COOTBETCTEYET ZKCNEPTHOMY OTUYETY

ot 05.11.2025 N= 27555

OBILASI XAPAKTEPUCTHKA JIEKAPCTBEAHOT OTIPEIAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOT O IIPEITAPATA
Turenuknuy, 50 Mr, nuoguiu3ar JUisi HTPUTOTOBICHHMSI KOHIEHTpAaTa JUIsl MPUTOTOBIICHUS

pactBopa ISl HHPY3Hil.

2. KAUECTBEHHBIN 1 KOJTMYECTBEHHBII COCTAB

JlelicTBy1O11IE€€ BEIIECTBO: TUTCLIMKIIMH.

Kaxnpiii hmakoH cogepkut 50 Mr TUreIuKInHa.

l MI BOCCTaHOBIIEHHOTO pacTBOpa TMOCIE TIEePBOHAYAIBHOIO pPAa3BEACHUS PACTBOPUTEIIEM
coniepkut 10 MT TUTELIMKIIMHA.

[TonHbI# TepedeHb BCIIOMOTAaTENbHBIX BEIIECTB MMPUBEIEH B pasjaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
JIno¢unusar A7 IPUTOTOBJICHUS KOHIIEHTPATA ISl IPUTOTOBJICHUS PACTBOPA Il HHQY3HIA.

JInodunuznpoBaHHbIN NOPOLIOK OPAHIKEBOT'O 1[BETA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxka3zaHusi K NPUMEHEHHIO
[Tpenapat TurenuKkIMH OKa3aH K MPUMEHEHHIO Y B3pOCIBIX U JETEW B BO3pacTe cTapiie 8 Jer.
Bspocnvie
e OcnoxHeHHbIE THPEKINU KOKU U MATKUX TKaHEeH.
e OcJ0XHEHHbIE HHTPaA0IOMUHATIbHBIE MHPEKIIHH.
o BuebonpHMYHASA THEBMOHMSI.
He npumensercs s JedeHHs CHHApOMa JUa0ETHYECKOM CTOMbI, TOCIUTAIbHON
ITHEBMOHHHU WUJIM THEBMOHUU, CBSI3aHHOM C UCKYCCTBEHHOM BEHTHJISLIUEH JIETKUX.
Hemu cmapuie 8 riem
e OcnoxHeHHbIe MH(EKINU KOXM M MATKUX TKaHed. He mpumensiercs ans JieueHus
CHHJIpOMa TUabeTHUECKOM CTOIIBI.
e OcnoxHEeHHbIE UHTPaAOJOMUHATIbHbBIE HHPEKIUH.
TUrenuKINH TMOKa3aH K NMPUMEHEHUIO B ClydyasX, KOTrJa ajbTepHATUBHbIE AHTUOMOTHKH HE

MMOIXOJIAT.

4.2. Pe:kuM 103UPOBAHMSA M CTIOCOO NPUMEHEHUs

PexxuM 1o3upoBaHus
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Bspocnvie (NOCNEOCBATENEHOCTE 0002)

COOTBETCTBYET SKCNEPTHOMY OTUYETY

HauanpHas no3a ais B3pocisix cocrabisger 100 mr, ganee mo 50 mr uepe3 kaxasie 12 qacos.
Kypc neuenus:
— TpU OCJIOXHEHHBIX HMH(EKIUAX KOXHU M MITKHX TKAaHEH, a TakKe OCIOKHEHHBIX
UHTpaabJOMUHAIBHBIX HHpEKIusIX — 5 — 14 nHei.
— IIpU BHEOOJHbHUYHOM MHEBMOHUM — / — 14 nHel.
[TponOMmKUTETLHOCTh JICUCHUSI OIpPENCAeTCSl THKECThIO W JIOKanm3alued wuHdeknun, a
TaK)Ke KIMHUYECKOM peakIuel maueHTa Ha JICUeHue.

Oco0nIe I'pYHOIIbI TAMEHTOB

Tlayuenmol ¢ napywenuem @ynKyuu nevenu
[TarueHTam ¢ J€rKoi U CpeHEN CTENEHbIO TSYKECTH MEYEHOUYHOM HEIOCTaTOUHOCTH (KJ1acchl A
u B no knaccuduxanuu Yaitna-I1eto) He TpeOyeTcst KOppeKLus 103Bl.
VY manueHToB ¢ TSHKEI0M MeYeHOYHOM HerocTaTouHoCThIo (kiace C no kinaccupukanun Yan-
[1p10) cnepyer cHU3UTH 03y mpernapata Ha S0 %. HawanpHas nosa mpenapara TUrenukIvH
nomwkHa coctaBiasate 100 Mr, a B mocieaylomeM Ipemnapar MPUMEHSIOT 1o 25 mr
Kaxnaple 12 wyacoB. Ilpum nmpumeHeHuu mnpenapara THUMeUKIMH y HAlMEHTOB C TSXKEJIOH
IEYEHOYHON HEI0CTaTOYHOCTbIO HEOOXOAUMO COONI0IaTh OCTOPOXKHOCTh M KOHTPOJIUPOBATH
pPeaKLHIo MalMeHTOB Ha JIEYCHHE.
llayuenmul ¢ napywenuem ynkyuu novex
[TaumenTaM ¢ THOYEYHOW  HEJOCTATOYHOCTBIO M TalMEeHTaM, HaxOIsIUMCS  Ha
reMojiuanuse, He TpeOyeTcss KOpPEeKLUs J03bI.
Tayuenmor nodcunozo 6o3pacma
Koppekuust 10361 He TpeOyercs.

eTu
D¢ dexTrBHOCTH M 6€30MACHOCTD Y AeTeil 10 8 JIeT He yCTaHOBJIEHA.
TUrenuKIMH TPUMEHSIOT y JeTell B Bo3pacTe 8 JeT W crapuie Tocie KOHCYJIbTAalluU CO
CTIEIUATIUCTOM, OO0JIaIAfOIINM OIBITOM JICYCHHUS MH(EKIIMOHHBIX 3a00JICBaHMIA.
TurenukIMH HE CclIeAyeT NpPUMEHATh Yy JeTeil B Bo3pacTe Miaame 8 Jer wu3-3a
HE/loCTaTKa JaHHBIX 00 3(PeKTHUBHOCTH M OE30MacCHOCTH Ipernapara y JaHHOM TpymIbl, a
TaKKe B BUY U3MEHEHHsI OKpacku 3y0oB (cM. paszzen 4.4.).
Ho3a nns gereit B Bozpacte 8-11 ner cocrabnser 1,2 mr/kr kaxapie 12 yacoB. MakcumaibHas
no3a 50 Mr THTeIIMKINHA KaKIple 12 Jacos.
Jo3a s nereid B Bo3pacte 12-17 ner cocraBasier 50 Mr TUrenuKiInHa Kaxabie 12 yacos.
BuyTpuBeHHas uHQY3Ms THUreHMKIMHA JOJDKHA MpojobkaThest B TeueHne 30-60 mMuHyT

Kaxxaele 12 Jacos.
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Cnocob npuMeHeHus (NOCNEOCBATENEHOCTE 0002)

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

[Ipenapat TurenukiuH npenHa3HadeH U1 BHYTPUBEHHOI'O KaIlCJIBHOTO BBEIEHUS B TECUYCHHE
30-60 MuH.

[Tpenapat TUrenUKIMH BBOAUTCS Yepe3 OTACIbHYIO0 HH(Y3MOHHYIO cUCTeMy MM T-00pa3HbIii
Karerep.

WMHCTpyKIMK 1O IPUTOTOBICHUIO JIEKAPCTBEHHOI'O IIpernapara Inepel NPUMEHEHHEM CM. B

pasaeine 6.6.

4.3. TIpoTHBONOKA3AHUSA
['unepuayBCTBUTENHHOCTh K TUTCHUKINHY WM K aHTHOMOTHKAM KJ1acca TETPAUKINHOB, HITH K

J'II-O6OMy M3 BCIIOMOI'aTCJIbHBIX BCHICCTB, IICPCUUCIICHHBIX B PA3J1CJIC 6.1.

4.4. OcoOble yka3aHUsI U MepbI MPeI0CTOPOKHOCTH MPHU NPUMeHEeHUH

C 0CTOPOKHOCTBIO

Tsoxenmas meuyeHOIHAS HEAOCTATOYHOCTD.

Oco0ble yKazaHus

YroObl yMEHBLINTh pa3BUTHE PE3UCTEHTHOCTH U o0ecneuuTh 3(P(HEKTUBHOCTh Teparnuu
HEOOXOIMMO HCIONB30BaTh TUTCHMKINH TOJBKO JUIsS JIeUeHUS MH(EKIMOHHBIX 3a00JIeBaHHH,
BBI3BaHHBIX MUKPOOPTraHU3MaMH, YyBCTBUTEJIBHBIMU K TIperiapary.

Jliis BBIOOpa M KOPPEKLMU aHTUOAKTEPHAIBHON TEPaIruy 10 BO3MOKHOCTH CJIelyeT MPOBOJUTH
MHUKPOOHOJIOTHYECKYIO HACHTU(DUKALMIO BO30OYAUTENS U ONPEIENATh €ro 4yBCTBUTEIBHOCTD K
turenukinnay. Ilpemapar TUTreUMKIMH MOXET  MCIONb30BaTbCS Ui SMIHUPUYECKOU
aHTHOAKTepUaIbHON MOHOTEPAIUY /10 TIOJTYUYEHUS pPe3yIbTaTOB MUKPOOUOJIIOTHYECKUX TECTOB.
AHTHOMOTUKY, TpUHAAJIEKAIIME K KJIACCY INIMIMIIUKIMHOB, UMEIOT CTPYKTYPHOE CXOJICTBO C
aHTUOMOTUKAMHM  KJlacca TeTpauuKiIMHOB. [Ipemapar THrenMKIMH MOXET  BBI3bIBATH
HEeOJIaronpusITHbIE PEAaKIMH, CXOJIHBIE C HEOJArompUATHBIMU pPEAaKUHUSIMH Ha aHTHOMOTUKU
KJacca TETPALMKINHOB. Takumu peaxkuusIMu MOTYT OBITh MOBBILLIEHHAS
CBETOUYYBCTBUTEIILHOCTb, BHYTpUYEpENHas TUIEPTEH3Us, MaHKPEaTUT W aHTHaHAOOIMYecKoe
JEICTBUE, NPUBOJALIEE K IOBBILICHUIO COACpPXkKAaHMS a30Ta MOYEBHHBI KPOBH, a30TEMHH,
anuno3y u runopocdaremun. [Ipumenenne npenapara TUreUKINH Y TallUEHTOB C W3BECTHON
MOBBIIICHHOW  YYyBCTBUTEIBHOCTBIO K  AHTUOMOTHKAM  TETPALMKIMHOBOIO  psja
MPOTUBOMNOKA3aHO.

