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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFOTIPERAPATA 1701

1. HAUMEHOBAHMUME JIEKAPCTBEHHOT'O ITIPEITAPATA
Hedazonun, 1,0 r, MNOpOmIOK [Uis MPHUTOTOBIEHUS pPacTBOpa s BHYTPUBEHHOTO H

BHYTPUMBIIICYHOI'O BBCACHUS.

2. KAUYECTBEHHBIN 1 KOJTMYECTBEHHBII COCTAB

JleiicTBytoliee BEMecTBO: 1eda3orH.

Kaxnprit pnaxon cogepxur 1,0 r nedaszonuna (B Buae nedazonnHa HaTpuUs).

BcrnomorarenbHble BelecTBa, HaJM4YKMe KOTOPBIX HAJ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOI'O
npenapara: HaTpuid (cM. pazzaen 4.4.).

[TonHbIi mepeyeHb BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JJEKAPCTBEHHASA ®OPMA

HOpOI_HOK JJI IPUTOTOBJICHUA paCcTBOpa AJId BHYTPUBCHHOI'O U BHYTPUMBIIICYHOTI'O BBCACHU .

[Toporrok Genoro BeTa Uitk 60T ¢ KENTOBATHIM OTTEHKOM I[BETA.

4. KJIMHUYECKUE JAHHBIE

4.1. Iloxa3aHusl K IPMMEHEHUIO

Bakrepuanbable HH(EKINH, BEI3BaHHBIC YyBCTBUTEIBHBIMHU K 11e(ha30JUHY MUKPOOPTaHU3MaMHU:

— MHGEKUNU AbIXaTeIbHBIX MyTeH;

— MH(EKIUN MOYEBBIBOSAIINX U TIOJIOBBIX MTyTEH;

— MHGEKINHU KEeTICBBIBOISAIINX MyTEH;

— MHQEKIUN KOXKH, MATKUX TKaHEH, KOCTeH U CyCTaBOB, BKIIOYasi OCTEOMHUEIIUT;

— OaKkTepuanbHBIN YHIOKAPIUT, CETICUC;

— HWHTpaoNeparmoHHas npopuIakTUKa pa3BUTUS HHGEKIHH (MpoPHIaKTHYECKOe Ha3HAYCHUE
neda3zoIMHa MOXKET CHU3UTH BEPOSITHOCTD PA3BUTHUS MHPEKIMH B IOCICONEPAIIIOHHOM MIEPUOJIE).
UyBCTBUTEIHLHOCTh AHTHOUOTHKOB in Vifro MEHSIETCS B 3aBHUCHMOCTH OT TeorpaduyecKoro
peruoHa M C TEYEHHEM BpPEMEHH, MO03TOMY NpHU BbIOOpE aHTHOAKTEpHAIBHON Tepamnuu
HEO0OXOUMO YUUTHIBATh MECTHYIO HH(OPMALINIO O pe3UcTeHTHOCTHU. [Ipu HanMunuu BO3MOXKHOCTH
CICAYCT HNPOBCCTH OHNPCACIICHUC YYBCTBUTCILHOCTU BO36y,Z[I/IT€.H}I K aHTI/IGaKTepI/IaHBHBIM
npenapartam. Tepanus MOXeT ObITh HayaTa SMIUPUUECKH, 10 TIOTYUYECHHUS Pe3yIbTaTOB TECTa Ha

YYBCTBUTCIIBHOCTE K AHTHOMOTHKAM.
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4.2. Pexxum 103MpPOBAHUA U CIOCO0 MpUMe

Jlo3bl mIpenapara ¥ MpOJOJIKUTENIBHOCTD Kypea JICUEHUs YCTaHABIMBAIOTCA MHIAUBULYAIBHO, C
Y4E€TOM TSDKECTH TEUeHUs W JIOKAIM3alud MHQEKUMH, a TakkKe IOTCHIUAIbHOU
YyBCTBUTEILHOCTH BO3OYIUTENS.

PexxuM 103upoBaHus

B3pocnbim cpenssis cytodnas qo3a cocrasiseT 1 —4 r. KpatHocTs BBeeHMs — 3 — 4 pa3a B CyTKH.
MaxkcumManbHas cyTouHas 103a — O T.

CpenHsisi NpOAOJKUTEIBHOCTD JIe4eHus coctaBisieT 7 — 10 qHen.

B cooTrBercTBMM C mNpUHIMIIAMU aHTUOAKTEPHAIBHOM TepamuM Kypc JIEUCHMs CIeIyeT
IPOJODKATh KaK MMHMMYM B Te€ueHHE 2—3 JHEW Iocie pa3pelleHHsl JUXOPAaJKU WM 10
MOJyYEeHHUS] TOATBEPIKICHUS dpaTUKAIIIA BO3OYAUTEINS.

IIpumenenue npenapama y 83pocivix

PazoBas Yacrora

BI/II[ I/IH(beKHI/IH a03a BBCIICHUA
Nudexnun nerkoii CTeneHu TSHKECTH, BRI3BAHHBIE 0,5-1,0r | xkaxnple 8 u
YyBCTBUTEIBHBIMHU TPAMITOTIOKUTEILHBIMU KOKKAMHU
IIHeBMOKOKKOBas ITHEBMOHUS 05r Kaxaple 12 4
OcTpble HEOCIO)KHEHHBIE HH()EKIIMU MOYEBBIBOAIINX MTyTEH 1,0r Kaxzaple 12 4
Nudexnum cpeaHeii nim TSHKEION CTETICHU TAKECTH 0,5-1,0r | xaxaple 6 —8 1
Kuzneyrposxarompie nHGEKINN (HaImpuMep, CETCHc, 1,0—1,5r | xaxzasie 6 4
OakTepuanbHBIA YHIOKAPAUT)™

*B pEAKUX CIydasX MPUMEHSIOTCS 10351 10 12 T B CYTKH

Ipogunaxmuxa unmpaonepayuoHHbIX UH@eKYUl

3a 30 MuH — | 9 10 onepauuu BHYTPUBEHHO (B/B) WJIM BHYTPUMBIIIEYHO (B/M) ClI€yeT BBECTU
nepBOHavYaIbHYIO 103y 1edazommna — 1,0 1. [Ipr mpogomKuTebHBIX onepanusaX (2 4 v T0JbIIIE)
HETOCPEICTBEHHO BO BpeMsI onepanuu AonojgHutesnbHo Boautcs 0,5 — 1,0 r npenapara. [{o3a u
BpEMs BBEACHMS 3aBUCAT OT TUIA M NPOJOJDKUTENBHOCTH onepauuu. B Tedyenue 24 v nocie
onepauuu BBoautcs o 0,5 — 1,0 r mpenapara B/B uiin B/M ¢ HHTEpBaJIOM 6 — 8 U.

