COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 16.06.2023 N= 11229

WHCTE VKLH/IH NMOCNEOOBATENBHOCTE 0002)

1O MEJJMITMHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOI'O ITPEITAPATA
Canoued®

PerucrpaimioHHbIil HOMep:
Toprosoe HanmeHnoBanme: Canoned®
MexayHapoaHoe HeNIaTeHTOBAHHOe MJ/IM TI'PYINIMPOBOYHOEe HANMEHOBAHMe IIpeliapaTta:
JOpHUIIEHEM
JlekapcTBeHHast popMa: OPONIOK ISl IPUTOTOBJICHUS PacTBOpa JUIsl HHPY3HH
Cocras
Kaxapiit piakoH colepKUT
Heticmesyiowee éeugecmeo:
JopurieHemMa MoHoruapar — 521,4 mr (B niepecuere Ha gopuneHem — 500,0 mr).
Omcanue
Kpucrauindeckui Hopomok oT 6eJI0To JI0 CBETI0-3KEJITOTO I{BeTA.
BoccTtanopnenHbli pacTop: npu qodapneHuu 10 vt poawl s uabeknui wm 0,9 % pactBopa
HATpUsl XJIopuAa K coAep:KuMoMy (iakoHa oOpasyeTcs OJHOpOJHAs CyCHeH3Us Oeoro Wiu
o4ty GeIoro 1BeTA.
dapmakoTepaneBTHYeCKAs TPYNIA: aHTUOAKTepHAIbHBIE CPEJICTBA CUCTEMHOTO JeHCTBUSL
npyrue OeTa-jJakTaMHble aHTHOAKTepUaJIbHbIE Cpe/ICTBA; KapOalleHEMBI.
Kox ATX: JO1DHO04
dapmMmakosoruiecKue cBoiicTea
Dapmaxoounamuxa
JlopuneHeM — CHHTeTHUYECKHHM KapOalleHEeMOBBIH aHTHOMOTHK IIHUPOKOTO CIEKTpa JEeHCTBUS,
CTPYKTYPHO OIH3KUH JpyTruM OeTa-TaKTaMHBIM aHTHOHOTHKAM.
Jlopurnienem o01aaeT BRIpOKEHHOM aKTUBHOCTBIO 71 Vifro B OTHOIICHUH a3pOOHBIX U aHA3POOHBIX
IPaMIIOJIOKUTEIBHBIX U IpaMOTpHUIATE/IbHBIX OakTepuil. 1lo cpaBHeHHIO ¢ HMMIIGHEMOM U
MepOIIeHEMOM OH B 2—4 pa3a akTUBHEE B OTHOIICHUH Pseudomonas aeruginosa.
Mexanuszm oeticmesus
JlopuneHeM  okasbIBaeT OakTepUIMHOe JeHCTBMe IIyTeM HapylleHHs OHOCHHTe3a
OakTepHaJbHONH KJIeTOUHOM CTeHKH. OH MHAKTUBHUPYET MHOTME BaKHBbIE IICHUIIWUIUH-
cespeipatonue 6enku (IICH), u 5To BefeT K HAPYIISHUIO CHHTE3a KJICTOYHON CTCHKH OaKTepuil U
nocieayromed rubenu  OakTepualbHBIX KJeToK. Jlopumenem obnagaer HauOOJIBIIAM
adppunurerom B otHomenuu IICH Staphylococcus aureus. B wierkax Escherichia coli n
Pseudomonas aeruginosa nopuneHeMm npouHo cesispiBaeTest ¢ 1ICH, koTopble ydacTBYIOT B

o IIepikaHuu GopMbl GaKTepHATFHOM KIISTKH.
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TAKXKe ero JIeHCTBHE He YIHeTaeTCs IPYTUMH aHTHOHOTHKAMH.

OmnucaHbl aJINTUBHAS AKTUBHOCTDb WM ¢JIAObIN CHHEPTU3M ¢ aMUKAIIMHOM H JIeBO(IOKCAIIUHOM
B OTHOWICHUH Pseudomonas aeruginosa, a TakkKe ¢ JaOTOMHIIMHOM, JIHHE3OJIHIOM,
7eBO(QIIOKCAIIUHOM U BAHKOMHUIIMHOM B OTHOIICHUM IPAMIIOJIOKHUTEIBHBIX OaKTepUH.
Mexanusmul pesucmenmuocmu

MexaHU3MBI PE3UCTEHTHOCTH OakTepuidl K JOpUIICHEMY BKJIIOYAIOT €ro HHAKTHUBAIUIO
(depMeHTaMHU, THAPOJIU3UPYIOMUMH KapOaneHeMbl, a TAKXKe MyTaHTHBIMHU WU IPUOOPETEHHBIMHU
IICh, cHm)xeHHE NPOHHUIAEMOCTH HApYXKHOW MeMOpaHbl M aKTHUBHBIM BBIXOJ JOpHIIEIEMa W3
OakTepuaJbHBIX KJIETOK. JlopHIleHeM YCTOWYHMB K THIPOJIN3Y OOJIBIIMHCTBOM OeTa-aKTamas,
BKJIFOYAs NeHUITUUTAHA3BI U 1eaoCcopuHa3klL, KOTOpbIe BbIpa0aTHIBAIOTCS
IPAMIIOJIOKUTEIbHBIMM U TPAMOTPUIATEJbHBIMU  OaKTepUsMH, HCKIIOUCHHE COCTABIIIOT
OTHOCHUTEJILHO peJikHe OeTa-JIaKTaMasbl, CIOCOOHBIE THPOJIU3UPOBATh JOPUIICHEM.
PacnpocTpaHeHHOCTE IPUOOPETECHHOM PE3UCTEHTHOCTH OT/AC/ILHBIX BH/IOB MOJKET BaphbHUPOBATh B
pasHBIX reorpagUUecKux perioHax U B pa3HOE BpeMs, M [TO3TOMY OUeHb I0JIe3Ha MH(OpMAIIHSI O
CTPYKTYpe MECTHOM PE3UCTEHTHOCTH, 0COOEHHO IIpH JICUCHHMH TsDKeJbIX MHpeKIui. B ciaydae
HeOOXOJUMOCTH CJIeAyeT 0OpamaThesi 3a COBETOM K MUKpOOHOJIOTaM, €CIH CTPYKTYpa MECTHOM
PE3UCTEHTHOCTH TAaKOBa, YTO INPUMEHEHHMe KOHKPETHOIO IIperapaTa, [0 KpalHeH Mepe IIpu
HEKOTOPBIX THIIaX HH(PEKIUH, BBI3bIBAST COMHEHHUS.

K nopunenemMy 4yBCTBHUTEJILHBL:

ObbruHO UyeCmsUmMenvbHble 6UOb

I'pammonoskutenbHble  adpoObl: Enterococcus faecalis, Staphylococcus aureus (IITaMMBI,
YyBCTBUTEJIbHBIE K METHIWUIMHY), Staphylococcus epidermidis (IITaMMbl, IyBCTBUTEJIBHBIE K
MeTHUIWUIUHY), Staphylococcus haemolyticus (MITaMMbI, YyBCTBUTENIbHBIE K METHI[HLIHHY),
Streptococcus agalactiae (BKJIoYas MITaMMBI, pe3UCTEHTHBIE K Makponunam), Staphylococcus
saprophyticus, Streptococcus intermedius, Streptococcus constellatus. Streptococcus pneumoniae
(BKJTFOUASl IOTAMMBI, PE3UCTEHTHbIC K TMCHUIWUIMHY WIH IeQTpUakcony), Streptococcus
pyvogenes; Streptococcus viridans (BKIIOYAs MTAMMbI, YMEPEHHO UYBCTBUTCJbHBIE H
PE3UCTCHTHBIC K NCHUITWIIHHY ).

