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OBIIASI XAPAKTEPUCTHUKA JEKAPCTREHHOTO TIPERAPATA "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Hedazonun, 0,5 r, mOpomoK [jisi NPUTOTOBICHHUS pacTBopa i BHYTPUBEHHOTO U
BHYTPUMBIIIEYHOTO BBEICHUS.
Ledazonun, 1 r, mOpOmIOK i TNPHUTOTOBIEHUS  pacTBOpa Ui BHYTPHUBEHHOTO U

BHYTPHUMBIINICYHOI'O BBEACHUS.

2. KAMECTBEHHBIN M1 KOJIMYECTBEHHBINA COCTAB

JleiicTBytol1ee BemecTBo: 1eda3oiuH.

Ledazomun, 0,5 r, mOpomok i TPUTOTOBICHHS pacTBOpa sl BHYTPUBEHHOTO U
BHYTPHUMBIIICYHOTO BBEICHUS

Kaxxnprit dpakon comepxut 0,5 r nedazonnna (B BUIe HATPUEBOMH COJIN).

BemectBa, Hanmumuume KOTOPBIX HAJ0 YYMTHIBATH B COCTaBE JICKAPCTBEHHOTO IIperapara:
HaTpuii (cM. pazaen 4.4).

Iledazonun, 1 r, mMOPOIIOK JUIsi NPHUTOTOBIEHHS pPAcTBOpa Uil  BHYTPUBEHHOIO U
BHYTPHUMBIIICYHOTO BBEICHUS

Kaxnpiit pnaxon cogepxut | T nedaszonnHa (B BUae HATPHUEBON CONHN).

BemectBa, HanmMuMe KOTOPHIX HAA0 YYUTHIBaTH B COCTaBe JICKAPCTBEHHOTO IIperapara:

Hatpuit (cMm. pasnen 4.4).

3. JEKAPCTBEHHAS ®OPMA

IIpenapam 6e3 pacmeopumens
[Ipenapar
HOpOHIOK JJISL HpI/IFOTOBJ'IeHI/Iﬂ paCTBopa JUJIA BHyTpI/IBeHHOFO nu BHy’[’pHMBIHIG‘IHOFO BBCIACHUA.

HOpOI.HOK 0eJ10ro Uiau OENOro C KEJITOBAaThIM OTTEHKOM OBCTA.

Ilpenapam nocmasnsemcs ¢ pacmeopumenem (cm. pazoen 6.5)

[Ipenapar

[Topomok fJ1st TPUTOTOBIICHUSI PACTBOPA ISl BHYTPUBEHHOT'O U BHYTPUMBIIIIEYHOTO BBEACHUS.
[Topomiok 6enoro uim 6eIoro ¢ KEeNTOBATHIM OTTEHKOM I[BETA.

PacTBopuTens

Bona mist uEbeKIni, pacTBOPUTENH AJI IPUTOTOBIICHUS JIEKAPCTBEHHBIX (DOPM TSI HMHBEKITUIA

becuBetHas mpo3padHast )KUIKOCTh 03 3amaxa.
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4. KINHUYECKUE JJAHHBIE (NOCNEOCBATENEHOCTE 0002)

4.1. IToka3aHusl K NPUMEHEHHIO

bakTepuanpable HTHPEKIIMY, BBI3BAHHBIC YYBCTBUTEIBHBIMU K 1Ie(a30JIMHY MUKPOOPTaHH3MaMHU:

e Uudexnuu apIxaTenbHBIX MyTEH

e Hdekun MOYEBBIBOIAIINX U TIOJOBBIX ITyTEH

o UH{}eKuu KeTIeBBIBOISIINX Ty TeH

o UH}eKuu KOXH, MITKUX TKaHEH, KOCTEeH U CYyCTaBOB, BKJIIOYAsi OCTCOMUCTUT

e bakTepHalbHBIN YHAOKAPIUT, CETIICUC

e uTpaomnepanuonHas npoduiIakTHKa pa3BUTUS HMHGEKIUH (MpoduIaKTUYECKOe MPUMEHEHHE
neda3oiMHa MOXKET CHU3HTh BEpPOSTHOCTh Pa3BUTHSA HH(PEKIUH B IOCICONEPATMOHHOM
epuoie).

YyBCTBUTEIBHOCTh aHTUOMOTHKOB IN VItr0 MEHsAETCS B 3aBUCHMOCTH OT reorpauueckoro peruoHa

U C TeYeHHWeM BpeMeHH. llodTomy mpu BBIOOpE AHTHOAKTEPHAIBLHOW TEparuu HEOOXOIMMO

YUUTHIBATh MECTHYIO HH(pOpManuio o pe3ucTteHTHOcTH. [Ipu Hanumuuu BO3MOXKHOCTHU CIETYET

MIPOBECTU OTpeJeNieHne YYyBCTBUTEIBHOCTH BO30YyIuTENs K aHTHOAKTEpHAIIbHBIM IMpernaparam.

Tepanusi MoxxkeT OBITH HayaTa OHOMIIMPUYECKU, O TMOIYYEHUS pPE3ylbTaTOB TecTa Ha

YYBCTBUTCIIBHOCTDH K aHTI/I6I/IOTI/IKaM.
4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

HO?:BI nperapara v MNPOAOIKUTCIBHOCTE KypcCa JICUHCHUSA YCTAaHABJIWBAIOTCA WHAWBUAYAJIBHO,
C YUCTOM TsKECTH TCUYCHHA W JIOKAJIMW3aluu I/IH(l)eKIII/II/I, a TaKXe HOTGHHH&J’IBHOﬁ

YYBCTBUTCIIbHOCTU BO36YI[I/ITCJ'I51.

Bspocnvie

CpenHsisi cyTouHas 1032 0151 63pociblx — 1-4 T; KpaTHOCTh BBelIeHUS — 3-4 pas3a B CyTKHU.
MakcumanbHass cyTtouHass go3a — 6 1. CpegHssi TPOJOIDKUTENBHOCTh JICUCHUS COCTABIISET
7-10 mHeil. B cooTBeTCTBUU C MPUHLMIIAMHU aHTHOAKTEpUATBHON TEparuu Kypc JICUCHUS CIeAyeT
MPOJOIKATh KaK MHHUMYM B TeueHHe 2-3 JHEH mocie pa3pelieHus JUXOPAAKU UITH J0 MOTyYSHUS

MOATBEPK/ICHUS IpaTUKALUU BO30YIUTES.

KparaocTb
Bun nadexmpm Pazosas go3a P
BBEJICHUS
WHpekunn nerkoi CTeNeH! TAKECTH, BHI3BAHHbIE
05-1r Kaxnasie 8 u
YyBCTBUTEIbHBIMH I'PAMITIOJIOKUTEIBHBIMU KOKKaMH
ITHeBMOKOKKOBAsI THEBMOHUSA 05r Kaxnrie 12 u
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O REQOBATENEROCTE OO

OcTpble HEOCIOKHEHHBIE HHPEKITUU MOYEBBIBOISIITHX LT TEHVEA TETTBHVA TD VUL

. T Kaxnere 12 a
nyTen
Nudexnuu cpeaHeit wim TsHKEI0M CTeTICHH TSHKECTH 05-1r Kaxnpie 6-8 1
Kuzneyrposxkaroniyue HHPEKIUU (Hanpumep, CeTcuc,

N % 1-15r Kaxnpie 6 1

OakTepHaIbHBIN HIOKAPIUT)

* B peIKUX CITydasx MPUMEHSIOTCA 036l A0 12 T B CyTKH.

IIpoghunaxmuxa unmpaonepayuoHHbIX UH@eKYUll

3a 30 mMuH - 1 4 10 onepalyu B/B WK B/M CJIeyeT BBECTH IEpBOHAYAIBHYIO 103y Ieda3onmnna — 1 T.
[Ipu mponoKUTENbHBIX omnepanusx (2 4 U J0JIbLIE) HEMOCPEJICTBEHHO BO BpeMs OIlepaluu
nomnonHuTenbHo BBoauTes 0,5 r - 1 1 mpemapara. J{o3bl U BpeMsi BBElIEHUS 3aBHUCSIT OT THUIA U
MIPOJIOJKUTENIBHOCTH orepaiuu. B reuenue 24 4 nocine onepanuu BBogutcs o 0,5 r - 1 r npenapara
B/B WJIU B/M C HHTEpBAJIOM 6-8 d.

