COOTBETCTBYET 3K( MY OTUETY
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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOFOTIPERAPATA 7003

1. HAUMEHOBAHUME JIEKAPCTBEHHOI'O ITPEITAPATA

Turenukinun-buneprus, S0 Mr, THOGUIN3AT ISl MPUTOTOBIICHUS pacTBOpa I HHPY3Hil.

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlelicTByro1€€ BEMIECTBO: TUTCLIUKIIVH.
Kaxxnprit ¢akon comepkut SO M TUTeIMKIIMHA.

BcnoMorarenpHble BElIECTBa, HAJTMYME KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: HaTpuid (cM. pazzaen 4.4).

ITomubrit MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

JInodunuzar A NpUroTOBJIEHUS pacTBOpa JUIsl HHPY3H.

JInodunuzupoBanHas Macca Wid JTHOGUIU3UPOBAHHBIN MTOPOIIOK OPAHKEBOTO 1IBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. Illoka3aHusl K IPUMEHEHHUIO

B3pocibeie
e OcnoxHeHHbIE MH()EKIINU KOKU U MATKUX TKaHEH;
e OcnokHEHHbIE HHTPaadJOMUHAIbHbIE HHPEKIUY;
e BneOonbHUYHAS THEBMOHHS.

He npumensiercss st jgedeHus CHHApPOMA NUA0ETUYECKOW CTOIMbI, TOCMUTAIBLHON MHEBMOHUU
WJIM TTHEBMOHUH, CBSI3aHHOM C UCKYCCTBEHHOW BEHTHJISIIUEH JIETKHX.

Lemu cmapwie 8 nem:

e OcnoxHeHHble WHPEKIUU KOXKH W MITKUX TKaHeW. He mpumeHsiercst uisi JedeHus
CHHJpOMA TNA0ETUIECKOM CTOIIBI;

. OclIOXHEHHBIC I/IHTpaaGI[OMI/IHaJIBHBIC I/IH(I)CKI_[I/II/I.

TurenukiuH TMOKa3aH K MPUMEHEHHIO B CIIydasX, KOTJa ajJbTepHATHBHBIE AaHTUOMOTHKU HE
MMOIXOJIAT.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

Pexxum go3upoBaHus

Bspocnvie
HavanbHas no3a quist B3pocisix coctasisger 100 mr, nanee no 50 mr uepes kaxkasie 12 yacos.

Kypc neuenus:

Crpanuna 1 u3 20



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 08.10.2024 N= 21827

- MpU OCJIOXHEHHBIX HHQEKIUSIX KOXKHU MSTKHN - ﬁl@éﬁ; B TEh15ke ‘ol moskHernbx

WHTpaabJOMUHAIILHBIX HHPEKIUIX — 5-14 mHei.
- IpU BHEOOJILHUYHOM MHEBMOHUY — 7-14 nHei.

[TponOMmKUTETLHOCTD JICUCHHSI OMPEICIACTCS TSOKECThIO M JIoKamu3anued WHQEeKnu u
KIIMHUYECKON peakilieil mainyueHTa Ha JeueHue.

Oco0bIe IPVIIILI TAIUEHTOB

Tlayuenmsi ¢ Hapywenuem ynKyuu neveHu

[TariueHTaM ¢ JIETKOW W CpeHeH CTENEHBIO TSHKECTU MEYCHOUYHON HETOCTAaTOYHOCTH (Kiacchl A
u B no knaccudukanuu Yaina-ITeto) He TpeOyeTcss KOPPEKIUs J036I.

VY ManueHTOB ¢ THKEION MEYCHOYHON HeIocTaTouHOCThI0 (Kiace C mo knaccudukarnmm Ya-
[Ip10) cnenyer cHu3uTh 103y npemnapata Ha 50 %. Hauanpnas mo3a mpemnapara TuUrenukivH-
buneprusi nomkHa coctaBisateh 100 mMr, a B mocieayromieM Mnpenapar NpUMEHSIOT 1Mo 25 Mr
kaxzabsle 12 uvacoB. Ilpm npumeHeHuun npenapara TurenukiuH-buHeprus y NDalKUeHTOB ¢
TSOKEJIONM TMEYEHOYHOM HEAOCTAaTOYHOCTHIO HEOoOXOIMMO COON0aTh OCTOPOXKHOCTH U
KOHTPOJIMPOBATh PEAKLIMIO MAllMEHTOB Ha JICUEHHE.

HGI/!MEHmbl C HapyuieHuem qbyHKl/;l/ll/l nodyexk

[TarimeHTaM ¢ MOYEYHOM HEAOCTATOYHOCTBHIO U MAlMEHTaM, HaXOJSIIUMCS Ha FeMOJHAIN3e, HE
TpeOyeTcs KOPPEKILUS T03HI.

HauueHmbl NnoOJCUN020 8o3pacma
Koppekuust 10361 He TpedyeTcs.
eTu
D¢ heKTUBHOCTH U 6€30MaCHOCTD Y IETEH /10 8 JIET HE YCTaHOBJICHA.

TUrenWKIMH TPUMEHSIOT y JeTeil B Bo3pacTe 8 JIeT W CTapiie IOClie KOHCYJIbTAallUUd CO
CIIEIUATIUCTOM, 00JIaIAlOIIUM OMBITOM JIeUeHHSI MH(MEKITMOHHBIX 3a00sieBaHuil. TUTEIUKIIUH He
CllelyeT MPUMEHATh y JIeTed B BO3pacTe MIiajiie 8 JeT W3-3a HEeNoCTaTka TaHHBIX 00
3P GEKTUBHOCTH U OE30MACHOCTH Mperapara y JaHHOW TPYIIBI, a TakKe BBUAY H3MCHCHHS
OKpacku 3y0oB (cM. pazzen 4.4).

Joza nns gereii B Bo3pacte 8-11 et coctaBnser 1,2 Mr/kr xaxapie 12 yacoB. MakcumalnbHas
nIo3a - 50 M TUTeUKIIMHA KaXKaple 12 gacoB.

Jo3a qis nereit B Bo3pacte 12-17 net cocraBisier 50 Mr TUrenuKiInHa Kaxasie 12 yacos.
BuyTtpusennast nHGYy3Us TUTSIIUKINHA JTOJDKHA MPOIOIDKATHCS B TeueHue 30-60 MHUHYT KaxK/bie

12 yacos.

Crroco0 nmpruMeHeHus

[Ipenapar TurenuknuH-buHeprus npeaHa3HaueH Uil BHYTPUBEHHOTO KalelbHOI'O BBEACHUS B
teueHue 30-60 muH. [Ipemapat BBOAMTCS Yepe3 OTACIbHYIO HH(GY3UOHHYIO CHUCTeMy wWiH T-
00pa3HbIil KaTeTep.
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WHCTpYKIMIO MO TNPUTOTOBIIEHUIO JIEKAPCTBEHHOTO ﬂlggga}ﬁ%]'ﬁ EEM;geL%éM Uevr. B

paznene 6.6.

4.3. IlpoTUBONOKA3aAHHS

['MnepuyyBCTBUTENBHOCTh K TUTCUUKIMHY MM K aHTUOMOTHKAM Kjacca TETPALMKIMHOB, UM K
1r000My M3 BCIIOMOTaTeIbHBIX BEIIECTB, IEPEUNCICHHBIX B pa3nerne 6.1.

4.4. OcoOble yka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

- Tspxenas medeHoIHast HEAOCTATOYHOCTD

Oco0ble yKazaHus

UroObl yMEHBIIUTH Pa3BUTHE PE3UCTEHTHOCTH M o00ecrneyuTh 3(PPEKTUBHOCTH TEparuu,
HEOOXOAMMO  UCIOJIb30BaTh mpemnapar TurenukivH-buHeprus TOMBKO g JICUCHUS
WH(QEKIIMOHHBIX  3a00JICBaHMIA, BBI3BAHHBIX MHUKPOOPTaHW3MAaMH, YYBCTBUTEIBHBIMU K
npernapary.

I[J'IH BBI60pa U KOPpPCKIMKU aHTI/I6aKTCpI/IaJ'II>HOI71 TEpaIluny, 1Mo BO3MOXKHOCTHU, CICAYCT IMIPOBOAUTDH
MI/IKpO6I/IOJ'IOFI/I‘ICCKYIO I/II[eHTI/Iq)I/IKaI_[I/IIO B036YI[I/IT6J'I${ " onpeAcisaTb €ro 4yBCTBUTCIIbHOCTb K
TUTCHHUKIINHY. HpenapaT Tur CHI/IKHI/IH-BI/IHeprI/IH MOXCT HCIIOJIB30BATHCA IJIA 3MHI/IpI/I‘{eCKOI71
aHTH6aKTCpHaHBHOﬁ MOHOTEpAIHU I0 MOJYUYCHHUS PE3YJIIbTaTOB MI/IKpO6I/IOHOFI/I‘ICCKI/IX TCCTOB.

AHTHOMOTUKH, NPUHAAIEKAIINE K KIACCy MIMLMWILKUKINHOB, UMEIOT CTPYKTYPHOE CXOJICTBO C
aHTUOMOTUKAMH Kiacca TeTpauukinHoB. [Ipemapar TurenukinuH-buHeprus MoxeT BbI3bIBATh
HEeOJIaronpusATHbIE pEeaKkIMM, CXOAHbIE C HEOJaronpUATHBIMH peakIUsIMM Ha aHTHOMOTUKHU
KJlacca TeTPALUKINHOB. TakuMHU peaklusiMU MOTYT OBITh IOBBILIEHHAS! CBETOUYBCTBUTEIBHOCTb,
BHyTpUYEpeNHasi TUIEepTEeH3Us], MAaHKPEaTUT U aHTHaHAOOJIMuYecKoe JeCTBHE, MPUBOJALIEE K
MOBBILICHUIO COJIEP’KaHUsl a30Ta MOYEBHMHBI B KPOBHU, a30TEMHH, allUJI03y U runodocdareMun.
IIpumenenne mnpenapara TurenukiuH-buHEprus y NAIMEHTOB C M3BECTHOW ITOBBIIICHHOU
YyBCTBUTEIBHOCTHIO K aHTUOMOTHKAM TETPALIMKIMHOBOT'O Psijia MPOTHBOIOKA3aHO.

