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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Jlesomuuierun, 0,25 %, pacTBOp AJI1 HAPYKHOTO MPUMEHEHUS [ CTUPTOBOI].
Jleomuuerun, 1 %, pacTBOp AJi HAPYKHOI'O IPUMEHEHHUS [ CTUPTOBOM |.
JleBomuuerus, 3 %, pacTBOp [UIsl HAPYIKHOTO IPUMEHEHMSI [CTUPTOBOM | .
JleBomuuietus, 5 %, pacTBOp [UIsl HAPYIKHOTO IPUMEHEHMS [CTUPTOBOM | .

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB
JleiicTByto11Iee BEIIECTBO: XJI0paM(EHUKO.

Jlesomunierun, 0.25 %, pacTBOpD I HAPYKHOTO IIPUMEHEHMS [ CTMPTOBOI ]

Kaxxasie 100 M pactBopa conepkar 0,25 r xjaopamdeHuKoa.

JICBOMHUIICTHH, 1 %, pacTBOD JUIS HAPY>KHOT'O IPUMEHEHHS [ CHUPTOBOM |

Kaxxnpie 100 M pactBopa coaepikar 1 r xsopamdeHukoa.

JleBoMmunietud, 3 %, pacTBOD A1 HAPYIKHOIO OPUMEHEHUS [criupToBoii]

Kaxxasre 100 M1 pacTBOpa conepkar 3 T xjaopampeHUKOIIA.

JICBOMHUIICTHH, 5 %, pacTBOp JUIS HAPY>KHOT'O IPUMEHEHHS [ CHUPTOBOM |

Kaxxnpie 100 Mt pacTBOpa coaepikar 5 r xsiopampeHUKoJIa.

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.
3. JEKAPCTBEHHAS ®OPMA

PactBOp A1 Hapy>KHOT'O PUMEHEHHUS [CIIUPTOBOM |.

JleBomunierud, 0.25 %, pacTBOp I HAPYKHOI'O IIPUMEHEHUS [ CITUPTOBOI |

[Tpo3paunast GecuBeTHasi WM C JKEATOBATHIM OTTEHKOM HJKOCTh C XapaKTEPHBIM 3alaxoM
crupra.

JIEBOMHUIIETHH, 1 %, PacTBOD JJIs HAPYKHOI'O IPUMEHCHUS [ CHUPTOBOM |

[Tpo3paunast GeclBeTHass WJIM C KEIATOBAaTHIM OTTEHKOM MHJIKOCTh C XapaKTEpHBIM 3allaxoM
crupra.

JleBoMmunieTuH, 3 %, pacTBOD Ul HAPYIKHOTO ONPUMEHEHU [criupToBoii]

[Tpo3pauHast GeclBeTHass WJIM C KEIATOBAaTBIM OTTEHKOM MHJIKOCTh C XapaKTEpHBIM 3allaxoM
CIHpTA.

JleBomunietnH, 5 %, pacTBOD JUISL HAPYVIKHOTO IPUMEHEHUS [CITMPTOBOMH]

Hp03paqHa$[ 6GCHB6THa$I HIIN C JKCJITOBATHBIM OTTCHKOM JXHUIAKOCTH C XapaKTCPHBIM 3allaxomM

CHHpTA.
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4. KIMHAYECKWE JTAHHBIE (MOCNEAOBATENBHOCTL 0001)

4.1. Iloka3aHusl K IPUMEHEHHUIO

JIeBOMUIIETHH MOKa3aH K MPUMEHEHHIO Y B3POCIBIX MALMEHTOB U Y AeTel cTapiue 4 Helenb JUIs
JICYCHMS CIIEYIOIUX COCTOSHUM:

bakrepuanbHble MH()EKINU KOXXH, BbI3BaHHbIE UYBCTBUTEIBHBIMH MHUKPOOPraHM3MaMH, B T.U.
UHOHUIMPOBAHHBIE OXOTM  (ITOBEPXHOCTHBIE U OrPAaHUYEHHBIE TIIyOOKHE), MPOJIECKHH,
TpouvecKre s3Bbl, PaHbl, GYPYHKYIIBI.

4.2. Pe:kuM 103UPOBAHMS M CIIOCO0 MPUMeEHEHUsI

PexxuM 1o3upoBaHus

[TopaxxeHHBIE Y4acTKU 00pa0aThIBAIOT BATHBIM TAMIIOHOM, CMOUYEHHBIM B PacTBOpE IMpemnapara,
2-3 pa3a B cyTkd. [IpofomKUTENbHOCTh Kypca JICYCHHUS — MO TOKAa3aHUSM B 3aBUCHUMOCTH OT
XapakTepa U JIOKaJIU3ali MOPaKEHHOT0 YYacTKa.