Anaduiaktuyeckue/aHaQpUIAKTOUHBIE pEeaKklMd, B TOM YHCIEe aHAQWIAKTUYECKUH IIOK,
OTMEYAIOTCSl TPU TPUMEHEHUH TPAKTHUECKH BCEX aHTHOAKTEpHAJbHBIX CPEACTB, BKIIOYAs
TUTELIUKJINH.

[TarueHTsl, y KOTOPhIX Ha (hoHE JIeyeHHs MpernapaTtoM TUTeHUKIMH OTMEYAalOTCs W3MEHEHUS
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pe3yIbTAaTOB IMEYCHOYHBIX TECTOB, MOJDKHBI HaOmromafies_ it |CBoespeMentotol BRISRITSH s

NPU3HAKOB  HApyIIeHWH (QYHKIUM TeYeHH (3aperUCTPUPOBAHBI  CIMHUYHBIC  CIIyYau
3HAYUTEIBHBIX HApyHICHUH (YHKIMH TICYCHH M TEYCHOYHOW HEIOCTATOYHOCTH) U OIICHKU
COOTHOUICHUS TOJIb3bI W pUCKA MPOAOJDKEHHS] TEpalmuy MpenaparoM | UrelHKIIHH.
HexenaTenbHbIe peakIiii MOTYT Pa3BHBAThCS yiKE MOCIIE TOTO, KaK Teparus ObLia 3aBeplicHa.
Db dexkTuBHOCT M 0€30NAaCHOCTh TUTCHUKIIMHA y MAalMEHTOB C TOCIMUTAILHOW THEBMOHUEH HE
ObUIa TIOJATBEPIKIICHA PE3YIbTaTaMH KIIMHUYECKUX UCCIICTOBAHHIA.

[IceBIOMEMOpPAaHO3HBI ~ KOJHUT PA3IMYHOM CTENEHM TSDHKECTH OTMEYAlOT MpU  IpHEMe
NPAaKTHYECKH BCEX aHTHOAKTePHAIbHBIX MpPENaparoB, BKJIOYas Mpenapar THUreluKIMH.
Heo0XxoMuMo y4uTBHIBaTH BO3MOXKHOCTh TaKOT'O JMArHO3a B CIy4Yae BOZHUKHOBCHHS TUAPEH BO
BpEeMsl WJIM TIOCJIC 3aBEpIICHUs JiedeHUs. [Ipu MOA03peHHH Ha Uapero, acCOIMHPOBAHHYIO C
Clostridium difficile, wam mnonTBepKICHWM IAHHOTO IHArHO3a MOXET IMOTPEOOBATHCS
NPEKPAIICHUE HCIOJIb30BAHUSI AHTHOMOTHKOB, KPOME TEX, YTO HAa3HAUCHBI [UIsS JICUCHHSI
undexun, Bei3Bannoi Clostridium difficile.

[Tpu Ha3HAYCHUH npernapara TurenukimH narueHTam c OCJIOXKHCHHBIMU
UHTPaadIOMUHAIBHBIMUA WHPEKIUAME, BCICICTBUE MTPOOOICHHS KUIICYHUKA, WM MAIIUEHTaM C
HAYMHAIOIIMMCST CETICHCOM MJIM CENTHYECKUM IIIOKOM CIIEAYeT O00s3aTelIbHO PacCMOTPETh
1eJ1ec000pPa3HOCTh MPUMEHEHHSI KOMOMHUPOBAHHON aHTUOAKTEPHATIHLHOMN TEpaIny.
[lpumeHenne mnpenapata TUTCHUMKINH, KaK JIOOOrO JPYroro aHTHOMOTHKA, MOXKET
CIOCOOCTBOBATh M30BITOYHOMY POCTY HEBOCHPUUMYHMBBIX MHKPOOPTaHM3MOB, BKIIOUAsi TPUOBI.
Bo Bpems JiedeHUs] MAIMEHTHI JOJDKHBI HAXOAWUTHCS TMOJ MPUCTATIBHBIM KOHTposieM. [lpu
JIMArHOCTHKE CYNEPUH(EKIIMU CIICAYET MPUHSTH HAJUIC)KAIIUE MEPHI.

Bnusiare xoJiecta3a Ha (papMaKOKMHETUKY TUTCIIMKIMHA HE YCTAHOBIICHO. DKCKPEIHS C )KEITUBI0
coctaisieT mpuOIM3uTensHO 50 % OT 00mel SKCKpeluy THrenuKirHa. [103ToMy manueHTsl ¢
XOJIECTAa30M JIOJDKHBI HaXOIUThCS 0/ HAOJII0ICHUEM Bpaya.

OnbIT TpUMEHEHHs TMpenapara TUreHUKIMH sl JieueHWs HWH(EKIUi y TMaleHTOB C
COMYTCTBYIOIIUMH 3200JICBAaHUSMH TSDKEJIOTO TCUCHHSI OTPaHUYCH.

[Mpumenenne mpenapara TUrEHMKIMH BO BpeMs pa3BUTUsA 3yOOB (BTOpas IOJIOBHHA
OEepEeMEHHOCTH, MIIAZICHYECTBO M JICTCKUIl BO3PACT JI0 8 JIeT) MOXKET MPHUBECTH K MOCTOSHHOMY
U3MCHEHHMIO IBeTa 3YyOOB (JKEITO-CEpPOBATO-KOPUYHEBBIN). JTa HEXeaTelbHas pPeaKius
sBJIsieTCsl 0oJiee 4acTOM MpH TOJITOCPOYHOM MPUMEHEHHH TETPALUMKIMHOB, HO OTMeYajach U
1IOCJIE MHOTOKPATHBIX KPaTKOCPOYHBIX KypCOB Tepamuu. Tarxke cooOLIaJoch O THIOIUIa3UU
sManu. Eciu turenukianH npumensiercs Bo Bpems 11 wmm I Tpumectpa 6epemMeHHOCTH, ClieayeT
COOOIIUTH MAIMEHTKE O TIOTCHIIUATLHOM PHUCKE JUTS TUIOJIA.

[lpumenenne mpenapara TuremukianH Bo Il wmmm I Tpumectpax OepemMeHHOCTH, B
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MJIAICHYECKOM H JICTCKOM BO3pacTe 10 8 JIeT MOKeT BhIsBATE. OGpaTitioe i bnbrposaniélpocra

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

KocTell. Bce TeTpanukiavHbI 00pa3yroT CTaOWIbHBIM KOMIUIEKC C KalblLiueM B JIIOOOH
dbopmupyromel kocth TKaHU. Ecnu npemapar Turenuknud npumensercs Bo Bpems I umum 111
TpuMecTpa OEpeMEHHOCTH, CIEYeT COOOIIUTh MAMEHTKE O MOTEHIIHAILHOM PHUCKE IS TUIOJA.
HmeroTcs cooOmieHnst 0 pa3BUTUM OCTPOTO IMaHKpeaTuTa Ha (OHE MPUMEHEHHs IpenapaTa
TurenukiInH, B HEKOTOPBIX CIy4asx C JIeTadbHBIM HcXoaoM. HeoOXxoaumo mposBIIsATH
OCTOPOXXHOCTh IIPY NPUMEHEHMM Ipenapara TUrenUKIMH y IalMEeHTOB C IMOJO3PEHHEM Ha
OCTpBI  MaHKpeaTUT (KIMHUYECKHE CHMIITOMBl WJIM  COOTBETCTBYIOIIME HM3MEHEHUS
7a00paToOpHbIX IOKa3zareneil). M3BecTHO o0 cilydasx pas3BUTHSL OCTPOro IIaHKpeaTuTa Y
NalMEeHTOB, HE MMEBIIMX (PaKTOPOB PUCKA Pa3BUTHUS JaHHOTO 3a0oseBaHusA. OOBIYHO CUMITOMBI
HNaHKpeaTHTa MCYe3alT Iocje OTMEeHbl mpenapara. HeoOXoaumo ydMTBIBaTH BO3MOXKHOCTb
OTMEHBI IIpenapara y nalueHToB ¢ CAMITOMaMU TaHKpeaTUuTa.
Jlo Havana Tepanuu npenapaToM TUTELMKINH, a TAKXKE PEryJISIPHO BO BPEMs TEPANUU CIETYET
KOHTPOJIMPOBATh MapaMeTpbl CUCTEMbI CBEPThIBAHUS KPOBH, BKIIHOUas GUOPUHOTEH (CM. pazfel
4.8.). B npocrnekTUBHOM aHaJIW3€ Pe3yJbTaTOB KIMHUYECKUX MCCIEJOBAHUN ObUIO OTMEUYEHO
HEKOTOPOE YBEIMYEHHE OOIel JIeTambHOCTH (T.€. CMEpPTh OT JIIOOBIX TMPHYMH) B TPYIIe
NAIUEHTOB, MOJYYaBUIMX TUTE€LMKIIMH, MO CPAaBHEHHIO C TPYNION MNalMEeHTOB, MOJIYyYaBIIMX
npenapatsl cpaBHeHMs. [lostomy mnpemaparT TUrenMKIMH JODKEH NPUMEHSTHCS TOJIBKO B
CIIy4asiX OTCYTCTBHSI aJIbTEPHATUBHOMN TEpanuu.