Ecnu BO3MOXXHOCTH pa3BUTHS HWHOPEKIMH TMPEICTABISECT COO00H OOJBINYI0 OMACHOCTH IS
nanueHTa (HampuMep, rocie ornepanuy Ha cepile WM Cepbe3HOIl OpTONneANYECcKOi onepamuH,
TaKOM KakK IMOJIHAs 3aMEHa CyCcTaBa), peKOMEHIyeTCsl TPOJI0KAaTh BBEJICHHE Mperapara B TCUeHUE
3—5 nueit. BaxHO coOmogaTh yKa3aHHbBIE BBIIIE CPOKH, YTOOBI BO BpEMs BBIMOJIHEHUS
XUPYPrU4ecKoro paspe3a B ChIBOPOTKE KPOBM M TKaHSAX YK€ NPUCYTCTBOBAIM JOCTATOUHBIE
KOHIEHTpAlluu aHTUOMOTHKA. B cllydae MOBBIIIEHHOTO prUcKa pa3BUTHUSL aHadPOOHON MHGEKINN
(HampuMmep, TOcCIEe OMEPaTUBHOTO BMENIATENLCTBA HA TOJCTOM KHIIKE) PEKOMEHIYyeTcs

JOMOJIHUTCIIbHOC HA3HAYCHUC TIpCIIapaTa, aKTUBHOTO ITPOTHUB aH213p060B.
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Oco0nIe I'pYHOIbl TaMEHTOB

Tayuenmoi ¢ HapyweHuem GyHKyuu novex
Bce pekomenayemble 103bI BBOJAT IMOCJIE€ HAYadbHOM J03bl, COOTBETCTBYIOIICH MOKa3aHUIO U
TSOKECTH MH(EKIUU. Y TAIMeHTOB, HaXOIAIINXCS Ha TeMOUAIN3e, CXeMa JI03UPOBAHMS 3aBUCHT

OT IMMPUMEHACMOTI'0 pEXXUMaA AUaIn3a.

Knupenc kpeatununa |  Konnenrpanus Hoza (% ot HNHutepBainsl MexIy
(Mn/mun x 1,73 M2) kpeatuHuHa (M1/100 HaYyaJIbHOM) BBEICHUAMU
M)

>55 <1,5 100% KOPPEKLUH HE
Tpedyercs

35-54 1,6-3,0 100% 8u

11-34 3,1-4,5 50% 124

<10 >4.6 50% 18 —24 4

Tlayuenmul nodcunozo eospacma
Koppeknus 10361 HE TpeOyeTcs.

eTu
Jlemu 0o 1 mecaya
Bezonacuocts u 3¢pdexkruBHOCTS MpUMeHenus npenapara Lledaszonun y nereit B Bo3zpacte 1o 1
MecsILa, B TOM YHCJIE Y HEJOHOUIEHHBIX JIeTel, HAa JaHHbIII MOMEHT HE YCTaHOBJICHBI. J[aHHBIE
OTCYTCTBYIOT.
Hemu om 1 mecsiya 0o 18 nem
Jns neyeHust OOJNBIIMHCTBA MH(EKIHUH JIETKOW M CpeAHEW CTEMEeHU TSKECTH IOCTaTOUYHOM
SABJISICTCSI CyTOuHas no3a 25 — 50 mr/kr, pasneneHHas Ha 3 — 4 BBeleHHUs. B cimydae TspKenmbIx
MH(pEKINNA CyTOYHAs 1032 MOXKET ObITh YBETMYEHA IO MAKCUMAaJIbHON peKOMEH0BAHHOM 1035l —
100 mr/kr.

Koppexyus 0o3vl y demeti ¢ HapyueHuem QyHKyuu novex

Kinnpenc kpeatnHrHa Ho3za (% ot cpenneit WHTepBanel MEXIY
(Ma/muH X 1,73 M%) CYTOYHOM J103bI) BBEJICHUSMU (1)
70 — 40 60% 124
39-20 25% 124
19-5 10% 244

Bce pexomeHayemble 103bI BBOJAAT IOCIE HAYaJIbHOW J/03bI, COOTBETCTBYIOUICH TSKECTH
UHQEKIHH.

Cnoco0 ImpuMeHeHus

BuyTtpuBeHHo (cTpyiHO, KaneJlbHO) UIIN BHYTPUMBIIIEYHO.
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MakcumanbHasi pa3oBasi 703a JJIS B/M BBEICHUS cocré%gﬂ@;;:ﬁb%ﬁ%w;gﬂg@ﬁ ;gaﬁHTb

IIyOOKO TOJTBKO B KPYITHBIE MBIIIIIEI.

PactBop, conep:xaiiuii TMJ0KauH, HEIb3 BBOJAUTh BHYTPUBEHHO.

Jo3b1 10 1 r MOXHO BBOJAUTH MyTEM MEIJICHHOW BHYTPUBEHHOW MHBEKIIMU B TEUCHHUE 3 — 5 MUHYT,
OoJbIIe T03bI MperapaTa clieyeT BBOJUTh TyTeM BHYTpUBEeHHOW MHGY3un B Teuenue 20 — 30
MUH (ckopocTh BBeneHust 60 — 80 karnenb B MUHYTY).

J171s1 BHYTPHUBEHHOT'O CTPYWHOTO BBEICHHS PA30BYIO 103y MperapaTa BBOAAT MEJICHHO, B TCUCHUE
3 — 5 MuH.

WHCTpyKIIMM 1O TMPUTOTOBIEHHIO (PacTBOPEHHIO) JIEKAPCTBEHHOTO Ipemapara mepen

IIPUMEHEHUEM CM. B pazfeie 6.6.

4.3. IlporuBomoka3anus

e ['unepuyyBCTBUTENBHOCTh K Ie(a30MHy WIH JI0O0OMY U3 BCIOMOIaTEIbHBIX BEIECTB,
MEepEUYUCIICHHBIX B pazzene 6.1.

e Hanuuue B aHaMHe3e TSKENIBIX PEaKUUN TUIEPUYBCTBUTEIBHOCTH  (HampHUMep,
aHa(UJIAaKTOUIHBIX peakiuii) K 1medanocrnopuHaM WiIH JI0ObBIM ApyruM OeTa-TaKTaMHBIM
AHTUOMOTHKAM (TIEHULIUJUTMHBI, MOHOOAKTaMBbI, KapOarieHEeMbI).

e Ilepuo HOBOPOXKACHHOCTH 10 1 MecsIa, B TOM YUCIEe HEJOHOIICHHEIE JISTH.

o Jlupokamn. Ilpu uCnonpb30BaHWU JHIAOKAWHA B KA4YeCTBE PACTBOPHUTENS, HEOOXOIAMMO
UCKJIIOYUTh HaJMuMe MPOTUBONOKA3aHUN K MPUMEHEHHUIO Jua0KanHa. [IpoTuBonokasanus K
MPUMEHEHHUIO JINJIOKauHA IPUBEICHBI B 00IIEH XapaKTepUCTUKE JIGKAPCTBEHHOTO TIperapara

JINJOKauHa.

4.4. Oco0Oble yKka3aHUs U MepPbI MPETOCTOPOKHOCTH NPH MPUMEHEHUN

C 0CTOPOKHOCTBLIO

COBMECTHBIN MPUEM JPYTrUX HEPPOTOKCUIHBIX IPENapaToB;

— HETsDKEJIbIe PEaKIINH IMOBBIIIEHHOW YyBCTBUTEILHOCTH K MEHUIIWILTHHAM B aHAMHE3¢E,
— XpOHHYECKasl TOYCYHAsI HEIOCTATOYHOCTH;

— 3a00JNeBaHUs KUIICYHUKA (B T.4. KOJIUT B aHAMHE3E);

— nerckuid Bo3pact ¢ 1 no 12 mecsues.

Oco0snle yKa3zaHus

Heupomokcuunocmo
CooOmaioch 0  choydasxX  pa3BUTUS  HEUPOTOKCUYHOCTH, CBS3aHHOW C  JICUCHUEM

nedanocrnopuHaMu. CHMIITOMBI BKJIIOYAIOT 3HIE(ATONaTHIO, CYJOPOTH W/HIM MHOKIOHYC.

4
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[IEHTPaJIbHOW HEpPBHOW CHCTEMbl M BHYTpUMBEHHOE BBeaeHHe. [Ipu TMOSBICHHM CHUMIITOMOB
HEHPOTOKCUYHOCTH CIEAYET PACCMOTPETh BOMPOC 00 OTMEHE Ipernapara.

