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UHCTHYKIM H1OCNEQOBATENEHOCTE 0005)

IO MEJUIIUHCKOMY NPUMEHEHUIO JJEKAPCTBEHHOI'O IIPEITAPATA

Tureuusep®

PerucrpanvoHHbINH HOMEP:

Toprosoe HanmeHoBaHue: Turenusep®

MexayHapoaHOe HEMATEeHTOBAHHOE WM IPYNIIUPOBOYHOE HAUMEHOBAHM E: TUTCLINKINH
JlekapcTBeHHas ¢opma: nrodmIn3aT Ui NPUTOTOBICHUS KOHIEHTpATa JUIsl IPUTOTOBICHUS

pactBopa i uHpy3uit

Cocras
1 makoH comepKuT:
eticmeyrowee eewecmeo:
Turenuknny 50,0 mr
Bcnomoeamenvhule sewgecmea.
Beranekca cynbpoOyTunatr Hatpus (cynbdoOyrunoseidi 3¢up 1000,0 mr
OeTaIKIOACKCTPHHA HATPHSI)
* X71opuCcTOBOIOPOJHOM KUCIOTHI 1 M pacTBOp 1o pH 4,5-5,5

* Mcrionb3yeTcs mpu HEOOXO0IMMOCTH, I KOPPeKTHPOBKH pH

Onucanue

ITopucras mMacca »KeJITOBATO-OPAaHKEBOIO LBETa. BOCCTaHOBIEHHBIN pacTBOP: IIPO3PAYHbIN, OT

JKCIITOrO 10 OPAaHIKEBOI'O IBETA PACTBOP.

dapmakoTepaneBTHYeCKAsl TPynna: AHTHOAKTEPHAIBHBIC CPEJCTBA CHCTEMHOTO JCHCTBUS,

TETpalKIIMHBI.

Kon ATX: JOIAA12

dapMakoJ0ruyecKue cBoiicTBa

Dapmaxkoounamuxa

Mexanusm Oeticmeus

AHTUOMOTUK TUTCUUKINH MPUHAUIEKUT K Kiaccy MNIMLUIIUKINHOB, CTPYKTYPHO CXOJHOMY C

TeTpauukivHaMu. WHruOupyer TpaHcisauuio Oenka y OakTepuil 3a CYET CBS3BIBAHUS C
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A-caiiT pruOOCOMBI, YTO MPEMSATCTBYET BKIIOYCHUIO AMHHOKHCIOTHBIX OCTaTKOB B PACTYIIHE
MENTH/IHBIC [ETIH.

Cuuraercs, 4TO TUTEIUKINH 00JamaeT OaKTEepHOCTaTUUECKHMMH cBoWicTBamu. [lpu 4-kpaTHoi
MUHHUMaJIbHOW TogaBiisttoneil koHnenTpanuu (MIIK) turenuknmaa HaOII0/1a710Ch YMEHBIIICHHUE
yrcia kosjouuit Enterococcus spp., Staphylococcus aureus u Escherichia coli na nBa nopsiika.
Mexanuszm paseumus ycmoudueocmu

TureuukiInH  MOXET  TpeojojeBaTh JBa  OCHOBHBIX  MEXaHHM3Ma  PE3UCTEHTHOCTHU
MUKpPOOPTraHW3MOB, HAOIIOAAEMbIX B OTHOIICHUU TETPALMKIMHOB: PUOOCOMAabHYIO 3alllUTy U
AKTUBHOE BBIBEJICHUE.

Bruta mpogeMoHCTpUpOBaHa MEPEKPECTHASI PE3UCTEHTHOCTh MKy TUTCIUKINH U MUHOIMKJIHH
PE3UCTEHTHBIMU HW30JIATaMH B rpymne Enterobacteriaceae, omocpemoBanHas 3G QGIFOKCHBIMU
HAcocaMu, 00€CTeYUBAIOIMMU MHOXECTBEHHYIO JIEKAPCTBEHHYIO yCTOMYMBOCTh. OTCYTCTBYET
MEPEeKPeCTHAsT PEe3UCTEHTHOCTh, 0OOCHOBAHHASI MUIICHBIO JCUCTBUS, MEXKIY TUTCIUKIMHOM WU
OOJIBIIMHCTBOM KJIACCOB aHTHOMOTHKOB.

TUrenuKIMH MOABEPraeTcsi BO3ICUCTBUIO XPOMOCOMAIIBHBIX 3 (IIIOKCHBIX HacocoB Proteeae u
Pseudomonas aeruginosa. B menom, MHKpoOpraHu3Mbl, MpHUHAAICKaIIMe K rpymnmne Proteeae
(Proteus spp., Providencia spp. u Morganella spp.), MmeHee 4yBCTBUTEIBHBI K TUTCHUKIMHY, YEM
npyrue npencrasurenu Enterobacteriaceae. IToHukeHHass 4yBCTBUTEIBHOCTD MPEICTABUTEIICH
obenx Tpynnm K THUTCHHKINHY OOYCIOBJIEHA CBEpPXIKCIpEcCHeld TeHa HecnenupuIecKoro
akTuBHOro BhIBeleHUs: ACIAB. Omucana moHuXeHHas YyBCTBUTEIBHOCTh K THUTE€LUKIUHY WU
Acinetobacter baumannii.

Konmponsnsie snauenus MIIK

Hwxe mepeuncnensl koHTpodbHble 3HaueHuss MIIK, ycranoBnennbie EBporeiickoit paboueii
IPYIIIO# MO TECTHPOBAHUIO UyBCTBUTEIBHOCTH K aHTHOHOTHKAaM (EUCAST).

Staphylococcus spp. S <0,5 mr/i u R >0,5 mr/n (S — 4yBCcTBUTENBHBIC, R — pe3uCTEHTHBIE).
Streptococcus spp., kpome S. pneumoniae S <0,25 mr/n u R >0,5 mr/i.

Enterococcus spp. S <0,25 mr/n u R >0,5 mr/n.

Enterobacteriaceae S <1®) mr/n u R >2 mr/n.

Bue 3aBucumoctu ot Buna Bo3oyaurens S <0,25 mr/n u R >0,5 mr/m.

) OrMeuena cHWKEHHAS aKTHBHOCTh THTEIMKIMHA IN Vitro npotuB Proteus, Providencia u
Morganella spp.

TurenukiuH noka3an cBO 3G(EKTUBHOCTh MJIs JICUECHUS WHTPAaOJIOMUHAIBHBIX HH(EKIIHH,
BBI3BAHHBIX  AHA’POOHBIMH  OakTepusiMH,  He3aBUCMMO  OT  mokasarenedt  MIIK,

(apMaKOKUHETHYECKHX/(hapMaKOIMHAMHUECKUX TapaMeTpoB. B cBA3M ¢ BbIIIECKAa3aHHBIM
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TUTCIUKJIMHA IS MUKPOOPTaHM3MOB, MpHHAIeKaNMX K pomam Bacteroides u Clostridium, B
psizie cydaeB MPEBHIIIAONINE 2 MT/J1.

HmeroTcs b OTpaHWYCHHBIC JaHHBIE O KIMHHYECKOW 3(PQEKTHBHOCTH THTEIHMKIMHA IPH
SHTEPOKOKKOBBIX MH(peKknusx. Tem He MeHee MoKa3aHa IMOJIOKUTEIbHAs PEaKIHs Ha JICUCHHE
TUTECLUKIMHOM MOJIMMUKPOOHBIX HHTPAaOJOMHUHATIBHBIX HHPEKITHH.

YyecmeumenvHocms

PacnipocTpaHeHHOCTh TPUOOPETEHHOW YCTOMYHMBOCTH Y OTACIBHBIX BHJIOB OaKTEPH MOMKET
BapbHUPOBATh B 3aBUCHMOCTH OT BPEMEHH U Te0TpaQuueCKOro MOJOKCHHUS.

YyBCTBUTEIbLHOCTh MUKPOOPTaHU3MOB K TUT€IIUKJINHY

I'pamMIiosiokuTEIBLHBIE A3DOOBI:

Enterococcus spp.”,

Enterococcus avium,

Enterococcus casseliflavus,

Enterococcus faecalis* (Bkitouast 4yBCTBUTEIIbHBIC K BAHKOMHIIUHY IITAMMBI),

Enterococcus faecalis (Bkiro4ast pe3sMCTeHTHBIC K BAHKOMHIIMHY [ITAMMBI),

Enterococcus gallinarum,

Staphylococcus aureus* (Bkirouasi METHUIIUJIIMH-UyBCTBUTEIbHBIC M PE3UCTCHTHBIC IITAMMBbI),
Staphylococcus epidermidis (Bkiitouast METUIIMILTHH-1yBCTBUTEIbHbBIC U PE3UCTEHTHBIC IITAMMBI),
Staphylococcus haemolyticus,

Staphylococcus agalactiae*,

I'pynma Streptococcus anginosus* (Bkmrouast S. anginosus, S. intermedius u S. constellatus),
Streptococcus pyogenes*,

Streptococcus pneumoniae* (MeHUIUUTHH-YYBCTBUTEIILHBIC IITAMMBI),

I'pymma Streptococci viridans.

