOI'O IIpernapara |
OTXO0JI0B OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA
Poccus

ITAO «Kpachapmar»
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660042, KpactosipckHii kpait, . KpacHosipek, yiL. 60 et ORboptsi2 TENBHOCTE 0004)

Ten. +7 (391) 204-14-77
E-mail: s_ref@kraspharma.ru

7.1. Hpe}ICTaBI/ITeJIB AeprRaTe/isd PErUCTPAUOHHOI0O YI0CTOBEPECHUSA

[IpereH3un HOTDC6I/IT€HCI>'I CJICAYCT HAIIPaBJIATH 110 aAPECY.

Poccus

ITAO «Kpachapmar

660042, KpacHosipckuii kpaii, T. KpacHosipck, yi. 60 net Oxtsa0ps, 31. 2
Ten. +7 (391) 204-14-77

E-mail: s_ref@kraspharma.ru

8. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. IATA IEPBUYHOMN PETUCTPAIIAU (ITOJATBEPXKJIEHWS PETUCTPALIUMN,
INEPEPEI'UCTPAIIN)

JlaTa repBoi perucTpanuu:

10. JATA HIEPECMOTPA TEKCTA

OOmrass  xapakTepHCTHKAa  JIEKAPCTBEHHOrO  Ipemapata AMHKalMH  JOCTyIIHa  Ha
uH(GOpMAIMOHHOM TOpTajie EBpa3swiicKOro 3KOHOMHYECKOTO CO3a B HH()OPMAIMOHHO-
KOMMYHHKaIMOHHOM cetu «HTepHeT http://eec.eaeunion.org/
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