Peaxyuu eunepuyscmeumenvnocmu

Jlo Hayana npuMeHeHHs 1eda3onrHa ciaenyer coopaTh auIeproJIorn4eckuii aHaMHe3 MalueHTa,
B CBS3M C BO3MOXHOCTBIO pa3BUTUSl TEPEKPECTHOW T'HIIEPUYBCTBUTEIBHOCTH MEXIY
nedanocnopuHaMu M APYTUMH  OeTa-JTakTaMHBIMH ~ aHTHOMoTMKamMu. Ha ¢one Tepanuun
1e(a3oaMHOM OBUIO OMHMCAHO Pa3BUTHE TSDKENBIX, B TOM 4YHCie (aTajbHbIX, aNIEPrHUECKUX
peakiuil. B ciyuae pa3BUTHS TSDKENION peaklMM TMIIEPYYBCTBUTEIBHOCTH HEOOXOUMa OTMEHA
neda3onHa, Ha3HAYEHHWE COOTBETCTBYIONIEH CHUMITOMAaThdeckoi Tepanuu. Ilpemapar
NPOTHBOIOKA3aH IMAaLMEHTaM C TSDKEIbIMU PEAKIMSIMU IOBBIIIEHHOW YYBCTBUTEIBHOCTH K
nedanocnopuHaM WM JTFOOBIM IPYTUM OeTa-TaKTaMHBIM aHTHOMOTHKAM B aHAMHE3e.
HeoOxomnMo 0COOEHHO BHHMATEIBHOE HAOIIOLEHHE 3a IMAllMEHTAMH CO CKJIOHHOCTBIO K
QIIEPIUYECKUM peakUusaM (aJUIepruyeckuii puHUT, OpOHXMaNbHAas acTMa), Tak Kak Ha (oHe
HaAJINYMS TOJTOOHBIX COCTOSIHUM PUCK PEAKIUN TUIIEPYYBCTBUTEILHOCTH BO3PACTaLT.

Huapes, accoyuuposannas ¢ npumenenuem anmubaKmepuaibHulX npenapamos

Pa3zBurtue TsKENOM M MEpCUCTHPYIOLIEH Iuapen BO BpeMs JICUEHHs U B NEPBbIE HEJENIU I0Cie
3aBEpILEHUS] Tepaniyu MOXET OBITh MPOSBICHUEM IICEBIOMEMOPAHO3HOTO KOJINUTA, BHI3BAHHOTO
Clostridium difficile. Tax kak JaHHOE COCTOSIHUE SIBJISIETCS JKU3HEYTPOKAIOMIMM, Leha3onuH
clleflyeT HEMEIJIEHHO OTMEHUTbh M Ha3HAYMTh CHEeUU(PUYECKYI0 aHTHOAKTEpHUAIbHYIO TEPAIUIO
(HampuMep, BAaHKOMHMIMH MM MeTpoHuAa3oi). IlokaszaHo mpoBeaeHHE CUMNITOMATHYECKON
NOJ/ICP)KUBAIOLICH  Tepamuy, BKIIOYAs  KOPPEKUHUIO  BOJHO-3JICKTPOJUTHOrO  OayaHca,
QIMMEHTApHBIX HapylIeHui. [[pumeHenune npenapaToB, TOPMO3SIIUX IEPUCTATBTUKY KHILICYHUKA
IPOTHBOIIOKA3aHO. B 0COOEHHO TSKENbIX CiIydasx, MPH PE3UCTEHTHOCTH HMH(EKIHH K
IPOBOJUMON aHTUOAKTEPHATILHON Tepauy, MOXKET OTPEOOBATHCS BHIIOTHEHNE KOJIKTOMUM.
Crnenyer ynenuTh 0co00e BHUMaHUE TIATeIbHOMY COOpY aHaMHe3a MallMeHTa, TaK KaK OMHCaHbl
Cllyual pa3BUTHSA IICEBAOMEMOPAHO3HOIO KOJMTAa B TEYEHHE JBYX MECSIEB C MOMEHTa
IPOBE/ICHUS AHTUOAKTEPUATIBLHOM TepaInuu.

Hapywenue ¢ynxyuu novex

BcernencTeue kyMymnsiuu npemnapara B OpraHu3Me, y HalleHTOB CO CHIKECHHOM (yHKIUEH nmodek
703y Tperapara cieayeT IoAOHpaTh B COOTBETCTBHM C BBIPAKEHHOCTHIO IMOYEUHOM
HEJI0OCTaTOYHOCTH (CM. Takxke pazaen 4.2.). XoTsa nmpuMeHeHue Ieda3ojiMHa PEAKO BBI3BIBACT
HapyleHue (pyHKIUHN M0YeK ¥ pa3BUTHE IIOYEYHON HEI0CTATOYHOCTH, PEKOMEHIYETCsI OLICHUBATh

¢yHKUIMIO ToYeK Ha (poHe MpPUMEHEHUs IMpernapara, OCOOEHHO y MAIMEHTOB, HAXOMISIIMXCS B
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HE(POTOKCHYECKUX MpernapaToB (HapuMep, aMUHOTITUKO3UIOB, TETICBBIX TUYPETUKOB).
Paszsumue bakmepuanvrou pesucmenmuocmu u cynepunghexyuil

JlonroBpeMeHHOE MpUMeHeHue 1e]a3oauHa MOKET CIPOBOLMPOBATH MOSBICHHE PE3UCTECHTHBIX
mraMMoB Oaktepuii. CriefyeT TIIaTeIbHO KOHTPOJIUPOBATH COCTOSTHUE MAIIMEHTOB Ha MpeIMeT
BO3MOXXHOCTH Pa3BHUTUS CYNEPUHPEKINN U MPEANPUHUMATH COOTBETCTBYIOIINE MEPHI B Cllydae
€€ pa3BUTHUSI.

CHudicenue ceepmul8aeMocmu Kpogu U Kpo8omeyeHus

B penxux ciywasx Ha ¢oHe mpuMeHeHus Leda3oauHa BO3MOXKHO CHUKEHHE CBEPTHIBAEMOCTHU
kpoBH. DakTophl pucka BKIoUaloT Aedunur ButamuHa K, nmaperrepanbHoe nutanue, aeuimr
NUTaHWUS, TOYEYHAs] W/WIM T[EeYEHOYHAas HEeJ0CTaTOYHOCTh, TPOMOOIMTOIICHUS, TEPANUIO
aHTuKoarynsHtamu. Kpome toro, Takue 3abosieBaHus, Kak TeMOGUINS, U3bSI3BICHUE CIU3UCTON
000JIOUKH >KETyJKa W/UIM JIBEHAJUATUIEPCTHOW KHUIIKU MOTYT CTaTh MPUYUHON Pa3BUTHS WU
YCHJICHUSI BBIPAKEHHOCTH KpoBoTeueHus. CreaoBarenbHO, HEOOXOIUMO KOHTPOJIHUPOBATH
MOKA3aTeM KOaryJorpaMMmbl y TAIlMEHTOB ¢ M3BECTHBIM HAJMYMEM JaHHBIX 3a0oneBaHuil. B
Clly4ae, €CJH BBISIBISIETCS CHM)KEHHE CBEPTHIBAEMOCTH KPOBH CIEAYeT HA3HAYUTh TEPaIuio
ButamuHoM K (10 mr/aenens).

Brusanue na nabopamopmvie noxazamenu

Ha ¢one npumenenus mnedasonmHa BO3MOXKHBI JIOKHOTIOJIOKUTEIBHBIE PEAKIIUU OMpPEeeIICHUs
KOHIIEHTPAIUU [JIFOKO3bI B MOUE MTPH UCTIOIb30BaHUH peakTrBa beneaukra niu denunra, a Takxke
JIO’KHOTIOJIOKUTEBHBIE PE3YIIbTAThI MPSMON U HenpsaMoit mpoosr KymOca.