I'pamoTpuLIaTENBLHBIE 23DO0BL:

Aeromonas hydrophilia,

Citrobacter freundii*,

Citrobacter koseri, Escherichia coli*,
Haemophilus influenzae*,
Haemophilus parainfluenzae,
Klebsiella oxytoca*,

Legionella pneumophila*.

AHa’pOO0BbL:
Clostridium perfringens'™,
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Peptostreptococcus spp.”, (MOCNEOOBATENEHOCTR 0003)

Peptostreptococcus micros'™,
Prevotella spp.
Buabl, y KOTOPBIX BO3MOKHO Pa3BUTHE IPUOOPETEHHON YCTOMYMBOCTH:

I'paMoTpHuItaTEILHEIE 29POO0LL:

Acinetobacter baumannii,
Burkholderia cepacia,
Enterobacter aerogenes,
Enterobacter cloacae*,
Klebsiella pneumoniae*,
Morganella morganii,
Providencia spp.,

Proteus spp.,

Serratia marcescens,
Stenotrophomonas maltophilia.
AHa3p0o0BIL:

Bacteroides fragilis group’
Mukpoopranusmsl, 00/1aJa01Me NPUPOIHONH YCTONYMBOCTBIO:

I'pamoTpuLIaTENBLHBIE 23DO0BL:

Pseudomonas aeruginosa

* BUABI, 110 OTHOLIEHUIO K KOTOPBHIM B KJIMHMYECKUX HCCIEIOBAHUSAX IMPOJEMOHCTPHUPOBAHA
YAOBIIETBOPUTEIbHASI aKTUBHOCTD

T eM. BoImIe paszen «PapMakoITHAMUKA

Dapmakokunemuxa

Bcacvisanue

[TocKONIBbKY TUTEIUKIMH BBOJSAT BHYTPUBEHHO, OH Xapakrepusyercs 100 % 61Moa0CTymHOCTHIO.
Pacnpeoenenue

[Tpu xouuentparmsax ot 0,1 o 1,0 MKI/MII CBS3bIBAaHHE TUTEIMKIMHA C O€IKaMHU TUTa3MBl iN Vitro
BapbupyeT npubnuzurenasHo ot 71 % no 89 %. B dapmakokuHeTHYECKUX HCCIENOBAHUSAX Y
YKUBOTHBIX U JIFOJICH MOKA3aHO, YTO TUTCHUKIIUH OBICTPO pactpeeNsieTcs B TKaHsIX.

B opranusme 4yenoBeka paBHOBECHBIH 00bEM pacrpeeieHus TUTeUKInHa cocTaBui oT 500 1o
700 51 (7-9 n/Kr), 4TO MOATBEPKAACT IKCTEHCUBHOE PACIIPEICIICHHE TUTCIIMKINHA 32 TIpeieIaMu
IJ1a3Mbl U HAKOIJIEHUE €T0 B TKaHSX.

JlaHHBIE O CHOCOOHOCTH THTIEIHMKIMHA MPOHMKATh Yepe3 remMarodHiedanndeckuil Oapbep B

OpTraHru3ME UCIIOBCKA OTCYTCTBYIOT.
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866+233 ur/mn npu 30-MuHYTHBIX UHOY3UIX U 634+97 Hr/mi ipu 60-MUHYTHBIX HHDY3USX.
[Tnomane mox kpuBoii «koHueHTparms — BpeMs» (AUC)o-12 « cocraBuiia 2349+850 Hreuac/mit.
Memabonusm

B cpennem menee 20 % TturenmkiIvHaA MoABepraeTcs Meradosn3My. OCHOBHBIM BEIIECTBOM,
oOHapy’>KeHHBIM B MOYe M KaJie, OblJI HEM3MEHEHHBIH THUTCIMKINH, OJJHAKO ObUIM OOHApY>KEHBI
TaKXke IIoKypoHuI, N-areTuiabHbIH MeTaboJIuT U SIUMEpP TUTCLUKIIHHA.

TurenuknuH He NOJAaBIAET META0OIM3M, OIOCPEIOBaHHBIM  CIEAYIOIIMMU  ILIECTBIO
uzodepmerramu muroxpoma P450 (CYP): 1A2, 2C8, 2C9, 2C19, 2D6 u 3A4.

Turenukiua He mokassiBar HA JI®-3aBucumocts B mogasnernu CYP2C9, CYP2C19, CYP2D6 u
CYP3A4, wu3 dYero MOXHO 3aKJIIOYUTh OTCYTCTBUE HEOOPAaTUMOIrO WHTHOMTOpa 3THX
n30()epMEHTOB.

Buigeoenue

OtmeueHo, uTo 59 % Ha3HaueHHOM J103bl BBIBOAUTCS Yepe3 KUIICYHHK (IIPU 3TOM OOJIbIIast YacThb
HEU3MEHEHHOI0 TUTEIIUKJIMHA [TOCTYIAET B JKeNub), a 33 % BBIBOJUTCS IIOUYKAMHU.
JlonomHUTENbHBIE IyTH BBIBEACHUA — TJIIOKYPOHMJAIMS W 3KCKpELUs HEU3MEHEHHOIO
TUT€LUKIMHA TOYKaMH.

OOumii KIMpeHC TUTEHUKIMHA TOoCie BHYTpUBEHHOW WHQY3uM coctaBiser 24 n/gac. Ha
MOYEUHBIH KIMPEHC MPUXOAUTCs npuOam3utenbHo 13 % ot obmero kiaupeHca. TUTEHUKINH
XapaKTepu3yeTcs  IMOJUAIKCIOHEHLUANbHBIM  BBIBEIGHUEM M3  CBIBOPOTKHM,  CPEIHHH
TEPMUHAJIBHBIA MEPHUOJ IOJYBBIBEIECHUS U3 CBIBOPOTKH I10CII€ HAa3HAu€HHs MOBTOPHBIX 103
cocTaBiisieT 42 yaca, 0JJHaKO HaOJII0Aal0TCs 3HAUNTENIbHbIE MHIMBUAYJIbHBIC Pa3IHUus.

B wuccnemoBanusx in VItro ¢ HCOOJb30BAaHMEM KICTOYHON JIMHUM C TUICPIPOAYKIIUCH
P-raukonporenHa ObIO YCTaHOBJIEHO, YTO TUTCLUKIIMH SBJISETCS cyOcTpaToM P-rimkonporenHa.
Bo3MoXxHBI  BKJIaJ ~TpPaHCHOPTA, OMOCPEAOBAHHOrO P-TmukonmpoTeMHOM, B ACHCTBHUE
TUTELUKINHA HEU3BECTEH.

Ileuenounas nedocmamouyHocmy

VY NanueHToB ¢ JETKMMHU HapylIeHUSMH (YHKIMH MEeYeHH (apMaKOKMHETHYECKHH Npoduib
OJTHOKPATHOM J103bl TUTCLUKINHA HEe U3MeHsieTcs. OHAKO y MalMeHTOB CO CPEIHETSKEIbIMU U
TSDKETIBIMU HapyIieHusM ¢yHkuuu neyenu (knace B u C no knaccupukanumn Yaina-I1s10) oomwmii
KJIMPEHC TUTELUKINHA ObUT CHIDKEH Ha 25 % u 55 %, a mepuoa mosyBbIBEACHUS YBEIMUYEH Ha
23 % un 43 % COOTBETCTBEHHO.

Iloueunasn neoocmamounocmo

Y manueHToB C TOYEYHOW HENOCTaTOYHOCThIO (KIUpEHC KpeaTmHWHa <30 MII/MUH)

(bapMakoKUHETHYECKHI TPO(UIb OJHOKPATHOM 103bI TUTCIIMKIIMHA HE U3MEHSJICS, B TOM YHUCIIe
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30 % Oosbliie, yeM y MarUueHTOB C HOPMAJIbHOM MOYeYHO! (QyHKIHEH.