eTH
JlaHHbBIE O IPUMEHEHUH Ipernapata TUTeHUKINH y JeTeld orpaHudeHbl. [103ToOMy npuMeHeHue
npernapata peKOMEHJIOBAHO B TeX CHUTyallUsX, KOrJa ajJbTepHAaTHBHas aHTHOAaKTepHaibHas
Tepanusi HeJOCTYyTIHA.
TomHoTa M pBOTA SBISIFOTCSI CAaMBIMHU PAaCIpPOCTPAHEHHBIMH HEXKENNATEIbHBIMU PEAKLUAMU Y
netei u nmoapoctkoB. Cienyer oco00e BHUMAaHUE yAETUTh PUCKY JETHApaTalluU.
bonb B 001acTu )KMBOTa — YAaCTO BCTPEUAOILASACS HEXKeNaTeabHasi peaklus Kak y JeTeil, Tak U y
B3pocibiX. ClelyeT yuuThiBaTh, 4TO 00JIb B 00JIACTH KUBOTA MOKET OBITh CBA3aHA C PA3BUTHEM
naHkpeaTuTa. B ciydae pa3BUTHS MaHKpeaTuTa, TEpanus TUTELUKIMHOM JIOJDKHA OBITh
peKpalieHa.
Jlo Hauvanma Tepanuu THUTEUUKIMHOM, a TaKXe pEryJsipHO BO BpeMs Tepalnuu CleayeT
KOHTPOJHMPOBATh (HYHKIIMOHAJIBHBIE MPOOBI NEUEHH, ApaMETPhl CUCTEMBI CBEPTHIBAHUS KPOBH,
reMaToJIOrM4ecKHe apaMeTphl, KOHIEHTPALMIO aMUJIa3bl U JINIA3HI.
[Ipenapar TurenukiauH He cleqyeT NPUMEHATh Yy JAE€Ted B BO3pacTe miaame § JeT H3-3a
HeJ0CTaTKa JaHHbBIX 00 3(eKTUBHOCTH 1 0€30MaCHOCTH MpenapaTa y JaHHOW IPYIIIbL, a TAaKkKe

B BHJly U3MCHEHHS OKpacku 3y0oB (cM. pa3zuen 4.2 u 4.8).
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4.5. B3auMopeiicTBHe ¢ JPYyrHMH JeKapcTBeHHbIMUL nipénaparvavm |- xpyrue ) Buant

B3aUMOJeCTBHUSA

Bapdapun

[Ipu comyTcTByIOIIEM NMPUMEHEHHHM TUTELMKIMHA U BapdapuHa (OAHOKpATHOW H03bI 25 Mr)
HaOMoIaeTcsl CHIDKeHUE KiupeHca R-apdapuna u S-Bapdapmra Ha 40 % u 23 %, u
noseimieHne AUC Bapdapuna Ha 68 % u 29 % coorBercTBeHHO. MeXaHHW3M TaKOro
B3aUMOJICHCTBUS /10 HACTOALLEIO BPEMEHU HE YCTAaHOBJIECH. [IOCKOJIBKY THUTE€UUKINH MOKET
ynmuaate kak [IB/MHO, tak m AUTB, npu npuMeHEHWH THUTEHMKIMHA OJHOBPEMEHHO C
AQHTUKOATYJIIHTAMH HEOOXOJIMMO BHHMATEJIBHO CIEIUTH 32 PE3yJbTaTaMH COOTBETCTBYIOIIUX
KOaryJsIMUOHHBIX 1poO. Bapdapun He wu3Menser ¢apMaKOKHHETUYECKUH Mpoduib
TUTEUUKIINHA.

MHruburopsl WIKM HHAYKTODEL U30hepMEHTOB cucTeMbl iuToxpoma P450

TurenukiInH He HoOJBepraercss MeTadoau3My IOCPEACTBOM HM30(EPMEHTOB CHCTEMbI
mutoxpoma P450. IlosTomy oOXugaercsi, 4TO AaKTHBHBIC BEILECTBA, IOAABISIOIINE WIH
UHAYLMPYIOLIME aKTUBHOCTh U30(DEpMEHTOB cUCTeMBI IUTOXpoMa P450, He OynyT U3MEHSTh
KIMPEHC TUreuuKiInHa. B cBOIO ouepenp, TUTEHUKIMH BpsiA JIM OKAKET BIUSHUE Ha
METa00IM3M YKa3aHHBIX TPYIIT JIEKApCTBEHHBIX COCAMHEHUI.

HccnenoBanus in VItro mokaszand, 4YTO TUTCUUKIMH HE TOJMABISET METa0oNH3M,
OTIOCPEIOBAaHHbBIN CIEAYIOUIMMHU 1ecThio u3odepmentamu muroxpoma CYP: 1A2, 2C8, 2C9,
2C19, 2D6 1 3A4.

JluroxcuH

TUreuuKIMH B PEKOMEHJyeMOW J/103€ HE BIUSET Ha CKOPOCTb U CTENEHb BCACBHIBAaHUS WIIU
knupeHc aurokcuHa (0,5 Mr ¢ mocienyroomuM Ha3Hau€HHEeM B CyTouHoW no3e 0,25 wr).
JlurokcuH He wu3MeHseT (apMaKkOKMHETHYEeCKH npoduiab TureuukiaunHa. Ilostomy npu
NPUMEHEHNUN TUTE€LUUKINHA COBMECTHO C JUTOKCUHOM KOPPEKIIHS 103bl HE TpeOyeTcs.

I/IHFI/I6I/ITODBI NI UHAYKTOPBI P-FJ'II/IKOHDOTGI/IHa

OnHOBpeMEHHOE MPUMEHEHHEe HHTMOUTOpPOB P-rimkomnpoTenHa (Hanpumep, KeTOKOHA30J1a UITH
[UKJIOCIIOPUHA) WM HMHIYKTOpOB P-rnukonporenHa (Hampumep, pudaMIIMIMHA) MOXET
HOBIUATH HAa (apMaKOKUHETUKY TUTCLUKIIMHA.

HCDODaIII)HBIe KOHTPAILICIITHBbI

[Ipy mnpumMeHEeHHH aHTUOMOTHUKOB OJHOBPEMEHHO C TEPOPaTbHBIMH KOHTpPAILETITUBAMU
3(PEeKTUBHOCTh KOHTPAILIETITUBOB MOYKET CHUKATHCSI.

JIpyrue Kiaccel aHTHOMOTHKOB

B uccnenoBanusx in VItr0 aHTaroHU3M MEXAY TUTCHUKINHOM M IPYTUMH aHTHOMOTHKAMH,

MNpUHaJIC)KANIMMHA K 4aCTO IIPUMCHACMBIM KjlacCaM, HE Ha6m0z[a.nc;1.
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NHrnOUTOpEI KATBLIMHEBPUHA (MOCNEAOBATENEHOCTE 0002)
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OnHOBpEMEHHOE NPUMEHEHUE TUTECLMKINHA U MHTUOUTOPOB KaJbLMHEBPHUHA, TaKUX Kak
TAaKpOJUMYC U LUKIOCIIOPHH, MOKET IIPUBECTH K IOBBIIICHUI0O MUHUMAJIbHBIX KOHIICHTpALUH
MHIMOUTOpPOB KaJlbLIMHEBPUHA B IUIa3Me KpoBH. CrnenoBaTenbHO, BO BpeMs Tepaluu
TUTCLUKIMHOM CIIEAyeT KOHTPOJMPOBATh KOHLEHTPALMM HWHIHOMTOPOB KAaJbIIMHEBPHHA B

mj1a3mMe KpoBH, yTOOBI N30€KaTh Pa3BUTHUA HeKapCTBeHHOﬁ TOKCHYHOCTHU.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD M JIAKTALMS

bepemennoctb

PesynbTaTel MccleqOBaHMI Ha >KUBOTHBIX ITOKA3bIBAIOT, YTO TUTEHUKIMH TPOHUKAET Yepes3
IUTAllEHTY W OOHapykuBaeTca B TKaHsAX Iwioga. [Ipemapar TureuuxivH, Kak W Apyrue
aHTHOaKTepualbHbIE Mpenaparhl Kjiacca TETPAIMKINHOB, MOXET BbI3bIBATH HEOOpaTHUMOe
U3MEHEHHE [IBETa MOJIOYHBIX 3y0OB M 00paTuMoOe€ I0/aBJI€HUE pOCTa KOCTEH Mpu
npumenenun B TedeHue II u III TpumectpoB Oepemennoctu (cMm. pasnen 4.4). Ilpu
NPUMEHEHUN THUTeIUKINHA HaOJI0/1aloCh CHIDKEHHE MAacChl IJI0JA Y KPbIC M KPOJHUKOB (C
COOTBETCTBYIOIIUMHU 3a/iepkKaMu occudukanuu) (cMm. pasznen 5.3). B nmepuog 6epemeHHOCTH
npUMEHEeHHe Tnpenapara TUrenuKIuH JOIyCTUMO JIMIIb B Cclydae KpaiHed HeoOXOIMMOCTH,
KOTJIa [OJIb32a JJISl MaTePH MPEBOCXOTUT BO3ZMOKHBIA PUCK IS TUIOJIA.

OmnbiTa mpuMeHeHus npenapara TUTSITUKINH B IEPUO POJIOB HET.

JlakTanus

JIaHHBIX O TIOCTYIUICHHHM TUTCHUKIMHA B TPYIHOE MOJIOKO y dYeloBeka HeT. Mmerommecs
JAHHBIE HCCIIEOBaHUN (apMaKOJIMHAMHUKN/TOKCHYHOCTH Ha JKMBOTHBIX MOKAa3aJid, YTO
TUTE€LUUKINH/METa00MIUTBl  BBIIEIAIOTCS B IpyaHoe Mosioko. [Ipm  HeobGxommmocTu
OPUMEHEHUS  TUTCUUKIMHA B TEpUOJA  JIAKTallMM  CIEAyeT MPEKpaTUTh TPyAHOE
BCKapMJTUBAHHE.

PepTUIILHOCTD

Bnusiane TurenmkianmHa Ha (QEpPTUIBHOCTh Yy 4YelloBeKa HE H3y4aloch. JIOKITMHHYECKHUE
WCCIIC/IOBAaHMS TUTCLUKIMHA, TPOBEICHHBIE HA KpbhICaX, HE YKa3blBalOT Ha HETAaTHBHOE

BO3JCHCTBUE Ha (bepTHHBHOCTB W pCIPOAYKTHBHYTO CIIOCOOHOCTb.