Ecnu BO3MOXXHOCTD pa3BUTHUS HH(MDEKINH MPEICTABISIET COO0N OONBIIYI0 OMACHOCTh ISl AI[MeHTa
(Hampumep, Mociie ONepaluyu Ha CepJle WIA CEepPbe3HOW OpPTONMEIUYECKO Omepaluu, TaKoW Kak
II0JIHAsl 3aMEHa CyCTaBa), pEKOMEHAyeTCs IPOI0JIKAaTh BBEJCHHE IIpenapaTa B TeueHue 3-5 qHeil.
BaxxHo coOnroaath ykazaHHBIE BBILIE CPOKU, UTOOBI BO BPEMSI BBIIIOJIHEHHS XMPYPrUUe€CcKOro pazpesa
B CBIBOPOTKE KPOBH U TKaHSIX YK€ MPUCYTCTBOBAIM JOCTATOYHbIE KOHIEHTPAMU aHTUOMOTHKA. B
clly4ae TOBBIIICHHOTO PUCKA Pa3BUTHSA aHA’POOHOW MHGEKUUHU (HApUMEp, MOCIEe OMEepaTUBHOTO
BMEIIATENLCTBA HA TOJCTOW KHUIIKE) PEKOMEHIYeTCs JOMOJIHUTENbHOE MPUMEHEHHE Mperapara,

aKTHUBHOTO TIPOTUB aHA3POOOB.

Oco0BIe TPYIIIHI ITAIMEHTOB

Iayuenmsi ¢ napywenuem yHKyuu nouex

KOppeKHI/IH AO03bI Y B3POCJIbIX MTAITUCHTOB C HAPYUICHUCM (1)YHKI_II/II/I IIOYCK

Kmpenc kpeatnnnna (KK) KoHuenTpanus Ho3za (% ot WHTepBanel MEXIY
(Mn/muE X 1,73 M?) kpeatuHuHa (Mr/100 M) |  HavaabHOMN) BBEJICHUSIMU (1)
> 55 <15 100 % Koppekuuu 10361
He TpeOyeTcs
35-54 16-30 100 % 84
Kmupenc kpeatnnnna (KK) KoHuenTpanus Ho3za (% ot WHTepBanel MEXIY
(Mn/muE X 1,73 M?) kpeatuHuHa (Mr/100 M) |  HavaabHOMN) BBEJICHUSIMU (1)
11-34 31-45 50 % 124
<10 > 4,6 50 % 18-24 4

Bce pekomeHyeMble 103bI BBOAST IOCHE HAYaJIbHOM J103bI, COOTBETCTBYIONIEH MOKA3aHUIO U
TSOKECTH MHQPEKINH. Y TAIUeHTOB, HAXOIAIINXCS HAa TEMOUAIN3e, CXeMa JO3UPOBAHUS 3aBHCHUT OT

MPUMCHACMOI'O pCXKUMa Iuajin3a.

Hal/ﬂ/teHWZbl noJHCUN020 so3pacma

Koppekuuu no3s1 He TpedyeTcs.
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CTH

Ipumenenue y oemeti om 1 mecsya 0o 18 nem ¢ HopmanvHol pyHKYUell NOYeK

Jlnist iedeHust OONbIIMHCTBA MH(EKIHMA JETKOM U CpeHEN CTENEeHH TSXKECTU JOCTATOUYHON SBISETCS
cyTouHas go3a 25-50 mr/kr, pa3aeieHHas Ha 3-4 BBEJCHUS.

B cnywae Tspkenplx MHQEKUUH CcyTO4YHas J03a MOXET OBbITh yBEIWYeHa 10 MaKCHMalbHON

peKoMeH10BaHHOM 10361 — 100 MI/KT.

Jemu ¢ napywenuem ynKyuu novex

Koppekuust 10361 y nereit ¢ HapyeHneM QYHKIIMU TOYeK

Knupenc kpeatununa (KK) Jo3a (% ot cpenneit WuTepBansl Mexay
(vo/MuH % 1,73 M?) CYTOYHOM J103bI) BBEJICHUAMHU (1)
70-40 60 % 124
39-20 25 % 124
19-5 10 % 244

Bce PEKOMCHAYCMBIC NO3bI BBOAAT IIOCIIC HayaJIbHOH JO3BbI, COOTBCTCTBYIOIHCﬁ TAXKECCTH I/IH(beKI_II/II/I.

Cooco0 nmpuMeHeHns

BuyTpuBeHHO (CTpYHHO WK Kall€IbHO) WM BHYTPUMBILLIEYHO.

BHympuMblmeltH0€ geeoenue
MakcumanbHas pa3oBad n03a AJid BHYTPUMBIIICYHOI'O BBEACHUA COCTABIISICT 1 T, IIpenapar CJICaAyeT
BBOJHUTDH TOJIBKO B KPYIIHBIC MBIIIIBI.

PactBop, coneprkamuii 1ua0KauH, HEJlb3s1 BBOJAUTh BHYTPUBEHHO (CM. paszzen 4.3.).

Brympusennoe cmpyiinoe 6sedenue

PaBOBYI-O A03Y IIperiapaTta BBOAAT MECAJICHHO, B TCUCHUC 3-5 MuH.

Brympusennoe xanenvroe ggedeniue

Jo3bl 70 1 T MOXHO BBOAWUTH IyTEM MEJUICHHON BHYTPUBEHHOW HHBEKIUHU, OOJIBIIUE J103bI
mpernapara clefyeT BBOJUTH NyTeM BHYTpUBEHHOH HH(y3uu. MHDy3u0 nmpoBoIsT B TeueHHE
20-30 munyT (cKopocTh BBeAeHUs 60-80 karmenb B MUHYTY).

WHCTpYKIIMK MO MPHUTOTOBJIEHUIO (PACTBOPEHUIO) JIEKAPCTBEHHOIO Ipernapara mepesl BBeICHHEM

MIPUBEIEHBI B pazzene 6.6.
4.3. IlpoTuBoONOKa3aHUS

e ['unepuyBCTBUTENBHOCTh K 1e()a30NMHy HIN APYTHM 11e()aJoCHOPHHOBBIM aHTHOMOTHKAM B
aHaMHe3e

e Hammyne B  aHamMHe3e  TSDKENBIX  PEaKUUMH  TUNEPUYBCTBUTEIBHOCTH  (Hampumep,
aHa(UIAKTOUJHBIX pEaKluil) K JIpyruM OeTa-TaKTaMHbIM aHTHOMOTHKAM (NMEHULMITHHAM,

MoOHOOakTamaMm, kapOaneHemam (cM. paszaen 4.4.)

4
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(OCNEODB,
e [lepwon HOBOPOXKACHHOCTH 10 1 MecsIia, B TOM YKCIIE Heml)-lemem“r:rlﬂé JIETIL

COOTBETCTBYET ZKCNEPTHOMY OTUETY

JImpokanH

[lepen BHYTPHMBIIIEYHON HHBEKIMEH Ipernapara ¢ HCIOJb30BAaHHEM JIHJIOKauHa HE0OXO0IUMO
UCKJIIOYUTh HAJIMYME IIPOTUBOIOKAa3aHUM K JujokauHy. lIpoTuBomokasaHusi K NPUMEHEHHUIO
JIUJOKanHa IPUBEICHBI B 00IIIEH XapaKTepucTuke jJekapcrBeHHoro npemnapata (OXJIIT) nunokanHa.

PacTBOpBI, coneprkaliye JIMJ0KauH, HEb3s1 BBOAUTh BHYTPUBEHHO.
4.4. OcoOble yka3aHHusl 1 Mepbl PeI0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

e CoBMeCTHBII IPHEM JAPYTUX HEPPOTOKCUYHBIX MPENapaToB

e Herspkenble peakiiy MOBHIIIEHHONW YyBCTBUTEIBHOCTH K IEHUIIMUTMHAM B aHAMHE3€
e XpoHHUYECKas MOYEYHAS HEJTOCTATOUHOCTh

e 3aboseBaHMs KUIIEYHUKA (B T.Y. KOJUT B aHAMHE3E)

e Jlerckuii Bo3pact ot 1 10 12 Mecsines.

