COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 18.11.2025 N2 28710

(NOCNEQCBATENEHOCTE 0003)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEITAPATA

Turenukmus, 50 mMr, TnoduUIU3aT I MPUTOTOBICHUS KOHIIEHTpATa JUIsl IPUTOTOBICHUS pacTBOpa
st uHGy3ui

2. KAYUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JleicTByIOLIEE BEIIECTBO: TUTCUKIIMH.
Kaxnpiit prakon cogepxut 50 Mr THTEIIMKIIMHA.

1 Mn pacTBopa mocie TEepBOHAYAIBLHOTO pa3BelIeHUsi pacTBopureneM cogepxkut 10 wr
TUTCLUKIIMHA.

BcrnomorarenbHbIe BElIeCTBa, HAIMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npenapara: Hatpuii (cM. pazzaen 4.4.).

ITomubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIICCTB IIPHUBCACH B Pa3aciic 6.1.

3. JJEKAPCTBEHHAS ®OPMA

Jlnodunuzar g NpUrOTOBICHHS KOHIIEHTPATa /Ui IPUTOTOBICHUS pacTBOpa A HHDY3UH.
JInodunuznpoBaHHBIN MOPOIIOK HIIA MTOPHUCTAsi Macca OPaHKEBOTO I[BETA.

BoccranoBneHHbIM pacTBOp — HpO3p8.‘lHBIfI PpacTBOP KEJITOI'O UJIN OPAHKEBOI'O IIBCTA.

4. KIIMHUYECKHUE JAHHBIE
4.1. Ioxka3aHusl K NPUMEHEHUIO

[Ipenapat TurenuKiIMH MoKa3aH K MPUMEHEHHIO Y B3POCIIBbIX U I€TEl B BO3pacTe cTaplie § JieT.

B3pocabie

e OcrnoxHeHHbIe THPEKINN KOXKH U MATKUX TKaHEH.
e OcioXHEHHbIE HHTPaabIOMUHAIbHbIE HH(EKITIH.
e BueOosnbHUYHAS THEBMOHUS.

He nmpumensiercs 11s eyeHUs] CUHAPOMAa TUAaO0ETUYECKOM CTOIbI, TOCTIUTATbHONW MHEBMOHUM MU
ITHEBMOHMH, CBSI3aHHOU C UCKYCCTBEHHON BEHTUJISILIUEH JIETKUX.

JleTu crapuire 8 jeT

e OcnoxHeHHbIe UHPEKIIUN KOXKH U MATKUX TKaHEH.
He npumeHnsieTcs Ais eueHus: CHHAPOMA TUabeTUYECKON CTOTIHI.
e OcnoxHeHHbIE HHTPAaa0JOMIUHATHHBIE HH(PEKITUH.

TUrenukiIuH TMOKa3aH K NPUMEHEHWIO B CIIyYasX, KOTJa albTepHATHBHBIC AHTUOMOTHUKH HE
MOOXOMIAT.
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4.2. Pe:xuM 103UPOBAHUS M CIIOCOD NMPUMEHEHUs

PexxuM 03upoBaHus

Bspocnvie
Havanpnas no3a i B3pocnsix coctasiger 100 mr, nanee no 50 mr uepes kaxxasie 12 yacos.
Kypc neuenus:

o Ilpu ocnoxHEHHBIX HHOEKIUSIX KOXKH U MITKUX TKaHEH, a TakkKe OCJIOKHEHHBIX
MHTPaabJOMUHAIBHBIX HHpeKuusax 5-14 qHei.
e [Ipu BHEOOTLHUYHON MTHEBMOHUY — /-14 qHEN.

HpOI[OJ'DKI/ITCJ'IBHOCTB JCUCHUA  OIIPCACIIACTCA  TSIKCCTBIO H HOK&J’IHS&HHGIZ I/IH(I)CKI_II/II/I n
KJIMHUYECKOM peaKLu/Ieﬁ IHanuMcHTa Ha JICYCHUC.

Ocobvie epynnvi nayuenmos

Hayuenmul ¢ Hapywenuem d)VHKuMM nevyeru

[TaruenTam ¢ JeTKoi U CpeHel CTENEeHbIO TSKECTH MEYCHOYHON HeI0CTaTOYHOCTH (Ki1accel A u B
o kinaccupukanmu Yanna-I1e0) He TpeOyeTcs KOppeKIus J036I.

VY nmanueHToB ¢ TsDKENOH nedyeHouyHoW HexocraToyHocThio (Kimace C mo kinaccudukauuu Yaiina-
[1pt0) cnenyer cHu3uTh 103y npenapara Ha 50 %. HauanbHas no3a npenapara TUreMKINH JOJDKHA
coctaBisATh 100 Mr, a B mocieayroneM mnpenapar NpUMEHSoT no 25 mr kaxzasie 12 yacos. [lpu
IIPUMEHEHHH Tpernapata TUrenuKINH y MalUeHTOB C TSDKEJION IEYEHOYHOW HEIOCTaTOYHOCTBIO
HE00X0AUMO COOITI0IaTh OCTOPOXKHOCTh U KOHTPOJIMPOBATh PEAKIUIO MAlMEHTOB Ha JICYEHHUE.

Hauueﬂmbl C Hapyuiernuem d)VHKLlLlLl no4ex

HaIII/ICHTaM C IIOYEYHOU HEOAOCTAaTOYHOCTBIO U IMTalTUCHTaAM, HaXOJAIIIMMCA Ha IreMOauaJin3€, HE
TpeOyeTcst KOPPEKITUS T03bI.

Hayuenmui noowcunozo sospacma

Koppexiust 10361 He TpedyeTcs.
eTH
be3zonacHocTh 1 3(pPEeKTUBHOCTH TUTELUKIIMHA Y AeTell B Bo3pacTe /10 § JIET He yCTaHOBJICHBI.

TUrenuKIMH NPUMEHAIOT y JeTed B BO3pacTe &8 JIeT W CTaplie MOociae KOHCYJIbTAuU CO
CIELUAINCTOM, O0JaNAIONIMM OIBITOM JIeYeHUs MH(EKIMOHHBIX 3a0oneBaHHi. THUTeHUMKINH He
cleyeT NPUMEHATh y JeTed B Bo3pacTe Miaame § JeT H3-3a HeJoCTaTKa JaHHbIX 00
3¢ deKTUBHOCTH M 0€30MacHOCTH Mpernapara y JaHHOM TPYIIbl, a TakkKe B BHIY HM3MEHEHUS
OKpacku 3y00B (cMm. paznen 4.4).

Jlo3a nns gereii B Bo3pacte 8-11 et coctasnsier 1,2 mr/kr kaxasie 12 qacoB. MakcuMmanbHast 103a
50 Mr THrenMKINHA KaXKaele 12 Jacos.

Jlo3a nna nereit B Bo3pacte 12-17 net cocrasnsier 50 Mr TUrenuKIMHA Kaxable 12 gacos.

BuyTpuBeHHas HHQY3Hs TUT€UUKINHA JODKHA MPpo1oipKaThes B TedeHue 30-60 MUHYT Kaxabie 12
4acoB.

Cnoco0 mpuMeHeHus

TurenukiIuH BBOAUTCS BHYTPHUBEHHO Yepe3 OTIEIbHYI0 HMH(Y3MOHHYIO CHUCTEMYy WM depe3 T-
oOpa3Hblii karerep. Ecnu BHYTpUBEHHBIN KaTeTep UCIOIB3YETCs IS TIOCIEeI0BAaTEIbHOTO BBECHUS
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HECKOJIbKUX JIEKAPCTBEHHBIX TIPENapaToB €ro HEOOXOJMMO MPOMBITH Tiepen HWHQY3uen
turenukinHa ¢ nomoibio 0,9 % pactBopa Hatpust xyopuaa, 5 % pacTtBopa IEKCTPO3bI IS
uHbeknuid. [Ipu npoBeneHnr HHPY3UU CIIEAYET YUUTHIBATH COBMECTHMOCTD TUTCIIUKIIMHA U JIPYTHX
[peraparoB, BBOJAUMBIX Yepe3 OJIuH Katerep (cM. pasnen 4.5).

WHCTpYKIIMKM 10 MPUTOTOBJICHHUIO JIEKAPCTBEHHOIO TMperapara IMepel NPUMEHEHHEM CM. B
paznene 6.6.

4.3. IIpoTuBONIOKA3aAHUSA

e ['unepyyBCTBUTEIBHOCTh K TUICLUKIMHY WM K aHTMOMOTHKAM KJ1acca TETPALMKINHOB, WIH K
J11000MY U3 BCIIOMOTraTeIbHBIX BELIECTB, [IEPEUUCIICHHBIX B pa3zene 6.1.

4.4. OcoOble ykazaHHUsl M Mepbl PEJ0CTOPOKHOCTH NPH MPUMEHEHUH

UroObl yMEHBIINTH pa3BUTHE PE3UCTEHTHOCTH U o0ecneuuTh dS(P(HEKTUBHOCTh TEparuu
HEOO0XO/JMMO UCHOJNb30BaTh Ipenapar TUrelUKIMH TOJIBKO JUIs JIedeHHs HMH(PEKIMOHHBIX
3a00JIeBaHNH, BBI3BAHHBIX MUKPOOPTaHU3MaMH, YyBCTBUTEIILHBIMHU K TIpenapary.

Jlns BbIOOpa M KOPPEKLHMM aHTUOAKTEpPHAIbHON TEpanmuH MO BO3MOXKHOCTH CIEAYeT NMPOBOAUTH
MUKPOOHOIOTUYECKYI0 HICHTU(UKAUIO BO3OYAUTENS M ONPEICNATh €r0 YyBCTBHTEIBHOCTH K
turenukinHy.  IIpemapar  TurenuMkiavH  MOXET  HCIOIB30BATBCA A OMIIMPUYECKON
aHTHOAKTepUAIbHOW MOHOTEPAIINH JI0 MOJIyYSHHSI PE3yIbTaTOB MUKPOOHOJIOTHYECKUX TECTOB.