Anadunaktnueckue/anaQpUIaKTOMIHBIC PEAKIUM, B TOM 4YHCIe aHAQHIAKTHYECKUN IIIOK,
OTMEUAIOTCS TPHU TNPUMEHEHHH MPAKTUYECKH BCEX AHTUOAKTEPHANbHBIX CPEICTB, BKIIOYAs
TureunknuH-buneprus.

[TatMenThl, y KOTOpHIX Ha (OHE JIeYeHHs IMpenaparoM THUrenuKIMH-BuHeprus oTmevaroTcs
U3MEHEHUs pe3yJIbTaTOB IEYEHOUHBIX TECTOB, JOJDKHBI HAOMIOAATHCS Ui CBOEBPEMEHHOI'O
BBISIBJICHHS] TIPU3HAKOB HApyIICHUH (YHKIUN NMEUeHH (3aperucTpUpOBaHbl €MHUYHBIC CIydyau
3HAYUTEIbHBIX HApPYHIEHUH (QYHKIUU TMEYEHU U TEYCHOYHOH HEeIO0CTaTOYHOCTH) M OLICHKU
COOTHOILLIEHUS MOJb3bl U PUCKA NPOAOJDKEHUS Tepanuu npenaparoM TurenuknuH-buneprus.
HexxenarenbHble peakiii MOTYT pa3BUBATHCS YXKe MOCIE TOT0, Kak Tepamnus Obliia 3aBepIIeHa.

S(I)(IJCKTI/IBHOCTL u 0€30IacCHOCTh TUTCHUKIIMHA Y IMAllUCHTOB C rOCHUTaIbHON IMTHEBMOHHEH HE
ObL1a IMOATBCPIKACHA PE3YyJIbTaTaMU KIIMHUYCCKUX HCCHeHOBaHHﬁ.

[IceBmoMeMOpaHO3HBIN KOJUT Pa3IMYHOM CTENEHHW TSHKECTH OTMEUYaloT TIpU  TMpUEMe
NPAaKTUYECKH BCEX aHTHOAKTepUalbHBIX IpenaparoB, BKIouyas TurenukivH-buneprus.
Heo0OxoauMo y4uTHIBaTH BO3MOXHOCTh TaKOI'O JIMAarHO3a B CIIy4ae BOSHUKHOBEHHS IHApEU BO
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MY OTHETY

Clostridium difficile, wiu mnoaTBepXAEHUM JaHHOTO JUArHO3a MOXET TMOTPeOOBATHCS
IpeKpalleHHue HCIOAb30BaHUs AHTHOMOTHUKOB, KPOME TE€X, 4YTO HA3HAYCHBI JUIS JICUCHUS
undekun, Bei3Bannoi Clostridium difficile.

[Ipu wHaszHaueHuu npenapata TUreuuKIWH-bUHEprus mMmanMeHTaM C  OCJIOKHEHHBIMU
MHTPaabJOMUHATBHBIMU UHPEKUIUIMU BCIEACTBUE MPOOOIECHUS KUIICUHUKA, WM MAallUeHTaM C
HAUMHAIOIIMMCS CEINCHCOM WM CENTUYECKUM IIOKOM CIEAYeT O00s3aTeNbHO PpPacCcMOTPETh
1eJ1eCO000Pa3HOCTh MPUMEHEHNS KOMOMHUPOBAHHOW aHTHOAKTEpUAIbHON Tepanuu.

[Ipumenenue npenapata TurenukianH-buHeprus, kak u a000ro Ipyroro aHTUOMOTUKA, MOKET
CIocoOCTBOBATh M30BITOYHOMY POCTY HEBOCHPUHUMYHUBBIX MUKPOOPTaHU3MOB, BKIIIOUYAsi TPUOBL.
Bo Bpems neueHus manueHTbl JODKHBI HAXOAMTHCS IOJ NPHUCTaIbHBIM KOHTpojem. [lpu
JTUATHOCTHKE CYNEepHH(EKIIUU CIISAYET MPUHATH HA/IJISKAIIUE MEPHI.

Brusinue xonecraza Ha (hapMaKOKMHETUKY TUTSITUKINHA HE YCTAHOBJICHO. DKCKPEIHS C KEITIbI0
cocrapisieT npubmu3uTensHo 50 % oT o0Iiel SKCKpeluu TUreuukinHa. [[o3ToMy HaueHTsl ¢
X0JIECTA30M JIOJDKHBI HAXOUTHCSA MO HAOI0IEHHEM Bpayva.

OmnbIT MNPUMCHCHUA TUICHUKIIMHA JId JICUCHUA I/IH(beKIII/Iﬁ Y HaigueHTOB C CONYTCTBYIOIIUMU
3a00JIEBAHUSIMU TSKEJIOr0 TEUEHHUS OI'paHHUYCH.

[Tpumenenue npenapara TurenukiIvH-buHeprus Bo BpeMs pa3BUTHs 3yOOB (BTOpas MOJIOBHHA
OepeMEHHOCTH, MJIaJICHYECTBO U JAETCKUN BO3PACT J10 § JIET) MOKET MPUBECTU K IMOCTOSTHHOMY
U3MEHEHHI0 I[BeTa 3YOOB (JKeNTO-CepOBaTO-KOPUYHEBBIM) OTa HeXenaTelabHas peakuus
ABIIseTCsl OoJjiee 4acTOM MpH AOITOCPOYHOM MPUMEHEHHUU TETPALMKIMHOB, HO OTMEYajiach U
MOCJie MHOTOKPATHBIX KPaTKOCPOUHBIX KypcoB Tepanuu. Taxke coo0Iasoch O THUIOMIIA3UU
smaimu. Ecim Turenmknun-buneprus mnpumensercs Bo Bpemsa [I wm I tpumectpa
OepeMEeHHOCTH, cJIelyeT COOOIIUTh NAllMEHTKE O MOTEHIUAIbHOM PHCKe JUIs TUI0/A.

[Tpumenenue npenapara TurenukiauH-buneprus Bo II wmm Il TpumecTpax GepemMeHHOCTH, B
MJIaJICHYECKOM U JIETCKOM BO3pacTe JI0 8 JIET MOXKET BbI3BaTh 00paTUMOE MHTMOMPOBAHUE POCTA
Koctedd. Bce TerpanmukivHBI 00pa3ylOT CTAaOWIBHBIM KOMILIEKC C KaJlbllMEeM B JII0OOH
dbopmupytomeit kocth Tkanu. Ecnu TurenuknuH-bunepruss mpumensiercs Bo Bpems Il umm
Il TpumecTpa OepeMEHHOCTH, CIIEAyeT COOOIIUTH MalMEeHTKE O MOTEHIUAJIbHOM pPHUCKE s
wiofga. MmerTcss cooOumeHuss O pa3BUTUM OCTPOro TMaHKpeaTuTta Ha (OHE TNPUMEHEHHS
TUTELUKINHA, B HEKOTOPHIX CIy4yasXx C JeTajJbHbIM HcXxoaoM. HeoOXoauMo mposBIATH
OCTOPOXXKHOCTh IIpM IPUMEHEHHMH Ipenapara TurenukiIvH-buHepruss y NanMEeHTOB ¢
MOJO3PEHHEM Ha OCTPBId MAHKPEaTHUT (KIMHUYECKHE CHMIITOMBI MJIM COOTBETCTBYIOIIUE
U3MEHEeHUs JIabopaTOPHBIX IMoKa3aTesei). 3BecTHO o ciiyyasx pa3BUTHs OCTPOro MaHKpeaTHTa
y MalMeHTOB, HE MMEBIIMX (AKTOPOB pHUCKA pa3BUTHUS JaHHOro 3abosieBaHus. OOBIYHO
CUMITOMBI [aHKpeaTHUTa HCYE3al0T I0cCie OTMEHbl Mpenapara. HeoOXoauMo Yy4HMTHIBATh
BO3MO>KHOCTh OTMEHBI ITpenapaTa y NalMeHTOB C CHMIITOMaMU ITaHKpeaTUTa.

Jlo Hauana Tepanuu npenaparoM TUTeHUKINH-bUHeprus, a Takke peryIsipHO BO BpeMs Tepanu
clleZlyeT KOHTPOJIIMPOBATh MapaMeTpbl CUCTEMBI CBEPThIBAHUS KPOBH, BKJIIOUasi GUOPUHOTEH (CM.
pasnen 4.8). B NIpOCIEKTHBHOM aHalIM3€ pe3yJbTaTOB KIMHUYECKHH HCCIIEAOBAHUMA OBLIO
OTMEYEHO HEKOTOPOE YBEIWYCHHE OOIIEH JIETAIbHOCTH (T.€. CMEPTH OT JIFOOBIX TNPHUYMH) B
TpyIIie TAaIHMEeHTOB, TMOJYYaBIIUX TUTCHUKIMH, IO CPAaBHEHUIO C TPYNIOH NAIMEeHTOB,
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MOJIyYyaBUIMX Mpenaparbl cpaBHeHud. [loaToMy npeﬂa&;-jﬁr};%ﬁik%glﬁﬁgébFﬁﬁj z':b-JIIBKeH

MMPUMCHATHCA TOJIBKO B ClIydasaX OTCYTCTBUA aﬂBTepHaTHBHOﬁ TEpaInu.
CTH

JlaHHBIE O MPUMEHEHUHU TUTEUMKINHA y JAeTel orpaHuyeHbl. [loaToMy nmpuMeHeHne npenapara
PEKOMEHJIOBAaHO B TE€X CHUTYyalUsX, KOIrJa albTepHATUBHAs aHTHOAKTEpHUalbHAs Teparus
HEJIOCTYIIHA.

TomHoTa M pBOTa SABISAIOTCS CaMbIMH PACHPOCTPAHEHHBIMHM HEXKEJIATEIbHBIMU PEAKLHUSIMU Y
nereil u moapocTkoB. Ciexyer 0co00e BHUMaHHUE yISIUTh PUCKY AETHIPATALIUH.

Bonp B obmacTu KMBOTa 4acTo BCTpevaromuiicss moOouHblid 3¢dexr y nerei, Takxke Kak U y
B3pociibiX. ClielyeT yUuThIBaTh, 4TO O0JIb B 00JACTH KUBOTA MOKET OBITh CBSI3aHA C PA3BUTUEM
naHKpeaTuTa. B ciydae pa3BUTHSI MaHKpeaTUTa Tepanus TUTCHUKIMHOM JIOJDKHA OBITh
npeKpaleHa.

