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HUHCTE yKHI/IﬁH QCNEOOBATENBHOCTE 0001)
1O MEJUIMUMHCKOMY ITPUMEHEHHWIO JIEKAPCTBEHHOI'O IIPEITAPATA
buanem-A®

PervcrpainioHHBII HOMeEp:
ToproBoe HanmeHoBaHue: buanem-A O
MexayHapo/THOe HelTaTeH TOBAHHOE WM T PYNIUPOBOYHOe HAMMEeHOBaHUe: OHareHeM

JlekapcTBeHHasi popMa: OPONIOK JJISI IPUTOTOBJICHHUS PacTBOpa JUIsl HHPY3HH

CocrTas
1 di1axkoH comepxuT:

Heiicmeyowee sewjecmeo: dGuanenem — 300 mr, 600 mr.

Onucanue: MeJ’IKOKpIrICTaJ'IJII/IIIeCKI/Iﬁ IMOpOMIIOK OeJtoro WiIH 6eI0TO ¢ JKEJITOBATHIM OTTEHKOM

OBcTa.

CI)apMaKOTepanequeCKaﬂ rpyia: aHTI/I6aKTepI/IaJ'IBHBIe cpeacTsa CHCTCMHOIO L[efiCTBHH;
Apyrue OeTa-TaKTaMHBIE aHTI/I6aKTepI/Ia.]'IBHLIe CpeaACTBa; Kap6aHeHeMbI.

Kox ATX: JO1DHO5

dapmakosoruiecKue cBoiicTBa

Dapmaxoounamuxa

buanenem — aHTHOMOTHK Kjacca KapOaleHeMOB, TMpeJHA3HAUYeH /Il TMapeHTepaIbHOTro
MIPUMEHEHHUSI, UMeeT OOJBIIYI0O YCTOMUHMBOCTh K Jgermaponentraaze-1 (JII'TI-1) uemopeka (3a
cuer 1B-MeTHILHOM rpymibl B mostoxeHnu C1) 1o CpaBHEHUIO ¢ UMUTICHEMOM U MEPOIICHEMOM.
buanenem okaspiBaeT GaKkTepHUITUIHOE JISHCTBHE B OTHOIIEHHH MIMPOKOTO CIIEKTpa a’pOOHBIX
TPaMITOJIOKUTEIIBHBIX, TPAMOTPULIATSIIFHBIX U aHA’pOOHBIX OakTepuid, BKIoUasi Pseudomonas
aeruginosa, YCTOWYHBYIO K HMHIICHEMY, MepolieHeMy, IedTazuauMy, odIiokcaruny,
TeHTAMHUIIUAY, U Bacteroides fragilis.

Mexanuzm Oeticmsus

buanenem, kak U Jpyrue OeTa-JlakTaMHble AHTUOMOTHKH, HWHTUOHpYeT CHHTE3 MypeuHa
(menTHIOrIMKaHA), (OPMUPYIOMETO KIETOUHYIO CTEHKY OakTepud, M BbI3bIBAeT THOEINb
GakTepUaIbHOU KIISTKH.

buanenemM wumeeT BhICOKYIO apUHHOCTH K PA3IMUYHBIM NEHUIWUIMHCBSI3BIBAIOMMUM OekaM

(IICB): IICB1 u IICh4 mMetumwumHpe3ucTeHTHOTO Staphylococcus aurens (MRSA), a Takke
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IICB2 u IICB4 E. coli u P. aeruginosa. buary

aHTUOHOTHYeCKHH 3P deKT (T.e. moIaBIeHHE MHKPOOHOTO pOCTa MOCHE TOTO, Kak KOHIIGHTPAIUU

JIEKapCTBEHHOTO  cpeAcTBa  cHM3mMch Huwke MIIK  (MuHMManbHas — mojaBisromasi
KOHIICHTPAIIK) B OTHOIICHUH I'PAMITOIOKHUTEIBHBIX U IPAMOTPHUIIATEIILHBIX OaKTepUH.

Pesucmenmmuocmo

MexaHU3M pa3BUTHA PE3UCTEHTHOCTH K OHATICHEMY HE U3YUaJICs.

Kpumepuu uyscmeumenbHoOCU

Harmonaneupiii Komurer mo Kimuudeckum JlaGopatopupim Crammaptam (NCCLS) He
yctanoBuia MIIK mms Gmanenema. Onnaako, Opumm mpepioxkensl MIIK < 4 mr/m u > 8 mr/m qs
YYBCTBUTEIILHBIX U PE3UCTEHTHBIX a3pOOHBIX OaKTEpUH COOTBETCTBEHHO.

Tadmma 1. 3unauenus MICyy (MUHUMaNBHAS KOHICHTpaIus, nmojapstomas 90 % mramMmMoB
MHUKPOOPTAHU3MOB) MOJYUSHHBIC B UCCIIEIOBAHUSIX 71 Vilro

Muxkpoopranuzm

MICoo, Mr/n

I'pamompuyamenvruie aspodrvie MUKPOOP2AHUIMY

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., Bxtouasa S. marcescens 0,5-8 Mr/n

Providencia rettgeri

CBBIIIE 8§ MI/1T

Moraxella catarrhalis

<0,06-0,12

Haemophilus influenzae

1-8

Pseudomonas aeruginosa

1,5-16 (MeauanHOe 3HAUCHUE: &)

Acinetobacter baumannii

0,5

Fpmnoaoalcumwlbnbte aapoﬁnue MUKPOOPSAHUIMbL

Streptococcus pneumoniae <0,06-0,5
Streptococcus pyogenes < 0,006-0,03
Staphylococcus aurens MeTHITUIUTAH- <0,06-0,5
qyBCTBUTEIbHBIE TaMMbl (MSSA)

Staphylococcus aurens MeTHITWUTHH-pE3UCTEHTHBIE | 32-118
mrammbl (MRSA)

Staphylococcus epidermidis <0,12-1
Streptococcus spp. MeTUIIMIUTAH-1YBCTBUTEIbHbIS <0,5-2
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(MOCHEOOBATENBROCTE 000T)

KOoaryJjia3ooTpuiarcJibHBIC

Enterococcus faecalis 3,1-16

Enterococcus faecium Bhime 128

AHa3pobHsie MUKPOOpZAHU3MbL

Bacteriodes fragilis

Prevotella spp.

Fusobacterium spp.

Clostridium spp.

0| 0| 0| 0 X

Peptostreptococcus spp.

B crnenyromel Talnuile TpHUBEASHBI JaHHBIE TO OaKTepHOJIOTHUYSCKOH »(PPeKTHBHOCTH,
MOJTYYSHHBIC B XOJ/I¢ KJIIMHUISCKUX HCCIICTOBAHUM.