VY manueHTOB ¢ MOYEYHOW HEOCTATOYHOCTHIO CPEIHEH WM TSDKEIOW CTENneHH (KOHIICHTPAIHS
KpEaTHHHMHA B CHIBOPOTKE KPOBH >220MKMOJIB/T WK 2,5 MT//1JT1) MOYKET IPOUCXOIUTh KyMYJISIINS
BCIIOMOTATEJILHOTO BellecTBa — Oeranekca cynbGoOyTHIaTa HATPHs, BXOMSIIETO B COCTaB
npenapara.

Toorcunvie nayuenmoi

®apMaKOKMHETHKA TUTCHUKINHA y TOXKWIBIX B LIEJIOM HE OTJIMYanach OT JIPYTHMX BO3PACTHBIX
rpymim.

Lion

Kimandeckun 3HAYUMBIC pa3Iuyusl KIUPEHCA THUTCIUKIMHA y MYXKYAH U OKCHIIUH HE
YCTaHOBJICHBI.

Paca

KnupeHc TurenukivHa He 3aBUCUT OT PaChI.

Macca mena

Knupenc, B ToM yucie HoOpMaan30BaHHBIN 10 Macce Tena, 1 AUC 3aMeTHO He pa3nuyaliuch y
MalMEHTOB C Pa3JIMYHOM Maccoil Teja, B TOM 4HUCIEe MpeBblmaroneid 125 kr. Y nmanueHToB ¢
Mmaccoi Tena 6onee 125 xr BenununHa AUC Obita Ha 25 % Hioke. J[aHHBIE 0 AIUEHTaX ¢ Maccou

Tena 6onee 140 Kr OTCYyTCTBYIOT.

Ioka3anusi K NpUMeHEHUI0
Bspocnvie
— OcnoxHeHHbIE HHPEKITUN KOKU U MATKUX TKaHEH
— OcrnoxHeHHbIe HHTpaadJOMUHATbHBIC HH(DEKINN
— BueOoabpHHYHAS THEBMOHUSA
He npumensieTcst a1 ae4eHus: CHHAPOMa TMabeTUUECKON CTOMBI, TOCITUTAILHON ITHEBMOHUY HITH
MMHEBMOHUH, CBSI3aHHOW C MCKYCCTBEHHOUN BEHTWISIIIUEH JIETKUX.
Jemu cmapwe 8 1em
— OcnoxHeHHble MH()EKIMN KOXU M MSATKUX TKaHed. He mpumeHsercs ans Je4eHHS
CUHApPOMA TUAOETUYECKON CTOTIBI
— OcnoxHeHHbIC UHTPaaOdJOMUHAJIbHBIC HHDEKITUN
TUrenuKIMH TOKa3aH K MPUMEHEHHWIO B CIyd4asX, KOrja ajlbTepHATUBHBIC AHTUOMOTHUKU HE

MOAXOMOAT.
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IIpoTruBonokazanusi

IToBbeImeHHas YYBCTBUTCIIbHOCTDb K JIIO6OMy N3 KOMIIOHCHTOB IIpCriapaTta UJIn K aHTHOMOTHKAM

KJ1acCa TCTPALlUKIINHOB.

C 0CTOPOXKHOCTHIO
— Tsxenas nedeHo4YHAS HEOOCTAaTOYHOCTH

— IlodyeuHast HEIOCTATOUYHOCTD CPENHEN WIIN TSKEIIOU CTEIICHU

IIpumeHeHne npu 6epeMEHHOCTH M B IEPHO/I IPYAHOI0 BCKAPMJIMBAHUS

bepemennocmo

Pe3ynbTarel uccienoBaHuii Ha >KMBOTHBIX IMOKa3bIBAIOT, YTO TUTCLHUKIMH NPOHHUKAET 4Yepe3
TAIeHTy U 0OHApyKUBAeTCs B TKaHX Tnoxa. Turermeep® , Kak U Apyrie aHTHOAKTEpHUATLHEIE
mpernaparsl Kjiacca TeTPALUKINHOB, MOXKET BBI3bIBATh HEOOPATUMOE N3MEHEHHE I[BETA MOJIOYHBIX
3y00B 1 0OpaTuMoOe MOAaBICHHE pocTa KocTel mpu npumenenuu B teuenue |l u Il tpumectpos
o6epemenHoctH (cM. pazaen «OcoObie ykazanusi»). [Ipu npuMeHeHn: TUTEIUKIIMHA HA0II01aI0Ch
CHI)KEHME MacChl IUJI0Ja Y KpbhIC U KPOJUKOB (C COOTBETCTBYIOLIMMH 3aJepKKaMU B
occuukamum). B noximHuYecKux wccneaoBaHusx O0e3omacHOCTH 14C-MEUYeHHBIN TUTEHUKINH
MPOHUKAJ Yepe3 MIIANEHTY U 00HApyKUBAJICS B TKAHSIX TUIO/A, B TOM YHUCIIE, B KOCTHBIX TKaHSIX.
VY KpBIC U KPOJIMKOB HAOII0aIOCh HEOOJIBIIOE CHUKEHUE MACChl TJI0/]a U MOBBIILIEHUE YacTOThI
MaJblX AHOMAJIMK pa3BUTHUA CKeleTa (3aJepKka occu(HKalnuu KOCTEH) TMpU Ha3HAUYCHUU
TUTEUUKIIMHA TPHU SKCIO3UIUHU, MPEBBIIIABIICH SKCHO3UIUI0 y YelIOBeKa MpU NPUMEHEHUH
CyTO4YHOM 1036l Tpemapata B 4,7 u 1,1 pa3, ocHoBwBasich Ha 3kcnosunmu (AUC) y Kpwic U
KPOJIMKOB COOTBETCTBEHHO. He o0OHapyxkeHO TepaToreHHoro 3¢ ¢deKkra y KpbIC M KPOJIUKOB.
B nepuos GepeMeHHOCTH TpHMeHeHHe mpemapara Turermsep® HOMYCTHMO JHIIb B CITydae
KpaifHelt HeOOXOIMMOCTH, KOT/1a TI0JIb3a I MaTe€pH, IPEBOCXOAUT BO3MOXKHBIN PUCK VIS TTOJA.
OnsiTa npuMeHenus npenapara Turemusep® B mepHO POJIOB HET.

Ilepuoo epyonozo éckapmausanus

JlaHHBIX O MOCTYIUICHUH TUTELIMKIIMHA B TPYJHOE MOJIOKO Yy 4YesloBeka HeT. Mmeromuecs naHHbIe
uccienoBaHuii  (apMakOJIWHAMUKH/TOKCUYHOCTH  HAa  JKMBOTHBIX  [OKa3ald,  YTO
TUTCIIUKJIMH/METa0OIUTHl BBIJCIAIOTCS B TPYJHOE MOJOKO. [Ipn HEOOXOAMMOCTH MPUMEHECHHUS
TUTELUKIIMHA B MIEPUOJ JIAKTALINH CIIEYET MPEKPATUTh TPYTHOE BCKAPMIIUBAHUE.
DepmunbHocmo

Bnusnue TureuukivHa Ha (QEepTHIBHOCTH Yy uelOBeKa HE u3ydanoch. JloknuHuueckue
UCCJIEIOBAHMS THUTCLMKINHA, IPOBEICHHbIE HA KpbICaX, HE YKa3blBAalOT HAa HETaTUBHOE

BO3/ICHCTBUE HA (PEPTHIIBHOCTD WIN PEIPOAYKTUBHYIO CIOCOOHOCTB.
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Cnoco0d npuMeHeHH s M 103bI

BuytpuBenno, kamnenbHo B TeueHue 30-60 Mun (cM. «HMucmpykyus no npuzomoeneHuro
pacmeopa u 66e0eHUI0 nPenapama).
Hauanbnas go3a juis B3pocibix coctasisier 100 mr, nanee nmo 50 mr yepes kaxapie 12 yacos.
Kypc neuenus:

— TIpPU OCIOKHEHHBIX HH(EKIUAX KOXKH M MATKAX TKAHEH, a TakKe OCIOKHEHHBIX

WHTPaadJOMUHATBHBIX HHDEKIHIX — 5—14 qHei;

— 1pu BHEOOJHLHUYHON MTHEBMOHUU — 7—14 mHEH.
[IpoaOMKUTENEHOCTh JICUEHUSI ONPENENSIeTCS TSDKECThI0O W JIOKAIM3alued WHPEKIUU U
KJIIMHWYECKOW peaklMel MaleHTa Ha JICYCHUE.

IIeueHOYHAS HEAOCTATOYHOCTD

[TariueHTaM ¢ JIETKOM U CPEAHEH CTETICHBIO TSHKECTH NIEYCHOYHON HETOCTATOYHOCTH (KIacChl A 1
B no xnaccudukanun Yaitna-I1s10) He TpeOyeTcst KOPPEKITUS T03bI.

