COOTBETCTBYET 3KCMEPTHOMY OTUYETY
o 14.122022N=28814
OBIIASI XAPAKTEPUCTUKA JIEKAPCTBEHHOI'G HPEHAPATA EHUCTE 0003

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
BUAIIEHEM-J[DKND®CH, 300 Mr, mopowIoK it IPUTOTOBICHHUS pacTBOpa st HHQY3Uil.
BUAIIEHEM-J[DKND®CH, 600 Mr, mopomok it IpUroTOBICHHUS pacTBOpa st HHQY3Uil.

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBIA COCTAB

[eticTByroliiee BEIIECTBO: OHANEHEM.

BUANEHEM-/IKU2®CH, 300 Mr, mopouiok /Jisi IPUTroTOBJIEHHUs PAcTBOpa JIf
uHy3nit

Kaxnprit dpnakon conepxut 300 Mr OnaneHnema.

1 M1 pacTBOpa mocje BOCCTAHOBIIEHUS COIEPKUT 3 MI OHarieHeMa.
BUAINIEHEM-/IKU2®CH, 600 Mr, mopouok 1Jisi IPUTroTOBJIEHHUS PacTBOpa I
uHy3ui

Kaxxnprit dakon comepxut 600 Mr OmaneHema.

1 M pacTBOpa nocie BOCCTAaHOBJIEHUS COAEPKUT 6 MI OuaneHema.

3. JEKAPCTBEHHASA ®OPMA
[Topo1iok 11 MPUTrOTOBIEHUS pacTBOpa A HHDY3UH.

Kpucrannumueckuii mopomok ot 6e10ro A0 HOYTH KEITOro I[BETA.

4. KIMHUYECKHUE JJAHHBIE
4.1. IToka3aHus1 K IPUMEHECHHUIO
[Ipenapatr BUAIIEHEM-JDKUD®CU mnokazaH K NPUMEHEHHMIO y B3pPOCHBIX JUISl JIEUEHUS
CIIEYIOIIMX 3a00JI€BaHUM, BBI3BAaHHBIX YyBCTBUTEIbHBIMU K OManieHEMY MUKPOOPTaHU3MaMHU:
® [IHEBMOHUS;
e HMH(EKIUN MOYEBBIBOISAIIECH CUCTEMBI (OCIONKHEHHBIN IIUCTUT, TUEIOHEPPUT);
® [IEPUTOHUT;

¢ XPOHHUYCCKUC PCCIIUPATOPHBIC 3a00JIeBaHUs.

4.2. Pe:xuM 103UPOBAHMS M CIIOCO0 NPUMEHEHU

PexuMm no3upoBanus

I[osa U OPOAOJLDKHUTCIBHOCTD TEpAllMU HOJIKHBI YCTAHABJIIMBATBCA B 3aBUCUMOCTU OT TUIIA U

TAXKCCTH I/IH(I)CKI_[I/II/I " COCTOAHUA ITallCHTA.
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OGBIYHO CyTOYHas 1034 ITpenapara coctaiser §00 mr, p'ﬂhén&ﬁtgﬁ-ﬁ:ﬂ_@ghﬁ{'ﬂ}r RBER2 q,

BHYTPHBEHHO KamenabHO B TedeHue 30-60 munyT. IIpn TsoKenbix nH(EKIusx 103a MOXET ObITh
yBenuueHa. MakcuManbHasi CyTOYHas 7032 He Jo/bkHa mpeBbimarh 1200 mr.
[TpooKUTENBHOCTD TEPANIMU NPENapaToM He JOJKHA MPEBBIIIaTh MUHUMAJIbHO HEOOXOIUMBIN
CPOK /17151 JIeueHUs 3a00JIeBaHMsL.

Oco0Bble IPVIIILI MAIUEHTOB

Tayuenmoi ¢ HapyweHuem hyHKyuu novex
Y nanmueHToB € TOKENOW IMOYEYHOM HEIOCTaTOUYHOCTBIO IMpermapaT CleQyeT MNPUMEHSTh C
OCTOPOXHOCTBIO, TIIATEIbHO KOHTPOJHUPYS COCTOSHUE TAalMeHTa; MpH HEOO0XOAUMOCTH
YMEHBIIUTH 103y WIH YBEJIIUYUTh HHTEPBAJl MEX]y BBeAeHUAMH. [laninentaMm, HaXoAsSIMMCsT HA
reMo/inaiu3e, peKOMEH 1yeTcsl BBeieHne 1 pa3 B cyTku (cM. pazzaen 5.2.).
Tayuenmsi noscunozo eospacma
[HoxuneiM  mauuentam  npenapatr  BUAIIEHEM-JUKUD®CU  cnegyer mnOpuMeHsTh €
0CTOpPOXKHOCTHIO. Heo0X0aMM KOHTPOJIb 32 COCTOSIHUEM TMAIlUeHTa U aCKBaTHBIN 000D A036I U
WHTEpBaja MEX/y BBEICHHUIMU Ipenapara (cMm. pazzaensl 5.2. u 4.4.).

eTH
bezonacHocts u 3¢ dexruBHoCTh npenapata BUAITEHEM-/DKUD®CH y nereit B Bo3pacte oT
0 o 18 net He ycTaHOBJEHBI. JJaHHBIE OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

buanenem npeaAHa3HauYCH TOJIBKO U BHYTPUBCHHOI'O I/IH(1)y3I/IOHHOI‘O BBCICHUA.
I/IHCTp}/KHI/II/I I10 ITPUTOTOBJICHUTO JICKAPCTBCHHOTI'O IIPCIlapaTa Iepea IpUMCHCHUEM CM. B pa3aciic

6.6.

4.3. IlpoTuBONOKA3aHNUSA
e [umepuyBcTBUTEIHHOCTh K OManeHeMy, APYTUM TpernaparaM TPYMNbl kKapOaneHEeMOB B
aHaMHe3e WX K TI000MY M3 BCIIOMOTaTeIbHBIX BEIIECTB, IEPEUHCIEHHBIX B pa3zaene 6.1.
e BripaxkeHHas THNEPYYBCTBUTEIHHOCTh (aHA(DUIAKTUYECKUE PEAKIIUH, TSDKEIble KOKHBIE
peakiuu) K J00My aHTHOAKTepHAlbHOMY CPEICTBY, HMEIOIIEMY OeTa-TaKTaMHYIO
CTPYKTYpY (T.€. K IeHUIIUJUTMHAM, I1e(aroCIOpUHAM).

e  OaHOBpEMEHHOE TPUMEHEHHE C ITPEnapaTaMy BaIbIIPOEBON KHCIIOTHI.

4.4. OcoOble ykazaHMsl U1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Peakiiiy moBBIIIEHHON YYBCTBUTEILHOCTH

Hepe;[ Ha4aJIOM JICUCHUA CICAYCT YCTAHOBUTH HAJIMYUC B AHAMHE3C Yy MAlIlUCHTA aJITICPTHUICCKUX

peaknuii Ha OwuameHem, Apyrue KapOareHEeMOBBIE AHTHOMOTHKH W JApyTrHe OeTa-JaKkTaMHbIE
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AHTHOMOTHKH, a Takke APYTHX (OpM ALIepruil (amieplHeckimt pUriT. -opokHatsas 4orma,

