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1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
TurenukimuH, 50 Mr, nuodwiM3ar ais MPUTOTOBICHUS KOHIIGHTpATa JJisi MPUTOTOBIICHUS

pactBopa ISt HH(PY3HiA.

2. KAYECTBEHHbBI 1 KOJIMYECTBEHHBIN COCTAB

JlelicTBytol1lI€€ BENIECTBO: TUTCILIUKIIVH.

Kaxxnprit ¢pakon comepkut 50 M TUTeIUKIIMHA.

1 M pacTBOpa TMOCiHEe TEPBOHAYATLHOTO PAa3BEACHHS pacTBOpHUTeleM conuepxkur 10 wmr
TUTCIUKJIHHA.

BcnomoratenbpHbie BelecTBa, HAJIMYKHE KOTOPBIX HAJO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: Hatpui (cM. pazzaen 4.4.).

[TonHbIN NTepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
JInounusar A IPUTrOTOBJICHUS KOHIIEHTPATA ISl IPUTOTOBJICHUS PACTBOPA [T HHQY3HIA.

JInodunuzrpoBaHHbBIN NOPOLIOK UM OPUCTAsI Macca OPaHKEBOIO 1[BETA.

4. KIMHUNYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

[Ipenapar TurenukIMH MOKa3aH K MIPUMEHEHHUIO Y B3POCIBIX U JAETEH B BO3pacTe cTapiie 8§ JieT.
B3pocibie

— OcnoxxueHHbIe HHOEKITUU KOKHU U MITKUX TKaHEH.

— OcnoxxHEeHHbIE HHTPaa0JOMUHATbHBIE HHPEKIUH.

— BHeOonpHUYHAS THEBMOHHSL.

He npumensiercss misi jgedeHusi CUHIAPOMA JTUA0ETUYECKON CTOMBI, TOCITUTAILHON MHEBMOHUU
WJIM THEBMOHUH, CBSI3aHHOM C MCKYCCTBEHHON BEHTHJISIIUEH JIETKHX.

Jletu crapiie 8 jeT

— OcnoxxHeHHbIe THPEKINU KOKU U MIATKUX TKaHe. He mpuMeHsercs s JIed4eHus CHHIpOMa
Ja0eTHYECKOM CTOIIBI.

— OcnoxxHeHHbIe HHTPaadIOMUHATBHBIE HHPEKITUH.

TurenukiIuH MoKa3aH K MPUMEHEHHIO B CIIy4asX, KOTJa ajJbTepHATUBHBIC AaHTUOMOTHKH HE

MOJXOJIAT.

4.2. PesxuMm 103MpOBaHNs U C1IOCO0 NPUMEHEHHUs!

PexuMm no3upoBaHus

Bspocnvie
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HauaneHas 103a J1s B3pociblx coctaBiser 100 mr, I[E{JII_E ¢ 1o 56 i qgggtﬁﬁmmc 12 0cos.

Kypc neuenus:

— NpU OCIOKHEHHBIX WHQPEKIUAX KOXKMA W MITKUX TKAHEW, a TaKKe OCIOXHEHHBIX
WHTpaadIOMUHAIILHBIX HHPEKIUIX COCTABIACT 5 — 14 nHE;

— TIpu BHEOOJLHUYHOUW ITHEBMOHUH COCTABISIET / — 14 mHEM.

[TpoOMKUTETLHOCTh  JICUEHUST ONpPENEeNsIeTCs  TSHKECTBIO, JIOKaW3anued WHQPEKIUU |

KIIMHUYECKOW peaKUHel MaueHTa Ha JICUCHHE.

Oco0nIe T'pYHIIbI NAlIMCHTOB

Tayuenmur nodcunozo eospacma
Koppexkius 10361 He TpeOyeTcs.
Tayuenmoi ¢ Hapywenuem hyHKyuu novex
[TanreHnTam ¢ MOYEYHOM HEAOCTATOUHOCTHIO U MALMEHTaM, HaXOJAIIMMCS Ha reMOAMaIn3e, He
TpeOyeTcst KOppeKL s 103Bl.
THayuenmoi ¢ HapywieHuem YHKYuU neveHu
[TarueHTam ¢ JIerKoi M cpeAHeN CTENEHbIO TSXKECTH NEYEHOYHONW HETOCTaTOYHOCTH (Kjacchl A
u B no knaccudukanuu Yaitng-I1st0) He TpeGyeTcst KOppeKLus A03bl.
VY NmanueHToB ¢ TSHKEION Me4eHOYHOU HefocTaTouHocThio (kinace C mo kinaccudukanuu Yain-
[Ip10) cnemyer cHu3uTh 103y mpenapara Ha 50 %. HawanbHas no3a npemnapata TuUrenukivH
JnojbkHa coctaBiATh 100 Mr, a B mocienyrouieM npenapar NpUMEHSIOT 1o 25 Mr Kaxzasie 12
yacoB. [lpm mnpumeHenuu mnpenapara THUTeUMKIMH Yy MAlUEHTOB C TSDKEJIOW IE€YEHOYHOU
HE/I0CTaTOYHOCThIO HEOOXOIUMO COONI0IaTh OCTOPOXHOCTh M KOHTPOJIMPOBATh PEAKLHUI0
MAIMEHTOB HAa JIEYCHHUE.

eTu
D¢ dexkTnBHOCTH U 0€30MACHOCTH Y AETEH 0 8 JeT He YCTaHOBIICHBI.
TUrennKIMH TPUMEHSIOT y JeTell B BO3pacTe &8 JIeT W CTapule I0CJIE€ KOHCYJIbTaluu CO
CHEHUaINCTOM, 00J1a/Ial0IUM OIBITOM JIeYeHHs] UH(PEKIMOHHBIX 3a00eBaHui. TUTreUKINH He
clenyeT NPUMEHATh Yy JeTed B Bo3pacTe Miajuie 8 JIeT M3-3a HelocTaTka JaHHbIX 00
3 PEKTUBHOCTH U OE30MAaCHOCTH Ipenapara y JaHHOM TPYIIbI, a TakKKe B BUIY M3MEHEHUS
OKpacku 3y0oB (cM. pazzen 4.4.).
Ho3a nns nereii B Bo3pacte 8 — 11 set cocraBnser 1,2 mr/kr kaxasie 12 yacoB. MakcuManbHas
no3a coctasigeT 50 Mr THrenMKINHA KaXKaele 12 4acoB.
Ho3a mis nereit B Bo3pacte 12 — 17 net cocrapisger 50 Mr TUreUKIIMHA KaK]ible 12 4acoB.
BuyTtpuBennas uH(y3us TUTEUMKIMHA JOJDKHA MpoAospKaThest B TedeHue 30 — 60 MuHYT

Kaxaple 12 gacos.
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CMEPTHOMY OTYETY

[Tpenapat TurenukiIvH NpegHa3HAYEH JUIsI BHYTPUBEHHOTO KAaIEIbHOTO BBEJICHUS B TEUCHHE
30 — 60 mumn. Ilpenapar TUreuukJInH BBOAUTCA BHYTPUBEHHO Yepe3 OTACIbHYI0 HHPY3HOHHYIO
cucremy win T-o0pa3HbIi KaTeTep.

WMHCTpyKIMH 1O TMPUTOTOBJIEHUIO JIEKAPCTBEHHOrO Ipernapara Iepes NPUMEHEHHEM CM. B
paszene 6.6.

4.3. lIlpoTuBONOKAa3aHNUS

['MnepyyBCTBUTENBHOCTh K TUTELUUKIMHY WIM K aHTUOMOTHKAaM KJlacca TETPALUKIMHOB, WU K
J1r000My U3 BCIIOMOTaTEIbHBIX BEIIECTB, IEPEUUCICHHBIX B pa3jene 6.1.

4.4. Oco0ble yka3aHus U Mepbl MPeI0CTOPOKHOCTH MPHU NPUMeHEeHHH

UroObl yMEHBUIUTh pA3BUTHE PE3UCTEHTHOCTH U 00ecneunTh APQPEKTUBHOCTh TEPaIHy,
HEOOXOIMMO UCIIOJb30BaTh MpernapaT TUreUKINH TOJMBKO JUI JIEYeHUs HWH(EKIMOHHBIX
3a00J1eBaHU, BEI3BAHHBIX MUKPOOPIaHU3MaMH, YyBCTBUTEIBHBIMHU K ITPEHapary.

Jnst BBIOOpa M KOPPEKIUH aHTUOAKTEPHAIBLHON Tepanuy MO BO3MOXKHOCTH CIIEIyeT MPOBOIWTH
MHKPOOHOJIOTUYECKYI0 HICHTU(PHKAIIMIO BO30OYIUTENS W OIPEACNIATh €r0 YyBCTBHUTEIHLHOCTH K
turenmiinHy.  [Ipemapar  TUreUMKIMH —~ MOXKET  WCIOJB30BAaThCsl  JUIA  OMIIMPUYECKOM
aHTHOAKTEepUaTbHOW MOHOTEPAIHH JI0 TOTY4YEHHs Pe3yJIbTaTOB MUKPOOUOIOTHUECKUX TECTOB.
AHTHOMOTHKH, MpPUHAJIEKAIIME K KIacCy TIIMUMILUKINHOB, UMEIOT CTPYKTYPHOE CXOJICTBO C
AQHTUOMOTUKAMHM  KJlacca  TeTpauukiIuHOB. llpemapar TUrenumkiamH  MOXET  BBI3BIBATh
HE)KeNlaTeIbHble PEaKIHM, CXOAHBIE C HEXENaTeNbHBIMM PEaKUUs MU Ha AHTUOMOTHUKU Kiacca
TETPALMKIMHOB. TakMMM pEeakUUsMH MOTYT OBITh MOBBIIIEHHAs CBETOYYBCTBUTEIBHOCTD,
BHYTpUYEpEITHAs TUIEPTEH3MUs, MaHKPEaTHT W aHTHAHAOOIMYECKOE NEHCTBUE, MPHUBOMAIICE K
MOBBIIIICHUIO COJEPXKAHMUsI a30Ta MOYEBHHBI KPOBH, a30TE€MHUH, alUI03y U TunodochaTeMuu.
[lpumenenne npenapara TUreUMKIMH Yy  HAlMEHTOB C  W3BECTHOW  IOBBIIICHHOW
qyBCTBUTEIBHOCTBHIO K aHTUOMOTHKAM TETPALMKINHOBOTO PsiZia HPOTUBOIIOKA3aHO.
AHadunaktudyeckue/aHaQUIaKTOUAHbBIE pEaKIUd, B TOM 4HCIE aHAQUIAKTUYECKUH IIOK,
OTMEYAIOTCSl TIPU TPUMEHEHHWW TIPAKTHYECKH BCEX aHTHOAKTEPHAIBHBIX CPENCTB, BKIIOUYAs
TUTE€LUKIIHH.