[Ipn nuTensHOM TPUMEHEHWH MpernapaTta HeoOXOAWM KOHTPOIb KapTHUHBI NepudeprudecKoit
KpPOBHU.

IIpuem smanona 6o epems nevenus

BcnencrBue BO3AMOXKHOCTH Pa3BUTHUS AUCYIb(PHUPaMONOJOOHBIX peakiuil Ha GoHe mpUMeHeHus
mpernapara, B epro/l JICYCHHS MMallMEHTaM CIIeAYET BO3ACPKATHCS OT YIOTPEOICHUS ATKOTOJIS.
Humpamexanvroe egedenue

[ledazonun He cieayeT BBOAMTH WHTPATEKAIBHO BCIEACTBHE BO3MOXHOCTH TSDKEJIOTO
TOKCHUYECKOTO MOPaXKEHUsI LIEHTPAJIbHON HEPBHOM cHCTEMBI (BKIIIOUYas pa3BUTHE CYI0POT).
Bcnomozamenvhvie gewjecmea

1 r nedazonuHa cogepKUT NMPUMEPHO 48 MI HATPUS, YTO CIEIYET YUUTHIBATh MPU HA3HAUCHUU
mpernapara naiuueHTaM ¢ JUeTO|, orpaHUuYUBaloleil moTpeOaeHe HaTpHsl.

Hemu

Hedazonun He ciemyeT Ha3HAYaTh HEAOHOIICHHBIM U HOBOPOXKIEHHBIM JETSM B Te4yeHHE |

MEcCilla XXMU3HU, TaK KaK Ha CGI‘O,Z[H}II_HHI/Iﬁ ACHb HaHHBIX, CBUACTCIILCTBYIOIIUX O 0e30MmacHOCTH
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4.5. B3aumoneiicTBHe ¢ JAPYIrMMH JIEKADCTBEHHbIMH TMpenaparamMd W JApyrue BHJbI
B3aNMOAEeHCTBUSA

Iledazomua cnocoGeH cHmXATh A((PEKTUBHOCTH MEPOPATBHBIX KOHTpalenTuBoB. [lo aToi
OpUYMHE CJENyeT NPHUMEHSATH JOMOJNHUTENBHBIE MEPhl KOHTPAICNIIMA BO BpeMs JICUCHUS
IpernapaToM.

Lledazonuu He cieayeT Ha3HaYaTh COBMECTHO C IPYTMMHU aHTHOAKTEPHAIbHBIMH MperapaTaMH,
o0JaaromuMu 0aKTEepUOCTATHIYCCKUM JeHCTBHEM (Hanpumep, TETPaIUKINHBI,
Ccynb(haHUIaAMH]IBI, SPUTPOMUIINH, XJTOopaM(PEHUKON), TaK KaK B UCCIEIOBAHUSIX in Vitro ObLI
BBISIBJICH aHTAarOHU3M MEX/1y TaHHBIMH MpenapaTamMu.

[lpr coBMECTHOM NpPUMEHEHHWH C 1e(a30IMHOM BO3MOXHO YCHJICHHE HE()POTOKCHUECKUX
CBOWCTB JIPYTUX aHTHOAKTEPUAIBHBIX MPENapaToB (HAlpUMEp, aMUHOTIIMKO3HUOB, KOJHCTHHA,
MOJIMMUKCHHA B), Hoa-cojepkamux KOHTPACTHBIX MPENapaTroB, BBICOKUX /03 METOTpeKcara,
HEKOTOPBIX IPOTUBOBUPYCHBIX MPENapaToB (HampuMep, allukKJIOBUD, POCKapHET), IEHTAMUINHA,
[IUKJIOCTIOPHHA, TaKpOJIMMYCa, IUIATHHOCOJAEPIKAIIUX IPENapaToB W TUYPETUKOB (Hampumep,
dbypocemuna). I[Ipu HEOOXOAMMOCTH HMX COBMECTHOTO MPUMEHEHHS C Ie(a3oimHOM CleayeT
THIATETFHO KOHTPOJIUPOBATH (PYHKIIHIO TIOYEK.

[Ipn OTHOBPEMEHHOM MPUMEHEHHH C «II€TJICBBIMUY» AUYPETHKAMU (Hampumep, GypoceMHIoM)
POMCXOTUT OJIOKa/a KaHAIBIIEBOM CEKpeluy eda3oinHa, YTO MPUBOJUT K MOBBIIICHUIO €TO0
KOHIICHTPAIlMH B TU1a3Me KpoBu. [1o 3Tol npuunHe crepyer n3beratb COBMECTHOTO TPUMEHEHHS
JAHHBIX MTPENapaToB.

[Ipu coBMecTHOM Ha3HaueHWM Ieda3zoiuHa ¥ MPOOSHEIUAa CHUXKACTCS IMOYCYHBIA KIUPEHC
nieda3oHa, YTO MPUBOJUT K YBEJIMYCHUIO BPEMEHH BHIBEIICHHSI TIpenapaTa U MOBBIIICHUIO €T0
TUTa3MEHHOW KOHIICHTPAIUH.

B penxux ciaydasx mehanocrnopruHbl CIOCOOHBI BBI3BIBATh HAPYIIECHUSI CBEPTHIBAEMOCTH KPOBH.
[Tpu HE0OXOUMOCTH COBMECTHOTO IIPUMEHEHUS C IEPOPATBHBIMU aHTUKOATYJITHTaMH, 0COOCHHO
B BBICOKHMX 033X, CIIEIyeT KOHTPOJIMPOBaTh IIOKa3aTeln Koaryiorpammbel. Hekoropsie
1e(amoCcnopuHOBEIE AHTHOMOTHKH, HAaIIpuMeEp, liepaman 10, nedoreran u nedazoanH, MOaaBIAI
KUIIEYHYI0 MHUKPOQIIOpY, CIIOCOOHBI HapylmaTh MeTa0oiau3M BuTamuHa K, 4To CHMXKaeT ero
oOpa3oBaHHEe B OpraHm3Me, OCOOCHHO Yy TAIMEeHTOB C HUCXOAHBIM jaedunmurom. Moxer
noTpe0OBaThCsl Ha3HAUCHHE TIpenapaToB ButamuHa K.

[lpr OIMHOBpEMEHHOM NPUMEHEHWHU C TIpernapaTaMi, CHIDKAIOIIMMHU arperamuio TPOMOOIUTOB
(HampuMep, HECTEPOUTHBIMU TPOTUBOBOCIATUTEILHBIME IpPEapaTaMu) YBEIUYHBACTCS PHCK

pa3BUTHUS KPOBOTECUYCHU.
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Ileazonmna MokeT BBI3BIBATH AUCYIbOUP 01107106 I;E:'M%ﬁ'T%ﬁHgﬁ;{BgMHHOM

MMPUMCHCHHUHA C OTAHOJIOM.

4.6. DepTUILHOCTDH, 0EPEMEHHOCTDH U JIAKTALMS

bepemeHHOCTD

HedazonuH mnpoHUKaeT depe3 IUIANCHTY. JIOKIMHUYECKHE WCCIeNOBaHUSI IpermapaTa Ha
JKUBOTHBIX HE TTOKA3aJI1 HAIMYHS MPSIMOM WIJIM HEMPSIMOM pENPOIYKTUBHON TOKCUYHOCTU. TeM He
MeHee, TaK Kak JJaHHBIX MO0 0€30MacHOCTH MPUMEHEHUs IMpernapaTa HeI0CTaTOYHO, Ha3HAUYEHUe
nedazonrHa npu 6€pEMEHHOCTH JOMMYCTHMO TOJLKO B TOM CIIy4ae, €CIIM OXKHUaaeMasl MMoJib3a s
MaTepH IPEBBIIIAET NOTCHIUAIbHBIN PUCK IS IUIOJA.