KpanuBHUIA). VIMEIOTCS JaHHBIE 0 YACTUYHOW MEPEKPECTHON AJUIEPTHH MEXKIy KapOareHeMaMu
U ApYyTUMH OeTa-TaKTaMHBIMH aHTUOMOTHKAM — MEHUIWIIMHAMK 1 nedanocnopunamu. [lepen
NpPUMEHEHHEM TIpernapara HEOOXOJAMMO TMPUTOTOBUTH CpPEACTBA OSKCTPEHHOW MOMOIIH,
HEOOXOJUMBIE B CIy4yae Pa3BUTHUS aIeprudyeckux peakuuil. [lanmMeHT nomkeH HaxoIUThCS B
COCTOSTHUM TIOKOsI OT Hadyajia JO0 OKOHYaHHs mporenypbl wHPy3uu. [Ipum 3TOoM HEOOX0AUMO
TIIATEJIbHO KOHTPOJIMPOBATH COCTOSHUE MAIMEHTa, OCOOCHHO HEMOCPEICTBEHHO IOCIIe Hadaia
BBEJICHUS Mpenapara. B cinyuyae pa3BUTHS allIeprUyecKoil peakuu (BKJIIOUasi TAKUE CHUMIITOMBI
KaK, JUCKOM(OPT, HENPUATHBIC OIIYIICHHUS BO PTY, CBHUCTAIIEE IbIXaHUE, T'OJOBOKPYKEHUE,
MO3bIBBl K JeeKaluy, IIyM B YIIaX, MOTOOTACIICHHWE) BBEICHUE Mpernapara MpeKpamiamT U
NPUHUMAIOT COOTBETCTBYIOIUE Mepbl. Cepbe3Hble aHapUIAKTUYECKHUE PEeakluu TPeOyIoT
HE3aMeJUINTEIBHOrO0 BBEACHUS ajapeHanuHa. [Ipu HEOOXOAMMOCTH CleoyeT NPUMEHUTh
KHUCTIOPOJI, TJIFOKOKOPTUKOCTEPOUJIbI M TOJJACPKUBATh AbIXaTeIbHYIO (GYHKIUIO (BKIIOYas
MHTYOaIuIO).

[Ipy nmpumeHeHHMH KapOareHEMOB COOOIIATOCH O CIy4asX pa3BUTHS OYyJUIE3HBIX MOPAKEHHUM
KOXH, TakuX Kak cuHapoMm CtuBeHca-/[KOHCOHA, TOKCHMYECKUN SMUAECPMAIbHBIA HEKPOIU3 U
OCTPBIi KOHBIOHKTHBAJIBHO-CIM3UCTOKOXKHBIN CHUHAPOM. B ciayyae BO3HUKHOBEHHUS TaKHX
CHMIITOMOB KakK JIMXOpaJlKa, dpUTEeMa, 3y, TUIEPEMHUs TJa3, CTOMATUT M JPYTHE, CIeAyeT
MPEKPaTUTh TPUMEHEHUE TIpenapara U Ha3HAYUTh COOTBETCTBYIOIIEE JICUCHUE.

[Ipy Hanmuuum y MNaUeHTa WIA ero ONMXallux pPOACTBEHHHMKOB OpOHXMATBHOW acTMBI,
MPEIPACTIONOKEHHOCTH K aJUIEPIrMYeCKUM peakuusiM (Chlllb, KpalnWBHMUIIA M T.JA.) Mpenapar
CJIeTyeT NPUMEHSTh C OCTOPOKHOCTBIO.

NuTepcTriianbHas MHEBMOHUS

Bo Bpems jeueHuss HEOOXOIMM THIATEIbHBII KOHTPOJIb 3a COCTOSHHMEM MalueHTa. B ciydae
BO3HMKHOBEHUS TAKUX CUMIITOMOB KaK JINXOPAJIKa, Kallelb, OJIbIIIKA MpU (PU3HUECKON Harpy3Ke,
3aTpyAHEHHOE JBIXaHUE CIIEJyeT Kak MOXKHO CKOpee IMPOBECTU PEHTTEHOrpauio OpraHoOB
rpyAaHoi kjeTku. Ilpu Hanuuumu nmpU3HAKOB MHTEPCTHIMAIBHON MHEBMOHUH, 303MHO(MUIBHON
UHOUIBTPAMM  JIETKUX  CJelyeT MpeKpaTuTh MNpPUMEHEHHe Ipernapara, Ha3HAuYUTh
COOTBETCTBYIOILIEE JIEYEHUE, BKIIFOYAs TTIIOKOKOPTUKOCTEPOUIBL.

Clostridium difficile — acconmmmpoBannas nuapes

[lpy npuMeHEHHHM MPAKTUYECKH BCEX AHTHOAKTEPUATBHBIX IPENapaToB IIMPOKOTO CHEKTpa
JIeiCTBHS BO3MOKHO BOZHUKHOBEHHE uapen, accormupoBannoii ¢ Clostridium difficile (CDAD -
Clostridium difficile-associated diarrhea), koTopast MOXXET pPOTEKaTh KakK B JIETKOH (opme, Tak U

B TSDKEJIOM, BIIJIOTH /10 JI€TaJbHOTO MCXO0/Ia.
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ITpy BOHUKHOBEHUHM JIUAPEH BO BPEMsI JICUCHHUS] npenapé%%@g&aﬁ’mﬂgwéebgﬂsl I[II‘/IIEIlfHOB

CDAD. Craenyer TiarenbHO HaOMIOAATh 3a TAMEHTOM Ha rpeamet pazButusi CDAD, mockoibKy
PETUCTPUPOBAIIUCH CITyyan €€ BOSHUKHOBEHUS CITYCTsI 0oJiee IByX MECSIIEB MOCIE MPEKPALCHUS
MPUMEHEHHUS aHTHOAKTepHAbHBIX TpenaparoB. [Ipu nmogo3pennn wim noarsepxacHuu CDAD
HEOOXOMMO TPEKpPaTUTh MPUMEHEHHUE aHTHOAKTepUaIbHBIX MPENapaToB, KPOME TeX, KOTOPbIE
HasHavyeHsl s nonasnenus Clostridium difficile. Ilpumenenue mnpenapaToB, TOPMO3SIIMX
NEPUCTATBTUKY KUIICYHHKA, TPOTHBOIIOKA3aHO.

PazButne 6aKTCDI/IaJ'II)HOI71 PE3UCTCHTHOCTHU U CVHCDI/IHd)eKHI/II/I

C 1esbio PO UITAKTHKHY PA3BUTHS PE3UCTCHTHOCTH U IO IepKaHus 3 (HEKTHBHOCTH OMarieHeMa,
B KJIIMHUYECKOW MPAKTUKE IMpernapaT CIeAyeT HCIOJB30BaTh TOJNBKO IS JICUCHHS] WH(EKIUH,
BBI3BAHHBIX JJOKa3aHO YYBCTBHTEIHHBIMH K OHaneHEeMy MHUKPOOPTaHW3MaMU, U TpPUMEHEHUE
npernapara JI0JDKHO ObITh OTPaHUYEHO MUHHMAJIbHBIM KYpPCOM, HEOOXOJMMBIM IS JICYCHUS
3a00/1eBaHus.

CrnenyeT THIaTeIbHO KOHTPOIUPOBATH COCTOSHUE MAIIICHTOB Ha IMPEIMET BO3MOXHOCTH Pa3BUTHS
cynepuHQEKIUN U TPEIPUHAMATE COOTBETCTBYIOIINE MEPHI B CITydae €€ Pa3BUTHSI.

LlenTpanbHas HEpBHAs CUCTEMa

Ha ¢one nmpumenenust kapbarneHeMoB, B TOM yucie OuarneHeMa, coo0IIanoch 0 BO3HUKHOBEHUU
CYJIOpOT U APYTUX CUMITOMOB CO CTOPOHBI LIEHTPaJIbHOM HEPBHOM cucTeMbl. CiieryeT coooaTh
OCTOpPOXKHOCTh TpPU TMPHMEHEHHH OHWarieHeMa y MAalUeHTOB C 3a00JCBaHUSAMHU LEHTPAIBHOM
HEPBHOM CUCTEMBI, MPEAPACIOIATAONIMMU K BOSHUKHOBEHHUIO CYyJ0POr U CHUKAIOLIKUMHU ITOPOT
CYJOPOXHOM aKTUBHOCTH, C SMMJIETNICHEN B aHAMHE3€, y MALMEHTOB ¢ HapyIeHUAMU (QyHKIMU
nouek. B mepuop sneyeHus HEOOXOIMM TIHIATENbHBIM KOHTPOJIb 3a COCTOSTHUEM NaiueHTa. B
cllydae BO3HUKHOBEHHUS CHUMITOMOB co cropoHbsl [IHC cnemyer HememsieHHO HpPEKpaTUTh
IIPUMEHEHHUE IIpernapara U MpUHATb COOTBETCTBYIOLIUE MEPBI.