AHTI/I6I/IOTI/IKI/I, NpuHaJJICKalle K KIACCy NNIMIUWINUKINHOB, UMCKOT CTPYKTYPHOC CXOACTBO C
AHTUOHMOTHKAMU KJj1acca TCTPAOUKIIMHOB. HpenapaT TI/IFGHI/IKJ'II/IH MOXET BBI3bIBATh
HC6HaFOHpI/I$ITHBIC pCaKknun, CXOAHBIC C He6HaI‘OHpI/IHTHLIMI/I pPCaKusIMHU Ha AHTHOMOTHKHM KJiacca
TCTPAIUKINHOB. Taxkumu p€akuusaMmu MOT'yT OBITH TOBBIIICHHAS CBCTOUYYBCTBUTCIBHOCTD,
BHYTPUYCPCIIHAA TUICPTCH3USA, MAHKPCATUT U aHTHAHAOOIIMYECKOE ):[eﬁCTBI/Ie, MNPpUBOJAAIICE K
IMOBBIIICHUIO COACPKAaHNA a30Ta MOUCBHUHBI KPOBH, a30TCMUH, allU103Yy U FI/IHO(i)OC(baTeMI/II/I.

HpI/IMCHCHI/Ie Ipemnapara TI/IFCI_II/IKJ'II/IH y IIalfMCHTOB C HU3BECTHOU MOBBIIICHHOM
YYBCTBUTCIIbHOCTBIO K AHTHOUOTHKAM TETPAOUKIIMHOBOT'O pAda MPOTHBOIIOKA3aHO.

AHadwiakTnyeckue/aHaQUIAKTOUIHBIE peaklM, B TOM YHClIe aHA(QUIAKTHUECKUH IIOK,
OTMEYAIOTCS TpPU MPUMEHEHWH NPAKTUYECKH BCEX AaHTHOAKTepUaNbHBIX CPEJACTB, BKIIOYas
npenapat TUrenHuKIuH.

[Ipenapar TurenuknvH cieyeT NPUMEHSTh C OCTOPOKHOCTBIO ITPH JICUEHHUH MTALIUEHTOB C TKEIOU
MEYEHOYHONH HEAOCTaTOYHOCThIO. [lalMeHThl, y KOTOpbIX Ha (oOHE JeYeHHs MpenapaTom
TUrenuKIMH OTMEYaloTCS M3MEHEHUS Pe3yJbTaTOB MEYEHOYHBIX TECTOB, NOJKHBI HAOIIOAATHCA
JUI CBOEBPEMEHHOT'O BBISBICHHS NMPHU3HAKOB HApyIIEHUH (YHKUUU NEUeHH (3aperucTpUpOBaHbBI
€IMHUYHBIE  CIy4au 3HAUUTEIbHBIX  HapylleHuH  (QYHKOUM TI€YeHH U IEYEHOYHOM
HEJ0CTaTOYHOCTH) M OLIEHKH COOTHOUIEHMSI MOJb3bl U PUCKA MPOJOJDKEHUS TEPANUU NPENapaToOM
TureuuxinH. HexenarenbHble peakliid MOTYT pa3BHBAThCs YK€ IOCJE TOro, Kak Tepamusi Oblia
3aBepILECHA.

O heKTHBHOCT W 0€30MAaCHOCTh TUTCIHMKINHA Y TAIMeHTOB C TOCHUTAJIBHON MMHEBMOHHUEH HE
ObLTa MMOATBEPKICHA Pe3yIbTaTaMU KIMHUYECKUX UCCIICIOBAHHA.

[TceBmoMeMOpPaHO3HBIN KOJUT Pa3IMYHON CTEMEHH TSHKECTH OTMEYAIOT NPU NMPUEME MPAKTHUECKU
BCEX AaHTUOAKTEPHAIbHBIX TpENapaToB, BKIOYas THIEIUKINH. HeoO0X0auMo y4YHUTHIBATH
BO3MOXKHOCTh TAKOTO JMArHo3a B Cliydyae BOSHMKHOBCHUS THAPEH BO BPEMsl WIIH TIOCIIC 3aBEPIICHHUS
neuenust. [lpu mnongo3peHun Ha guapero, accormupoBanHyto ¢ Clostridium difficile, wmu
MOJTBEP)KACHUHM JAHHOTO JHAarHo3a MOXeT TOTPeOOBaThCs MPEKPALICHUE HCIOIb30BaAHMUS
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AHTHOMOTHKOB, KpPOME TE€X, YTO Ha3Ha4yeHbl s JiedeHus wuHpekiuu, Ber3BanHoi Clostridium
difficile.

[Tpn HasHayeHun npenapata TUTEHUKINH MAUEHTaM C OCJIOXHEHHBIMH WHTPaadI0MHUHAIBHBIMU
MHQEKIUSAMH, BCIEACTBUE MPOOOICHHS KUIICUHUKA, UM MAIeHTaM ¢ HAUMHAIOIIHUMCS CETICHCOM
WIN CENTHYECKUM IIOKOM CJEAyeT 00s3aTeNIbHO PAacCMOTPETh IIeIeCO00pPa3sHOCTh NPUMEHEHHUS
KOMOWHUPOBAaHHON aHTHOAKTEpHAIHHOHN Teparnuu.

ITpumenenue npenapara TUreHUKIMH, KaK JIIOOOr0 Ipyroro aHTHOMOTHKA, MOXKET CIIOCOOCTBOBATH
M30BITOYHOMY POCTY HEBOCIPHUUMYHMBBIX MUKPOOPTaHW3MOB, BKJIIOUasi rpuObl. Bo Bpemst nedeHus
HAIMEHTh! JOJKHBI HAXOIUTHCS 1101 IPUCTAIbHBIM KOHTposieM. IIpu quarnoctuke cynepuH(pexkuuu
ClIelyeT IIPUHATDH HaJIC/KALIUE MEPBI.

Bnusaue xonecraza Ha (papMaKOKMHETHKY TUT€LIMKIMHA HE YCTAHOBIJIEHO. DKCKPELUs C KEIUblO
cocraBisieT npuban3uTenbHo 50 % oT oOmieil sKkckpeuuu TurenukivHa. [loaTomy manueHTsl
XOJIECTa30M JIOJDKHBI HaXOIUThCS 10/ HaOII0JeHneM Bpaya.

OnsIT IMPUMCHCHHUS TUICHUKIMHA IJId JICUHCHHA I/IH(i)eKIlI/If/'I Yy HagueHTOB C CONYTCTBYHOIIMMU
3a00/IEBAHUSMU TKEIIOr0 TEYEHHUS OI'PAaHHUYCH.

[IpumeHeHne THUTEHUKIMHA BO BpeMs pa3BUTHA 3yOOB (BTOpas TOJOBMHA OCPEMEHHOCTH,
MJIaJIEHYECTBO U JETCKHI BO3pPacT A0 8 JIET) MOXKET MPHUBECTH K MOCTOSHHOMY M3MEHEHHUIO 1IBEeTa
3y0OB (3KEJNTO-CEpOBATO-KOPUYHEBHI). DTa HEXeNnaTeIbHas peakiys sBisieTcst 0ojiee YacTol npu
JOJICOCPOYHOM ~ MPUMEHEHHHM TETPAUMKIMHOB, HO OTMEYaldach M TMOCI€ MHOTOKpPATHBIX
KpaTKOCPOYHBIX KypcOB Tepanuu. Taxke cooOuialoch O rUmorjiasuu sManu. Eciy TUrenukivs
npumensiercs Bo BpeMms Il wmu Il Tpumectpa OepeMEeHHOCTH, cCleAyeT COOOIIUTH MAlUEHTKE O
MOTEHIIMAJIBLHOM PHUCKE JUIS IJI0/1A.

ITpumenenue npenapara Turenukiusd Bo Il win Il TpumecTpax 6epeMeHHOCTH, B MJIaJIEHUECKOM U
JIETCKOM BO3pacTe 10 8 JIET MOXKET BbI3BaTh OOpaTMMOE WMHTMOMpOBaHHE pocTa KocTeill. Bce
TeTPALMKINHBI 00pa3yloT CTaOMIIbHBIA KOMIUIEKC C KajbIMeM B JI000H (QopMupyroled KOCTb
TkaHu. Ecnu turenuxnud npumenserca Bo Bpems Il mwnm III Tpumectpa OepeMeHHOCTH, clenyeT
COOOIIUTH NAIIMEHTKE O MOTEHIIUAIBHOM PUCKE VIS 10/,

HwmeroTcs cooOiieHns o pasBUTHM OCTPOTO MaHKpeaTuTa Ha (OHE NMPUMEHEHUS TUrelMKIMHA, B
HCKOTOPBIX CliydasaX C JICTAJIbHBIM HCXOJ0M. HGO6XOI[I/IMO IMPOABJIATE OCTOPOXHOCTE IIpHU
NPUMEHEHUH TUTELUKINHA Y MAallMEeHTOB C MOJO03PEHHEM Ha OCTPBIM MaHKpeaTUT (KIMHUYECKHE
CUMIITOMBI UJIM COOTBETCTBYIOIIME U3MEHEHHS JTAOOPATOPHBIX MOKa3aresei). Mi3BecTHO 0 ciaydasx
PasBUTHs OCTPOTO MAaHKpeaTuTa y MAIMeHTOB, HE MMEBIIMX (DAKTOPOB pHCKa Pa3BUTHUS JAAHHOTO
3a0oneBanus. OOBIYHO CUMIITOMBI TAHKPEATHUTA UCUE3AI0T T0CIe OTMEHBI npenapara. Heo6xoaumo
YUUTBIBaTh BO3MOXHOCTb OTMEHBI IIpenapara y NalueHTOB ¢ CAMITOMaMHU IaHKPEATHUTA.

Jlo Hauvana Tepanuu npernapatoM TUTeIUKINH, a TakKKe PETYISPHO BO BPEMs TEPAIMM CIEAYET
KOHTPOJIHMPOBATh MapaMeTpbl CUCTEMBI CBEPTHIBAaHHUS KPOBH, BKIOYas (UOPUHOTEH (CM. pas3fien
4.8). B mpOCIEeKTUBHOM aHalM3€ PE3YJbTATOB KIWHUYECKHX HCCIEIOBAaHUN OBUIO OTMEYEHO
HEKOTOpOE yBEIMUYEeHUE O0IIEH JIeTaTbHOCTH (T.€. CMEPTH OT JIFOOBIX MPUYHH) B IPYIIIE NallUEHTOB,
MOJIy4aBUIMX THUIC€HUKIMH, [0 CPABHEHUIO C TPYIIOH NAIMEHTOB, IOJYYaBIIMX IpErnaparhbl
cpaBHeHus. [loaTomy npenapar TUreMUKIMH TOHKEH TPUMEHSTHCA TOJIBKO B CIy4asiX OTCYTCTBUS
aNbTEPHATHUBHOW TE€paIUU.