Jlo Hayana Ttepanuy TUTCUHMKIMHOM, a TaKXe PpEryJIsipHO BO BpEMs TEpaNUU CIEAYET
KOHTPOJIMPOBATh (PYHKIIMOHATBHBIEC TIPOOBI MIEYCHH, TTapaMETPhl CUCTEMBI CBEPTHIBAHUS KPOBH,
reMaToJIOTMYECKHUE IapaMeTphl, KOHLEHTPALMIO aMUJIa3bl U JIUIIA3bl.

TUrenMKIMH HE CleAyeT NMPUMEHSATh y JETed B BO3pacTe MIIaiie 8 JIET M3-3a HEJIOCTaTKa
NaHHBIX 00 3(dekTuBHOCTH M 0E30MacHOCTH Tpenapara y JaHHOW TPYIIIbI, a TaKKe BBUIY
M3MEHEHHUS OKpackH 3y0oB (cM. pazzaensl 4.2 u 4.8).

BcnoMorarenbHbIe BEIIeCTBA

[Tpenapat Turenuknun-buneprus cogepxut Hatpuil. JlaHHbINA npenapat coaepxut 1 Mmosb (23
MT') HaTpHsl B 5 MJI KOHIEHTPATa, TO €CTh M0 CYTH HE COACPIKUT HATPHSL.

4.5. B3amMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMHM MNpenapartaMu W JApyrue BH/bI
B3aUMOIeHCTBUA

Bapdapun

[Tpu comyTrcTByIOLIEM NPUMEHEHMH THIeLMKINHA U BapdapuHa (B OJHOKPATHOM J103e 25 Mmr)
HaOroaeTcsi CHIKeHe kinupeHca R-Bapdapuna u S-sapdapuna Ha 40 % u 23 %, nosblieHne
AUC Bapdapuna Ha 68% u 29% CcOOTBETCTBEHHO. MeEXaHHW3M TakOro B3aWMOJEHCTBHS [0
HACTOSIILEr0 BpeMEHHU He yCTaHOBJIEH. [I0CKONbKY TUTeHHMKINH MOXeT yIHHATh kak [IB/MHO,
tak 1 AYTB, npu npumeHenun npenapara TureuukiIuH-buHEpruss OIHOBPEMEHHO C
AQHTUKOAryJssHTaMd HEOOXOJMMO BHHMMATEIBHO CIEIUTHh 3a PE3yJbTaTaMH COOTBETCTBYIOIIHX
KOaryJsIIMOHHBIX  1po0. Bapdapun He wu3MeHser QapMakoKMHETHYECKH mpoduib
TUTELUKIINHA.

I/IHFI/I6I/ITODLI NI UHAYKTOPBI I/I30d)eDMCHTOB cucTeMbl muToxpoma P450
TurenukivH He noABEPracTCsa MeTa6OJ'II/13My nocpeaACTBOM I/ISO(I)CpMCHTOB CUCTCMBI HUTOXPOMA
P 450, MMO3TOMY OXHAACTCA, YTO AKTHUBHBLIC BCHICCTBA, MOAABJIANOIMIMC HIIM HHAYHIHUPYROIIUC

aKTUBHOCTh H30(EPMEHTOB cHUCTeMbl nuToXpoma P450, He OyayT H3MEHATh KIUPEHC
TUTCLIMKJIMHA.
B cBoto ouepenp mpemnapat TureuuknuH-buneprus Bpsia M OKaXeT BIMSHHE HAa METaOOIM3M
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TENEHOCTE 0003)

. OC B4
YKa3aHHBIX IPYII JEKAPCTBEHHBIX COEIUHEHUM (NOCNEOOBA

WccnemoBanust N VItr0  mokasajgw, 4YTO THUICHUKIMH HE TOJABIAET MeTa0O0JIU3M,
OTIOCPEIOBAaHHBINA CIeAyIONMME IecThio m3odepmentamu muroxpoma CYP: 1A2, 2C8, 2C9,
2C19, 2D6 u 3A4.

ﬂI/II‘OKCI/IH

[Ipenapar TureuuxnuH-buneprus B peKoMeHIyeMOil 03¢ HE BIMSET HAa CKOPOCTb M CTENEHb
BCACBhIBaHMsI UM KiupeHc nurokcuna (0,5 Mr ¢ mocienyromuM Ha3HaYeHUEM B CYTOYHOM /103€
0,25 mr). /lurokcuH He u3MeHseT papMakoKMHeTHYECKH poduiib Turenukimaa. [loaTomy npu
npuMeHeHud TurenukiuHa-buHeprus COBMECTHO C JMIOKCMHOM KOPPEKIUS 03Bl HE
TpeOyercs.

OnHOBpeMEHHOE MPUMEHEHHE MHTHOMTOPOB P-rimkomporenHa (Hampumep, KeTOKOHA30Ja WIIH
LUKJIOCIIOPUHA) WM MHAYKTOpPOB P-rimkomnporenHa (Hampumep, pudaMIuiuHa) MOMXKET
MOBIUATH HA (AapMaKOKMHETUKY TUTCLUKIIMHA.

IlepopanbHbl€ KOHTPAIIEITHUBEI

HpI/I MMPUMCHCHUU AHTHOMOTHKOB OJHOBPECMCHHO C IICpOpaJIbHbIMU KOHTpALCIITUBAMHA
3(1)(1)CKTI/IBHOCTL KOHTPAUCIITUBOB MOKCT CHUKATLCA.

B wuccnenoBaHusx in Vitro aHTaroHusM MCKAY TUICHUKIMHOM H APYTUMU aHTI/I6I/IOTI/IKaMI/I,

MMpUHAJIC)KAIIMMHA K 4aCTO NIPUMCHACMBIM KjlaCCaM, HE Ha6JHOI[aJIC$I.

I/IHFI/I6I/ITODI)I KaJIbIITMHCBPHUHA

OIIHOBpeMeHHOG MNPUMCHCHUC TUTCHUKIMHA U I/IHFI/I6I/ITOpOB KaJIbIIUHCBpHWHA, TaKUX KakK
TAaKpOJMMYC U HOUKIOCIIOPUH, MOXKET MPUBCCTH K MOBBIICHUIO MHWHHUMAJIbHBIX KOHIIGHTpaIII/Iﬁ
I/IHFI/I6I/ITOp0B KaJIbIIMHECBpHHA B IJIa3ME€ KPOBH. CJ'IC,Z[OB&TGJ'ILHO, BO BpEMs TCpalunu
TUTCHUKIIMHOM CJIICAYET KOHTPOJIUPOBATH KOHHOCHTpPALIUHA HWHI I/I6I/ITOpOB KaJIbIIUHEBpHHA B
j1asMe KpoBH, 9TOOBI N30€KaTh PasBUTUA J'IeKapCTBeHHOI\/JI TOKCUYHOCTH.

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTH U JIAKTAIUS
bepemeHHOCTD

PesynbpTaThl MccienoBaHMH Ha JKMBOTHBIX ITOKa3bIBAalOT, YTO THUIEIMKIMH IPOHHUKAET dYepe3
IUTAlIEHTY W OOHapy)XHWBaeTcss B TKaHAX IUlona. TurenukivuH-buHeprus, kak u Jpyrue
aHTHOAKTepualbHbIE IpernapaThl Kjacca TETPALMKIMHOB, MOXET BbI3bIBaTh HeoOpaTuMoe
M3MEHEHHE [[BeTa MOJIOUHBIX 3y0OB M 00paTHMOe MOJaBlIeHHE pocTa KOCTe Ipy MPUMEHEHHUH B
tedenuu |l u Il TpumectpoB Oepemennoct (cM. pazzaen 4.4). [Ipu npuMeHEeHUN TUTEIUKIMHA
Ha0JII0/1aI0Ch CHUKEHHE MACChI TUI0/IAa Y KPbIC M KPOJIMKOB (C COOTBETCTBYIOIIMMU 3a/1€PKKaMHU
B occudukanuu) (cMm. pazmen 5.3). B gokimHuMYeckux wucclneaoBaHusx Oe3omacHocTu 14C-
MEUEHHBIH TUTEHUKIMH MMPOHUKAI Yepe3 IUIAIEHTy M OOHapy>KUBAJICA B TKAHIX IJI0Ja, B TOM
qucie B KOCTHON TKaHU. Y KPBIC U KPOJIMKOB HAOII0/1a10Ch HEOOJIBIIOE CHIYKEHUE MACChI TU10/1a
U TIOBBIIICHUE YaCTOThl MAJIbIX AHOMAJIMUN Pa3BUTHUS CKeleTa (3aepikKa OCCU(PUKAIIMHM KOCTEH)
IIpY Ha3HAUYEHUHU TUTELMKIIMHA MPHU 3KCHO3UIINU, MPEBBIIIABIICH SKCIIO3UIINIO Y YellOBeKa MpHU
NPUMEHEHUH CYTOYHOW NT03bI mpemnapara B 4,7 u 1,1 pa3, ocHoBeIBasick Ha skcno3unuu (AUC) y
KPBIC U KPOJIUKOB COOTBETCTBEHHO.

He oOnapyxeno TepatoreHHOTo 3¢ (deKTa THUTeIHUKINHA HAa KpPBIC WJIM KPOJIMKOB. B mepuon
OepeMEeHHOCTH MpHUMEHEHHE Mpenapara TurenukinH-buHeprus AOMyCTUMO JHIIb B Clydae
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wioga. OneiTa puMeHeHus npenaparta TurenukinH-buHeprus B nepuo poaoB HeT.

JlakTanms

JIaHHBIX O MOCTYIUIEHWH TUTELMKIIMHA B TPYIHOE MOJIOKO Y YeJIOBEKa HeT. Mmerommecs: JaHHbIe
HCCIIEIOBAHU I (bapMaKoIMHAMUKHA/TOKCUIHOCTH Ha  KMBOTHBIX MOKa3aJiy, 4TO
TUTCIUKJIMH/METa0OIUTHI BBIACISAIOTCS B TPyAHOE MOJOKO. [Ipn HE0OX0IMMOCTH TPUMEHEHUS
TUTELUKIIMHA B IEPUOJ JIJAKTALMU CIIEAYET IPEKPATUTh IPYJHOE BCKAPMIIMBAHUE.