I'pamoTtpunatensusie adpode:  Citrobacter diversus, Citrobacter freundii (BKJIIOYas MTaMMBbI,
HEUYBCTBUTENIBHbIC K MleTazunumy), Enterobacter aerogenes, Enterobacter cloacae (BKitouas
MITAMMBI, HETYBCTBUTEIbHBIE K LedTazunumy), Haemophilus influenzae (BKJIIOUYasi MITAMMBI,
MPOayIHpYIOMHE OeTa-TaKTaMasbl, WIH PE3UCTCHTHBIC K aMITMITM/UTHHY IMTAMMBI, KOTOphIE HE
BbIpabaThiBaloT OeTa-makTaMasbl), Kscherichia coli (BKIOWash MTaMMblL, PE3UCTCHTHBIC K

neBoUIOKCAlIUHY, W IITAMMBI, HPOAYIHUpPYIONHe OeTa-TakTaMasbl pPacHIMPEHHOTO CIIEKTpa),
2
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Klebsiella pneumoniae* (BKJIIOUYAS MITAMMBI, nponyd%?i&&(%@%%%l%ﬁM&gﬁbﬂ;gj;foca,

Morganella morganii, Proteus mirabilis (BKJIF09asi mTaMMbl, npoayiupyromue ESBL), Proteus
vulgaris, Providencia rettgeri, Providencia stuartii, Pseudomonas aeruginosa*® (BKIouas
MITAMMBI, pe3UCTeHTHBIE K TedTazuaumy), Salmonella spp., Serratia marcescens (BKIIOYas
MITaMMbI, HSUYBCTBUTEJILHBIC K e TasuaAuMYy ), BHJIBI poda Shigella.

AHadpoObl: Bacteroides fragilis, Bacteroides caccae, Bacteroides ovatus, Bacteroides uniformis,
Bacteroides thetaiotaomicron, Bacteroides vulgatus, Bilophila wadsworthia, Bumpl poja
Clostridium,  Peptostreptococcus  magnus, Peptostreptococcus  micros, BHIBI  poja
Porphyromonas, sunel pona Prevotella, Sutterella wadsworthenis.

PesucTeHTHBIS MHKPOOPIraHHUu3MbI

['paMIIoI0oKUTEIbHBIE CTadUIOKOKKH, PE3UCTEHTHBIE K METHITH/UIAHY;
aspoOBI: Enterococcus faecium.

I'pamoTpunaTeIbHBIC Stenotrophomonas maltophilia, Legionella spp.
a’poOHhI:

*Bupl, B OTHOIIESHUH KOTOPHIX JOPHUIICHEM ObLII aKTHBESH B KJIMHUYECKUX UCCIIEJOBAHUSIX.
[IpuoGpeTennyto Burkholderia cepacia, Acinetobacter baumannii, Acinetobacter spp.,
PE3UCTEHTHOCTh Pseudomonas aureginosa

MOTYT UMETh:

Dapmarkokunemuxa

KoHnnenTpanuu jJopuneHemMa B IUIa3Me: Cpe/HHE KOHILIEHTpAlMK B IIazMe (MI/JI) JOpHUIleHeMa
mocyie oAHOW 1-dacoBoit W 4-wacoBoil BHyTpuBeHHOM HHQY3uu 500 Mr u ogHO# 4-dacoBoi
uH}y3ux | T MoKa3zaHbI HUXKE B TaOJIHIIE.

Cpeonue KoHyeHmpayuu OOpUneHema 6 niasme nocie 66e0eHUs OOHOU 003bl

Hozau Bpems ot Hauana uH}py3uH (1)
JUTHTETIBHOCTh
uH}pY3HH

CpeaHss KOHIICHTPAIHA B TUIa3Me (MT/11)

0,5 1 2 3 4 6 7 8 9
500 mr B TeucHue 1 20,2 20,9 6,13 2,69 1,41 0,45 - 0,13 -
q
500 mr B Teuenue 4 4,01 5,70 7,26 8,12 8,53 1,43 0,78 -- 0,28
q
1 r B Teuenue 4 u 7,80 11,6 15,1 16,9 183 2,98 1,66 -- 0,55

QapmakokuHeTuka AopurnieHeMa (Cmax - MaKCHUMalibHasi KOHUeHTparus B miazme u AUC -

IUTOMAJAb TOJl KPUBOM «KOHIICHTPAIUA-BPEMSD») SIBISICTCS] JIMHEWHOW B J0O30BOM JIMAIA30HE
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¢pyHKIMEH ToueKk He OOHApPYKEHO NMPU3HAKOB KyMYJISAIHU JOPHUIIEHEMAa MOCIe MHOTOKPATHBIX
BHYTpUBEHHBIX HHGY3ul 500 Mr wim 1 r kax/aeie 8 4 Ha npoTsbkeHUU 7-10 THEek.
QapMaKOKUHETHKA JOPUIICHEMAa HOCHUT JIMHEHHBIM XapakTep B auanazoHe 103 500 mr - 2 1 npu
BBEJICHHH B BHJIC BHYTPHBEHHOW HMHQY3HUH MPOJODKHTENbHOCTRIO 1 4 m 500 Mr - 1 r mpu
BHYTPUBCHHON UH(Y3UH MPOJODKUTEILHOCTHIO 4 1.

DapMaKOKHHETUUSCKUE XapaKTePUCTUKU JOpPHUIIEHEMA IIPU OJHOKPATHOM BBeJeHMH (mocie 4-
qacoBol HWHQY3UH) Y B3POCHBIX € KHCTO3HBIM (UOPO30M COOTBETCTBYIOT aHAJIOTHUYHBIM
napameTpaM JUIsl B3pocibix 0e3 KuctozHoro ¢ubposza. He mpoBoauiioch HaUIeKaNuX XOpOIIo
KOHTPOJIUPYEMBIX HCCIIIOBAHUM Ge30MacHOCTH U AP (PEKTUBHOCTH JOPUIICHEMA Y TIAIIUEHTOB C
KUCTO3HBIM (pubpozom.

Pacnpedenenue: Cpenusia cTenieHb CBSI3BIBAHUS JOopUlleHeMa ¢ OeJIkaMH IUIa3Mbl COCTABIISIIA
8,1 % u He 3aBHCeNa OT €ro KOHIICHTpAIMH B IiazMe KpoBH. OObeM paclpe/ieieHHs] paBeH
npubIu3uTeIbHO 16,8 11, 9T0 GIMU3K0 K 00beMy BHEKICTOUHOM JKHJIKOCTH Yy denoBeka (18,2 ).
JlopuneHeM Xopolo MPOHUKAET B psiJi TKaHSH U GHOJTOTHYSCKHX JKUIKOCTeH, HaIpUMeEp, B TKaHU
MaTKH, PETPONEPUTOHECAIBHYIO KUJAKOCTh, TKAHHW IIPE/ICTATEJIbHOM JKeJe3bl, TKAHH JKEJIYHOTO
Iy3bIpsi M MOYy, JOCTHIasl TaM KOHIEHTpalud, mnpepbimaromux MUK (MuHEMaIbHASA
UHTHOUPYIOasi KOHI[CHTPAITHUS).

Memabonusm: buotpanchopmanus JopunieHeMa B MUKpOOHOIOTHYECKH HEAKTUBHBIN MeTabOIUT
MIPOUCXOUT MPESUMYIISCTBEHHO MOJ JeHCTBHEM JeruAponenTHaasbl-1. [n vitro Habmomancs
MeTaboIH3M JIOpHIIeHeMa ToJl JAeiicTBueM wuzodepmenToB cucrembl CYP450 u mpyrux
(epMEeHTOB, KakK B IPUCYTCTBUHU, TaK U B oTcyTcTBUU HAJ[D.