CTH

JlaHHbIE O MPUMEHEHMM TUTELMKIMHA Yy JeTeil orpanuyeHbl. [losToMy mpuMeHeHHE Mpernapara
PEKOMEHIOBAaHO B TeX CHUTyallusX, KOrJa albTepPHATUBHAS aHTHUOAKTepUANbHAS TEpaIrus
HEOCTYIIHA.
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TowmHOTa U pBOTa SBJSAIOTCS CaMbIMU PACHpPOCTPAHEHHBIMU MOOOYHBIMU PEAKIUsMU y JIeTed U
nopocTkoB. Cienyer oco0oe BHUMaHKUE YJCIUTh PUCKY JCTHAPATALIUH.

bonb B oGmactu KMBOTa 4acTo BCTpevarouuiicss moOouHbl 3QQexT y aereil Takke Kak U Y
B3pocibiX. ClieayeT Yy4uThIBaTh, YTO OOJb B O0JIACTH KUBOTA MOXET OBITh CBS3aHA C PAa3BUTUEM
naHkpeaTuta. B ciydae pa3BUTHS [aHKpeaTUTa Tepanus TUTCHUKIMHOM JOJKHA OBITh
IIpeKpalleHa.

Jlo Havanma Tepanuu TUIECUUKIMHOM, a TAaKXKe PETryJsIpHO BO BpEMs TEpalnuu CIELyeT
KOHTPOJMPOBaTh (hYHKIIMOHAJIBHBIE MPOOBI NMEUEHH, MapaMeTphl CHCTEMBbI CBEPTHIBAHUS KPOBH,
reMaTOJIOTMYECKHUE IapaMeTPhl, KOHIEHTPALMIO aMUIa3bl U JIUIA3bL.

TurenukIuH HE ClIeayeT MPUMEHSTH Y JIETEH B BO3pacTe MIIaIie 8 JeT U3-3a HEeAOCTaTKa JTaHHBIX
00 3¢ dexkTrBHOCTH M OE30MACHOCTH Tpenapara y JaHHOW TPYIIbI, a TaKKe B BUIY W3MCHEHHUSI
OKpacku 3y0oB (cMm. paznen 4.2 u 4.8).

BcnomorarensHbIe BENIECTBA

Cooepotcanue Hampust

JlaHHBIH JIeKapCTBEHHBIH MpernapaT coaepKUT MeHee 1 MMoub (23 Mr) HaTpus Ha 5 MJI pacTBOpa, TO
€CTh IPAKTUYECKU HE COACPKUT HATPHSI.

4.5. B3aumopeiicTBue ¢ APYIrUMH J€KAPCTBEHHBIMH NPENapaTaMM U Ipyrue BUAbI
B3auMOAelCTBUA

Bapdapun

[Ipu comyTcTByIOIIEM NPUMEHEHUM TUTELMKIMHra W BapdapuHa (OJHOKpATHOM H03bI 25 M)
HabmroaeTcst cHUXKeHue kimpeHca R-Bapdapuna u S-Bapdapuna Ha 40 % u 23 %, 1 NoBbILIEHHE
AUC Bapdapuna Ha 68 % u 29 %, cCOOTBETCTBEHHO. MeXaHU3M TaKOro B3aUMOJCHCTBUS O
HACTOAILETO BpPEMEHM HE YCTaHOBJIEH. [lOCKOJIBKY THUTEHMKIMH MOXET yIinuHATh Kak [IB
(mpotpombOuHOBOE Bpemsi) / MHO (MexayHapoHOe HOpMaIn30BaHHOE OTHOIIeHUE), Tak 1 AUTB
(aKTHBHPOBAaHHOE YaCTUYHOE TPOMOOIUIACTMHOBOE BpeMsi), TMpH TNPHUMEHEHHH Ipenapara
TUreuMKIMH OJHOBPEMEHHO C AHTHUKOAryJIsiHTAaMM HEOOXOAMMO BHHMMATEIbHO CIEAUTH 3a
pe3yibTaTaMd  COOTBETCTBYIOIIMX  KOAryJasiMUOHHBIX mpod. Bapdapun He  u3menser
(bapMaKOKUHETUYECKUIA IPOQHIIb TUTCIIUKIINHA.

MHrnOUTOpHI MM MHAVKTOPEI H30EPMEHTOB CHCTEMEI IuToxpoma P450

TurenukiIuH HE MOABEpPraercs MeTadoJIM3My MOCPEACTBOM H30(DEPMEHTOB CHCTEMBI ITUTOXpPOMa
P450. TlosToMy oOXHAaeTCA, YTO AaKTHUBHBIE BEIIECTBA, MOAABIAIONIME WIH HWHIYLUPYIOIIUE
aKTUBHOCTH H30()EPMEHTOB CHCTEMBI IIUTOXpoma P450, He OyayT U3MEHSTh KIMPEHC TUTCIHUKINHA.
B cBow ouepenpb TUTEHUKIMH BPSJ JM OKAKET BIWSHUE HAa METAa0OJIM3M YKa3aHHBIX TPYIII
JIEKAPCTBEHHBIX COECIMHEHUM.

UccnenoBanus in vitro mokasajiy, 4TO TUTCIMKINH HE MOAABISET METAa0O0JM3M, OTIOCPEOBAHHBIN
CIIeyIOIUMU TiecThio n3odepmentamu nuroxpoma CYP: 1A2, 2C8, 2C9, 2C19, 2D6 u 3A4.

ZII/IFOKCI/IH

[Ipenapar TureuukiavH B pEKOMEHIYEMOW 103€ HE BIUAET HA CKOPOCTh U CTENEHb BCAChIBAaHUS MUJIU
KimpeHc aurokcuaa (0,5 Mr ¢ mocienyronmM Ha3HaYeHueM B cyTouHo# no3e 0,25 mr). Jlurokcun
HEe wu3MeHseT (apMAKOKMHETHYECKUUH MNpoduiib TUTEHUKINHA. [lo3TOMYy TpH TpUMEHEHUHU
npenapaTta TUTEUKIMH COBMECTHO C IUTOKCMHOM KOPPEKIHUs J03bl HE TpedyeTcs.

MHrnburopsl Wi HHAYKTOPEL P-rimmkonporenHa
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OpHOBpeMEHHOE NpPUMEHEHUE HHTUOUTOPOB P-riomkomnporenHa (Hampumep, KETOKOHA30ja WU
UKJIOCTIOPHHA) UM MHAYKTOpPOB P-riimkonporenHa (Hanpumep, pudaMOIUIMHA) MOKET MOBIHATH
Ha (papMaKOKMHETUKY THUTCLUKIINHA.

HeDODaJIBHBIG KOHTPALCIITHBEI

[lpy npuUMEeHEeHMHM AaHTUOMOTHKOB OJHOBPEMEHHO C IEPOPAIBHBIMH  KOHTpPAlENTHBAMU
3¢ (HEeKTHBHOCTH KOHTPAIIESNITHBOB MOXKET CHUXKATHCS.

Hpyrue AHTUOUOTHKH

B wucciaenoBanusx in VItr0 aHTaroHW3M MEXAY TUTCHUKIMHOM M JPYrMMH aHTUOMOTHUKAMH,
MPUHAAISKAIMMHU K 4acTO IPUMEHSIEMbIM KJlaccaM, He HaOI0AaCs.

I/IHFI/I6I/ITODI>I KaJbIIMHCBPHUHA

OI[HOBpeMCHHOG INPUMCHCHHUEC THUICHUKIMHA M I/IHFI/I6I/ITOpOB KaJIbOHUMHCBPHUHA, TaKUX KakK
TAKpPOJIUMYC M LUKIOCIOPUH MOXKET HNPUBECTU K IMOBBIICHUIO MHHHUMAJIbHBIX KOHHGHTpaHI/If/'I
I/IHFI/I6I/ITOpOB KaJIbIHMHCBPHHA B IIJIa3ME KPOBH. CJ'ICI[OB&TCJ'ILHO, BO BpEM:A TCpallui TUT'CHUKIIMHOM
CJICOAYCT KOHTPOJIHMPOBATH KOHUCHTpPALIUH I/IHFI/I6I/ITOpOB KaJIbIIMHCBpHHA B IJIa3MC KPOBH, 9TOOBI
n30exaTh pa3BUTHUA JICKapCTBeHHOI‘/‘I TOKCHUYHOCTH.

4.6. ®epTHIBHOCTH, 0EPEMEHHOCTH H JIAKTAIUS

bepemeHHOCTD

PesynpraThl HMCCEIOBaHMI HAa JKMBOTHBIX IIOKAa3bIBAIOT, YTO THUICLMKIMH IPOHUKAECT Yepe3
IUTALEHTY U OOHAapYyXHUBaeTCs B TKaHAX IUI0/A. TUTEHUKIMH, KaK U JIpyrue aHTUOAaKTepHabHbIe
IpenapaTsl Kjlacca TEeTPAUMKIMHOB, MOKET BbI3bIBATh HEOOPATHUMOE M3MEHEHUE I[BETa MOJOYHBIX
3y00B U o0paTtuMoe InojaBieHue pocTta kocteil npu npuMmeHenuu B teyenue Il u III TpumectpoB
o6epemenHoctd (cM. paznen 4.4). [lpu npuMeHeHUH TUTeIUKJIMHA HAOII01a]I0Ch CHIDKEHHE MaCChI
IUI0/1a Y KPBIC M KPOJIUKOB (C COOTBETCTBYIOIIMMH 3aJIepKKaMM B occuuKaum) (cM. paszzen 5.3).

B nepuon OGepeMEHHOCTH NpHUMEHEHue mpenapara TUreHUKIMH JONYCTUMO JIMIIb B CIy4yae
KpaifHell He0OXO0IMMOCTH, KOT/1a M0JIb3a JJIsl MaTepH, IPEBOCXOIUT BO3MOKHBIN PUCK AJIS MJI0/A.