Jlakranus

[edazonux BeiaeNsIeTCA B TPYIHOE MOJIOKO B KpaiiHe HEOOIbIINX KOJIMYECTBaX, IPU MPUMEHEHUN
npenapara B TEpaneBTUYECKUX J103aX BO3JEHCTBUE HA HOBOPOXKJICHHOIO MajoBeposTHO. Ecnu y
HaxXo4dmerocsa Ha TIpyaAHOM BCKAapMIIMBAHUWKW HOBOPOXACHHOI'O pPAa3BUBACTCA JUApCsa WA
CUMITOMBI KaHJ1/1032, CIEIyeT PEIIUTh BOIIPOC O MPEKPALEHUHN TPYTHOTO BCKapMIIMBAHUSI WU

00 oTMeHe Tpenapara.

4.7. BuusiHMe HAa CNOCOOHOCTH YNPABJATH TPAHCNOPTHBIMH CPeJICTBAMH M padoTaTth ¢
MeXaHM3MaMH

Bausinusa nedazonuHa Ha CIOCOOHOCTH YHPABIATh TPAHCIOPTHBIMU CPEACTBAMU U paboTaTh C
MeXaHU3MaMH BbISIBIIEHO He ObUT0. Tem He MeHee, Tak Kak Ha ()OHE MPUMEHEHUs Ipernapara
BO3MOXXHO Pa3BUTHE TaKUX MOOOYHBIX 3(P(PEKTOB, KaK TOIIHOTA, PBOTA, TOJOBOKPYKECHUE H
CYIOpPOTH, ClIeAyeT COOII0AaTh OCTOPOKHOCTh MPH BBIIOJHEHUH JAHHBIX BUIOB EATEILHOCTH U

BO3JCPKATHCA OT HUX B CIIydac pa3BUTHA YKA3aHHBIX HEXCIATCIbHBIX SIBIICHUH.

4.8. HexenaTejbHbIe peakunu

Pe3roMe HexxenaTeabHbIX PEAKIINN

HesxenarenbHbIe peakluy MepeurciiCHbl HIKE B COOTBETCTBUH € KIIACCH(PHUKAIHEH TI0 OCHOBHBIM
CHUCTEeMaM M OpraHaM M YacTOTe BCTPEUAEMOCTH, KOTOpas Oblia OMpeeleHa B COOTBETCTBUU C
knaccudukanueir BcemupHoit opranusanuu 3apaBooxpanenus (BO3): ouens uacmo (> 1/10);
yacmo (> 1/100, no <1/10); neuacmo (= 1/1000, no <I1/100); peoxo (= 1/10000, no <1/1000);
ouenb pedko (< 1/10000); yacmoma Heuzsecmua (Ha OCHOBAHUU UMEIOWUXCS OAHHBIX OYEHUMD
HEeBO3MOICHO).

Hugpexyuu u unsazuu

Heuacmo: kaHIu03 MOJIOCTH pTa (MIPU AOITOBPEMEHHOM MIPUMEHEHHH ).
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Peoxo: reHUTaNbHbIA KaHIW103, BATUHHUT. (NMOCNEOCQBATENEHOCTL 0001)

Hapywenus co cmoponuvl kposu u tumgamuyeckou cucmemsl

Peoxo: nelikonenusi, TpaHyJOLUTONEHUS, HEUTPONEHUS, TPOMOOIMUTONECHHS, JEUKOIUTO3,
TPAHYJIOIHUTO3, MOHOIMTO3, JUMQOIUTO3, TpPOoMOOIUTO3, nuMpouuToneHus, O6azodums,
so3uHOuinsA. Kak mpaBuio, AaHHbIE HEXeNaTeNbHbIE SIBICHHS HOCAT KPaTKOBPEMEHHBIH
XapakTep U SIBISTFOTCSI OOPaTUMBIMHU.

Ouenv peoko: HapylIEHUS CBEPTHIBAEMOCTH KpPOBHM U, Kak CJIEJICTBHE, IOBBILIICHHAS
KPOBOTOYHMBOCTh, AHEMHS, arpaHyJIOLUTO3, alulacTU4ecKas aHeMHus, [aHLIUTOIEHHUS,
reMOJUTHYECKAst aHEMUSL.

Hapywenus co cmoponvl uMMyHHOU cucmembl

Heuacro: nuxopanka, apTpairusi.

Ouenv peoko: aHapUIAKTUYECKHH INMOK (pa3BUTHE OTEKa TOPTaHU C CY)KCHHEM IIPOCBETa
JBIXaTENIbHBIX IyTEH, IMOBBIIMIEHUE YacTOTHl CEPACYHBIX COKPAILEHUH, OJBIIIKA, CHUXECHHE
apTepHalIbHOTO JIaBIICHUS, OTEK S3bIKA, OTEK JIUI[A, aHATHHBIA W/WIH TeHUTAIBHBINA 3Y/).
Hapywenusa memabonuzma u numanus

Peoxo: runeprivkeMust UM TUIOTIUKEMUSI.

Hapywenus co cmoponul HepéHoli cucmemvl

Heuacmo: pazButue cynopor (y ManueHToB ¢ HapyIIeHHeM (YHKIHUU MOYeK MpU MPUMEHEHUU
npernapara B BBICOKHX J103aX MPU HECOOTIOIEHUH PEKUMA JI03UPOBAHUS).

Peoxo: ronoBokpyxeHHe, HETOMOraHue, 00IIas cliadocTh, KOLIMapHble CHOBHJIEHUS, BEPTUTO,
TUIEPaKTUBHOCTh, HEPBO3HOCTh WJIM TPEBOXKHOCTh, OECCOHHUIIA UM COHJIMBOCTh, HapyIICHHE
I[BETOBOCTIPHUSATHS, CIyTAaHHOCTh CO3HAHUs, MOBBIIICHUE CYJOPOXKHOW AKTUBHOCTH TOJIOBHOTO
MoO3ra.

Yacmoma neuzgecmua: CynOpOTH.

Hapywenus co cmoponwl cocyoos

Peoxo: «npunuBb.

Hapywenusa co cmoponvl OvixamenvbHotli cucmemvl, 0p2aHo8 2pyOHOU KIemKU U cpedoCmeHuUs:
Peoxo: nneBpanbHBIi BBIIIOT, 00JIb B TPy, OPOHXOCTIAa3M, OJBIIIKA, Kallellb, Pa3BUTHE OCTPOTO
PEeCIMpPaTOPHOTO AUCTPECC-CUHAPOMA, PUHHUT.

Kenyoouno-kuwieunvie HapyuleHus

Yacmo: oTeps anmeTuTa, 1uapes, TOIHOTa, pBOTA, O0JIb B )KUBOTE.

Ouenv peoxko: pa3BUTHE TICEBJOMEMOpaHO3HOrO KonuTa. JlaHHOe cocTosiHue TpedyeT
HEMEJJICHHOTO Hayajia JieueHus (cM. pasaen 4.4.).

Hapywenusa co cmoponbvl neuenu u scenyuebl@o0Auux nymeu

Peoxo: npexoasIce MOBBIMICHUC AKTUBHOCTH «IICYCHOYHBIX» TpaHCAMHWHA3: aJlaHMHAMHUHO-
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tpancdepaszsl (AJIT), acmaprarammHOTpaHchEpasbl (%}5,1@%ﬁgﬁw%&g§hﬂj"QMMa-

rIyTaMuiITpancepasbl, JaKTaTACTUAPOTreHas3bl, IOBBIIICHWE KOHLEHTpAlMu OWIMpyOuMHa B
IU1a3Me KPOBHU, TPAH3UTOPHBIN T'€MaTHT, XOJIECTAaTUYECKast XKEATyXa.