Hapyuienue d)VHKHI/II/I OCYCHU

BceneacrBue pucka pa3BuTHs  HapylmieHus (YyHKUMM Te4eHU (MOBBILICHHE AaKTUBHOCTU
TpaHCaMHHa3, TUNEPOUIHMPYOUHEMHS, KENTyXa, (YJIbMUHAHTHBIA IeNaTUT) MPU NPUMEHEHUU
npenapara HeoOXOAMMO KOHTPOJHPOBATh COCTOSHUE MAlMEHTa U MEepUOJMYECKH IMPOBOAUTH
nabopaTopHble HccaeloBaHNus (QYHKIUM NeueHH. B ciryyae BOSHUKHOBEHUS JaHHBIX CUMIITOMOB
cleyeT HEMENJIEHHO MpPEeKpaTUTh MPUMEHEHHE IpernapaTa W Ha3HAYUTh COOTBETCTBYIOIIEE
JIeUeHHE.

Hapymienue d)VHKUI/II/I HOYECK

B nepuon nedeHus HeoOXOAMM TIIATENbHBIH KOHTPOJIb 32 COCTOSIHUEM TMallMeHTa M
NepPUOANYECKOe MPOBEJACHHUE JIa0OPATOPHBIX HCCIEAOBAHUNA (PYHKIMU MOYEK. Y IMAlUEeHTOB C

TSKENON IMOYEYHOM HENOCTaTOYHOCTBIO IIpenapar IPUMEHSETCS C OCTOPOKHOCTBIO, IPHU
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HEOOXOAMMOCTH CJIEAyeT YMEHBIIUTHh 103y WIH yBeﬁlz—IL'rﬂf"rb_I@r;ll' : ﬁzﬂz%ﬂhﬁ EE‘e'zlterI!ﬁMn.

[TaruenTam, HaxXOAAIMMCS HA TeMOJIMAIN3€e, peKOMEHAyeTcsl BBeeHue 1 pa3 B cyTku. B ciayuae
OoOHapy»eHHs OTKJIOHEHHH (OCTpas MoYeyHas HEJOCTaTOYHOCTb U APYTUe TsDKEIbIE HapYyLLIEHUs
GYHKIMM TOYeK) ClieyeT HEMEMJIEHHO MpEeKpaTUTh NpPUMEHEHHe Mpenapara U Ha3HAYUTh
COOTBETCTBYIOLIEE JICUCHUE.

HaDVI_HeHI/ISI CO CTOPOHBI CUCTEMbI KPOBETBOPCHUA

B nepuoj nevyeHuss HE0OXOUM THIATEILHBIN KOHTPOJIb COCTOSHUS TAIIMCHTa M IEPUOUICCKOe
poBeJicHNEe J1a00paTOPHBIX HCCIeIOBaHUN KpoBU. B ciiydae oOHapykeHUsI OTKJIOHEHUM
(arpaHynonuTO3, MAHLUWUTONEHUS, JEHKONEHUS, TPOMOOLUTONECHUS, TeMOJIUTUYECKAs aHEMUSs)
cleayeT IpeKpaTUTh MPUMEHEHHUE IIpernapara U Ha3HAYUTh COOTBETCTBYIOIIEE JICUCHHUE.

[loskuiiple DalMeHThl

Y NOXKUJIbIX MAlMEHTOB MpenapaT cleAayeT MPUMEHSITh C OCTOPOKHOCTHIO, TIIATEILHO HAOM01as
3a cocrossHueM. TpeOyercs aJeKBaTHbBIM MOAOOp JO3bI M HMHTEpBaja MEXIy BBEIACHUSIMU
npemapara. HeoO0X0uMo y4uTHIBaTh MOBBIMICHHBIA PUCK BOSHUKHOBEHUS TTOOOYHBIX Y3PPEKTOB
(Tak Kak y TOXWIBIX JIOJCH MHOTHE (PU3NOJIOTHYCCKUE (YHKIIMH OpPTraHW3Ma CHUXKCHBI) H
MIOBBIIICHHYIO CKJIOHHOCTh K KPOBOTEUEHUSIM B pe3yiibTare aeduiura Butamuna K.

VY nainueHToB ¢ 3aTPyAHEHHBIM TJOTaHUEM, HAXOMAIIUXCA Ha MapeHTEPaJbHOM IUTAaHUU, Y
MAIUEHTOB C HEYJOBJIICTBOPUTEIHHBIM OOIIMM COCTOSIHUEM 3JIOPOBBS MIperapar MPUMEHSETCS C
OCTOPOXKHOCTBIO. TpedyeTcs TIaTeaIbHbIii MOHUTOPUHT COCTOSIHHS MAIUeHTa (MOTYT BOSHHKHYTh
CUMITTOMBI euruta BuTamuHa K).

BausHue Ha J'Ia6ODaTODHBIe MOoKa3aTCJInu

IIpn nmprMeHeHMM Ipenapara BO3MOYKHO IOJYYEHHE JIOKHOIOJIOKHUTENIBHBIX PE3yIbTaTOB IPU
ONpPEJEICHUN KOHIIEHTPAllMK TJIKOKO3bl B MOYE€ IPU HCIIOJIB30BAHMM PEAKTUBOB beHenukra,
®enunra ninm Knuaurecra.

HpI/I MMPpUMCHCHUUN OmarieHeMa BO3MOKHO BBISIBIICHHE JIOXKHOITOJIOKHTEIILHOM HpO6BI KYM608..

4.5. BzaumojeiicTBie ¢ IPyruMU JIeKAPCTBEHHBIMHM NpenapaTaMu U Apyrue BUAbI
B3aUMO/IeHCTBUSA

OpnHoBpeMeHHOE MPUMEHEHHE KapOanmeHEeMOB, BKIIOYas OWaneHeM, C BaJbIPOEBON KHCIOTOMN
HpI/IBOJII/IT K CHHXCHHUIO KOHI_[eHTpaHI/II/I Bam)npoeBoﬁ KHUCJIOTBI B IIJIa3MC KpOBI/I o
Cy6TepaHeBTquCKOFO 3HaA4YCHUA, 4YTO YBGJ'II/I‘-II/IBaeT pI/ICK paBBI/ITI/ISI Cy}IOpO)KHOFO npnna)ma.
MexaHu3M 3TOTO B3auMOJIeHCTBUs HeusBecTeH. OIHOBPEMEHHOE NMpPUMEHEHHE OuarneHema U

npemnapaTroB BaHLHpOCBOﬁ KHCJIOTBI IPOTUBOIIOKA3aHO.
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4.6. PepTHILHOCTDH, 0ePEeMEHHOCTD U JAKTALWSs (NOCNEOCQBA

bepemeHHOCTD

Bbe3omacHocTh mpuMeHeHHs OuaneHema y JKCHIMUH BO BpeMsi OEpEeMEHHOCTH HE H3ydallach.
[ToaTOMy mpuMeHEeHHE Tpernapara BO BpeMs OEpEMEHHOCTH JIOMYCTHMO TOJBKO B TOM Clydae,
€CJIM BO3MOKHAS T10JIb3a OT JICYCHHMS JIJII MaTePH IIPEBBIMIACT MOTEHIIUATBHBIN PUCK JJIA TIJI0/1A.
JlakTanms

B noxnvHMYECKHUX HCCIEAOBAHUAX OBUIO YCTAHOBIICHO, YTO OMANCHEM MPOHHUKAET B TPYIHOE
MOJIOKO.

B cmydae HEOOXOOMMOCTHM TPUMEHEHHUs Ipenapara ClIeayeT NpeKpaTuTh TPYyAHOE

BCKapMJIMBaHHUE.