Oco0nIe T'pYIHIIBI NAlIMCHTOB

bezonmacHocTh M 3¢ deKTUBHOCTL Tpenapara JICBOMHIIETHH y OCOOBIX TPYIIT MAIMEHTOB HE
YCTAHOBJICHBI.

eTH
OddexTuBHOCTh U Oe30macHOCTh y aeTeil B Bozpacte oT 0 1m0 4 Henenb HE YCTaHOBIICHHBI.
JlaHHBIE OTCYTCTBYIOT.
Pexxum nosupoBanHus y Aerei B Bo3pacTe OT 4 Heaenb 10 18 jeT He OTIMYaeTcsl OT pekuMa
JIO3UPOBAHUS ISl B3POCIIBIX.

Crooco0 rmpuMeHeHus

HapyxHo.

4.3 IIpoTuBoNoOKa3aHus

['MnepuyyBCTBUTENBHOCTh K XJIOpaM(EHUKOy MM K JIIOOOMY M3 BCIIOMOraTeNbHBIX BEILIECTB,
NepeunCIIeHHBIX B pa3zaene 6.1.

YTHeTeHHe KOCTHOMO3TOBOTO KPOBETBOPEHHUSI.

OcTtpas uHTEpMUTTUPYIOLIAs TOPHUPHUSL.

Jeduuut riroko30-6-pocharaeruiporenassl.

[TeueHOYHAS HETOCTATOYHOCTb.

IToueuHass HETOCTATOYHOCT.

3a0osieBaHus KOXH (rprOKOBbIE 3a00JI€BaHNUs, ICOPUA3, IK3EMA).
bepemenHoCTD.

[Tepuon rpyAHOr0 BCKapMIIMBaHUSI.

[Tepro HOBOPOKIAEHHOCTH (110 4 HEJENb).
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4.4, Ocobble yKa3aHUsl U MePbI IPEI0CTOPOKHOCTH nwﬁpﬂMﬁEEﬂbH"J CTb 0001)

C 0CTOPOKHOCTBLIO

Pannuil nerckuil Bo3pacrt, IPOBOJUMMOE paHee JICYCHUE LIUTOCTAaTUYECKUMU Ipenaparamu Wid
Jy4eBasi Teparusl.

Oco0ble yKazaHus

B mpouecce nedeHuss HEOOXOIUM CHCTEMATUYECKMH KOHTPOJb KapTUHBI mepudeprueckon
kpoBu. Ilpu HaHeceHMM Ha OOIIMpHBIE MOBEPXHOCTU C OJHOBPEMEHHBIM IPUEMOM 3TaHOJA
BO3MOXHO pa3BUTHE AUCYJIb(UPAMONOAOOHBIX peakiuil (TUIepeMHs KOKHBIX IOKPOBOB,
TaXWKap/us, TOIIHOTA, pBOTA, pe(IEKTOPHBIN Kalllelb, CyI0OPOTH).

4.5. B3amMmopeiicTBHMe ¢ JPYTHMH JIEKAPCTBEHHBIMHM MNpenapaTtaMH H JApyrue BHIbI
B3aUMO/JeHCTBUSA

IIpy OZHOBPEMEHHOM INPUMEHEHUH C DPUTPOMULIMHOM, KIMHAAMHULMHOM, JIMHKOMHMIIMHOM
OTMEYaeTCsl B3aUMHOE oOcllabjieHue JeHCTBHUA 3a CUeT TOro, 4TO XJOpaM(PEHUKOI MOXKET
BBITECHATH ATHU Iperaparbl U3 CBA3AHHOI'O COCTOSIHMSI WJIM IPENATCTBOBATH UX CBA3BIBAHUIO C
cyopenuanneii  50S OakrepuanbHbIX pubocoM. CHipkaer aHTHOaKTepUaNbHBIA 3ddekTt
NEeHULWUIMHOB U 1edanocnopuHoB. OAHOBPEMEHHOE IPUMEHEHHE C JIeKapCTBEHHBIMU
CpeACTBaMH,  YrHETAIOIIMMH  KOCTHOMO3IOBOE€  KpOBETBOpeHHE  (CyJb(haHUIaMH]bI,
LIUTOCTATUKHN), C JIy4eBOM Tepanuel yBeIW4YMBAeT PUCK pa3BUTHUS MOOOYHOro aewcteus. Eciu
Bbl npuMensieTe BbllIENIEPEUNCICHHbIE WU JIPYTHE JEKAapCTBEHHBIE IpernapaThl (B TOM YHCIIE
Oe3pelienTypHble) Iepea IMpUMEHeHHeM mpenapara JIEBOMHIIETHH NPOKOHCYJIbTUPYHTECH C
BpayuoM.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepemeHHOCTD

[TpumeneHue mpenapara npu 0EpeMEeHHOCTH MPOTUBOIIOKA3aHO.