[TanmeHTtsl, y KOTOpBIX Ha (hOHE JieueHHs IpenaparoM THUreLMKIMH OTMEYaroTCs M3MEHEHHUs
pe3yJIbTaTOB IEUYEHOYHBIX TECTOB, JOJKHBI HAOIIOAAThCS IUII CBOEBPEMEHHOIO BbISIBICHUS
NPU3HAKOB HApYyIIeHWH (QYHKIIUH TTeYeHH (3apEerHCTPUPOBAHBI SMHUYHBIC CITydan 3HAYUTEIbHBIX
HapyUICHUH (YHKIUH MIeYeHN U MEYCHOYHON HeJOCTATOYHOCTH) M OLEHKH COOTHOIIEHHS TOJIb3bI
U pUCKa TNPOJOIDKEHUs Tepanuu npernaparoM TurenukinuH. HexenartenbHble peakUudd MOTYT

Pa3BUBATHCA YXKE IMOCIIC TOI'0, KaK TEparusa Obu1a 3aBCpUICHA.
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CMEPTHOMY OTYETY

IIHEBMOHMEW He ObUla TMOATBEpXKIAEHA pe3yibTaTaMHM  KIMHUYECKUX  MCCIEAO0BAaHUU.
[IceBnomMeMOpaHO3HBIN KOJNHUT Pa3IMYHONW CTENEHH TSHKECTH OTMEYAar0T MpH NPUMEHEHUH
MPAKTUYECKH BCEX aHTUOAKTEpUAJbHBIX IIpErapaTroB, BKIIOuYas MpenapaT TUTeHUKIKH.
Heo0OxoaumMo y4uThIBaTH BO3MOXHOCTh TaKOT'O JIMAarHo3a B CIy4ae BOSHUKHOBEHHS IHApEU BO
BpeMsl WJIM II0CJE 3aBeplleHHus JiedeHus. [Ipn mogospeHun Ha quapero, acCOLMUPOBAHHYIO C
Clostridium difficile, wmm mnoxaTBepXkIeHMM HaHHOTO JHMAarHo3a MOXET IMOTPeOOBATHCS
MpeKpalieHue MCIOIb30BaHUsI AHTHOMOTHKOB, KpPOME TE€X, YTO Ha3HAuYeHbl ISl JICYCHHS
undekun, Bei3Bannoi Clostridium difficile.

IIpu Ha3HAYEHUH npermnapara Turenukinma MalMEeHTaM c OCJIO’KHEHHBIMU
WHTPaadJOMUHATBHBIMU HH(DEKITUSIMU, BCICACTBAE TPOOOJCHHS KUIICYHUKA, WIH TAI[UCHTaM C
HAUMHAIOIIMMCS CETICHCOM WIIM CEeNTUYECKUM IIOKOM CIEeAyeT O0s3aTeNbHO pPacCMOTPETh
1e1eC000Pa3HOCTh MPUMEHEHNS KOMOMHUPOBAHHON aHTHOAKTEpUATbHON Tepanuu.

[lpumenenne mnpenapata TUTEUWKIMH, Kak W JIO00OTO JIpYyroro aHTHOMOTHKA, MOXKET
CIOCOOCTBOBATh M30BITOYHOMY POCTY HEBOCHPHUHUMYHMBBIX MHKPOOPTaHW3MOB, BKIIFOYAsl TPHOBI.
Bo Bpems jedeHMs NAUMEHTHl JOJKHBI HAXOAUThCA MOJ IPUCTAIbHBIM KOHTpoJseM. [lpu
JTUArHOCTHKE CYTIEPUH(EKIIUU CIeAyeT MPUHATH HAANEKAIUEe MEPHI.

BiusHue xonecrasa Ha (papMaKOKMHETUKY TUT€LUKINHA HE YCTAHOBJIEHO. DKCKPELHMSI C KEITYBIO
cocraBisieT npubau3nuTensHo 50 % 0T 00mIel SKCKpenuy TUTeHUKINHA. [103TOMY mamueHTs! ¢
XOJIECTa30M JOJIKHBI HAXOAUTHCS MO HAOII0IEHHEM Bpaya.

OneIT NpUMEHEHHsI TUTSHUKINHA JUIS JIeYeHUS MHQPEKIUH y MalUeHTOB C COMYTCTBYIOLUIUMU
3a00JIEBAHUSAMH TSKEJIOTO TEUEHUSI OTPAHUYEH.

[Ipumenenue mnpenapara TUTeHNUKIMH BO Bpemsl pa3BuTus 3y00oB (BTOpasi IOJIOBHHA
OepeMEeHHOCTH, MJIaICHYECTBO U JAETCKUN BO3PACT 10 § JIET) MOXKET NMPHUBECTU K MOCTOSTHHOMY
M3MEHEHHUIO I[BeTa 3Yy0OB (PKENTO-CepOBAaTO-KOPUYHEBBIN). JTa HEXenareabHas peakius
ABJIseTCsl OoJjiee 4acTOM MpH JOIATOCPOYHOM MPUMEHEHUU TETPALMKIMHOB, HO OTMEYajlach U
Mocjie MHOTOKpPATHBIX KPaTKOCPOUHBIX KypcoB Tepamuu. Takke coo0Iaioch O THUIOIMJIa3uu
smanu. Ecnu turenuknua npumensercs Bo Bpems 11 wiu 11l tpumectpa 6epeMeHHOCTH, clieayeT
COOOLIUTH MAIIMEHTKE O NOTEHIIMAIBHOM PUCKE JUIS II0AA.

[Tpumenenue turenukiauHa Bo II wmm III Tpumectpax OepeMEHHOCTH, B MIIAJIEHYECKOM M
JIETCKOM BO3pacTe N0 8 JIEeT MOXKET BBI3BAaTh O0paTMMoe MHTHMOWpOBaHWE pocTa KocTeil. Bee
TETPALUKINHBI 00pa3yrT CTaOWIBHBIA KOMILJIEKC C KalblieM B JII000# (opMupymomeid KocTh
TKanu. Eciau turenukiud npumensiercs Bo Bpems 11 wnu 111 tpumectpa GepeMeHHOCTH, ClenyeT

COO6I_HI/ITI) MAaIUCHTKE O MOTCHIUAJIBHOM PUCKE JIA IJI044a.
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HEKOTOPBIX CIy4yasX C JIETaJbHBIM HCXOJ0M. HeoOXoauMo MposBISATH OCTOPOKHOCTH IPH
IPUMEHEHNUN TUIELUKINHA Y TAlMEHTOB C M0JI03PEHUEM Ha OCTPBIM MaHKPEATUT (KJIMHUYECKUE
CHUMIITOMBl WJIM COOTBETCTBYIOLME H3MEHEHHs J1abopaTOpHBIX IOKa3zareneil). M3BecTHO o
cllydasix pa3BUTHUs OCTPOrO MAHKpEaTUTa y MallMEeHTOB, HE MMEBLIMX (DAKTOPOB pUCKa pa3BUTHUS
naHHOTO 3a0oseBaHus. OOBIYHO CHMIITOMBI ITAHKpPEATUTa MCYE3al0T IOCIIe OTMEHBI Ipenapara.
HeoOxonuMo yunThIBaTh BO3MOXHOCTH OTMEHBI IIpenapara y HalUeHTOB C CHUMITOMaMu
HNaHKpeaTHTa.

Jlo Hayana Tepanuu npenapatoM THUTeLUKIINH, a TaKXKe PEryJSIPHO BO BpeMs TE€paIluu CIeayeT
KOHTPOJIMPOBAThH MapaMeTPhl CUCTEMbI CBEPTHIBAaHHUS KPOBH, BKIItoUYasi (GUOpUHOTEH (CM. pa3aen
4.8.). B mpoCHeKTHBHOM aHaJHM3€ PE3yJIbTAaTOB KIMHUYECKUX HCCIEAOBAHUI OBUIO OTMEUYEHO
HEKOTOpOE YyBEJIMYEHUE OOILeH JeTalbHOCTH (T.€. CMEpTh OT JIOOBIX HpPUYHMH) B TpymIme
NalMEeHTOB, MOJIYYaBIIUX THUTELUKIWH, 110 CPAaBHEHMIO C TPYNIONH MNallMEHTOB, MOIYy4aBIIMX
npenapatsl cpaBHeHUs. llosromy mnpenapar TUreuUMKIMH JOJIKEH HPUMEHATHCA TOJIBKO B
CllydasiX OTCYTCTBHSI aJIbTEPHATUBHON Tepanuu.