Oco0nie YKa3aHHuiA

Peaxyuu cunepuyscmeumenvrnocmu

Jlo Havana nmpuMeHeHus Ieda3oiarHa cieayeT coOpaTh auIeprojorHiecKuii aHaMHe3 MalueHTa B
CBA3M C  BO3MOXHOCTBIO  pa3BUTHsSI  MEPEKPECTHOM  T'MIIEPUYBCTBUTEIBHOCTH  MEXIY
nedaiocropuHaMy U IpyruMu OeTa-inakTaMHbIMU aHTHOMOTHKamMu. Ha one Tepanuu nedazonunom
OBbUIO ONMMCAHO PA3BUTHUE TSKEIBIX, B TOM YHCIIE C JIETaIbHBIM HCXO0/10M, AJIJIEprHUecKUX peakiuil. B
cllydae pa3BUTHUS TSKEJION peaklMM TUIepyyBCTBUTEIBLHOCTH HE0OXoauMa OTMEHa Iieda3oyiniHa,
Ha3HA4€HHE COOTBETCTBYIOLIEH CUMIITOMAaTUYECKON TEPAITHH.

[IpenapaT MpoTUBONOKA3aH MALIUEHTAM C TSDKEIIBIMU PEAKIMSIMU NOBBIIIEHHON 4yBCTBUTEIBHOCTH K
1edaliocriopuHam UK JH00bIM JpyruM OeTa-JTaKTaMHbIM aHTHOMOTHKAaM B aHaMHE3e.

HeoOxonumMo 0coOeHHO BHHUMAaTeNbHOE HAOMIOJEHUE 3a MalMeHTaMUd CO CKJIOHHOCTBIO K
IJIEPTUYECKUM PEAKIHAM (aJUIepruueckuii puHUT, OpOHXHaIbHAas aCTMa), TaK Kak Ha (POHE HATMYHSI

HO,Z[O6HI>IX COCTOSIHUH pHUCK peaKI_II/Iﬁ THIICPUYYBCTBUTCIIBHOCTH BO3PACTACT.

Huapesi, accoyuuposanuas ¢ npumeHeHuem aHmuOAKmMepUaIbHbIX RPEenapamos

PasButre TsDKENONM M MEepCUCTHUPYIOUIEH Juaper BO BpeMs JIEUYEHUS M B IIEPBBIC HENEIU IOCIIE
3aBEpIICHUS] TEPANMH MOXET OBITh MPOSIBICHUEM IICEBIOMEMOPAHO3HOTO KOJHMTA, BBHI3BAHHOTO
Clostridium difficile. Tak kak JaHHOE COCTOSTHHE SIBIICTCS )KU3HEYTPOXKAIOIIUM, 11e(ha30JIMH CIIeIyeT
HEME/JICHHO OTMEHHUTh M HAa3HAYHUTh CIEHU(PHUYECCKYI0 aHTHOAKTEPHATIbHYIO TEpaIuio (Hampumep,
BAHKOMUITMH WJIM METPOHUA30M).

[Toka3aHo mnpoBeaeHME CUMITOMATHYECKOM IOJACPKUBAIOIICH Tepanny, BKIIOYAs KOPPEKLHIO
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_NNEPTHOMY OTYETY

TOPMO3SIIUX MEPUCTAIBTUKY KHIIEYHUKA MPOTUBONOKA3aHO. B 0COOCHHO TSDKENBbIX Cilydasix, Ipu
PE3UCTEHTHOCTH MH(EKIMHU K MPOBOJAMMON aHTHOAKTEPHATbHON Tepanmuy, MOXKET MOTpeboBaThCs
BBINOJIHEHUE KOJIKTOMUM. CrenyeT ynenuTh ocoboe BHHUMAHUE TINATEIBHOMY cOOpY aHaMHe3a
NAIMEeHTa, TaK KaK OMNMCaHbl CIy4ad Pa3BUTHs ICEBIOMEMOPAHO3HOTO KOJUTA B TEUCHHE JBYX

MECSLIEB C MOMEHTA MPOBEACHUS aHTUOAKTEPUATIbHON TEPAITUU.

Hapywenue ¢ynxkyuu novex

BcenencrBue kymyssinuu mpemnapara B OpraHH3Me, y NMAIlMEHTOB CO CHIDKCHHOW (DyHKIMEH MOYeK
703y Ipenapara ClexyeT IoAOHpaTb B COOTBETCTBHM C  BBIPQKEHHOCTBIO IOYEYHOU
HEIOCTaTOYHOCTH (cM. pazzen 4.2.). XoTs npuMeHeHue 1neda3zoinHa peIko BBI3bIBACT HAPYLICHHUE
(GYHKIMM TIOYEK W Pa3BUTHE MOYEYHOH HEIOCTATOYHOCTH, PEKOMEHAYETCS OLICHUBATHh (DYHKITHIO
no4yek Ha (OHE NPUMEHEHHs Ipernapara, OCOOCHHO y MAalMEHTOB, HAXOAALIMXCS B TSDKEIOM
COCTOSIHWM, TIpYM TPUMEHEHWH BBICOKHX /03 Mpernapara W/WIM APYTHX HEe(OPOTOKCHUECKHX

[penapaToB (HaIpUMep, AMUHOTIIMKO3U/I0B, «IIETIEBbIX» TNYPETUKOB).

Paseumue baxmepuanvnoi pezucmenmuocmu u cynepungexyuil

JlonroBpeMeHHOE MpUMEHEeHHue Ieda3zoinHa MOXET CIPOBOLIMPOBATH MOSIBICHHUE PE3UCTEHTHBIX
mramMMoB OakTepuid. Crenyer TIHIATeTbHO KOHTPOJIHPOBATh COCTOSHHUE MAIlMEHTOB Ha MPEAMET
BO3MOYKHOCTH Pa3BUTHA CyNEpUH(OEKIUN U MPEAPUHAMATh COOTBETCTBYIOIINE MEPHI B ClTydae ee

pa3BUTHSL.

CHudicenue ceepmuléaemMocmu Kpou U KpoGomeyeHus

B penkux ciyuasx Ha poHe mpuMeHeHus 1eda3oIMHa BO3MOKHO CHUKEHHE CBEPTHIBAEMOCTH KPOBH.
@daxTophl pUCKa BKIIIOYAIOT AepUUUT BUTaMMHA K, mapeHTepanbHOe nUTaHue, AePUIUT MUTAHUS,
ITOYEYHYO u/unu IIEYEHOYHYO HEJOCTATOYHOCTH, TPOMOOILIUTONEHHIO, TEPAIHIO
aHTHUKoaryisHTamu. Kpome Toro, takue 3a0oyieBaHMs, KaKk reMO(QUINs, U3bSI3BIECHUE CIU3UCTOM
00OJIOUYKHM KeNMyJIKa W/WIM JIBEHAJALATHUIIEPCTHOM KHUIIKM MOTYT CTaTh NMPUYMHON Pa3BUTHUS HIIH
YCWIEHHSI BBIPAXEHHOCTHM KpoBoTeueHus. CrnenoBaTeiabHO, HEOOXOAMMO KOHTPOJIUPOBATH
MIOKa3aTeI KoaryJorpaMMbl y AIMEHTOB C U3BECTHBIM HAJTMYMEM JIaHHBIX 3a00seBanuil. B ciyuae,
€CJIN BBISIBIISIETCS CHU)KEHHUE CBEPTHIBAEMOCTH KPOBH CIIEAYET HAa3HAYUTh TEPANHI0 BUTaMUHOM K

(10 mr/unenens).