DdepTUabHOCTD

Bnusaue turenmkianHa Ha (EPTWIBHOCTE y UEJNOBEKa He H3y4alnoch. JlOKIMHHUYECKHe

UCCIICIOBAaHUS THUTCIUKINHA, IPOBEACHHBIE Ha KpbicaX, HE YKa3blBAlOT HAa HETaTHBHOE

BO3/ICHCTBUE HA (PEPTHIIHHOCTD WM PEIPOTYKTHBHYIO CIIOCOOHOCTD.

4.7. BiusiHue HA CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpPeICTBAMH M PadoTaTh €
MeXaHU3MaMH

WCCJICIOBAHMS BIUSIHUS TUTEIUKIIMHA HA CIIOCOOHOCTH K YIPaBJICHUIO TPAHCIIOPTOM U paboTe ¢
MEXaHM3MaMH HE MPOBOAWIOCH. llallMeHThl, MoyYaroliue TUTeUUKINH, MOTYT HCHBITHIBAThH
TOJIOBOKPYKEHHE, KOTOPOE MOXKET MOBIIUATH HA CIIOCOOHOCTH K BOXICHHUIO U HCIOJIH30BaHUIO
MEXaHU3MOB.

4.8. Hexkes1aTelbHbIE peaKIUH

Pesrome nmpoduias 0e30macHOCTH

HaubGonee wacro nabmiomatorcs TomHoTa (29,9 %) um pBota (19,9 %), KOTOpBIE OOBIUHO
BO3HHUKAIOT B Hayayie JIeYeHHs (B TEPBBIA WM BTOPOH JEHb JICYCHHS) M, B OOJBIIMHCTBE
CIlydaeB, MMEIOT JIETKOE WJIM CpemHeTsDKesnoe TedeHue. [IpuymHO mpekpaiieHus Tepanuu
IpenapaToM TUTEIUKIIMH Yallle BCero aBisuiichk TomHoTa (1,6 %) u pora (1,3 %).

PesroMme HexxenaTeabHbBIX PEAKIIUT

HexemarenpHnle p€akuuu MnpeaACTAaBJICHBI IO OpraHaM M CHUCTECMaM B KHaCCI/Iq)I/IKaHI/H/I: OYCHb
gacto (> 1/10), gacro (> 1/100, vo < 1/10), neuacto (> 1/1000, no < 1/100), penxo (> 1/10 000,
Ho < 1/1000), ouens pemxo (< 1/10 000), gactora Heu3BeCTHAa (HA OCHOBAHUU HMEIOIIUXCS
JTAHHBIX OLEHUTH HEBO3MOKHO).

CucTeMHO-OpraHHbIi Yacrora HexesatenbHbIe peakunu

KJ1acC
Hapywenuss co cmoponul Yacro VYBenuuenue AKTUBHPOBAHHOTO YaCTUYHOT'O
Kposu u Jaumgpamuyecxou TPOMOOIIIIACTUHOBOTO BpEMEHU (AUYTB),
cucmemul yBenuueHne mnporpomOuHoBoro Bpemenu (I1B),

aHCMUs, TpOM60]_[I/ITOH€HI/I$I

Heuacro DO03MHOGHUINS,  YBEIHUYEHHE  MEXITyHAPOIHOTO
HOopManu3oBaHHoro otHotreHust (MHO)

Penxo I'mmodubpruHoreHEMHUS
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Hapywenuss co cmopomwl Yacrora AHaduAAK T Gl AP Tk OMAHEIE peak nin
UMMYHHOU CUCTEMbL HEenM3BeCTHA
Hapywenus Yacrto CHUXEHHE anmeTuTa
MemabonusMa U NUMaHus.
Hapywenuss co cmoponul Yacrto TonoBokpyxkeHue, TOIOBHAS 00JIh
HePBHOIL cucmembl

Heuacto N3Bpaiuenue BKyca
Hapywenuss co cmoponu YacTto Dnedbut
cocyoos Heuacto Tpom6o¢pnedur
Hapywenus co cmoponwi Yacro ITneBMOHUs

ObIXAMENbHOU  CUCTEM®bL,
0p2aHo8 2pyOHOU KIemKU U

cpedocmenust

JKenyoouno-kuueyHvle

OueHp 4acTo

TowmHoTa, pBOTA, IUAPES

HapyuieHus.
Yacrto Boub B )KUBOTE, TUCTICTICHS, AHOPEKCHS
Heuacto OcTpblii TAaHKPEATUT
Hapywenuss co cmoponul Yacro [ToBbimenwue AKTUBHOCTH
neweHu U HCenuebl800UUX acmiapraramuHotpancdepassl (ACT), moBbIICHHE
nymeti aKTUBHOCTH allaHMHamMuHOTpaHcdepassl (AJIT)*,
TUIEePONITNPYOHHEMUS
Heuacro Kenryxa
Yacrora BoipakeHHble HapylieHdHs (QYHKIUH TICUCHU U
HEenm3BeCTHA MEYCHOYHAS HEJIOCTATOUYHOCTh, XOJIECTAa3
Hapywenuss co cmoponul Yacto 3yA, ChINb
KOJHCU U NOOKONCHBIX
mKawel
Yacrora Tsokenble KOXKHBIC PEaKIMH, BKIIOYAs CHHIPOM
HEU3BECTHA Crusenca-/[)xoHcoHa
Hapywenuss co cmoponwl Heuacto BarunanbHbIi KaHAWI03, BATUHUT, JIEHKOpEs
nOYeK u
MOUeBblBOOAUUX nymell
Obwue  napywenuss  u Yacto AcTeHus, 3aMeIJICHHOE 3a)KUBJICHUE paH, adciiecc,
peaxyuu 8 mecme MH(EKINY, peaKIUU B MECTE BBEACHHUS, CETICHC
66€0eHs Heuacto Bocnanenue, 06onb, OTek u QueOUT B MecTe

HHBEKIINH, 03HO0, CENTHYECKUN IIOK,
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oo WS pARRATETEHOC T 0003)

JlabopamopHule u Yacro [ToBBImEeHnEe a30Ta MOYEBHHBI KPOBH, MOBHIIICHUE

UHCMPYMEeHmMAalbHble aKTUBHOCTH INENOYHON (ocdaTazsl B IIIa3me

OaHHbvle KpOBH,  TIOBHIIICHHE  aKTUBHOCTH  aMUJIA3HI,
TUTIOTIPOTEHHEMUS

Heuacto [ToBbimenwe KpeaTHHHUHA B KpOBH,

TUNOKAJIbIIUEMH, TUIIOHATPHUEMUS, THIIOTJTIMKCMU L

* mospimenue aktuBHocTH AJIT m ACT orMeuanu dyamie mociie OKOHYAHHS Teparuu

THUI'CLHUKIIMHOM.

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKIII/If/'I

Peaxyuu, xapaxmepuvie 0151 anmubuomuxos
[TceBOMEMOPAHO3HBIN KOJIUT
Obwas remanbHoCcmb

B xoxe oOBenMHEHHOTrO aHanM3a KIMHHYECKHX NaHHBIX 13 umccnemoBanmii 3 u 4 ¢as3sl 10
MPUMEHEHHUIO TUTEIUKIIMHA 110 3aPETUCTPUPOBAHHBIM U HE3aPETUCTPUPOBAHHBIM TOKA3AHUSM,
BbIsIBJIEHAa OOJbInasg 0OIasi JIETANbHOCTh (T.€. CMEPTh OT JIOOBIX MPUYMH, B TOM YHCIE He
CBSI3aHHBIX C JICUCHUEM) Y MAIMEHTOB C TSDKEIbIMU MHGEKIMSIMH, MONYyYaBIINX TUTCIHUKIMH.
OO0mas neTanbHOCTh y MAIlMEHTOB, MONYYaBIIMX TUTEIUKINH, cocTaBmia 4 % (150/3788),
npenapatsl cpaBHeHUs — 3 % (110/3646), pa3Huila OTHOCUTENBHOTO PUCKA JIETAIBHOTO UCXOAA —
0,6 % (moBeputenbHblil uaTepBan (AM1): 0,1 - 1,2). IlpuunHb! noBbIIeHNs OOIIEH J1€TaJIbHOCTH
y TAIMEHTOB, MOJIYYaBIIUX TUTCHIHUKINH, HE YCTAaHOBJIEHBI. B 11e10M neTanbHbIe UCXObI ObUIN
pe3yabTaTOM YXYAIICHHUS TE€YEHUsT MH(PEKIIMH, OCIOKHEHHH WHOEKIUU WU COMYTCTBYIOIINX
3a00J1eBaHUH.

CTHu

JlanHble TPUMEHEHUs TUTEIUKIWHA Yy JETell OrpaHWYeHbl ABYMS (apMaKOKHHETHYECKUMU
WCCJICIOBAHUSIMU U OJTHUM OTKPBITHIM KJIMHUYECKUM HUCCJICIOBAHMEM Ha HEOOJIBIION TpyIIe
neteil. HoBBIX MM HEOKUAAHHBIX JAHHBIX MO 0€30MaCHOCTHU Mpernapara B 3TUX UCCIIEJOBAHUSIX
He OBIJI0 BBLISIBIEHO.

B otkpeiTOM (papMaKOKMHETHUYECKOM WCCIICIOBAHMHM C OJHOKPATHOW JCKajalued 10356l
0€30MacHOCTh TUTEIUKIIMHA MCCIIeIOBalIach Ha 25 MaIMeHTax JIeTCKoro Bospacta (oT 8 mo 16
JeT), KOTOpblE HEIAaBHO TepeHechn WHEKIMoHHOe 3aboneBanue. [Ipodunp MmoOOUHBIX
3¢ (heKToB y AeTei ObLT B IIEJIOM CXO0K C TAKOBBIM y B3POCIBIX.