BcnomorarensHbIe BEIECTBA

JlanHblii npenapat conepkuT Menee 1 Mmons (23 mr) Hatpus B 1 ¢aakoHe, TO ecTh, IO CYTH, HE
COJIEP’KUT HATPUS.

eTH
JlaHHbBIe O MPUMEHEHUM TUTELUKINHA y JleTel orpaHudeHsl. [ToaToMy npuMmeHeHue npenapara
TUrenUKINH  PEKOMEHJIOBAaHO TOJBKO B TeX CHUTyalusX, KOrja ajbTepHATHUBHAS
aHTHOAaKTepuanbHas Tepanusi HeJOCTYIHA.
TomHoTa M pBOTA SABJISIOTCS CAMBIMH PAacHpPOCTPAHEHHBIMU HEKEJIATEIbHBIMU PEAKIHUSIMHU Y
nereit u noapocTkoB. Cienyer oco00e BHUMaHHE yJIEIUTh PUCKY JeTUApaTaLIUU.
bonb B 061acTH %KMBOTA — YaCTO BCTPEUAIOLIASCS HEXENaTeIbHasl peakiys y AeTel, Takke Kak U 'y
B3pocibiX. ClenyeT y4uThIBaTh, YTO OOJIbh B OOJACTH JKMBOTA MOXKET OBITH CBSi3aHAa C Pa3BUTHEM
naHkpeatuTta. B ciyuae pa3BuTHs aHKpeaTuTa Tepanus TUTeHUKINHOM JI0JKHA OBITh ITPEKpallieHa.
Jlo Hayanma TepanuM THUIELUKJIMHOM, a TaKKe pEryjsipHO BO BpeMs Tepanuu Cleayer
KOHTPOJHMPOBATh (DYHKIMOHAJIbHBIE IPOOBI MEYeHU, TapaMeTpbl CUCTEMbl CBEPTHIBAHUS KPOBH,
reMaToJI0rM4ecKre napaMmeTpbl, KOHIEHTPALUIO aMUIa3bl U JIUIA3bI.
TurenukiIMH HEe clleayeT NPUMEHATh y JETed B BO3pacTe MiIaame 8 JeT M3-3a HeJOoCTaTKa
naHHbIX 00 3¢ dexTuBHOCTH M 0E30MacCHOCTH NpenapaTa y JAHHOM TPYMIbI, a TaKKe BBUIY

U3MEHCHHS OKpacKku 3y0oB (cM. pasznensl 4.2. u 4.8.).
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B3aMMO/EHCTBUA

Bapdapun

[Ipu comyTCTByIOIIEM NPUMEHEHUU TUTCLMKINHA U BapdapuHa (OAHOKPATHOW 103bI 25 Mr)
HabIo1aeTcs CHIbKeHue KiupeHca R-Bapdapuna u S-Bapdapuna Ha 40 % u 23 % u yBenuueHue
IUIOMIAIM TOA KpuUBOW «koHIeHTpamuss — Bpems» (AUC) Bapdapuna wHa 68 % u 29 %
COOTBETCTBEHHO. Me€XaHU3M TaKOro B3aUMOJIEUCTBUS 0 HACTOSIIETO BPEMEHH HE YCTAHOBIIEH.
[TockonpKy THUTE€UMKIUH MOXET YIJIMHATh KaK MPOTPOMOMHOBOE BpeMs/MexayHapOIHOE
HopmanuzoBanHoe  otHomrenue  (IIB/MHO), Tak ©  aKTHBUPOBAaHHOE  YaCTHYHOE
TpomboruiactuHoBoe BpeMs (AUTB), npu npumeHenuu npenapara TUTEHUKINH OJTHOBPEMEHHO
C aHTUKOAryJTHTaMH HEO0OXOJWMO BHUMATEIFHO CIEIUTH 32 PE3yJbTaTaMU COOTBETCTBYIOLIMX
KOaryJsIMHOHHBIX  mpo0. Bapdapun He wu3Mmenser ¢apMakOKMHETHYECKUH  MPOQUIb
TUTCIHKIINHA.

MHrubuTopsl WIKM HHAVKTODEL U30(hepMEHTOB cucTeMbl iuToxpoma P450

TureuukiIMH He MoABEpraeTcs MeTaboIN3My MOCPEICTBOM H30()EPMEHTOB CUCTEMbI IUTOXPOMA
P450. Ilosromy o’KuaaeTcsi, YTO AKTUBHBIE BEIIECTBA, MOJABIIAIOLIME WM HHIYLHUPYIOIIUE
aKTUBHOCTh H30(EpMEHTOB cuUcCTeMbl LuTOoXxpoma P450, He OyayT H3MEHATh KIUPEHC
TUTCIUKINHA. B CBOIO oyepenb, TUTCHUKIMH BpSA JIM OKWKET BIMSHUE Ha METaboIM3M
YKa3aHHbIX IPYII JIEKAPCTBEHHBIX COEIUHEHUH.

UccrnenoBanus in Vitr0  mokasand, 4YTO TUICHUMKIMH HE MOAABISET METabOoIU3M,
OIOCPEIOBAaHHbBIN CIEAYIOMMUMHU HIecThio u3odepmentamu nuroxpoma CYP: 1A2, 2C8, 2C9,
2C19, 2D6 u 3A4.

Jluroxcux

TUrenUKIMH B PEKOMEHIYEMOW [03€ HE BJIMAET HAa CKOPOCTb M CTEIEHb BCACBIBAHUS WIIU
KiaupeHc gurokcuHa (0,5 Mr c¢ mocneyrouMM Ha3HaueHueM B cyTouHoi nosze 0,25 wr).
JlurokcuH He wu3MeHseT (apMaKOKMHETHYeCKud mnpoduinp turenukiuHa. [lostomy npu
MPUMEHEHNUU TUTE€LUUKINHA COBMECTHO C JUTOKCUHOM KOPPEKIHMS 103bl HE TpeOyeTcsl.

Hur I/I6I/ITODH/ MHIYKTOPBI P-TIMKONIpOoTEerHA

OnHOBpeMEHHOE MPUMEHEHHEe MHIMOUTOpPOB P-rimkomporenHa (Hampumep, KeTOKOHAa30Ja WU
LUKJIOCIIOPUHA) WM MHAYKTOpoB P-rmmkomnporenHa (Hampumep, pudaMOouiuHa) MOMXKET
MOBJIUATH HA (PAaPMAaKOKHMHETHUKY TUT€LUKIINHA.

ITepopalibHbIC KOHTPAIIEIITHBEI

[Ipy npuMeHeHHHM aHTUOMOTHKOB OJHOBPEMEHHO C NEpOpPAIbHBIMU KOHTpAlENTHBAMU

3 PEeKTUBHOCTh KOHTPALIETITUBOB MOYKET CHUKATHCSI.
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Jlpyrue Kaaccel AHTUOUOTHKOB

B wuccrnenoBanusx N VItr0 aHTaroHW3M MEXIy TUTCHUKIMHOM W JPYTUMH aHTHOMOTHKAMH,
NPUHAAISKAIIMMHI K 9aCcTO PUMEHIEMbIM KJlaccaM, He HaOIroaamcs.

I/IHFI/I6I/ITODI)I KaJIbIIMHEBPpUHA

OnHOBpEMEHHOE NPUMEHEHHE THUTeLHUKINHA M HMHTUOUTOPOB KaJbIMHEBPHHA, TaKUX Kak
TaKpOJUMYC U LUKJIOCIHOPUH, MOXKET IPUBECTH K MOBBIIIEHUI0 MUHHUMAJIbHBIX KOHLIEHTPALUN
MHIMOUTOPOB KaJdbLMHEBpUHA B IulasMe KpoBu. ClenoBaTesibHO, BO BpEMs Tepanuu
TUTELUKIMHOM CJIeyeT KOHTPOJIMPOBaTh KOHLEHTpPALMM MHIMOUTOPOB KajblIMHEBPUHA B
IU1a3Me KPOBHU, YTOOBI N30€XkKaTh Pa3BUTHA JIEKAPCTBEHHON TOKCUYHOCTH.

eTH
WccnenoBanus B3anMoAEHCTBHS TPOBEIEHBI TOJIBKO Y B3POCIbIX.
4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD U JAKTALMS
bepeMeHHOCTD
PesynbpTaThl nccnenoBaHM Ha JKMBOTHBIX ITOKA3bIBAIOT, YTO TUTELMKIMH INPOHUKAET 4epe3
IUTALIEHTY M OOHapyXuBaeTcs B TKaHsAx Iuloga. llpemapar TureuukiuH, Kak U JApyrue
aHTHOaKTepUaJIbHbIE TIpernaparhl Kjacca TETPAlMKIMHOB, MOXXET BbI3bIBaTh HEOOpaTUMOe
U3MEHEHHE [BeTa MOJIOUHBIX 3y00B M 00paTHUMOE MOAABIECHHE POCTa KOCTEl Mpu NPUMEHEHUH B
teuenue I u Il TpumecTpoB Oepemennoct (cM. pazzen 4.4.). Ilpu npUMEHEHUH THUTCIUKIMHA
Ha0JI10/1aJ10Ch CHUKEHHE MACChI TUI0/IA Y KPbIC M KPOJUKOB (C COOTBETCTBYIOIIUMH 33/1€PKKAMU
B occubpukanun) (cm. pasmen 5.3.). B meprox OepeMEHHOCTH NpPUMEHEHHE Iperapara
TUrenuKINH AOMYCTUMO JIMIIbL B Cllydae KpaiHel HeoOXOIMMOCTH, KOT/a MOoJb3a Uil MaTepu
MIPEBOCXOIUT BO3MOKHBINA PUCK JJIS TUIOAA.
OnbiTa IPUMEHEHUS TUTELUKIIMHA B TIEPUO/I POJIOB HET.
Jlakranus
JlaHHBIX O MOCTYIUIEHUH TUT€LIMKIIMHA B IPYJHOE MOJIOKO Yy YeJIoBEKa HeT. MMmeromuecs naHHbIe
uccienoBaHuil  (apMakOJIMHAMUKHU/TOKCUYHOCTM  HAa  JKMBOTHBIX  I[OKa3zajad,  4TO
TUTCLIMKJIMH/METa00IUTHl BBIACIAIOTCS B IpyAHOE MOJoKO. [Ipn HEoOX0oIMMOCTH HMpHUMEHEHUs
TUTCLIMKJIMHA B IEPUOJ JIAKTALUU CIIEAYET IPEKPAaTUTh IPYJHOE BCKApMIIMBAHHUE.