Buiseoenue: JlopuneHeM >IUMUHHPYETCSI B OCHOBHOM IOYKAMH B HEU3MEHEHHOM BHJE. Y
3J0POBBIX MOJIOJIBIX B3POCIBIX CPEJHUU KOHEUHBIW MEepHUOJ IOJTYBBIBE/ICHHS JOpUIIEHEMA W3
IJIa3MbI COCTABJISIET OKOJO 1 4, a KIHMPEHC W3 IUIa3Mbl paBeH mpumepHo 15,9 m/a. Cpemuuit
MoYeuHbIN KkiupeHc coctapyisieT 10,3 /4. BenuuuHa »TOTO MOKazaTess, HapsAy €O 3HAUYAMBIM
CHIIKCHHMEM AJIMMUHALIMU JOPHUIICHEMA TIPH €ro BBEJACHUU OJIHOBPEMEHHO C MPOOCHEIUIOM,
CBUJICTEJILCTBYET O TOM, UTO JOPHUIICHEM IOJIBepraeTcs Kak KIyOOUKOBOW (pUIBTpAIlUH, TaK U
MOYSYHON CEKpEeIUH. Y 3JI0POBBIX MOJIOJBIX B3pOCHbBIX, MOJYUYHBIIUX oAHY A03y (500 wmr)
nopuneHema, 71 % 1031 OOHapY’KeH B MOUE B BH/IC HEU3MEHEHHOTO JlopunieHeMa u 15 % - B BU/e
MeTaboJIUTa ¢ OTKPBITHIM KOJBIIOM COOTBETCTBeHHO. [lociie BBeqeHUS MOJIOIBIM 30POBBIM
B3pOCIIBIM 0/THOH 710361 (500 MT) pa/Ii0aKTHBHO MEUESHOTO JIOPUIIEHEMA B KaJie ObLJI0 OOHAPYIKEHO
MeHee 1 % olmielt paIHOAKTHBHOCTH.

Hayuenmovr ¢ noueunoli Heoocmamounocmuro. llocne BeeneHusi omuod mo3bl (500 wr)

JTOpHIIcHEMa TAIMeHTaM C JIeTKOHW (KJIHpeHC KpeaTHHHUHaA 351-79 Mi/MuH), cpeiHSH (KIHUpEHC
4
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KpeaTuHuHA 31-50 MII/MUH) U TSDKEJIOU (KJIHpe eraTﬁ%élgélgﬁ%’Mﬁ%%%Eﬁ HoHednoi

HepocratouHoctd AUC yBenuuuiiach COOTBETCTBEHHO B 1,6 paza, 2,8 pasza u 5,1 paza mo
cpaBHeHnio ¢ AUC y 30pOBbIX JIIoJIel ¢ HOpMalibHOM QyHKIHeH movek (KJIMpPEeHC KpeaTHHHUHA
>80 mu/MuH). Jlo3y TopuneHeMa ciaeyeT CHIKATh Y TAIUSHTOR CO CPe/THEU U TSDKEJION CTENEeHbIO
IIOYE€YHOH HEOCTATOYHOCTH.

Hayuenmu: ¢ napywenusmu @ynkyuy nevenu: B HacTosdImee BpeMsl HeT [JaHHBIX O
(dapMaKOKHHETHKE JOpUIICHEMA Yy MAIUCHTOB ¢ HapyIICHUsAMH (pyHKIUM neueHH. JlopuneHeMm
IPaKTHYECKH He TMOJBepraercs MeTaboJIu3My B I€YSHH, M IOPTOMY MpPEAIojaraeTcs, uTo
HapylieHHe (PyHKIIMU 3TOrO OpraHa He JOJDKHO BJIMATH Ha eT0 (papMaKOKHUHETHKY.

Iloocunvie nayuenmor: 110 CpaBHEHHIO ¢ MOJIOJBIMH B3pOCIBIMH, V NMOXKWILIX Jiroged AUC
qopuneHema ObUla yBenuueHa Ha 49 %. DTH uU3MeHEHHsS] OOBACHSIOTCS TJIaBHBIM 0OpazoM
BO3PACTHBIMHU H3MEHEHUSIMU KIMPEHCA KPEaTHHHHA. Y IOKHJIBIX ITAIIUEHTOB ¢ HOpMaJIbHOU (JUUIA
UX Bo3pacTa) QyHKIHEH IOYeK o3y JOpHIIeHEMa CHI)KATh He HYXKHO.

Honoswvie pasnuuna: Y xenmua AUC mopuneHema Obuta Ha 13% Oomble, UeM y MYIKUHH.
My’kurHaM U JKEeHIIUHAM PEKOMEH/yeTCsl BBOJUTH OJIMHAKOBBIE J103bI JJOpUIIeHEMA.

Pacosas npunaonesicnocms: 1lpu npUMeHeHUU AOpHUIICHEMA CpeIu pPa3HOOOpA3HBIX PACOBBIX
Ipynn He HaOMI0ajioch 3HAUUTEIBHOTO PACXOXNKICHHSI B KJIMPEHCE JOpUIICHEMA, MOATOMY
KOpPPeKTHPOBATh JJ03Y HE PEeKOMEH/yeTCsl.

IloxazaHua K MpUMeHeHHIO

W HdeKIuOoHHO-BOCTIATIMTENIbHBIEC 3a00I€BaHUS, BBI3BAHHBIC TYBCTBUTEIBHBIMH K JJOPHIICHEMY
MUKPOOPTaHU3MaMHU:

BuytpuGosibHUYHAsl (HO30KOMHAJIbHAs) ITHEBMOHHS, BKJIIOYas ITHEBMOHMIO, CBSI3aHHYIO C
HUCKYCCTBeHHOM BeHTHIIsAIMeH Jierkux (MBJI).

Oco)kHeHHbIE UHTPaalIOMUHAIbHBIC HHPESKIUH.

Ocio)kHeHHbIe HH(EKIUHM MOYEBBICIMTEIILHOM CHCTEMBI, BKJIIOYAsl OCJIOKHEHHBIH U
HEOCJIO)KHEHHBIHM MHUeTOHSPUT U CIIyUYaH ¢ COMyTCTBYIONMEH OakTepueMueH.
IIpoTuBonOKazaHusa

ITopbimeHHAsT UyBCTBUTEJIBHOCTh K JIOPUIICHEMY WJIH JIpYIHM kapOameHeMaM, a Taioke K OeTa-
JIAKTAMHBIM aHTHOHOTHUKAM.

Jletckuii Bozpact g0 18 JeT.

IIpyveHeHMe IPU GepeMEeHHOCTH U B TI€PHO/I TPY/THOT'0 BCKAPMJIMBAHMSA

Bepemennocmy

HmeroTess orpaHUYeHHbIE KJIMHHUYECKHE JaHHBbIE O NPUMEHEHHH JOpHUIeHeMa y OepeMeHHBIX

JKCHIITHUH. HOTGHHHaHLHLIﬁ PHCK U IJTI0Ja HEU3BECTCH. HpH 6epeMeHHOCTI/I MNPpHUMCHSIOT TOJIBKO
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Ilepuoo epyonozo ecxapmanusanus

ITpu HeoOXOAMMOCTH TPUMEHSHUS TOPUIICHEMA B MEPHO/T JIAKTAIUH HEOOXOUMO MPEKpPaTUTh
IpyJHOE BCKapMJIUBaHHUE.

Crnioco6 npyuMeHeHHs U 103bI

BuyTtpusenHo.

Huxe B TabiuIle MoKa3aH peKOMEHIyeMbIH crocol npuMeHeH s U 1036l Tipenaparta Canoned®.