4.7. BausiHMe HAa CNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CpPeACTBAMM U padoTrath C
MeXaHU3MaMH

HccnenoBanust BIUSHUS TUTEIMKIIMHA HA CIOCOOHOCTD K YIIPABICHUIO TPAHCIIOPTOM U paboTe ¢
MEXaHW3MaMH HE MpOBOAMIMCH. [lanmeHTsl, Moayyaroniue TUTELUKIMH, MOTYT HCIBITHIBATH
TOJIOBOKPY’KE€HHE, KOTOPOE MOXKET MOBIUATh Ha CIIOCOOHOCTh K BOXKJICHHIO M HMCIIOJIb30BaHUIO
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MEXaHU3MOB. (NOCNEOCBATENEHOCTE 0002)

4.8. HexesaTeibHbIE peaKIUU

Pesrome nmpodmiist 0e300acHOCTH

HaubGonee wacto naOmonmatorcs tomHoTa (29,9 %) m pBota (19,9 %), KOoTOpBIE OOBIYHO
BO3HUKAIOT B HayaJse JIeYCHHs (B MIEPBBII MIIM BTOPOH JICHD JICYCHUS) U B OOJIBIIMHCTBE CITy4acB
UMEIOT JIETKOE WM CPEIHETSDKEN0e TeueHne. [[puIrHOM peKpanieHus Teparnuy THTSIHKINHOM
yaiie Bcero sBisuch TomHoTa (1,6 %) u pota (1,3 %).

PesroMe HexenaTelnbHbBIX pPeaKIni

HexxenarenbHble peaknuy MpPEACTaBICHBI MO CHCTEMHO-OPTaHHBIM KJIacCaM M 4YacTOTE: OYCHb
gacto (> 1/10); gacto (ot > 1/100 mo < 1/10); mewacto (ot > 1/1000 mo < 1/100); peaxo (ot >
1/10 000 mo < 1/1000); ouenp peako (< 1/10000), ywacTora Hew3BecTHa (Ha OCHOBaHUH
UMEIOIINXCS JAHHBIX OLEHUTH HEBO3MOXKHO).

Hapywenus co cmopoHbl Kposu u tumpamuieckoi cucmembl.

YacTo: yBenMueHHE AaKTUBUPOBAHHOTO YAaCTUYHOTO TPOMOOIUTacTHHOBOro BpemeHu (AUTB),
yBenuueHue nporpomobuHoBoro Bpemenu (I11B), anemusi, TpomOoruTOneHusI.

Hedvacto: »03uHOGWINS, YBeIMYEHHE MEXIYHAPOJAHOTO HOPMAIM30BAHHOTO OTHOLICHHS
(MHO).

Penxo: runopubpruHoreHeMusl.

Hapywenus co cmopoHsl uMMYHHOU CUCTEMbL:

UYacroTa HeusBecTHA: aHaUIAKTUYECKUE/aHAPUIIAKTOUTHBIE PEAKIIIH.

Hapywenus memabonuzma u numanus.

YacTo: CHI)KEHUE anmeTuTa.

Hapywenus co cmopoHbl HepeHOU cucmembl:

YacTo: TroI0BOKpYKEHHE, TOJIOBHASI 00JIb.

Heuacro: u3Bpaienue Bkyca.

Hapywenus co cmoponsl cocy0os:

Yacro: ¢edur.

Heuacro: Tpomboduiedur.

Hapywenus co cmopoHbl 0bixamenbHOU CUCmembl, OP2ano8 2pYOHOU KIeMKU U CPeOOCHEeHUsL:
YacTo: MHEBMOHUS.

Kenyoouno-xkuweunvle napyuienus:

OueHp YacTo: TOIIHOTA, PBOTA, AUAPES.

YacTo: 60J1b B )KUBOTE, TUCIICTICHS.

Heuacto: ocTpblil naHKpeaTuT.

Hapymenuﬂ CO CNOPOHbL nevYeHu u 9!C€]l’-l€6b160()ﬂu4ux nymeﬁ
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YacTo: MOBBIIMICHHE aKTUBHOCTH acrapTataMuHoTpancdiépasnl |ACTH, rorpinterie! ak THRHOCTH

ananuHamuHoTpaHcdepassl (AJIT)*, runepounupyOrHeMus.

Heuacro: xxentyxa.

YacTtora HEW3BECTHA: BBIPAKEHHBbIE HApYHIeHHWs (QYHKIMM TCUYEHH M TEYEeHOYHAs
HEJ0CTaTOYHOCTh, X0JIECTA3.

Hapywenus co cmopoHbl Kodtcu 1 NOOKONCHBIX MKAHEL:

Yacro: 3y, ChIIIb.

YactoTa HEU3BECTHA: TSXKENbIE KOKHBIE peaKliy, BKItoyas cuHipoM CtuBeHca-/[>KOHCOHa.
Hapywenus co cmoponvl Mouenonosoii cucmemoi:

Heuacro: BaruHaabHbIA KaHIUA03, BATMHUT, JIEUKOpEs.

Obwue HapyweHus u peakyuu 8 Mmecme 68e0eHUs.:

Yacro: acreHus, 3aMEIJICHHOE 3a)XHBJIEHHE paH, abcuecc, MH(EKIHH, pPEeakiud B MeECTe
BBEJICHUS, CETICHUC.

Heuacro: Bocmanenue, 601b, oTeKk U (PreOUT B MECT€ MHBEKIIMH, 03HOO, CENTHUYECKHH IIOK,
aIepruYecKue peakiuu.

Jlabopamopnvie u uHcmpymeHmanbHvle OaHHble:

YacTo: NOBBIIIIEHHE a30Ta MOYEBUHBI KPOBH, MOBBIIIEHUE aKTUBHOCTH HIETOYHOHN (ocdarassbl B
1a3Me KPOBHU, OBBIIIICHHE AKTUBHOCTH aMUJIA3bl, THIIONPOTEUHEMHUSI.

HeuacTo: noBblleHNe KpeaTHHUHA B KPOBH, TUIIOKAJIBIIUEMHUS], THIIOHATPUEMHUSL, TUITOTIIMKEMHUSI.
*noeiieHne akTuBHOCTH AJIT um ACT orMewanu wyamie nocie OKOHYAaHUS Tepanuu
TUTCIUKITHHOM.

Omnucanye OTACNbHBIX HeXKENIaTSAbHBIX PEaKIIUN

Peaxyuu, xapaxmepuvie 01 anmubuomuxos

[TceBmOMEMOpPaHO3HBII KOIUT.

Obwas remanbHoCMb

B xone oObenMHEHHOro aHanaM3a KIMHMYECKUX NaHHBIX 13 uccnemoBanuit 3 u 4 dasel no
MPUMEHEHHUIO TUTEIUKIMHA 10 3apETUCTPUPOBAHHBIM M HE3aPETUCTPUPOBAHHBIM MOKA3aHUSIM,
BBISIBJICHA OOJbINas oOmias JNETalIbHOCTH (T.€. CMEPTh OT JIOOBIX MPHYMH, B TOM YHUCIE HE
CBSI3aHHBIX C JICUCHHEM) y TAI[UEHTOB C THKEIBIMU MH(GEKITUSIMHU, TOTYYaBIINX TUTCITUKIINH.
OOmast JNeTAIBHOCTh Y MAIlMEHTOB, MOJYYaBIINX THTEIUKINH, coctaBmia 4 % (150/3788),
npenapatsl cpaBHeHus — 3 % (110/3646), pa3Huiia OTHOCUTEIHLHOTO PUCKA JIETATHHOTO UCXOa —
0,6 % (moBeputenbubiit wHTEpBa ([M): 0,1-1,2). [IpuunHBl MOBBIIEHUS O0IIEH TETATLHOCTH Y
MAlMCHTOB, TOJYYaBIIUX THTCIHUKINH, HE YCTAaHOBJIEHBL. B 1e10M JneTanbHbIE MCXOABI OBLTH
pPEe3yIbTATOM YXYAIMICHUS TeUYCHUs] WHOEKIUU, OCIOKHEHUN WH(EKIUU WU COMyTCTBYIOIINX

3200J1€BaHUM.
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY

JlanHple TpUMEHEHHUs TUTCUMKIWHA Yy JeTel orpaHuyYeHbl JIByMs (apMaKOKMHETHYECKUMU
UCCJIEIOBAHUSIMU M OJJHUM OTKPBITHIM KJIMHHUYECKUM HCCJIEI0BAaHHEM Ha HEOOJIBLION TpyIne
nereil. HOBBIX MM HEOXHJIAaHHBIX JIaHHBIX 0 0€30MacHOCTH IpernapaTta B 3THX UCCIIEIOBAHUAX
HE OBLJIO BBISBIICHO.

B oTkpeiTOM (apMaKkOKMHETHUECKOM HCCIEOBAHUM C OJHOKPATHOM dScKananued 103bl
0e30MacHOCTh THUTEIUKIMHA HCCIIeIoBalach Ha 25 MamMeHTax JIeTcKoro Bospacta (oT 8 g0 16
JIeT), KOTOphIE HEJIaBHO TepeHecnn WHQPEKIHOHHOe 3aboneBanue. [Ipodunb HexenaTenbHBIX
peakuuii y 1eteil ObUI B IEJIOM CXOXK C TAKOBBIM Y B3POCIBIX.

be3zonacHocTh TUTEIMKIMHA ObLIIa TAKXkKe MCCIe0BaHa Ha 58 manueHTax JeTcKoro Bo3pacta (8 -
11 ner), ¢ OCJIOXHEHHBIMH HH(PEKIUIMU KOXU M MATKUX TKaHed (15 marnueHTos),
OCJIO)KHEHHBIMHA WHTPaaOOMUHANBHBIMA HH(MEKuusMu (24 manueHTa) Wi BHEOOIBHUYHOM
nHeBMoHUeH (19 mamuentoB). [Ipoduinp HeXenaTeNbHBIX peakIuid y 3THX 58 MarueHToB ObLT
TaKUM JK€, KaK U Yy B3pOCHbIX, 32 HCKItOueHueM TowHOTH (48,3 %), pBoTHl (46,6 %) u
MOBBILICHHS YPOBHS JIMIA3bl B Tu1a3Me KpoBH (6,9 %), KOTOpble OTMEYANUCh y AeTel Jalie, 4eM
y B3pOCIIBIX.