4.7. BunsiHue Ha CNMOCOOHOCTH YINPABJATH TPAHCHOPTHBIMHM CPeACTBAMH M padoTaTh ¢
MeXaHU3MaMH

He mpoBommmocs wuccnenoBaHuid BIUSHHUS —OuanmeHeMa Ha CHOCOOHOCTh — YIPaBIATH
TPAHCIIOPTHBIMU CPEACTBAMU, MCXaHU3MaMMU. Tem He MCHEC, CICAYCT IPUHUMATh BO BHUMAHHUC,
YTO MpY IPUMEHEHUH Mpernapara MOryT HaOt01aThCsl HEXKeIaTelIbHbIE PEaKluu, KOTOPbIE MOTYT
BIUSATh HA CKOPOCTh IICMXOMOTOPHBIX pPEaKIui, CHOCOOHOCTH YIPaBICHUS TPAHCIOPTHBIM

CPEICTBOM U PabOTy C MEXaHU3MAaMHU.

4.8. HexkennaTeibHbIE peakunu

Pesrome mpoduis 6e3onacHOCTH

B xoxe knIMHWYECKHMX HCCIIEOBaHWN OmameHeMa c ydyactueM 2348 maiueHTOB MOOOYHbBIS
abdexTsl ObUTH 3apeructpupoBaHbl y 64 mamueHtoB (2,7 %). Hambonee wacto moOouHbIe
s ekt Brmovanu ceinb (1,0 %), quapeto wnu vHeodopmueHusii ety (0,7 %). OTKIOHEeHUs B
pesyibTaTtax JabopaTOpPHBIX aHAIM30B cpenu 2287 manueHToB Habmojnanuck B 304 cimyuasx
(13,3%). Hanbosee yacTbIMu U3 HUX ObUIM MOBBIIIEHUE aKTUBHOCTH aJJaHUHAMHHOTpaHCchepasbl
(AJIT) B 114 cnydasx, MOBBIIIEHWE AKTUBHOCTU acmapraramuHorpaHcdepassl (ACT) B 93
cilydasix, 303MHOQUINS B 77 cilydasx.

B Xxome mocTperucTpallMOHHOTO HCCIIENOBaHUs ObUlo 3apeructpupoBaHo 208 ciydaeB
BO3HUKHOBEHHS MOOOYHBIX 3((}eKToB (BKIIOYas OTKJIOHEHHS pe3yiIbTaToOB J1abOpaTOPHBIX
aHanuzoB) cpeau 1700 mamueHToB, y4acTBoBaBlIMX B uccieaoBanuu (12,2 %). HaubGonee
YacTBIMU M3 HMX ObUTM HapyuleHue (GyHKUMU meyeHu B 77 ciayyasx (4,5 %), moBbllIeHHE
aktuBHOCTH AJIT B 45 cnyuasx (2,6%), noBsimienue aktuBHoctd ACT B 40 ciygasx (2,4 %),
MOBBILIEHHE AKTUBHOCTH MLIenoyHor ¢ocdarazsl (ILID) B 13 cioyuasx (0,8 %), moBblieHHE

aKTUBHOCTH Jaktataeruaporenassl (JIAI) B 12 cioyuasx (0,7 %).



TabnnyHOE pe3roMe HEXKENATENbHBIX DEAKIIU.

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 14.12.2022 N= 28814
(NOCNEQCBATENEHOCTE 0003)

HexenarennHbie peakuuru, NpCaACTaBJICHHBIC HUXXC, ICPCUHUCIICHBI B 3aBUCHUMOCTH OT aHATOMO-

(U3MOTIOTHUECKON KITaCCH(HUKAIIMK, YacTOTHI BCTPEYAEMOCTH U CTENEeHHM TsokecTu. Yactora

BCTPEYACMOCTH OTPEIEIAETCS CISAYIOIMM 00pa3oM: odeHb 4acto (>1/10), gacro (>1/100, HO

<1/10), mewacro (>1/1 000, vo <1/100), penxko (=>1/10 000, o <I/1 000), oyeHb pemKo

(<1/10 000), gyactoTa HeU3BECTHA (HA OCHOBAHUHM MMEIOIIUXCS TaHHBIX OIICHUTH HEBO3MOXKHO).

Ta6auua 1. TabnuyHOoe pe3toMe HeKeNATSNbHBIX PEaKIIHi.

CucTeMHO-OpraHHbII
Yacrora HexenarenbHble peakuuu
KJiace
4acToTa He
WNudexkuynn u nHBa3UN CTOMATHUT, TPHOKOBBIE CYTIEPHH(PEKITUU
M3BECTHA
6azodwirs, TPOMOOIIUTO3, SPUTPOIIUTOTICHHS,
CHIDKEHHE TeMaTOKpHUTa, HeHTpoduus,
HEYacTo
Hapyenust co cTopoHsI CHIDKEHHE COJIepKaHue TeMOorio0nHa,
KpOBH U TUM(paTHIECKON AUMQOILUTO3, MOHOITUTO3
CUCTEMBI penKo yBEJIMYEHUE MPOTPOMOUHOBOTO BPEMEHH,
4acToTa He arpaHyJIoOLIMTO3, HAaHIIUTONIEHUS, JIEHKOIIECHMUS,
U3BECTHA TPOMOOLIUTOIIEHHUS.
HEYacTo 303uHOPUIUS
Hapyenust co cTopoHsI penko 10K
UMMYHHON CHUCTEMBbI 4acToTa aHapUIAKTHYECKHUNA [IOK
HEU3BECTHA
4acToTa He CUMIITOMBI iepuiuta Butamuna K
M3BECTHA (runonpoTpoMOUHEMUSI, CKIOHHOCTb K
Hapymenust merabonusma u
KpOBOTEUYEHHSIM), CHMIITOMBI iepuniura
MUTaHUS
BUTaMMHa rpynmnsl B (rnoccut, cromarur,
CHIDKEHUE alleTHTa, HEBPUT)
penko OLL[YILIEHUE OHEMEHUS
Hapymenust co ctopoHbl
. 4acToTa He CYJIOpOTH, HapyIlIEHUE CO3HAHMUS
HEPBHOMW CHUCTEMBI
M3BECTHA
Hapymenust co cTopoHsl penKo MPUCTYT aCTMbI, UHTEPCTUITUATbHAS
JBIXaTEIbHON CUCTEMBI, ITHEBMOHMS
OpraHOB I'PYAHOU KJIETKH U
CPENOCTEHUs
TOIIHOTA, AUApPEsi, MOBHIIICHHE AaKTUBHOCTH
HEYacTo
amMuIIasbl
XKenynouHo-kuiieyHbie penko pBOTa, CHMYKCHHBIN aIeTUT, 00JIb B )KUBOTE
HapylICHUA TICEBJIOMEMOPAHO3HBIN KOJUT, THKENBIN
4acToTa He .
KOJIUT, COMPOBOXKIAIOIIMICS KPOBSIHUCTHIM
M3BECTHA
CTYJIOM
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CuCcTeMHO-OpraHHbIi - (IMAJTEAUBATENBRUL TR UUU3)
Yacrora HexerarelsHBIE pearkmum
KJace
nobienne aktuBHoctu AJIT, ACT, JIJT,
Hapymenust co ctopoHnsl
ramma-riytamuiarpancdepassr, LD,
IICUYCHH U JKCITUCBBIBOASIIUX | HEYACTO .
N neinmuamunonentuaassl (JIAIT); sxentyxa,
Iy Ten
Y MTOBBIIICHUE KOHIICHTPAIMK OUIupyOrHa
Hapymienust co ctopoHbl HEYaCTO 3y, CBIIb
KOXKH U TIOJAKOXHBIX TKaHEH | PeaKo KparuBHHUIIA
MOBBIIICHUE KOHIIEHTPAIMHU a30Ta MOYEBUHBI B
HEYaCTO KPOBH, MOBHIIICHNE KOHIICHTPAIIUU
Hapymennst co ctopoHbl KpEeaTUHHHA B KPOBH
IMOYEK ¥ MOYEBBIBOISAIINX MOBBIIICHUE B MOYe KOHIIeHTpanuu N-areru-
nyTen B-D-rmroxozamununassl (NAG) u 2-
peako
MUKPOTJI00YJIMHA, TPOTEUHYPHSI, OCTPas
Io4YeYHast HeAOCTATOYHOCTh
HEYacTO TUTIEPKAJTUEMUs, JTUX0paaKa
rojoBHast 001k, 60J1b B IpyAH, 001Iee
OO61ue HapylIeHus U peako
HEJIOMOTaHHE
peaKIu B MECTE BBEIICHUS
4acToTa He
OTEK
HW3BECTHA