Undexiun Jloza YacroTa Bpewms JUTUTEILHOCTD
uH}y3ui uH}y3un (1) Tepanuu™**

BuyTtpuGonsHuunas
(HO3OKOMHUAJIHHAS)
ITHSBMOHHS,
BKJIIOYAsI CBS3AHHYIO C
HUCKYCCTBEHHOH
BEHTHJIAIIHEH
serkux (UBJI)
Oclo)XKHEeHHbIS
WHTpaaOAoMUHATBHBIS 500 Mmr KaKaple 8 1 5-14 gHeir* *
HHDEKIHH
OcloKHEHHbIS
HHpeKIun
MOYEBBIISIIUTEILHOM
CHCTEMEL,
BKJTIOYAS
nuesoHeppuT

* Jlns JedeHHs] TAIUeHTOB € HO30KOMHAJIBHOM MHEBMOHHEH PEKOMEHIYIOTCA HMHDY3UH C

500 Mr wim

* 3 Mok ook
1000 ar Ka)KJaple 8 4 lum4dy 7-14 nuen

500 Mr KaKaple 8 1 1 10 gueit** §

nosupopkoir 500 mr B Teuenwe 1 u. Ilpw HaMMUMK pHUCKa HWHQHUIMPOBAHHS MEHEe
YYBCTBUTEIILHBIMH MUKPOOPTAHU3MAMH PEKOMEH/IYIOTCS HH(Y3UH B TeUeHHE 4 1.

JI1s1 IeueHUs NAIMeHTOB ¢ MOBBIMEHHBIM KiupeHcoM kpeatunuHa ((CrCl)> 150 my/mun) win (1)
¢ UH(EKIUSAMHU, BLI3BAHHBIMH TPAMOTPHIIATSILHBIMU HE(PEPMEHTUPYIOMUMU OaKTSPUSIMHU
(manpumep, Pseudomonas spp. Win Acinetobacter spp.) peKOMEHAYIOTCS UHPY3UHU C IO3UPOBKOU
1000 mr B TeueHue 4 4.

JIns1 nmedeHus1 MAIUSHTOB CO CpeAHEH CTeNEeHBIO MOUYSYHOM HEJOCTATOUYHOCTH PEKOMEH]IYIOTCS
uHpy3un ¢ qo3upoBkoi 500 Mr kaxaple 8 U, 1S JICUSHUS MAIUCHTOB C TSDKEJIOH CTENEHBIO
MOYCUHON HEJOCTATOUYHOCTH PEKOMEHAYIOTCS HHPY3HH ¢ Jo3upoBkor 500 mr kaxkpie 12 4.

#% JIMMTeIbHOCTH TepalMK BKIIIOUACT BO3ZMOXKHBIN ITepeXo/1 Ha COOTBETCTBYIOIMIY IO IEPOPATILHY IO
Tepaluio Mocjae Kak MUHAUMYM 3-/THeBHOW NapeHTepaIbHOM Tepalluy, BhI3BABIIECH KIIMHHUYECKOE
yiaydmeHue (IpH Tmepexoje Ha MepopalibHYIO0 Tepaluio MOMKHO Ha3zHA4aTh (PTOPXUHOJIOHBI,
MICHUITWJUTAHBI ITUPOKOTO CTIEKTpa ISUCTBUSL B KOMOHMHAIIMHU ¢ KJIAaBYJIAHOBOM KHUCIOTOH, a TAKKe

AaHTUOUOTHUKH JII0O00H papMakoTepaneBTHISCKON TPYIIIIHI).
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14 nuen.

OObIYHAS IPOJTOTKUTEILHOCTD JICUSHHS TTAIMEHTOR ¢ HO30KOMUAILHOU MHEBMOHUEH, BKITIOUAS
IMHEBMOHHIO, CBS3AHHYIO ¢ HCKYCCTBeHHOU BeHTWIsIUeH Jierkux (UBJI), cocrapisieT ot 7 1o 14
JHEH, W JOJDKHA 3aBUCETh OT TSKECTH 3a00JIeBaHMUs, JOKAIN3AIUNA HHPEKIUHA U KIMHUUSCKOTO
OTBeTa MAI[MeHTa Ha JiedeHHe (cM. pasjen «Ocolbble ykazaHUs»). Ha oCHOBaHMH pe3yJbTaToOB
HCCJICTOBAHUS CHEIHAIUCTAM B OOJIACTH 3/PABOOXPAHEHHUS CIICYeT PacCMOTPeTh BOMIpoC 00
YCTAHOBJICHUH JUTUTEIIHLHOCTH JieueHus narentos ¢ MBJI-accoruupoBanHo# mHeBMOHMEH Goiee
7 nHEeH.

Hayuenmeor ¢ napyuwienuem yuxyuu novex

Y manueHToB ¢ KIUpPEHCOM KpearuHuHa >50 MII/MHUH He TpeOyeTcsi KOppeKIMH [03bl. Y
MALUEHTOB CO Cpe/IHeN CTENEHbIO MOUYSYHON HEJOCTATOYHOCTH (KJIMpEHC KpeaTuHHUHA oT =~ 30 10
< 50 Mu1/MHH) 1032 JOpHUTICHEMA JTIOJKHA COCTABIISITH 250 MT Kask/pie 8 4. Y MalUeHTOB C TSHKEJION
CTeTICHBIO TMOYSYHOUW HEJOCTATOUHOCTH (KJIHUpeHC KpeaTWHWHaA oT >10 go <30 mur/mMuH) 1032
JTOJKHA paBHATHCS 250 Mr kaxkapie 12 4.

JInst marueHTOB ¢ pekoMmenayeMoit go3ou 1000 mr kaxpie 8 4 B BujIe 4-uacoBoii uHPY3HUH, 1032
JTOJKHA OBITh TAKJKE CKOPPEKTUPOBaHA: TIPU Cpe/THEH CTEIICHU TTOYSUHOHN HeJOCTaTOUHOCTH - 500
MT KaXK/IbIe 8 U, TIPH TSDKEJIOW CTENeHU MOYeUHON HeqoCcTaTOUHOCTH - 500 Mr kaxapie 12 4.
Hayuenmot, Haxooawuecsa Ha ouanuse

PekoMeHmalMu 1o [o3upoBaHMio mpemapata Canoumed® y NAlMEHTOB, HAXOJANIMXCS Ha

JUTATEIILHOM 3aMeCTHTEIbHOM ITOUYeYHO M TEepallul, IIPUBECACHLL B Ta6J'IHLIe.

JlimtenpHas O11eHEeHHBIH Jloza YacroTta Bpewms JlocTmxeHue
3aMECTUTENLHAS KJIUPEHC BBECHHS uHpy3 UM LEJICBOTO
nmodeyHast KpeaTHHUHA 0 MOKa3aTeIIst
Tepanus (M1/MUH) (MUHHUMAaTTLHAS
HHTHOHPYIOTIAS
KOHIICHTpAITHs,
MHUK)
[IponomxkutenbHas <30 mur/muH | 250 Mr Kakapie 12 4 44 < 1 MKI/MII
BEHO-BSHO3HAsI
reMoHIbTpaIus
[IponosmkurenbHas < 5 My/MUH 250 Mr Kaxkaple 12 u 44 < 1 MKI/MII
BEHO-BEHO3HAs
reMoJHADHILTP AU
[IponomkurensHas | 5-30 mov/mun | 500 Mr Kaxkaple 12 u 44 < 1 MKI/MII
BEHO-BEHO3HAsI
remMoiuaduIbTpaIus

YV mamueHTOB € OCTpOH IMMOYESYHOH HEJOCTATOUHOCTHIO, HAXOJSIMHUXCA Ha JUTHTSIBHOH

3aMECTUTEILHOM MOYeYHOH TEpaIllu pCKOMCHAYCMOC BPCMsL I’IH(l)YSI/II/I cocTapjieT 4 9, YUUTbIBaA
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S & kAl W0pon

§ e ]
BO3MOXKHOCTE IOBBIMICHUS YKCTPAPEHATIHLHOTO cnnpemhﬂéa'pﬁlﬁgieﬁc?

