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OBLIASI XAPAKTEPHCTHKA JIEKARCTBEHHOTO, IPEIAPATA 0003

1. HAMMEHOBAHMUE JIEKAPCTBEHHOTI'O ITIPEITAPATA
Tureuuknuu-Pyc, 50 mr, nuodunuzaT A8 NPUTOTOBJICHUS KOHIEHTpaTa IJs MPUTOTOBJICHUS

pactBopa ISl HHPY3HA.

2. KAYECTBEHHBINA U KOJTUWYECTBEHHBINA COCTAB

JeicTBytol€e BENIECTBO: TUTCLIMKIIMH.

Kaxxnprit ¢akon comepxut 50 M TUTEITUKIIMHA.

Kaxaplii Mi pacTBopa Iociie NEpBOHAYAIbHOIO Pa3BEIEHUs pacTBOpUTENEM coiepKuT 10 mr
TUTEIUKIINHA.

BcrnomoratenbHble BelIeCTBa, HAIMYUME KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpui (cM. pazaen 4.4).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JIEKAPCTBEHHAS ®OPMA
JInodunuzar Ay NPUrOTOBICHUS KOHLIEHTpATa JJIsl IPUTOTOBICHHS pacTBOpa AJisi HHY3Hil.

JInodmmsupoBaHHas Macca WM IOPOLIOK OPaH)KEBOT'O I[BETA.

4. KIMHNUYECKUE JTAHHBIE
4.1. IToxka3zaHusi K NPUMEHEHUIO
[Ipenapar TurenukinH-Pyc mokasaH K MpUMEHEHHUIO Y B3POCIIBIX U JIETEH B BO3pacTe cTrapiie 8 JeT.
Bspocnvie
e OcnoxxHeHHbIe HHDEKITUU KOKHU U MITKUX TKaHEH.
e OcnoxHEeHHbIE HHTPaa0JOMUHATbHbIE HHPEKIINH.
e BHeOOIbHUYHAS THEBMOHHS.
He npumensieTcst myst edeHUs CHHAPOMA TUA0ETHYECKON CTOMBI, TOCMIUTAILHON MTHEBMOHHUH WJTH

IMHCBMOHMHH, CBSI3aHHOM C HCKYCCTBCHHOﬁ BEHTUJISIIIUEH JIETKHX.

Jlemu cmapwe 8 nem
e OcnoxHeHHbIC MH(EKINH KOXKHU U MATKUX TKaHed. He mpuMeHsieTcs AJisl JIeUeHus: CHHAPOMA

TMa0ETHYECKON CTOIIBI.

o  OcCIOXHCHHEIC I/IHTpaaGJIOMI/IHaJIBHBIe I/IH(I)CKI_[I/II/I .
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TurenMKIMH MOKa3aH K MPUMEHEHHIO B CITydasX, Kora AjIEIEPHATABHEIC, FHTAOHQTHRHA He[TOIX O/IAT.

4.2. Pe:kuM 103UPOBAHUS M CIIOCO0 MPUMEHEHUs

PexxuM 103upoBaHus

Bspocnvie
Hauanbnas no3a mis B3pocibix coctapisieT 100 mr, manee mo 50 mr yepe3 kaxabie 12 yacos. Kypce
JICUCHUS
® MpPU OCIOXHCHHBIX HH(PEKIUAX KOXKH M MATKAX TKaHEH, a TakkKe OCJIOKHCHHBIX
WHTpPaadJOMUHATBHBIX HHMEKIHsIX 5 — 14 nHei;
® [pu BHEOOJIbHUYHON MHEBMOHUM 7 — 14 nHEll.
[TponOMmKUTETLHOCTD JICUSHUS ONPEIEISICTCS TSHKECTRIO U JIOKATH3aIueii MH()EKIIMHA U KIIMHUYSCKOM

peaKuI/Ieﬁ IHannueHTAa Ha JICUCHHC.