DepTUabHOCTD

Bnusnue TureuukinHa Ha (epTHWIBHOCTH Yy uYelOBeKa He wu3ydanoch. JloknnHuyeckue
WCCJIEOBAHMS THUTCLMKINHA, IPOBEICHHBIE HA KpbICaX, HE YKAa3bplBAalOT Ha HETaTUBHOE

BO3/ICHCTBUE HA (PEPTHIBHOCTD WM PEIPOAYKTUBHYIO CLIOCOOHOCTb.
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4.7. BansiHue Ha CMOCOOHOCTH YNPABJIATH

MeXaHMu3MaMH

HccnenoBanust BIMSHUS TUTEIMKIMHA Ha CIIOCOOHOCTD K YIIPABICHHUIO TPAHCIIOPTOM U paboTe ¢
MEXaHW3MaMH He MPOBOAWIMCH. [lalMeHTHI, MONydYarolue THUTCIHMKINH, MOTYT HCIIBITHIBAThH
TOJIOBOKPY’KEHHE, KOTOPOE MOXET MOBJIHATh Ha CIIOCOOHOCTH K BOXIICHHUIO U MCIIOJIb30BAHHIO
MEXaHU3MOB.

4.8. HexenarejbHbIC peaKnuu

Pesrome mpoduis 6esonacHoCTH

Haubonee yacto nabmoaatorcs TomHoTa (29,9 %) u pota (19,9 %), KoTOpble 0OBIYHO BO3HUKAIOT
B HaJaJie JICYCHUS (B MIEPBBII WK BTOPOI JCHB JICUCHHS) U, B OOJIBIITMHCTBE CIIy4acB, HMEIOT JIETKOE
WIM CpeaHeTsDKenoe TeueHue. [IpudmHON mMpeKpalieHuss Teparvdy THTSIHKINHOM Yalle BCETro
aBysuTUCh TomHoTa (1,6 %) u pBota (1,3 %).

TabanuHoe pe3IoMe HeXKeJIaTeIbHBIX PeaKIIui

HexenarenpHple peakuyl MPEICTABICHBI 10 OpraHaM W CHCTEMaM B KIacCH(HUKAIUW: OYCHb
gacto (>1/10), gactro (>1/100, vHo <1/10), Hewacto (>1/1 000, vHo <1/100), peaxo (>1/10 000, HO
<1/1 000), ouens penko (<1/10 000), yacTora HeU3BeCTHA (HA OCHOBAHMM MMEIOIIMXCS JTaHHBIX

OLICHUTD HGBO3MO)KHO) .

Hapywenus co cmoponul kpogu | YBeIUYeHUE aKTUBUPOBAHHOIO yacTHYHOro | Yacrto
U IUMbamuveckou cucmembl TpomOorutacTuHoBoro  Bpemenu (AUYTB),

yYBEIMYEHUE TMPOTPOMOMHOBOTO BpEMEHH

(ITB), anemust, TPOMOOIIMTOTICHHSI

D03uHOPMIHSI, YBETUICHUE Heuacto

MEXIyHapOAHOIO0 HOPMAIM30BaHHOIO

otnomenus (MHO)

['uno¢pubpruHoTreHeMus Penko
Hapywenus co  cmopounwt | Anadunaktudeckue/anaduiIakTOUTHbIE Yactorta
UMMYHHOU CUCmeMbl peaxiuu HEU3BECTHA
Hapywenus memabonuzma u | CHHXKEHUE anmneTuTa Yacro
NUMAHUs
Hapywenua co  cmoponst | '010BOKpYyXeHUE, TOI0BHAs 00Jb Yacro
HEPBHOU CUCEMbL W3Bparienue BKyca Heuacro
Hapywenus co  cmoponw | dnedut Yacto
cocy0os Tpomboduiedbut Heuacto
Hapywenus  co  cmoponwl | IITHeBMOHUA Yacro
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ovIXamenbHOU cucmembl, [MOCNEOUBATENEHOCTE 0003)
0p2ano08 epyoHoU
KIemKU U cpedoCcmeHnus
Kemyoouno-kuwieunsvie TomwHoTa, pBOTA, TUApEs OueHb yacTo
HapyuweHus Bonb B xuBOTE, NMUCTIETICHS Yacro
OcTpblii MAHKPEATUT Heuacto
Hapywenuss  co  cmoponut | IloBbllieHne akTuBHOCTH | YacTo
neuenu U JHCenuesvleooAwux | acrapraTaMuHOTpaHchepassl (ACT)*,
nymetl MOBBIIICHNUE AKTUBHOCTH
aJaHUHAMUHOTpaHCepasbl (AJIT)*,
runepomIMpyOnHe MU
Kenrtyxa Heuacto
Boipakennble Hapyuienust pyHkuuu nedenu | Yacrora
Y TICUEHOYHAsl HEJIOCTATOYHOCTh, X0JIECTa3 HEU3BECTHA
Hapywenuss  co  cmoponul | 3yA, ChIllb Yacro
KOJICU U NOOKOJICHbIX mKaneti | Tsbkenble  KOXHBIE — peakiuu, BKiIodas | Yactora
cunapom CtuBeHca-/[oHcoHa HEU3BECTHA
Hapywenus co cmoponst nouex | BarnnanbHbli KaHJIug03, BaruHuT, | Heuacrto
U MO4e8bl8OOAUWUX Nymell nenKopest
Obwue napywenus u peakyuu | ACTEeHUs, 3aMEIJIEHHOE 3aXuBlieHUE paH, | Yacto
6 Mecme 66e0eHUs abcriecc, WH(EKIHWH, pPEaKIUhu B MeECTe
BBEJICHUS, CETICUC
Bocnanenue, 6osb, otek u ¢uiedut B mecre | Heuacro
WHBEKINH, O3HOO, CENTUYECKUHU  IIOK,
aJNIepruuecKue peakuuu
Jlabopamopnvie u | lloBplleHHEe a30Ta  MOYEBHMHBI  KpoOBH, | HacTo
UHCMpYMeHmanvHble OaHHble | TIOBBILLIEHUE AKTUBHOCTH IETOYHOM
docdarazpl B MIa3Me KPOBH, IOBBIIIICHUE
AKTUBHOCTH aMMJIa3bl, THIIONPOTENHEMUS
IloBblieHre  KpearmHuMHa B KpoBH, | Hedacro
TUIOKAJIbLIUEMUS, TUIIOHATPUEMHUS,
TUTIOTJIUKEMUS

*nopeimieHne akTuBHOCTH AJIT um ACT ormeuann qamie TMocCJIC OKOHYaHHuA Tepalnn

TUTCHUKINHOM.
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(NOCNEQCBATENEHOCTE 0003)

OmnmncaHne OTASIBbHBIX HEXKEIaTSIbHBIX PEaKIN

Peaxyuu, xapaxmepuvie 0151 anmubuomuxos
[TceBromeMOpaHO3HbBIN KOIHUT (CM. pasnen 4.4.).
Obwas remanbHocmb
B xone oO0benwHEHHOTO aHaNM3a KIWHUYECKMX AaHHBIX 13 wuccnemoBanuit 3 m 4 das3wel mo
MPUMEHEHHUIO TUTCLHUKINHA IO 3apErUCTPUPOBAHHBIM U HE3APETUCTPUPOBAHHBIM TOKA3aAHUSIM
BBISIBJICHA OOJbIIast 00IIasi JICTATBHOCTh (T.€. CMEPTh OT JIIOOBIX TMPUYUH, B TOM YHCIIe HE
CBSI3aHHBIX C JICUCHUEM) Y TAIMEHTOB C TSDKEIbIMU MHGEKIMSIMH, MOTYyYaBIINX TUTCLHUKINH.
OOmmass neTalbHOCTh y MAllMeHTOB, MOJY4YaBUIMX TUTEHUKINH, cocTaBmwia 4 % (150/3788),
npenapatsl cpaBHeHH — 3 % (110/3646), pa3HuIla OTHOCUTEIBHOTO PHCKA JIETAIHHOTO HCX0aa —
0,6 % (moepurenpHbIN wHTEpBAT (JIN): 0,1 — 1,2). [IprunHbI OBBIIIEHHUS 00MIEH JTeTaTFHOCTH
y MAalHUEHTOB, MOJYYaBIINX TUTCIMKINH, HE YCTAHOBJICHBI. B 1emoM, neTanpHble UCXOAbl ObUIH
pe3yNbTaTOM YXYJIICHUS TeUeHUS WHEGEKIHUU, OCIOKHEHUNW MH(EKIHH WM COMYTCTBYIOIIMX
3a00JI€BaHUM.

eTn
JlanHple TPUMEHEHUS TUTCLHMKINHA y JeTed oOorpaHuyeHbl ABYyMs (apMaKOKHHETHUECKUMU
WCCJICIOBAHUSIMH M OJHUM OTKPBITBIM KJIMHUYECKHUM HCCIIEJOBAHMEM Ha HEOONBIIONW TpyIe
neted. HOBBIX UM HEOXKUJAHHBIX JAHHBIX 1O O€30MACHOCTU Ipernapara B 3TUX HCCIIEIOBAHUIX
He OBUIO BBISIBIICHO.
B oTkpbITOM (hapMaKOKMHETHYECKOM HCCIEOBAaHUU C OJHOKPATHOM JcKanaluend J03bl
0€30IMaCHOCTh TUTELMKIIMHA UCCIIENOBAIACH HA 25 MalMeHTax AeTCKoro Bo3pacta (ot 8 1o 16 ner),
KOTOpbIE HEJIABHO NepeHecan nHpeknnonHoe 3adonepanue. [Ipoduip HexenaTenbHbIX peaKkui
y JIeTeH ObLI B IIEJIOM CXOX C TAKOBBIM Y B3POCJIBIX.
BbezomacHocTh TUTeIUKIIMHA ObLIIa TAKXKE HCCIEA0BaHa Ha 58 malnmenTax AeTCKOro Bo3pacra (8 —
11 ner) c oOCHOXKHEHHBIMH HWH(MEKIMSIMH KOXM U MITKuX TkaHed (15 marueHTos),
OCJIO’)KHEHHBIMH HHTpPaaOdJOMUHAIBHBIMU HHMEKIUsIMH (24 manueHTa) Wid BHEOOJIbHUYHOMN
nHeBMoHMeH (19 manuenToB). [Ipoduiib HexenareapHBIX peakuuil y 3TUX 58 MalueHTOB ObLI
TaKUM JK€, KaK M Yy B3pOCIBIX, 32 HCKJIIOYeHHEeM TOMHOTHI (48,3 %), pBoTHl (46,6 %) u
MOBBILICHUS YPOBHS JIMMAa3bl B T1a3mMe KpoBH (6,9 %), KOTOpble OTMEUaINCh y JAeTel yaiie, 4emM
Y B3POCIIBIX.