Be3onacHocTh THUrenMKIMHA OblIa TAaK)Ke HCCIIEAOBaHA HAa 58 MalueHTax JAEeTCKOro BO3pacTa
(8-11 1mer), ¢ OCIOKHEHHBIMH HMHMEKIUSIMHA KOXKH M MATKUX TKaHed (15 mnamueHToB),
OCJIO’)KHEHHBIMM HWHTpPaaOdJOMUHAIBHBIMU HHpeKIusIMu (24 manueHTa) Wi BHEOOJIbHUYHOMN
nHeBMonuer (19 manuentoB). [Ipoduns mo60dHBIX 3G(DHEKTOB y ATUX 58 MAIMEHTOB OBLT TAKUM
e, KaK U Yy B3pOCHbIX, 32 HUCKIIOYEHHEM TOIIHOTHI (48,3 %), pBOTHI (46,6 %) U MOBBILICHUS
YpPOBHS JIMMA3bI B IU1a3Me KpoBH (6,9 %), KOTOpble OTMEUANIUCh y JeTel yallle, 4eM y B3pOCbIX.
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Coo0l111eHHE 0 M003PEBAEMBIX HEXKEIATEIbHBL peaxunﬁg OCNEAOBATENBEHOCTE 0003)

BaxHo coo0mare O MOAO3PEBAEMBIX HEKEJIATEIbHBIX pEaKUUsIX II0CIIEe PEruCTpaluu
JIEKapCTBEHHOTO Ipernapara ¢ Lelibl0 00ecreyeH s HePepbIBHOIO MOHUTOPUHIA COOTHOLLICHUS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOI'O Ipenapara. MeIuIUMHCKUM pabOTHUKAM PEKOMEH]yeTCs
coo01aTe O JIOOBIX MOJO3PEBACMbIX HEKEJIATENIbHBIX PEAKIMIX JIEKApCTBEHHOI'O Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIIEHUS O HEXENATeNbHbIX PEAKLUAX FOCYJapCTB — WICHOB
EBpazuiickoro 5KOHOMHYECKOro COr3a.

Poccuiickas @edepayusn: Anpec: 109012, Mocksa, CnaBsiHCKas II0Maab, 1. 4, ctp. 1
OdenepanibHas ciryx0a 1Mo Ha30py B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
Tenedon: +7 (800) 550-99-03, +7 499 578 06 70

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiir B UH(POPMALIMOHHO-TEIIEKOMMYHUKAITUOHHON ceTu «MHTEpEeHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

He ommcana. BHyTpuBeHHOE BBEIEHUE THTEIMKIMHA 3A0POBBIM JOOpOBOJbIaM B o3¢ 300 mr
npu 60-MUHYTHOW MPOJOJKUTENBHOCTH BBEJICHUS IPUBOJINIIO K YYAIIEHUIO TOIIHOTHI U PBOTHI.
['emoananu3 He oOecrieunBaeT yaaaeHUs] TUTCHUKINHA.

5. DPAPMAKOJIOTMYECKUE CBONMCTBA
5.1. ®apmMakoIUHAMHYeCKHUeE CBOIiCTBA

CDapMaKOTepaHeBTI/IquKaSI rpyimia: AHTI/I6aKTepI/IaJ'ILHHe cpeacrBa CHUCTCMHOI'O HeﬁCTBHH;
TCTPpAUUKIIMHBI.

Kon ATX: JO1AA12

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie Bd)d)eKTH

AHTUOMOTUK TUT€UUKINH MPUHAUIEKUT K Kiaccy TNTUMLIMILMKINHOB, CTPYKTYPHO CXOJHOMY C
TeTpanuKIMHaMi. MHrHOupyer Tpancisanuio Oenka y Oakrepuid 3a cueT cBsizbiBanug ¢ 30S-
cyObenuHuLIel puOOCOMBI M OJIOKMPOBaHUS MPOHUKHOBEHHs MoJiekyn amuHoaunia-TPHK Ha A-
caiT puOOCOMBI, YTO NPEMATCTBYET BKJIIOYEHHMIO AMUHOKHMCIOTHBIX OCTAaTKOB B pacTyIlue
MENTHIHBIE LIETH.

CuuTaercs, 4To TUTeUUKINH oOjanaeT OakTepuoCTaTUYeCKUMHU cBoicTBamu. Ilpu 4-kpaTHoit
MUHHMMaJIbHOHM nojasisitomeii konnentpanun (MIIK) turenukinaa HaOMI01a10Ch YMEHbBILICHHE
Ha JIBa MOPsIIKa Yncia KoyioHuid Enterococcus spp., Staphylococcus aureus u Escherichia coli.

MexaHnu3m Pa3BUTHUA PE3UCTCHTHOCTH

TurenukiIMH  MOXET  MpeojosieBaTh  JIBA  OCHOBHBIX  MEXaHHW3Ma  PE3UCTEHTHOCTH
MHUKPOOPTIaHU3MOB, HaOJI0aeMbIX B OTHOLICHUH TETPALMKIMHOB: pUOOCOMAIIBHYIO 3aIUTY U

AKTHUBHOC BBIBCACHHUC.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

OHTEPOOAKTEpUH W APYTUX MHUKPOOPTaHW3MOB, BBI3BaHHAs J(PQIIIOKCOM M MyTalusIMH B
prUOOCOMHOM OeKe.

bruia npoieMOHCTpUpPOBaHa MepeKpecTHas Pe3UCTEHTHOCTh MEXKAY TUTCIIMKINH U MUHOLUUKIUH
PE3MCTCHTHBIMHM H30JIATaMU B Tpymme Enterobacteriaceae, omocpenoBanHas 3())IFOKCHBIMU
HacocaMmu, 00eCreunBalONIMMU MHOKECTBEHHYIO JICKQPCTBEHHYIO YCTOHYMBOCTb. OTCYTCTBYET
HepeKpecTHass pe3UCTEHTHOCTh, 0OOCHOBAaHHAS MUILIEHBIO JCHCTBHS, MEXIY THTCIHKINHOM U
OOJIBIIMHCTBOM KJIaCCOB aHTHOMOTHKOB.

TureuukIIMH MoaBEpraeTcs BO3ACUCTBUIO XpOMOCOMaIbHBIX 3(pdItokcHBIX HacocoB Proteeae u
Pseudomonas aeruginosa. B menom, Mukpoopranu3msl, puHaiexaniie k Proteeae, (Proteus
spp., Providencia spp. u Morganella spp.), MeHee 4yBCTBUTEJIbHBI K TUTCIUKINHY, YEM JPYTHE
npejacraButenu Enterobacteriaceae. IlonmxeHHass 4yBCTBUTEIBHOCTh MMpPEACTaBUTENEH 00EHX
ITpynn K THUTCLUKIMHY OOYCIOBIEHA CBEPXIKCIpeccHed TeHa Hecnenu(UYHOro aKTHUBHOTO
BeiBeicHUst ACTAB. Omucana moHMKEHHAs YyBCTBHTEIBHOCTD K TUTeIMKIMHY U Acinetobacter
baumannii.

In Vitro uyBCcTBUTENBHOCTH OAKTEPHIA K TUTCHUKITUHY

Bribepute TONBKO OAHY METOJOJOTHIO OMPEENIeHUs YYBCTBUTEIBHOCTH K AHTUMHKPOOHBIM
npenapatam (EBporeiickuii KOMHUTET 1O ONpPENeNIeHUI0 YyBCTBUTEIEHOCTH K aHTUMUKPOOHBIM
npenaparam (EUCAST) wiu cripaBounyro uapopmanuio FDA, cOOTBETCTBYIONIYIO JIOKATbHBIM
TpeboBaHusAM. MHCTUTYT KiIMHMUYECKUX M JlabopatopHbIx ctangaptoB (CLSI) He omyOnmkoBan
KPUTEPUN YYBCTBUTEIHHOCTH K TUTCIIUKIIUHY).

[Tpu mpoBeneHUN TUCKO-TU(PPY3NOHHOTO METOJIAa MCIIONB3YIOTCS TUCKH, TPONUTAHHBIE 15 MKT
TUTCIUKIIHHA.

CrpaBounast unpopmanuss EUCAST (quis ctpan, ucnons3yronmx EUCAST)

[ToporoBeie 3HaUeHUs A7 MUHUMalIbHOW mopaasistomeidt koHneHTparuu (MIIK) u amamerpa
30HBI TOJIABJICHUSI POCTA, YCTAHOBIICHHBIE EBpONMEHCKAM KOMHTETOM II0 OIPEIEIICHUIO

YyBCTBUTEIHLHOCTH K aHTUMUKPOOHBIM mipenapatam (EUCAST), cienyrommue.

Ta6aunna 1. Iloporoseie 3Hauennss EUCAST

Muxkpoopranusm MIIK (mr/m) Juamerp 30HBI TOJABIEHHUSA
pocta (MMm)
<y >4
(YyBcTBUTEIBbHBbIE)/ (YyBcTBUTEIBbHBIE)/
> P (Pe3uCTeHTHbIE) <P (Pe3ucTeHTHbIE)
Enterobacterales <0.5/>0.5 >18/<18 1)

(Enterobacteriaceae):
Escherichia coli u
Citrobacter koseri:

Staphylococcus spp. <05/>0.5 >19/<19
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Enterococcus faecalis <0.25/>0.25 (MOCTEEESIENERUC TE 0003
Enterococcus faecium <0.25/>0.25 >22 /<22

Streptococcus rpymmn <0.125/>0.125 >19/<19

A,B,CuG

IMoporoebie 3HaueHus1s PK/D/I(ne Bugocnennduyeckue)

<05/>05 -

@ Jlna Apyrux >HTepoGaKTepHil AKTHBHOCTh THTEIHKIMHA BapbUpPyeTCs OT HEJIOCTATOYHOH B

otHomenuu Proteus spp., Morganella morganii # Providencia spp. k BapuabenbHON y APYTHX BHIOB.

) IToporosele 3Ha4eHKs MAMETPA 30HbI TOAABJIEHHS POCTA YCTAHOBJIEHBI TOJIbKO 1ts E. coli. Jlns C.
KOSeri ucrnosb3yoT MeToa onpeaeneHus MITK.
OK — papmMakoKHHETHKA

/] — papmakogrHAMUKA.

Hmerorcss kIMHUYECKUE JaHHbIE 00 3((EeKTUBHOCTH TUTELMKIMHA B OTHOIIEHHH aHa’pPOOHBIX
OakTepuii IPH MOJIMMUKPOOHBIX HHTPAa0JOMUHAIBHBIX HH(DEKIIHSX, OJTHAKO KOPPEISALIUST MEXKITY
sHaueHusmMu MIIK, nanapiMu OK/DJ] 1 KIMHAYECKUM HCXOJOM HE ObLia BbIsIBICHA. Takum

06pa30M, IMOPOrOBLIC 3HAYCHHUA NI OPCACICHUA YYBCTBUTCIIbHOCTU HEC YCTAHOBJICHBI.