Bruanue na nabopamopnuie noxazamenu

Ha ¢one nmpumenenust nedaszonnHa BO3MOKHBI JIOXKHOIOJIOKUTEIbHBIE PEAKIUU ONpeesIeHUs
KOHIIEHTPALIMH TJIIOKO3bl B MOYE MIPU MCIIONB30BaHUM peakTHBa benenukra mnn denunra, a Takxke
JIOXKHOMOJIOKHUTEIbHBIE Pe3yJIbTAaThl MPSIMOM U HenpsMol mpoosl Kymbca.

[Ipu nutenbHOM IPUMEHEHUH MpernapaTra Heo0X0AUM KOHTPOJIb KapTUHBI Iepudeprudeckoil KpoBH.
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HpueM IMAHONIA 60 6peEMA JIEYEHUA

BcernencTBre BO3MOXKHOCTH pa3BUTHS TUCYIb(PHUPAMONOJOOHBIX peakuuidi Ha (HOHE HMPUMEHEHHUS

I.IC(bEBOJII/IHa, B ICPUO JICUCHUA MAIUCHTaM CJICAYCT BO3CPKATLCA OT yHOTp€6H€HI/I$I AJIKOI'OJIA.

HumpamexanvHoe 8gedenue
[edazonun He cieayeT BBOJUTh MHTPATEKAIbHO BCIEICTBUE BOZMOKHOCTH TSAKEJIOTO TOKCHYECKOTO

MOPAKEHUSI LICHTPAITLHON HEPBHOM CUCTEMBI (BKJIOUAst Pa3BUTHE CYJIOPOT).

BcnomMorarennHble BEIIECTBA

I r nedazonuua coaepkuT 48 Mr HaTpus, YTO CIEAYyeT YUMTHIBATh MPHU MPUMEHEHHUU Mpernapara

ManueHTaM ¢ JUeTOoM, OrpaHuYUBAIONICH TOTpediieHue HAaTpusl.

CTH
He(ba?,OHI/IH HEC CJICAYCT Ha3Ha4YaTb HCAOHOUWICHHBIM U HOBOPOXKACHHBIM JICTAM B TCUCHHUC 1 MECiaLa
JKHN3HHM, TaK KaK Ha CGI‘OI[HSIH_IHI/Iﬁ ACHb JHaHHBIX, CBUIACTCIILCTBYIOIIUX O 0€30I1aCHOCTH €r0

IIPpUMCHCHHA B ﬂaHHOﬁ MOIMyJIAUHY IMAIUCHTOB, HC IIPEACTABIICHO.

4.5. B3aumopeiicTBHe ¢ [PYrHMH JIeKaPCTBEHHbIMHM IIpenapataMd M [pyrue BH/bI

B3aUMO/IeHCTBUA

Hedazonun ciocodeH cHIKATh () PEKTUBHOCTD MEPOPATBLHBIX KOHTPaLenTuBoB. [1o 3Toit npuunne
ClielyeT IPUMEHSTh JOTOJHUTEIbHbIE MEPhI KOHTPAIEIIMH BO BpeMsl JICUCHUS IIPEMapaToOM.
Lledazonuu He ciexyeT MPUMEHSITh COBMECTHO C APYTUMH aHTHOAKTEpUAIbHBIMU IpenapaTaMu,
o0aaouMu OAKTEpPUOCTATUYECKUM JEUCTBUEM (HAapUMeEp, TETPALMKINHbI, CylIb(aHUIaMUIbI,
SPUTPOMHUIIMH, XJIOpaM(PEHUKOI), TaK KaK B HCCICIOBAHUSIX iN Vitr0 ObLT BBISBICH aHTarOHH3M
MEXy JaHHBIMU IIpenapaTaMmH.

[Ipu coBMECTHOM NpPUMEHEHUU C 11e(ha30IMHOM BO3MOXKHO YCHIIEHHE HEPPOTOKCUUYECKUX CBOMCTB
JPYTUX aHTUOAKTEpUAIbHBIX IIPENapaToB (HapuMep, aMUHOTJIMKO3H/10B, KOJUCTUHA, TOJIMMUKCHHA
B); #oacomepkamux KOHTPACTHBIX MPENapaToB; BBICOKUX 103 METOTPEKcaTa; HEKOTOPBIX
MPOTUBOBUPYCHBIX  MpemapaToB  (HampuMmep,  amuKIOBUp,  (GOCKapHET);  MEHTaMHUANUHA;
[UKJIOCTIOPHHA; TaKpPOJIMMYCa; IUIATUHOCOAEPIKAIINX TPEnapaToB U JUYPETHUKOB (HampuMep,
dbypocemuna). [lpu HEOOXOOUMOCTH HMX COBMECTHOTO NpPHUMEHEHHUs C I11e(a30JIMHOM CIEayeT
THIATENFHO KOHTPOJIUPOBATH (PYHKITUIO TIOYEK.

[Ipn ogHOBpEeMEHHOM MPUMEHEHUU C «IETIEBBIMU» IUYpEeTHKaMu (Hampumep, (pypoceMumaom)
MPOUCXOAUT OJIOKaga KAHAJIBIIEBOW CEKperuu Ieda3oiMHa, YTO TPHUBOIUT K TOBBIIIEHUIO €T0
KOHICHTpAMK B IJIa3ME KPOBH. ITo »roit MPUYIHUHE CIICAYET n30eratb COBMECTHOIO MMPUMCHCHUA
JAHHBIX MIPENapaToB.

HpI/I OOIHOBPEMCHHOM IMPUMCHCHUHN I_Ie(i)a30J'II/IHa u npo6eHeu1/ma CHIDKAETCS IMOYCUYHBIMN KIIMPCHC
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nedaszonuHa, YTo MPUBOIUT K YBEIMYEHHUIO BPEMEHHU Bmseﬂéﬂ};fi@'@%&ﬁhﬁggﬂﬁﬂ)’ﬂﬁ%ﬁpﬂé I:Ie-rl%

IIJJA3MEHHOU KOHLIEHTPALUU.

B penkux ciyuasx neaiocrioprHbI CIIOCOOHBI BHI3bIBATH HAPYIICHHUS CBEPTHIBAEMOCTH KpoBH. [1pu
HEOOXOJIMMOCTH COBMECTHOTO TPUMEHEHHUS C TMEPOPAITbHBIMUA aHTHKOATYJISIHTAMH, OCOOCHHO B
BBICOKHUX JI03aX, CJI€yeT KOHTPOJIMPOBATH TIOKA3aTEIN KOAryJIOrPaMMBl.

HexkoTopsie nedanocnopruHoBbIe aHTHOMOTHKY, HapUMeEp, 1edaManom, redoTeTan u 1eda3ovH,
MOJIABIISS KMIICYHYI0 MUKPOQIIOPY, CIIOCOOHBI Hapymiath Metaboian3M BuTamMuHa K, 4to cHibkaer
ero oOpa3oBaHWE B OpraHM3Me, OCOOCHHO Yy TAIMEHTOB C HWCXOAHBIM JeUIMTOM. MOXKeT
notpeOoBaThCsl Ha3HAUCHHE NpenapaToB ButamuHa K.

[lpy OAHOBpEMEHHOM MPHMEHEHUHM C TIperapaTaMd, CHIDKAIOIIUMH arperamuio TPOMOOIUTOB
(HanpuMep, HECTEPOMJHBIMA NPOTHBOBOCHIAIUTEIBHBIMUA TperapaTaMu) YBEJIUYHUBACTCS PHUCK
pa3BUTHS KPOBOTCUCHUIA.

IledasomuH MOXET BBI3BIBATH JUCYJIbPHUPAMOIIONOOHBIE PEAKIUU TPU  OJHOBPEMEHHOM

IMPUMCHCHUHN C OTAHOJIOM.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JIAKTALMSA

bepemeHHOCTD

Iledazonun npoHUKaeT yepes3 IialeHTy. JJoKIMHUYecKue ucciaeloBaHus eda3onrHa Ha 5KUBOTHBIX
HE NIOKa3aJId HAJIU4Ms NPAMON WM HENPAMOW PENpPOAYKTUBHOM TOKCUYHOCTH. TeM He MeHee, Tak
KaK JIaHHBIX [0 0€30MacHOCTH MPUMEHEHHs 1ie()a30IMHa HEAOCTaTOYHO, IPUMEHEHUE 1iedazonnHa
npu OEpeMEHHOCTH JIONYCTHMO TOJIBKO B TOM Clly4yae, €ClIM O)KHJaemas I0Jib3a JUIs MaTepu

IMPEBLIIACT MOTEHIIHAIbHBIN PHUCK I TUIOAA.