Tadmmia 2. Baktepuosiornueckasi >(PQPeKTUBHOCT, MO  pe3yiabTaTaM KJIMHUUYSCKHUX
HCCIIeTOBAHUHN
YpoBeHb dpaKalium
IlaToreHs: Koa-Bo %
IITAMMOB

S. aureus 17/22 77.3
Staphylococcus spp. | S. epidermidis 13/15 86,7

KoarynazoneratupHbie cTaQUIOKOKKH 18/18 100
Streptococcus spp. 46/46 100
Streptococcus pneumoniae 25/25 100

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

[Ipoune >HTEPOKOKKH 1/1 -
Moraxella spp. 6/6 100
E. coli 63/67 94,0
Citrobacter spp. 7/7 100
Klebsiella spp. 18/18 100
Enterobacter spp. 14/15 933
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
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Bacteroides spp. (ITULITEOEA TR 155U TE UUHH|
Prevotella spp. 23/24 95.8
Fusobacterium spp. 8/9 88.9

D} deKkTHBHOCTH TIpenapaTa B OTHONICHHH TATOTEHOB, MEPSUUCICHHBIX HHUXKE, MOJTBEpIK/IeHA
OTILITOM KJIMHUYECKOTO MIPUMCHEHHSI:

I'pammonoxkutenbubie adpoObl: Staphylococcus spp. (3a ucknouenuem MRSA), Streptococcus
spp., BKItouasi Streptococcus pneumoniae, Enterococcus spp. (3a UCKIIIOUeHUEM E. faecium).
I'pamoTtpunatenbusie a3pobel: Moraxella spp., E. coli, Citrobacter spp., Klebsiella spp.,
Enterobacter spp., Serratia spp., Proteus spp., H. influenzae, P. aeruginosa, Acinetobacter spp.
['pammonokutenbHble aHA3pOOBI: Peptostreptococcus spp.

I'pamoTpuIaTeIbHBIC aHAPOOLI: Bacteroides spp., Prevotella spp., Fusobacterium spp.

D apmakokuHemuKa

Beacwisanue

KonrnenTtpanus OuaneHeMa B 1jiazMe KPOBH 30POBBIX JTOOPOBOJIBIEB (n=>5) mociie oJHOKpaTHOU
BHyTpuBeHHOH wuHY3uu B go3e 150 mr, 300 mr u 600 mr B TeueHume 60 MUHYT
IIPOTIOPIIMOHAJILHO 3aBUCEA OT J03bI U ObLIa MPaKTUIECKHU JIMHSHHOM.

Tabmmia 3. QapMakoKMHETHUYECKHE IIapaMeTpbl OuameHemMa Yy 3J0pOBBIX J10OpPOBOJIBIEB
(cpenHee £ cTaHAAPTHOE OTKJIOHEHHUE, N = 5).

[TapameTp Crnax Tinp AUC
Joza (MKT/MIT) (1) (MKI/MJT" 1)
150 mr 8.8+0,9 0,97 + 0,06 14,7+ 0,8
300 mr 173 2.2 1,03 + 0,10 29.2 + 4,8
600 mMr 32,4+23 1,04 + 0,07 55,4+ 6,0

Crmax — MaKCHMaJIbHas KOHIEHTpaus; 11,2 — nepuon nosyssiBefeHusd, AUC — miomans 1o
(hapMaKOKHHETHISCKON KPHUBOH «KOHIICHTPAIUS - BPEMS»
Ananorununo, AUC BospacTaia ¢ yBeJIHUSHUEM J03bI TIPAKTHISCKH JIHHSHHBIM 00pa3oM.
[Ipu mnoBTOpHOW BHYTpHBeHHOW UWHQY3UU Tmpenapara (apMaKOKHHETHKA MPAKTHUSCKU
MOJHOCTHIO COOTBETCTBOBAJIA TAaKOBOM TIpU  OJHOKpaTHOW HH(DPY3UH, KyMyJSIUs He
HaOJIIOAIACh.
Pacnpeoenenue
buanenem aeMOHCTpHpPYET MHHHMAJIbHOS CBsI3bIBaHHE ¢ Oenkamu Tutasmbl (3,7 % mocie
onuokpaTHoi 70361 300 wmr). Ilociae BHYTpUBEHHOTO BBeJeHHsI OHameHeM OBICTPO M XOPOIIIO
pacrpefieNiseTcsi U TPOHHUKAeT B OONBIIMHCTBO TKaHeHW (HAmpUMep, TKaHb JIETKHX, MaTkKa
(MUOMETpHM, SHIOMETPHM), SIMYHMKH) M JKMJKOCTEM oOpraHuzMa (HaIpHUMep, MOKpOTa,
IJICBpajIbHBIM BBITIOT, MEepUTOHEATbHAsI JKUJKOCTh). KoHlleHTpalus OuaneHeMa B MOKpOTE B
TeUeHHe 6 YacoB Mocie MpUMEHEeHHS Tpemnapara coctapisuia oT 0,1 1o 2,5 Mkr/r. MakcumaibHas

KOHI[eHTpalusi OWameHeMa IpU OJHOKpAaTHOW BHYTpHUBeHHOM wuHpy3uum B jgoze 300 mr (B
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npomexyTke oT (0,5 10 2 4 mociie BBEJeHUs) CO

rapiial i SkedyANE faditor & s 9,6 Mkl i,

B MICPUTOHEATLHOH KHUJIKOCTH — OT 9 10 24 MI/JI, B IUICBPAIbHOM BHITIOTE — OT 4,4 10 9,5 Mr/m, B

HWHTEPCTUITUATILHOM JKUIKOCTH — J10 9,6 MI/IL.

Memabomusm

MeTtaGonuTtel GHaneHeMa B IjIa3Me KPOBH 3JOPOBBIX JJOOPOBOIIBIEB He ObUIM 0OHApPYIKEHBI HU B

OJTHOM M3 TISITH CJIyYaeB NpPH OJHOKpATHOW BHYTpUBeHHOW MHEPY3uH B q03ax 150 mr, 300 Mr u

600 Mr, a Tak)ke IpU ITIOBTOPHOM BBEJCHUH B

jo3ax 300 mr u 600 mr. IIpu ogHOKpaTHOM H

IMOBTOPHOM BBCJICHHH, 06]].[66 COACPIKaHUC MeTa6OJ'IHTOB, BBIBCJCHHBIX ITOYKaMH, COCTaBHJIO

9,7-23,4 %. AuTHOaKTepUATHFHON aKTUBHOCTBIO JTAHHBIE META0OIUTHI He 001a/1alTH.

Buigeoenue

buamnenem BBIBOAUTCA TMPCUMYIICCTBCHHO ITOYKAMH IIYTCM Kﬂy60qKOBOﬁ q)H.]'IpraI.IPIPI u

HE3HAYUTEJILHOS KOJIMYECTBO BBIBOJIUTCS KUleuHuKoM. [loueunsiii kiupenc 6,63 w/q. Cpennsis

KOHI[SHTpalusi OuWameHeMa B MOYe 37O0pPOBBIX JoOpoBoibileB (n=35) yepes 0~2 gaca mocie

OJIHOKpATHON BHYTpUBeHHOU uHQy3uu B go3ax 150 mr, 300 mr u 600 Mr B Teuenue 60 MUHYT

coctasuia 325,5 mxr/mun, 584,8 mxr/mut u 1105,1 MKr/mMi1, cOOTBETCTBEHHO; Uepe3 8-12 gacos —

2.4 mxr/mn, 4,7 Mkr/MI B 21,4 MKI/MIL, COOTBETCTBEHHO. BbiBejienne OHalleHeMa IIOYKAMH B

Teuenue 0-12 gacop coctaBuiio 62,1 %, 63,4 % u 64,0 %, COOTBETCTBEHHO.

D apMaAKOKUHEMUKA Y OMOETIbHbIX ZPYRI HAYUEHINOE

Hapyuienue gynxyuu nouex

Hccnenoranne papMakOKHHETHKH TIPU OJTHOKpATHOM BHYTpUBeHHOH HMHQY3uH B A03e 300 Mr B

TeueHue 60 MUHYT y MAlMSHTOB ¢ HapylieHHeM (QYHKIHH MoueK (n=3) BBISIBIIIM 3aJISPIKKY

SJIHMHHaIIUH OuaneHeMa H3 ILJIa3MbI KpOBH.