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKITNAX

BaxxHo coo01maTth 0 mo03peBacMbIX HEXKENATEIbHBIX PEAKIMIX MMOCIe PETUCTPAIMU Ipernapara
C Uenblo oOecrmeyeHHs HENpPephIBHOTO MOHMTOPUHIA COOTHOLICHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOI'0 npemnapara. MeIuIuHCKUM pabOTHUKAM PEKOMEHIYeTCs cooOIIaTh O JIFOOBIX

MOoAO03pE€BACMBIX HEKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIPEriapara 4€pe3 HAIlMOHAJIbHBIC
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HKOHOMHUYECKOI'0 COI03a.

Poccniickas ®@enepanus.

®denepanbHas ciayx0a 1o Ha30py B cdepe 3ApaBOOXpaHCHHUS.

Anpec: 109012, . MockBa, CnaBgHcKas miomasis, 1. 4, ctp. 1.

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

OnekrponHas mouta: pharm@roszdravnadzor.gov.ru.

Caiir: https://www.roszdravnadzor.gov.ru/.

4.9. [lepeno3upoBka

He onmcana.

CuMITOMBI

BHyTpuBeHHOE BBeJleHHE TUTCLMKIMHA 3J0pPOBBIM A00poBonblaM B go3e 300 mr mpu 60-
MUHYTHOH MPOJODKUTENBHOCTH BBEACHUS MTPUBOIUIIO K YUAIICHUIO TOIIHOTHI U PBOTHI.
Jleuenue

['emonnanu3 He oOecrieunBaeT yJaleHUs] TUTCIIMKINHA.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHUYeCKHE CBOMCTBA

®dapMakoTepaneBTUYECKas TpyMmna: aHTHUOAKTEpUaNbHBIE MpenapaThl CUCTEMHOTO JEHCTBUS;
TETPAIUKIIUHBI.

Koxn ATX: JO1AA12

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie Sd)(beKTH

AHTUOMOTHK THUTCLMKIMH IMPUHAIJISKUT K KJIAcCy IIIMLMILUKIMHOB, CTPYKTYPHO CXOJHOMY C
TeTpakanHamMy. VHruOupyer TpaHcnmsmuio Oenmka y Oaktepuii 3a cuer cBsizpBanus ¢ 30S-
cyObenuHuIer pubocoMbl U OJIOKMPOBaHUS POHUKHOBEHUS MoJieKys1 amuHoauni-TPHK na A-caift
prOOCOMBI, YTO MPENSATCTBYET BKIIIOYEHUIO aMUHOKHCIOTHBIX OCTaTKOB B PACTyILME MENTHIHbIE
LETIH.

Cunraercs, yTO TUTEUUKIMH 00JajaeT OakTeprocTaTH4ecKuMHu cBoiicTBamu. [Ipu 4-kpaTHOi
MUHUMaNbHON nojasisitomield koneHnTpauuu (MIIK) tTurenukinuHa HaGm01aI0Ch YMEHbILIEHUE
Ha J[Ba MOPsIIKa Yrcia KoioHuid Enterococcus spp., Staphylococcus aureus u Escherichia coli.

MexaHu3M pa3sBUTHUS PE3UCTCHTHOCTHU

TUrenuKIMH  MOXXET  IPEoAOJeBaTb  JBa  OCHOBHBIX  MEXaHHW3Ma  PE3UCTEHTHOCTHU
MUKpPOOPTraHW3MOB, HAOIIOAAEMbIX B OTHOIIEHUU TETPAIMKINHOB: PHOOCOMANbHYIO 3aIUTy U
aKTUBHOE BbIBeJicHME. ONHAKO B HEJABHUX HUCCIEIOBAHMAX PE3UCTEHTHOCTh K TUTCLMKIMHY
Obuta OOHapy’KeHa Y PHTEpPOOAKTEepPH U APYruX MUKPOOPIaHMW3MOB, BbI3BaHHas 3¢ diaokcom u

MYTalUsIMH B pUOOCOMHOM O€JIKe.
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Bbuta mpoieMoHCTpUpOBaHa TIEpeKpecTHAs pe3 CTeHTﬁé%Mg§$‘ﬁdTé—%5};ﬁ Lﬁ}rloﬂrh'lénnH

pE3MCTEHTHBIMH H30JIAITaMU B Tpynme Enterobacteriaceae, omocpenoBanHas 3()(IFOKCHBIMU
HacocaMmu, 00eCreunBalONIMMU MHOKECTBEHHYIO JICKQPCTBEHHYIO YCTOHYMBOCTb. OTCYTCTBYET
HepeKpecTHass PE3UCTEHTHOCTh, 0OOCHOBAHHASI MUIIICHBIO JCHCTBHSI, MEXIY THICIHKINHOM U
OOJIBITUHCTBOM KJIACCOB aHTHOMOTHKOB.

THUrenuKINH MOABEPTraeTCsl BO3CHCTBUIO XPOMOCOMAIBHBIX () (IIOKCHBIX HacocoB Proteeae u
Pseudomonas aeruginosa. B 1esnom, MUKpoOpraHu3Mbl, IpUHAAICKaIIME K rpymnmne Proteeae
(Proteus spp., Providencia spp. u Morganella spp.), MeHee 4yBCTBUTEIIBHBI K TUTEHUKINHY, Y€M
npyrue mpencraButenn Enterobacteriaceae. IlonmkeHHass 4yBCTBUTEIBHOCTD MPECTABUTEICH
o0enx Tpynmnm K TUTEUUKIMHY OOYCIIOBIIEHA CBEPXAIKCIpEcCHeld TeHa Hecneuu(uIHoro
akTuBHOTO BhIBeZeHUs AcrAB. Omnumcana MOHWXEHHas YyBCTBUTEIBHOCTh K THUTCHHUKIMHY U
Acinetobacter baumannii.

In vitro uyecmeumenvrocms 6axmepuii Kk mueeyurkaumny

Bribepute TONBKO OJHY METOMOJIOTHIO OIPENESIICHUS] YyBCTBUTEIBHOCTH K AHTUMHKPOOHBIM
npenapatam (EBporeickuii KOMUTET MO ONpPENENIeHUI0 YyBCTBUTEIBHOCTH K aHTHMUKPOOHBIM
npenapatam (EUCAST) unu cnpaBounyto unpopmaiuio FDA, cOOTBETCTBYIOIIYIO JIOKATIbHBIM
TpeboBaHusIM. HCTUTYT KIMHUYeCKUX U JaboparopHbix cranfaptoB (CLSI) ne omyOnukoBan
KPUTEPHUH YyBCTBUTEILHOCTH K TUTCIUKIINHY ).

[Tpu npoBeneHun TUCKO-TU(PPY3MOHHOTO METOJIAa MCIIONB3YIOTCS TUCKH, MPONUTAHHBIE 15 MKT
TUTCIUKIIHHA.

Cnpasounas uncopmayus EUCAST (0na cmpan, ucnoavsyviowux EUCAST)

[ToporoBeie 3HaueHUs A MUHUMaIbHOW momasisroniel konuentpanuu (MIIK) u nuamerpa
30HBI TIOJIABJICHUSI POCTA, YCTAHOBJICHHbIE EBPONENCKMM KOMHTETOM MO OIPEAECICHUIO

YyBCTBUTEIBHOCTH K aHTUMUKPOOHBIM npeniapatam (EUCAST), cienyromue.

Ta6auua 1. IToporossie 3nauenuss EUCAST

Mukpoopranuszm MIIK (mr/i) JnameTp 30HBI

MOJIaBJIEHUS pocTa (MM)

<Y (YyscrBuTeabHbIC) | =Y (UyBcTBHTEIbHBIEC)/

>P (Pe3ucTeHTHBIE) <P (Pe3ucTeHTHbBIE)
Enterobacterales (Enterobacteriaceae): <0,5/>0,5 >18/<180
Escherichia coli u Citrobacter koseri: ()
Staphylococcus spp. <0,5/>0,5 >19/<19
Enterococcus faecalis <0,25/>0,25 >20/<20
Enterococcus faecium <0,25/>0,25 >22/<22

12
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Streptococcus rpymm A, B, Cu G < 0,125 /G35 OB TENER o TR {907

Ioporossie 3Hauennss PK/DJ (He Bugocnenupuyeckue)

<0,5/>0,5

(M Ins mpyrux sHTepoGaKTepuii aKTHBHOCTh THTEIMKINHA BapbUPYeTCs OT HENOCTATOYHOH B OTHOIIEHHH
Proteus spp., Morganella morganii u Providencia spp. k BapuabenbHO# y APYTHUX BUIOB.

® IMoporosble 3HaueHHs JMAMETPa 30HBI MOJABIEHHS POCTA yCTAHOBJIEHBI Todbko aus E. coli. dma C. Koseri
UCTIONB3YIOT MeTo] onpeneneHust MITK.

OK — hapmakokuHeTHKA.

/] — hapmMakogUHAMHKA.

Nmerotes kiMHUYeckue NaHHbe 00 3()()EeKTHBHOCTH TUTEUUKIMHA B OTHOLICHUM aHAdPOOHBIX
OaKkTepuil MpyU NOJMMHUKPOOHBIX MHTPAaa0l0MUHAIBHBIX HHPEKIMSX, OAHAKO KOPPEISILU MEXITY
snaueHussmMu MIIK, nanabiMu OK/DJ] u KIMHUYECKMM HCXOAOM He Oblila BBISABICHA. Takum
00pa3oMm, TOPOroBbI€ 3HAUEHUS AJIsl ONPEEIICHUS UyBCTBUTEIBHOCTH HE YCTAHOBJIECHBI.

Jnana3oHbl KOHTpOJS KauyecTBa i omnpeneneHus yyBctBurenbHoctn EUCAST npuBeneHs B

cienyroliel Tabmure.