Jlnana3oHsl KOHTpOJS KadecTBa i onpeneneHus dysBcrBurenabHocTd EUCAST npuseneHsl B

cienyromen Tabuiie.

Tabauua 2. JlomycTuMble AUANA30HbI KOHTPOJISI Ka4yecTBa 1JIf

onpenesenust uyBcrButeabnoctu (EUCAST)

Mukpoopranuzm MIIK nuanazon Huamerp 30HBI NOJABIEHUS
(vr/m) pocta (MMm)

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 KOJUIEKIIHSI TUTIOBBIX KYJIBTYP

CnpaBounast uadopmarust FDA (tpeboBanne FDA CIIA nnst HHCTPYKITUU IO METUITUHCKOMY
IIPUMEHEHHIO Mpenapara, 3aperucrpuposantoro B CIIA).

Jis monmy4yeHus: KOHKPETHOM MH(OpMaIu O KPUTEPHUSIX MHTEPIPETAllui UyBCTBUTEIBHOCTH U
CBSA3aHHBIX C HUMH METOJIOB TECTUPOBAaHUS M CTAHJAPTOB KOHTPOJS KauecTBa, NPU3HAHHBIX

FDA ms atoro mpemapara, cM.: https://www.fda.gov/STIC.

Hns yno6etBa moporoBbie 3HaueHus FDA ykazanpl B TaOuIle HIKE.

Crpanuna 12 u3 20

COOTBETCTBYET 3KCNEPTHOMY OTUYETY



https://www.fda.gov/STIC

COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 08.10.2024 N= 21827

Ta6auna 3. oporognie sHaddRmr FDANDCE  ENBAUC TS T0U3]

Munumanenbie  nonasistomme | Jucko-nuddy3noHHeii  MeTox
KOHIICHTpAITUH! (MKT/MIT) (ImameTp 30HBI B MM)
Muxkpoopranu3mMbl q vy P q v P
Staphylococcus aureus | <0.5° - - >19 - -
(BKITFOUAS
MCTULWJUIMHPE3UCTCHTHLIC
HITAMMBI)
Streptococcus spp. otauunbie ot | <0.252 | - - >19 - -
S. pneumoniae
Streptococcus pneumoniae <0.06* |- - >19 - -
Enterococcus faecalis (Bxmouas | <0.25* | - - >19 - -
YYBCTBUTCIIbHBIC K
BaHKOMHIUHY I]_ITaMMBI)
Enterobacteriaceae ° <2 4 >8 >19 15-18 <14
Haemophilus influenzae <0.25* |- - >19 -
Anaspo0sr B <4 8 >16 - - -

Y = YyscTBUTENbHBIC; Y = YMEpeHHO-pe3UCTEHTHBIC; P = Pe3ncTreHTHbIC

Hns  nucko-mudy3noHHOTO METOAAa WCHOJIB3YIOTCS OyMakKHble ITUCKH, IPONHMTAaHHbIE 15 MK
TUTCLUKJINHA

a TCKYHICC OTCYTCTBUC PE3UCTCHTHBLIX INTAMMOB HE€ IIO3BOJIACT HHTCPIPETUPOBATH Kakue-1100
pe3ynbTathl, KpoMme Kak «HyBctButenbHbiey. [lITammel, naromue pesynbrarel MIIK, ykaspiBaromue Ha
kareroputo «HedyBcTBUTENbHBIEY», JOIKHBI OBITH OTIpaBJIEHBl B pedepeHc-madopaTopuio s
JIaJIbHEHIIIEr0 TECTUPOBAHUSL.

® OTMeueHa CHWKEHHAs aKTHBHOCTH THTELMKIMHA iN Vitro npotus Morganella spp., Proteus spp. u
Providencia spp.

¢ Pa3zBesenue B arape

CootHontenuss PK/DJ1

OrpaHuyeHHblE JaHHbIE Ha JKMBOTHBIX VYKa3bIBAlOT Ha TO, 4YTO IUIOMIAAb IOJ KpPUBOM
«koHueHTpauuss — Bpemsi» (AUC)/ MIIK sBrusiercs ¢apMakoJuHAMHUYECKUM IOKa3aTeleM,
Jy4llle BCEro CBS3aHHBIM € HcxogoM. DdapmakoIMHAMUYECKHE HCCIEAOBAaHUSA Ha JIOISX
yKa3plBalOT Ha B3auMocBa3b Mexay AUC/ MIIK u  xiMHuYeckoil, a  Takxke
MUKPOOHOIOTHYECKOH (D (PEKTUBHOCTHIO.

TureuukiuH noka3an cBor 3((EKTHUBHOCTH JUISl JICUYEHUS WHTPaaOAOMUHAIBHBIX HMHQEKLIUH,
BbI3BAHHBIX  aHa’pOOHBIMU  OakTepusMu,  He3aBUcUMO  oT  mnokaszareneit  MIIK,
(bapMaKOKUHETHYECKUX/(hapMaKOIMHAMHUYECKUX TMapamMeTpoB. B CBA3M ¢ BbIIIECKAa3aHHBIM
KoHTpoJbHbIe 3HaueHus: MIIK ne mpencrasnensl. Ciaenyer OTMETUTh MUPOKUA Tuana3zon MITK
TUTEIUKJIMHA JUII MUKPOOPTaHM3MOB, NPHUHAAISKAIINX K pogam Bacteroides u Clostridium, B

pszie Clly4aeB MPEBBIIAIONINE 2 MI/II.

Crpanuna 13 u3 20



R

ot 08.10.2024 N= 21827

HmeroTcss nUIb OrpaHUYeHHbIE JTaHHBIE O KJ MHIICCKDIT écﬂ@&%&kﬁgg&t%hﬂﬁtﬂv;ﬁg :'an/I

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

9HTCPOKOKKOBBIX I/IH(i)eKI_[I/ISIX. Tem He MCHCC, IMOKa3aHa IOJIOXKUTCIIbHAsA PCaKlMd Ha JICHCHHC

TUTELUKIMHOM MOJIMMUKPOOHBIX HHTPaaOJOMUHAIBHBIX WHPEKITUH.

YyBCTBUTEILHOCTh

PacripocTpaHeHHOCTh MPUOOPETEHHON PE3MCTEHTHOCTU y OTACIBHBIX BUIOB OAKTEPHI MOXKET

BapbUpPOBATH B 3aBUCHUMOCTHU OT BPCMCHU U reorpaqmqecxoro ITOJIOKCHHUA.

Mukpoopranusm

OO0BIYHO YVBCTBUTEIbHbIE BHIbI

['paMII0JI0)KUTENIBHBIE a3DPO0bI

Enterococcus spp. ' (Bkirouast pe3UCTEHTHBIE K BAHKOMHIMHY IITAMMBI)

Listeria monocytogenes

Staphylococcus aureus™ (Bkirouast pe3UCTEHTHBIE K METHUIIMIIIMHY IIITAMMBI)
Staphylococcus epidermidis (Bkiro4ast pe3rCTeHTHbIE K METHIHJUTHHY [IITAMMBI)
Staphylococcus haemolyticus

Streptococcus agalactiae*

Streptococcus pyogenes*

Streptococcus pneumoniaet

I'pymma Streptococci viridanst

I'pamoTpuIaTensHbIE a3D0O0BI
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. T
Porphyromonas spp.
Prevotella spp.

Jpyrrue MUKpPOOPraHU3MbI
Chlamydia pneumoniae
Mycobacterium abscessus
Mycobacterium chelonae
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Mycobacterium fortuitum (MOCIEOUBATENBHOCTE 0003)

Mycoplasma pheumoniae

Buabl, ¢ mOTeHIAATOM Pa3BUTHA NPHOOPETEHHON Pe3UCTEeHTHOCTH

I'pamoTrpunaTenbabie a3po0Obl
Acinetobacter baumannii
Enterobacter cloacae*
Klebsiella aerogenes
Klebsiella oxytoca*
Klebsiella pneumoniae*
Morganella morganii
Salmonella spp.

Serratia marcescens

Shigella spp.
Stenotrophomonas maltophilia

AHa3p0O0ObI
I'pymma Bacteroides fragilist

Parabacteroides distasonis

Muxpoopranusmbl, 00J1a1a101He TPUPOIHOH PE3UCTEHTHOCTHIO

['paMoTpuIaTeIbHbIC a9PO0bI
Providencia spp.

Proteus spp.

Pseudomonas aeruginosa

*0003HaYaeT BUbI, B OTHOIICHHWU KOTOPBIX CUHHUTACTCS, YTO AKTUBHOCTH ObLIa YAOBJICTBOPUTCIIBHO
MNPpOACMOHCTPHUPOBAHA B KIIMHUYCCKUX UCCJICIOBAHUAX.

TB KIIMHUYECKUX HCCIICOJOBAHUAX 6I)IJIa IMPOAECMOHCTPHUPOBaHa AKTHUBHOCTH B OTHOLLICHUN
YyBCTBUTEIILHOIO K BaHKoMuimHy Enterococcus faecalis; 4yBCTBUTENBHBIX K MCHUIMIUTHHY
MTHEBMOKOKKOB; Cpe/Id 3eJIEHAIINX CTPENTOKOKKOB UTst Tpymel  Streptococcus anginosus (sximroyast S.
anginosus, S. intermedius u S. constellatus); cpemu Peptostreptococcus spp mis P. micros; cpeau
Bacteroides spp. mus B. fragilis, B. thetaiotaomicron, B. uniformis, B. ovatus u B. vulgatus.

5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA
AOGcopOnus

[TockonpKy  TUT€LMKJIMH  BBOJUTCS  BHYTPUBEHHO, OH  xapakrepusyerca 100 %
OMOJJOCTYITHOCTBIO.

Pacnopenenenune

[Tpu xoumentparmusx ot 0,1 mo 1,0 MKr/Ma CBs3BIBaHHE THUTCHMKINHA C OEJIKAMH IUIA3MBI
in vitro Bapeupyer mnpubmusuteapHo ot 71 % mo 89 %. B dapmMakOKMHETHYECKUX
UCCIIEIOBAaHUSX Y KMBOTHBIX M JIIOJIEH MOKa3aHO, YTO THTELHUKINH OBICTPO pacmpenensercs B
TKaHSIX.