Taommia 4. DapMaKOKHHETHUCSCKHE TTapaMeTpPhl

HAIUSHTOR ¢ HAPYIIEHHOM (yHKIMEH NOUeK

[TapameTp Cinax Tin AUC

Ciyuait (MKT/MIT) (1) (MKI/MJT 1)
KK 23,1 m/mMuH 25,6 2,28 68,0
KK 40,6 Mm1/MuH 24,0 1,82 61,1
KK 49,4 ma/mMun 12.8 1,95 46.6

KK — xsmpeHc kpeaTHHHHA; T1/2 — TIepUO/T IOy BBIBEICHUS

VY manueHTOB ¢ HapynieHueM (QYHKIUH Touek cpenHer ctemenu TsokecTd (KK 50 mu/mun),

noxyyaBmux 300 mr Gmanenema TeueHue 30 MHHYT €KEJHEBHO JBa paza B CYTKH B TeUCHHUE

7 ﬂHeﬁ, KyMYJEAILHA OnaneHeMa B ILIazMe KpOBH U MOUYC HE Ha6HIOZ[aJIaCI>. VYV maTH MaIrueHTOB ¢

HapyIIcHUEM (byHKI_IHI/I ITOYCK, Tpe6y10].[II/IX IMPOBEACHHU TeMOJHaJIn3a, IIOJIYUABIIUX IICpe/]

HaYaJIOM IMPOBCACHHUS TI'EMOJAHAIIA3A 300 Mr OuameHeMa BHYTPHBCHHO I/IHq)YSI/IOHHO B TCUCHHC

60 MHHYT, HaOJIOJAACh 3aJIepiKKa AJIMMUHALIMK OWaneHeMa M3 IUIa3Mbl KpoBH. OTMEHAIOCh

BJIMSAHHUC TI'CMOJHAIM3a Ha IIpO(l)HJII: BBIBEACHUA IIpCIllapaTa: B XOJAC¢ IEMOJHaIu3a OTMCUCHO
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nByxdazHoe MoTyBbiBeIcHHe OnarneHema ¢ T4 = 1,16 m}::iﬂ@g':ﬁ"ﬁg%p&ﬁﬁ; ':;1-'1_)1;1’ gégﬂéHHH

OmameHeMa TeM JKe manueHTaM B JCHbL, KOIrJla TIEMOIAHAIN3 HE IIPOBOJHIICA, OTMCUCHO
MOHOSJKCIIOHCHITHAJIBHOC BBIBCICHHUC OmarneHeMa.

Taﬁ.rmua Ny (DapMaKOKHHeTH‘IeCKHe MapaMETPhl YV MAIMHCHTOB, HAXOJAMNUXCA HA TEMOJHAIIA3C

[TapameTtp Crax Tmax Tin AUC
IIponemypa (MKT/MJT) (1) (1) (MKT/MIT )
B xone remomgnannza 248+ 47 1,0+ 0,0 3,33+ 0,91 52,7+ 8,7

Mexnay npoueaypamu

19,0 + 4,7 1.2+ 0.4 3.92 + 1,09 120 + 29
reMoJualinsa

Timax — BpeMs JOCTIDKEHISI MAKCHMATHHON KOHLIEHTPalliK
Oxomno 90 % GnanieHeMa BEIBOJNTCS W3 KPOBU BO BpeMsI TeMOIHANN3A.

Hapywenue ¢pynxyun neyenu

{dapmakoKHHETHKA OHarieHeMa y MAIUSHTOR ¢ HapyIIeHHeM (YHKIIHH MIeYeHH He H3yYalach.
Hayuenmur noscunoeo eo3pacma

CooOmaioch 0 CBSI3aHHBIX € BO3PACTOM M3MEHEHMSIX (apMaKOKHHETHYECKOro Mpoduis
OmarnieHeMa TOCJIe BHYTPUBEHHOTO BBEJCHHUSI OJHOKpATHHIX 03 300 mMr u 600 Mr y 310poBBIX
MOJKUJIIBIX JTOOPOBOJIBICE (BO3pacT oT 65 mo 75 ner u crapmie, n = 10). ¥V OATH MOXKWIBIX
NoOpOoBOJIBIICB B Bo3pacTe cTapuie 75 neT (cpeanuil Bospact 77,8 ner) BesmuumnHa AUC
OuarneHeMa MOCJe KaXXJAOro BHYTPUBEHHOTO BBEJICHMS MpemnapaTa Oblla 3HAUYUTEIILHO BBIIIE
(44,6 u 91,9 mxr/mu-u), gem BemmuuHa AUC OuarmeHeMa y MOJIONBIX 370POBBIX MYKUYHH
moOpoBonbIies (cpeauuii BospacT 23 roga) (26,6 u 66,1 mMkr/mu-d). Takke cooOmaioch o
CBSI3AHHBIX € BO3pACTOM H3MEHEHHSIX BEJIMUMHBI TMOYEUHOTO KJIHMpeHca OuameHema. Takue
U3MeHeHHs (PapMAKOKHHETHKH OOBSICHSIOTCS KOMOWHAIIMEH CHIDKSHHOW (YHKIMU TOYeK U
CHUIKCHHEM MAacChl Tejla y MOXHWIBIX JoOpoBOJBIEB. BaxkHo, 4TO CBsA3aHHBIE ¢ BO3pAcTOM
U3MEHEHHBIE OT/e/IbHbIe (papMaKOKMHETHUECKUE MapaMeTphl HE3HAUUTEIBHO OTIMYAIUCH OT
TAKOBBIX Y MOMKHUIIBIX JOOPOBOJIBICB, UMEIOIUX HOPMATHHYIO MOUYSUHYIO (PYHKIIHIO JJISI CBOETO
BO3pacTa.

Hemu

(I)apMaKOKHHeTHKa OnameHeMa Y JeTeli He H3yYajach.

Iloxa3zaHus K IpUMeHeHHIO

[Ipenapar buanem-A® mnpuUMeHAETCS MPHU JCUCHHH CJISAYIONUX 3a00JeBaHUM, BhI3BAHHBIX
YyBCTBUTEJILHBIMU K OHaleHEMY MUKPOOpPTaHU3MAMHU:

- THEBMOHHST,

- UHGEKIUH MOUCBBIBO/IAIMIECH CHCTEMBI (OCTOKHEHHBIA IUCTUT, MUSTOHEDPUT);

- TICPUTOHHT;

- XpPOHHYCCKHUE PECIIUPATOPHBIC 3a00JIeBAHHSI.
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(MOCNEOOBATENBHOCTEL 0001)

Hp OTHBOIIOKAa3aHUA

e T[IOBBIMICHHAs] UYYBCTBUTEILHOCTh K OHaleHeMy WM JpYTHM IIpenapaTtaM TpYIIIb
KapOalleHeMOB B aHAMHE3¢,

e BHIpAKECHHAS IMIEPUYBCTBUTEILHOCTh (aHA(DMIAKTHUSCKUE PEaKIMH, TsDKEJble KOXKHbIC
peakiuu) K Jro0oMy aHTHOAKTepHAILHOMY CpeJICTBY, HMEIOMEMY OeTa-JIaKTaMHYIo
CTPYKTYPY (T.€. K IeHUIMIUIHHAM, I[e(aIoCTIOpHHAM);

e OJIHOBpEMEHHOS NPUMEHEHHUE ¢ IperiapaTaMH BaIbIIPOSBOH KUCIIOTHI;

e JIeTCKHM BO3pacT Jio 18 JeT.