Oco0nIe I'pYIIIBI IAIIMCHTOB

Tlayuenmol ¢ napywenuem @ynKyuu nevenu

[TarueHTaMm C JIErKOM M CpeHEN CTENEHbIO TSHKECTU NEYEHOYHON HEJJOCTaTOUYHOCTH (Kj1acchl A u B
no kinaccupukanun Yainn-I1st0) He TpeOyeTcss KOppeKLus A03bl.

VY nanueHToB ¢ TsUKeNOoH neyeHouHo HegocTaTouHOCThIO (Kiace C no kiaccudukanuu Yaina- [1s10)
cleyeT CHU3NUTH 103y npemnapara Ha 50 %. HauanbHas no3a npenapara TurenukiauH-Pyc nomxHa
coctaBsaTh 100 Mr, a B moclenyroneM npernapar TpuMeHsoT 1mo 25 mr kaxasie 12 gacos. [lpu
IIPUMEHEHNN npenapaTta TurenukinH-Pyc y nanueHToB ¢ TSHKeIol eYeHOYHONH HEA0CTaTOYHOCTBIO

H€06XOI[I/IMO CO6J'IIOI[3TB OCTOPOIKHOCTb U KOHTPOJIHUPOBATH PCAKIIHIO IMAIIMCHTOB Ha JICYCHUC.

Tayuenmoi ¢ napywenuem ¢hynkyuu novex
[TanmeHTaM ¢ MOYEYHOM HEAOCTATOYHOCTBIO M IMAIMEHTaM, HAXOISIIMMCS HAa TeMOAMAIIN3E, HE

TpeOyeTcst KOPPEKIHUs 103

HauueHmbl NOJ2HCUTIOC0 803pacma

Koppekuust 10361 He TpebyeTcsl.

eTH
bezomacHocTh 1 3¢ (HeKTUBHOCTH y JeTeii B BO3pacTe 110 § JIeT HE YCTaHOBIICHBI.
TurenuKIuH NPUMEHSIOT y IETeH B BO3pacTe § JIET U CTapllie Mocie KOHCYIbTAIlMU CO CIIEUATIMCTOM,
00J1a7aI0IM OMIBITOM JIeUeHHUST MHPEKITMOHHBIX 3a001eBaHUN. TUTEITUKINH HE CIEAyeT IPUMEHSATh

y JIeTei B BO3pacTe MIIaJIie 8 JeT u3-3a HeJIOCTaTKa JaHHBIX 00 2P(EeKTUBHOCTH M 0€30MacHOCTH
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Tpernapara y IJaHHOU IPYIIIbL, & TAKXKE BBUJY H3MEHEHUS URPACKY 3y 008, (¢M:|padmem 414)0003)

Ho3a mis nereii B Bo3pacte 8 — 11 met cocrapsiet 1,2 Mr/kr kaxapie 12 yacoB. MakcuMaibHas 103a

50 Mr TUrenUKINHA KaKaele 12 Jacos.

Ho3a mns nereit B Bozpacte 12 — 17 mer coctaBisier 50 Mr TUreHUKIMHA Kaxkable 12 4acos.
BuytpuBenHnas nH(}py3usi TUTEHUKINHA JIOJDKHA TPOIOIDKAThCs B TedeHue 30-60 MunyT Kaxpie 12
YacoB.

Croco0 rmpuMeHeHus

[Tpenapat TurennkinH-Pyc npenHazHadeH A1 BHyTPUBEHHOI'O KalleJIbHOTO BBE/IEHUs B TeueHue 30-

60 MuH.

[Tpenapat TurenukimH-Pyc BBOIUTCS BHYTPUBEHHO Yepe3 OTIEIbHYI0 HH(PY3HOHHYIO CUCTEMY WIIH

T-o0pa3Hblii KaTeTep.

WNHCcTpyKIMu 1Mo MPUTOTOBJICHUIO JIGKAPCTBEHHOTO Tpernapara rnepes MpUuMEHEHUEM CM. B pasjiene

6.6.