OmnbliTa MPUMCEHCHUS TUTCHHUKIIMHA B TICPUOJA POJOB HET.

JlakTarms

JlaHHBIX O MOCTYIUIEHMM TUI€LUKJIMHA B TPYyJAHOE MOJIOKO Yy uelloBeKa HeT. MMeromuecs naHHbIE
UCCJIEIOBAaHUM Ha >KMBOTHBIX IOKAa3aJld, YTO TUTCLMKIWH/META0O0IUTHl BBIACNSIOTCS B IPyAHOE
MoJI0KO. [Ipy HEOOXOIMMOCTH TPUMEHEHUS! TUTEIIMKIIMHA B TIEPHOJ] JIAKTAIIUU CIIeIyeT NPEeKpPaTuTh
Ipy/HOE BCKapMIIMBAHHUE.

DepTHIbHOCTD

Bnusnue TurenukiuHa Ha (EpTHIBHOCTH Yy UeJoBeKa He u3ydauoch. JloknuHuueckue
HCCIIE0BAHMS TUTCLIMKIINHA, IIPOBEICHHBIE HA KPBICAX, HE YKA3bIBAIOT HA HEraTUBHOE BO3JEHCTBUE
Ha (GEepTUIFHOCTD WM PENPOTYKTUBHYIO CIIOCOOHOCTb.

4.7. BausiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CpeAcTBAMU M padoTarh ¢
MeXaHUu3MaMHu

I/ICCJIC,Z[OBaHI/ISI BJIMAHHA THUI'CIHIMKIIMHA Ha CIIOCOOHOCTH K YIPaBJICHHUIO TPAHCIIOPTOM U pa60Te C
MCXaHU3MaMH HE IIPOBOAUINCE. HaHI/IeHTBI, MMOJIy4Jaromue THUICHUKINH, MOI'YT HCIBLITBIBATH
T'OJIOBOKPYKCHHUEC, KOTOPOC MOKCT IIOBJIUATHL Ha CIIOCOOHOCTh K BOXICHHUIO W HCIIOJIb30BAHHIO
MEXaHU3MOB.
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4.8. HexenatejibHbIe peaKIuu

Pesrome mpoduiist 0e30nacHOCTH

Haubonee yacto nabmrogarorcs TomHoTa (29,9 %) u pota (19,9 %), koTOpble 0OBIYHO BO3HUKAIOT
B Hayayie JieYeHUs (B MEPBBIM WJIM BTOPOW JEHH JICUCHHS) W, B OOJBIIMHCTBE CIy4acB, UMCIOT
JIETKOE WJIM CPEIHETsDKeNoe TeueHHe. [IpuYMHOM MpeKpalieHus Teparnuu THTEIUKINHOM Yalle
Bcero sBisuuch TomHoTa (1,6 %) u peota (1,3 %).

TabauyHOE pe3roMe HEXKENATEIbHBIX DEAKIINI

HexenaTtenbHble peakuuu IpeacTaBiIeHbl M0 cucTeMHo-opraHHeiM kinaccaM (COK) m uactore
BCTpedaeMoCTH. HacToTa pa3BUTHS ONpeneseTcss Kak: odeHb yacto (> 1/10), wacto (ot > 1/100 o
< 1/10), megacto (ot > 1/1000 mo < 1/100), peaxo (ot > 1/10000 mo < 1/1000), oueHs peako (<

1/10000), yacToTa HEM3BECTHA (HEBO3MOKHO OIICHUTh HA OCHOBAHMH MMEIOITUXCS JTAHHBIX ).

Tabauna 1. Pe3roMme Hekes1aTeJIbHBIX peakuii

. Yacrora
CucreMHO-OprasHbiii Kjace HexenatenbHble peakuun
BO3HMKHOBCHHS
VYBenuuenue aKTUBUPOBAHHOIO
YaCTUYHOTO TPOMOOIIACTUHOBOTO
Yacro BpEMEHU (AUTB), YBEJIUYCHUE
Hapymienust co cTopoHsl nporpomOuHoBoro  Bpemenu  (IIB),
KPOBH U JIUM(PATUIECKOI aHEeMHs, TPOMOOIIUTONICHHUSI.
CHUCTEMBI Do3uHopMIHA, YBEJINYECHHE
Heuacto MEXIYHAPOAHOTO HOPMAaJIN30BAHHOIO
otHomenus (MHO).
Penko I'unoguOpuHOreHemMus
Hapymienust co cTopoHsl Yacrora Anadunaktuieckre/aHapUIaKTOUAHbIE
MMMYHHOMN CHCTEMBbI HEU3BECTHA peakuuu
Hapymenust metabonuzma u
Yacro CHuxenue anmnerura
MIUTaHUS
Hapymenust co ctopoHbl Yacro ['onoBokpyskeHue, ronoBHas 00JIb
HEPBHOM CUCTEMBI Heuacto N3Bpamienue Bkyca
Hapy1enus co ctopoHbl Yacto Dnedut
COCY/IOB Hewacrto Tpombodnedbur
Hapymienust co cTopoHsl
BIXAaTEJIbHON CUCTEMBI
. N ’ Yacro [THeBMOHMS
OpraHOB I'PYIHOM KJIETKH WU
CPEIOCTEHUS
Ouenb
Hapymienust co cTopoHsl 4ACTO TomHoTa, pBOTa, TUaApeEs
KEITyT0YHO-KHUIIIEYHOT O
Yacro bonb B xkuBOTE, TUCHIETICUS
TpakTa "
Heuacto OcCTpblii MAHKPEATUT
[ToBeiIeHNE aKTUBHOCTH
acnapratamuHoTpancdepassl (ACT) B
Hapymennst co ctopoHbl P p " bep ( )
masme KpOBHU*, MTOBBILICHUE
NIEYEHHU U XKemdeBblBoAAmMX | Yacto
. aKTUBHOCTH aJJAaHUHAMUHOTpaHC(epasbl
nmyTen %
(AJIT) B TJ1a3Me KpoBu™,
runeponIMpyOnHeMus.
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. Yacrora
CucreMHO-OpPraHHbIiil KJIacc HexenaTenbHble peakunu
BO3HUKHOBEHHS
Heuacto Kenryxa
BripaxkeHnbie HapylieHus KITUH
Yacrora P Py Pym
MEeYEeHH u MEYCHOYHAS
HEU3BECTHA
HEJIOCTATOYHOCTh, X0JIECTa3.
Hapymenust co cTopoHsl
PYHI P . Yacro 3yn, ChIllb
KOKU Y TTOJIKOXKHBIX TKaHEH
Yacrora TsKenple KOXKHBIE PEAKLMH, BKIIOYAS
HEU3BECTHA cunapom CtuBeHca-J[>KOHCOHA.
Ha €HHUSI CO CTOPOHBI N
Pyl p BarunanbHblii  KaHAWA03, BaruHMT,
MIOJIOBBIX OPTaHOB U Hewacro .
. JerKopes.
MOJIOYHOM JKeJe3bl
AcTeHus, 3aMeITICHHOE 32)KUBJICHHE
Yacro paH, abcuecc, MHMEKIUH, PEaKuu B
OO01ue HapyieHus u MECTE BBEJICHHUS, CETICHC.
pEeaKIu B MECTE BBEJICHUS Bocnanenue, 60116, 0TeK U QIIeOUT B
Hewacro MeCTE UHBEKIINH, 03HOO, CEITUYECKUIN
10K, AJJIEPTUYECKUE PEAKIUH.
[ToBeIIIEHUE a30Ta MOUEBUHBI KPOBH,
MOBBIIICHUE aKTUBHOCTHU HIEIIOYHOM
Yacto (hocdarassl B r1a3mMe KpoBw,
JlabopaTtopHbie TIOBBIIIICHUE aKTUBHOCTH aMUJIa3bl B
WHCTPYMEHTAJIbHbIC JJAHHBIC J1a3M€ KPOBH, TUITIONPOTENHEMHSL.
[ToBbITIIEHNE KpEeaTHHHUHA B KPOBH,
Heuacto TUIIOKAJbIUEMHUSI, THIOHATPUEMHS],
TUTIOTJTUKEMHUS
IIpumeuanus:
* — mnoseimenue aktuBHoctTh AJIT u ACT oTmeyasn daimie TmOCI€ OKOHYAHUS TEparuu
TUTEUUKIUHOM.

Onucanue OTACIBHBIX HECXCIIATCIbHBIX DeaKHI/II\/’I

Peaxyuu, xapaxmepnuie ons anmubuomuxos

IIceBnoMeMOpaHO3HBII KOJUT.

Obwas nemanvrocmo

B xone oOwemmHeHHOTO aHanm3a KIMHUYECKUX MaHHBIX 13 wmccnepoBanuit Il u IV ¢da3er mo
MPUMEHEHUIO THUTELMKINHA MO 3apEeTUCTPUPOBAHHBIM U HE3aPETUCTPUPOBAHHBIM IOKA3aHUSM,
BbIsIBJIEHa Oojplnasi o0Iasi JeTaJbHOCTh (T.€. CMEPTh OT JIOOBIX NPUYMH, B TOM YHUCIE HE
CBSI3aHHBIX C JICYEHHEM) Yy MAalUEHTOB C TSKEIBIMU WHQOEKIHUSIMH, TMOTYYaBIIUX TUTCHUKINH.
OOmiast JIeTalbHOCTh Yy NAIMEHTOB, MOJY4YaBIIMX THUIMEeUUKINH, coctaBuna 4 % (150/3788),
npemapatsl cpaBHeHHS — 3 % (110/3646), pa3HUIIa OTHOCHTETHFHOTO PUCKA JIETATBHOTO MCXOAa —
0,6 % (noBeputenbubiii unTepBan (JW): 0,1-1,2). [IpuunHbl noBbiIeHUs O0IIEH JIETaIbHOCTH Y
MAIMEHTOB, MOJYYaBIIMX TUTCIUKINH, HE YCTAHOBJIECHBI. B IemoM JeTanbHble UCXOABI OBbLIH
pe3yiabTaTOM YXYIIIEHUS Te4YeHUsT WH()EKINH, OCIOKHEHUH WHQHEKIMH ¥ COMYyTCTBYIOIIUX

3a00JI€BaHUIL.
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C€TH

JlaHHBIE TPUMEHEHHS THUTEIUKIWHA Y JIeTed OrpaHWYeHbl IBYMs (apMaKOKMHETHYECKHUMHU
UCCIIEIOBAaHUSIMU U OJHUM OTKpPBITHIM KJIMHUYECKUM MCCIEJOBAaHUEM Ha HEOOJBIION TIpymme
nerei. HOBBIX WM HEOKMJIAHHBIX JAaHHBIX 10 OE30MAaCHOCTH Mpernapara B 3TUX MCCIEA0BaHUAX HE
OBbUIO BBISIBIICHO.