JlakTarms

edazonun npoHUKaeT B TPyAHOE MOJOKO B KpailHe HEOONBIINX KOJUYECTBAX, NMPU MPUMEHEHUU
nedazonrHa B TEPAeBTHUECKUX 03aX BO3/ACHWCTBHE Ha HOBOPOXKICHHOTO peOeHKa MallOBEPOSTHO.
Ecnn y Haxopdiierocst Ha rpyJIHOM BCKapMJIMBaHUU HOBOPOXKJIEHHOT'O Pa3BUBAETCS JUapest WIH
CUMIITOMBI KaHIU03a, CJIETYET PEIIUTh BOMPOC O MPEKPAIEHUH IPYTHOTO BCKapMIIMBAHUS UITU 00

OTMCHC IIpCriapara.

4.7. BausitHMe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeICTBAMHM H padoTaTh ¢

MEXaHU3MaMHU

Bmustaust niedazonuHa Ha CMOCOOHOCTH YIPABISITH TPAHCIOPTHBIMU CPEICTBAMH M paboOTaTh C
MEXaHU3MaMH BBHISIBIIEHO He ObuUT0. Tem He MeHee, Tak Kak Ha ¢GoHE NMpUMeHeHUus edazonmHa
BO3MOKHO Pa3BUTHE TAaKMX HEXEIATENIbHbIX PEaKIui, KaK TOLIHOTA, PBOTA, FOJIOBOKPYKEHHUE U

Cyaoporu, CJiacayer CO6J'IIO)18.TL OCTOPO’KHOCTDH IIPU BBINIOJIHCHUHN JAHHBIX BUAOB ACATCIIBHOCTHU. B
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YIIPaBJICHUS TPAHCIIOPTHBIMU CPEACTBAMU U MEXAHU3MaMU.

4.8. HexennaTeJibHbIC peaKIMu

Tabnuynoe pE3FOMe HEXKENaTeIbHBIX peaKIIHi

B cootBerctBuum ¢ kinaccubukanuerdn BcemupHoi opranusanmm 3npaBooxpaHeHus (BO3)

HEeXKeIIaTeIbHBIE PEaKIMK MPEACTABICHBl B COOTBETCTBHH C YACTOTOW WX PA3BUTHS: OYEHBb YaCTO
(> 1/10), gacto (> 1/100, no <1/10), meuacto (> 1/1000, Ho <1/100), peaxo (> 1/10000, no <1/1000),

oueHb peako (< 1/10000), wacTtora Hem3BecTHA (Ha OCHOBAaHWU HMMECIOIIMXCS JAHHBIX OIICHUTH

HEBO3MOJKHO).
HUngexyuu u uneazuu
Heuacto KaH/IMJI03 MOJIOCTH pTa (MPHU JOJTOBPEMEHHOM IMPUMEHCHHH )
Penko TCHUTAIBHBINA KaHIUA03, BArHHUT
Hapywenus co cmoponvt kposu u aumpamuueckoii cucmemol
Penxo JIEUKOIECHUSI, TPAHYJOIUTOICHHS, HEUTPONEHHUs, TPOMOOIUTONEHUS,

JICUKOITUTO3, TPAHYJIOLUUTO3, MOHOLIUTO3, JTUM(OIUTO3, TPOMOOIIUTO3,
muMdonuronenus, 6azopunus, s03uHobmIMA. Kak mpaBwiio, 1aHHbBIS
HE)KENIATeIIbHBIC SBJICHHUSI HOCAT KpPAaTKOBPEMCHHBIH XapakTtep |

SIBIISTIOTCSI 00PaTUMBIMU

OueHb peniko

HApyHICHUA CBEPTBIBACMOCTH KPOBHU H, KaK CJICACTBHUC, IMOBBIIICHHAA
KpPpOBOTOYUBOCTb, aHCMHUA, aArpaHyJIONUTO3, aIIaCTHYCCKasd aHCMUA,

INaHIIUTOIICHUA, TEMOJINTHYCCKAsA aHEMU A

Hapywenus co cmopoHbl UMMYHHOU cucmembl

Heuacto

JUXO0pajiKa, apTpaarus

OueHsb penko

aHaUIAaKTUYECKUH TIOK (pa3BUTHE OTE€Ka TOPTaHU C CYKEHHEM
MPOCBETA JbIXaTEJIbHBIX ITYTEH, IOBBIIIEHHE YacCTOThl CEPJICUYHBIX
COKpAILIEHUM, OJBIIIKA, CHWKEHUE apTEpPUAIBHOTO MAaBICHUS, OTEK

sA3bIKa, OTCK JIMIIA, aHAJIBHBIA W/ T€HUTAJIbHBIH 3}/')1)

Hapywenusa memabonuzma u numanus

Penxo TUIEPIVIMKEMMS] WU TUITOTIIMKEMUS
Hapywenus co cmopoHul HepeHou cucmembl
Heuacto pasBuTHe cynopor (y MalueHTOB C HapylIeHHEeM (YHKIHMH MOYEK MpHU

MPUMEHEHUH IIperapara B BBICOKHX J[03aX MPHU HECOOTIOICHUH pexXuMa

JIO3UPOBAHUS)
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Penxo TOJIOBOKPYXKEHHUE, HEAOMALAHUE, H061mas ——Cna00CTs, = KolMMApABIE |

CHOBUJICHHA, BCPTUTIO, TUIICPAKTUBHOCTD, HCPBO3HOCTH nim
TPEBOXHOCTD, 6CCCOHHI/II_Ia U COHJIUBOCTB, HapyUaICHUEC
LOBETOBOCIIPUATHUSA, CIIYTAHHOCTH CO3HAHMS, IMOBBIILICHHC Cy,HOpO)KHOfI

AKTUBHOCTH I'OJIOBHOI'O MO3Tra

Hapywenus co cmoponwl cocyoos

Pe,I[KO (IIPUTIUBBD»

Hapywenus co cmoponul OvixamenvHotl cucmemsl, 0peanos 2pyOHOU KIemKU U Cpe0oCmenUs

Penxo IUIEBPANIbHBIN BBINIOT, OOJIb B TPYy/IH, OPOHXOCITA3M, OJBIIIKA, KAIIelb,

pa3BUTHE OCTPOrO PECITUPATOPHOTO TUCTPECC-CHHIPOMA, PUHUT

HapymeHuﬂ CO CNMOPOHbI .?fC'eJZy()OllHO'KuWBLIHOZO mpakma

Yacro MOTEPsI ANMEeTUTa, Juapesi, TOUTHOTA, PBOTA, 00JIb B )KUBOTE

OueHp PEaKo Pa3BUTHEC HCGB)IOMGM6paHO3HOFO KOJIMTa. I[aHHOG COCTOsIHHUC Tpe6yeT

HEMCIAJIICHHOI'O Ha4Yajia JICUCHUA

Hapywenus co cmoponul neuenu u srcenuesvi8o0awux nymet

Penxo MPEXOAIICE TOBBIIICHHE AKTHBHOCTH «IICYCHOYHBIX» TPAHCAMHHA3:
ananuHamuHoTpancdepasbl  (AJIT),  acmapratamuHOTpaHCheEpasbl
(ACT), menounoit ¢ocdarazpl, ramMma-TamyTamMuiaTpanchepassbi,
JAKTaTACTUAPOTCHA3EI, TOBBIIICHHEC KOHIICHTpPAIIMK OWIMpyOMHA B

j1asMe KpoBHU, TpaH3I/ITOpHI>II\/JI TeIaTuT, X0JICCTAaTUUCCKAA KCITyXa

HapymeHuﬂ CO CNOPOHBL KOJHCU U NOOKOICHBIX MKAHel

Yacrto ChIb

Heuacto spuTeMa, SKCCynaTuBHas (monuMmopdHas) dSpuUTeMa, KpanvBHHUIIA,

KOXKHBIN 3y, aHTHOHEBPOTHUYECKHUI1 0Tek (oTek KBuHKe)