Hapywenus co cmoponvl Kodtcu u NOOKONCHBIX MKAHeLl

Yacmo: chllib.

Heuacmo: »putema, skccynaTtuBHas (moinuMopdHas) spuUTeMa, KpanuBHUIA, KOXKHBIA 3y,
AQHTMOHEBPOTUYECKUH OTeK (oTek KBHuHKeE).

Peoko: Toxcuueckuit snuaepManbHBIA  Hekposm3 (cuHapom Jlaiienna), 370KauecTBEHHAs
sKccynaTuBHas 3puteMa (cuaapom CtuBeHca-/[)KOHCOHA).

Hapywenus co cmopoHuvl nouex u Mouesvbi800auwux nymet

Peoxo: muTepcTHLIMANBHBI HEPPUT, MPOTEHHYPHS, NMPEXOIAIIEe MOBBIIICHUE KOHIEHTPAIUU
MOUYEBHHBI B IJIa3M€ KPOBH (KaK MPaBUJIO, Y MALIMEHTOB, MOJYYAIOIIUX TEPANUIO B COUETAaHUU C
IpYTMMU HEPPOTOKCHUYECKUMH MpenapaTraMu ), HeporaTusi HEyTOUHEHHAs U APYTUe MPOSIBICHUS
HE(POTOKCUIHOCTH.

Obwue napyuwienus u peakyuu 6 mecme 68e0eHuUs.

Yacmo: 00nb B MECT€ MHBEKIHH MOCJIE€ BHYTPUMBIIIEUHOTO BBEJCHHS, MHOT/AA C Pa3BUTHEM
VIUIOTHEHHUS.

Heuacmo: Tpom60¢pne6uT u ¢pae6ut (mpy BHYTPUBEHHOM BBEACHUN).

JlabopamopHvle u uncmpymenmanbHble OaHHble

Yacmoma Heuzgecmua: IJOXHOMONOXUTENbHAs peakuus Kymbca, runepkpeaTHHUHEMHUS,

yBEJIMUYEHUE MPOTPOMOUHOBOTO BPEMEHHU, JIOKHOMOJIOKUTENbHAS PEaKIUsi MOYHU Ha TIIIOKO3Y.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare 0 MOJ03peBaeMbIX HEXKENaTeNbHBIX pEeakIusiX I[0Clie pPETUCTpaluu
JIEKapCTBEHHOI'0 Tperapara ¢ 1efbio 00ecredeHns] HeMPEephIBHOTO MOHUTOPUHTA COOTHOIICHUS
«oNb3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeTuIuHCKAM pa0OTHUKAM PEKOMEHIYeTCs
co00IaTh O JIFOOBIX MOI03PEBACMBIX HEXKENATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO IMpernapara
yepe3 HallMOHAIbHBIE CUCTEMbI COOOIIECHHS O HEXENaTEebHBIX peakUusix rocydapcTB — YJICHOB
EBpa3zuiickoro 3KOHOMUYECKOT0 COH03a.

Poccniickas @enepanys

®denepanbHas cryx0a 1Mo Ha3opy B chepe 31paBOOXPAHCHUS.

Anpec: 109012, r. MockBa, CnaBsiHcKas miomazis, a. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnekTpoHHas nmouta: pharm(@roszdravnadzor.gov.ru
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https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMOTOMBI

l'onoBHas 6o, BEPTUTO, MAPECTE3UN, AKUTALNS, MUOKJIOHHS, CYyJOPOTH.

JlaGopaTopHbIe IPU3HAKYU: OBBIIIEHNE KOHLIEHTPAL[MY KPeaTHHUHA U MOYEBUHBI B I1JIa3M€ KPOBH,
IIOBBIIIEHUE AKTUBHOCTH «IIEYCHOYHBIX» TpPaHCAaMMHAa3 W KOHLEHTpalUuu OuiaupyOuHa,
nojoxuTenbHas peakuus KymOca, TpoOMOOIUTONEHHS WM TPOMOOIMTO3, 303WHO(DUIHS,
JICUKOTICHHSI U YBEIMUYEHHE TPOTPOMOMHOBOTO BPEMEHH.

Jleuenune

B cnywae pasButus cygopor unedasoiuH HEOOXOIMMO HEMEAJICHHO OTMEHUTh, CIEIyeT
TIIATEIbHO KOHTPOJIMPOBATH MTOKA3aTENHU KU3HEACATEILHOCTH, P HEOOXOIUMMOCTH MPOBOIUTH
CHUMIITOMAaTUYECKYIO TEpaIrHio, B CIlydyae pa3BUTHs CyIOpOr MOXeET MoTpeOoBaThcs Ha3HAuUCHHE
IPOTUBOCYJOPOXKHBIX IpenapaToB. B ciyuae Tskenol mepeno3upoBKH M HEIPPEKTUBHOCTH
JPYTUX METO/OB JICUEHHs] BO3MOXHO NMPOBEJCHHUE reMoauanu3a. [leputoHeanbHplil 1uannus He

3P PEKTUBEH.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoguHAMUYECKHE CBOIICTBA

dapmakoTepaneBTHUECKasi TpyMNa: aHTUOAKTepUAIbHBIE CPEACTBA CHUCTEMHOTO JCHCTBUS;
npyrue 6eta-JaKTaMHble aHTHOAKTepUaIbHbIE CPECTBA; LePaTOCTIOPHUHBI IEPBOTO MOKOJICHUS.
Koxg ATX: JOIDB04

MexaHusM aeiictBus U dhapMaxkoaruHaMudeckne YO heEKTHI

HedanocnopuHOBBIN MONYCUHTETHUECKUI aHTHOMOTUK | MOKOJMEHHs Ui MapeHTepalIbHOTO
npuMeHeHus. JlelicTByer OakTepuUUIHO, OJOKMPYS NEHULUWUIMHCBA3BIBAIOUINE OenKu
(HampuMmep, TpaHCHENTHIa3bl), HAPYIIAET CUHTE3 KJIETOYHOW CTEHKH MUKpOOpraHusmoB. MmMeer
IIUPOKUI CHEKTp ACHCTBUSA. PacnpocTpaHEHHOCTh NMPUOOPETEHHON PE3UCTEHTHOCTH MOXKET
UMeTh Teorpaduyeckre paziauuus, a TaKKe HU3MEHSAThCS C TEUEHHUEM BPEMEHH, HEeoO0XOIuMO
YYUTBIBATh MECTHYIO HH(POPMaLINIO, 0COOEHHO B Clly4yae JeueHHs! TSKEIbIX HH(PEKINH.
Mukpoopeanusmvul, uygcmseumenvhsie K yegazonuny

['pammonoxkurensHbie adpoOwl: Staphylococcus aureus (4yBCTBUTEIBHBIM K METHIIMIUINHY),
Staphylococcus  saprophyticus,  Streptococcus pneumoniae, Streptococcus agalactiae,

Streptococcus pyogenes, Corynebacterium diphtheria, Bacillus anthracis.
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['pamoTpunaTenbuble MHKpPOOpraHU3Mbl: Neibseria }’r!_el"r;'zr-tg—zlg 'E BiNgrss b1t - go_hg;r':mo"eae,

Shigella spp., Salmonella spp., Treponema spp., Leptospira spp.
Mukpoopeanusmbi, ymepeHHo yyecmseumenbHule K yeghazonuny
['paMIIONIOKHUTENbHBIE  a3pobbl:  Staphylococcus — aureus,  Staphylococcus — epidermidis’,
Staphylococcus haemolyticus”, Staphylococcus hominis®, Streptococcus pneumoniae” (yMepeHHO
YYBCTBUTEIbHBIN K MICHUIIWIIMHAM ).