B opranmsme 4enoBeka paBHOBECHBI 00bEM paclpe/ieieHusl TUTeUUKINHa cocTaBui ot 500 1o
700 1 (7-9 n/Kr), 9TO NOATBEPKAACT IKCTEHCUBHOE paclipe/leieHue TUTeIUKINHA 32 MpeeiaMu
IUIa3MBbl U HAKOIUIEHUE €TO B TKAHSX.
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JlanHble O CHOCOOHOCTM THUTELMKIMHA MPOHHKATH ud) 'é'}élﬁfﬂ'éﬁmgé%éck i éab's'ép B

OpraHu3Me YeJIOBEKa OTCYTCTBYIOT.

PaBHOBecHass MakcumaibHas KOHUEHTpauus (Cssmax) TUTELIMKIMHA B IIJIa3Me€ KPOBU COCTAaBHIIA
866+233 ur/mia npu 30-MuHYTHBIX HHOY3UIX H 634497 Hr/mu npu 60-MUHYTHBIX HHQY3HSIX.
[Tnomane mox kpuBoil «koHIeHTpausa-Bpems» (AUC)o-124 coctaBuna 2349+850 Hrevac/mn

Buorpancdopmarus

B cpennem, menee 20 % TurenukiauHa noaBepraercs mMeradonu3My. OCHOBHBIM BEIECTBOM,
OoOHapyXCHHBIM B MOYE M Kayie, ObLJI HCM3MEHEHHBI TUTCIHUKIIMH, OJTHAKO OBUTH OOHAPYKEHBI
TaK)Ke TIOKYPOHU, N-alleTHIIBHBII METa0OIUT 1 SITUMED TUTCIIMKIIHHA.

TurenukiuH HE TMOJABIsAET META0O0JU3M, ONOCPEIOBAHHBIM  CIICAYIOINIUMH  IIECTHIO
nzoepmenramu 1muroxpoma P450: CYPIA2, CYP2CS8, CYP2C9, CYP2C19, CYP2D6 u
CYP3AA4.

Turenukiaua He mmokazan HAJI® 3aBucumocts B mogasieaun CYP2C9, CYP2C19, CYP2D6 u
CYP3A, w3 dYero MOXHO 3aKIIOYUTh OTCYTCTBHE HEOOpAaTMMOTO HMHTHOWUTOpa OSTHX
n30(hepPMECHTOB.

OIUMUHALKA

OtmeueHo, uto 59 % Ha3HaueHHOH 103bl BBIBOJUTCS 4Yepe3 KHUIIEYHUK (IIpU 3TOM OoJjbluas
4acTh HEM3MEHEHHOI'0 THUIEeIMKIMHA IOCTyMaeT B JKedaub), a 33 % BBIBOAUTCS IOYKAMHU.
JlononHUTENbHBIE IYTH BBIBEIECHHUS — DNIIOKYPOHMJALMS M JKCKPELUHs HEU3MEHEHHOIO
TUTCLUKIIMHA I0YKAMH.

OOummii KIMpPEeHC TUTEHUKIMHA TI0CIe BHYTPHUBEHHON HH(]Y3um coctaBiser 24 n/gac. Ha
MOYEYHBIN KJIMPEHC MPUXOAUTCS MpUOIM3UTENbHO 13 % oT obmiero kiupeHca. TUTEIUKINH
XapaKTepU3yeTcsl  MOJUAIKCIIOHCHLIMAJIbHBIM  BBIBEJEHHUEM U3  CBHIBOPOTKH,  CPEIHUN
TEPMHUHAJIBHBIM TEPUOJ IOJIYBBIBEIECHUS W3 CBHIBOPOTKM IIOCJIE HA3HAYEHHWS IOBTOPHBIX 103
cocTaBiisieT 42 yaca, 0JJHaKO HaOJII01al0TCS 3HAUUTENbHbIE HHIUBUAYaJIbHbIE pa3IHUusl.

B wuccrienoBanusx in Vitro ¢ UCIOJIb30BaHUEM KJICTOYHON JMHUM C TUIEPHpOayKiuend P-
[JIMKONIPOTENHA ObUIO YCTAHOBJIEHO, YTO TUTEIUKIMH SBJISETCs cyOcTparoM P-rmukonpoTrenHa.
Bo3MoHBIN BKJIaJ TPAHCIIOPTA, ONOCPENOBAHHOIO P-TiMKONpoTenHa, B JEMCTBUE TUTCIUKINHA
HEN3BECTEH.

IleyeHOYHAs HEIOCTATOYHOCTh

VYV nmauMeHToB ¢ JIETKUMH HApyLIIEHUSMU (QYHKIMM NEYeHH (apMaKOKMHETHUYECKUN MNpouIib
OJTHOKPATHOM 03Bl TUTELUKINHA HEe U3MeHsaeTcs. OIHAKO y MallMeHTOB CO CPEIHETSKENBIMU U
TSOKETBIMU HapylIeHussMu QyHKiuu nedeHu (kiacc B u C no knaccudpukanuu Yaiina-I1sio),
OOImMHA KIMPEHC TUTELUUKIMHA ObLI CHIDKEH Ha 25 % u 55%, a mepuona MoNyBBIBEACHUS
yBesmmdeH Ha 23 % u 43 %, COOTBETCTBEHHO.

[ToyeyHast HETOCTATOYHOCTD

Y manueHToB C TOYEYHOW HENOCTaTOYHOCThIO (KIMpeHC KpeaTnuHuHa <30 MJI/MUH)
(apMaKOKUHETHYECKUI MPO(UIb OJHOKPATHOM /103l TUTCLIMKIMHA HE U3MEHSIICS, B TOM YHUCIIe
U Ha (oHe reMouanu3a. Y MalMeHTOB C TsKesloi nmoyeynoit HenocraTouHocThio AUC Ha 30 %
0oJbIIIe, YEM Y MALMEHTOB C HOPMaJIbHOU MOUYEYHON (YHKITHEH.

JInna moKujioro Bo3pacra

®apMaKOKMHETHKA TUTCIUKINHA y MAllUeHTOB MOKUJIOT0 BO3PACTa, B LIEJIOM, HE OTJIMYANach OT
JIPYTUX BO3PACTHBIX TPYIMIL.
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Ilon (MOCNEODBATENEHOCTE 0003)

Knuandecku 3HAYUMBIC pasiinuuAa KIUMPCHCAa TUTICHUKIMHA Y MYXUYUH U JKCHIIWMH HC
YCTAHOBJICHEI.

Paca
KimpeHc TurenykinHa He 3aBUCUT OT PACHI.

Macca mena

Kinupenc, B ToM umcie HopManu3oBaHHbIN 10 Macce Tena, 1 AUC 3aMeTHO He pa3iuydaiuch y
MalMEHTOB C Pa3HOM Maccoil Tejaa, B TOM 4YKciie mpeBbimaromeit 125 kr. Y nauueHToB ¢ Maccou
tena 6onee 125 xr BenmmumHa AUC Obuta Ha 25 % Hmke. JlaHHBIC 0 MalMeHTaX ¢ MAacCOM Tela
6onee 140 Kr OTCYTCTBYIOT.

5.3. JlaHHbIe JOKJIHHHYECKOH 0€3011acHOCTH

B JOKIMHUYECKHX MCCIEN0BaHUAX Oe30macHOCTH *C-MedeHblil THrelMKIMH MPOHMKAN Yepe3
IUTALEHTY M OOHapy)XMBaJCs B TKaHAX IJIOJAa, B TOM 4YHCJIE€ B KOCTHOM TKaHU. Y KpbIC U
KPOJIMKOB HaOJI0Aa70Ch HEOOJbIIOE CHI)KEHHE MacChl IJIOAA W MOBBIIIEHHE YaCTOThl MallbIX
AaHOMAJIMK Pa3BUTHA CKeJleTa (3aJepikKka occH(UKAMU KOCTEW) Mpy Ha3HAUYCHHH TUTELHUKINHA
IIPU SKCIIO3ULIMH, MPEBbIIABIICH 3KCIO3ULMIO Y YEJOBEKa MpU NMPUMEHEHUU CYTOYHOM J103bI
npernapata B 4,7 u 1,1 pa3, ocHoBbBasich Ha dkcno3uuuu (AUC) y Kppic M KPOJIMKOB
cooTBeTcTBeHHO. He oOHapy»keHo TepaToreHHoro 3¢ ¢pexra TUreMKINHA y KPbIC WIIK KPOJIHUKOB.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BCIOMOraTeIbHbIX BelleCTB

JlakT03BI MOHOTHIPAT

1 M pactBop HaTpus ruapokcuaa (11 koppekuuu pH)

1 M pacTBOp XJIOPUCTOBOJIOPOTHON KUCIIOTHI (17151 Koppekuuu pH)

6.2. HecoBMecTHMOCTDH

JlaHHBIN JIEKapCTBEHHBIN IIpenapaT He CIeAyeT CMEIMBaTb C APYTMMH JIEKAPCTBEHHBIMU

npenaparamMu, 3a UCKJIHOUYCHUEM YIIOMAHYTBIX B pa3aciic 6.6.

[Tpu npumenenun uepe3 T-oOpasubiii katerep npenapar TUTELIUKJIMH necoBmecTuMm c
amdorepuiuHoM B, amdorepunmHoM B nunocoManbHbIM, AMa3eraMoM, 330MENpa3ojioM M
OMETIPa30JIOM.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

HeBckpuIThlil ditakoH

.HI/IOd)I/IJ'II/ISaT JJI IPUTOTOBJICHUSA KOHIICHTPATA JJIA IPUTOTOBJICHUA paCTBOpa AJIA I/IHd[)VSI/Iﬁ

2 roja.

KoHIIEHTpAT ¥ OPUTOTOBIECHHBIA pacTBOD Ul MHG y3Uid

I'oroBeil pacTBOp mnpenapara TuUrenMkKIMH-BHHEPrHUs MOXHO XpAaHWTh IPH KOMHATHOU
temriepatype (He Bhime 25° C) He Oonee 24 4acoB KOHIIGHTpaT — BO (jlakoHe 110 6 Yacos,
oCTaBIlIeecss BpeMs — B BUJE IPUTOTOBICHHOTO pacTBopa Uil MHQY3uid. B ciydae, eciu
Temreparypa xpaHeHus Bbie 25° C, TOTOBBII pacTBOp CIENYET HCIOJIb30BATh HEMEUIEHHO.
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a3y TI0CJIE PAa3BE/ICHHS FOTOBOTO PACTBODA C [TOMOIIEEd 09 AeTs0 TS X FOpAAA e
Cpasy p pacTBop 1909 U5 padTiopa narpri X sopudd’

OMY OTYETY

5 % pacTBOpa AEKCTPO3bI Il HHBEKIIMNA, KOHCUHBIA PACTBOP IS HHPY3UH MOXKET XPAHUTHCS B
xoJioaIbHKUKE TIpH Temmeparype oT 2°C no 8° C He 6oinee 48 yacos.