VY ManueHToB ¢ THKENON MeYeHOYHOU HeloCTaTOYHOCThIO (kiacc C mo knaccudukanuu Yaiina-
[Tpr0) crnemyer cHU3WTH A03y mpemnapata Ha 50 %. HawanpHas q03a TUTEIUMKIWHA JTOJDKHA
coctaByATh 100 Mr, a B mociienyonieM npenapat OpuMEHsoT 1o 25 Mr kaxabie 12 yacos. [Ipu
NPUMEHEHUN THUTCUHMKINHA Y MalMeHTOB C TSHKEJIOW TME€YEHOYHOM HEeJ0CTaTOYHOCTHIO
HE00X0IUMO COOITI0IaTh OCTOPOKHOCTH U KOHTPOJIMPOBATH PEAKIIMIO MAIMEHTOB Ha JICUYCHHE.

IToueunast He1OCTATOYHOCTD

Y mamueHToB ¢ TMOYEYHOW HEAOCTATOYHOCTHIO CPEIHEW WM TSKEIOHW CTENEeHH (KIMPEHC
kpeaTuHrHA <50 MII/MHUH) MOXET MPOMCXOAUTH KyMYJISIUS BCIIOMOTATEILHOTO BEIIECTBA
npemapata 0etasekca cynbpoOyTunarta HaTpusl. TakuM NmarMeHTaM mpemnapar clieayeT Ha3HavYaTh
B T€X Ciy4asx, KOorja ImpeJroaraeMasl mojib3a IpeBbIIaeT MOTEHIUANbHbIN prcK. B momo0HbIx
CUTYyallUAX HEOOXOAMMO DETYJSPHO KOHTPOJIMPOBATh KOHIIEHTPAIMIO KpPEaTMHHHA B IJla3Me
KPOBH U, B CITyYae ee MOBBIIICHHS, CIeyeT NpeKpaTuTh npuMeHeHue npenapara Turenusep® u
pPaccMOTpeTh BO3MOXHOCTh IPUMEHEHHUS TIpernapara TUTCIUKINHA APYTUX MMPOU3BOAUTENCH, HE
COJIepKAIEr0 B COCTaBe B KAaueCTBE BCIIOMOIaTEIbHOTO BellecTBa OeTanekca cynib(oOyTunar
HaTpus (cM. pazaen «OcoOble yKazaHHs»).

IMoxxnnble marueHThI

Koppexkius 103s1 He TpeOyeTcsl.

IIpnMmeHeHue y nerei

D¢ heKTUBHOCTL M 6€30MaCHOCTD Y JICTEH /10 8 JIET HE YCTaHOBJICHA.
TUrenuKIuH NPUMEHSAIOT y AETEeH B BO3pacTe 8 JIET W CTaplie MOCIe KOHCYJbTAIlUU CO

CHEINAIMCTOM, 00JIa/Iaf0IIKUM OTIBITOM JIeUeHHUsI HH(PEKIIMOHHBIX 3a00ICBaHMIA.



COOTEBETCTEBYET JKCNEPTHOMY OTYETY
o 15012024 N=471
TUrenUKINH He ciIefyeT NPUMEHSATH Y JeTeil B Ho3pacTe 'Mnrﬂg@hé“ﬁggg Iﬁrtﬁé&'rgiﬁé"ﬁéﬁhmx

00 3 PeKTUBHOCTH U OE30MAaCHOCTH TMpernapara y JaHHOW TPYIIIBL, a TAKKE BBUAY M3MEHEHHS
OKpacku 3y00B (cM. pazaen «OcoOble yKa3aHus).

Ho3a mis nerer B Bo3pacte 8—11 sner cocraBnser 1,2 mMr/kr kaxapie 12 gyacoB. MakcuMalnbHas
no3a 50 Mr TurenuKInHa Kaxxaele 12 gacos.

Jo3a mist nereit B Bo3pacte 12—17 net cocrapnsier 50 Mr TUr€UKIMHA Kaxbie 12 yacos.
BuyTpuenHnas nH}y3usi TUreUKIMHA JOJDKHA TPOIOIKAThCs B TeueHue 30-60 MUHYT Kaxable
12 gacos.

Hucmpykyusa no npuzomoeienuio pacmeopa u 66e0eHuIo npenapama

Ilpucomosnenue

[lepen npuMeHEeHNEM CIIEAYET pa3BEeCTH COACPKUMOE KaKIO0ro (hakoHa IpenapaTa ¢ MOMOIIbIO
0,9 % pacTBOpa HaTpUs XIA0pUAA, 5 % pacTBOpa IEKCTPO3bI A1 UHBEKIUNA WM pacTBopa Punrepa
JaKTar B KonuuecTse 5,0 MII 1S TOJTy4EeHHsS] TOTOBOTO PACTBOPA ¢ KOHIIEHTPAUEeW TUTECUKINHA
10 mr/mu1. @aaKkoH OCTOPOKHO BPAIIAIOT 10 MOITHOTO PaCTBOPEHHUS Ipernapara.

5 MJI TOTOBOTO pacTBOpa MEPEHOCAT BO (DJIAKOH € pacTBOPOM st HHGY3Hit eMkocThio 100 mut (st
10361 100 Mr He0OX0TMMO B35ITh TOTOBBIN pacTBOP U3 2 (PJIAKOHOB, JJIs 103bI 5O MI' — U3 OJHOTO
¢dnakona). MakcuManbHasi KOHIEHTpaLUsl KOHEYHOTO pacTBOpa Jisl BHYTPUBEHHON MH(Y3UU He
JIOJDKHA TPEeBBINIaTh | Mr/mit.

I'oTOBBII pacTBOP JOKEH OBITH MIPO3PAUHBIM, OT JKEJITOTO 10 OPaHKEeBOTro IBeTa. Eciau pacTBop
MMEET APYrod LBET WM B HEM ONPEIEISAIOTCS BUIAUMBIE BKIIOUEHUS, €r0 HCIOJIb30BAHUE HE
JIOITY CKaeTCsl.

['OTOBBII pacTBOpP TUTELHUKIMHA MOXKET XPaHUTHbCA IPU KOMHATHOHM Temrieparype (He BbILIE
25 °C) ne 60nee 24 yacoB (roTOBBIN pacTBOp — BO (h1akoHe 10 6 YacoB, OCTaBIIEECsS BpeMst — B
BHJIC pPa3BEJACHHOTO KOHEUYHOTO pacTBopa). B ciydae ecnu temriepatypa xpaneHus Boie 25 °C,
TOTOBBI pacTBOp CJIEAYET MCHOJb30BaTh HeMemueHHo. Cpa3y mocne pa3BelAeHHs TOTOBOIO
pactBopa ¢ nomombio 0,9 % pacTBopa HaTpus xjopuaa wid 5 % pacTBopa JEKCTPO3bI IS
UHBEKIUH KOHEYHBI pacTBOp Ais HMH(QY3UH MOXET XPAHUTHCS B XOJOAMIBHHUKE IIPH
temriepatype oT 2 10 8 °C He 6osee 48 gacos.

Beeoenue

TUrenuKkIMH BBOISAT BHYTPUBEHHO uepe3 OTACIbHYI0O HH(Y3MOHHYIO CHUCTEMYy WM 4Yepes
T-o0pa3ublii katerep. Eciin BHYTPHBEHHBIM KaTeTep HCHONB3YETCs ISl MOCIIEA0BATEIBLHOTO
BBEJICHUSI HECKOJIbKUX JIEKAPCTBEHHBIX MPENapaToB ero HeoOX0uMO NMPOMBITh Niepesl nHpy3uen
TArenuKInHa ¢ nomombo 0,9 % pactBopa HaTpus xnopuga, 5 % pacTBopa OEKCTPO3bI IS

UHbEKUMH win pactBopa Punrepa naxtar. Ilpu mpoBepeHuu MHQY3UU CleAyeT YYHUTHIBATbH



COOTEBETCTEBYET JKCNEPTHOMY OTYETY
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COBMECTUMOCTh THMIELMKIMHA M JAPYIHX enapaTtJl—al,'-':-B'l—slgA;ﬁvi ??Tl:q% "-:b/:-lrpﬁ'{'-l ‘Raterep

(cM. «B3aumoneicTBrE ¢ IPYTUMHU JIEKAPCTBEHHBIMU CPEACTBAMUY).