C ocTopoKHOCTHIO

e [IpU HAIMYHMH Yy MAIMEHTA WU ero OJMKAUMIMX POJICTBEHHUKOB OpOHXMAIBLHON acTMBbI,
[IPEAPACIIONOKEHHOCTH K aJUIEPIrUHUeCKUM PEaKLUsIM (ChIllb, KpAIIUBHUIIA U T.11.),

® I[IpH TSDKEJION OYEUHOHN HEJOCTATOUHOCTH;

e YV MMAI[UEHTOB IOKUIIOTO BO3PACTa,

e V IIAMEHTOB, HAXO/SIIMXCA Ha [APEHTEpPAJIbHOM IIUTAHUH, C OlpaHHYEHHOH
CIIOCOOHOCTRIO K MEpOpalbHOMY MpHEMY IHINH, ¢ HEYJIOBICTBOPUTEIHLHBIM OOITUM
COCTOSIHHEM 37]0POBbBSI;

e 1pu 3a00JeBaHMSIX IMEeHTpadbHOU HepBHOU cucrembl (IIHC), mpeapacmosararomux K
BO3HUKHOBEHHIO CYJIOPOT U CHUIKAIONIUX MOPOT CY/IOPOKHON aKTUBHOCTH, DIIUJICIICUS B

aHaMHE3¢C.

IIpumeHeHIie TIPH GepPeMEHHOCTH U B TePUO TPYTHOT0 BCKAPMJIIMBAHUS

bepemennocmo

BezomacHocTh npuMeHeHHs] OHalieHeMa y JKCHIUH BO BpeMsi OepeMEHHOCTH HE H3ydasach.
[TosToMy TpHMeHeHHe Tpenapara Bo BpeMsi OepeMeHHOCTH JIOMYCTHMO TOJBKO B TOM CIIydae,
©CJIM BO3MOXKHAS MOJTh3a OT JICUSHHUS JIJISI MATePH TIPEBhINIAST MOTSHIUAIBHBIN PHCK JIJIS TUTO/IA.
Ilepuoo epyoHozo eécxapmaueaHus

B moxIMHUUYECKHUX HCCIeOBAHUSIX ObLIO YCTAHOBJICHO, UTO OHAlleHEM INPOHHMKAECT B TpYJHOE
MOJIOKO. B ciiydae HeoOXOAMMOCTH TMPUMEHCHHS IpemapaTa CiielyeT NpeKpaTUTh TpyaHOe

BCKapMJIUBaHHEC.

Crioco® TNPpUMEHEHWH U 0351

[Ipenapat buanem-A® npegHazHAUCH TOJIBKO JUISI BHYTPUBEHHOTO HH(Y3UOHHOTO BBEACHHSI.

Bapocabim
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Jlo3a U TIPOJIOJDKUTEILHOCTh TEPANUU JTOJDKHbI ywaﬁdﬂ%&l&‘gﬁ:%‘“&g&lﬁﬁ‘t;&f; o1 Fetira u

TSDKSCTH MH(EKIIMU U COCTOSIHHSI AI[UEeHTA.

OOGbIvHO cyTOUHAA J03a npenapata coctapisieT 0,6 1, pa3AenéHHas Ha 2 BBeAeHUS Kaxbie 12 u,
BHYTPHUBEHHO KaresdpHO B TeueHue 30-60 munyT. [lpu Tsoxempix uHOEKIHIX 1032 MOXKeT ObITh
yBeJIMUeHa. MaKkcHMallbHasl CyTOYHAs J103a He JOJDKHA NpeBblmaTs 1,2 1.

ITpoaoIKUTEIPHOCTD TEPAIIMHU IIpellapaToM He JOJKHA IPEBbINIaTh MUHUMAJIBHO HEOOX0IUMBIH
CPOK JIJIs1 JIeUeHUs1 3a00/IeBaHUSL

Oco6ble TPVIIILI MAIHEHTOB

Hapywenue ¢yuxyun nouex

Y manueHToB ¢ TDKEIOH IMOYSUHOW HEJOCTATOUHOCTHIO IMpemapar CleayeT NPUMEHATH ¢
OCTOPOIKHOCTBIO, TIHIATEJILHO KOHTPOJMPYSI COCTOSIHME WAI[UeHTa, TpHU HeoOXOJUMOCTH
YMEHBIIHUTD 103y WIHA YBEJIMUUTh HHTePBAJ MeXKAy BBeJAeHUAMH. [lannenTam, Haxoasmumces Ha
reMo/Iualinze, peKOMeHIyeTCsl BBe/IeHHe 1 pa3 B CyTKH (cM. pazjest «DapMaKOKUHETHKA ).

L ooicunvie nayuenmoi

Y NOXWIBIX MAaIlMeHTOR Ipenapar buaneM-A®@ cleyeT NPHUMEHATh € OCTOPOKHOCTHIO.
HeoOxouM KOHTPOJIb 3a COCTOSHMEM HAIlMeHTa M aJeKBAaTHBIM moAGop J103bI U HHTEpBaja
MeTy BBEJACHHUSIMHE Tpernapata (cM. pasjiesibl « DapMakoKHHETHKa» U «OcoOble YKa3aHUs»).
Hemu

Hudopmanus o GezomacHocTH U 3 dekTUBHOCTH Tpemnapata buanem-A® y jerelt, BKIIoUast
HOBOPOKASHHBIX, MJIQ/ICHIICB ¢ HU3KOW MAacCOU MIPHU POXKICHUHU U TPY/IHBIX JeTeH, OTCYTCTBYET.
Ipucomosnenue pacmeopa ons uHQy3uti

[lepen npumeHeHreM mpenapat Bo Qurakone pacteopsitoT B 10 Mi (st mosuposku 300 Mr) win
20 v (noa gozuporku 600 mr) pactBoputesis (0,9 % pacTBop HaTpus Xjopujia win 5 % pacTBop
JEKCTpO3bl). 3aTeM B acCeNTUYECKMX YCJOBUAX MEPEHOCAT TOJYUYSHHBIH pacTBOp B
WHPY3HOHHBIH diakoH, cojaepxammii 90 mn (i 80 MIJI) aHATIOTHYHOTO HWHQY3HOHHOTO
PACTBOPUTEIIS JIJIS1 TIOJTYUSHUS pacTBOPA KOHIIEHTpAITuel 3 MI/MJIT WK 6 MI/MIL.

[IpenapaT HeNb3s1 CMEIMUBATh C APYTUMHU JISKAPCTBEHHBIMU NpenapaTaMu WM PacTBOPUTEISIMU
M3-32 BO3MOJKHOM  HECOBMECTHMOCTH (cM. pazgen «BzaumopeicTBue ¢ Apyrumu
JIEKAPCTBEHHBIMHU CPEICTBAMIY ).

He pexomeHyeTCsl HWCMONB30BATh PACTBOPHI OHWalieHeMa ¢ KOHIGHTpallMel, MpeBbINIaroniei
6 Mr/MIL.