Tadauuna 2. lonmycTuMble IUANA30HbI KOHTPOJISI Ka4eCTBA ISl ONpee/IeHUust
yyBcTBUTEAbHOCTH (EUCAST)
Mukpoopranusm MIIK nuana3zon Jnamerp 30HBI
(mr/m) MOAABJICHUS 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 49619 0,016 - 0,125 24— 30

ATCC = AMEpUKAHCKasi KOJUICKIIHs THIIOBBIX KyJIbTyP

Cnpasounas undopmayus FDA (mpebosanue FDA CIIA 0as uncmpyKuuu no MeoOuyuncKomy

NPpUMEHEHUIO npenapama, 3apecucmpupoeannozo 6 CMA)

JIsst ToTyYeHns] KOHKPETHOW MH(OPMAIMU O KPUTEPHUSIX MHTEPIPETALUH YyBCTBHUTEILHOCTH H
CBSI3aHHBIX C HUMH METOJOB TECTHPOBAHUS WM CTaHIAPTOB KOHTPOJS Ka4yecTBa, MPU3HAHHBIX
FDA ms atoro npenapara, cm.: https://www.fda.gov/STIC.

s yno6erBa nmoporosbie 3HaueHuss FDA yka3aHbl B TaOIuIe HUXKE.

Ta6auua 3. [loporossie 3Hauenusi FDA
MuHuMalIbHBIE Jucko-nuddy3noHHbIN
HOJaBJISIOIIHE METOJ
KOHLIEHTpALUU (InameTp 30HBI B MM)
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AR EOOBATENSHOC TS 0003)

Muxkpoopranusm q Y P q v P

Staphylococcus aureus (Bximrovast | < 0,5° - - >19 - -

MCTUIHUJINIMH-PE3UCTCHTHEBIC I_HTaMMBI)

Streptococcus spp. OTIIUYHBIC or | <0,25% - - >19 - -

S. pneumoniae

Streptococcus pneumoniae <0,06* - - >19 - -

Enterococcus faecalis (Bromrovast | <0,25? - - >19 - -

YYBCTBUTCJIIbHBIC K BAHKOMUIIUHY H_ITaMMBI)

Enterobacteriaceae’ <2 4 >8 >19 | 15-18| <14
Haemophilus influenzae <0,25% - - >19 - -
AHa’poOBI® <4 8 > 16 - - -

U = YyscTBUTENbHBIE; Y = YMEPEHHO-PE3UCTEHTHEIE; P = Pe3ucteHTHbIE

st nucko-audGy3HOHHOTO METO/Ia HCIIOIB3YIOTCSI OyMaKHBIC TUCKH, POMMTAHHBIC 15 MKT TUTCIIUKINHA
 Texyliee OTCYTCTBUE PE3UCTEHTHBIX IITAMMOB HE TO3BOJISIET HHTEPIPETHPOBATh KaKue-IM0O0 pe3yabTaThl, KpOME
kak  «YysctButenbHbie». Iltammbr, paromme  pedynbratel  MIIK,  ykaspiBaiolmge Ha  KaTErOpPHUIO
«He4yBCTBUTENBHBIEY, TOIDKHBI OBITH OTIIPABICHBI B pedepeHC-1ab0paTopHIo sl JaabHEHIIIEr0 TECTUPOBAHHUS.

® OTMeueHa CHIKEHHAs AaKTHBHOCTh THMTENMKIMHA in Vitro mporus Morganella spp., Proteus spp. u
Providencia spp.

® Pa3zBesneHue B arape

CootHonrenue OK/D /]

OrpaHuYcHHBIC JIlaHHBIC Ha JKUBOTHBIX YKAa3bIBAIOT HA TO, YTO IUIOMAAb IO KpPHUBOMH
«xoumeHtpamus — BpeMs» (AUC)/MIIK sBnsieTcst papMakoIMHAMUYECKIM TTOKa3aTelIeM, JIyIe
BCEro CBSI3aHHBIM ¢ McX0a0M. DapMakoIMHAMUYECKHE UCCIIETOBAHMS Ha JIIOJIAX YKa3bIBAlOT Ha
B3anMocBsa3b  Mexay AUC/MIIK u  kiInHMYeCKOd, a Takke MHKPOOMOIOTHYECKON
3¢ (HEeKTUBHOCTBIO.

TureuukiinH noka3an cBoO 3((EKTHUBHOCTh JUIsSl JIEUYEHUS WHTPaaOAOMUHAIbHBIX HMHQEKLHUH,
BBI3BAHHBIX  AHA’POOHBIMM  OaKTEpPUSIMU,  HE3ABUCHMO or  mokazarenern  MIIK,
dbapmMakoKMHETHUECKUX/(hapMaKOJUHAMUYECKIX TapaMeTpoB. B CBS3M C BBIIIECKA3aHHBIM
koHTposbHbIe 3HaueHus: MIIK He mpencraBiensl. CrneayeT OTMETHTh IMpokuil quamazon MITK
TUTEIUMKIMHA JUII MUKPOOPTraHM3MOB, PHUHAIISKAIINX K pogam Bacteroides u Clostridium, B
psize cilydaeB MPEBBIMIAIOIINE 2 MT/J.

NmMetoTcs nuiie OrpaHUYEHHBbIC JAHHBIE O KIMHUYECKOH 3(PQPEKTUBHOCTH TUTEHMKIMHA TPU
HTEPOKOKKOBBIX MH(EKIusAX. TeM He MeHee, MOKa3aHa MOJOKUTENIbHAs Peaklus Ha JICYCHUE

TUTELMKJIMHOM MOJIUMHUKPOOHBIX MHTPaaOJOMUHAIBHBIX HHPEKIUH.
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COOTBETCTBYET SKCTNEPTHOMY OTHETY

ot 05.02.2025 N= 2591

UyBCTBUTEILHOCT (NOCNEQCBATENEHOCTE 0003)

PacripocTpaHeHHOCTh MPUOOPETEHHON PE3UCTEHTHOCTH Y OTACIBHBIX BUIOB OaKTEPHIl MOXKET

BapbUpPOBATHh B 3aBUCHUMOCTHU OT BPCMCHU U reorpaqmquKoro ITOJIOKCHHUA.

Mukpoopranusm

OO0BLIYHO YYBCTBUTEJIAbHbIE BUIbI

I'pamMriosioxkuTeILHBIE A3DO0BI

Enterococcus spp.{ (BkJIto4ast pe3UCTEHTHBIC K BAHKOMUIIMHY IIITAMMBI )
Listeria monocytogenes

Staphylococcus aureus™® (Bkiro4ast pe3UCTEHTHbBIC K METUIUIUTMHY [ITAMMBI)
Staphylococcus epidermidis (Bkirouasi pe3uCTCHTHBIC K METULIMJUTHHY IIITAMMBbI)
Staphylococcus heamolyticus

Streptococcus agalactiae*

Streptococcus pyogenes™

Streptococcus pneumoniaet

I'pynma Streptococci viridanst

I'paMoTpuIIaTEeILHEIC 33D06LI

Aeromonas hydrophila
Citrobacter freundii*
Citrobacter koseri
Escherichia coli*

Haemophilus influenzae*

Legionella pneumophila*
Moraxella catarrhalis*
Neisseria gonorrhoeae
Neisseria meningitidis

Pasteurella multocida

AHa’po0bI
Clostridioides difficile

Clostridium perfringens*
Peptostreptococcus spp.t
Porphyromonas spp.

Prevotella spp.

Jpyrue MUKpOOPraHU3MbI

15
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Chlamydia pneumoniae

Mycobacterium abscessus
Mycobacterium chelonae
Mycobacterium fortuitum

Mycoplasma pneumoniae

Bujabl ¢ mOTEeHIHATIOM Pa3sBuUTUA l'lpHOﬁpeTeHHOi/i PE3UCTEHTHOCTH

I'pamMoTpHIIaTEILHEIC 33D06BI

Acinetobacter baumannii
Enterobacter cloacae”
Klebsiella aerogenes
Klebsiella oxytoca*

Klebsiella pneumoniae”
Morganella morganii
Salmonella spp.

Serratia marcescens

Shigella spp.
Stenotrophomonas maltophilia

AHa’p00ObI
I'pynma Bacteroides fragilist

Parabacteroides distasonis

Muxkpoopranusmsl, 00/1a5a01He NPUPOAHON Pe3UCTEHTHOCTHIO

I'pamoTpHuIIaTEIBHBIE a3POOBI

Providencia spp.
Proteus spp.

Pseudomonas aeruginosa

*  0003HaYaeT BUAbI, B OTHOHICHUHM KOTOPLIX CYUHHUTACTCA, YTO AKTUBHOCTH ObLIa YAOBJICTBOPUTCIILHO
MNpoACMOHCTPUPOBAHA B KIIMHUYCCKUX UCCIICJOBAHUMAX.

T B KIIMHUYECKHUX HCCIICOOBAHUIX 6]:.1.]'[21 IMPOACMOHCTPUPOBAHA AKTUBHOCTH B OTHOIICHWU YYBCTBUTCIBHOI'O K
BaHKOMUIIUHY EnterOCOCCUS faecalis; YYBCTBUTCIIbHBIX K MNCHUIWIIMHY TTHCBMOKOKKOB, CpEIU 3CIICHAUINX
CTPENTOKOKKOB JUIst Tpymmbl Streptococcus anginosus (Bxmouast S. anginosus, S. intermedius u S. constellatus);
cpenu Peptostreptococcus spp. aist P. micros; cpeau Bacteroides spp. mis B. fragilis, B. thetaiotaomicron,

B. uniformis, B. ovatus u B. vulgatus.

5.2. DapmakoKHMHeTHYECKHE CBOMCTBA

AGcopbuus

[TockonbKy TUTEMKINH BBOJSAT BHYTPUBEHHO, OH Xapaktepusyetcs 100 % 61oa0CTyTHOCTBIO.
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COOTBETCTBYET 3K
ot 05.02.2025 N= 2591

(NOCNEQCBATENEHOCTE 0003)

Pacnopenenenue

CMEPTHOMY OTYETY

[Mpu konmentpanusax ot 0,1 1o 1,0 MKI/MJI CBSI3bIBAaHKME TUTCIMKIIMHA ¢ OEJIKaMU TuIa3Mbl iN Vitro
BappupyeT npubmmurenbHo oT 71 % 10 89 %. B (dapmMakOKMHETHYECKUX HMCCICIOBAHHUAX Y
YKUBOTHBIX U JIIOJIEH TOKA3aHO, YTO TUTEUKIMH OBICTPO PACIIPEEIIIETCS B TKAHSX.