4.3. IlpoTUBOMOKA3AHMSI
FHHequBCTBI/ITCJII)HOCTL K TUTCHUKIIMHY HUJIU K aHTHUOMOTHKAM Kjacca TCTPAUUKIMNHOB, UJIA K

J'II-O6OMy M3 BCIIOMOTI'aTCJIbHBIX BCIICCTB, IICPCUNCIICHHBIX B Pa3JCJIc 6.1.

4.4. Oco0ble yka3aHus M Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEeHUH

UT00B! YMEHBUINTH Pa3BUTHE PE3UCTEHTHOCTH U 00ecIeunTh 3P PEKTUBHOCTD TEpANINU, HEOOXOIUMO
UCIONIb30BaTh mpenapar TurenukiauH-Pyc Tonbko uist jeueHuss MH()EKIUMOHHBIX 3a00JeBaHUM,
BBI3BAHHBIX MUKPOOPTraHW3MaMH, YyBCTBUTEIBHBIMU K IIPETIapary.

Jis BBIOOpAa M KOPPEKIMM aHTUOAKTEpHAIbHON TEpamuy MO BO3MOXHOCTU CIIEAyeT MPOBOIHUTH
MUKpPOOHOJIOTUYECKYIO MJIEHTU(DUKALMIO BO30YIUTENS W OIpPENeNsiTh €ro YyBCTBUTEIBHOCTH K
turenukivHy. lIpemapar TurenukimmH-Pyc MoXeT HMCHonp30BaTbCs I OMIIMPUYECKON
aHTUOAKTEpUAIIBHOW MOHOTEpAnuMu [0 MOJNyYeHHs pe3yJIbTaTOB MHMKPOOHMOIOTHYECKUX TECTOB.
AHTHOMOTUKH, TpPUHAANEKAIIME K KJIACCy TINIMLIMILMKIMHOB, UMEIOT CTPYKTYpHOE CXOJACTBO C
aHTUOMOTHKaMU Kiacca TerpauukiauHoOB. [Ipemapar Terumukiana-Pyc MoxeTr BbI3bIBaTh
He)KeNlaTeJIbHbIE peaklUH, CXOAHbIE C HEXKEeNaTeIbHBIMM pEeaklusMU Ha aHTHUOMOTHUKH Kiacca
TETPALMKINHOB. TakUMM pEaKkUHUsIMH MOTYT OBITh TIOBBIIIEHHAs CBETOUYBCTBHTEIHHOCTD,

BHYTPUUCPCIIHAA TUIICPTCH3UA, MAHKPCATUT U AHTHAHA0OJIMYECKOE HeﬁCTBHe, MMPpUBOJAAIICE K
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COOTBETCTBYET QRCHEFTHOMY QTYETY

IIpumenenne npenapata TurenuknuH-Pyc 'y DAnMEHTOB € M3BECTHOM  IOBBIIICHHOU
YyBCTBUTEIBHOCTHIO K aHTUOMOTUKAM TETPALUKINHOBOTO psifia IPOTUBONOKA3aHO.
Anadpuiaktuyeckue/aHaQUIaAKTOUAHbIE peakUud, B TOM 4ucClIe aHAaQWIAKTUYECKUH IIOK,
OTMEYAIOTC NpPU IPUMEHEHMHM IPAKTHUYECKH BCEX aHTUOAKTEpUAIBHBIX CPEACTB, BKJIIOYAs
TUTCLIUKJINH.

[Ipenapar TureuuxnuH-Pyc crnenyer NpUMEHSTb C OCTOPOYKHOCTBIO IPH JIEUEHUHU IIALIUEHTOB C
TSDKEJION IIEYEHOYHOM HEJOCTaTOYHOCTBIO.