I'pamoTpunarenbuele a3poosl: Escherichia coli, Haemophilus influenzae™, Klebsiella oxytoca ™,
Klebsiella pneumoniae, Proteus mirabilis.

Muxpoopeanuzmbi, obradarwue nPUpoOHoU YCmoudyugoCmvio K yedhazonumy
I'pammonoxxurensHbie ad3poObl: Enterococcus spp., Staphylococcus aureus (YCTOWYUBBIA K
METUIIWILINHY), Staphylococcus pneumoniae (yCTOWYUBBINA K IEHUITWILTUHY).
['pamoTpunaTenbHbie adpoOsl: Acinetobacter baumanii, Citrobacter freundii, Enterobacter spp.,
Morganella morganii, Moraxella catarrhalis, Proteus vidgaris, Pseudomonas aeruginosa,
Serratia marcescens, Stenotrophomonas maltophilia.

AHa’poObI: Bacteroides fragilis.

[Tpoune mukpoopranusmel: Chlamydia spp., Chlamydophila spp., Legionella spp., Mycoplasma
Spp.

Pe3ucTtenTHbIe K MEHUIIWIUTUHY Streptococcus pneumoniae BCIEICTBUE HATUYUS TIEPEKPECTHOM

PE3UCTEHTHOCTH K IeaJocnopuHaM HEYYBCTBUTENIBHBI K Le(dalocrnopuHaM, BKIIOYas

neda3oyuH.

*B HEKOTOPBIX PErMOHAX YACTOTA PE3UCTEHTHOCTH MUKPOOPTaHU3MOB MOXKET MpeBbiath 50 %
**aKTyalbHblE JAHHBIC O PACIPOCTPAHEHHOCTH PE3UCTEHTHOCTH OTCYTCTBYIOT, B HCCIIEAOBAHUAX (IaBHOCTHIO
Oosee 5 JeT) coO0MAIOCH O YaCTOTE PE3UCTCHTHOCTH MUKPOOPraHu3mMoB™> 50 %

*%*B0 BHEOOJIHPHUYHBIX YCIOBUSIX PACIIPOCTPAHEHHOCTh PE3UCTEHTHOCTH He npeBsimaeT 10 %

5.2. ®apmakokuHeTHYeCKHe CBOIICTBA

AbGcopbuus

[Tpu nepopanbHOM MpreMe 11eda30INH He BCAChIBACTCS, IOITOMY Npenapat MpUMEHSETCS TOJIbKO
napeHrepanbHo. [locie BHyTpuMBIIIEYHOTO (B/M) BBeeHUs 11e(ha30auH OBICTPO BCACKIBACTCS U3
MECTa WUHBEKIIMH, HO CPAaBHEHHIO C OOJBITMHCTBOM APYTUX Ie(PalIOCTIOPUHOB, KOHIIEHTPALIUU
mpernapara B Ij1a3Me KPOBH BBIIIE U COXPAHSIOTCS J10JIbIIE.

[Tocne BHyTpUMBIIIEYHOTO (B/M) WM BHyTpuBeHHOTO (B/B) BBeneHus 1,0 r mpemapaTta ero

KOHICHTpAaus B IJIa3ME KPOBU U3MCHACTCA CIICAYIOIIUM 06pa30M:

Konnenrpauuu (MKr/min) B 1jia3mMe KpPOBH MOCIIE BHYTPUMBIIIEYHOTO BBEACHUS

Hoza

30 MmuH

lua

29

44

64

84

10 g

1,0r

60,1

63,8

54,3

29,3

13,2

7,1

4,1
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0,51 36,2 36,8 37,9 15,5 (MO IFAOBATEMEHOC T 000T)
Konnenrpauuu (MKr/mit) B 1ja3mMe KpOBH IOCIIE BHYTPUBEHHOTO BBEICHUS
Hoza 5 MuH 15 muna 30 muH 14 249 44
1,0r 188,4 135,8 106,8 73,7 45,6 16,5
Pacnpenencuue

Cs3p nedaszonuua ¢ Oenkamu 1maazMbel kpoBHu coctaBisieT 70 — 90 %. Lledazonun xoporio
MPOHUKAET B Pa3jIMYHbIC OpraHbl U TKaHW, BKJIOYas JIETKUE, MEYEHb, KOKY M MITKUE TKaHH,
CYCTaBBl, cep/iie, OpIOIINHY, CPEeJHEE YXO0, MHHIAINHBI, CTEHKY JKEITYHOTO My3bIpsl, aleHauKC,
a TaKke B (PU3MOJIOTUYECKUE KUIKOCTH opranu3mMa. O4eHb BBICOKHE KOHIEHTpALMU Mpenapara
CO3/al0TCsl B MoYkax — nocie BeeneHus 1,0 r uedaszonnHa ero KOHIEHTPAUs B MOY€E JOCTUTAET
4000 Mxr/mi1. B oTcyTcTBUE 0OCTPYKIIUH KEITYEBBIBOIAIIMX ITyTeH, uepe3 90 — 120 munyT nociue
BBEJICHUS TIpernapara, 1neda3oinnH oOHapy>KUBAETCs B KEIIYU B OONbIIeH KOHIEHTPAIIUU, YEM B
mwiasme kpoBu. Clenyer yduThiBaTh, YTO Yy MAllMEHTOB C HapyHIEHHOW MPOXOAUMOCTHIO
JKEITYEBBIBOSAIINX MyTeH, KOHIEHTpaLUs Mpernapara B K€Yl MOXKET ObITh 3HAYUTENIBHO HIKE
ta3mMeHHoi. [lpenapar npoHukaeT yepes IJIalleHTapHBI Oapbep, 0OHAPYKUBAETCS B TPYAHOM
Mosoke. [IpoHuKaeT B CTTHHOMO3TOBYIO XHIKOCTh (CMJK) B He3HAUNTENBHBIX KOJTMYECTBAX, HA
¢dboHe BocnasieHUs1 MATKOM MO3TOBOM 000JI09KHU KOHIIeHTpanus npenapata B CMXK cocrasuser 0
— 0,4 mxr/min. Ilpenapar mpoxoIuT udepe3 KamuUIApHbIE MEMOpaHbl B KOCTAX M JIOCTUTaeT
OaKTEpUILIUTHBIX KOHIICHTPAII KaK B 3IOPOBBIX, TAK U B MOPAKEHHBIX OCTEOMUEIUTOM KOCTSIX.
Konnenrpauusi npemnapara B CyCTaBHOM UJKOCTH COINOCTaBMMa C KOHLIEHTpalued B IUa3mMe
KpoBH. B TepaneBTHUECKNX KOHUEHTpALUAX OOHAPYKUBAETCSA B aCHUTHYECKOW U IUIEBpaTbHON
KUAKOCTSX, BOCIIAIUTEILHOM dKCCYAATe.

Buorpancdhopmarims

Hedazonun He METa0OIM3UPYETCS B OPraHU3ME YEIIOBEKa.

DJIMMUHALHS

Bosnblias yacTh BBEAGHHOIO MpenapaTa BbIBOAUTCS ¢ MOUYOM 3a CUET KJIyOOUKOBOW (pUIIBTpaliuu
Y KaHAJIbIIEBOM CEKpeLM B MUKPOOHOJIOTNYECKH aKTUBHON (opMe.