Peaxyuu, xapaxmepHnvie 0151 aHmubUOMUK08-Kapobanenemos

MynbsTudopmHas 3pUTEMA, TOKCUYECKUI AIUIEPMAIIbHBII HEKPOJIN3, OCTPBIN
KOHBIOHKTHUBAJILHO-CIM3UCTOKOXKHBIA cuUHApOM (oculomucocutaneous syndrome), CHHIPOM
CruBenca-J[>)koHCOHA, TeMOJIUTHYECKas aHeMUst, TpoMO0G1e0uT, 303MHOPUIbHAS HHUIBTPALIUS
JIETKUX, PyJIbMUHAHTHBINA TeMaTHUT.

Coo011eHne 0 MoI03pEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

BaxxHo coo0miate 0 mojo3peBaeMbIX HEKeNaTeNIbHBIX PEaKIUIX MMOC/Ie PETUCTPalliU MpernapaTa
C IIeNbI0 00ecTIeYeH s HETPEPHIBHOTO MOHUTOPUHTA COOTHOIIEHUS «I10JIb3a — PHUCK
JIEKapCTBEHHOI 0 Ipernapara. MeauIMHCKUM pabOTHUKAM PEKOMEHYETCsl COO0IaTh O JH0BIX
MOI03PEBAEMBIX HEKENIATEIbHBIX PEAKITUAX JICKAPCTBEHHOTO MperapaTa 4yepe3 HallmOHAIbHbBIE
CUCTEMBI COOOIIIEHUS O HeXKENATENbHBIX PEaKIUIX TOCyAapCcTB — wieHOB EBpasuiickoro

9KOHOMHUYECCKOIo COro3a.

Poccuiickasa ®edepayus

®denepanpHas cmyx0a mo Haa30py B chepe 3apaBooxpanenus (PoczmpaBruanzop)

Anpec: 109012, r. MockBa, CraBstHCKasl TUIOIIaab, 1. 4, ctp. 1

Tenedon «ropstuas nunus» Poc3npasuanzopa: +7 800 550 99 03

DJeKTpOHHas MoYTa:

JUI  JiepKaTelield  PEerMCTPAllMOHHBIX yIOCTOBEPEHHH W MPOM3BOMUTENCH JIEKapCTBEHHBIX

npenapatoB: pharm@roszdravnadzor.gov.ru
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JUIS METULIMHCKUX OpraHu3anuii: npr@roszdrav nadzor.g(uf'n'"ix-l ENOBATENBEHOCTL 0003)

Wnrepuer-caiit: https://roszdravnadzor.gov.ru/

Pecnyonuxa Apmernus

AO3T «Hay4Hblil HEHTp 3KCIEPTU3bI JIEKAPCTB U MEAUIIUHCKUX TEXHOJOTHI UM. AKaJeMuKa 3.
labpuensna

Anpec: 0051, r. EpeBan, np. Komuraca, 49/4

Tenedon: (+374 10) 231682, 230896, 234732, 232091

®akc: (+374 10) 232118, 232942

Tenedon ropsiueit TMHUM OT/ENIa MOHUTOPHUHTA 0€30MTACHOCTH JICKAPCTBEHHBIX CPEJICTB:

(+374 10) 200505, (+374 96) 220505

Onekrponnas moura: admin@pharm.am, vigilance@pharm.am

Wurepuer-caiir: http://www.pharm.am

Pecnybnuxa benapyco

VII «IleHTp 3KCIEpTH3 U UCIIBITAHUIN B 3PaBOOXPAHCHUNY
Anpec: 220037, r. Munck, ToBapuieckuii nep., 2a
Tenedon: +375 (17) 299 55 14

dakc: +375 (17) 299 53 58

Tenedon oraena papmakonanzopa: + 375 (17) 242 00 29
DnekrponHas mouta: rcpl@rceth.by

Wutepuer-caitr: http://www.rceth.by

Pecnybnuxa Kasaxcman

PI'TI na IIXB «HauuoHanbHBIN LEHTP DKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAMIIMHCKUX
u3nenuit» Komurtera MemuiuHCKOro #  (apMaineBTUYECKOro KOHTpoJs MuHucTepcTBa
3apaBooxpanenust Pecnybnuku Kazaxcran

Anpec: 010000, r. Acrana, paiion balikoHslp, yi. A. maHoBa, 13

Tenedon: +7 (7172) 78 99 11

Dnextponnas moyra: farm@dari.kz

Wurepuer-caiit: http://www.ndda.kz

Kuipevizckasa Pecnybauka
JlemapTaMeHT JIEKapCTBEHHBIX CPEACTB M MEAUIMHCKUX W3JeNuil Tpu  MUHHCTEpCTBE

3npaBooxpanenust Keiproizckoit Pecryonuku
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Anpec: 720044, r. bumkek, yi. 3-1 Jluaus, 25 (NOCNENC E'“TEJ_”: HOC T U3

Tenedon: +996 (312) 21 92 78
Onekrponnas moura: dlomt@pharm.kg

Wurepuer-caiit: http://www.pharm.kg/

4.9. [lepeno3upoBka

CuMITOMBI

Crydaes repe1o3UupOBKH HE 3apETUCTPUPOBAHO. PHCK BOZHUKHOBEHUS MIEPEI03UPOBKH BO3MOKEH
y TAIMEeHTOB C HapylieHneM (yHKIUU Toudek. [Ipw 3TOM BO3MOXHO pa3BUTHE OJHON WU
HECKOJIbKMX ITOOOYHBIX peakiuii (cM. pazzen 4.8.).

Jleduenue

B ciydae nepeno3upoBKH ClIeyeT OPUCHTHPOBATHCS HA KIMHUYCCKYIO KapTHUHY M TPOBOJHUTH
CUMIITOMATHYECKYIO TOAIep KuBatolyto Tepanuio. Oxosno 90 % Ouarnenema BEIBOAUTCS U3 KPOBU

BO BpCM:A reMoauainia.

5. DPAPMAKOJIOTMYECKUE CBOHMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOCTBA

dapmakoTepaneBTHUECKasi TIpymnna: aHTHOAKTEpUalbHbIE CpPEACTBA CHUCTEMHOIO JEHCTBHUSA;
npyrue OeTa-1akTaMHble aHTUOAKTepUalIbHbIE CPEACTBA; KapOareHeMBI.