COO6HI€HI/I€ O IMOJ03PEBACMBIX HEKEITATCIIbHBIX PCAKIIMAX

BaxHo cooOmare O TM0J03PEBAEMBIX HEKEIATSIBHBIX PEAKIUsIX II0CIe PETUCTpaIuu
JIEKapCTBEHHOT'O TIpernapaTta ¢ 1ejblo 00ecrnedeHnsi HePEPHIBHOTO MOHUTOPUHTA COOTHOIICHHS
"monp3a — pPHUCK" JIEKAPCTBEHHOTO mMpernapara. MeauIMHCKUM pabOTHUKAM PEKOMEHIYETCS
coo0maTe 0 JOOBIX MOJ03PEBAEMBIX HEXKETATEIbHBIX PEAKIUAX JICKApPCTBEHHOTO Iperapara
Yyepe3 HAIlMOHAIbHBIE CUCTEMBI COOOIICHHS 0 HEXKENIATeNbHBIX PEaKIUiX TOCYIapCTB — YWICHOB

EBpa3uiickoro 53K0HOMHUYECKOTr0 COI03a.

Poccniickas @enepanys

®denepanbHas ciryx0a 1o Haa30py B cdepe 3npaBooxpanenus (Pocsnpasuaazop)
Anpec: 109012, r. MockBa, CnaBssHCKas TUIOIIa b, 1. 4, cTpoeHue 1

Tenedon: +7 (800) 550-99-03

DnexTponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B uH(GOpMaLIlMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTH «HTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. Iepeno3upoBka
He omnucana. BHyTpuBeHHOE BBEJEHHME TUTELUKIMHA 3I0pOBBIM jaoOpoBosblaM B jgo3e 300
MI' TIpU 60—MHHYTHOﬁ MMPOAOIZKUTCIIBHOCTU BBCACHHA NPHUBOAUIIO K YYAIICHHUIO TOLIHOTHI U

pBOTHL. ['eMoinanu3 He oOecrieunBacT yaaleHUs] TUTCIIMKINHA.
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5. ®DPAPMAKOJIOT'MTYECKUE CBOMCTBA (MOCNEOQCBATENEHOCTE 0002)

5.1. ®apmakoauHaMHuYecKHe CBOMCTBA
dapMakoTepareBTHYSCKass TPYIIa: aHTHOAKTepUAIbHBIC CpPEJICTBA CHCTEMHOIO JCHCTBHS,
TeTpaL[I/IKJII/IHBI.

Kox ATX: JOIAA12

MexaHus3M JIeUCTBUS

AHTUOMOTUK TUT€UUKIMH MPUHAIIICKHUT K KIACCY TIUIMILHUKINHOB, CTPYKTYPHO CXOJHOMY C
TeTpanuKiIMHamMu. WMHrubupyer tpancmauuio Oenka y OakTepuil 3a cueT cBsi3biBaHus ¢ 30S-
cyObeuHnIIeH prOOCOMBI M OJIOKMPOBAHUS IPOHUKHOBEHUS MoJieKys amuHoanmi-TPHK Ha A-
cailT puOOCOMBI, YTO MPEMSITCTBYET BKIIIOUEHUIO AMHHOKHUCIOTHBIX OCTaTKOB B PacCTYIUE
NENTUIHBIE LIETIH.

Cunraercs, 9TO THTEIHMKINH 00Jamaer 0akTepruocTaTHuecKuMu cBoiictBamu. [Ipu 4-kpatHoii
MUHUMAIBHOH ToaBJsitoniei kontenTpanuu (MIIK) turenukimaa HaOIk01a710Ch YMEHBIIICHUE
Ha J[Ba MOPsIIKa YKciia KooHuii Enterococcus spp., Staphylococcus aureus u Escherichia coli.

MexaHu3M pa3BUTHS PE3UCTEHCTHOCTHU

TUrenuKIMH  MOXET  MPEOoJoJieBaTh  JBA  OCHOBHBIX  MEXaHW3Ma  PE3UCTCHTHOCTH
MHUKPOOPTaHU3MOB, HAaOIOJaeMBIX B OTHOIIICHUH TETPAIMKIMHOB: PHOOCOMATHHYIO 3aIIUTY H
aKTUBHOE BbIBeZicHHE. OTHAKO B HEJABHUX HUCCIICIOBAHUSAX PE3UCTEHTHOCTh K TUTCHUKIHHY
ObuTa OOHapYKeHa y SHTEPOOAKTEPUH M IPYTUX MUKPOOPTAaHU3MOB, BbI3BaHHas A (HIFOKCOM U
MyTalUsIMU B pUOOCOMHOM Oe€JKe.

bbuta TpojeMOHCTpHpOBaHA IEPEKPECTHAS PE3UCTCHTHOCTh MEXKIY TUTCIHKINH U
MHHOIIMKJIMH PE3UCTEHTHBIMU H30JsTamu B Tpymmne Enterobacteriaceae, omocpemoBanHast
3G GIOKCHBIME  HacocaMH,  00eCNeYMBAIONIMMH  MHOKECTBEHHYIO  JIEKQpCTBEHHYIO
ycToHunBoCTh. OTCYTCTBYeT TepeKpecTHas PE3UCTEHTHOCTh, OOOCHOBAHHAS MUIIEHBIO
JEHCTBUS, MEXKIY TUTCIUKIMHOM H OOJIBIITMHCTBOM KJIaCCOB aHTHOMOTHKOB.

TurenuKIuH MoABEPraeTCs BO3ACHCTBHIO XPOMOCOMATLHBIX 3(IIOKCHBIX HacocoB Proteeae u
Pseudomonas aeruginosa. B 1ienom, MEUKpoopraHu3Mbl, IpUHAAISKaIIUe K rpymme Proteeae,
(Proteus spp., Providencia spp. u Morganella spp.), MeHee 4yBCTBUTENIbHBI K TUTCIUKIUHY,
yeMm gapyrue mpeacraButenu  Enterobacteriaceae. IloHmkeHHas — YyBCTBHTEIBHOCTD
MpEACTaBUTENCH O00enx TPpynnm K TUTEIUKINHY OOYCIIOBIIEHa CBEPXIKCIPECCHer TeHa
Hecnenu(UIHOro akKTUBHOTO BbiBeleHUS AcrAB. OnucaHa MOHMKEHHAs YyBCTBUTEIBHOCTh K
turerMkiauHy 1 Acinetobacter baumannii.

In vitro 4yBCcTBUTENBLHOCTH OAKTEPHI K TUTCIIUKIIHHY

BriOepure TONBKO OJHY METOJOJIOTHIO OINPEIEIICHUS] YyBCTBHTEIBHOCTH K aHTUMHKPOOHBIM

npenaparam (EBponeiickuii KOMUTET 10 ONPEICIICHUIO 1yBCTBUTEIBHOCTH K aHTHMUKPOOHBIM
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npenaparam (EUCAST) wnu cripaBounyio unpopmaruid [FDALIEJdTEe#CTR Y bityio ToKaneebim

TpeboBaHusAM. MHCTUTYT KIMHHYECKHX H jJabopaTopHbix craHaapToB (CLSI) He omyGnukoBa
KPUTEPUH YyBCTBUTEILHOCTH K TUTCLUKIINHY).

[Tpu npoBeneHnn AUCKO-AU(PHY3UNOHHOTO METOIA UCTIONB3YIOTCS TUCKH, TPONMUTaHHbIE 15 MKT
TUTCIUKJIHHA.

Crpasounas undopmanus EUCAST (mst crpan, ucnonssyromux EUCAST)

[ToporoBbie 3HaYeHUs I MUHHMaibHO#N momasisromeii konmnentpanud (MIIK) u nuamerpa
30HBI TIOJIaBIICHUSI POCTA, YCTAHOBJIICHHbIC EBpONENWCKHMM KOMHUTETOM TIO OIMPEACIICHUIO

qyBCTBUTEIbHOCTH K aHTUMUKPOOHBIM Tipenapatam (EUCAST), cenyromrue.

Tabauna 1. Iloporossie 3Hauenust EUCAST

Mukpoopranusm MIIK (mr/m) JnameTp 30HBI IOJABICHUSA
pocta (MM)
<Y (YyscrBUTE/IbHBbIE)/ >P >Y (UyBcTBUTEIBbHBbIE )/<P
(Pe3ucTeHTHBIE) (Pe3ucTeHTHBIE)
Enterobacterales ( <0.5/>05 >18/< 180
Enterobacteriaceae):
Escherichia coli u
Citrobacter koseri:
Staphylococcus spp. <0.5/>05 >19/<19
Enterococcus faecalis <0.25/>0.25 >20/<20
Enterococcus faecium <0.25/>0.25 >22/<22
Streptococcus rpymm A, <0.125/>0.125 >19/<19
B,CuG

HOpOFOBI)Ie 3HAYCHUA
OK/D] (ne
BUAOCHeU(pPHYECKHUE)
<0.5/>0.5 -
(T)I[J'IS{ JIPYTUX SHTEPOOAKTEpUl aKTUBHOCTh TUTCIUKIMHA BApbUPYETCS OT HEJOCTATOYHOU B
otHorrenun Proteus spp., Morganella morganii u Providencia spp. k BapuabebHO# y Apyrux
BHUOB.

(*)HopOFOBLIe 3HAYECHHUs JUaMeTpa 30HbI MOJABJICHUS POCTa YCTaHOBIIEHBI TOJBKO st E. Coli.
s C koseri ucnionb3ytot Metos onpeaenenus MITK.

OK — papmakokHHETHKA.

@/ — bapmakoMHAMHKA.