PaCTBop pIRI: | I’IH(l)YSI/Iﬁ PEKOMEHAYCTCA T'OTOBUTD HEITOCPECACTBCHHO IIEPE IPUMCHCHUCM.
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IloGounoe nelicTBHEe

B xone KIMHHYECKHUX HCCICTOBAHWM OuareHeMa ¢ ydactheM 2348 malnueHTOB MOOOYHBIS
spgdexTl Obutn 3aperucTpupoBanbl v 64 manuentoB (2,7 %). Haubonee uwacTto moGouHbie
s¢pdexTrl BrITIOUATH cbilib (1,0 %), nuapero uiu HeodopmiteHHBIH ¢TI (0,7 %). OTKIIOHSHHS B
pesyibTaTax JabopaTOpHBIX aHAJIM30B cpeau 2287 manumeHToB Habmromanuck B 304 ciydasx
(13,3%). HanGosee 4acThIMH U3 HUX ObLUIH IMOBBINICHHAE aKTHBHOCTH aJTaHMHAMUHOTpaHChepasbl
(AJIT) B 114 caydasx, MOBBINICHHE AKTHBHOCTH acmapratamuHoTpaHcdepazsl (ACT) B
93 cayuasix, so3uHOGUIHS B 77 caydasix.

B xome mocTperucTpalldoHHOTO HCCieoBaHusi Obllo  3apeructpupoBaHo 208 ciydaes
BO3HUKHOBEHHSI TMOGOYHBIX »P(PekToBR (BKIIOYAS OTKIOHEHHUS Pe3yJIbTaTOB JabOpaTOPHBIX
aHanmu30B) cpeau 1700 manmmeHTOB, yYacTBOBAaBIIHX B ucciuenoBanwd (12,2 %). HaumGosee
JacThIMM W3 HHUX ObUIM HapymieHHe (QyHKIMM TeueHH B 77 caydasix (4,5 %), MOBBINICHUE
aktupHocTU AJIT B 45 ciyuanx (2,6 %), noseimenue akTuBHOCTH ACT B 40 ciyuanx (2,4 %),
MOBBINICHAE AKTHBHOCTH MenouHol docdatazel (IIID) B 13 cayuasx (0,8 %), mospimeHue
aKTUBHOCTH JakTataeruaporenassl (JIJII) B 12 cnyuasax (0,7 %).

TabnuuHoe pe3roMe HeKeIATSIbHBIX PeaKITHHI

HesxenatenbHble peakiiy, MPeCTaBICHHbIC HIJKE, MEPSUUCIICHBI B 3aBUCUMOCTH OT aHATOMO-
($U3HOIOTHYECKON KJIAacCH(UKAIIUKM, YacTOTHI BCTPEUASMOCTH M CTeNeHH TsDKecTH. YacToTa
BCTPEUYACMOCTH OTPEIeIISIeTCs CISAYIOMUM o0pa3zoM: odeHb acto (> 1/10); wacto (> 1/100 no
<1/10); mewacto (= 1/1 000 nmo <1/100); penxo (= 1/10 000 mo <1/1 000); oueHb peaxo
(<1/10 000), yacToTa Hen3BecTHA (HA OCHOBAHUH UMEIONIUXCS JIAHHBIX OT[CHUTH HEBO3MOXKHO ).

Tadommia 6. TabauuHOE pe3toMe HEeKeIATSILHBIX PeaKIuM

CucTreMHO-OpraHHbII Yacrora HexemaTemmHble peakiium

KJIACC

7 O RN JacToTa CTOMATHT, IPUOKOBBIC CYTIEpUHDEKITUN
HEU3BECTHA
HEYacTo Gazoduius, TPOMOOITUTO3, SPUTPOIUTOTICHHUS,

CHI)KEHHE TeMaTOKPHUTA, HeUTPODUITHSL,

HapymieHust co CTOPOHBI CHU)KEHHE COJIepiKaHHe TeMOoTIo0nHA,

KPOBH H JTUM(PATUISCKOU JTUMQOIHUTO3, MOHOLIUTO3

CHCTEMBI peako yBeJIMUSHUE TPOTPOMOUHOBOTO BpEMEHHU
qacTroTa arpaHyJIOLUTO3, TAHIIUTOIICHUS, JICHKOIICHHUSI,
HEU3BECTHA | TPOMOOIUTONECHUS
HEYacTo SO3UHOPUITHS

HapymieHus co cTOpoHbl peaKko MIOK

UMMYHHOMW CHCTEMBI qacToTa aHapUITAKTHISCKUH MIOK
HEU3BECTHA

Hapymienust co cTopoHsl qacToTa CUMIITOMBI Jiepuiiura Butamuna K (runonpo-




E.E:!I:ITE.ETI:.TE{}"ET SKC —EFTH‘ 'Hv OTYETY

l]ll

CucreMHO-OpraHHbII Yacrora
KJIace
MeTaboIu3Ma U MTUTaHUs HEU3BECTHA | TpOMOMHEMHUSI, CKIIOHHOCTH K KPOBOTSUCHUSIM ),
CUMITOMBI JIe(pUIIUTA BUTAMHUHA TpYyIIbl B
(TTIOCCHUT, CTOMATHUT, CHU)KCHHE alllIeTUTA,
HEBPHUT)
peaKko OIYIICHUE OHEMEHHUS
HapyuieHnust co cTopoHsl
% qacToTa CYJIOPOTH, HApYIICHUE CO3HAHUS
HEPBHOM CHUCTEMBI
HEU3BECTHA
HapymieHnust co cTOpoHbI peIKo TIPUCTYI aCTMbI, HHTEPCTHITHAIBHAS] THEBMOHUS
JIIXaTeILHON CUCTEMBI,
OpTaHOB IPYAHOU KJISTKH U
CPEIOCTCHUS
HEYacTo TONIHOTA, JUAPEs], MOBLINICHUES AKTUBHOCTH
aMuUJIa3kl
KenynouHo-kuieuHsle =
peaKo pPBOTA, CHHJKEHHBIH alIeTUT, 00Jb B )KUBOTE
HapyLICHUS - ——
qacToTa MICeBAOMEMOPAHO3HBIN KOJIUT, TSKEIBIN KOJIUT,
HEU3BECTHA | CONPOBOKAAIOIIUNCS KPOBIHUCTHIM CTYJIOM
HEeYacTo noeeimenne akTusHOCTH AJIT, ACT, JIJT,
Hapymienus co cTopoHsl .
ramma-riyTammiTpanchepassl, IO, seiun-
IeUYCHU U
. amuHonentuaassl (JIAIID); sxenryxa, MOBBIICHHUE
JKEITYSBBIBO/ISIIUX Ty TEH
KOHIICHTpaluu OuimpyOnHa
Hapymienust co cTOpoHbI HEYacTo 3y, ChIMb
KOXKH M ITOJIKOXKHBIX TKaHEeH | peko KpaluBHUIA
HEYacTo MOBBINIEHUE KOHIICHTPAIIMH a30Ta MOUYSBHUHBI B
KpOBH, MOBBINIEHUE KOHIICHTPALIMH KpeaTUHUHA
HapymuieHust co cTOpoHsl B KpOBH
II0YEK M MOUYEBBIBOJANIUX | PEIKO MIOBBINICHHE B MOYe KOHI[eHTpanuu N-areTui-f-
nyTeH D-rirokozamunugasel (NAG) u B2-Mukpo-
rJ100yIMHA, TIPOTCHHYPHS, OCTpasi MOYeUHAS
HE0CTATOYHOCTD
HEYacTo TUNIEPKATTMEMUS, JINXOPAIKa
peaKo roJI0BHas 60J1b, 60JIb B Tpy/IH, 00IIee
OO0Gmue HapyIeHUS U
HEeJIOMOTaHHe
PEaKIIuU B MECTE BBE/ICHUS
qacToTa OTeK
HEU3BECTHA
Peaxyun, xapaxmepnvie Ona aHmudOHomMuxos-xapbanenemos: MyJdbTHGOpMHAs dpUTeMa,
TOKCHUYECKHUH DHOHJACPMAJIbHBIA  HEKPOJIM3, OCTPhIH  KOHBIOHKTHBAJIBHO-CIU3UCTOKOKHBIN

cunapom (oculomucocutaneous syndrome), cungapom CrupeHca-/[?KOHCOHA, TeMOJIUTHYECKAS

aHeMHsI, TpOMOODIICOUT, Y03UHOPUIbHAS UHPHUITLTPAITUS JISTKUX, (PYIbMUHAHTHBLIN TSIIaTHT.