Kox ATX: JO1DHO5

Mexanusm neiicTBus

buanenem, kak u Jpyrue Oera-lakTaMHble AHTHUOMOTHKH, HHTHOUPYET CHHTE3 MypeHHa
(menTUIOrIMKaHa), (HOPMHUPYIOIIEro KIETOYHYIO CTEHKY OakTepuil, W BbI3bIBaeT TIUOENb
OakTepuaIbHOU KIETKH.

buanenem — aHTHOMOTMK Kilacca KapOarmeHeMOB, TMpeIHa3HA4YeH Ui IapeHTEPaTHLHOTO
IPUMEHEHUs, UMeeT O0JIbIIYI0 YCTOHUMBOCTD K Aeruaponentuaasze-1 (JII'TI-1) yenoseka (3a cuer
1 B-meTunbHOM rpynmnsl B nojoxenuu Cl1).

dapmakoagnaammudeckue YO eKTol

buaneneMm oka3piBaeT OAKTEPUIMIHOE JCHCTBHE B OTHOIICHUH MIMPOKOTO CIIEKTPa a’3pOOHBIX
IPaMIIOJI0KHUTEAOHBIX, TPAMOTPHUIIATEIIFHBIX U aHA’POOHBIX OakTepuii, BKItouas Pseudomonas
aeruginosa, ycTOMYMBYIO K HMHUIICHEMY, MeporeHeMy, mnedrasuauMy, OQIIOKCaIUHY,
reHTaMuIMny, u Bacteroides fragilis.

buaneneM nMmeer BBICOKYIO adGUHHOCTH K Pa3IMYHBIM TMEHUIHUTHHCBA3BIBAIOIINM OeIKam
(TICB): TICB1 u TICh4 merummmmapesuctentHoro Staphylococcus aureus (MRSA), a taxke

[1CB2 u IICh4 E.coli m P.aeruginosa. buaneHeM npoaeMOHCTPHPOBAN BBIPAKCHHBIH IMOCT-

10
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AHTHOMOTHYECKH P (EKT T.e. MoJaBIEHUE M po6HOIS POCTHTbE Toro, Hak kdrmier iy

JIEKAPCTBEHHOT0 cpejicTBa CHU3MWIUCH Hbke MITK (MuHMManbHas mOIaBIIsOIast KOHIICHTPALIUS)
B OTHOIICHHUH TPAMITOJIOKUTEIBHBIX i TPAMOTPULIATEIHHBIX OAKTEPHIA.

Pezucmenmuocms

MexaHu3M pa3BUTHS PE3UCTEHTHOCTH K OuaneHemMy He U3yda’cs.

Kpumepuu wyecmeumenvrocmu

Hammonaneueiii Komurer mo Kmuanueckum JlaGopatopueiv  Cranmapram (NCCLS) He
ycranoBui MIIK mns 6uanenema. Omnako, 6bputi ipenoxkensl MITK < 4 mr/n u> 8 Mr/a s
YYBCTBHUTEIBHBIX U PE3UCTEHTHBIX a3pPOOHBIX OAKTepUil COOTBETCTBEHHO.

Ta6auua 2. 3nayenus MICoo (MUHIMAaTBHAS KOHIIGHTpALus, noaassitomas 90 % mramMmoB

MHKPOOPTaHU3MOB) ITOJYYCHHBIE B UCCIICIOBAaHMSIX IN VItro

Mukpoopranusm

MICoo, Mmr/n

I'pamompuyamenvnvle aapooHvie MUKPOOPZAHUIMbL

Escherichia coli 0.03-0.12
Klebsiella pneumoniae 0.12-0.78
Morganella morganii 1.56 -2
Proteus mirabilis 0.39-3.13
Citrobacter freundii 0.12-0.78
Serratia spp., Bkiarouas S. marcescens 0.5— 8 mr/n

Providencia rettgeri

CBBIIIE 8 MT/II

Moraxella catarrhalis

<0.06-0.12

Haemophilus influenzae

1-8

Pseudomonas aeruginosa

1.5 - 16 (MeauanHoe 3Ha4YeHUE: )

Acinetobacter baumannii

0.5

Fpamnonoofcumeﬂbnbte aapoﬁnble MUKDPOOP2AHU3IM

bl

Streptococcus pneumoniae <0.06-05
Streptococcus pyogenes <0.006 - 0.03
Staphylococcus aureus MeTHITHIITHH- <0.06-0.5
yyBcTBUTEIbHBIE ITaMMBbI (MSSA)

Staphylococcus aureus MeTHITHIUTAH- 32-118
pe3uctenTHbie mTamMbl (MRSA)

Staphylococcus epidermidis <0.12-1
Streptococcus spp. MeTUITMIUTMH-IyBCTBUTENbHBIE | < 0.5 - 2
KOaryia3ooTpHUIlaTeIbHbIE

Enterococcus faecalis 3.1-16
Enterococcus faecium BhIme 128

11
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AHaIpoodHble MUKPOOP2AHU3MBL

Bacteriodes fragilis
Prevotella spp.
Fusobacterium spp.
Clostridium spp.
Peptostreptococcus spp.
B crnenyromeil Tabmuie mnpuBeneHbl JaHHBIE MO OaKTEPUOJIOTHYECKOW 3(P(EKTUBHOCTH,

00| CO| CO| OO | CO

IMOJIYYCHHBIC B XOA€ KIIMHUYCCKUX PICCJ'ICI[OB&HHIZ.

Ta6auna 3. bakrepuonornueckas 3¢ HeKTUBHOCTH 10 pe3yibTaTaM KJIMHHUUYECKUX UCCIIeI0BAaHUN

YpoBeHb dpaauKanum
ITaTorensl
KojnyecTBO IITAMMOB %

S.aureus 17/22 77,3

S.epidermidis 13/15 86,7
Staphylococeus spp. Koaryna3oneratuBHbie

18/18 100

CcTaOUIIOKOKKHU
Streptococcus spp. 46/46 100
Streptococcus pneumoniae 25/25 100

E.faecium 39/47 83,0
Enterococcus spp. | E.avium 4/4 -

[Tpoune SHTEPOKOKKH 1/1 -
Moraxella spp. 6/6 100
E. coli 63/67 94,0
Citrobacter spp. 717 100
Klebsiella spp. 18/18 100
Enterobacter spp. 14/15 93,3
Serratia spp. 12/12 100
Proteus spp. 7/8 87,5
H. influenzae 16/21 76,2
P. aeruginosa 40/55 72,7
Acinetobacter spp. 3/3 -
Peptostreptococcus spp. 14/14 100
Bacteroides spp. 22/22 100
Prevotella spp. 23/24 95,8
Fusobacterium spp. 8/9 88,9

D¢ beKTUBHOCTh TIpernapara B OTHOLIEHWW TaTOT€HOB, MEPEYUCICHHBIX HUXKE, MOATBEPXKICHA
OIIBITOM KIMHHUYECKOTO MTPUMCHCHUA:

['pammosiokuTeNbHbIe a3po0bl: Staphylococcus spp. (3a uckmouenuem MRSA), Streptococcus
spp., Bkirouas Streptococcus pneumoniae, Enterococcus spp. (3a uckiarouenuem E. faecium).
I'pamoTpuniatensHeie a’poOsl: Moraxella spp., E. coli, Citrobacter spp., Klebsiella spp.,
Enterobacter spp., Serratia spp., Proteus spp., H. influenzae, P. aeruginosa, Acinetobacter spp.

['pammnionoxxurenpHBIE aHAIPOOKI: Peptostreptococcus spp.
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I'pamoTpuuaTenbHBIE aHa3poOsI: Bacteroides spp., Prevétélia spp- Fhsobacteritin-spp.t 0]

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

Konnentpanus 6uaneneMa B miazMe KpoBH 310pOBBIX JOOPOBOIIbIIEB (N=5) mocie OAHOKpaTHOU
BHyTpuBeHHOHN MHGY3uu B 103¢ 150 mr, 300 Mr 1 600 M B TedeHue 60 MUHYT TPOTMIOPITUOHATBHO
3aBHCeNa OT J03bI U ObLIA MPAKTUYECKHU JIMHEHHOM.

Tadauna 4. dapMakOKHMHETHYECKUE IMapaMeTphl OuarneHemMa y 3J0pPOBBIX JT0OPOBOJIBIIEB

(cpenHee £ cTaHIAPTHOE OTKJIOHEHHE, N = 5).

[Tapamerp Crmax Tinp AUC
Jlo3a (MKr/MT) () (MKr/MuT )
150 mr 8,8+0,9 0,97 £ 0,06 14,7+ 0,8
300 mr 173+2.2 1,03+0,10 292 +4.8
600 mr 32.4+23 1,04 £ 0,07 554+ 6,0

Cmax — MakcuManbHas KoHLIeHTpatus; T12p — nepuon noiysbiBeneHust, AUC — miomazis nox
(hapMaKOKMHETUYECKON KPUBOI «KOHIIEHTPAIHS - BPEMSD)
Amnanornyno, AUC Bo3pacTaina ¢ yBenTU4eHUEM O3Bl TPAKTUUECKHU JIMHEHHBIM 00pa3oM.
[Ipu mnoBTOpHOW BHYTpUBEHHOW MH(QY3un mpenapara (papMaKOKHMHETHKA IPAKTHUECKU
HOJHOCTBIO COOTBETCTBOBAJIA TAKOBOM IPU OIHOKPAaTHON HH(Y3UM; KyMYJIALUs He HaOIr0Aa1ach.