MOYSYHOH HeJOCTATOUYHOCTRIO.

® VY manmeHTOB ¢ XpOHHYECKHAM HapylIeHHeM (DYHKIHH MOYeK M HAXOSMHUXCS HA UIATEIBHOM
3aMECTUTEIIPHOU MMOYCYHOW TepalmuHu BO3MOXKHO MpOBeJeHHE 1- Wik 4-9acoBo HH(Y3HH.
Cornacnao nanaeiM OK/O]I, uadysus B TeueHue 4 1 MOKeT ObITh O0JIee IPESAMOUYTHTSIIBHOM SIS
TOTO, YTOOBI MAaKCHMH3HPOBAThH MPOICHTHOE BpeMsl B TSUCHHUE MHTEpBaJia JO3UPOBAHUS, KOT/Ia
KOHI[CHTpAllUsI JOpPUIeHeMa B IUIa3Me TPEBbIMaeT MHUHUMAIBHYIO HHTHOHPYIOMIYIO
koureHTpanuto (%71 > MUK). Pexomennaruu no gozupopanuto npu MUK >1 mr/mi He ObLiH
VCTAHOBJICHBI JUISL JUIMTEIILHOW TOYSUYHOW 3aMECTHUTSILHOM Tepallud H3-3a BO3MOJKHOTO
HAKOIUICHUsI JOpUIleHeMa M MeTaboymTa jgopuncHeM-M-1. PexomenayeTcsi THiaTelbHBIN
MOHUTOPUHT O€30MacCHOCTH ISl [AllMeHTOB, HAXO/SIUXCA Ha JUIMTEILHOH MMOYeuHOU
3aMECTUTEIILHON TEpalluM, W3-3a OrPAHUUCHHBIX KIMHUYECKHX JAHHBIX M BO3MOMKHOTO
MOBBLIMICHHUSI CUCTEMHOM DKCHO3UIUM JiopHunieHeM-M-1 MmetabonuTta. B HacTosmee Bpemsi HET
JOCTaTOUHOM HH(pOpMAITUHU U POPMYTUPOBAHUS peKOMSHAAINH ISl MAIHSHTOB, HAXO ISITUXCS
Ha JApYTUX BUJAX JUAIHA3A.

Hooxcunsie navyuernmot

VYV MOKWIBIX MAIUEHTOB, (DYHKITHS MOUSK KOTOPHIX COOTBETCTBYET X BO3PACTY, KOPPEKIIUH TO3bI
He TpeOyeTcs.

Hayuernmot c Hapyuwienuem yHxkyuu neuenu

VY Takux MalUEeHTOB He TpeOyeTCs KOPPEKIHH JTO3bI.

Hucmpykyuu no npuzomoeieHiio pacmeopa u 00panieHuo ¢ Hum

ITpurororiaenue n0361 500 Mr pacTBopa 11t HHVIH:

* Ilopomok gopuneHema pacTBopsitoT B 10 MJI cTepusibHOM BoAbl JUiA WHBeKIUN uinu 0.9 %
pacTBopa HaTpHs XJIOpH/IA.

* BusyanbHo MpOBEPSIOT CYCTICH3UIO HA HATUYUE B Hel BUAMMBIX MOCTOPOHHUX YACTHI] (JIaHHAS
rOTOBAs CYCIICH3HSI HE UCTIONB3YETCS JUIS IPSIMOTO BBEJICHHUA).

* ['OTOBYIO CYCHCH3HIO MPH TOMOINH INIPHUIIA U WIJBI JOOABIAIOT B WHPY3HOHHBIH TMaKeT
(6yThUIKY), comepkamuii 100 vt 0,9 % pacTBopa HaTpHs XJIopuaa Wik 5 % pacTBopa JSKCTPO3bI,
U aKKypaTHO MepeMEIINBAIOT JI0 TIOJHOTO PACTBOPEHHUSL

IIpurororienne 0356l 250 Mr pactBopa st HHGVY3IHH UL DAIMEHTOB CO CpeAHEH M TKEJION

CTENSHBIO MOUYSUHON HeJOCTATOUHOCTH

[Topomok popuneHema pacTBopsitoT B 10 M cTepwiabHOM BOJBI Uil MHbeKIMH wm 0,9 %
pacTBOpa HaTPHS XJIOPUA.
* BuzyasibHo MpOBEPSIIOT CYCIICH3UIO HA HATUYHE B HeH BUIMMBIX IOCTOPOHHHUX YACTHUI] (JTaHHAS

roToBast CYCIICH3HUA HC UCIIOJIB3YCTCA U IIPAMOTO BBC}.’[CHI/IH).
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NACOENORATE AL OCTL 1807
* I'oTORYIO CYCHCH3HIO MPHU TOMOINM IITpUIlA U Hrﬁl—hna&%}ﬁgr‘s h}mﬁﬁo‘fhﬂb“iﬂl'lﬁhKeT

(OyThUIKY), comepkamuii 100 v 0,9 % pacTBopa HaTpHs xJIopuaa Wik 5 % pacTBopa JIeKCTPO3HI,
U aKKypaTHO TMepeMEMIUBAIOT J0 TOJHOTO pacTBopeHus. Otbuparor 55 mMul pacTBopa u3
WH(QY3UOHHOTO TMaKeTa W BRIOPACHIBAIOT (B OCTAaBIIEMCS 0ObeMe pacTBopa cofepxkutcs 250 mr
JIOpHUIICHEMA).

YV cIoBHs XpaHSHHUS TOTOBOTr0 pacTBopa: [locie E[06aBJ'IeHI/IH K ITOPOIIKY AOPHUIICHEMA CTCpHJ’IBHOﬁ

BoAbI U1 MHbeKIMH wm 0,9 % pacTBopa HaTpHUs XJIOpHJA CYCIIEH3HIO MOJKHO XpaHHUTh BO
¢akone B TeyeHHe 1 4 niepe1 ee pazBeieHHEM HH(Y3HOHHBIM PaCTBOPOM.

Hwxe B Tabiuie ykazaHbl CpOKH XpaHEHUs JopulleHeMa mocie pazseaenus 0.9 % pactBopom
HATpUsI XJIOpHaa WK 5 % pacTBOpPOM JEKCTPO3bl B YCIOBMSIX HUX XpaHEHHMs NPH KOMHATHOM
TEeMIIEpaType WK B XOJIOIUIbHUKE.

XpaHeHue HH(QY3IHOHHLIX PACTBOPOB, IPHUIOTOBJSHHLIX Ha 0,9 % pacTBope HaTpH XJIOpHIA HIIH

5 % pacTBOpE IEKCTPO3LI:

Bpems crabunbHocTH (1)
Paz6asurens
KomuaTtHas Temmneparypa 2-8 °C (X0J0UIILHUK)
0,9% pacTBOp HaTpHUs XJIOpUAA 12 T2
5% pacTBOp TEKCTPO3BI* * 4 24*

* [locie U3BJICUCHUS U3 XOMOTUILHUKA HH(Y3HOHHBIH pacTBOP JIOJDKEH ObITh BBEJICH MAITHSHTY
B TCUCHHE pa3pelIeHHOTO BpPEMEHH XpaHCHHUS MpH KOMHATHOW Temmeparype. llpu sTom
CyMMapHO€ BpeMsi XpaHCHHS pacTBOpa B XOJIONWJIBHHKE, BpPeMS COTpPEBAaHHS pacTBopa JIo
KOMHATHOW TeMIIepaTypbl W BpeMsi BBEJICHHSI pacTBOpa MAIUEHTY HE JIOJDKHO TPEBBINIATHL B
o0IIe#t CIIOIKHOCTH JOMYCTAMOTO BPEMSHH XpAHESHHUSI B XOJIOIUJIbHUKE.