JlakTanus

[IpumeneHue npenapara B IepUO] TPYAHOTO BCKapMIMBAHUS POTHBOTIOKA3aHO.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeICTBAMH M padoTath ¢
MeXaHNU3MaMH

[IpumeHeHune mnpemapaTa HE BIUSAET HA BBINOJHEHHE TMOTEHIMAIBHO OMNACHBIX BHUIOB
JeATeTLHOCTH, TpeOyIomuXx 0co00T0 BHUMAHUA M OBICTPHIX peakmuil  (ympaBlieHHE
aBTOTPAHCIIOPTOM, paboTa C ABIKYIIMMUCI MEXaHU3MaMH ).

4.8. HexxesnaTesibHbIE peaKIUU

PesromMe HexenaTeabHbIX pPeaKIil

Knaccudukanmst 4acToTsl BOSHUKHOBEHUSI TOOOYHBIX PEAKIIHI:
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ouens wacto (= 1/10); wacto (= 1/100, < 1/10); [uewacto (211008 “E1/106)= péakd Ez'r/ibboo,

< 1/1000); ouens penko (< 1/10000), BkiItoUast OTAEIBHBIC COOOIICHHUS, YaCTOTA HEM3BECTHA —
Mo UMCHOIHUMCA JAHHBIM YCTAHOBUTH YaCTOTY BOSHUKHOBCHUA HEC NPCACTABIIAJIOCHE BO3SMOXKXHBIM.
Hapywenuss co cmoponvl UMMYHHOU cucmemvl: aJJICPIUYeCKUe peakiuu (KOXKHAs ChbIllb,
AQHTHOHEBPOTUYCCKHIA OTEK).

Hapywenus co cmoponvl Kposu u aum@amuyeckou cucmemvi: TPOMOOLUTOICHUS,
SPUTPOIICHUA, HeﬁKOHeHHﬂ, aruIaCTU4YeCKad aHCMUd, PCTUKYJIOUUTOIICHUA, I'PaHyJIOIUTOIICHUS,
arpaHyJIoIKTO3.

COO6H_IGHI/IC O ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

BaxxHo cooOmarh 0 TOJ03PEBAEMBIX HEXKENATENBHBIX PEAKIUAX IOCIIe PETUCTpalluu
JICKapCTBEHHOTO TIperapara ¢ eibio 00eCredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«0Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpernapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs
coo0IaTh O JIOOBIX T0JI03PEBACMBIX HEKEJIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO IMperapara
4yepe3 HAIMOHAIBHBIE CUCTEMBI COOOIIECHUSI O HEXKEIATeIbHBIX PEAKIUAX TOCYJapCTB - YICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas ®@enepanus

OenepalnibHas ciryx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CraBsiHCKas III0IIa b, 1. 4, cTp. 1.

Temedon: +7 800 550 99 03

DnekTpoHHas novra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-TEIEKOMMYHUKAIUOHHON CETH «HTEepHET!

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

Jlo HacTos1Iero BpEMEHU CBEJEHUH O CIy4asX NEpeJO3UPOBKH IIPU IPUMEHEHUN IIpenapara He
MOCTYHaJIOo.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOICTBA

dapmakoTepaneBTHUeCKasi  rpynma: aHTUOMOTMKM M IPOTMBOMHUKPOOHBIE  CPEICTBA,
OpUMEHsieMble B JIepMaTOJIOTWH; AaHTHOMOTUKU [UIi Hapy)KHOTO TNPUMEHEHHUs; Jpyrue
AHTUOMOTHKY JJIs1 HAPY>KHOTO IPUMEHEHUS.

Kox ATX: DO6AX02

dapmakoguaamuyeckue d3PHeKTol

JleficTBYIOIIMM BEUIECTBOM TMpemnapara sBISETCS XJIOpaM()EHUKOT — AHTUOMOTHUK IIHUPOKOTO
CIIeKTpa ACHCTBHUA, OOJaarONINii BHICOKOM aHTHOAKTEPHUATBLHON AaKTUBHOCTHIO B OTHOIICHUU

BO30yuTeNeld paHeBOW MH(EKIUH U Pa3IUYHbIX (OPM THONHO-BOCHAIUTEIBHBIX MPOIECCOB.