Pacnpenenenne

buaneneM neMOHCTpUpPYET MHHHMMAJIbHOE CBsi3bIBaHME C Oenkamu MminasMmbl (3,7 % mnocie
onHokpatHoit n03bl 300 wmr). Ilocine BHYTpHMBEHHOTO BBEACHUSA OuameHeM OBICTPO M XOPOIIO
pacmpesienieTcss U TMPOHHUKAET B OONBIIMHCTBO TKaHeW (Hampumep, TKaHb JIETKHX, MaTKa
(MUOMETpUH, DSHIOMETpPUM), SWYHUKU) U IKHUJIKOCTEH oOpraHu3ma (Hampumep, MOKpOTa,
TJIEBPAJIBHBIA BBITIOT, MEPUTOHEAbHAS >KUIKOCTh). KoHIleHTparusi OuarneHemMa B MOKpPOTE B
TedeHue 6 4acoB Mocie MpuMeHeHus npemnapara cocrapiusuia ot 0,1 1o 2,5 Mkr/r. MakcumanbsHas
KOHIIEHTpallusi OuarneHeMa MpU OJHOKPATHOM BHYTpuBeHHOW uH(]y3uu B no3e 300 mr (B
npomexxyTke oT 0,5 10 2 4 mociie BBeIeHHsI) COCTaBUJIa: B AKCCYIaTe MaJIoro Tasza - 9,6 MKr/mi, B
MEPUTOHECATBHON KHUAKOCTH - OT 9 10 24 Mr/i, B TUIEBpaJIbHOM BBHITIOTE - OT 4,4 10 9,5 mr/n, B
WHTEPCTUIIUATBHOMN )KUIKOCTH - 10 9,6 Mr/mI.

buotp aHC(bODMaHI/IH

MetabonuThl 6uaneHemMa B 1ia3Me KPOBH 370POBBIX 100pOBOJIBIEB HE ObUTH OOHAPYKEHBI HU B
OJIHOM U3 IISITH CITydaeB P OJTHOKPATHOI BHYTpUBEHHOM nH(Yy3uu B f03ax 150 mr, 300 mr u 600
MT, a TAKXK€ [TPU MOBTOPHOM BBeieHUH B Ao03ax 300 mr u 600 mr. [Tpu o1HOKpaTHOM ¥ TIOBTOPHOM
BBEJICHUH, 00IIee co/epkaHne MeTabOINTOB, BHIBECHHBIX MOYKaMH, cocTaBmio 9,7 - 23,4 %.

AHTHOAKTEpHUATLHON aKTUBHOCTHIO JaHHBIC META0OJIUTHI HE 00J1a/1alTH.
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OIMMUHALKS

buareHeM BBIBOAWTCS TPEHMYIIECTBEHHO IMOYKAMH MyTeM KIyOOYKOBOW (UIbTpallid U
HE3HAYUTENIbHOE KOJIMYECTBO BHIBOAUTCS KHUIIEYHUKOM. [lodeunsrii knupeHc 6,63 n/4. Cpenusis
KOHIICHTpaIlis OwWarieHeMa B MOYE 3JI0pPOBBIX 100poBosbIeB (N=5) uepe3 0~2 yaca mocie
OJIHOKPAaTHOM BHYyTpHBeHHOH MH(Y3un B n03ax 150 mr, 300 mr u 600 mr B TeueHue 60 MUHYT
cocraBuna 325,5 mkr/mi, 584,8 mxr/mia u 1105,1 MKr/mi, cooTBeTCTBEHHO; yepe3 8-12 dacoB -
2,4 mxr/mi, 4,7 mMxr/mit 1 21,4 MKI/MII, COOTBETCTBEHHO. BhiBeicHue OuameHeMa IOYKaMu B
teuenue 0-12 gacoB cocraBuio 62,1%, 63,4% u 64,0%, COOTBETCTBEHHO.

IloyeyHas HEJOCTATOYHOCTh

HccnenoBanue papMakOKMHETUKH NPU OJHOKPATHOW BHYTpHBEHHOW MH(Y3uu B 103e 300 mr B
TedeHue 60 MHHYT y MalMeHTOB C HapymieHHeM (yHKIUH TMo4eK (N=3) BBIABWIN 3aJEPKKY
JIMMUHAIMK OHaneHeMa U3 I1a3Mbl KPOBH.

Ta6auna 5. PapMaKOKMHETUYECKUE TTApaMeTpPhl Y MAIMEHTOB C HAPYIICHHON (YHKIHEH moveK

[Tapamerp Crmax T AUC

Cayyaii (MKr/MIT) () (MKr/™MI-9)
KK 23,1 mu/Mun 25,6 2,28 68,0
KK 40,6 mu/Mun 24.0 1,82 61,1
KK 49,4 mn/Mun 12,8 1,95 46,6

KK — knupeHc kpeatnHuHa; T1/2 — nepruos noyBbIBEICHNS

VY manueHToB ¢ HapylieHHeM (QYHKIMH modek cpemned creneHu Tsokectn (KK 50 mu/mun),
nonydaBmux 300 mr Ouanenema teueHue 30 MUHYT €KEIHEBHO JBa pa3a B CYTKH B TEUCHHUE
7 nHel, kyMmyJanus OuarneHemMa B IUIa3Me KPOBU U MOue He HabmroAanach. Y MATH MAlMEeHTOB C
HapylIeHUeM (QYHKIUH TOYeK, TPEOYIOUIMX MPOBEAECHHS TeMOJAMAaIN3a, MOJyYaBIIUX Mepes
HayajoM mpoBefeHus remoguanusa 300 Mr OuaneHeMa BHYTPUBEHHO MH(Y3MOHHO B TEUEHUE
60 MuHyT, HaOdIO/ANAch 3ajiepKKa SIMMUHAIMKM OManeHeMma U3 IU1a3Mbl KpoBH. OTMeuanoch
BIMSIHHE TeMOJMain3a Ha Npo(uib BBIBEACHUS Ipernapara: B XoJle FeMOJHaln3a OTMEYEHO
nByx(pas3Hoe nomyBbiBesieHue Ouanenema ¢ T2 = 1,16 u 3,33 yac. M HampoTuB, npu BBEIEHUU
OuarmeHeMa TeM JK€ MallMeHTaM B JI€Hb, KOrJa TIeMOJUaliu3 He MPOBOJMICS, OTMEYEHO
MOHO3KCIIOHEHILIMAIbHOE BbIBEJICHHE OHaneHema.

Taﬁ.lmua 6. CDapMaKOKI/IHCTI/I‘-ICCKI/Ie napaMeTphbl Y MAIIUCHTOB, HAXOAAIIUXCA HAa TCMOAHUAIN3C

Cmax Tmax T1/2 AUC
(MKr/MIT) () (2) (MKr/MiT-9)
B xone remouanusa 24,8 +4.7 1,0+ 0,0 3,33+0,91 52,7+ 8,7
Mexny npoueaypamu
19,0 +4,7 1,2+04 3,92+1,09 120 + 29
reMoram3a

Tmax — BpeMs JOCTUIKCHUSA MaKCHMaJIbHOM KOHIICHTpAaluu

14



COOTEBETCTEBYET JKCNEPTHOMY OTYETY
ot 14 'IE:EGEE' Mz E:E:-Ei‘l-'-l B
Oxko1no 90 % GuaneHeMa BBIBOAUTCS U3 KPOBH BD BpeMs '@HGHM@;TEHEHL: CTb 0003)

IIeueHouHas HEAOCTATOYHOCTD

dapmMakOKHHETHKA OManeHeMa y NalueHTOB ¢ HapylIeHneM (PYHKIUH MeYeHN He N3ydasach.