10



COOTBETCTBYET SKCNEPTHOMY OTHETY

ot 01.08.2023 N2 146

(NOCNEOOBATENBHOCTS (

Ilepeno3upoBka

Cumnmomui

CiydyaeB TepeloZMpOBKHM HE 3aperHCTPUPOBAHO. PHCK BO3HHKHOBEHHMsI IIepeIO3HPOBKH
BO3MOJKEH Y MALIUCHTOB ¢ HapymeHueM (GyHKIuU mouek. [Ipu 5ToM BO3ZMOIKHO pasBUTHE OJTHOU
WJIH HECKOJBKUX MOGOUHBIX peaknuid (cM. pazaen «lloGounoe neticTBre»).

Jeuenue

B ciydae mepeno3HpOBKH CJIEAyeT OPHEHTHPOBATHCS Ha KJIMHUYECKYIO KapTUHY H IIPOBOJHTH
CUMIITOMATHYECKYIO IOJUIep KUBatomyo Tepanuio. Okono 90 % OuaneHeMa BBIBOJMTCS U3

KpPOBH BO BpeM:i reMoinalinsa.

BzanmoeiicTBHe ¢ IPYTVMI JIeKAPCTBEHHBIMH CpeICTBAMU
OpHoBpeMeHHOE TpPUMEHEHHe KapOaleHeMOB, BKJIIOUasi OMalleHeM, ¢ BaJbIPOCBOM KHUCIOTOU
OPUBOJUT K CHIDKCHHIO KOHI[CHTpPAIIHH BaJbIPOCBOM KHUCJIOTHI B IUIa3Me KpPOBH JIO
cyOTepareBTHUSCKOTO 3HAUCHUS, UTO YBEJIHUHBACT PHUCK PA3BUTHS CYJOPOIKHOTO TPHIIAJIKA.
MexaHu3M 5TOTO B3aUMOJICHCTBUSI HemspecTeH. OJIHOBpeMEHHOE TNpUMEHEHHe OuaneHeMa U
[IpenapaToB BAJBIPOSBON KUCIOTH IPOTUBOIIOKA3AHO.
Hecosmecmumocmso
Henp3s ucmonb30BaTh IS MPUTOTOBIICHUS MH(Y3HMOHHOTO pacTBopa mpemnapata buanem-A®
CIIeTYIONIHE PACTBOPHI:

e  BOJIa UL UHBEKITUH;

® PacTBOPbI aMHHOKHCJIOT, COACPIKAIIUC L-I_[I/ICTCI/IH u L-LIHCTHH.

Oco0ble yKkazaHusa

Peaxyuu nosviuieHH oI 4y 6cmeumensHOCHIL

[Tepen HauasIOM JICUSHHUS CIIEAYET YCTAHOBUTH HAIMYHME B aHAMHE3e Y MAIUCHTA AJUICPTHUSCKUX
peakiuii Ha OuameHeMm, JIpyrHe KapOalleHeMOBbIC aHTHOHMOTHKH W Jpyrue OeTa-TaKTaMHBIS
AaHTHOMOTHKH, a TaKKe JIPYTHX (HOpM aUIepruu (AUICPTHUSCKUN PHHUT, OpOHXHAIbHAS acTMa,
KpanuBHHLA). FIMeroTesl JaHHBIe O YaCTHYHOU MepeKPeCTHOH aJUIepTHH MKy KapOarmeHeMaMu
U JIpyTUMH OeTa-JTaKTAMHBIMH aHTHOHOTHKAM — MCHUITWUIMHAME | [edanocnopunamu. [lepen
NpUMECHEHHEM Tpenapara HEOOXOJHMMO MpPHUIOTOBHTH CPEACTBA DKCTPEHHOH IOMOIIH,
HEOOXOMMBIC B CIy4ae Pa3BUTHS aJUIEPIHUSCKUX peakiui. llalMeHT MODKeH HaXOJUTHCS B
COCTOSIHMM TIOKOSI OT Hadaja /0 OKOHYAHHs Hpoueaypsl HH(ysuu. llpu sToM HeoOXoaumo
TIIATeJIFbHO KOHTPOJUPOBATH COCTOSIHHE TAIUCHTA, 0COOSHHO HETOCPECTBeHHO MOCIe Hadasia
BBeJICHHS Ipemapara. B ciydae pa3sBUTHS aJUIepTHUECKON peakiuu (BKIIOYAsl TAKME CHMITTOMBI
KaK, JUCKOM(OPT, HEMPHSITHBIC OMYIICHHS BO PTY, CBHUCTSINEE JIBIXaHUE, TOJOBOKPYIKCHHE,

IIO3BIBBI K ,Z[e(belcaunn, mymM B VlIax, HOTOOT,Z[eHeHHe) BBCJICHHUC IIpcliapaTa IIpeKpallaroT H
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MPpUHHUMAIOT COOTBCTCTBYIOIIUEC MCPLI. Cepl:

C3HBIS %&&}E&%‘é%@j kp‘éh}%i&ﬁ Clﬂ% VIOT

HE3aMC/JIUTCJIBHOIO BBESACHUS aJpcHAIHHA.

[Ipy HEOOXOAMMOCTH CleAyeT TPUMEHUTH

KHCIIOPOJI, TJIFOKOKOPTUKOCTEPOMIbI M MOJJACPXKUBATH JbIXaTeJbHYI0 (QYHKIUIO (BKJIIOYAs

HHTYOAIHIO).

IIpu npumeHeHHH KapOaleHEeMOB cOOOMANIOCH O CIIyYasix pa3BUTUSL OYJUIC3HBIX MOpajkeHHH

KOKH, TaKHX KaK CHHIAPOM CTHBGHC&-I[)KOHCOH&, TOKCHYESCKHUH SHHZ[epMaJIbHBIﬁ HCKPOJIU3 H

0 CTpLIﬁ KOHBIOHKTHBAJILHO-CIIU3UCTOKOKHBIN

CHHPOM. B cJiydac¢ BO3HHKHOBCHHA TaKHX

CHUMIITOMOB KaK JIHXOpaJKa, dSpUTeMa, 3V, THICpEMHUA IJI1a3, CTOMATUT H Jpyrue, CJeAyeT

MNPpCKpaTUuTh IIPUMCHCHHUC IIpCIIapaTa U HA3HAYHUTL COOTBECTCTBYIOIICC JICUCHHUC.

Humepcmuuua./lbnaﬂ RHEEMOHUA

Bo Bpemsi nedueHHsT HEOOXOAUM TIHIATESIIbHBIH

KOHTPOJIb 3a COCTOJAHHCM IIallUCHTA. B cIydac

BO3HHUKHOBCHHS TaKHX CHMIITOMOB KaK JIMXOpaJdKa, KallcJb, OJbIIIKa IIpH (bHSquCKOﬁ

Harpy3ke, 3aTpyJAHEHHOE JBIXaHHE CJIeyeT KaK MOJKHO CKOpee IpPOBECTH pPeHTIeHOTpaduio

opraHo TrpyAHod wietku. Ilpuw Hamuuuu

IIPpU3HAKOB HHTepCTHHI/IaHBHOﬁ ITHEBMOHHH,

503MHOGMWILHON HHPUIBTPALMU JIETKUX CIeAyeT IMPeKpaTUTh IMpUMEHeHHe IIperapara,

Ha3HaAYUTh COOTBETCTBYIOIICC JICUCHHUC, BKJIIOYAA ITIFIOKOKOPTHKOCTCPOUIDBI.