6.4. OcoObie Mepbl MPEIOCTOPOKHOCTH MPU XPAHEHUH

XpaHuTh B 3alIMIIEHHOM OT CBETa MECTE MpH TemrepaType He Bbie 25 °C B OpUrHHAIBHOMN
yIaKoBKe (B MaukKe).
YcioBus XpaHeHus M0cjie BOCCTAHOBIIEHUS JIEKAPCTBEHHOTO Mpenapara cM. B paszene 6.3.

6.5. XapakTep u coaep:kaHue NEPBUYHOI YIIAKOBKHU

[To 50 wmr TurenuknnHa BO (IAKOHBI U3 MPO3PAYHOro OeclBETHOro crekiaa 1-ro
THJIPOJIMTUYECKOTO  KJlacca, TIEPMETUYHO YKYINOPEHHbIE PE3MHOBBIMU OpOMOYTHUIOBBIMU
npodkaMu M o0XkaTble KOJIIauKaMH aJIIOMUHHMEBBIMH, WM KOJMAYKaMU aJIFOMHUHHEBBIMU
KOMOMHHMPOBAHHBIMU, WJIM KOJIMAaYKaMi KOMOMHUPOBAHHBIMU C IJIACTUKOBBIMU JUCKAMHU.

ITo 1 ¢pnakoHy BMecCTe ¢ MHCTPYKLMEN 0 IPUMEHEHHUIO TOMELIAIOT B AUKY U3 KapTOHA.

[To 5 ¢nakoHOB MOMEMAIOT B KOHTYPHYIO IUIACTHKOBYIO YNAaKOBKY (TIOAJIOH) W3 TUICHKH
HOJMBUHUIIXJIOPUIHON WU U3 MJICHKH MOJUATUIIEHTepedTalIaTHOM.

[To 1 nnu 2 KOHTYPHOU MJIACTUKOBOM yIaKoBKe (MOA0HA) ¢ )IakOHAMHU BMECTE C MHCTPYKITHEH
[0 IPUMEHEHUIO TOMENIAIOT B UKy U3 KapTOHA.

Kommnekt (1 KOHTypHas IUIacTHKOBas yINakoBKa (MOAMOH) ¢ 5 (uakoHamu mnpenapara u
1 KOoHTypHas TUIACTHKOBas ymakoBKa (mojoH) ¢ 5 ammynamu pactBopurens (0,9 % pactBop
Hatpus xsopuaa mo 10 mu mpoumsBoxctBa DKII «ApmaBupckas Oumodabpukay, Poccus)
MOMEIIAIOT B IAUKy U3 KapTOHA.

Ynaxoexa ona cmayuonapos:

ITo 25, 50 wim 100 ¢pnakoHOB BMeCTe C paBHBIM KOJUYECTBOM HMHCTPYKLHUI MO MPUMEHEHUIO
MIOMEIIAIOT B KOPOOKY C Pa3/eNUTENbHOM BCTaBKOW, MM MEPEropojKOM, WM pelIeTKOM, Win
CenapaTopoM U3 KapTOHa.

He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYIIHBI IJIS1 pealn3aluu.

6.6. Ocol0ble Mepbl MNPEIOCTOPOKHOCTH TNPH  YHHYTOKEHHH  HMCHOJIH30BAHHOIO
JICKAPCTBEHHOI'0 TMpenapara WJIHM OTXO0AO0B, IOJYYEHHBIX IIOCI¢ TPHMEHEHHSA
npenapara, ¥ Ipyrue MaHMIYJIALUH ¢ NPpenapaTomM

HMHCTpYKIHUS 110 MPUTOTOBISHUIO PacTBOpa U BBEACHUIO IperapaTa

Ilpucomosnenue

[lepen mnpuMeHeHHEM cJelyeT pa3BeCTH COJAEPKUMOE Kaxaoro ¢uiakoHa Ipernapara
Turenuxnuu-buneprus ¢ nomomrsio 0,9 % pactBopa HaTpus xjiopuaa, S % pacTBopa JIeKCTPO3bI
JUIsl UIHBEKIIMK WM pacTBopa PuHrepa ymakrara B KonuuecTBe 5,3 Ml AJIs IOJy4EHUS TOTOBOIO
pacTtBopa ¢ KoHIeHTparued Turenukiania 10 mr/mun (Ilpumeuanue: 5 M1 TOTOBOTO pacTBOpa
conepkar 50 Mr TUTEHMKIMHA, KaXAbIH (hIaKOH COAEPKHUT U30BITOK mpenapara 6 %). drakoH
OCTOPO’HO BpaIlaroT J0 MOJIHOTO pacTBOPEHUs IIpernapara.

5 MJ TOTOBOTO pacTBOpa HEPEeHOCAT BO (DIIAKOH C PACTBOPOM JUIsl MH(Y3UH BMECTUMOCTHIO
100 ma (st 7o3s1 100 MT HEOOXOAMMO B3SITh TOTOBBII pacTBOp U3 2 (hrakoHOB, s 10361 50 MT
- u3 ogHOrO (hakoHa). MakcuMasbHasi KOHIIEHTpAIlMs KOHEUHOTO PacTBOpa AJisi BHYTPUBEHHOM
uH(Y3UM He JOJDKHA MpeBbIIaTh | Mr/mir.
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['oTOBBIN pacTBOP MOJKEH OBITH KENTHIM WU opaHmeﬁBQf::}i@%@&TEgﬂ FiMeeT -l,;[fi}l;l';)mz!]]_[BeT

WM B HEM OINPEACIIAIOTCS BUIUMbBIC BKIIFOUCHUS, €r0 UCITOJIb30BAHHUE HE JIOIYCKACTCA.
Beeoenue

TurenuknMH-bUHEPTHs BBOIUTCS BHYTPUBEHHO Yepe3 OTIACIbHYIO WHQY3HOHHYIO CHCTEMY WU
yepe3 T-oOpasHbiii  karerep. Ecaum  BHYTpUBEHHBIM — KaTeTep  MCIONb3yeTcd s
MIOCJIEIOBATEILHOTO BBEICHUSI HECKOJIBKHX JIEKAPCTBEHHBIX IpPENapaToB, TO €ro HEO0OXOAWMO
OpOMBITH Tiepen uHoy3uel npenapata TurenmxinH-buneprus ¢ momomso 0,9 % pactBopa
HaTpus XJopuaa, 5 % pactBopa AEKCTPO3bl Al HUHbEKLIUH WK pacTBopa Punrepa nakrata. [Ipu
IPOBEIEHUHN UH(Y3UU ClIeyeT YUUThIBATh COBMECTUMOCTh TUTCLIMKIIMHA U IPYTUX MpEenapaTos,
BBOJIMMBIX uepe3 0JIuH Karerep (cM. pasuen 4.5).

COBMECTHMOCTE C JCKAPCTBCHHBIMHU ITpC€riaparaMi W pPaCTBOPUTCIIAMHU ITPW OAHOBPEMCHHOM
BBCJACHUHN

Tureuukinun copmectuM ¢ 0,9 % pacTBopom HaTpus xjopuzaa, 5 % pacTBOPOM IEKCTPO3bI AJis
UHBEKIUNA wWin pactBopoM Punrepa nakrarta. Ilpu BBeneHum yepe3 T-oOpasHbIi Karerep
npenapat Turenuknuna-buneprus, pactBopennsiii B 0,9 % pactBope Hatpus xjopuaa win 5 %
pacTBope AEKCTPO3bI JUIsl WHBEKIHMHA, COBMECTUM C aMHUKAIlMHOM, T0OyTaMHUHOM, OTIaMHUHOM,
TeHTaMHUIIMHOM, raJIoNepuI0JIoM, pactBopom  Punrepa  naxrara, JMIOKAaHOM,
METOKJIONIPAMHIOM,  MOPPUHOM,  HOPIMUHEDPUHOM,  MHUIEPANHUTMHOM/Ta300aKTaMOM
(;mexapcTBeHHasi hopMa, cojaepikamas dTWwieHIuaMuHTeTpaarnerat — DJ[TA), kamust XJI0puaoM,
npono}osIoM, PaHUTHIUHOM, TEO(PHIUTMHOM U TOOPAMHUIIMHOM.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S

Poccniickas @enepanns

AO «buneprus»

Poccust, 143930, MockoBckast o0macts, 1.0. banammuxa, r. banamuxa, Mkp. CanTbIKOBKa,

1. Pasunckoe, a. 69, o1. /moment. 1/41, opuc 106A

Ten.: 8-495-580-55-02

daxkc: §8-495-580-55-03

e-mail: info@binergia.ru

7.1. IlpencraBuTe/ib /Jeps;KaTejisi PeruCTPAIMOHHOIO Y/AOCTOBEPEHMsI HAa TePPUTOPUH

Colo3a

[IpereH3un norpedUTENEH HAOPABIATH 110 aIPeECY:

Poccniickas @enepanvs
AO «buneprus»

Poccust, 143930, MockoBckas o6actp, r.0. banammxa, r. banammxa, Mmxp. CanTeIKoBKa,
1. Paszunckoe, 1. 69, 1. /moment. 1/41, oduc 106A
Ten.: 8-495-580-55-02
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Daxc: 8-495-580-55-03 (NOCNEOCBATENLHOCTL 0003)

e-mail: info@binergia.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. IATA NMEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHSI PETMCTPALIMU,
INEPEPETUCTPALIMN)

JlaTa nepBoi perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OOmast xapakTepUCTHKa JIEKApPCTBEHHOrO mpemapara TurenukinH-buHeprus mocTymHa Ha
UH()OPMAIIMOHHOM mopTaie EBpa3suiickoro 3KOHOMHYECKOTO €032 B HH(MOPMAIMOHHO-
KOMMYHUKAIMOHHOM cetn «HTepHeT» hitps://eec.eaeunion.org/
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