B oTkpeiTOM (hapMaKOKMHETUYECKOM HCCICIOBAHUU C OJHOKPATHOM JCKalalHMei 03Bl
0€301acHOCTh THTEeHUKJIMHA UCCIIEA0BANIach Y 25 MalMeHToB ASTCKOTo Bo3pacTa (oT 8 mo0 16 mer),
KOTOpBIE HEJAaBHO MepeHecau WHQeKIuoHHoe 3adoneBanue. [Ipoduns mobouHbIX >PhEeKToB y
neTeit ObLT B IIEJIOM CXOK C TAKOBBIM Y B3POCIIBIX.

bezonacHOCTh TUTELMKIIMHA ObLIa TAaKXKe HMCceloBaHa y 58 manuMeHTOB JeTcKoro Bospacra (8-11
JIeT), ¢ OCJIOXXHEHHbIMU MH(EKIMSIMU KOXXH M MATKUX TKaHeH (15 manueHToB), OCIOXKHEHHBIMU
MHTpaabJOMUHAIBHBIMUA WHOpeKIusIMu (24 manueHTa) wian BHEOONbHWUYHONW mHEeBMOHMeH (19
nanueHToB). [lpoduns nmobGounsix 3¢¢dekToB y 3Tux 58 ManueHTOB ObLT TaKUM ke, KaKk U Y
B3pOCIIBIX, 32 UCKIOYEHUEM TOMHOTHI (48,3 %), pBOTHI (46,6 %) U MOBBILICHNS YPOBHS JIMIIa3bl B
miazmMe KposH (6,9 %), KOTopble OTMEUYAINCh Y IeTeH Yalle, Y4eM Y B3pOCIbIX.

Coo011eHne 0 IMOA03PEBAEMBIX HEXKEIATEIbHBIX PEAKIINIX

Baxno COO6H_[8_TL O IMOAO3pPEBACMBIX HCIKCIIATCIIbHBIX PCAKIUAX ITOCIIC PCTUCTpALlMU IIpCliapara €
OCJIbIO obecreucHus HCIIPCPBIBHOT'O MOHUTOPHHI'a COOTHOIICHHA «10Jib3a —  PHUCK»
JICKaApCTBCHHOI'O IIpCIiaparta. MenuIuHCKUM pa6OTHI/IKaM PEKOMCHAYCTCA COO6H.[8TL 0 JIOOBIX
MoAO3pCBACMbBIX HEKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'0 Ipfrapara 4YCepe3 HAUKWMOHAJIbHBLIC
CHUCTCMbI COO6H_[€HI/I${ O HCXKCJIATCJIBbHBIX pPCEAKOHUAX TOCYAapCTB — YIICHOB EBpa3HﬁCKOFO
O9KOHOMHYECCKOIo COr03a.

Poccuiickas ®@edepayus

®denepanpHas cayx0a o Haa30py B cdepe 3npaBooxpanenus Poccuiickoit deneparm

Anpec: 109012, r. MockBa, CnaBsiHcKast muionianib, 1. 4, ctp. 1.

Tenedon: + 7 (800) 550 99 03

OnekTpoHHas nmoura: pharm@roszdravnadzor.gov.ru

Caiit B UH(GOPMaIMOHHO-TEIEKOMMYHUKAITHOHHOMN cetu «HTepHeT:!
https://www.roszdravnadzor.gov/ru/

4.9. Ilepeno3npoBka

He ommcana. BHyTprBeHHOE BBEACHUE TUTEIMKIMHA 3JOPOBBIM T0OpoBosbIam B A03e 300 mMr npu
60-MHHYTHOM MTPOJOIKUTETFHOCTH BBEICHUS IPUBOMIIO K YIAIIEHUIO TOITHOTHI M PBOTHI.

['emonnanu3 He oOecnieunBaeT yJaleHUs TUTCITUKINHA.

5. ®APMAKOJOTMYECKHUE CBOMCTBA
5.1. ®apmakoauHAMU4YeCKHe CBOICTBA

(DapMaKOTepaHCBTI/I‘-ICCKa}I rpynmna: AHTI/I6aKTepI/IaJ'ILHBIC cpeacrea  CHUCTEMHOI'O HCﬁCTBHH;
TETpalKINHBI.

Kon ATX: JOIAA12.
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MexaHu3M JIeUCTBUS

AHTHOMOTUK TUTCIWKIMH MPUHAMICKUT K KJIACCY TIIHIMIIUKINHOB, CTPYKTYPHO CXOJHOMY C
TeTpanuKInHaMu. VHrubupyer TpaHciuanuio Oenka y OakTepuit 3a cder cBsisbiBaHus ¢ 30S-
cyObenuHuUIIeH pUOOCOMBI U OJIOKMPOBAHMS TPOHUKHOBEHHS MoJiekyn amuHOoanmi-TPHK Ha A-
cailT pubOCOMBI, YTO TPEMATCTBYET BKIIOUECHUIO AMHHOKHCIOTHBIX OCTAaTKOB B pacTyLIUe
nenTuaable nenu. CumraeTcs, YTO THTEHUKIWH 00JiaacT OaKTEepUOCTATHUYECKUMHU CBOWCTBAMU.
[Ipu 4-kpatHOM MUHMMaJIbHOW TogaBiisitoned kKoHenTpauu (MIIK) turenuknmaa HabII01a710CH
YMEHBIICHHE Ha J[Ba TMOpPAIKAa 4YUCIa KOJOHMU Enterococcus spp., Staphylococcus aureus u
Escherichia coli.

Mexanu3m Pa3sBUTHA PC3UCTCHTHOCTHU

THUrenUKIMH MOXKET MPEOJI0ICBaTh JBA OCHOBHBIX MEXaHHU3Ma PE3UCTEHTHOCTH MUKPOOPTaHU3MOB,
HAO0JII0/TAEMBIX B OTHOIICHUH TETPANUKIMHOB: PUOOCOMAIILHYIO 3aIUTy W aKTUBHOE BHIBC/ICHUC.
OpHako B HENAaBHUX HCCIEIOBAHMSIX PE3UCTEHTHOCTh K TUTCIUKINHY ObUla OOHapykeHa Yy
HTEPOOAKTEpUH ¥ JPYrUX MHKPOOPTaHHM3MOB, BBI3BaHHAs OJPQIIOKCOM W MyTalUsIMH B
prUOOCOMHOM OelKe.

bbuta npojieMOHCTpUpOBaHa MEPEKPECTHAs PE3UCTEHTHOCTh MEXKAY TUIE€UUKIUH U MUHOLMKINH
pE3UCTEHTHBIMH H30JATaMU B rpymne Enterobacteriaceae, omocpemoBanHas 3¢(drOKCHBIMU
HacocaMu, O00eCHeYMBAIOUIMMH MHOYKECTBEHHYIO JIEKAPCTBEHHYIO YCTOMUMBOCTH. OTCYyTCTBYET
MEPEeKPECTHAsT PE3UCTEHTHOCTh, OOOCHOBaHHAs MMILECHBIO JEHCTBUS, MEXIY THIELUKIMHOM U
OOJIBITMHCTBOM KJIAaCCOB AaHTUOMOTHKOB.

THUrenuKIMH MOABEpPracTCsl BO3ACUCTBUIO XPOMOCOMAJIBHBIX I QIIIOKCHBIX HacocoB Proteeae u
Pseudomonas aeruginosa. B 1enom, MUKpOOpraHU3MBI, MTPUHAAISKAIIMEe K ceMelicTBy Proteeae
(Proteus spp., Providencia spp. u Morganella spp.), MeHee UyBCTBUTENIbHBI K THUTELUKINHY, YeM
apyrue upejactaButenu Enterobacteriaceae. TloHwkeHHass YyBCTBHUTENBHOCThH TPEICTABUTEICH
o0eux Ipymni K TUTeHUKINHY 0OyCIIOBIIEHa CBEpX3KCIpeccueil reHa Hecneuu(pUIHOro aKTUBHOTO
BeiBeieHHsT AcrAB. OmucanHa MOHWKEHHAs YyBCTBHUTEIBHOCTh K THTeHMKIWHY u Acinetobacter
baumannii.

In vitro 4yBcTBUTENIBHOCTh OAKTEPHUil K TUTCLIUKIHHY

BriGepute TONBKO OJHY METOJOJOTHIO OMpEAeNeHUsT YYBCTBUTEIBHOCTH K aHTUMHUKPOOHBIM
npemnapatam (EBponeiickuii KOMHUTET MO OMpEIeNIeHHUI0 YYBCTBUTEIBHOCTH K AHTHUMHUKPOOHBIM
npenapatram (EUCAST) wiu crpaBounyto umHpopmainuo FDA, cOOTBETCTBYIOIIYIO JIOKAJIbHBIM
TpeboBanusM. MHCTUTYT KiaumHMYecKux W yadopaTopHbix cTanmaptoB (CLSI) He omyOnmkoBain
KPUTEPUH YYBCTBUTEIHHOCTH K THTCIIUKIIHHY ).

ITpu npoBeneHnn AUCKO-TU(PGY3MOHHOTO METOJa HCHOIb3YIOTCS TUCKH, MPONMUTAaHHBIE 15 MKr
TUTEIUKJINHA.

Crpasounas uadopmaruss EUCAST (s ctpan, ucnons3yroumx EUCAST)

[ToporoBeie 3HaueHMs JUIsl MUHUMaNIbHON noAasisomei konuentpanuu (MIIK) u nuamerpa 30HbI
[IOAABJIICHUS  POCTA,  YCTAHOBJIEHHbIE  EBpONEHCKMM  KOMHUTETOM IO  OIPEIEICHUIO
YyBCTBUTEIBHOCTU K aHTUMHUKpOOHBIM Iipenapatam (EUCAST), cnenyromiue.