Hmerorcss kTuHUYecKre JaHHbIe 00 2 (HEeKTUBHOCTH THTEIMKINHA B OTHOIICHUU aHAIPOOHBIX
OakTepuil TpU TOTUMHUKPOOHBIX HHTPAAOJOMHHANBHBIX HH(EKIUAK, OJHAKO KOPPEISIus
mexay 3HaueHussMu MIIK, manasivu OK/®J] v KIMHAYECKUM HCXOJ0M HE Obla BBISBIICHA.
Takum 06pa3om, MOPOTOBBIE 3HAYEHUS JJISI OTIPEICIICHIS YyBCTBUTEIIBHOCTA HE YCTAaHOBJICHBI.

Jlnama3oHbl KOHTPOJISL KadecTBa Juisl onpenenenus gyyBctButenbHoct EUCAST mpuBeneHs! B

clenyroiel Tabmure.
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Ta6auuna 2. JlonycTuMbIe AHANA30Hb] KOHTPO/SLkaYet YR At dhpéiedenus)?)

qyyBcTBUTEJIbHOCTH (EUCANT)

MIIK munama3zon JnameTp 30HBI
Mukpoopranusm (mr/m) [10JIaBJICHUS
pocta (MM)
Escherichia coli ATCC 25922 0.03-0.25 20-27
Staphylococcus aureus ATCC 29213 0.03-0.25 19-25
Enterococcus faecalis ATCC 29212 0.03-0.125 20-26
Streptococcus pneumoniae  ATCC 0.016-0.125 24-30
49619

ATCC = AmepukaHcKkas KOJUIEKIUSI TUIIOBBIX KYJIbTYD

CnpaBounas unpopmarust FDA (tpedoBanne FDA CIHIA st HHCTPYKIUMU IO MEAUIITHCKOMY
HIpUMEHEHHIO Tpernapara, 3aperucrpupoBantoro B CIIIA).

Jlis mostydeHust KOHKpEeTHOW MH(OPMaLUK 0 KPUTEPUIX UHTEPIPETAlMi YyBCTBUTEIBHOCTU U
CBS3aHHBIX C HUMHU METOJOB TECTUPOBAHUS U CTAaHJAPTOB KOHTPOJIA KayecTBa, NMPU3HAHHBIX
FDA nnst aToro npenapara, cm.: https://www.fda.gov/STIC.

s ynobersa noporoseie 3Hauenust FDA ykazansl B Ta0miuie HIKe.

Tao6auna 3: [loporosbie 3Havenusi FDA

MuHuManbHbIE Jucko-muddy3nonnsii
[IOJIaBJISAOLIME METOJ
KOHLICHTpaLuu ([lnameTp 30HBI B MM)
(MKr/mi1)
Mukpoopranusm q v P 4 Y P

Staphylococcus aureus
(BKITFOYAsT METHITMIUTHAH- <0.5? - - >19 - -
PE3UCTEHTHBIE IITAMMBI)

Streptococcus spp. oTuvHbBIE

. <0.25* - - >19 - -
oT S. pneumoniae
Streptococcus pneumoniae <0.06* - - >19 - -
Enterococcus faecalis
(BKJTFOUAS] YYBCTBHUTEIILHBIE K <0.25% - - >19 - -
BAHKOMUIIUHY I_I_ITaMMBI)
Enterobacteriaceae’ <2 4 >8 >19 15-18 | <14
Haemophilus influenzae <0.25% - - >19 - -
AnaspoOsI® <4 8 >16 - - -

Y = YyscTBUTENBHBIE; Y =YMeEpEHHO-PE3UCTEHTHEIE; P = Pe3uctenTHeIe

Jnst qucko-nu¢py3noHHOTO METOia UCIIONB3YIOTC OyMakKHbIE TUCKH, MPOMUTaHHbIE 15 MKr
TUTEIUKJIMHA

& Tekylee OTCYTCTBHE PE3UCTEHTHBIX IITAMMOB HE MO3BOJISIET HHTEPIPETHPOBATH KaKHe-TH00
pe3yibTaThl, KpoMe Kak «UYyBcrBuTenbHbie». [llTammbl, naromume pesynbtaTtel MIIK,
yKa3bIBAIOIIUE Ha KaTeropuio «HeuyBCTBUTENBHBIE», JOKHBI OBITh OTIPABIEHBI B pedepeHc-
1abopaTopuIo s AaJbHEHIIEero TECTUPOBAHUSI.

® OTmeueHa cHMKEHHAs aKTHBHOCTh THTeLMKIMHA iN Vitro mpotus Morganella spp., Proteus
spp. and Providencia spp.

° Pa3Besienue B arape
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 05.11.2025 N2 27555
Coorrourenne PK/OJ] (NOCNEOQCBATENBEHOCTL 0002)

OrpaHMyeHHblE JaHHbIE HA JKUBOTHBIX YKAa3bIBAlOT HAa TO, YTO IUIOIAAb IO/ KpPUBOH
«koHueHtpauuss — Bpems» (AUC)/MIIK sBisiercss (dapMakoJMHAMUYECKHM IOKa3aTeleM,
Jy4lle BCEr0 CBS3aHHBIM C HUCX0AOM. PapMaKOIMHAMUYECKHE HCCIEJOBaHMS Ha JIIOJAX
yKa3blBalOT Ha  B3aumMocBsi3b  Mexay AUC/MIIK  u  kiIMHU4YeCKOW, a  TaKke
MHUKPOOHOJIOTHYECKOH 3(PPEKTUBHOCTHIO.

TurenuknuH 1oka3ajl cBOX 3(PPEKTUBHOCTD AJIS JEUEHHs] MHTPaaObJOMUHAIBHBIX WH(EKIUi,
BBI3BAHHBIX ~ aHA’pOOHBIMH  OakTepusMu, He3aBHCHUMO  OT  mokasarteneit  MIIK,
(apmakoknHeTHYECKUX/(hapMaKOJMHAMHYECKUX TapaMeTpoB. B CBs3u ¢ BhIlIECKa3aHHBIM
KOoHTpoJbHble 3HaueHuss MIIK He mpexacraBiensl. CreayeT OTMETHTh LIMPOKUI AMana3zoH
MIIK THrenukinHa [Uisi MHKpPOOPraHM3MOB, MPHHAUICKAIIMX K poxam Bacteroides wu
Clostridium, B psie citydaeB npeBsiiiaromue 2 Mr/.

HmeroTcs nuib OTpaHWYEeHHBIC JaHHBIE O KIMHUYECKOH A(P(PEKTHBHOCTH TUTCHUKINHA IIPH
SHTEPOKOKKOBBIX MH(eKIUix. Tem He MeHee, IIOKa3aHa MOJO0XKUTENbHAs Peaklus Ha JIeUeHUe
TUT€LUKIMHOM IOJIMMUKPOOHBIX MHTPaaOJOMUHAIBHBIX HHPEKIHH.

YyBCTBUTEILHOCTD

PacnipocTpaneHHOCTh TPUOOPETEHHON PE3UCTEHTHOCTH y OTIEIBHBIX BHIOB OAaKTEPHUl MOMKET

BapbUpPOBATh B 3aBUCHUMOCTHU OT BpEMCHU U reorpaq)nqecxoro ITIOJIOKCHU .

Muxpoopranusm

OO0BIYHO YYBCTBHUTECJIbHbIC BHU/bI

FDaMHOJ'IO)KI/ITeJ'IBHI)Ie 33D06I>I

Enterococcus spp.T (Bkitouast pe3uCTEHTHBIC K BAHKOMHUIIUHY IIITAMMBI)
Listeria monocytogenes

Staphylococcus aureus™ (Bkirouasi pe3UCTEHTHBIE K METHIIMJLTHHY [IITAMMBbI)
Staphylococcus epidermidis (Bkirouast pe3UCTEHTHbIE K METHIIMIUTHHY [IITAMMBI)
Staphylococcus haemolyticus

Streptococcus agalactiae*

Streptococcus pyogenes*

Streptococcus pneumoniaet

I'pynma Streptococci viridansy

FDaMOTDI/IL[aT CJIBbHBIC 33006131
Aeromonas hydrophila
Citrobacter freundii*
Citrobacter koseri
Escherichia coli*
Haemophilus influenzae*

Legionella pneumophila*
Moraxella catarrhalis*
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Neisseria gonorrhoeae (NOCNEOOBATENEHOCTE 0002)

Neisseria meningitidis
Pasteurella multocida

AHa3p00bI
Clostridioides difficile

Clostridium perfringens*
Peptostreptococcus spp. T
Porphyromonas spp.
Prevotella spp.

I[DVFI/IG MHUKPOOPraHN3MBbI
Chlamydia pneumoniae
Mycobacterium abscessus
Mycobacterium chelonae
Mycobacterium fortuitum
Mycoplasma pneumoniae

Buabl, ¢ NoTeHIMAI0M Pa3BUTHUS NPHOOPETEHHON Pe3UCTEHTHOCTH

FDaMOTDI/ILIaTeJILHbIe aBDO6LI
Acinetobacter baumannii
Enterobacter cloacae*
Klebsiella aerogenes
Klebsiella oxytoca*
Klebsiella pneumoniae*
Morganella morganii
Salmonella spp.

Serratia marcescens

Shigella spp.
Stenotrophomonas maltophilia

AHa3p00bI
I'pynna Bacteroides fragilist

Parabacteroides distasonis

Mukpopranusmsl, 00J1asaomne NPHPOIHOM Pe3HCTEHTHOCTHIO

['pamoTpuIaTeILHBIC a3PO05I
Providencia spp.

Proteus spp.

Pseudomonas aeruginosa

* o0o3Hayaer BUABI, B OTHOIICHUHU KOTOPBIX CYUHUTACTCA, UYTO AKTUBHOCTH OblLa YAOBJIETBOPUTEIBHO

MMPOACMOHCTPUPOBAHA B KIIMHUYCCKNUX UCCIICJOBAHUAX.