Clostridium difficile — accoyuuposannan ouapes.

HpH IMPUMCHCHHH IIPAKTHYCCKH BCCX aHTI/I6aKTepI/IaJ'IBHLIX [perapaTop MIUPOKOTO CIICKTpa

JICUCTBHST BO3MOJKHO BOSHUKHOBEHHE JAUapeH, accoruupopannon ¢ Clostridium difficile (CDAD

- Clostridium difficile-associated diarrhea), koTopasi MOKET TIPOTEKaTh KaK B JISTKOH (opme, Tak

HB Tﬂ)KeHOﬁ, BILIOTH JO JICTAJIBHOI'O HCXOOA.

HpI/I BO3HHUKHOBCHHH HJHApPCH BO BpPCM:A JICHCHHUA IIpeIIapaToM H606XOI[I/IMO MOATBECPAUTH

nuarao3 CDAD. CrenyeT ToiaTeIpHO HaOIIOATh 3a TMAIUEHTOM Ha npeameT pazputus CDAD,

MOCKOJIbKY PETUCTPHUPOBAIIUCH ClIyYau €€ BO3HUKHOBEHHUS CIIYCTs GoJtee JABYX MCCALCB IIOCJIC

MNpeKpalcHusl IIPpHMCHCHHUA

noaTeepxkaeHun  CDAD  HeoOxoaumMo

IpenapaToB, KpoMe Tex,

aHTH6aKTepHaJ'IBHBIX IIpeIapaTosB.

IIpEKpaTUTh

[Ipu momo3peHUU WU

IIPpUMCHCHHUC aHTI/I6aKTepI/Ia.HI)HLIX

KOTOpble HazHaueHbl Uil mojasiaeHust Clostridium difficile.

HpHMeHCHHC nperapaToB, TOPMO3ANHUX ICPUCTAIIBTUKY KUIICUYHHUKA, IIPOTHBOIIOKAa3aHO.

Pazeumite 6axmepuaivbHoOl pe3ucmeHmHOCIMI 1 CyRepUHperyun

C nenpbo TNpOoQWIAKTHKH PAa3BUTHSL PE3UCTEHTHOCTH M MoJyiepikaHusl >(pQeKTHBHOCTH

6HaneHeMa, B KJIMHHYECKOU IMIPpaKTHUKE IIperapar CJeAYCT HUCIIOJIb30BaTh TOJIBKO IJIA JICUCHUA

I’IH(I)@KHI/II\;I, BBI3BAHHBIX JOKAa3aHO YYBCTBHTCJIbHBIMH K 6HaHeHeMy MHUKpPOOpraHu3sMamMu, H

MIPpUMCHCHHC IIpCIlapaTa JOJLDKHO OLITH OTPaHUYCHO MUHHUMAJIBEHBIM KYpCOM, H606X0,Z[HMBIM JJIA

JIeueHus 3a00JIeBaHHS.
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Pa3BUTHSI CYNIEPUHDEKIMU U NIPEJIPUHUMATH COOTBETCTBYIOIUE MEPHI B CIIyUae €€ pa3BUTHSL
Henmpanvran neperasa cucmema

Ha ¢one npumeHeHus: kapOareHeMOB, B TOM 4HciIe OHanieHeMa, cooOmanoch O BORHUKHOBSHHU
CyJIOpor M JIpyTHX CHMITOMOB CO CTOPOHBI LEHTPAJILHOHM HepBHOM cucTeMmbl. Cruenyer
coOMojaTh OCTOPOKHOCTh IIpH IIPUMEHEHHHM OHalleHeMa Yy MAaIlUeHTOB ¢ 3a00JIeBaHHUSIMHU
I[EHTPaJbHOM HEpPBHOM CHCTEMBI, IIpe/paclojaralolUMH K BO3HMKHOBEHHMIO CYJIOpOT H
CHIJKAIOIMMHU IIOPOT CYAOPOKHOM aKTHBHOCTH, ¢ SIMJICIICHEM B aHaMHe3e, V IAlUEeHTOB ¢
HapyHmeHUsIMH (QYHKIMH MoYek. B mepuoja JiedyeHHs] HEOOXOJMM THIATEJLHBIM KOHTPOJIb 3a
COCTOSIHMEM TallMeHTa. B ciayuae BO3HHKHOBEHHUSI cuUMITOMOB co croponsl IIHC cnenyer
HEeMe/UJIEHHO NIPEKpaTHTh IPUMEHEHHE IIpenapaTa U IPHHSTH COOTBETCTBYIONINE MEPBIL.
Hapyuienue pynxyuu neuenu

Benencteue pHcka pasBUTHSL HapylmIeHHs (QYHKIHM T€UYeHH (TIOBBIMICHHE AaKTHBHOCTH
TpaHCAMHUHA3, TUIEPOWIUPYOUHEMHUS], XKeJITyXa, (YJIbMUHAHTHBIM TeNaTHT) NpHU TPHUMEHEHHH
npenapata HeoOXOAMMO KOHTPOJUpPOBATh COCTOSIHME TMAllMeHTa M INEpUOJUYECKH IPOBOIUTH
naGopaTopHble UCCIeOBAHHs (PYHKIUYU [IeUeHHU. B ciIydae BOZHUKHOBEHMS JJAHHBIX CUMIITOMOB
cJeyeT HEMEJICHHO IPEeKpaTHTh NPHMEHEHHe IpenapaTa M Ha3HAUUTh COOTBETCTBYIOIEE
JICYeHHE.

Hapywieniue pynxyuu nouex

B nepuon mnedeHHs] HEOOXOIMM THIATEIBHBIM KOHTpPOJIb 3a COCTOSIHHEM MAIHeHTAa U
IepUOIUIECKOe TIPOBECHHE JTaOOpATOPHBIX MCC/ICOBAaHUM (PYHKIMH MOYeK. Y MAI[HEHTOB C
TsDKEJION IMOYEeYHOM HEJOCTATOYHOCTBIO IIpenapaT IPUMEHSETCSI ¢ OCTOPOXKHOCTBIO, IIPH
HEOOXO/IUMOCTH CJIe[yeT YMEHBIIMTh JO03y WM YBEJIMUYUTh HHTEPBAJl MEXKIY BBEICHUSIMH.
ITanmenTaM, HaXOJANMIMMCS Ha TeMO/IHAJIN3e, peKOMEeHyeTcs BBe/ileHue 1 pa3 B cyTkH. B cinyuae
oOHapy’KeHHUsI OTKJIOHeHUH (ocTpasi HodeuHasi He/IOCTATOYHOCTh U JAPYTHE TSDKEIbIe HapyICHUS
(yHKIMK TI0YeK) cie/lyeT HEeME/UICHHO IPEeKpaTUTh INpHUMEHEHHE IperapaTa M Ha3HAUMUTh
COOTBETCTBYIOIIEE JICUCHHE.