Penko TOKCHYECKUH  snuaepMaibHbIl  Hekponu3 (cunapom Jlaifenna),
3JI0KAQUYeCTBEHHAs] JKccyAaTuBHas odputeMa (cuHapoMm CTuBeHca-

JlxoHCcoHa)

Hapywenus co cmopoHuvl nouex u Mouesbi8o0sauux nymet

Penxo MHTEPCTULUANBHBIN HeQPUT, TPOTEHUHYPHSI, TPEXOISAIIEe MOBBIIICHHE
KOHIEHTPAlMU MOYEBHHBI B IJIa3Me KPOBH (KakK MPaBUIIO, y MallUEHTOB,
HOJYYaloIUX TEPANUI0 B COYETAHUU C JIPYTMMHU HEPPOTOKCUUECKUMHU
npenapatamMu), Hedpomnaths HEYTOYHEHHAs M JIpYTHe MpOsIBICHUS

HEe(PPOTOKCUIHOCTH.
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Obwue napyuienus u peakyuil 6 yecnib el o ENEHOC TE §002)
Yacro 007 B MECTE WMHBCKIMU TOCIE B/M BBEICHHUS, WHOTJA C PA3BUTHEM
YIUTOTHEHUS
Heuacto TpoMO0(DIeOUT U P1eOUT — IPH B/B BBEIACHUH

Jlabopamopnvle u uncmpymenmanbHvle OaHHble

YacToTa HEeHM3BEeCTHA JIOKHOITOJIOKUTEJIbHAA  pCaKIUA KYM6C3, THIICPKPECATUHUHEMUS,
YBCIUYUCHUEC HpOTpOM6I/IHOBOFO BPEMCHH, JIOXKHOIIOJOXUTCIIbHAA

peakIisi MOYU Ha TIII0KO3Y.

COO6IJ_[€HI/IG 0 MOA03PEBACMBIX HCKECIATCIBbHBIX PCAKITHAX

Baxxno coo0miare 0 MOAO3pEBAaEMBIX HEKEJIATENbHBIX pEaKIMSIX TIOCIe  perucTpaiuu
JIEKapCTBEHHOT'O TIperapara C Lejbl0 OO0ECreueHus: HEeMPEPHIBHOTO MOHUTOPHHIA COOTHOIICHHS
«I0J1b3a - PHUCK» JIEKAPCTBEHHOro IpemnapaTa. MeaunMHCKUM pabOTHUKAM PEKOMEHIYETCS
coo0mIaTh 0 JIOOBIX MMOI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIHMIX JEKApCTBEHHOTO Mpernapara 4epes
HAI[MOHAJIbHBIE CHCTEMBI COOOIIEHUS O HEXKeJIaTeNbHbIX PEaKusX TOCYJapcTB — UJICHOB

EBpaSHﬁCKOFO 3KOHOMHNYCCKOI'O COrO3a.

Poccuiickas @enepanns

denepanbHas ciryk0a 1Mo HaA30py B cdepe 3ApaBOOXpPaHEHUSI.
Anpec: 109012, r. MockBa, CnaBsiHcKast mjiomanis, a. 4, ctp. 1.
Tenedon: +7 800 550 99 03

DnekrponHas moura: pharm@roszdravnadzor.gov.ru

CaiiT B ”HpOpMaIIMOHHO-TEIEKOMMYHUKAIIMOHHON ceTH «IHTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMIITOMBI

['onoBHas 6011, BEPTUTO, TAPECTE3NUU, AKUTAIUS, MUOKIIOHHS, CYJIOPOTH.

JlabopaTopHble MPU3HAKU: MOBBIIICHNE KOHIIEHTPAIIMY KPEaTUHUHA ¥ MOUYEBUHBI B MJIa3Me KPOBH,
MOBBIIIICHHE AKTUBHOCTH  «IEYEHOYHBIX» TpaHCAMHMHA3 M  KOHIEHTpaluuu OuanpyOuHa,
noyioxuTenpHas peakuust KymOca, TpoMOOIUTONEHUS WM TPOMOOIIMUTO3, 303UHOPUIHS,
JIEHKOTICHUS U YBETUYCHUE TTPOTPOMOMHOBOTO BPEMEHH.

Jleuenune

B cnydae pasBuTHS CyAopor cieayeT HEMEUICHHO MpPEeKpaTuTh MpHUMEHEeHue Ieda3onnHa,
MPOBOJIUTh THIATENIbHBIA KOHTPOJb IOKa3aTele >KU3HEACSITEIIbHOCTH, MPU HEOOXOIAUMOCTH —

CUMIITOMAaTUYCCKYIO TCpalrio, B CIIy4dac pPasBUTHA CYAOPOTI' MOXET HOTpe6OBaTI)C$I Ha3Ha4YCHUEC
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MIPOTUBOCYJOPOKHBIX IIPENapaToB.

B TsokenbIX ciydasx mepeao3upoBKH M HEAI(PPEKTUBHOCTH APYTHUX METOAOB JICYEHHUS BO3MOXKHO

npoBeneHue remoauanusa. [leputoneansuslii auanu3 He 3P PEeKTHBEH.

5. PAPMAKOJIOTHYECKHUE CBOVICTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapMakoTepareBTUYECKasi TpyNmna: aHTHOAKTepUaIbHBIE CPEICTBA CHUCTEMHOTO JICHCTBUS,
Ipyrue OeTa-JaKTaMHbIe aHTHOAKTepUATBHBIE CPEACTBA; 11e(haTOCIIOPUHBI TIEPBOTO TTOKOJICHHUS.
Kon ATX: JOIDB04

MexaHu3M JEeHCTBUS U d)aDMaKOHI/IHaMI/I‘leCKI/IC B(bd)eKTLI

Ledazonun - 1edasoCHOPUHOBBIA  MOJYCHHTETHYECKUH aHTUOMOTHK | TOKOoneHus uis
MapEeHTEPAIbHOTO MpUMEHEHUs. JeficTByeT OaKTepUUUIHO, OJOKUPYsI NEHUIMIUIMHCBS3bIBAIOIINE
Oenku (HampuMmep, TpaHCHENTHAA3bl), HAPYIIA€T CHHTE3 KJIETOUYHON CTEHKH MHUKPOOPTaHHU3MOB.
NmeeT mmpokuii ciekTp AeicTBUsA. PacipocTpaHeHHOCTh MPUOOPETEHHON PE3UCTEHTHOCTH MOKET
UMETh reorpaduyuecKkue pasiuuusi, a TaKKe HM3MEHAThCS C TEYEHHEM BpPEMEHH, HE0O0XOIUMO

YYUTBIBATh MECTHYIO HH(POPMAIIHIO, 0COOEHHO B CITydyae JeUeHHs TSHKEIbIX HH(EKINH.

Mukpoopeanusmol, uyecmeumenvhvie K yedazonuny

Ipavmnonoxcumenvuvie aspobur: Staphylococcus aureus (4yBCTBHTENbHBIH K METHIMIUIAHY),

Staphylococcus saprophyticus, Streptococcus pneumoniae, Streptococcus agalactiae, Streptococcus
pyogenes, Corynebacterium diphtheriae, Bacillus anthracis.

I'pamompuyamenvuvie muxpoopeanusmor. Neisseria meningitidis, Neisseria gonorrhoeae, Shigella

spp., Salmonella spp., Treponema spp., Leptospira spp.

Mukpoopzeanusmel, ymepeHHo uyecmeumenvhvie K yeqhazonuny

Ipamnonosicumenvuvie _aspobwur:  Staphylococcus — aureus,  Staphylococcus — epidermidis*,

Staphylococcus haemolyticus*, Staphylococcus hominis*, Streptococcus pneumoniae* (ymepeHHO
quCTBHTeHLHBIﬁ K HCHI/II_II/IJ'IJII/IHaM).

Ipamompuuamensuvie aspoowi: Escherichia coli, Haemophilus influenzae**, Klebsiella oxytoca***,

Klebsiella pneumoniae, Proteus mirabilis.