*% 5 % pacTBOp JIEKCTPO3bI He JTOJIKEH MCTIOB30BATHCS U BBeICHUSI HHPY3UH JUTUTSILHOCTHIO
Oojiee 1 u.

JInst coxpaHeHUST MHKPOOHOJOTHYSCKOM YHCTOTHI TPHTOTOBJICHHOTO pacTBOpa €ro ClieayeT
HCIIOJIb30BaTh HEMEUICHHO. B cilydae HeoOX0IMMOCTH XpaHSHHUSI pacTBOpa OTBETCTBEHHOCTH 3a
COXpaHeHHE MHKPOOHOJOTHYSCKOW YHUCTOTHI JISKUT Ha JIMIE, TOTOBANIEM WIH XpaHSIIEM
pacTBop.

HUndyzus

Wndysuonnsie pactBophl npenapata Canoned® BapbUPYIOT OT IPO3PAIHOTO M GECIBETHOIO JI0
MPO3PAvYHOTO U CJIETKA JKEJITOBATOTO pacTBopa. Bo3MOIKHBIC pa3inuus B IIBETHOCTH PacTBOpa HE
BITUSIIOT HA KAUeCTBO MPOIYKTA.

Uny3noHHBINH pacTBOp Mepe] BBECHUEM BH3YAIBHO MPOBEPSIIOT HAa OTCYTCTBHE MEXAaHUUCSCKHUX

BKJIFOUCHUH, U TIPU OOHAPYIKEHHUH MOCIICTHIX, OTOPAKOBBIBAIOT.
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HeHncnonp30BaHHBIM PacTBOp JOPHUICHEMA H rie Skdntl b6 il Vmilenporats B
pacTBop J0p pyrue 61%Smbl oG A& Yrimbaposat

COOTBETCTBHH C MECTHBIMH TIPABHIIAMH.
IloGounoe neiicTBHE

YacToTy HekeNaTeIbHBIX 3P (PEeKTOB KIACCUPHITHPOBAH CISTYIOMAM 00pazoMm:

oueHb yacto >1/10;

gacto >1/100- <1/10;

HeuacTo >1/1000 — < 1 /100;

peaxo =>1/10000 — <1/1000;

oueHb peako =>1/100000 - < 1/10000.

BbLmH oTMeUeHBI CIIeTyIONIHE HeXKeNaTeIbHbIe YPPeKThI:

Co cmopoHbl HEepSHOU CUCEMbL!

OYeHb YacTO: FoJ0BHAas 00JIb

JacTOTa HEU3BECTHA: CYIOPOTH

Co emoponsl cocyoos:

gacto: GpiaeduT

Co cmopoHbl JHCenyOOUHO- KU EdHO20 MPaKma:

YacTo: TONTHOTA, JUapest

HEYACTO: TMICEBOMEMOPAHO3HBIN KOJIHT

Co cmoponbl KOJHCU U NOOKOJICHOT KNeMUamKIU:

9acTo: 3y, ChIlb

Co cmopoHbl UMMYHHOTI CUHCINEMbL:

HEUYACTO: PEAKITHH MOBBIMNECHHON YyBCTBUTEILHOCTH (aHA(DHIAKTHICSCKUE PEAKITHH )
OYCHb PEIKO: TOKCHUSCKHUH SHIepMaIbHBIH HEKpoJu3, cuHapoM CTuBeHca-/[JkoHCcOHA
Co cmoponbl eenamoOunuapHoll cucmemvl!

YacTO: MOBHINICHUES AKTHBHOCTH «IIEUYSHOYHBIX» (DEPMEHTOB

Co cmopoHbl Kpoeu 1 TUMPAMULECKOT CUCTIEMDBL:

HEYaCTO: HEUTPOTICHHS, TPOMOOITUTONICHUS

IIpouue:

Y4acTO: KaHIUI03 CIIM3UCTON 000JI0UKH TOJIOCTH PTa, BATHHAIBHBIH KaH/TH]103
Ilepeno3upoBka

HaGnionanucs ciiydau TMOSIBJICHHS TAIMYJIO-3PUTEMATO3HOW CHINIM TPU BBEJCHHUH JOpHUIICHEMA
BHYTPHUBEHHO KalleJIbHO B 103¢ 2 I Kax/ble 8 U B TeueHue 10 - 14 nueit. Ilanyno-spuremartosnas

CBIIIb IIPOXOAWJIa B TCUCHHUC 10 I[Heﬁ MMOCJIC NIPCKpaAlllCHUA IIPUMEHCHUA JOPHIICHEMA.
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B chnydae mepeo3UpOBKH CIeAyeT TPEKPATHTH éggﬁéﬁlé*]'&gb“ﬂwﬁ%g - :ﬁBBQSﬁnm

CMEPTHOMY OTYETY

MO//ICPKUBAIOIIYIO TEPAlMIO JI0 €ro IOJIHOTO BBIBEJICHHSI M3 OopraHuM3Ma noukamu. Jleuenwe
MEPETO3UPOBKH COCTOUT B MPOBEICHUH O0MIeH MO IepKUBaIONIeH CUMITTOMATHISCKOHM Teparnuu,
BKJIFOYAONICH MOHHUTOPHUHT OCHOBHBIX (DHU3HOJIOTHUSCKHX TMOKazaTeliel W HaOmoJeHHe 3a
KJIMHUYECKUM COCTOSIHUEM THalueHTa. [lopumeHeMm yjaasieTcsi W3 OpraHu3Ma ¢ IIOMOINBIO
reMO/IMAJIA3a WIN JUIMTEJIbHON 3aMEeCTUTEJIbHON IIOUYeYHOU TepalluH, O/THAKO B HACTOSIIEE BPEeMsI
HeT JOCTAaTOYHOW wuHpopManuu 00 WCMOJBb30BAHUHM TeMOJHAIN3a WIH JUIMTSIHHOU
3aMEeCTUTEILHOM MMOYSUHOU Tepalluy MIPHU NepeIo3UPOBKE JJOpUIICHEMA.

BzaumoneiicTBHie ¢ APYTUMHU JleKAPCTBEHHBIMU CPeIcTBAMU

[IpoGeHenni KOHKYPUPYET ¢ JIOPUIICHEMOM 3a KAHAIBIEBYIO CEKPEIMIO B MOYKAX M CHHIKAST
MOYEUHbIH KiupeHc gopurnieHema. [IpobGenennn ypenmuupaer AUC nmopuneHema Ha 75 % u
[IEpUOJI IMOIYBBIBECHUs M3 IUIazMbl Ha 53 %. [lopToMy He pekoMeHAyeTCs OJHOBPEMEHHO
IPUMEHTH NMpoOSHEeUT U JopuneHeM. JlopumneneM He MHTUOMpPYET OCHOBHBIE HM30()EPMEHTHI
cucteMsl 1uToxpoma P450, u mosToMy, ckopee Bcero, He B3aMMOJISUCTBYET ¢ IpenapaTamu,
KOTOpble MeTabOMM3UPYIOTCA yKa3zaHHBIMH (epMmeHTaMu. JopurmeHeM, cyasi MO pelyibTaTaM
UCCIeIOBaHUM in vitro, He 00a/laeT cCOCOOHOCTHIO UHAYIIUPOBATh AKTUBHOCTH (DEPMEHTOB.