T B KIIMHUYECKHUX HCCJICIOBAHUAX ObLIa MMPOACMOHCTPUPOBAHA AKTUBHOCTH B OTHOINCHWH YYBCTBHUTCIIBHOTO K
BaHKOMUIIMHY Enterococcus faecalis; 9yBCTBUTEIbHBIX K NEHUIWUINHY ITHEBMOKOKKOB, CpPEIN 3€IICHAIINX
CTPENTOKOKKOB JijIst TpyImsl Streptococcus anginosus (Bkirouast S. anginosus, S. intermedius u S. constellatus);,
cpenu Peptostreptococcus spp. mis P. micros; cpean Bacteroides spp. anst B. fragilis, B. thetaiotaomicron, B.
uniformis, B. ovatus u B. vulgatus.
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5.2. ®apMaKkoKHHeTHYEeCKHE CBOHCTBA (NOCNEOQCBATENBEHOCTL 0002)

AOGcopbims

IToCcKONMBKY TUT€MKINH BBOIIT BHYTPUBEHHO, OH Xapaktepusyercsa 100 % OHOI0CTYIIHOCTEIO.
2

Pacnpenenenne

[Mpu koHuentpausx ot 0,1 g0 1,0 MKr/mMi1 CBSI3bIBAHME TUTCIMKIMHA C OSJIKaMu IUTa3Mbl iN Vitro
BapbupyeT npudmuzurenbHo ot 71 % mo 89 %. B dapmMakoKMHETHYECKHX HCCIIEAOBAaHUSIX Y
YKUBOTHBIX U JIFOJIEH OKA3aHO, YTO TUTEHUKINH OBICTPO PACIIPEEIIIETCS B TKAHSX.

B opranmusme uenoBeka paBHOBECHBIH 00BEM pacrpeniesieHuss TUreHMKInHA, cocTaBui ot 500 1o
700 1 (7 - 9 /Kr), 9TO MOATBEPKIACT SKCTEHCHUBHOE PACHpe/Ie/iCHIe TUTCIIMKIIMHA 32 MPpeIe/iaMu
TUIa3Mbl U HAKOIJICHUH €T0 B TKaHSX.

JlaHHbIe O CIOCOOHOCTH THUTELMKIWHA IMPOHUKATh uepe3 remarodHuedanuyeckuii Oapbep B
OpraHU3Me YeJIOBEKa OTCYTCTBYIOT.

PaBHoBecHas makcumainpHast KoHUeHTpaus (Cssmax) TUTELIMKIIMHA B II71a3M€ KPOBH cocTaBuiia 866
+ 233 ur/ma npu 30-MuHYTHBIX UHQY3usx U 634 £ 97 ur/ma npu 60-MUHYTHBIX UHQY3HIX.
[Tomans mox kpuBoii «koHmeHTpanusa-pems» (AUC)o-124 cocraBmia 2349 + 850 Hr-yac/miL.

Buorpanchopmarus

B cpennem, menee 20 % TturenukiavHa mnoaBepraercs Meradboian3My. OCHOBHBIM BEILIECTBOM,
OoOHapy>KEHHbIM B MOYE€ M Kajie, ObUl HeM3MEHEHHBIH TUTCLUKIUH, OJTHAKO ObUIM OOHAPYKEHbI
TaKXe TIIIOKYPOHUI, N-alleTHIbHBIA METa00IUT U STTUMEP TUTCLIUKIINHA.

TurenukJIiMH HE TOJABISET  METAa0OJU3M, OINOCPEIOBAaHHBIA  CIEAYIOIIMMU  IIECTHIO
nzopepmentamu ruroxpoma P450 (CYP): 1A2, 2C8, 2C9, 2C19, 2D6 U 3A4.

Turenunkinua He nokassiBal HAJI® 3aBucumocts B mogaBinenuu CYP2C9, CYP2C19, CYP2D6 u
CYP3A, u3 4ero Mo>HO 3aKIIOYUTh OTCYTCTBHE HEOOPAaTUMOTO HHTHOUTOPA STUX U30(EPMEHTOB.
DIUMUHAIUSA

OtmeueHo, uto 59 % HazHaueHHOM J103bl BBIBOAMTCS Yepe3 KUILIEUYHUK (IIPU 3TOM 0O0JIblIasi 4acTh
HEM3MEHEHHOTO THUTCLMKIMHA TIOCTYNMaeT B JKemdb), a 33 % BBIBOOUTCS TOYKAMH.
JlononHuTENbHBIE TYTU BBIBEACHUS — T[JIIOKYPOHUJAIMS M OKCKPELUUs HEU3MEHEHHOTO
TUTELIMKJIMHA TOYKAMH.

OO0mmii KJIMPEHC TUTEIUKINHA TI0CJe BHYTPUBEHHOW WH(GY3uu cocraBiser 24 m/gac. Ha
MOYCYHBIA KIMPEHC MPUXOAUTCS mpuOmm3uTensHo 13 % ot obmero kiupeHca. THUTeIHMKINH
XapaKTepU3yeTCsl OTUIKCIIOHEHIIMATIBHBIM BBIBEIEHUEM U3 CHIBOPOTKHU, CPEIHUN TEPMUHAIbHBIN
NepUOJ MOTYBBIBEJCHUS U3 CHIBOPOTKH MOCJIE€ Ha3HAUEHUs! TOBTOPHBIX /103 COCTaBIsAeT 42 yaca,
OJTHAaKO HAOJIOIAI0TCS 3HAYUTEIbHBIC WHIUBUIYATbHBIC PA3TAYHSL.

B wuccrnenoBanusx in VItr0 ¢ MCMOJIb30BaHMEM KJICTOYHOW JIMHUM C THIEPHIPOAYKIHeH P-

TJIMKOIIPOTCHUHA OBLIO YCTAHOBJICHO, YTO THUI'CHHUKIIMH ABJIACTCA CYGCTpaTOM P-FJII/IKOHpOTeI/IHa.
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B03MOKHBINM BKJIaj TPAHCIOPTA, OMOCPEIOBaHHOTO P-riikofiporéhta; Bl acictué turéinikiinma

HCU3BCCTCH.

IleyeHOYHAs HEOCTATOYHOCTh

VY manyMeHToB C JIETKUMH HApYHICHUSAMH (QYHKIUH TIedeHH (apMaKOKHHETUYECKHH MPOodUib
OJIHOKpPATHOM J103bl TUTCIUKINHA HE M3MeHseTcs. OQHAKO y MAalUEHTOB CO CPEAHETSKENBIMU U
TSOKENBIMU HapyiieHusMu (yHkuuu nedenu (kmace B m C mo knaccudukanuu Yaiina-I1er0)
OOIIMIA KIIMPEHC TUTEUUKINHA ObUT CHIDKEH Ha 25 % u 55 %, a mepuo/ noyBbIBEICHHS YBEINYECH
Ha 23 % 1 43 % COOTBETCTBEHHO.

[loyeuynasa HEJIOCTATOYHOCTD

Y npauueHToB C TIOYEYHOM HEAOCTaTOYHOCThIO (KIMpeHC KpeaTMHMHa <30 MII/MHH)
(apMaKOKHHETHUECKUI TPOPHIb OJHOKPATHOMN /1036l TUTCIMKIMHA HE U3MEHSIICS, B TOM YHCIIE U
Ha QoHe reMoauan3a. Y MaUeHTOB ¢ TSHKENOH modeuHoi HepocratouHocthio AUC Obuta Ha 30
% Oouiblie, 4YeM y NAIIMEHTOB C HOPMAJIbHOM MOYEYHON (PYHKLIHEH.

JIulia moXujaoro Bo3pacra

DapMaKOKMHETUKA TUTCLIUKINHA Y MOXKWIbIX, B LIEJIOM, HE OTJIMYalach OT APYTUX BO3PACTHBIX
rpym.

Ion

KnuHuueckun 3HauuMMble pa3iuuus KIMPEHCA TUTELUKIMHA y MYKYMH M OKCHIOUH HE
YCTaHOBJIEHBI.

Paca

KimpeHc TurennkIIHa He 3aBUCUT OT Pachl.

Macca tena

Knupenc, B ToM uuciie HopManu3oBaHHbIN 110 Macce Tena, 1 AUC 3aMeTHO HE pa3iauyaliuch y
MAIMEHTOB C Pa3HOW Maccoil Tesla, B TOM YMCIIe MpeBblatomui 125 kr. Y nanueHToB ¢ Macco
tena 6omee 125 xr Bemmumna AUC Obuta Ha 25 % Hke. J[aHHBIC O MalMeHTaX ¢ Maccou Tena

6onee 140 Kr OTCYTCTBYIOT.

5.3. lanHble IOKJIMHUYECKOI 0e30MacHOCTH

B JOKIMHMYECKHX HCCIENOBAHUAX Oe30macHoCTH *C-MeueHblil TUrelMKIMH MPOHUKAT Yepes
IUTALEHTY ¥ OOHApY>KUBAJICS B TKaHSX IJI0Ja, B TOM YMCII€ B KOCTHOM TKaHH. Y KPBIC U KPOJIUKOB
Ha0II0Aa7I0Ch HEOOJIBIIOE CHUKEHHE MAacChl IUIOJIa M IMOBBIIIEHHE YacTOThl MaJIbIX aHOMAaJIHUN
pa3BUTHS CKeneTa (3aepXKKa OCCH(PUKALUM KOCTel) NpU Ha3HAYEHUH TUTCLUKIMHA TpU
OKCIO3MLIMY, NPEBBIIABIIEH SKCHO3MIMIO Yy 4YEJIOBEKAa IpPHU INPUMEHEHUU CYTOUYHOW 03Bl
npenapata B 4,7 m 1,1 pa3, ocHoBbBasicb Ha skcno3unuu (AUC) y Kpbic U KpOJIUKOB
COOTBETCTBEHHO.

He oOnapy»keHo TepaToreHHoro 3¢ ¢GeKTa TUHreuKINHA Y KPBIC HITH KPOJIUKOB.
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6. PAPMAIIEBTUYEKHE CBOMCTBA (NOCNEOQCBATENBEHOCTL 0002)

6.1. Ilepeyennb BcnoMoraTeJibHbIX BelIECTB
JlakTO3BI MOHOTH/IPAT;

XI10pUCTOBOOPOAHOM KUCIOTHI pacTBop 1 M (miisa koppekuuu pH).

6.2. HecoBMecTUMOCTD

JlaHHbIil JIEKapCTBEHHBIN MpernapaT HE CIEeQyeT CMEIIMBaTh C JPYTUMH JIEKapCTBEHHBIMU
npernapaTamu, 3a UCKIIFOYEHUEM YIOMSIHYTHIX B pazjene 6.6.