ITodouyHOE neicTBHE

Haubonee wacro nabmionmatorcs TtowmHoTa (29,9 %) m pBota (19,9 %), KOTOpBHIE OOBIYHO
BO3HHUKAIOT B HavaJie JIeYeHHs (B TIEPBBIN WM BTOPOU JCHD JICUCHUS) U, B OOJIBITUHCTBE CITy4Yacs,
UMEIOT JIETKOE WU CpPeHEeTsDKeNNoe TeueHue. [IpuanHoil mpekpaiieHus: Tepanuy TUTSIUKINHOM
yaiie Bcero sABsuch TomHoTa (1,6 %) u psora (1,3 %).

[To6ounbie 3¢ (dEKTH TpencTaBIeHbI 10 OpraHaM M CHCTeMaM B KJIaCCH(UKAIIMH: OYCHb 4acTO
(>1/10); gacto (>1/100 u <1/10); meuacto (=1/1000 u <1/100); peaxo (>1/10000 u <1/1000);
oueHb peako (<1/10000); yacrota Hen3BecTHA (HEBO3MOXKHO OLIEHUTh HA OCHOBAHUH UMEIOIIIXCS
JIAHHBIX).

Hapywenus co cmoponsl cucmembvl Kpo8u u 0p2ano8 KpoeemeopeHus:

Yacmo: yBenuyeHNEe aKTUBUPOBAHHOTO YaCTHYHOTO TpomoOoriacTuHoBoro Bpemenu (AUTB),
yBenuueHue mporpomobuHoBoro Bpemenu (I1B), anemusi, TpoMOoIIUTONICHUSI.

Heuacmo: »03uHOQWINSA, YBETUYEHHE MEXIyHAPOJAHOIO HOPMAJIM30BAHHOTO OTHOIICHUS
(MHO).

Peoxo: runodubpuHoreHeMusl.

Hapywenusa co cmoponst UMMYHHOU CUCIEMBL:

Yacmoma Heuzsecmua: anapunakTHUIeCKre/aHa(pUIAKTOUAHBIE PEAKIIUH.

Hapywenusa co cmoponst 00mena geuyecme u NUMAaHUA:

Yacmo: CHUKEHUE aleTUTa.

Hapywienus co cmoponl HEPEHOI CUCHEMDbL:

Yacmo: TOTOBOKpYKEHHUE, TOJIOBHAS O0JIb.

Heuacmo: n3Bpalienue BKyca.

Hapywenus co cmoponut cocyooes:

Yacmo: nedur.

Heuacmo: TpombohaeouT.

Hapywenus co cmoponsl 3#ceiny00uHo-Kuuieuno20 mpaKma:

Ouenv yacmo: TOUTHOTA, PBOTA, AHAPES].

Yacrto: 60116 B )KUBOTE, JTUCTICTICHS.

Heuacmo: ocTpblil aHKpeaTuT.

Hapywenusa co cmoponst 2enamoounuapHoil cucmemol:

Yacmo: TOBBIIIEHUE AaKTUBHOCTU acnapraramuHoTpaHncgepassl (ACT) — B minazme kpoBu®,

NOBBIIIEHUE  aKTMBHOCTH  ajlaHuHamMuHOTpaHcdepassl (AJIT) B mmasme  KpoBu®,
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TUnepOrIIMpyOMHEMHUSI.

Heuacmo: xenryxa.

Yacmoma Heuzéecmua. BBIpOKEHHBIC HApyIIeHUs (QYHKIMM TIEYCHH W TICUYCHOYHAs
HEJ0CTAaTOYHOCTh, XOJIECTa3.

Hapywenus co cmoponsl K0xcu U ROOKOHCHO-HCUPOBOT KI1eMYAMKU:

Yacmo: 3y], ChIllb.

Yacmoma HeuzgecmHa: TAXKeEIbIe KOXKHBIC PEaKIIUu, BKIIOYast cuHapoM CtuBeHca-/[KoHCOHA.
Hapywenus co cmoponst MO4eno10801 Cucmemul:

Heuacmo: BaruHanbHbIA KaHAU03, BATUHUT, JICUKOPES..

Obuwgue peakyuu u peakyuu ¢ mecme 66€0eHUA:

Yacmo: acTeHus, 3aMeNJICHHOE 3aKUBIEHUE paH, adciecc, WH(MEKINH, peaklud B MeECTe
BBEJICHUS, CETICHUC.

Heuacmo: Bocnianenue, 007b, OTeK U (HICOUT B MECTE MHBEKIIMH, 03HOO, CEMTHYECKUH IIOK,
AIIIEPTUYECKUE PEaKIIUH.

Jlabopamopuvie nokazamenu:

Yacmo: noBbIlIEHUE a30Ta MOYEBUHBI KPOBH, MOBBILICHIE aKTUBHOCTH LIEIOYHOM (hocdaTazbl B
11a3Me KPOBHU, OBBIIIEHHE aKTUBHOCTH aMHJIA3bl B IJIa3M€ KPOBH, TUIIONPOTEUHEMHUS.
Heyacmo: noBeIllIeHNE KpeaTUHUHA B KPOBH, THITOKATIBIIUEMH S, THIIOHATPUEMHUSI, TUTIOTITUKEMUSI.
Hapywenus co cmoponul 0blxXamenpbHoil cucmembl:

Yacmo: THEBMOHUSL.

Peaxkyuu, xapaxmepnovie 0131 aHMUOUOMUKOB: TICEBIOMEMOPAHO3HBIN KOJIUT.

*noppimieHne  aktuBHOCTH AJIT m ACT ormewanu wame mocjae OKOHYAHUS TEparuu
TUTCIIHUKJIMHOM.

B xone oO0benmHEeHHOTO aHanM3a KIMHUYECKHX nMaHHbIX 13 mccnemoanuid I u IV da3er mo
NPUMEHEHUIO TUTEIUKJINHA 10 3aperuCTPUPOBAHHBIM M HE3apETrUCTPUPOBAHHBIM TOKa3aHUSM
BBISIBJICHAa OOJbIIast 00MIasi JIETaThbHOCTh (T.€. CMEPTh OT JIFOOBIX NMPHYWH, B TOM YHUCIIE HE
CBSI3aHHBIX C JICUCHUEM) Y TAIMEHTOB C TSDKEIBIMU WHOEKIHMSIMHE, MOyYaBITUX TUTCIIHKIIHH.
OO0mass neTalbHOCTh y MAlMEeHTOB, MOJy4YaBIIUX THUreUUKINH, cocTaBuia 4 % (150/3788),
npenapatsl cpaBHeHuss — 3 % (110/3646), pa3Huiia OTHOCUTEIHLHOTO PHCKA JIETATLHOTO HCXO0/1a
— 0,6 % (moBepurtenbHusbiii uHTepBai (JJN): 0,1 — 1,2). [IpnauHbI HOBBIIICHHS] OOIICH JIETAITBHOCTH
y TAIMEeHTOB, TOMYYaBIINX TUTCIHUKIINH, HE YCTAaHOBIICHBL. B 1enoM neTanbHbIe HCXObI ObLIN
pe3yNbTaTOM yXyALIEHHUsS] TeUeHUs HH(EKIUH, OCIOXKHEHUN MHPEKUUU WM COMYyTCTBYIOIIHUX

3a00JIeBaHUIA.
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CTH

JlanHble TPUMEHEHUS TUTCHHKIMHA Yy JETed OrpaHuueHbl JBYMS (HapMaKOKHHETHYCCKHUMHU
WCCJICIOBAHMSIMH M OJIHUM OTKPBITBIM KIMHUYECKUM HCCIICIOBAaHHMEM Ha HEOOJNBIION Tpyrie
neteil. HoBbIX MiIM HEOKUAAHHBIX JAHHBIX IO OE€30MAaCHOCTHU Mpernapara B 3TUX UCCIETOBAHUIIX
He ObUIO BBISBIICHO.

B otkpbiTOM (papMakOKMHETHYECKOM WCCIEAOBAHUHM C OJHOKPATHOM JCKalanueld O3Bl
0€30MacHOCTh TUTCLUKINHA UCCIIeIOBANIACh Ha 25 MalMeHTax AeTCKOro Bo3pacta (oT 8 no 16 ner),
KOTOpbIE HEAABHO TMepeHecan HHQpEeKIrnoHHoe 3adoneBanue. [Ipoduias moOouHbIX dPPeKkToB y
JeTei ObLT B I1EJIOM CXO03K C TAKOBBIM Y B3POCIIbIX.