VY 3/10pOBBIX TOOPOBOJIBIICB JOPUTICHEM CHHIIKAT KOHIICHTPAIUIO BAJIBIIPOSBOM KUCIIOTHI B IIJIa3Me
o cydrepanepTrueckoro 3HaueHus (AUC BaibIpoeBOH KHUCIOTHI OBICTPO CHUKAIACh Ha 63 %0),
YTO TaK¥Ke COIJIaCyeTcsl ¢ pe3yJIbTaTaMH, TMOJyYeHHBIMH [UISl JIpYTuX KapOareHeMOoB.
GapMakoKWHETHKA JOpPUIICHEMA IPU ATOM He H3MeHsUIach. lIpu OJHOBpeMEHHOM IpHeMe
JOpUIICHEMA M BAJIBIIPOSBON KHCIOTHI WJIM BajiblipoaTa CEMHHATPHSI CIIEAYeT TPOBOJUTH
MOHUTOPHHI KOHIICHTPAIIMH IIOCJIEAHUX U PaccMOTpPeTh BO3MOXKHOCTh Ha3HAYEHHUs JIPYyIroro
JICYCHHUSL.

IIpenapaT Henb3si CMEMIMBATh € JIPYTUMH JICKAPCTBEHHBIMH CpPEJCTBAMH W PACTBOPAMH, 3a
uckiroueHueM 0,9 % pactopa HaTpus XJopu/ia, 5 %o pacTBopa AEKCTPO3bI U BOJBI ISl HHBEKITAM.
Oco0ble ykazaHu s

VY DanueHToB, MOJydYaromux OeTa-lakTaMHble aHTHUOMOTHKH, MOTYT BO3ZHHKATH CEepbe3HbIC, a
HHOT/IA U JIeTaJIbHbIC PEaKIIUU MOBBIIMICHHON UyBCTBUTEILHOCTH (aHA(PUIAKTUUSCKUE PEAKITUH).
[Tepen HagasioM JISUSHHSI TOPUIICHEMOM MAIIMeHTAa HEOOXOAUMO TIIATEILHO PACCIIPOCUTH O TOM,
HAOMIOAINCh JIM Yy HEro paHee peaklMM IOBBINICHHOW UYyBCTBUTEJIIBHOCTH Ha JpyTHe
kapbameHeMbl WM Ha OeTa-JIakKTaMHbIE AHTHOHOTHKH. B ciyyae BO3HUKHOBEHHSI pEaKIUU
MOBBIMICHHONW UYBCTBUTEILHOCTH HA JIOPUIICHEM €T0 HEOOXOJUMO Cpa3y 3Ke OTMEHHUTH U MIPOBECTH
COOTBeTCTByIOMEee JieueHHe. Cepbe3Hble  peakiMd  TOBBIMICHHOW  YYBCTBUTECJIBHOCTH
(aHa(UIAKTHUCCKUH OK) TPeOYIOT MPOBEASHUS HEOTJIONKHOM TepanuH, BKJIIOYAIONICH BBE/ICHUE

[JIFOKOKOPTUKOCTEPOUIOB M MPECCOPHBIX aMUHOB (SMUHE(PHUH), a TakiKe NMpOBEJACHHUE JPYTHUX
11
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MCP, BKIIIOYAIOMHUX OKCHI'CHOTCPAIIUIO, BHY BGHHOé%gﬂlgt’;g:'gtﬁg@Eli’x ,:I;lea%(g;:'HpH

HeOOX0/IUMOCTH, AaHTUTUCTAMUHHBIX [IPENapaToB, U MO IepiKAHUE IIPOXOJUMOCTH JbIXaTeIbHbIX
My TEH.

Bo Bpems Tepanuu kapOameHeMaMH, BKIIIOYasl JOPHIIEHEM, COOOMAIOCH O CIIy4asiX pa3BUTHUS
cygopor (cm. pazgen «lloGounoe nelicTBHe»). B KIMHMUYECKHX MCCIIEOBAHUAX JIOpUIICHEMA
CY/JIOpPOTH 4Yalie HaGJII0AaIUCh Y AIHSHTOR ¢ UCXOAHBIMH 3a00JIeBaHUSIMH LIEHTPAIbHOM HEpBHOU
cuctemsl (ITHC) (Hanpumep, HHCYJIBT, CYJIOPOTH B aHAMHE3E), HAPYIICHUSIMHU (DYHKITUH TIOUCK U
IIpU IPUMEHEHHH 103, TpeBblmatomux 500 Mmr.

[TcepmoMeMOpaHO3HBIN KOJIHUT, BbI3bIBaeMblil Clostridium difficile, MOXeT TOSIBIATHCA KaK Ha
(oHe UIMTEIHLHOTO IPUMEHEHHUs, TaK U uepe3 2-3 HeAenu Mocie IpeKpalleHHs JICUCHUS,
MpOSIBJSICTCA  AUapeeH, JICUKOIMTO30M, JIUXOpaJkoHd, OoisiMd B JKHBOTe  (WMHOT/A
COTIPOBOKIAIOIMMHCS BBIJISJICHHEM ¢ KAJIOBBIMH MaccaMH KpPOBH H ¢Iu3H). IIpy BO3HUKHOBEHUH
STHX SIBJICHUH B JIETKHX CIIydasx JOCTATOYHO OTMEHBI JICUSHHsI U NPUMEHEHHUSI HOHOOOMEHHBIX
CMOJI (KOJISCTUPAMHUH, KOJIECTHIION), B TSDKEJBIX CJIydasx IIOKa3aHO BO3MEN[EHHE MOTEepHU
KHUJIKOCTH, DJICKTPOJIUTOB U Oesika, Ha3HauUeHHE BAHKOMHIMHA BHYTPb WM METPOHM[A30JIa.
Henb3st npuMeHTE JIeKapcTBEHHBIE CPECTBA, TOPMO3SIINHE IEPUCTATIBTUKY KUIISYHUKA.
Crnenyer uszberaTh JIMTENILHOTO JICUESHHUS JOPUIICHEMOM JUISl MPEJOTBPAICHUSI W3OBITOYHOTO
Pa3sMHOXKEHHUS PE3UCTEHTHBIX K HEMY MHUKPOOPTaHU3MOB.

ITepen npuMeHeHHEM IIpenIapaTa peKOMEH/IyeTCs IPOBECTH OAKTEPHOJIOTHUECKOE UCCIIeIOBAHHE.
HeoGxouMo 0TOOpaTh COOTBETCTBYIOIMME OOpasIbl JUIS MPOBEACHUS OGaKTePHOJIOTHUSCKOTO
HCCJIC/TOBAHMS C IIETIBIO BBIJCIICHHUST BO3OYAMTENeH, MX HISHTH(DUKAIIMKU U ONPEJeICHUS UX
qyBCTBUTEJIBHOCTH K JopHIeHeMy. IIpH OTCYTCTBHM TaKMX JaHHBIX SMIHpPUYECKHH BBIOOp
IIpEeNapaToB CJIeyeT IPOBOJMUTHL HA OCHOBAHHMH MECTHBIX SIIUJASMHOJIOTHYECKHX JaHHBIX H
MECTHOM CTPYKTYPbI YyBCTBUTEJIBHOCTH MUKPOOPTaHU3MOB.