Ta6auna 2. [Toporosbie 3nauenust EUCAST

Mukpoopranusm MIIK (mr/im) JnameTp 30HBI NOJABIECHUS
pocta (MM)
<Y (YyscrBuTeabnbie)/>P | >4 (UyBcTBHUTEABbHBIE)/<P
(Pe3ucTEeHTHBIE) (Pe3ucTeHTHBIE)
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Mukpoopranuzm MIIK (wmr/m) JnamMerp 30HBI TOJABIICHUS
pocra (MM)
Enterobacterales <0.5/>0.5 > 18/ <18(*)

(Enterobacteriaceae):
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
Streptococcus epynn A, B, C u | <0.125/>0.125 >19/<19
G

IHoporossie 3HaueHuss OPK/D/I (ne Bupocnenuduieckne)

<0.5/>05 | -

) Jns apyrux suTepoGaKTepuit AKTHBHOCTh THILIMKIINHA BAPHUPYETCS OT HEJOCTATOUHOI B
otHomenuu Proteus spp., Morganella morganii u Providencia spp. k BapuabeabHOH y Ipyrux
BUJIOB.

ToporoBbie 3HaueHNs AHAMETPa 30HBI OAABICHHS POCTA YCTAHOBICHBI TOIBbKO s E. coli.
s C koseri ucnions3ytot metof onpeaeneHus MITK.

@K — papmakokHETHKA.

®J1 — hapmakouHAMHUKA.

Nmerorcss kimHUYeCKUEe AaHHBbIE 00 A()()EKTHBHOCTH TUTCHHMKIMHA B OTHOIICHUU aHadPOOHBIX
OakTepuil pU MOTUMHUKPOOHBIX MHTPAaOJOMHHAIBHBIX HH(EKIUAX, OJHAKO KOPPENALUS MEXKIY
sHadeHusMu MIIK, manapiMu OK/DJ] v KIMHHYECKHMM HCXOJ0M HE OblIa BBISBICHA. TakuMm
00pa3oM, TOPOTOBbIE 3HAUCHUS /ISl OTIPEACTICHUS] UYBCTBUTEIILHOCTH HE YCTAHOBJICHBI.

Jlnama3oHbl KOHTpOJIA KauecTBa A omnpenenenus uyysctBurenbHocTh EUCAST mnpuBenens! B
clenyrolien Tabmure.

Tabmmma 3. JlomycTuMmble JIHANAa30HbI KOHTPOJIAA  KadecTBa JUIS  ONpeaeSieHus
yyBcTBUTEILHOCTH (EUCAST)

Mukpoopranusm MIIK (mr/im) Jnamerp 30HBI TOJABIICHUS
pocta (MM)

Escherichia coli ATCC 25922 | 0.03-0.25 20-27

Staphylococcus aureus ATCC | 0.03-0.25 19-25

29213

Enterococcus faecalis ATCC | 0.03-0.125 20-26

29212

Streptococcus pneumoniae | 0.016-0.125 24-30

ATCC 49619

ATCC = AmepukaHcKasi KOJUIEKIUS TUTIOBBIX KYJIBTYD

CropaBounast unpopmarmst FDA (tpeboBanne FDA CHIA ays MHCTPYKIMHM MO MEIUIIMHCKOMY
MIPUMEHEHHUIO Npenapara, 3aperucrpupoannoro B CIIHA).

JIns monydeHuss KOHKPETHOW HH(MOPMALMK O KPUTEPUSIX HHTEPIPETAIMH YyBCTBUTEIBHOCTH U
CBA3aHHBIX C HUMH MCTOJ0OB TCCTUPOBAHUA U CTAHAAPTOB KOHTPOJIA Ka4€CTBaA, IMPHU3HAHHBIX FDA
IUIs 3TOTO npenapara, cM.: https://www.fda.gov/STIC.

Jlnst yno6ctBa noporosbie 3HadeHuss FDA ykaszansl B Ta0iv1ie HIDKE.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 18.11.2025 N2 28710

(NOCNEQCBATENEHOCTE 0003)

Tab6uamnuna 4. Iloporossie 3Hauennss FDA

MuHuMaabHbIC Jwucko-
IIOABJISIOIIIIE 1 y3nOHHBIN
KOHIICHTpAIIUU METO/
(MKT/MIT) ([lnameTtp 30HBI B MM)
Muxkpoopranuzm 4 Y P 4 Y P
Staphylococcus aureus (Bxmouas metunuwume- | <0.5° - - >19 - -
PE3UCTEHTHBIC IITAMMBI)
Streptococcus  spp.  ommmusele  or  S.| <0.25% - - >19 - -
pneumoniae
Streptococcus pneumoniae <0.06 - - >19 - -
Enterococcus faecalis (Bkmouas | <0.25°% - - >19 - -
YyBCTBUTEJIbHbIE K BAHKOMUIIMHY HITAMMBI)
Enterobacteriaceae® <2 4 >8 >19 |15-18 | <14
Haemophilus influenzae <0.25° - - >19 - -
AHa’poObI” <4 8 >16 - - -

Y = YyscTBUTENBHBIE; Y =YMEpPEHHO-PE3UCTEHTHBIE; P = Pe3uctenTHbie

s nucko-1udGy3MOoHHOI0 METO/1a UCTIOJIb3YOTCSl OyMaXKHbIE TUCKH, IPONUTAHHBIE 15 MKT
TUTE€LUKJIMHA

? Texylee OTCYTCTBHE PE3MCTEHTHBIX IITAMMOB HE MO3BOJIAET MHTEPHPETHPOBATH KAKHME-ITMOO
pe3ynbTaTel, Kpome Kak «UyBcTBurenpHbiey». Iltammbl, paromme pesyiabrarsl  MIIK,
yKasblBarolie Ha Kareroputo «HedyBcTBUTENbHBIE», JOIKHBI ObITH OTIPABIEHBI B pedepeHc-
1a00paTOPHIO [UI JAIbHEUIIET0 TECTUPOBAHUS.

® OTMeueHa CHIKEHHAS AKTHBHOCTD THTGLMKIINHA in Vitro npotuB Morganella spp., Proteus spp.
and Providencia spp.

® Pa3BejieHue B arape

CoorHomreraue K/DJ]

OrpaHuveHHbIE [aHHBIE Ha JKMBOTHBIX YKa3blBalOT Ha TO, 4YTO IUIOMIAJb IIOJ KpPUBOH
«koHueHnTpauust — Bpemsi» (AUC)/MIIK saBnsercs ¢dapmMakoInHAMUYECKUM IOKa3aTesIeM, JIydlle
BCErO CBSI3aHHBIM C UCXOAOM. PapMakoJMHAMHYECKHE HCCIEIOBAaHUS Ha JIIOAAX YKa3bIBalOT Ha
B3auMocBsa3b  Mexay AUC/MIIK  u  kiuHUYeckod, a  Takke  MHUKPOOMOJIOTHYeCcKON
3G EKTUBHOCTBIO.

TurenukinH n0Ka3an CcBOK A(PPEKTHBHOCTH IS JICUCHUS HWHTPAaOJOMUHAIBHBIX HH(EKIIHH,
BBI3BaHHBIX aHa’pOOHBIMH OaKTepUsIMH, HE3aBHCUMO oT MoKa3aTelei MIIK,
(hapMakOKMHETHYECKUX/(DapMaKOIUHAMUYECKUX TapaMeTpoB. B CBS3M ¢  BBHIIECKA3aHHBIM
koHTposnbHble 3HaueHuss MIIK He npencraBnensl. Crnenyer oTMETUTh MMpOKUi auanaszoH MIIK
TUTENUKIIMHA JIJI1 MEKPOOPTaHU3MOB, TTpHHaIIeKanumx K poaam Bacteroides u Clostridium, B psie
CIIy4aeB MPEBBILIAIOIIHIE 2 MT/TI.

Wmerorcss nuib OTrpaHUYEHHBIE JaHHbIE O KIMHUYECKOH 3((EKTUBHOCTHM TUTEHHUKIMHA MpU
SHTEPOKOKKOBBIX HMH(pekuusx. Tem He MeHee, MMOKa3aHa IOJIOKUTENbHAs PeaKiMs Ha JIeYeHUe
TUTEIUKIMHOM MOJUMHUKPOOHBIX HHTPaaOJOMUHAIBHBIX HHPEKIUH.

YyBCTBUTEIbHOCTh

PacnipocTpaneHHOCTh MPHOOPETEHHON PE3UCTEHTHOCTH Yy OTIEIBHBIX BHJIOB OaKTEpUd MOXKET
BapbUPOBATh B 3aBUCHMOCTH OT BPEMEHHU U reorpapuueckoro mojIoKeHus.

Muxkpoopeanuzm
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 18.11.2025 N= 28710

(NOCNEQCBATENEHOCTE 0003)

Obbluno yyscmeumebHvle 8U0bl

I'pammionoxxuTenbHbIe a3pO0BI

Enterococcus spp.1 (BkIto4ast pe3UCTCHTHBIC K BAHKOMUIIMHY IIITAMMBI)
Listeria monocytogenes

Staphylococcus aureus* (Bkiro4ast pe3MCTEHTHBIC K METHIMUIMHY IIITAMMBI)
Staphylococcus epidermidis (Bkitouasi pe3UCTCHTHBIC K METUIIMJLIMHY IITAMMBI)
Staphylococcus haemolyticus

Streptococcus agalactiae*

Streptococcus pyogenes™

Streptococcus pneumoniaet

I'pynna Streptococci viridansT

I'pamoTpuniaTeIbHBIE a3POOBI

Aeromonas hydrophila

Citrobacter freundii*

Citrobacter koseri

Escherichia coli*

Haemophilus influenzae*

Legionella pneumophila*

Moraxella catarrhalis*

Neisseria gonorrhoeae

Neisseria meningitidis

Pasteurella multocida

AHa3po0bI

Clostridioides difficile

Clostridium perfringens*

Peptostreptococcus spp. 1

Porphyromonas spp.

Prevotella spp.