Muxkpoopeanusmsi, obraoarouue RPUPOOHOU YCMOU4UEOCMbIO K YeDaz0nuHy

Ipamnonoxcumenvhvle _aspodwvr:  Enterococcus spp., Staphylococcus aureus (ycToduuBBIH K

METHIIIUTMHY ), Streptococcus pneumoniae (ycToWYHBbIi K ICHUIHIUTHHY).

I pamompuyamensuvie aspobwur: Acinetobacter baumannii, Citrobacter freundii, Enterobacter spp.,

Morganella morganii, Moraxella catarrhalis, Proteus vulgaris, Pseudomonas aeruginosa, Serratia
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marcescens, Stenotrophomonas maltophilia.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Anaspobwi: Bacteroides fragilis.
IIpouue muxpoopeanusmor: Chlamydia spp., Chlamydophila spp., Legionella spp., Mycoplasma spp.

PesucrenTHble K MEeHUMIWLIMHY Streptococcus pneumoniae, BCIICACTBUE HAIMYMS MEPEKPECTHOM

PE3UCTCHTHOCTH K ue(banocnopHHaM, HCYYBCTBUTCIIBHEBI K ue(banocr[opHHaM, BKJIIO4asa I_[e(baBOJ'II/IH.

* B HEKOTOPBIX PETHOHAX YacTOTa PE3UCTEHTHOCTH MUKPOOPTaHU3MOB MOKET mpeBsImarh S0 %;
**  aKTyanbHBIC JAHHBIE [0 PACIPOCTPAHEHHOCTH PE3UCTCHTHOCTH OTCYTCTBYIOT, B HCCIICIOBAHHUAX
(maBHOCTBIO OoJiee 5 J1eT) coo0Ianoch O YacTOTe PEe3UCTEHTHOCTH MUKPOOPTaHU3MOB > 50 %;

*¥* B0 BHEOOJIFHUYHBIX YCIOBHAX PACIIPOCTPAHEHHOCTh PE3UCTEHTHOCTH He mpeBbimaet 10 %.

5.2. ®apmakoKkuHeTHYECKHE CBOIiCTBA

AOGcopbrms

[Ipu mepopansHOM mpueMe 1e]a3oiuH HE BCACHIBAETCS, MOITOMY OH MPUMEHSETCS TOJBKO
napentepanbHo. [locie BHyTpumbledyHoro (B/M) BBeAeHHs 1e]a3oiuH OBICTPO BCACHIBACTCS W3
MecTa WHBEKIUH. [lo CpaBHEHHIO C OOJBUIIMHCTBOM JPYTHX [e(alloCTIOPUHOB, KOHIICHTPAILHS
neda3onuHa B TUIa3Me KPOBH BBIIIE M coxpaHsieTcs aonbie. [locie B/M uim BHYyTpUBEHHOTO (B/B)

BBCICHUA uecba:*»omma €ro KOHOCHTpalu:l B IJIa3MC€ KPOBU U3MCHACTCA CICAYOIIHUM O6p330M2

KonrnenTpanuu (MKr/miT) B IJIa3Me KPOBH TOCJIE B/M BBEICHHUS
Jo3za 30 muH la 249 44 64 8a 10 q
0,5r 36,2 36,8 37,9 15,5 6,3 3 -
Ir 60,1 63,8 54,3 29,3 13,2 7,1 <41
KonnenTpanuu (MKr/min) B miia3Me KpOBU MOCTIE B/B BBEICHHS
Jo3za 5 MuH 15 muHn 30 muH 14 24 44
Ir 188,4 135,8 106,8 73,7 45,6 16,5
Pacnpenenenue

Cas13b 1iedazonrHa ¢ Oenkamu mia3Mbl KpoBu coctasiseT 70-90 %. Lledazonun Xxopoio NpoHUKaeT
B Pa3JIMYHbIC OPTaHbl U TKAHM, BKIIIOYAs JIETKUE, I€YEHb, KOKY U MATKUE TKaHU, CYCTaBbl, CEp/LIE,
OpIOLIMHY, CpelHee yXO, MHHJIAIMHBI, CTEHKY J>KEIYHOTO TMY3bIps, AamMeHIuKC, a TaKkke B
(hbU3HOIOTHYECKHUE KUIKOCTU opraHnu3ma. OueHb BBICOKHE KOHIIEHTPAIIMU TperapaTa Co3Aar0Tcs B
MOYKax — Mociie BBeAeHus | T nedazonuHa ero KoHIeHTpamnus B moue gocturaet 4000 mxr/mi. B
OTCYTCTBHH OOCTPYKIIUHU JKEITUEBBIBOIAIINX IMyTel, uepe3 90-120 MuH mocie BBEACHHs Iperapara,
1edazonrH 0OHApPYKUBAETCS B KEITUU B OOJBIICH KOHIEHTPALUU, YeM B Ia3Me KpoBu. Ciemnyer
YYUTBIBaTh, YTO Yy TAIMEHTOB C HAPYHMIEHHOW MPOXOJWMOCTHIO JKETUYEBBIBOISIINX ITyTEH,

KOHICHTpaNuA nperapara B KCJITYHU MOKCET OBITH 3HAYHMTEILHO HIKE MIa3MESHHOM,
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[Ipenapar mnpoHHWKaeT uepe3 IUTAICHTApHBIA Oaphep, 06}1'&)9}12%’9&&'“}1 E[@{IH}';(;MTﬂc;nHﬁe'

[Tponukaet yepe3 CHMHHOMO3TOBYIO0 XUAKOCTh (CMOK) B HE3HAUMTENBHBIX KOJIUYECTBAX, Ha (OHE
BOCTAJICHUsI MATKOH MO3roBOM 000JI0uKM KOHIeHTparus mpemapata B CMIXK cocraBiser
0-0,4 mxr/miu. Lleda3zonuH NpoOXOAUT uepe3 KanWUIIpHblE MEMOpaHbl B KOCTAX M JIOCTUIAET
OaKTEepULMIHBIX KOHLEHTpAIMi KaKk B 30pPOBBIX, TaK U MOPAXKEHHBIX OCTEOMHMEIUTOM KOCTSIX.
Konnenrpanust nega3zonmHa B CyCTaBHOW JKHUIKOCTH COMOCTaBHMAa C KOHIEHTpAaIMed B IUIa3Me
KpoBU. B TepaneBTHUYECKMX KOHLEHTpALUsAX OOHApPY)KUBAETCS B ACLUTHUYECKONW M IUIEBPaJIbHOU

KHUIKOCTAX, BOCIAJIMTEIILHOM 3KCCyaaTe.

BI/IOTDaHCd)ODMaHI/IH

[edazonmna He METaOOMM3UPYETCSI B OPraHU3Me YEIIOBEKa.

OnUMUHALMS

Bonpias yacts BBeZIeHHOTO 11e(ha30JIiMHA BBIBOJUTCS TOYKAMH 32 CYET KJIyOOYKOBOH (hMIIbTpauy u
KaHaJIbIIEBOM CEKPEIIMU B MUKPOOHOJIOTHUECKH aKTUBHOU (popme. B TedeHne nepBbIx 6 4 ¢ MOMEHTa
BBeZIeHHs noukamu BeiBoauTcs 60-90 % nedaszonuna, B Teuenue cytok — 70-90 % ot BBeneHHOU

J03bI. HeOonpas yacts HC(l)EBOJH/IHa BBIBOJUTCA U3 OpraHru3Ma BMECTEC C KCIIYbIO.

IloueuyHas HEIOCTATOYHOCTh

HepI/IOI[ MOJIYBBIBCACHUS Yy IMAIMCHTOB C HAPYIICHUCM (1)YHKI_II/II/I MMOYCK MOKCT YUIMHATBCA 10

20-40 u.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcmoMoOraTe/ibHbIX BelIECTB
OTCyTCTBYIOT.

6.2. HecoBmMecTUMOCTDH

Lledazonuu He cleayeT CMEIUBaTh C APYTUMH JEKapCTBEHHBIMH MperapaTaMu, 3a UCKIIIOUYSCHHEM
YIOOMSIHYTBIX B pazzene 6.6.