Be3omacHocTh THUTEHNMKINHA OBLIa TaKXKe HWCCIEOBaHA HAa 58 malMeHTax IETCKOro BO3pacTta
(8-11 ner) ¢ OCIOKHEHHBIMH HWHQEKIMSIMA KOXH W MATKHMX TkaHed (15 mnamueHTos),
OCJIOKHEHHBIMH HHTPaaOJOMHUHAIBHBIMA WH(pEKIuaMu (24 manueHTa) Wi BHEOOJIbHUYHOU
naeBMonuer (19 manuenToB). [Ipoduns mo6odHBIX 3G(HEKTOB y ATUX 58 MaIrMeHTOB ObUT TAKUM
ke, KaK U Y B3pPOCTBIX, 32 UCKIIOYeHHEeM TOmHOTH (48,3 %), pBoThl (46,6 %) W MOBBIIICHUS

YPOBHSI JIMMAa3bl B J1a3Me KpoBH (6,9 %), KOTOpble OTMEYAINCH Yy JeTEH Yallie, 4YeM Yy B3pOCIIbIX.

Ilepeno3upoBka
He omnucana. BHyTpuBeHHOE BBEACHUE THIEIMKIMHA 370POBBIM 100poBoibiaM B o3¢ 300 mMr
npu 60-MUHYTHOW MPOAOKUTEILHOCTH BBEICHHUS IPUBOAMIIO K YYAIIEHHIO TOIIHOTHI U PBOTHI.

['emonnanu3 He oOecTieUnBaET yIaJICHUS TUTCITUKINHA.

B3anmopneiicTBHe ¢ APYTMMH J1eKAPCTBEHHBIMH CPeACTBAMH

CoBMECTMMOCTE/HECOBMECTUMOCTE C JICKAPCTBCHHBIMU IIpCIiapaTaMid M PAaCTBOPUTCIAMHU IIPpHU

OJHOBPEMCHHOM BBCIACHUU

Coemecmumocmu

Turenukiun copmectuM ¢ 0,9 % pactBopom HaTpus Xjopuaa, 5 % pacTBOPOM JAEKCTPO3bI AJs
WHBEKIUN WIK pacTBOpOM PuHrepa saxrar.

Hecoemecmumocmes

[Tpu mpumenennn yepe3 T-oO0pa3HBI KaTeTep TUTCHHUKINH HECOBMECTUM ¢ aMmpoTepHuiinHoM B,
amdoTrepuinHOM B numocomanbHbIM, TUa3enaMoM, 330MEpa30jIoM U OMETPa30IoM.

Bapdapun

[Ipu comyTcTByIOIEM MPUMEHEHUW THUTCUUKIMHA W BapdapuHa (OJHOKPATHOW HO3BI 25 MT)
Habo1aeTcs CHIKeHue kinpeHca R-Bapdapuna u S-sapdapuna va 40 % u 23 %, u nosbllIeHNE
AUC Bapdapuna Ha 68 % u 29 % coOoTBETCTBEHHO. MeXaHHU3M TaKOro B3aMMOJAEUCTBUS 10

HACTOSILEr0 BPEMEHHU He yCTaHOBJEH. [I0CKONbKY TUTEHMKIMH MOXKET yanuHATh kak [IB/MHO,

12



COOTBETCTEYET ZKCMNEPTHOMY OTYETY
o7 15.:. 2024 Nz -5:71 _
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BHUMATEJIBHO CIEIUTh 3a PE3yIbTaTaMH COOTBETCTBYIOIIMX KOAryJsIUOHHBIX Mpo0. Bapdapun
HE U3MEHSET (PapMaKOKHMHETUUECKU MPO(UIIH TUTCHUKIIHHA.

MHrnOuTOopsl WJIM HHAYKTOPEL H30hepMeHTOB cucTeMbI ItmToxpomMa P450

TUreuukIMH He MOoJBEpraeTcss MeTaboNIu3My MOCPEICTBOM H30(DepPMEHTOB CUCTEMBI LIUTOXPOMA
P450. IloaTomy oxupaercs, 4TO aKTHBHBIE BEILIECTBA, MOJABJIIONIME WJIM HHIYLHUPYIOIINE
aKTUBHOCTh H30(EPMEHTOB cHUCTeMbl LuToxXxpoma P450, He OyayT U3MEHATH KIMPEHC
TUTEMKJINHA. B CBOIO ouepenb TUreUKIINH BPSJ JIM OKaKET BIUSHUE HA METa00IM3M YKa3aHHbBIX
TPy JIEKAPCTBEHHBIX COSAMHEHUH.

HccnenoBanust in Vitro moka3aiu, 4To TUTCHUKIMH HE TIO/IaBIIET METa00IN3M, OTIOCPEIOBAHHBIN
ClenyroImmMMHy mecThio m3odepmentamu nuroxpoma CYP: 1A2, 2C8, 2C9, 2C19, 2D6 u 3A4.
Jurokcun

TUreuukIMH B peKOMEHIyeMOH J103€ HE BIIUSAET Ha CKOPOCTh U CTENIEHb BCAChIBAHUS MIIH KITUPEHC
nurokcuHa (0,5 Mr ¢ mocieayoomuM HazHayeHUeM B cyTouHoi go3ze 0,25 wmr). JIuroxcuH He
u3MeHseT (apMaKOKMHETHYeCKUH mnpodunp TurenuknuHa. IlodToMy mnpu mNpUMeHEHHH
TUTELMKJIMHA COBMECTHO C TUTOKCUHOM KOPPEKIUS 103bI He TpeOyeTcsl.

OpnHoBpeMEHHOE MPUMEHEHUE WHTHOUTOpOB P-rimkonporenHa (HampuMmep, KETOKOHA30J1a WU
[UKJIOCIIOPUHA) WJIM HMHAYKTOpPOB P-rmukomnporenHa (Hampumep, pupaMIHINHA) MOXKET
HOBIUATH HAa (apMaKOKUHETUKY TUTCLUKIIMHA.

IIepopanbHbIe KOHTPAICITUBEI

[lpy TpuUMEHEHWH aHTHOMOTHKOB OJHOBPEMEHHO C TIEPOPAIBHBIMH KOHTpAICTITHBAMH
3¢ (HEeKTUBHOCTH KOHTPAIIENTUBOB MOXKET CHUXKATHCS.

B wuccnemoBanusix in VItro aHTaroHW3M MEXAy TUTCIHHUKIUHOM M JPYTUMH aHTHOHOTHKaMHU,
NPUHAISKAIIMM K YaCTO TPUMEHSIEMBIM KJIaccaM, He HaOI0Iacsl.

I/IHFI/I6I/ITODH KaJIbIIMHCBPHUHA

OnHOBpeMEHHOE TNPUMEHEHHWE HHTHOMTOPOB KANbLIMHEBPHUHA, TAaKUX KaK TaKpOIUMYC H
IUKJIOCTIOPUH, MOKET MPUBECTH K MOBBIIMICHUI0 MUHUMAJIbHBIX KOHLEHTpAIMi MHTHOUTOPOB
KaJIbLIMHEBPUHA B Iu1a3Me KpoBH. ClienoBaTENbHO, BO BpEMs TEPANMM TUTCLIUKIMHOM CIEAYET
KOHTPOJIMPOBATh KOHIIEHTPAI[MU HUHTHOUTOPOB KaJbIIMHEBPHUHA B IJIa3Me KPOBH, UTOOBI U30€XKaTh
Pa3BUTHSI JIEKAPCTBEHHON TOKCUYHOCTH.

B cBsi3u ¢ HanMuueM B cocTaBe npenapata Turenusep® BCroMOraTensHOro BelecTBa GeTagexca
cynbhoOyTuinaT HaTpuss U OTCYTCTBHEM HH(GOPMAalUd O €ro COBMECTUMOCTH C JAPYTUMHU
JNeKapCTBEHHBIMH MpenaparaM, penapar Turenusep® He TOMycKaeTcs CMEIIMBATh UM BBOAUT
OJTHOBPEMEHHO (B TOM uucie yepe3 oauH T-oOpa3Hblil KaTteTep) ¢ JPYTUMH JEKapCTBEHHBIMH

npenaparamMu, IOMUMO NICPCUUCIICHHBIX BBIIIC B TOAPA3ACIIC «Cosmecmumocmp».
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ot 15.01.2024 N2 471
(NMOCNEOOBATENEHOCTE 000%)

Oco0ble ykazaHust

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

UroObl yYMEHBIIUTh PA3BUTHUE PE3UCTEHTHOCTH U obecneyuTh 3(PPEKTUBHOCTH TEparuu
HEOOXOIMMO HCIIONIb30BaTh THIEIHMKINH TOJBKO IS JeueHHs] MH(EKIMOHHBIX 3a00JIeBaHUH,
BBI3BaHHBIX MUKPOOPIaHU3MaMH, 4yBCTBUTEIbHBIMU K Ipenapary.