B opranusme uenoBeka paBHOBECHBIN 00bEM paclpeneneHuss TUrenukinHa coctaBui ot 500 1o
700 1 (7 — 9 n/kr), 9TO MOATBEPHKIAET IKCTCHCUBHOE PACIIPE/ICIICHUE TUTSIHKIIMHA 32 TTpeIesiaMu
MJ1a3Mbl U HAKOTIJIEHUE €T0 B TKaHSIX.

JlanHble O CHOCOOHOCTH TWTEIMKIMHA MPOHUKATH dYepe3 TeMaTodHiedanuueckuil O6aprep B
OpraHu3Me YeloBeKa OTCYTCTBYIOT.

PaBHOBecHass makcumanibHasgs KOHUEHTpAUs (Cssmax) TUTELMKIMHA B IJ1a3ME€ KPOBU COCTaBHIIA
866+233 ur/mia npu 30-MUHYTHBIX HHPY3UAX 1 634+97 Hr/Ma npu 60-MUHYTHBIX HHPY3HSIX.
[Tnomans mox kpuBoi «koHIeHTpanusi-BpeMs» (AUC)o-124 coctaBuina 2349+850 Hrewac/mi.

BI/IOTDaHC(bODMaHI/IH

B cpeanem menee 20 % TurenukiavHa nojBepraercs Merabosin3mMy. OCHOBHBIM BEIIECTBOM,
oOHapy>KEHHBIM B MOYE M Kajie, OblJI HEM3MEHEHHBIH THTEIMKIIMH, OJJHAKO ObUTH OOHApPYKEHBI
TaK)Ke TIIOKYPOHU, N-alleTHIIbHBII METa0OIUT U SITUMEDP TUTECLIUKIINHA.

TUreuukIvH He TOJABIsIeT MeTadoNM3M, OINOCPEIOBAHHBIA  CICAYIOUIUMHU  IIECTHIO
uzodpepmentramu ruroxpoma P450 (CYP): 1A2, 2C8, 2C9, 2C19, 2D6 u 3A4.

Turenukaun He nokaseiBan HAJI®-3aBucumocts B mogasiaenun CYP2C9, CYP2C19, CYP2D6
u CYP3A, u3 dYero MOXHO 3aKIIOYUTh OTCYTCTBHE HEOOPaTUMOr0 HWHTHOUTOpa ATHX
U30(epMEHTOB.

DJIMMUHALIHS

OtMmeueno, uro 59 % HazHaueHHOUN 103bI BBIBOAUTCS 4Yepe3 KUIICUHUK (TIPH ATOM OOJbIIas
4aCcTh HEM3MEHEHHOT'0 TUICIIMKIIMHA [TOCTYIIAET B JKeNub), a 33 % BBIBOJUTCS IIOYKAMHU.
JlononHuTENbHBIE IIYTH BBIBEIECHUS — DIIOKYPOHUAAIMS W DKCKpPELUs HEU3MEHEHHOIO
TUTCLIUKJIMHA TOYKAMH.

OOumii KJIMpeHC THUrelUKINHA T0CiIe BHYTPUBEHHOM WHQYy3uu cocraBiser 24 n/yac. Ha
HOYEYHBIH KIMPEHC NpUXOAuTca npubiausurensHo 13 % oT obuiero kiaupeHca. THUreHMKINH
XapaKTEpU3yeTCs MOJIMIKCIIOHEHINAIBHBIM BBIBEIEHUEM U3 ChIBOPOTKH, CPEIHNUN TEPMUHAIIBHBIN
NEpUOJT TIOJTYBBIBEIEHUS U3 CHIBOPOTKH IOCIIE Ha3HAuY€HHs MMOBTOPHBIX 7103 COCTaBIseT 42 yaca,
OJTHAKO HAOJIOAI0TCS 3HAYUTENbHbIE WHANBUYaIbHbBIE Pa3IUYMsL.

B wuccnemoBanusx N VItr0 ¢ HCIOJIb30BaHMEM KJICTOYHOM JIMHMM C THUICPIPOIYKIUCH
P-rnukonporenHa ObUIO YCTAHOBIIEHO, YTO THUTCLMKIINH SBIIsIETCs cyOcTparoM P-rimkonporenHa.
Bo03MOXkHBIN BKJIAJ] TPAHCIIOPTA, ONMIOCPEIOBAHHOTO P-rIMKONpOTENHOM, B AEMCTBUE TUTELIMKIMHA

HCU3BCCTCH.
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(NOCNEQCBATENEHOCTE 0003)

IToueunast HeTOCTATOYHOCTE

Y manueHToB C TOYEYHOW HENOCTaTOYHOCThIO (KIMpeHC KpeatnuHuHa <30 MII/MUH)
(dapMaKOKMHETHYECKUN MPOQUIIL OJHOKPATHON J103bI TUTCUKINHA HE U3MCHSIIICS, B TOM YUCIIC
1 Ha ¢oHE TemMoIuanu3a. Y MalueHTOB ¢ TsHKeJIoH movyeuHor HemoctatouHocThio AUC Oblia Ha
30 % Oomnblile, 4eM y MAMEHTOB ¢ HOPMAIbHON OYEUHOM (PYHKIIHEH.

Ileuenounas HEAOCTATOYHOCTD

VY NanueHToB ¢ JETKUMHU HapyIIeHUSMH (YHKIUU MEYeHU (PapMaKOKMHETHYECKUH Mpopuiib
OJIHOKPAaTHOM J103bl TUTELUUKINHA HEe u3MeHseTcss. OHaKO y MalUeHTOB CO CPETHETSHKEIBIMUA U
TSOKETBIMU HapymeHusMu GyHknuu nedenn (kiaacc B m C mo knaccudukanuu Yaitna-I1p10)
o0UIMil KIMpEeHC TUreuukiauHa Obul cHUXEeH Ha 25 % u 55 %, a mepuoj MoayBBIBEICHUS
yBemmueH Ha 23 % u 43 % COOTBETCTBEHHO.

JInna mo)XMjaoro Bo3pacra

PapMaKOKMHETHKA TUTCLUKINHA Y MOXKWIbIX, B IIEJIOM, HE OTIMYAIaCh OT APYTUX BO3PACTHBIX
TPYIIIL.

Ilon

KinHuueckn 3HauMMble pa3ivuds KIMPEHCA THUTECUMKIMHA y MYXYUH U OKCHIIMH He
YCTaHOBJICHBI.

Paca

Kinupenc TurenukianHa He 3aBUCHUT OT PACHI.

Macca tena

Kinupenc, B ToM ymucie HopMann3oBaHHbIM 10 Macce Tena, 1 AUC 3aMeTHO He pa3iudyaliuch y
MAaIlMEeHTOB C Pa3HON Maccol Tena, B TOM YMCIIe MpeBblmatonei 125 kr. ¥V manueHToB ¢ Maccoi
tena 6omnee 125 kr Benmmunna AUC Obina Ha 25 % Huxe. J[aHHBIE O MalMEHTaxX ¢ Maccou Tena
6onee 140 Kr OTCYTCTBYIOT.

5.3. lanHble TOKJIUHUYECKOH 0e30MacCHOCTH

B JIOKIMHMYECKHMX HCCIEIOBAHMAX 0e30macHOCTH “*C-MedeHbIi TUIeNUKINH TIPOHUKAI depes
MJIAleHTy ¥ OOHapyXXKMBAJICA B TKAaHSAX IUIOAA, B TOM YHCIIE B KOCTHOM TKaHU. Y KpBIC U
KPOJIMKOB HAOI01a0Ch HEOONBIIOe CHUKEHHE MACChl TJI0JA W TMOBBIIICHUE YAaCTOTHI MajbIX
AHOMAaUI Pa3BUTHUS CKeJeTa (3a/epikKa occu(UKAIMKU KOCTEeH) MPpHU Ha3HAUYEHUU TUTCLHKINHA
MIPU DKCIIO3UIIMH, TPEBHIIIABIICH SKCMO3UIMIO Y Y€JIOBEKa MPU MPUMEHEHUU CYTOYHOM 03Bl
npernapata B 4,7 u 1,1 pa3, ocHoBbiBasch Ha skcrno3unuu (AUC) y Kpeic M KPOJUKOB

cooTBeTcTBEHHO. He 0OHapy keHO TepaToreHHoro 3¢ ¢peKra TUTeUUKINHA Y KPBIC I KPOJIUKOB.

6. PAPMALIEBTUYECKUE CBOMCTBA
6.1. IlepeueHb BCIOMOraTe/IbHbIX BelIECTB

JIakT03BI MOHOT napar
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Hatpust ruapokcuga pactsop 1| M umm xjo CTOBOL{&)‘E)I,:Z;H%% » J‘TJT%FEEE;]%‘OE:' JVE (nnﬂ

koppekunu pH)

6.2. HecoBMeCTUMOCTH

JlaHHbIil JIeKapCTBEHHBINH IpenapaT He CcJeAyeT CMEIIMBaTh C APYTMMHU JIEKAPCTBEHHBIMU
npernapaTamu, 3a UCKIIOYEHHUEM YIOMSHYTHIX B pazjaene 6.6.

I[Ipu npumenennn uyepe3 T-oOpasHbli KareTep mnpenapaT TUTCHUKIMH HECOBMECTHM C
amdorepuriuaom B, amdotepuiimaom B numnocomanbHBIM, Iua3eaMoOM, 330MENpPa3ojioM U
OMETIPa30JIOM.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

HeBckpbIThlil hakoH

3 rona.