Jpyrue MUKpOOpraHU3MBbl

Chlamydia pneumoniae

Mycobacterium abscessus

Mycobacterium chelonae

Mycobacterium fortuitum

Mycoplasma pneumoniae

Bu()bz, C NOMEeHUUAiIoM pa3euniusl nDuO6D€m€HHOL7 pe3ucCmeHImHocmu
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ot 18.11.2025 N= 28710

(NOCNEQCBATENEHOCTE 0003)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

['pamoTpunaTenbHbIe a3pO0bI
Acinetobacter baumannii
Enterobacter cloacae*
Klebsiella aerogenes
Klebsiella oxytoca*
Klebsiella pneumoniae*
Morganella morganii
Salmonella spp.

Serratia marcescens

Shigella spp.
Stenotrophomonas maltophilia
AHa’po0ObI

I'pynna Bacteroides fragilist
Parabacteroides distasonis

MquOﬁZGHLL?Mbl, 06]16166”0114146 nDMDOdHOI:i PE3UCMEHIMHOCIbIO

['pamoTpunaTenbHbIe a3pOOBI
Providencia spp.

Proteus spp.

Pseudomonas aeruginosa

* 0003HaYaeT BUJIbI, B OTHOIIEHUU KOTOPBIX CUUTAETCS, YTO aKTUBHOCTH ObLTA YAOBJIETBOPUTEIHHO
MPOJEMOHCTPUPOBAHA B KIUHUYECKUX UCCIIENOBAHUAX.

T B KIMHUYECKHUX MCCIEIOBAHUAX OblIa TPOJEMOHCTPUPOBAHA AKTUBHOCTH B OTHOIICHUU
JyBCTBUTEIBHOTO K BaHkomunuHy Enterococcus faecalis; 4uyBCTBHTENBHBIX K MEHHIUIIHHY
MTHEBMOKOKKOB; CPE/IU 3€JICHSIINX CTPENTOKOKKOB /UIs rpymmbl Streptococcus anginosus (Bkirovast
S. anginosus, S. intermedius u S. constellatus); cpenu Peptostreptococcus spp. mst P. micros; cpeau
Bacteroides spp. ans B. fragilis, B. thetaiotaomicron, B. uniformis, B. ovatus u B. vulgatus.

5.2. dapmakoKkHMHeTHYECKHE CBOICTBA

AOGcopbrms

[TockombKy TUTEIIMKINH BBOSAT BHYTPUBEHHO, OH Xapaktepusyercs 100 % O6moa0CTyITHOCTRIO.

Pacnpenenenue

ITpu xonuentparusax ot 0,1 1o 1,0 MKr/Mi1 CBS3bIBaHHME THUTCIUKIMHA ¢ OCIKaMH TIa3Msbl iN Vitro
BapbupyeT npubauzutensHo ot 71 % nmo 89 %. B dapmakokumHETHUECKUX HMCCIEIOBAHUAX Y
KUBOTHBIX U JIIOJIEN MOKa3aHO, YTO TUTELUKIINH ObICTPO paclpeensieTcs B TKaHsIX.

B opranusme 4enoBeka paBHOBECHBI 00BEM paclpeAeNeHus] TUTeIUKINHA, cocTaBmi oT 500 mo
700 1 (7-9 n/kr), 9TO MOATBEPKAACT SKCTCHCHUBHOE PACIIPEACIICHUE TUTEIUKINHA 3a TpeaesiaMu
IIJIa3MbI 1 HAKOIJICHUEC €I'0 B TKAaHAX.

JlaHHBIE O CIOCOOHOCTHM THUTEIUMKIMHA TPOHUKATh Yepe3 TreMaTodHIepaTndeckuii Oapbep B
OpraHu3Me YeJIOBEKa OTCYTCTBYIOT.
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COOTBETCTBYET 2K
ot 18.11.2025 N2 28710

(NOCNEQCBATENEHOCTE 0003)

CMEPTHOMY OTUETY

PaBHoBecHass mMakcuMmanbHas KOHIEHTpAUs (Cssmax) THTEHMKIMHA B IJIa3ME€ KPOBH COCTaBHJIA
866+233 ur/mn npu 30-MuHYTHBIX MHQY3UsSX U 634+97 ur/ma npu 60-MUHYTHBIX HHQY3HIX.
[Tnomane mox kpuBoit «koHmeHTpanus — BpeMs» (AUC)p. 24 cocTaBmna 2349+850 Hrevac/mi.

Buorpancdhopmarus

B cpennem, menee 20 % TturenukimHa moaBepraeTcs Merabonn3mMy. OCHOBHBIM BEIIECTBOM,
OoOHapyKCHHBIM B MOY€ M Kajie, ObUl HEM3MEHCHHBIH TUTCIHMKIMH, OJHAKO ObUTH OOHApPYKCHBI
TaKKe TITIOKYPOHU I, N-alleTUIIbHBINA METa0OIUT U SITUMED TUTCIUKIINHA.

TUrenuKINH HE MOAABIISIECT METa00JIM3M, OTIOCPEIOBAHHBIN CIICAYIONIMMHE MECThI0 N30(EePMEHTAMU
nutoxpoma P450 (CYP): 1A2, 2C8, 2C9, 2C19, 2D6 u 3A4.

Turenuknua He mokaseiBasl HAJI® 3aBucumocts B mogaBiaenun CYP2C9, CYP2C19, CYP2D6 u
CYP3A, u3 4ero MO>kHO 3aKIIOYUTh OTCYTCTBUE HEOOPATUMOT0 HHTUOUTOPA ITUX N30(EPMEHTOB.

OnUMUHALNSA

OtmeueHo, uTo 59 % Ha3HAYEHHOH 03Bl BHIBOAMTCS Yepe3 KUIICYHUK (MPU ATOM OOJbIIasi 4acTh
HEU3MEHEHHOTO TUTCIUKIMHA TOCTynaeT B JKemyb), a 33 % BBIBOJUTCA TMOYKAMH.
JlomoJIHUTENbHBIE MYTH BBIBEJCHUS — TIIOKYPOHUZAIMS U OKCKPEIUs HEU3MEHEHHOTO
TUTELUKINHA IOYKAMH.

OO0t KITMPEeHC TUTSIUKIMHA [10C)Ie BHYTPUBEHHON MHGY3UH cocTaBiseT 24 n/dyac. Ha moueunsrit
KIIMPEHC TPUXOTUTCS prOIM3uTenbHo 13 % oT obmiero kiupenca. TUTCHMKINH XapaKkTepU3yeTcst
MOJIUAKCIIOHCHIIMAIIBHBIM ~ BBIBEJICHUEM U3  CHIBOPOTKH, CPEIHHA TEPMUHAIBHBIA EPUOJ
MIOJTYBBIBEJICHUSI M3 CHIBOPOTKH TOCITIE HA3HAUCHUS TOBTOPHBIX 103 COCTaBisieT 42 4aca, OJTHAKO
HaOII0IAI0TCS 3HAYUTENbHbIE UHIUBUAYAIbHbBIE PA3IAYHSL.

B wuccnenoBaHusix in vitro ¢ HCIOJB30BAHMEM KJIETOYHOM JIMHUM C Tunepnpoaykuuend P-
TJIMKONPOTENHA OBLIO YCTAHOBJIEHO, YTO TUTELUUKIMH SBJIseTcs cyOcTparoMm P-rmukomnporenHa.
Bo3MOXHBIN BKIaa TPaHCIOPTA, ONOCPEIOBAHHOTO P-rimMKonpoTenHa, B JIEHCTBHE TUTCLHMKIMHA
HEU3BECTEH.

Oco0BIe TPVIIIHI TTAIMEHTOB

Ileyenounas nedocmamounocms

VY nauueHTOB C JIETKUMHM HapyLIEHUSMH (QYHKLIUU TeueHH (papMaKkOKMHETHYECKUH Npoduib
OJTHOKPATHOH 103l THTEIMKINHA He m3MeHseTcs. OIHAKO y MAalHUeHTOB CO CPEIHETSKEIBIMU H
TSOKENBIMU HapylmeHusaMu ¢yHkuuu nedenu (knace B u C no knaccuduxanun Yaina-I1sro0) o6muii
KIIMPEHC TUT€LIUKINHA ObLI CHUKEH Ha 25 % u 55 %, a nepuo/1 noayBbIBeIeHUs yBeIndeH Ha 23 %
u 43 %, COOTBETCTBCHHO.

Toueunas neoocmamoyunocme

Y DamMeHToB C TMOYEYHOM HEAOCTaTOYHOCThIO (KIMpeHC KpeaTMHMHAa <30  MI/MHH)
(dbapMakoKHHETHUECKUNA TPO(UIIb OAHOKPATHONW J03bl TUTCUKINHA HE U3MEHSJICS, B TOM YHUCIE U
Ha QoHe remMouanu3a. Y naueHToB ¢ TshKenoi noueunoit Hegocrarounocteio AUC 6buta Ha 30 %
00JIbI1Ie, 4YEM y MAlMEHTOB C HOPMAIbHON MOYEYHON (PYHKIIHEH.

ﬂuua nooaHCus0c0 so3pacma

dapMaKOKMHETUKA TUTCIUKIMHA Y TOXWIBIX, B II€JIOM, HE OTJIMYalach OT APYTUX BO3PACTHBIX
IpyIIL.

Ilon

Knnanuecky 3HaUMMBIC pa3jiniuAa KIIMpCHCA TUTCHHUKIIMHA Y MYKYUH U KCHIIUH HC YCTAHOBJICHBI.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 18.11.2025 N2 28710

(NOCNEQCBATENEHOCTE 0003)

Paca
Kinpenc turenukinHa He 3aBUCHUT OT Pachl.
Macca mena

Kinupenc, B ToM uucie HopManu3oBaHHBIA 1o Macce Tena, ¥ AUC 3aMeTHO HE pa3iuyaiuch y
MaIMEHTOB C Pa3HOM Maccoil Tena, B TOM YHCIE, IpeBblaromeii 125 kr. ¥ manueHToB ¢ Maccou
tena Oonee 125 xr BenmumHa AUC Oblia Ha 25 % Hmke. J[aHHBIC O MAlMEHTaX C MAacCOW Teia
6omee 140 Kr OTCYTCTBYIOT.