Jlnis BbIOOpa M KOPPEKIMHM aHTUOAKTEpUAIIbHOW Tepanuy 10 BO3MOKHOCTHU CIIEyeT IPOBOIUTH
MHUKPOOHOJIOTUYECKYI0 MICHTU(UKALUIO BO3OYIUTENS] U ONPEACIATh €ro 4yBCTBHTEIBHOCTh K
TUTEUUKINHY. TUMeMKINH MOXXET HMCIOJIb30BaThCs IS SMIMPUYECKON aHTHOAKTEpUaTbHOM
MOHOTEpAIHUHU 0 MOJIy4YEHUs pe3yIbTaTOB MUKPOOHUOJIOTHYECKUX TECTOB.

AHTHOMOTHKH, IPUHAMJISKAIINE K KIacCy TIUIMILUKINHOB, UMEIOT CTPYKTYPHOE CXOJCTBO C
AHTUOMOTUKAMH KJIacCa TETPALMKIMHOB. THUTCLUKIMH MOKET BBI3bIBATH HEOIAronpHsITHbIC
peaKIiu, CXOIHbIE C HEOIaronpUsATHBIMUA PEAKIUAMHU HA aHTUOMOTHUKH KJlacca TETPALMKIMHOB.
Takumu peakuusMu MOTYT OBITh IOBBIINIEHHAs CBETOYYBCTBUTEJIBHOCTb, BHYTpHUUYEpEITHAs
TUIEPTEH3Ms, NaHKpeaTUT U AaHTUAHA0OJMYeCKOe JeWCTBUE, INMPHUBOJAIIEE K IOBBIIICHUIO
COJIepKaHUsl a30Ta MOYEBHMHBI KPOBH, a30TE€MHHM, anuao3y u runopocharemun. [Ipumenenue
TUTELUKINHA y MAIMEHTOB C W3BECTHOW MOBBIIIEHHOW YYyBCTBUTEIBHOCTHIO K aHTHOMOTHKAM
TETPALMKIMHOBOIO psAJia IPOTUBOIIOKA3aHO.

Anadunaktrnueckue/aHapUIAKTOUAHBIC PEAKIMK, B TOM 4YHCIe aHa(UIAKTUYECKHH IIIOK,
OTMEYAIOTCS TPU NPUMEHEHHU NPAKTUYECKH BCEX AHTHOAKTEPUATIbHBIX CpPEACTB, BKIIOYAs
TUTCLUKJIIHH.

[TanMeHThl, y KOTOPBHIX Ha (OHE JIEYEHUs TUTCLUKINHOM OTMEYAIOTCs U3MEHEHHUs PE3ysIbTaToB
[ICYEHOYHBIX TECTOB, TOJKHBI HAXOIUTHCS MO/ HAOIIOIEHUEM /IJIsl CBOEBPEMEHHOT'O BBISBICHHUS
NPU3HAKOB HApYIIEHUH QYHKIMY IIeUeHH (3apETUCTPUPOBAHBI €IMHUYHBIE CITy4dau 3HAYUTEIbHBIX
HapyleHNH (yHKINU EYSHN U TIeYCHOYHON HEOCTATOYHOCTH ) ¥ OLICHKH COOTHOILICHHSI TIOJIB3bI
U pUCKa MPOJOJKEHUs Tepaluy TUTeUUKIMHOM. HexxenarenbHble peakiuu MOTYT pa3BUBAaThCA
y’Ke TOCJIe TOro, Kak Tepanus Obula 3aBeplICHA.

BcenomorarensHoe BemiecTBO Oetanekca cynb(oOyTHiIaT HATpUs MOXKET HAKaljIuBaTbCs B
MOYEUHBIX KaHANbIIAX, B CBA3H C YEM COCTOSIHUE MAI[MEHTOB CIIEAYET PETYIIPHO KOHTPOJIUPOBATh
C LIEJIBIO BBISIBJICHUS IPU3HAKOB IIOYEYHON HEJOCTATOUHOCTH. J{J151 9TOro He0OX0AUMO IPOBOJUTH
1a00paTOpHbIE UCCIIEIOBaHMS, B YACTHOCTHU, ONPEAEIATh KOHIIEHTPALUIO KPEaTHHUHA B IIJIa3Me
KpoBH (cM. «Criocod MpUMEHEHHSI U 103bD»).

D¢ dexkTrBHOCTH U 6E30MACHOCTh TUTCIMKIMHA Y MAIlMEHTOB C TOCIMUTAILHONW MTHEBMOHUEH HE
ObUIa IOATBEPKICHA PE3YIbTATAMHU KIMHUYECKUX UCCIICA0BAHUM.

[IceBromMeMOpaHO3HBIN KOJIUT Pa3InYHOM CTENEHU TSKECTH OTMEYAI0T IIPU IPUEME IPAKTUYECKH
BCEX aHTHOAKTEepHUAJbHBIX IIPErapaToB, BKJIOYAs TUTEHUKIMH. Heo0XoauMo y4HTHIBATH

BO3MOXHOCTb TaKOro Jauar’to3a B CJIy4a€C BO3HHUKHOBCHHUSA JUAPCH BO BpPEMA HIINU IIOCJIC
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saBepienus evenns. [[pH TOIO3PEHIN HA IHAPEI0, accommiposanayio o Clostidiam difficile,

WIN TIOATBEP)KICHUU TAHHOTO JMAarHO3a MOXKET MOTpeOoBaThCs MPEKPALICHUE HCIOIb30BAHUS
AHTHOMOTUKOB, KpOME TEX, YTO Ha3HAueHBI JJIs JieueHus wH(pekuuu, Boi3BanHou Clostridium
difficile.

[Ipy Ha3HaueHMM TUTCIUKIMHA TAalMeHTaM C OCJIOXHEHHBIMH HWHTpaadJOMHUHAIbLHBIMU
UHQEKIUSIMH BCISICTBHE MPOOOACHUS KUIIIEYHUKA UITH MAIlUeHTaM C HAUMHAIOIIMMCS CETICHCOM
WIA CENTHYECKUM IIIOKOM CJeIyeT 00s3aTelbHO PacCMOTPETh LeIeco00pa3HOCTh MPUMEHEHUS
KOMOWHHUPOBAHHON aHTUOAKTEPHUATBHON TEpPaAITUH.

[IpumeHeHne TUTENUKIMHA, Kak JIOO0Oro Apyroro aHTHOMOTHKA, MOXET CIHOCOOCTBOBAThH
U30BITOYHOMY POCTY HEBOCIIPUUMYHBBIX MUKPOOPTaHU3MOB, BKITt04ast TprObl. Bo Bpemst eueHus
NAlUEHThl JOJDKHBI HAXOAMTHCS TMOJ INPUCTAIBHBIM  KOHTposieM. Ilpu numarnocruke
cynepuH(pEeKInU clelyeT MPUHATh HaJIeKaIIle MEph.

Brnusinue xonecrasza Ha (hapMaKOKMHETUKY TUTCUKINHA HE YCTAHOBJICHO. DKCKPELHS C KEITYBIO
coctapiisieT npubau3nuTensHo 50 % oT 00mIel SKCKperuy TUreuuKiInHa. [103ToMy manueHTsl ¢
XO0JIECTa30M JIOJKHBI HAXOAUTHCS 10/ HAOII0ACHUEM Bpaya.

OnpIT NMpUMEHEHHs] TUTEHUKINHA 7S JiedeHUs] MHGEeKUUid y MalMeHTOB C COMYTCTBYIOIIUMU
3a00JIeBaHUSMU TSKEJIOTO TEYSHHS OTpaHUYEH.