Hapywernusn co cmoporst cucmemusl Kposemeopenus

B nepuoj nedeHus1 HeoOX0IUM TIATEIBHBINH KOHTPOJIb COCTOSIHUS MAIlHEHTa U MePUOAHUSCKOe
IpOBE/ICHHe JIa0OpaTOPHBIX HCCIeIOBaHUM KkpoBH. B ciyuae oOHapyKeHHsI OTKIOHSHHH
(arpaHyJIONIUTO3, MAHIUTOICHUS, JICHKOTIEHUs, TPOMOOIUTONICHHS], TeMOJIMTUYESCKAST AaHEMMUS)
cieayeT MPeKpaTUTh IPUMEHEHHE IpenapaTra U Ha3HAYUTh COOTBETCTBYIONIEE JICUSHHUE.
Hoxcunvie nayuernmot

Y DNOXHIBIX TAlMEHTOB IIpemnapar CJeAyeT IPHMEHSITh € OCTOPOJXKHOCTBIO, TINATEJIBHO

HaOMoast 3a cocrosiHueM. TpeOyeTcst aJieKBaTHBIM MMOAOOp J03bI W HHTEpBAIA MEXKIY
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moGoUHBIX >P(PeKToB (Tak KaK Yy NOKHIBIX JIOJASH MHOTHE (PHU3HOJIOTHUSCKHE (QYHKIIHA
OpraHu3Ma CHHIKCHBI) M TOBBIMIEHHYIO CKJIOHHOCTh K KPOBOTCUCHHUSIM B pe3yiibTaTe Jeuiura
puTamuHa K.

Y DanueHTOB ¢ 3aTPYJHEHHBIM TJIOTAHHMEM, HaXOJSIUXCS HAa MapeHTepaJbHOM MHTAHUH, Y
MAIUSHTOR ¢ HEY/OBJICTBOPUTEIHHBIM OOIIUM COCTOSTHUEM 3/I0pOBbS Ipernapar MpUMEHSISTCs ¢
OCTOPOKHOCThIO. TpeOyeTcss TIIATCABHBIM MOHHUTOPHUHT COCTOSIHHS TAaIdeHTa (MOTYT
BOBHHUKHYTH CHMIITOMBI Jeuiiuta suramuna K).

Bausanue na naéopamopnsie noxkazamenu

[Ipu mpUMeHEHHH TIperapaTa BO3MOKHO TMOJYUSHHE JIOKHOTIOIOKUTEIBHBIX Pe3yIbTaToOB TIpH
OTIpe/Ie/IeHUH KOHI[CHTPAIIUU TJIIOKO3bI B MOUYe IMPH HCHOJIB30BAHUHM peakTHROB beHequkra,
Qenunra nm Knuaurecra.

HpPI IIPUMCHCHUHA OuareHeMa BO3MOIKHO BBISIBJISHHE JIOMKHOIIOJIOKHATEILHOM HpOGLI KyM6ca.

BmisiHne Ha CIiocoOHOCTD YHIpaBJATH TPAHCIIOPTHBIMH CpeacTBaMM, MEXaHM3MaMI

He MMpOBOJUJIOCH HUCCIICOBAHUM  BJIHSIHHSI OmarieHeMa Ha  CIOCOOHOCTH YHpaBJBITh
TPaHCIIOPTHBIMHU CpEACTBaMH, MCXaHHU3MaMHU. Tem ne MCHEC, CIICAYCT IPpUHUMATEL BO BHUMAaHHUC,
YTO IIpH IPpUMCHCHHUH IIpCliapaTa MOTYT Ha6J'[IOL[aTI>Cﬁ HCKCJIATCJIBHBIC PCAaKIIUHU, KOTOPBIC
MOTYT BJHATL Ha CKOpPOCTh IMCHXOMOTOPHBIX peaKI.[Hﬁ, CIIOCOOHOCTE YIIpaBJICHHUA

TPaHCIIOPTHBIM CPEACTBOM H pa60Ty C MCXaHHU3MaMH.

dopma BhITyCKA

[Toponrox Jist MpUroTORJICHUS pacTBopa s uHdyzui, 300 mr, 600 mr.

ITo 300 mMr wam 600 Mr AeHWCTBYIONMETO BEMIECTBA MOMEMAIOT BO (pIAKOHBI U3 MPO3PAYHOTO
cTeksa 1 THAPOJMTHYECKOTO Kjacca BMeCTUMOCThIO 10 mimm 20 MJI, TepMETUYHO YKYITOpEHHbIS
npoOKaMU PE3UHOBBIMH ~ MEJHUITUHCKUMH, OOKaThle aJIIOMUHMEBBHIMH KOJMAUKAMU WK
KOJITAYKaMi KOMOMHUPOBAHHBIMH (QTIOMHUHUEBBIMU KOJIMAYKaMH € IPEIOXpAHUTEIILHBIMU
IIJIACTMACCOBBIMH KPBIIIKAMH).

1 ¢makoH ¢ mpemapatoM U HHCTPYKIUEH MO MEJMIMHCKOMY TNPUMEHEHHIO MHOMENmaloT B
KapTOHHYIO MauKy.

Jna emayuonapos: ot 10 no 50 ¢prakoHOB ¢ MpenapaToM U paBHBIM KOJHIECTBOM HHCTPYKIHH
10 MEIUIMHCKOMY NPUMEHEHUIO TIOMEIA0T B KapTOHHYI0 KopoOky. Ha xopoOky HakJieMBaroT

OTHKCTKY.
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COOTBETCTBYET SKCNEPTHOMY OTUETY

......

VY cII0BHSI XpaHeHHs! (MOCNEOOBATENEHOCTL 0001)

IIpu Temniepatype He Boime 25 °C.

XpaHUTh B HEAOCTYIIHOM UL JISTeH MeCTe.

Cpoxk roqHocTH
3 roja.

He IIPUMCHSTH 110 HCTCUCHUH CPOKa I'O/THOCTH.

YeaoBus OTIIYCKAa

OTIycKaroT 0 peLenTy.

JepxaTe/Ib perucTpalHOHHOIO Y I0CTOBEePeHUA

000 «AnQapmar, Poccust

127247, r. Mocksa, BH. Tep. I. MyHULHMITAJILHBIN OKpYT BocTouHoe /leryHuHo,
1. Jimutposckoe, 1. 100, ctp. 2, momen. 4541R4

Ten.: +7 (495) 744-30-00

IIpomzBomuTeTH
000 «Pyzdapmay», Poccus

143132, MockoBckas o6, Pysckuti p-, r.m. Tyukoso, yi. Komcomonsckast, 1. 12, cp. 1

VnakoBmuk (BTopu4YHasi (MOTpedHTE/IHCKAsS) YMAKOBKA) M BBIIYCKAIINIT KOHTPO.IH
KavecTBa

000 «Pyadapmar, Poccus

143132, MockoBckas o0, Pysckuti p-, r.1m. Tyukoso, yi. Komcomonsekast, 1. 12, ctp. 1

WIn

AO «AJITETPA», Poccus

141983, Mockorckas o0, 1.0. JIyOHa, r. JlyOHa, mpocnekT Haykwu, 1. 33

Opranusanusi, MPUHUMAIONIAS TIPeTeH3HH MoTpeduTe el

OO611ecTBO ¢ OTPAHUICHHON OTBETCTBEHHOCTHIO « ATEHTCTBO 10 (hapMaKOHAI30PY
«®apmkomIuiaeHey, Poccus

117186, r. Mockea, yi. Haropnas, 1. 15-8, mom. I, o. 61.

Ten.: +7 (495) 142-24-87

Mo6.: +7 (901) 369-45-95

e-mail: pv@farmakonadzor.com
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