5.3. JlaHHbIe JOKJINHUYECKOI 0e30IacHOCTH

B noxnmHuueckux wuccienoBaHusx OezomacHocTd 14C-MeueHbI TUTEUUKIMH IMPOHUKAI yepes
IUTALIEHTY U OOHAapyKUBAJICSA B TKAHAX IUI0JA, B TOM YMCJIE B KOCTHOW TKaHU. Y KpbIC U KPOJIUKOB
Ha0II0Aa70Ch HEOOJIBIIOE CHUKEHHWE Macchl IJI0Ja M IOBBILIEHWE YacTOThl MaJbIX aHOMAJUN
pa3BUTHs cKeneTa (3alepkKa OCCH(UKAMK KOCTEH) MpH Ha3HAYCHWW TUTCHUKINHA TpU
HKCIO3MLIUH, PEBBIIIABIICH SKCIIO3ULIMIO Y YeJIOBEKa MPU MIPUMEHEHUU CYTOYHOH J103bI IIpernapara
B 4,7 u 1,1 pa3, ocHoBbIBasich Ha 3kcno3ulul (AUC) y KpbIC U KPOJIMKOB COOTBETCTBEHHO.

He oGHapyxeHo TepaToreHHOro 3 ¢eKra TUreUKINHA Y KPbIC HIIK KPOJIUKOB.

6. ®PAPMAIIEBTUUECKHWE CBOWMCTBA
6.1. IlepeueHb BCIIOMOraTe/IbHBIX BelleCTB

JlakTO3BI MOHOTHIpAT
X70poBoiopoiHas kuciora (i koppekiuu pH)

Hatpus runpoxcun (s koppexkuuu pH
6.2. HecoBMecTHUMOCTH

[Ipu npumenenun uyepe3 T-oOpa3Hblii Kkarerep mnpenapaT THUreHUKINH HECOBMECTUM C
amorepurimHoM B, amdotepunmaom B smnocomanbHBIM, AMa3eaMoM, 330MENpa3oyioM U
OMEIIPa30JIOM.

JlaHHBIN JIEKapCTBEHHBIM IpenapaT HE ClIeAyeT CMEIINMBAaTh C JAPYTMMH JIEKapCTBEHHBIMU
Ipenaparamu, 3a UICKJIFOUEHNEM YKa3aHHBIX B paznene 6.6.

6.3. Cpok roanoctu (CpoK XpaHeHHs)

2 rofa.

6.4. Oco0bie Mepbl MPETOCTOPOKHOCTH MPU XPAHEHUHT

XpaHUTh B 3aIUILEHHOM OT CBETa MECTE MPH TeMIiepaType He Boiie 25 °C.
6.5. XapakTep u coiep:kaHHe YIIAKOBKH

JInounusar s NPUTOTOBJIECHUS! KOHLIEHTpAaTa Ul IPUTOTOBICHHUS PacTBOpa ISt UHY3HA.
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COOTBETCTBY

oT 1 :'_-

50 wMr TuremuKiIMHa BO (UAKOHBI M3 OECUBETHOIO HEWTPaJbHOIO CTEKJa IEepBOrO
THJIPOJIUTUYECKOTO KJIacca, TePMETUYHO YKYMOPEHHBIE MPOOKAaMU W3 PE3WHBI W KOJMAuyKaMu
AJIFOMUHHEBO-TIJIACTUKOBBIMU.

ITo 1 unm 10 ¢rakoHOB BMECTE ¢ HHCTPYKIIUEH 10 MPUMEHEHHIO TOMELIAI0T B KAPTOHHYIO MAuKYy.

6.6. OcoOble  Mepbl  NPEJOCTOPOKHOCTH  NPH  YHUYTOKEHHH  HCIOJbH30BAHHOIO
JIEKAPCTBEHHOr0 MNpenapara MWJIM OTXO0A0B, MOJYYEeHHbIX MOCJIe TPUMEHEeHUs
JIEKAPCTBEHHOI'0 Mpenapara, u Apyrue MaHUNyJIsIMHU ¢ penapaTomM

I/IHCTDVKI_II/ISI 110 IMPUTOTOBJICHUIO paCTBOpPA M BBCACHHIO IIpCriapara

Ilpucomoenenue

[lepen mpuMeHEHUEM CIIEAYET Pa3BECTH COACPKUMOE KKAOTO (hIaKOHA THTEIHKINHA C TIOMOIIBIO
0,9 % pactBOpa HaTpus xyopuaa, 5 % pacTBopa IEKCTPO3bl ISl HHbEKLUUH WK pacTBopa Punrepa
JlaKTaTa B KOJMYecTBE 5,3 M JUIsl MOJY4YEHMs] KOHILIEHTpaTa ¢ KOHLEHTpauueill turenukiavHa 10
MI/MJL.

[Tpumeuanue: 5 M1 KOHIGHTpara coaepxkar 50 Mr THUTSHUKINHA, KaKIbId (IIAKOH COACPIKHT
n30bITOK Mpenapata 6 %.

@DJ1akOH OCTOPOKHO BPAILAIOT JI0 MOJHOTO PACTBOPEHHUS MIpernapara. 5 Mi KOHLIEHTpaTa epeHoCsT
BO (urakoH ¢ pactBopoM s uHQPy3uit eMkocThio 100 M (mist go3e1 100 Mr HEOOXOIUMO B3STH
KOHIIEHTpaT u3 2 ¢dmakoHoB, mnga go3el S0 Mr — u3 oaHoro (akona). MakcumanbHas
KOHIIEHTpallMsl KOHEYHOTO pacTBOpa AJIsi BHYTPUBEHHON MH(Y3UU HE JAOJKHA MPEBbIIaTh 1 Mr/mi.

[IBeT roTOBOrO pacTBOpa OJKEH OBITH JKENTHIM WM OpaH)keBbIM. Ecnu pacTBop mmeer apyroi
LBET UJIK B HEM OIPEACIAIOTCS BUAUMBIC BKIIFOUEHHUs, €0 UCIIOJIb30BAHUE HE JOIYCKACTCS.

Beseoenue

TUrenuKINH BBOJIUTCS BHYTPUBEHHO Yepe3 OT/ACIbHYI0 HH(PY3HOHHYIH CHUCTEMYy WU depe3 T-
O6p33HI>II\/JI KaTeTep. Ecmu BHYTpHBeHHBIﬁ KaTeTCP UCHOJB3YETCA IJIA TOCICA0BATCIIEHOI'O BBEACHM A
HECKOJIbKMX JICKAPCTBEHHBIX IMpEerapaToB €ro HEOOXOJWMO TPOMBITH Tepen HuHy3Huen
turenukinHa ¢ nomombio 0,9 % pacTtBopa HaTpus Xiopuma, 5 % pacTBopa JEKCTPO3BI IS
uHbeKuui. [Ipu npoBeneHNN UHPY3UU CAENYEeT YUUTHIBATh COBMECTUMOCTh TUT€UKIMHA U IPYTHX
MpernapaToB, BBOAUMBIX Uepe3 OJUH KaTeTep (cM. cM. pazaen 6.2).

COBMECTHMOCTE _C JICKAPCTBCHHBIMHU IIperiaparaMu W pacTBOPUTCIAMHU INPHU OJHOBPEMCHHOM
BBCJICHUH

[Ipenapar Tureuukinun coBmectuMm ¢ 0,9 % pactBopom HaTpusa xiopuzaa, 5 % pacTBopoM
JEKCTPO3bl Il MHBEKIMHA WM pacTBopoM Punrepa maxtar. [Ipu BBenenum uepe3 T-oOpasHbiii
Karerep mnpemnapaT TurenukianH, pactBopeHHbl B 0,9 % pactBope HaTpus xsopuna wim 5 %
pacTBOpe IEKCTPO3bl Ul HMHBEKIUH, COBMECTHM C aMUKALMHOM, JOOYTaMHHOM, JOTaMHUHOM,
TeHTaMHIIMHOM, TaJONEpUI0IOM, pacTBOpoM PHHTepa lakTaT, JHIOKAaHHOM, METOKIIOIPAMHUIIOM,
MophuHOM, HOpIMUHEDPUHOM, NTHUNEPAUIIMHOM/Ta300akTaMOM  (JIeKapcTBeHHas  (opma,
coJieprkarias aTuiaeHaAnaMunTeTpaanerat - 9[TA), kanus XJa0puaoM, TpornodoaoM, paHUTUIUHOM,
Teo(pUIUTMHOM U TOOPAMULIUHOM.

Bech ocraBmImiicsi JIeKapCTBEHHBIM MpemnapaT U OTXOJbI CIEAYyeT YHHUYTOXXUTh B YCTAaHOBJIIEHHOM
MOPSJKE.
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7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

Poccuiickas ®@enepanus
00O «OnkoTaprer»,

109316, r. MockBa, BH. Tep. I MyHULIMIIAIbHBIN OKpyT IleyaTHuku, npocnekt Bosrorpaackuid, .
42, k. 24, stax 2, koM. 193

Ten.: (495) 233-01-38
E-mail: info@oncotarget.pro

7.1. IlpencraBuTelib AepakaTesisi peTHCTPALMOHHOIO YA0OCTOBEPEeHUs!

IIpeTen3umn HOTDC6HT6J’I€I>1 HaIripaBJIATH I10 aApPECY.

Poccuiickas @enepannus
00O «OnkoTaprer»,

109316, r. MockBa, BH. Tep. I MyHULIUIIAJIbHBIN OKpyT IleyaTHuku, npocnekt Bonrorpaackui, a.
42, k. 24, stax 2, koM. 193

Ten.: (495) 233-01-38
E-mail: info@oncotarget.pro
Www.oncotarget.pro

8. HOMEP (HOMEPA) PETUCTPAIIMOHHBIX YJIOCTOBEPEHUI

9. KATETOPUS OTITIYCKA JIEKAPCTBEHHOI'O TIPEITAPATA

JlexapcTBeHHBIN NpenapaT OTHOCUTCS K KATETOPUU OTITYCKa IO PELENTY.

OO0mas XxapakTepuCTHKa JIEKapCTBEHHOTO Mpernapara TUrenuKiInH JOCTyIHAa B €IMHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpencTB EBpa3miickoro SKOHOMHYECKOTO COM03a M Ha

oduIMaTEHOM caiire YIOJTHOMOYEHHOTO opraHa (aKcriepTHOM OpraHM3aIi¢)
https://Ik.regmed/Register/EAEU _SmPC
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