Hnumenvras 3amecmumensHas nodedHas mepanus

Oxcnozunusi MeTaboiuTa JopurnieHeM-M-1 y MalMeHTOB, HAXOJSIIUXCA Ha JUIUTESJIHHOH
3aMECTUTEILHON IMOYEYHOW TepaluH, MO)KeT ObITh IOHMIXKEHA O YPOBHs, JUISI KOTOPOTO HET
JAHHBIX O 0e30MaCHOCTH IPUMEHEHMs Ipemnapata in vivo. JlaHHBIM MeTaOOJHUT He MpOsBIIAET
MHKPOOHOIOTHYECKOH aKTHBHOCTH, M JIpyTHe BO3MOMKHBIE (papMakosiorudeckue 3¢ QPeKTsl
Hen3BeCTHBL. 110aToMYy /Ul MalMeHTOB, HaXOAAIMMXCSI Ha JUIMTEJIBHON 3aMeCTUTE/IBHON ITOYEYHOH
TepaIluy, peKOMEHIYeTCs TIATSILHBIH MOHUTOPHUHT TOOOYHBIX d((PeKTOB.
HBJI-accoyunuposannas nHesMOHUS

ITo naHHBIM KJIMHUYECKOTO MCCJISIOBAHUSI Yy TMALIUEHTOB ¢ IIHEBMOHHEH, CBSI3aHHOM ¢
HUCKYCCTBEHHOM BEHTWJIAIIUEH JISTKUX, 7-JTHEBHBIA Kypc Tepanuu jopurnenemom (1 r B Buge 4-

JacoBBIX MH(Y3UH Kaxiple 8 4) He mokaszas 3¢ ¢QeKTUBHOCTH MO cpaBHeHHIO ¢ 10-THEBHBIMHU
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KypcaMH UMHIICHeMa-IUIacTaTiHA (1o 1 T B BHJIE 1-%&@&1&1&&@&%‘5@&&%@ Iﬁ Obtrimas

IIPOJOJDKUTEIPHOCTh JICYEHHs] IIAIMEHTOB ¢ HO30KOMHAJIBHOM ITHEBMOHHEH, BKJIIOUas
MMHeBMOHHIO, cBsizaHHY10 ¢ UBJI, cocTaBisieT or 7 10 14 gHel U JODKHA 3aBUCETh OT TSDKECTH
3a00JIeBaHUSL, JTOKATH3AUH HHDEKITMH U KIMHHYSCKOTO OTBETA MAIUeHTA Ha JICUSHHUE.
BimsiHue Ha cIocO0HOCTH YIIPABJIATH TPAHCIIOPTHLIMH CpeACTBAMM, MeXaHH3MaMH
HccnetopaHui 10 BJIMSIHUIO JIOpDUIIEHEMAa Ha CIIOCOOHOCTh YIPaBJATh TPAaHCIOPTHBIMH
CPeACTBaMU M 3aHATHE JIPYTHMHU MTOTSHIIUAIBHO ONACHBIMH BHAMH JISSITeIbHOCTH, TPEOYIOIMMUMHU
IOBBIMEHHOW KOHIIGHTPAllUH BHUMAHHUSA W OBICTPOTHI IICUXOMOTOPHBIX peaklIuH, He
IIPOBOAMIIOCH, HO, YUUTHIBAS MPOUIh 6e30IMaCHOCTH IpenapaTa U HaJuuue moOouHbIX A((PeKToB
CO CTOPOHBI HEPBHOM CHCTEMBI, ClIe/lyeT 0OpaTUTh BHUMAaHHE Ha BO3MOJKHOE BIIMSIHUE Mpenapara
Ha BbIIIeyKa3aHHbIe (PYHKIIUH.

dopma BhITyCKA

[Topommox A1t IpUTOTORJICHHS pacTBopa /i uHpy3uH, S00 mr.

Ilepeuunan ynaxkoexa 1exapcmeenHnoz0 npenapama.

ITo 500 Mr mpenapata B cTeKJIIHHBIC (DIaKOHBI THIIA [, TepMETHYHO YKYIIOPSHHbIE Pe3UHOBBIMU
npoOkaMu, 00KaTHIMU ATIOMUHHEBBIMHU KOJIIIAUYKAMU ¢ MIPEeJOXPAaHUTEIbHBIMHU IJIACTMACCOBBIMHU
KpblmedkamMu. Ha kaxapii piakoH HaKJICUBAIOT STUKETKH.

Bmopuunan ynaxkosxka 1exapcmeenozo npenapama.

ITo 1 ¢axoHy ¢ IpenapaToM U HHCTPYKIMEH 0 NPHUMEHSHHIO IOMEIAIOT B MMauKy U3 KapTOHA.
Ha mauky MOXeT HaKJIeUBaTLCS CAMOKJISSIINAsICS STUKETKA ¢ MapKUPOBKOH. JIOMOHUTEIBHO HA
[avKy MOTYT HaKJICUBATh OJIUH WJIH JIBa IIPO3PAYHBIX (PUKCUPYIOMHUX cTUKepa. [Tauku nomemaror
B IPYIIIOBYIO YIIAKOBKY.

ITo 5, 10, 15, 25, 50, 100 ¢1akoHOB ¢ MpenapaToM U HHCTPYKITUEH IO IPUMEHEHUIO MTOMEIIAIOT B
KOpoOKy ¢ IeperopojikaMu U3 kapToHa. Ha kopoOky HakIeHBarOT STUKSTKY. JIONOIHUTEILHO Ha
KJIallaH KOpoOKH MOTYT HAaKJISUBATh NIPO3PAUHBIA (PUKCHUPYIOMUH CTHKED.

ITo 1 ¢nmakony ¢ mpemapaToM B KOMIUIEKTe ¢ 1 aMmysol pacTBoputesis «Bona s HHBEKIIHI»
(mpoumzBojictBa AO «®apmacuHTe3») mo 10 M BMecTe ¢ HHCTPYKLIHMEH IO INPUMEHEHHUIO
IIOMEINAIOT B IaYKy M3 KapTOHa ¢ eperopokoy. Ha mauxy MoxeT HAKJIeHBAThCS CAaMOKJISSIIasCs
STUKETKa C MapKUpOBKOH. JIONMONHMTEIBHO Ha MadKy MOIYT HaKJIeHMBaThb OJHMH MJIM [Ba
IIPO3payYHbIX (PUKCUPYIOMMUX cTHKepa. []auky moMeInaroT B IpyIIOBYIO YIIAKOBKY.

ITo 10, 25, 50 ¢makoHOB ¢ TpenapaToM W PAaBHBIM KOJHUYECTBOM MHCTPYKITHH MO MPUMEHEHHIO
IIOMEMAaT B KOpoOKY ¢ IeperopoJkaMd M3 KapToHa (Uil craigoHapoB). Ha kopoOky
HAKJICUBAIOT HTHKETKY. JIOMOJHUTEIBHO Ha KJallaH KOPOOKHM MOTYT HaKJICMBATh IIPO3pPAUHBIM
(PUKCUPYIOMHH CTHUKED.

Y coBus XpaHeHUs
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XpaHUThH B 3AIHUIEHHOM OT CBETa MECTE MPHU T Mnepawgét&;eﬁtgi%@'ﬁgéﬂ bHOCTG 0002)

XpaHUTh B HEJTOCTYITHOM JUIA JeTel MecTe.

Cpoxk rogHocT

3 rona.

He npuMeHSITH 10 OKOHYAHUU CPOKA TOJHOCTH.

Y caoBus oTnycka

OTIIyCKAIOT TIO PEIenTy.

IIpomsBomuTe H

Poccuiickas Oepepanust

AO «QapmacuHTER»

FOpuouuecxuii aopec: 664007, UpkyTckas o6, r. UpkyTek, yi. KpacHorBapaetickas, 1. 23, oduc
3

Aopec npouzeoocmeennon niowjaoku: . Upkytek, yi. P. JlrokcemOypr, a. 184

Temn.: +7 (3952) 55-03-55

Anpec snextpoHHoM nouTel: info@pharmasyntez.com

Baanesely pervicTpalfHoOHHOTO YX0CTOBepeHUs/OpraHmzaius, NMpUHUMAIIIAsA TpeTeH3HH
nmoTpeouTe el

Poccuiickasa Oeneparus

AO «DapmacuHTE3»

Aopec: r. UpkyTcek, yi. P. JlrokcemOypr, 1. 184

Ten.: 8-800-100-15-50

AJpec rekTpoHHOM mouThl: info@pharmasyntez.com
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