JInIia moKMI0r0 BO3pacTa

CooOmaioch 0 CBSI3aHHBIX C BO3PAcTOM M3MEHEHUSX (PapMaKOKHMHETUYECKOro Mpoduis
OuarneHeMa 1ocie BHYTPUBEHHOIO BBEJEHHS OJHOKpaTHbIX 103 300 mr u 600 Mr y 310pOBBIX
MOXKUJIBIX JOOPOBOJIBIIEB (BO3pacT OT 65 mo 75 nmer u crapmie, n = 10). V HATH MOXHUITBIX
JI0OpOBOJIBIIEB B BO3pacTe crapie 75 set (cpeauuit Bo3pact 77.8 net) BenuunHa AUC Ouanenema
MOCJIe KaXKJ0r0 BHYTPMBEHHOT'O BBEJEHHUS Ipemnapara Obuta 3HAYUTENbHO Bbimie (44,6 u 91,9
MKr/Mia-4), yeM BenmmunHa AUC OuameHema y MOJOIBIX 3IOPOBBIX MYKYUH JIOOPOBOJIBIICB
(cpemnuii Bo3pact 23 roaa) (26,6 u 66,1 Mxr/mi-4). Takxke coOOMIANOCH O CBSI3aHHBIX C BO3PACTOM
M3MEHEHHUSAX BEIMYMHBI IOYEUHOTO KIupeHca Ouanenema. Takue usmMeHeHus apMaKOKHHETUKH
OOBSACHSIOTCA KOMOMHAIIMEH CHUKEHHON (DYHKIIUU MOYEK U CHIPKEHUEM MAcChl Tela Y MOXKHUITBIX
NOOpOBOJIBIIEB. BaxHO, YTO  CBSI3aHHBIE C  BO3pPACTOM  HW3MEHEHHBIE  OTJIEJbHBIC
(hapMaKOKMHETUYECKHUE TMapamMeTpbl HE3HAUYUTENIbHO OTJIWYAINCh OT TaKOBBIX Yy TOMXKHUIIBIX
JT0OPOBOJIBIIEB, UMEIOIIUX HOPMATBHYIO MOYEUHYI0 (DYHKITUIO JJIsi CBOETO BO3pPACTa.
eTH

dapMaKkOKHHETHKA OUarieHeMa y IeTeH He N3yJallach.

6. DPAPMAIIEBTUYEKHWE CBOMCTBA
6.1. IlepeyeHp BCIOMOraTeJIbHBIX BeIIECTB

OTCyTCTBYIOT.

6.2. HecoBMeCTHUMOCTD

PapMalleBTUUECK HECOBMECTUM CO CIEAYIOLIIMMH PaCTBOPAMHU: BOJA Il UHBEKLIUNA; PACTBOPHI
aMHHOKHUCIIOT, coAepskamue L-iiucTenH u L-1ucTuH.

JlaHHBIII JIEKapCTBEHHBIA IMpENnapar He CJIEAYeT CMEIIMBAaTh C APYTMMH JIEKapCTBEHHBIMHU

npenaparamMu, 3a UCKJIHOUYCHUEM YIIOMAHYTBIX B pa3aciic 6.6.

6.3. Cpok rogHoCcTH (CPOK XpaHeHUs )

3 roxa.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

I[Tpu Temneparype He Boimie 25 °C B opuruHaibHOM yrakoBke ((uiakoH (-bl) B mavke/ B KOpooe).
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6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIJKOBKH

[To 300 Mr wm 600 Mr neHCTBYIOIIMX BEMIECTB BO ()JIAKOH M3 TPO3PAvyHOTO CTekma |
TUAPOIIUTUIECKOTO Kiaacca BMecTuMocThio 10 mut, 20 mi wim 30 My, yKyHOPEHHBIH TPOOKOIA
pe3nHOBOM U3 OpoMOyTHUIIKaydyKa, O0XKATblil KOJMAuKOM alOMUHHUEBBIM WM KOJIauKOM
KOMOMHHPOBAHHBIM (KOJMAUYKOM AaJIFOMHMHHUEBBIM C MPEJOXPAHUTEIHHON MOJIUIPONUICHOBON
Kpbitikoi ¢ TecHenneM «GPHC» unu 6e3 Hero).

Ha xaxapiii u1akoH HaKJICHBAIOT STUKETKY U3 OyMaru STUKETOYHON MM CAaMOKJISSIITYIOCS.

[To 1 ¢pnakoHy BMECTe ¢ TMCTKOM-BKJIQJIBIIIEM B MTAUKy KapTOHHYIO.

ITo 5, 10 umu 50 $haakOHOB C PaBHBIM KOJIMYECTBOM JIMCTKOB-BKJIQJIBIIICH B KOPOO KapTOHHBIN

(nmst cTalmoHapoB).

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOXXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WM OTX0JA0B, TMOJYYEHHbIX TOcjde TPUMEHEeHUs
JIEKAPCTBEHHOTI'0 NMpPenapara u Apyrue MaHUMYJIALUHU € PenapaToM

[IpuroroBaenue pacTeopa Uit uHdvy3ui

[Tepen mpumeHneHuem mpenapat Bo (urakone pacTBopsroT B 10 M (s mo3upoku 300 mr) wim
20 mn (ansa go3upoBku 600 mr) pactBoputens (0,9 % pactBop HaTpus xyopuaa win 5 % pacTBop
JIEKCTPO3Bbl). 3aTE€M B aCENTUYECKHUX YCIOBHUSIX EPEHOCAT MOTyUYEHHBIN pacTBOp B MH(Y3MOHHBIN
¢naxoHn, copepxamuii 90 ma (wnm 80 MII) aHAIOTMYHOTO MH(QY3MOHHOIO PAcTBOPHUTENS AJIs
MOJTyYeHHUsl PacTBOPA KOHLIEHTpauen 3 Mr/mia Ui 6 Mr/miL.

He pexomeHayeTcst MCIIONIb30BaTh PAcTBOPHI OMameHeMa C KOHILIEHTpAlMel, NpeBbllIaroieit
6 Mr/miI.

PactBop 1t uHQY3Ui peKOMEHTyeTCs TOTOBUThH HETIOCPEICTBEHHO Mepel IPUMEHEHHUEM.

Het oco6bIx TpeGoBaHMi K yTHIN3AIMH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

POCCHUA

000 «JIXKUDIDCH»

Anpec: 354340, KpacHonapckuii kpai, r. Coun, yi. JleMokparnueckas, 54A, nomemenue 1
Ten.: +7 989 836-11-33

safety@gphc.ru

7.1. IIpeacTaBUTENb AEPKATE/S] PETHCTPAIMOHHOIO YI0CTOBEPEeHUs!

[Iperen3un HOTDC6I/ITCJICI71 HampaBJIATh 110 aApecCy.

B Poccuiickou Dedepayuu, Pecnyoaruxe Kazaxcman, Pecnybauxe Apmenusn, Pecnybnuxe

Benapycwo, Kvipevizckoii Pecnybnuke
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POCCUA (NMOCNEOOBATENEHOCTE 0003)

000 «JIKN2DC»

Anpec: 354340, Kpacnonapckuii kpaii, r. Coun, yi. Jlemokparuueckas, S4A, nomenienue 1
Ten.: +7 989 836-11-33

safety@gphc.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA IEPBUYHOM PETUCTPAILIMU (TIOATBEPXKJIEHWUS PETUCTPALIMNA,
INEPEPETUCTPALINN)

JlaTta nepBoii perucTpanuu:
10. JATA IEPECMOTPA TEKCTA
Obwas xapakmepucmuka nekapcmeentnozo npenapama BUAIIEHEM-/[PKUSDCH oocmynua na

ungopmayuonnom nopmane Eepazuiickoeo skoHOMUUecKo20 colo3a 8 UHGOPMAYUOHHO-

KomMmyHukayuonnou cemu « Mumepnemy http://eec.eaeunion.org/
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