B Teuenue nepBbix 6 4 ¢ MOMEHTa BBeIeHUsI, ¢ MOYO BbiBoauTcs 60 — 90 % npenapara, B TeueHue
cyTok — 70 — 95 % ot BBezieHHOI 103b1. HeOombIast yacTh mpernapara BEIBOAUTCS U3 OpraHU3Ma
BMecTe ¢ kendbto. [leprnon noiayBeiBeieHNS y MAUEHTOB ¢ HapylmeHusIMu GpyHkunu nodek (T12)

MOXET YIIUHATBCS 10 20 — 40 4.
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6. ®APMAIEBTUYECKHUE CBOMCTBA [OCTIEOCEATENEHOCTE 0007)

6.1. IlepeyeHb BcmoMOraTeJbHbIX BelIECTB

OTCYTCTBYIOT.

6.2. HecoBMecTHMOCTHL

JlaHHBIN JIeKapCTBEHHBIN IpernapaT He CcIeAyeT CMEIIMBaTh C APYTUMHU JIEKApCTBEHHBIMU
nmpenaparaMu, 3a HWCKIIOYEHHEM YIOMSHYTBHIX B paszaene 6.6. lledazonmun dapmaneBTudyecku
HECOBMECTHUM C aHTI/I6I/IOTI/IKaMI/I TpyIIibl aMUHOTJIMKO3U 0B (I‘eHTaMI/II_II/IHOM, KaHaMUIIMHOM,
aMHKAIIMHOM | JIp.); TETPALMKINHOB (OKCUTETPALMKIINH, TETPALIUKINH U JAp.); KOJHUCTUMETATOM
HATpUs;,; TMOJUMUKCHUHOM B; »spurpomunuHoM (B BHJE TJIIOKOT€ITOHATOBOM  COJIH);
0apOUTYpOBBIMU TIPOU3BOAHBIMU (amMoOapOuTai, meHTOoOapOuTaNT); OJICOMHUIIMHOM; COJISIMHU
KanbpIusl (KaJdbIMs TIIOKOTENTOHATOM, KAJbLUS TIFOKOHATOM); IUMETHIWHOM; aCKOPOMHOBOM

KHUCJIOTOM.

6.3. Cpok rognocru (CpoK XpaHeHHUA)

3 rona.

6.4. Oco0Oble MepbI MPETOCTOPOKHOCTH MPU XPAHEHUH
XpaHuTh nipu Temnepatype He Baiie 25 °C.

XpaHUTb B OPUTHHAJIBHON YIIAKOBKE.

6.5. Xapaxrep M coaepkaHue NEPBUYHON YIAKOBKH

[Topomiok [ist MPUTOTOBJIEHUS PacTBOPA JUIsi BHYyTPUBEHHOTO M BHYTPUMBIILIEYHOTO BBEICHUS,
1,0r.

IIo 1,0 r Bo (nakoHBI CTEKISHHBIC, TEPMETUYHO YKYIMOPEHHBIE NPOOKAMU PE3UHOBBIMH C
nocJIeIyromel 0OKaTKON KoJImayKaMy aTFOMUHUEBBIMH.

Ha xaxp1ii ¢pi1akoH HAKJIEUBAIOT dTHKETKY CaMOKJICSIITYIOCS.

ITo 1 unu 5 GprakoHOB C MHCTPYKIMEH IO IPUMEHEHUIO TOMEIIAIOT B TAYKy U3 KapTOHA.

6.6. OcoOble Mepbl TNPETOCTOPOKHOCTH TPH YHUUYTOKEHHMH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara Wil 0TX010B, MOJYYeHHBIX M0cje NPUMEHEeHUs npenapara u
Apyrue MAHUITYJISALMHU € PenapaToM

IIpuroroBiieHue pacTBOpa

Jns BHyTpUMBIIIEYHOTO BBEIEHUs 1 T pacTBOpsAOT B 4 mu Boabl aiid uHbekuud uimu 0,5 %
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pacTBope JHOKauHa. JlIs BHYTPHBEHHOTO CEPYHHOTK Bedeunty Eﬁ'aggﬂ_lyy-l '&631}:' I ﬁ'ﬁllbaTa

pa3BoaaT B 10 My BOZIBI 1Sl MHBEKIIMM, 3aT€M BBOASIT MEUIEHHO, B T€YEHHE 3—5 MUH.

Jl11 BHYTPUBEHHOIO KalleabHOro BBeAeHMs npenapar pasBoadar B 50 — 100 ma 5 % pactBopa
nexcrposbl uin 0,9 % pactBopa HaTpus xjopuaa. Bo Bpems pasBeneHus ¢uiakoHbl HEOOXOIUMO
SHEPTUYHO BCTPSIXUBATH J0 MOJHOTO PACTBOPEHUS.

J1s IpUroTOBJIeHUST HH(PY3UOHHOTO PacTBOPA MOKHO UCIIOIB30BATh CIIEAYIOIINE PACTBOPUTEIIH:
o 0,9 % pacTBOp HaTpus XJIOPUA;

. 5 % pacTtBop AeKkcTpo3bl WK S5 % pactBop aekcTpo3sl ¢ 0,9 % pacTBOpoM HaTpUst XJIOPUA.
CrnenyeT NpuMEHATh UCKIIOYUTEIBHO CBEKENPUTOTOBIEHHBIE U IPO3PAaYHbIE PACTBOPSI.
Bo3moxHas xenroBaTas OKpacka, MOSBISIIOLIASICS MOCIE paCTBOPEHUS MOPOILIKA, HE SIBIISAETCS
yKa3aHWEM Ha KaKoe-JIn0o N3MEeHEeHHe CBOMCTB JIEKapCTBEHHOT O MIpernapaTa Wil Ha OTIIUYHSI B €T0
TepaneBTUYeCKon 3O PEKTUBHOCTH.

Yrunusauus

Het oco06bix TpeGOBaHUH K YTHIU3AIUH.

7. JAEPKATEJIb PETUCTPAIIUOHHOTI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

3akpeIToe akmoHepHOe ob1ecTBo "Papmarnesruyeckas pupma "JIEKKO"

(3AO "JIEKKO")

Anpec: 601125, Bnagumupckas o6., [lerymunckuit paiton, moc. Bonbrunckuii, yi. 3aBojckas,
ctp. 278

Ten./bakc: +7 (4922) 77-32-90

www.pharmstd.ru

7.1. IlpeacraBuTe]b ep:KaTes sl PerucTPAlMOHHOIO YI0CTOBEPEeHHUS

IIperen3uun norpedbuTeiell HANPABIATS 10 AJIPECY:

Poccniickas @enepanvs

3akpsiToe akiroHepHoe obmecTBo "dapmareBTuueckas ¢pupma "JIEKKO"

(3A0 "JIEKKO")

Anpec: 601125, Brnagumupckas o0in., [lerymunckuii paiion, noc. Boasrunckuii, yn. 3aBojckas,
ctp. 278

Ten./paxc: +7 (4922) 77-32-90

www.pharmstd.ru

8. HOMEP PETUCTPAHMOHHOI'O YAOCTOBEPEHMUSA
15
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(NOCNEOOBATENEHOCTE 0001)

9. JTATA IEPBUYHOM PETUCTPAIIMM (IIOATBEPKJIEHUA PETUCTPAIIUN,
HEPEPETUCTPAIIUN)

10. IATA IEPECMOTPA TEKCTA

OO6mas xapakTeprCTHKA JIeKapcTBeHHOTOo Tipenapara Lledazonun qoctynHa Ha HHGOPMAITMOHHOM
noptaie EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIMOHHO-KOMMYHUKAIIMOHHOW CETH

«UuTepuer» http://eec.eacunion.org/
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