[Ipu npumenenuu uepe3 T-o00pa3HbIi KareTep mpenapar THreHMKIMH HECOBMECTUM C
amdorepuriuaom B, amdorepurimHom B numocomanbHBIM, Jua3enaMoM, 330MENpazoioM U

OMCIIPa3ojIoM.

6.3. Cpok roanocTH (CpoK XpaHeHHs )

HeBCckphITHIN d)J'IaKOH

2 roxa.

ITpuroToBJIeHHBINA PaCTBOP

["oToBbIl pacTBOp mpenapara TUTELMKIMH MOXKET XpPaHUTHCS NP KOMHATHOM TemmepaTtype (He
BoIe 25 °C) ne 6onee 24 yacoB (TOTOBBIM pacTBOp — BO (hjaKkoHe M0 6 4acoB, OCTaBIIEECs
BpeMs — B BHUJIE Pa3BEJEHHOIO KOHEUHOro pacTBopa). B ciyuae, ecnu Temmeparypa XpaHeHUs
BhIme 25 °C, TOTOBBIN pacTBOpP CIEAYET UCIOJIb30BaTh HeMemIeHHO. Cpa3y mocie pa3z0aBieHus
rOTOBOT0 pactBopa ¢ nomoiisio 0,9 % pacTBopa HaTpus xyopuaa wim 5 % pacTBopa IEKCTPO3bI
JUIST. UHBEKIMI KOHEYHBIN pacTBOp AN HHPY3UH MOXKET XPaHUTHCS B XOJOAWIBHUKE MpHU

temmneparype ot 2 10 8 °C He 6osee 48 yacos.

6.4. Oco0ble MepbI MPEeI0CTOPOKHOCTH NPU XPAHEHUHU
XpaHuTh IpH Temreparype He Boie 25 °C.
VYciioBUsL XpaHeHMs TOC/Ie BOCCTAHOBJICHUS, pa30aBICHMs JIEKAPCTBEHHOIO Mpernapara CM. B

paznene 6.3.

6.5. XapakTep u coep:kaHue NePBUYHOI YTAKOBKH

[To 50 Mr pgeiicTBYIOMIEro BeliecTBa BO (PIIAKOHBI M3 IMPO3PAYHOro OECIBETHOro crekiia [
THJIPOJIMTUYECKOTO  KJlacca, YKyNOpeHHble OpoMOyTHIIOBOH MNpoOKoW U oOKaTaHHBIE
QIIOMUHHUEBBIM KOJIAYKOM C TUIACTUKOBOM KphIIKOW Tuna «duun-opd». Ha xaxasiit poakon
HaKJIEUBAIOT TUKETKY.

[To 1 pmakoHy BMecTe ¢ MHCTPYKIIMEH 1O IPUMEHEHHUIO B KAPTOHHYIO MAUKYy.

ITo 5 ¢hmakoHOB B GHICTEp M3 MONMBUHWIXJIOPUAHONW/ IOTMATHICHTEpeTanaTa/ IoIMATHIIEHA, TIO

2 6ncTepa BMECTE C MHCTPYKLUEH 10 MPUMEHEHUIO B KAPTOHHYIO MAUKYy.
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6.6. OcobGble Mepbl MPETOCTOPOKHOCTH TPH lﬂyﬁuﬂiﬁﬁeﬁnﬁ Erkkdlbdliﬂénnmmoro

JIEKAPCTBEHHOI0 Mpenapara WJIM OTXOI0B, MOJYYEeHHBIX TMocjie TNpPUMeHEeHHUs
JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHuIMyJsiMU ¢ penapaToM.

I/IHCTDVKHI/IH 110 ITPUT'OTOBJICHUIO paCTBOPA M BBCACHUIO ITpCIiapara

Ilpuecomosnenue

[lepen mnpumeHeHUEM clelyeT pa3BeCTH COAEPKUMOE Kaxkaoro (¢uiakoHa mpenapaTa
Turenukiun ¢ momomipio 0,9 % pactBopa HaTpus xmopuaa, 5 % pacTBopa JAEKCTPO3BI IS
UHBEKIM WM pactBopa Punrepa makrar B KonuddectBe 5,3 M UId  MOJy4YSHHS
TOTOBOTO pacTBopa C KoHIeHTpamued turenukimHa 10 mr/mn.  (Ilpumeuanue: 5 wmi
rOTOBOIO pacTBopa cozepkar 50 MI THrenUKJINHA, KaxAbli (IaKOH COAEPKUT H30BITOK
npenapata 6 %). d1akoH OCTOPOKHO BPAIIAIOT J0 MOJIHOTO paCTBOPEHUS Mpenapara.

5 MJI TOTOBOTO pacTBOpa MEPEHOCAT BO (HIakoH ¢ pacTBOpoM st MHQy3ui emkxoctsio 100
w1 (a7t 10361 100 Mr HE0OX0IMMO B3ATH TOTOBBIN pacTBOp U3 2 (h1akoHOB, 11 70361 50 Mr — 13
onHoro (makona).  MakcumanbHas ~— KOHLEHTpalMs  KOHEYHOro  pacTBopa Ul
BHYTPUBEHHOM HMH(Y3UU HE JOJKHA NMPEBBIIATh 1 MI/MIIL.

LIBeT roTOBOTO pacTBOpa JAOJKEH OBITH JKEITHIM WIIM OpaHKeBbIM. Ecii pacTBOp mMeeT npyroii
I[BET WJIM B HEM ONPEACISIOTCS BUJUMBIE BKIIFOUSHHS, €r0 HCIIOJIb30BaHUE HE IOy CKAeTCsl.
Bseoenue

[Tpenapat TurenunkIuH BBOAUTCSA BHYTPUBEHHO Yepe3 OTAEIbHYIO0 HHPY3MOHHYIO CHCTEMY WIIH
yepe3 T-oOpasublii  karerep. Ecnu  BHYTpHUBEHHBI  KaTeTep  HUCHOJb3yeTCs  AJs
MIOCJIEIOBATEIFHOTO BBEIEHHUS HECKOJIbKUX JIEKAPCTBEHHBIX IPENapaToB €ro HeoO0XOIUMO
OpOMBITH Nepell MHQy3uel npenapata TuremukiauH ¢ nomouisio 0,9 % pactBopa HaTpus
xjopuaa, 5 % pacTBopa JEKCTpO3bl Ul WHBEKIHMH WM pacTBopa Punrepa nakrar. [lpu
NpoBeieHUN HHQY3UM CIeAyeT YUYUTHIBaTh COBMECTUMOCTh TUTCLMKIMHA M JPYTUX
npenapaToB, BBOAMMBIX dYepe3 oauWH Karetep (cMm. «BsammopeiicTBue ¢ apyrumu
JIEKapCTBEHHBIMH CPEJICTBAMMI).

COBMECTUMOCTD

Turenukiun copmectuM ¢ 0,9 % pactBopoM HaTpus Xjiopuaa, 5 % pacTBOPOM JEKCTPO3bI IS
UHBEKIUH uiau pactBopoMm Punrepa naxrtar. [lpu BBenenun uepe3 T-oOpa3Hblif KaTeTep
TUTEMKIINH, pacTBOpeHHbI B 0,9 % pacTtBope HaTpus xiopuna win 5 % pacTBope JeKCTPO3bl
JUIS WHBEKIHMHA, COBMECTHM C aMHUKAIMHOM, J00yTaMUHOM, JONaMHHOM, TI'€HTAaMHUIIMHOM,
raJiornepuI0JIoM, pacTBOpoM PuHrepa nakraT, JUIOKAaUHOM, METOKJIONPAMHUIOM, MOP(PHUHOM,
HOPIMUHEPPUHOM, THIEPANMITHHOM/Ta300aKTaMOM  (JIeKapCcTBeHHast (opma, copaeprkarias
sTiiieHauamMuHTeTpaanerat — OJTA), xamus xmopuznom, mpornodojaoM, pPAHUTHIUHOM,

TEOPUILTUHOM U TOOPAMHULIUHOM.

19



COOTBETCTEYET ZKCNEPTHOMY OTUYETY

ot 05.11.2025 N= 27555

et

Yrunuzanus (NOCNEOCBATENEHOCTE 0002)

Becw ocraBmmiics J'IeKapCTBeHHHﬁ mnpenapar U OTXOAbI CIECAYET YHUUYTOXUTh B YCTAHOBJICHHOM

MOPSIZIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

Poccuiickas @enepanus

000 «ApryMeHTym»

KOpunuuecknii anpec: 121471, r. MockBa, Mosxkaiickoe mocce, 1. 29, stax 1, nomemenne VI,
koMHaTa 39, oduc 62

Ten.: +7 (499) 110 09 12

7.1. IlpeacraBuTeIb AepKaTe/sl PperucCTPAIHOHHOIO YA0CTOBEPEHH S

IIpereH3un norpedUTENEH HAIPABIATS 110 aapecy:

Poccniickas @enepanus

00O «AprymeHTym»

Opuanueckuit agpec: 121471, r. MockBa, Mosxaiickoe mocce, 1. 29, stax 1, nomemenue VI,
KoMHaTa 39, odpuc 62

®aktuueckuit anpec: 142717, MockoBckas o0:1., JleHuHckuii paiioH, mnocenok Pa3Buika,
BiazeHue 12, ctpoenue 1, atax 3, opuc 6-7.

Ten.: +7 (499) 110-09-12

OnekrponHas moura: safety@argumentum-ag.ru

8. HOMEP PETUCTPAIIMOHHOT O YIOCTOBEPEHUS

9. JTATA MEPBUYHOI PETUCTPALINIM (MOATBEPKIEHUS
PETMCTPALIUM, IEPEPETUCTPALIMH)

10. JATA NEPECMOTPA TEKCTA
OOmast  XapakTepuUCTHKa  JIGKAPCTBEHHOro  TNpemapaTa  TUreMUKIWH  JIOCTyIIHAa  Ha
UHPOPMALIMOHHOM TopTane EBpa3uiickoro 3KOHOMHYECKOTO COI03a B HH(OPMAlMOHHO-

KOMMYHHUKaIMOHHOM cetn «HTepHEeT™ http://eec.eaeunion.org/.
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