[Ipumenenne mpenapata Turemusep® Bo BpeMms pa3BuTHs 3y00B (BTOpas MOJIOBMHA
OepeMEeHHOCTH, MJIAJICHYECTBO U JACTCKUN BO3PACT 10 8 JIET) MOXKET MPUBECTH K MOCTOSSHHOMY
M3MEHEHHUIO IIBETa 3y00B (HKEJITO-CEpOBATO-KOPUYHEBBIN). DTa HeXKeNaTeIbHas peaKkius SBIsIeTCs
Oonee yacTOW MHpPH JOJTOCPOYHOM NPUMEHEHUU TETPALUUKIMHOB, HO OTMedYajach M IOCIe
MHOTOKPATHBIX KPAaTKOCPOUYHBIX KYPCOB Tepanuu. Takxke coo0Ianoch 0 rUIoIuia3uy smanu. Eciam
Turenusep® npumensercs Bo 11 wiu 111 TpuMecTpe GepeMeHHOCTH, ClleTyeT COOOIIUTD MAlUEHTKE
0 TIOTEHIMAIbHOM pHCKe s Tuoja. IlpmMenenne mpemapara Turermsep® Bo 11 wmm 111
TpUMecTpax OEpeMEHHOCTH, B MJIQJIEHYECKOM U JETCKOM BO3pacTe 10 8 JeT MOXKET BHI3BATh
o0paTtuMoe HHrHOMpoBaHUe pocTa KocTel. Bee TeTpanmkiinabl 00pa3yroT cTaOMIbHBINA KOMIUIEKC
C KaIlbIUeM B JI000i1 GpopMupyromeii kocts Tkauu. Ecim Turenusep® npumensiercs Bo 11 nmu 111
TpuUMecTpe OEpeMEHHOCTH, CIeAyeT COOOUTUTH MALUEHTKE O MOTEHIIMATILHOM PUCKE AJIS TUI0AA.
Hmerorcst cooOuieHns: 0 pa3BUTUN OCTPOrO MaHKpeaTuTa Ha (pOHE MPUMEHEHUs] TUTCIUKINHA, B
HEKOTOPBIX CIydyasiX — C JIeTaIbHBIM HCX0J0M. HeoOX0oquMo MposBIIATH OCTOPOXKHOCTH IPH
NPUMEHEHUH TUTELUKINHA Y MalMeHTOB C MOA03PEHUEM Ha OCTPBIN MaHKpeaTuT (KIMHUYECKHE
CUMIOTOMBI WJIM COOTBETCTBYIOIIME H3MEHEHHUs 1abopaTopHbIX mokazatenei). M3BecTHO o
CIIy4asiX pa3BUTHsI OCTPOr0 MaHKpEeaTHTa y MallMeHTOB, He UMEBIIUX (DAKTOPOB pHUCKa Pa3BUTHUS

JaHHOT'O 3a0oeBanust. OOBIYHO CHMIITOMBI MaHKpeaTuTa UCUYC3ar0T MOCJIC OTMCHBI IIpCriapara.
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MaHKpEaTHTa.
Jlo Havanma TepamuM THUTCHUKIMHOM, a TaKKe pPEeryjaspHO BO BpeMs TEpamuH CleIyeT
KOHTPOJIMPOBAThH TTApaMETPhl CUCTEMBI CBEPTHIBAHMS KPOBH, BKJIIOYasi GUOPUHOTEH (CM. pasfern
«IToGouHOE nEercTBHEY ).

B npocnexkTuBHOM aHanM3e pe3yJbTaTOB KIMHUYECKUX WCCIEAOBAHUN OBLTIO OTMEYEHO
HEKOTOpOE YBEJIMYECHUE OOIIEH JeTalbHOCTH (T.€. CMEPTh OT JIOOBIX MPHYMH) B TpyMIe
MAIMEeHTOB, TOJYYaBIIUX TUTCHUKIMH, 10 CPAaBHEHHWIO C TPYIIION MAIMEHTOB, MOJYYaBIINX
npenapatsl cpaBHEHHUsS. [l03TOMY THTEHUKIMH JOJDKEH TPUMEHSTBCS TOJBKO B CIydasx
OTCYTCTBUS aIbTEPHATUBHON TEpaIvu.

Ilpumenenue y oemetu

JlaHHBIE O IPUMECHEHUH TUTCHHKINHA Y JIeTeH orpaHudeHbl. [103ToMy puMEHEHHE Tpenapara
PEKOMEHZIOBAaHO B TEX CHUTyallusiX, KOTJIa albTepHATHBHAs AaHTHOAKTEpHAIbHAS Teparus
HEJIOCTYIIHA.

TomrHOTa ¥ PBOTA SBJISIFOTCS CAMBIMHU PACIPOCTPAHCHHBIMHU MMOOOYHBIMU PEAKIUSAMU Y ACTeH U
noapoctkoB. Cieayer yaeauTh 0co00e BHUMaHUE PUCKY JACTHIPATAIUH.

bonws B 06macTu )KMBOTa — YacTO BCTPEYAIONTUICS TOOOUYHBIN d(DPEKT y neTelt Takxke, Kak U 'y
B3pocibiX. ClieyeT yuuThIBaTh, 4TO O0JIh B 00JACTH KMBOTA MOKET OBITH CBSI3aHA C Pa3BUTHEM
naHkpeatuta. B ciy4ae pa3BUTHS TaHKpeaTWTa Tepamusi THTEHUKINHOM JOJDKHA OBITh
npeKpaleHa.

Jlo Hayanma TepanMM THTEIMKIMHOM, a TaKKe pEryJsipHO BO BpeMs TEpaluH CIeayeT
KOHTPOJMPOBATh (PYHKIIMOHATBHBIE TPOOBI MEYCHH, MMapaMeTPhl CUCTEMbI CBEPTHIBAHHS KPOBH,
reMaToIOTHYeCKHUEe MTapaMeTphl, KOHIICHTPAITUIO aMIIIa3bl U JIUTA3HIL.

TUrenuKIMH HE CIIeAyeT MPUMEHSTh Y IETEH B BO3pacTe MIIa/IIe § JIeT u3-3a HEI0CTaTKa TaHHBIX
00 3 deKTUBHOCTH M OE30MaCHOCTH Tpernapara y JaHHOW TPYMIbI, a TAKKE BBUAY W3MEHEHUS
oKpacku 3y00B (cM pazaensl «Criocod mpuMeHeHus u 103b1» U «[lobouHOe nericTBre).
[Ipenapar comepxutr Oertanekca cCynb(pOOyTHIAT HATpUs B KauecTBE BCIIOMOTATEIBHOTO
BEIIECTBA, MO3TOMY IIPU NMPUMEHEHHHU Tperapara y AeTel clieyeT KOHTPOJIUPOBATh (PYHKIIUIO

ITOYCK.

Bunsinne Ha cIOCOOHOCTH YIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHMU3MaMHU

HccnenoBanus BAUSHUS TUTELUKINHA HA CIOCOOHOCTH K YIIPABJICHUIO TPAHCIIOPTOM U padoTe ¢
MEXaHU3MaMH HE MPOBOAWINCH. [laneHTsl, Mody4aronue TUTeHUKINH, MOTYT HCIBITHIBATH
TOJIOBOKPY)KEHHUE, KOTOPOE MOXKET MOBIUATH Ha CIIOCOOHOCTh K BOXKJICHHMIO M HCIIOJIB30BAHHIO

MCXaHU3MOB.
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(NMOCNEOOBATENEHOCTE 000%)

®opMma BBINLYCKA

JInopunusar 1 MPUTOTOBICHHUS KOHIEHTpaTa JUisd MPHUTOTOBIICHUS pacTBopa Uil MH(DYy3uil,
50 mr.

[To 50 M meicTBYIOIIETO BelIecTBa BO (Pi1akoHBI 0€CIIBETHOTO CTEKJIA, TEPMETHYHO YKYITOPSHHBIC
PE3UHOBBIMH OPOMOYTHIIOBBIMU MPOOKAMH, C OOKATKOM KOJIMaYKaMH aJTFOMO-TNIACTUKOBBIMH.

[To 10 ¢akoHOB ¢ MHCTPYKLMEH MO MPUMEHEHHIO TOMELIAIOT B AYKy U3 KapTOHA.

YcaoBusi XxpaHeHust
IIpu Temneparype He Bbie 25 °C.

XpaHUTb B HEOCTYITHOM JUIS IETEU MECTE.

Cpoxk rognoctu
3 rona.

He npuMeHATH 10 UCTEYEHUU CPOKA TOAHOCTH.

YcaoBus oTnycka

OTmycKarT 1o perenTy.

ITpousBoaure/b
«'ybuk baiiocaiiencus Jlumuren, FOHUT-2%», MHAMAS

Aopec npouszgoocmsa:

Cepgeii Nel171, H.X. Ne8, Hua I'pun, Kabunsnope HaBcapu-396 424, I'ymxapat, Unaus.

Baanesienn perucTpanMoHHOro yaocropepeHusi/Oprannzanus, NPUHAMAKIIAS NPeTEeH3UH
norpeouTeiei

000 «BEPODAPM»

FOpuouueckuti _aopec: Poccust, 601125, Bnamgumupckas o0m., IlerymmHckuit —paiioH,

noc. Bonbrunckuid, yi. 3aBojackas, BiaaeHue 120.

Adpec npunamus npemensuu: Poccusi, 115088, r. Mocksa, 2-ii KOxxHOmOpTOBBIN TIpOe3a, A. 18,

cTp. 9, aTax 2.
Ten: +7 (495) 797 57 37
dakc: +7 (495) 792 53 28

E-mail; info@veropharm.ru

https://veropharm.ru
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