IIpuroToBIIEHHBII PaCcTBOP

Ilocne soccmanosnenus

I'otoBBIN pacTBOp mnpenapara TUreHUKINH MOKET XPaHUTBCSA IPU KOMHATHOM TeMIeparype
(e Boime 25 °C) He Gosniee 24 yacoB (rOTOBBII pacTBOp — BO (JIaKOHE 10 6 4acOB, OCTaBIIIEECs
BpeMs — B BHJIC Pa3BEJICHHOI0 KOHEYHOr0 pacTtBopa). B ciyuae, ecnu Temmepatypa XpaHeHUs
BbIe 25 °C, roTOBBIN pacTBOP clIeAyeT UCIONb30BaTh HEMEIJIEHHO.

Ilocne pasbasnenus

Cpa3y nocnie pa30aBiieHHsI TOTOBOTO pacTBopa ¢ nomoinbio 0,9 % pactBopa HaTpusi XJIopuaa
wii 5 % pacTBOpa JEKCTPO3bl Ul UHBEKIHMH KOHEYHBIM pacTBOp A MH(Y3UH MOXKET
XPaHUTBCS B XOJIOAWIBHUKE TpH Temneparype ot 2 10 8 °C He 6oiee 48 yacos.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH IPH XPAHEHUHU

XpaHuThb 1pu Temieparype He Boiie 25 °C.

VYciioBUsL XpaHEHHs TIOCJIE€ BOCCTAHOBJICHUS M pa30aBlIeHMs JIEKApCTBEHHOIO Ipernapara CM. B
paznene 6.3.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

[To 50 Mr TurenukiInHa BO (pakoHBI U3 OECLIBETHOIO CTEKJAa 1-TO THIPOIMTHYECKOTO Kiacca
BMECTUMOCTBIO 10 Mi1 mitn 15 Mi1, repMEeTUYHO YKYHOPEHHbIE TPOOKaMH PE3MHOBBIMU Ha OCHOBE
OyTwikaydyka, Wi OpoMOyTHIIKaydyKa, oOOXaTble aJIOMUHUEBBIMU KOJMAYKaMH, WIN
KOJITTAYKaMH aJTFOMHHHEBBIMA KOMOWHHUPOBAHHBIMH, WJIM KOMOMHUPOBAHHBIMH KOJITIAYKaMHU U3
AIIOMHUHHUS U [JIACTMACCHI.

Ha xaxnplif yiakoH HAaKJIECHBAIOT 3TUKETKY M3 OyMmaru IJisi BHICOKOXYI0’KECTBEHHBIX M3JaHUN
WJIM CaMOKJIESIIIYIOCS ITUKETKY.

[To 1 ¢pnakoHy BMECTe ¢ JIMCTKOM-BKJIJIbIIIIEM TIOMEMIAIOT B MMaYKy U3 KapTOHA.

[lo 5 (nakoHOB TOMEHMIAIOT B KOHTYPHYIO SYEHKOBYIO YHNAaKOBKY W3  IJICHKH
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HOHHBHHHHXHOpHI{HOﬁ.

CMEPTHOMY OTYETY

ITo 1, 2 KOHTypHBIE AYEHKOBBIE YIIAKOBKH BMECTE C JINCTKOM-BKJIABILIIEM ITOMEIIAIOT B MAUKy
U3 KapTOHA.

YnakoBka JijId CTallMOHAPOB

[To 10 KOHTYpPHBIX SYCHKOBBIX YITAKOBOK BMECTE C JINCTKOM-BKJIAJIBIIIIEM ITOMEIIAIOT B KOPOOKY
U3 KapTOHA.

Ha xopoOKy HakjeWBalOT ATUKETKY M3 OyMaru HSTHKETOYHOW WIIM TNHCYEH, HIU STHKETKY
CaMOKJICSIIIYFOCSI.

He Bce pa3mepsl YIIakOBOK MOTYT OBITh IOCTYITHBI JUIsl PEeaTU3alliu.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHHH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 MpenapaTa Win 0TX010B, MOJYy4YeHHBIX MOCJe MPUMeHEeHHs Mpenapara, u
APyrue MAHHIYJISIIAY C TIPeNnapaTomM

HMHCTpYKIMS 10 NPUTOTOBICHUIO pACTBOPA M BBEACHUIO IIperapara

Ilpucomosnenue

[lepen npuMeHEHHEM CJENYET BOCCTAHOBUTH COJEPKUMOE Kaxaoro (rakoHa Ipenapara
Turenukime ¢ nomowso 0,9 % pactBopa HaTpusa xuopuzaa, 5 % pacTBopa IEKCTPO3bl U
MHBEKUMI WIH pacTBopa PuHrepa nakraT B KoiaudecTBe 5,3 M1 s IOJIy4YEHHS TOTOBOTO
pacTtBopa ¢ KoHUeHTparuen turenukianaa 10 mr/mn (/lpumeyanue: 5 M1 TOTOBOTO pacTBOpa
comepxar 50 Mr THTEIHMKINHA, KaXKABIH (IakoH COOep HUT M30BITOK npemnapara 6 %). dnakon
OCTOPOXHO BpAILAOT [0 MIOJIHOTO pacTBOPEHUs IIpernapara.

5 MJI TOTOBOTO PacTBOpa MEPEHOCAT BO (hIaKOH C pacTBOpPOM aisi MHPY3uid emkocthio 100 mi
(st mo3b1 100 Mr HEOOXOAMMO B3SITh TOTOBBIM pacTBOp U3 2 (UIaKOHOB, [ 10361 50 MI — U3
onHOro (rakoHa). MakcumalnbHas KOHILIEHTpAlUsi KOHEYHOIO pacTBOpa JUIsi BHYTPUBEHHOMH
uH(Y3UM HE JTOJDKHA MpeBbIaTh 1 Mr/mir.

BoccraHOBNIEHHBI pacTBOp OMKEH OBITh MPO3PAaYHBIM OT KENTOro JI0 OPaH)KEBOI'O IBETA.
Ecnu pactBop umeer Ipyroil IBET WM B HEM ONPEIEISIFOTCS BHUIMMBIE BKJIIOUEHHUS, €ro
MCIIOJIb30BaHUE HE JIOMYCKAETCA.

Beeoenue

[Tpenapat TureuukiIMH BBOAUTCS BHYTPUBEHHO Yepe3 OTAEIbHYIO MHPY3HMOHHYIO CUCTEMY HIIU
yepe3 T-oOpasubiii  karerep. Ecnum  BHYTpUBEHHBI  KareTep  HCHOJb3yeTcs s
MOCJIEI0BATEIbHOIO BBEJICHUS HECKOJBKHUX JIEKAPCTBEHHBIX IPErnapaToB, €ro HEO0OXOIUMO
OpPOMBITH Tiepen HHGY3uer mnpemapata Turenukiua ¢ momombio 0,9 % pacTBOopa HaTpus
xyopuna, 5 % pacTtBopa IEKCTpO3bl s MHBEKIMM MM pacTBopa Punrepa nakrar. Ilpu
MPOBENCHUHN UH(PY3UH CIIEAYET yUUThIBATh COBMECTUMOCTh TUT€UKIIMHA U IPYTUX MPENaparos,

BBOJIMMBIX U€pe3 OJMH KaTeTep (cM. pasaen 4.5.).
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COBMECTUMOCTh C JICKAPCTBEHHBIMH IperapataMu H '&EM&A@@MEEW g%—l%ﬂﬁ%;\)[—le%'ﬁOM

BBCJACHUU

[Ipenapar Tureuuxnun coBmectuM ¢ 0,9 % pacTtBopoM Hatpusa xjopuaa, 5 % pacTBOpOM
JIEKCTPO3bl IJI1 UHBEKUUN uiu pactBopoM Punrepa nakrat. Ilpu BBenenuu uepe3 T-oOpa3Hbiii
Karerep npenapar TurenukiuH, pactBopeHHbI B 0,9 % pacTBOpe HaTpus xyopuaa uin 5 %
pacTBOpe JMEKCTPO3bI ISl HHBEKIIHHA, COBMECTUM C aMHKAI[MHOM, HOOYTaMHUHOM, JOIAMHUHOM,
TEHTAaMULIUHOM, raJIonepuao0oMm, pacTBOpOM Punrepa JaKTar, JUJ0KAUHOM,
METOKJIONPAMUIIOM,  MOPGUHOM,  HOPIMUHEDPUHOM,  MHUNEPALUUIMHOM/Ta300aKTaMOM
(;lexapcTBeHHasi hopMa, coxaeprkaias dTwieHauamMuHTerpaanerat — 9JTA), kanus XJopuaoMm,
porogoJIoM, PAHUTUIUHOM, TEODHIUTHHOM U TOOPAMUITUTHOM.

Het oco0pIx TpeOOBaHUIl K yTHIN3AIIH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Poccuiickas @enepanus

000 «AnpTpo»

107078, r. Mockga, yi. HoBopsizanckas, a. 18, ctp. 21, atax 1, mom. 14A.
Tenedon: +7 (909) 906-28-04

OnextpoHHas noyra: r.farmakonadzor@yandex.ru

7.1. llpeacraBuTe/Ib JepaKATENsA PETHCTPALMOHHOIO Y10CTOBEPEHHUS

[Iperen3un norpedUTENEH HAIPABIATE 110 aJIPECY

Poccuiickas ®enepanus

000 «AnpTpo»

107078, r. Mocksa, yi. HoBopsizanckas, a. 18, ctp. 21, atax 1, mom. 14A.
Temedon: +7 (909) 906-28-04

DOnektponHas nouta: r.farmakonadzor@yandex.ru

8. HOMEP PETUCTPAIMOHHOI'O YOCTOBEPEHUA

9. TATA NEPBUYHOM PETUCTPALIMU (IIOATBEPXJIEHUA PETMCTPAIIUU,
INEPEPETUCTPAIIN)

[lata nmepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 05.02.2025 N= 2591

(MOCNEODBATENEHOCTE 0003)

OOmast  XxapakTepuCTHKa  JIGKAPCTBEHHOTO0  mpenapara  TUTeUUKIMH  JOCTyIHAa  Ha
UHPOPMAIIMOHHOM TIOpTaie EBpa3suilckoro SKOHOMHUYECKOTO COK3a B HWH(POPMAIMOHHO-

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