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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MHUKpOOHOH KkieTke (00nmamass Xopomed JUno(uIbHOCTBIO, MPOHUKACT Yepe3 KICTOUYHYIO
MeMOpaHy OakTepuil 1 00paTHMO CBSI3bIBacTCs ¢ cyobeauHuIe 50S GakTepuanbHBIX PHOOCOM,
B KOTOPBIX 3aJICP)KUBACTCS MEpeMellleHue aMUHOKUCIOT K PacTyIIMM MEeNTUHBIM IIEMsIM, 4TO
BEJeT K HapyUIeHHIO CHHTe3a Oelika). AKTUBEH B OTHOIIEHHWU OOJBIIMHCTBA IITAMMOB
IPaMIIOJIOKUTEIBHBIX U TPAMOTPULIATEIbHBIX MUKPOOPTaHU3MOB, YCTOWYUBBIX K NEHUIWIIUHY,
TeTpAMKINHAM U cylabpaHmiamuaaMm. CrocoOCTBYeT OYMIICHHUIO M 3a)KHBICHHIO OKOTOBBIX
pan u TpoduyecKuX 3B, YycCKopseT osnurenuzanuio. He »sddexktuBeH B OTHOIICHUU
KHCJIOTOYCTOMUMBBIX OakTepuii, ana’spobos, Acinetobacter spp., Serratia marcescens.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

JlaHHBIE OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Oranoun (3tunosiii ciupt) 70 %

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

2 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHUTh B 3alIUILIEHHOM OT CBETa MECTe MpHU Temiiepatype oT 15 no 25 °C.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

[To 25, 40 mn npemapata BO (IaKOHBI OPaHKEBOTO CTEKJIa C BUHTOBON TOPJIOBHHOM,
YKYIIOPEHHBIC TPOOKaMH MOJMMEPHBIMHU M KPBIIIKAMH MOJTUMEPHBIMH HABUHYNBAEMBIMHU.

[To 25, 40 mn Bo ¢nakoHBl W3 TONUATHIEHTepedTanara, YKyHOpEHHBbIC KOJIMauKaMu
MOJIMMEPHBIMU BUHTOBBIMH.

Kaxxaplii (h1akoH BMecTe ¢ MHCTPYKIMEH 110 MPUMEHEHUIO OMEIIAIOT B TaUKy U3 KapTOHA.
Jomnyckaercs ykiaaka (piakoHOB B IPYIIIOBYIO YIIaKOBKY C PaBHBIM KOJIMUYECTBOM MHCTPYKLIHN
10 IPUMEHEHMIO.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHbIX IOcjde NpPHUMEHEeHUus:
JIEKApPCTBEHHOI'0 Npenapara, 1 Apyrue MaHUNyJIsiiMU ¢ penapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHUSA

Pocculickas ®@enepanns

00O «Tynbckas hapmaneBTudeckas hadpukar»



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 24.06.2024 N= 12631 6

(NOCNEOOBATENEHOCTE 0001)

300004, r. Tyna, TopxoBckuii mpoe3n, A. 10

Ten.: +7 (4872) 41-04-73
dakc: +7 (4872) 41-04-73
7.1. TllpeacTaBuTeIb JepKATEsI PErHCTPANMOHHOIO YI0CTOBEPEHHSI

[Iperen3zun HOTDG6PITCJ'ICI>1 HaIIpaBJIATH I10 aApECy.

Poccniickas @enepanns

00O «Tynbckas papmaneBTuyeckas hadpukar»

300004, r. Tyna, TopxoBckuii mpoe3a, A. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

8. HOMEP PETUCTPAIIUOHHOTI'O YIOCTOBEPEHUSA

9. IATA TEPBUYHON PETMCTPALMU (IIOATBEPKJIEHHUSI PETMCTPALIUM,
MEPEPETACTPAIIAN)

JlaTa nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmiass  XapakTepuCTHKa JIEKapCTBEHHOTo mpenapara JIeBOMUIETHH  JIOCTyIIHA  Ha
uH(pOpMalMOHHOM TmopTaje EBpa3suiickoro SKOHOMHMYECKOTO C€O3a B HH(OpPMalMOHHO-

KOMMYHUKaIIMOHHOM cetn « HTepHeT™ http://eec.eaeunion.org.
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