Iledazonun ¢QapmaneBTHUECKH HECOBMECTUM C AHTHOMOTHKAMHU TPYHIbl aMHUHOTJIMKO3UIIOB
(TeHTaMUIIMHOM, KaHAMHUIIMHOM, aMHKAIlMHOM W Jp.); TETPAIMKINHOB (OKCHTETPAIMKIINH,
TETPAIMKIMH H Jp.); KOJUCTUMETaTOM HATpHs; MOJUMHKCHHOM B; spuTpomunmHOM (B BHUE
TJIIOKOT€TITOHATOBOM conn); 0apOUTYpOBBIMH TPOM3BOAHBIMU (amMoOapOuTal, mneHTobapouTan);
OJICOMUIIMHOM;  COJISIMH  KajJblMs  (KaJbIHMs TJIOKOT€NTOHATOM, KajblMsg TJIOKOHATOM);

[IUMETHIMHOM; aCKOPOMHOBOM KUCIIOTOM.
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6.3. Cpok rogHocTH (CPOK XpaHEHHs )

3 rona

6.4. OcoOble MepbI IPEOCTOPOKHOCTH NP XPAHEHHH

XpaHHTh B 3aIIMIIEHHOM OT CBETa MECTe NPH Temmeparype He Bbie 25 °C.
6.5. XapaxkTep u coaepxkaHue NEPBUYHON YIIAKOBKH

ITo 0,5 r u 1,0 T geiicTBytomiero BemecTsa (meda3onuHa) BO (UIaKOHBI BMECTUMOCThIO 10 Mt u3
CTCKJIa, TI'CPpMCTUYHO YKYIIOPCHHBIC HpO6KaMI/I PE3UHOBBIMU, OG)KEITBIG AJIIOMUHUECBBIMU HNJIU

KOM6I/IHI/IpOBaHHBIMI/I KOJIIMa4YyKaMH.
1 (1)J'IaKOH C HHCTPYKHHCﬁ 10 IPUMCHCHUIO ITOMCIIAOT B MHAUBUAYAJIbHYIO I[IAYKY U3 KapTOHA.

Lna cmayuonapos. 50 (pi1akoHOB C paBHBIM KOJIMYECTBOM MHCTPYKILUH 110 IPUMEHEHHIO TOMEUIAIOT

B KOPOOKY M3 KapTOHa.

Komnnexmnas ¢oopma: 1 ¢naxon ¢ npenaparom (0,5 1 AeCTBYIONIEr0 BEIIECTBA) B KOMILIEKTE C
1 ammynoit pactBoputens «Boaa misa unabeknuiny mo 5 mu wiu 1 ¢uakon ¢ mpemapatom (1,0 ¢
JEWCTBYIOIIETO BEIIECTBA) B KOMILICKTE ¢ 2 aMIyjaMu pacTBoputens «Boma mis mHbeKknuin» 1o
5 MJI ¢ MHCTPYKIKEH 1O MPUMEHEHUIO M CKapU(PHUKATOPOM MM HOKOM aMITyJIbHBIM ITOMEIIAIOT B
MavyKy U3 KapTOHA.

1 ¢pnaxon ¢ npenapatom (0,5 r 1eHCTBYIOLIETO BELIECTBA) B KOMIUIEKTE ¢ | aMIyJioi pacTBOpUTENs
«Bona ans uabekuuin» nmo 5 mu unu 1 ¢guakon ¢ npenaparom (1,0 r nelcTBYOIMIEro BELIECTBA) B
KOMILIEKTE C 2 aMITyJlaMH pacTBOpHTENst «Boma Uit MHBEKIN» M0 5 MIT IIOMENAI0T B KOHTYPHYIO
SYEHKOBYIO YIIAKOBKY U3 IUIEHKU MOJMBUHUIXIOPUTHOM.

] KOHTYpHYIO SUEHKOBYIO YMAaKOBKY C MHCTPYKIMEH MO MPUMEHEHHUIO U CKapu(PUKaTOpoM WU
HOXKOM aMIyJIbHBIM TIOMEINAIOT B MAYKy W3 KapToHa. [Ipu yrmakoBke aMITyI1 ¢ KOJBIIOM HIIH TOYKOU

HaJJIoMa CKapu(PUKATOP WIJIK HOXK aMITyJIbHBIN HE BKJIABIBAIOT.

6.6. OcoOble Mepbl  NPeIOCTOPOKHOCTH  NPH  YHUUYTOKEHHHM  HCHOJIb30BAHHOIO
JICKAPCTBEHHOI0  MNpenapara WJIH  OTXO0A0B,  TNOJYYEHHBIX IOCJe TNPHMEHEHHs

JIEKApPCTBEHHOI'0 Mpenapara, ¥ pyrue MaHumyJIsiiiy ¢ NpenapaTom

I/IHCTDVKHI/II/I 110 IIPUT'OTOBJICHHUIO PACTBOPOB JICKAPCTBCHHOTI'O ITpETiapaTra

Pacmeop ons 6nympumbliieyHo2o 66e0eHs.
Jlns BHyTpuMBIeuHoro BBeaeHus 0,5 r nmpenapaTa pacTBOPSIOT B 2 MJI BOJBI JJISI MHBEKIUH WK

0,5 % pacTtBopa nuaokamHa, | T mpenapara — B 4 M Boabl Juisi uHbekIud win 0,5 % pactBopa
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JIMOKanHA.

Lna enympugenno2o cmpyuno2o 66eoenus
JUj11 BHYTpUBEHHOI'O CTPYHHOTO BBEAEHHUS Pa30BYIO J03y Ipenapara pa3BoisaT B 10 mul Boasl i

UHBEKIUNA U BBOIIAT MEJIEHHO B TEUECHUE 3-5 MUH.

Pacmeop ona enympueennozo kanenvnozo 66edenuis

JIy1si BHYTPUBEHHOI'O KareJlbHOTO BBeIEHMs mperapaT pactBopsitor B 50-100 mu 0,9 % pactBopa
Hatpus xjopuaa, 5 % wim 10 % pactBopa JeKCTPO3HI.

Jlyis npuroTtoBiieHus: HHGY3MOHHOTO PACTBOpPa MOXHO TakkKe UCIoJb30BaTh 5 % umn 10 % pactBop
nekcrpo3bl ¢ 0,9 % pactBopoMm Hatpusi xjopuna, pactBop Punrepa, 10 % pacTBop JeKCTpo3bl B
pactBope Punrepa, pactBop Punrepa ¢ 0,9 % pactBopom Hatpus xiopuna, S % wiu 10 % pactBop
(GPYKTO3BI Ha CTEPHIILHOM BOJIC ISl HHBEKIHA, 5 % pacTBOp HATPUS THAPOKAPOOHATA.

Bo Bpems paszBenenus (hakoHbI SHEPIUYHO BCTPSXHUBAIOT JI0 MOJHOT'O PACTBOPEHHS.

PGKOMGHHyeTCH HCIIOJIb30BAaTh CBCKCIIPUTOTOBICHHLIC PACTBOPLI.

Yrunuzanus
Het 0co0bIx TpeOoBaHUil K yTHIIN3AINH.
7. JEPXKATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

000 «KKOMITAHUA «IEKO»

129344, r. Mockga, yi. Enucetickas, 1. 3, k. 4.
Ten. +7 (499) 189-63-25

7.1. IIpeacraBuTeIb AEPAKATEIS] PETHCTPALIMOHHOIO YA0CTOBEPEHUS

IIperen3un HOTD€6I/ITGJ'I$I HamnpasJIATh IO aaAPECY:

Poccuiickas @enepanns

000 «KOMITAHUA «JIEKO»

129344, r. Mockga, yi. Enucetlickas, 1. 3, k. 4.
Temn. +7 (499) 189-63-25

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHMU S
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9. KATET'OPHSI OTITYCKA JEKAPCTBEHHOI'O IIPENAPATA- =4 TENEHOCTE 0002)

JlekapcTBEeHHBIN MpenapaT OTHOCUTCS K KaTETOPUH OTITYCKa IO PELenTy.

17