[TaumeHTsl, y KOTOpBIX Ha (hOHE JIeYeHUs mpemnaparoM TUrenukiIMH-Pyc oTMeudaroTcsi M3MeHEeHMs
pe3yJIbTaTOB IE€YEHOYHBIX TECTOB, JOJDKHBI HAOMIOAAThCs Uil CBOEBPEMEHHOTO BbISBICHUS
NPU3HAKOB HApYIICHUH (YHKIUHU MEYEHU (3aperuCTPUPOBAHBI CIUHUYHBIE CIIy4ad 3HAYUTEIBHBIX
HapyleHUH QyHKIUH EYeHHU U eYEHOUYHOW HEJOCTATOYHOCTH) M OLEHKH COOTHOILEHUS MOJIb3bl U
pUCKa MPOJOJDKEHMS Tepanuu IpenaparoMm TurenukinuH-Pyc. HexenarenapHble peakuud MOTYT
pa3BUBATBCS yXKe IOCIe TOro, Kak Tepamus Obiia 3aBepiieHa. J((EeKTUBHOCTh U OE30MaCHOCTb
TUTELIMKJIMHA y TAIlMEHTOB C FOCNUTAJIbHOW MHEBMOHMEN HE Oblla MOATBEPXKAECHA pe3yjbTaTaMU
KIIMHUYECKUX UCCIIEJOBaHUM.

[IceBromMeMOpaHO3HBIN KOJUT PA3JIMYHOM CTENEHM TSXKECTH OTMEYArOT NPHU IpUeMe MPaKTUYECKU
BCEX AaHTHOAKTEpHALHBIX IPENapaTroB, BKIOYAas THUTeHUKIMH. HeoOXoauMo y4uTHIBATh
BO3MO>KHOCTh TaKOTO JMAarHo3a B CIy4yae BOZHUKHOBEHUS JUAper BO BpeMs WJIHM MOCJIE 3aBEPIICHUS
neuenus. [lpum momo3peHnn Ha muapero, accouumpoBanHyro ¢ Clostridium difficile, wmm
NOATBEPXKJIEHUH JAHHOIO JIMAarHo3a MOXKET MOoTpeOoBaTbCs MpPEeKpalleHue HCHOIb30BAHUS
AHTHOMOTUKOB, KPOME TEX, UTO Ha3HAYCHBI U1 JTeueHus nHpekuu, Ber3BanHoi Clostridium difficile.
IIpn Ha3HAYCHUU npernapara TurenukmmH-Pyc MalnueHTaM c OCJIO)KHEHHBIMU
UHTpaaOJJOMUHAIBHBIMU MH(EKIHUSIMU BCJIEICTBHE IMPOOOJCHUS KHUIIEYHUKA, WM MalueHTaM C
HAUMHAIOIIMMCSL CENICMCOM MJIM CEeNTHYECKUM IIOKOM cJelyeT o0sS3aTelIbHO pPacCMOTPETh
11€J1€c000pa3HOCTh MPUMEHEHNS KOMOMHUPOBAHHONW aHTHOAKTEpUAIbHON Tepanuu.

[Ipumenenue mnpenapara TurenuknuH-Pyc, kak m000ro JApyroro aHTHOMOTHKA, MOXKET

CIIOCOOCTBOBATh I/136BITO‘-IHOMy POCTY HCBOCTIPUUMUYUBBIX MUKPOOPIraHU3MOB, BKIIFOYAsd I‘pI/I6BI.

Bo Bpems iiedeHus MAanMEHTBI [JOJDKHBI HAXOOUTHCA 107 IPUCTAIBHBIM KOHTposieM. Ilpu
JTUArHOCTHKE CYyNEepUH(EKIUH cleayeT MPUHATh HaIJIeKall[ie MEpPHI.
Bnusinue xonectaza Ha (papMaKOKMHETHKY TUT€LMKJIMHA HE YCTAHOBJIEHO. DKCKpEIUs C KeTdbio

COCTaBJIACT HpI/I6HI/I3I/ITCJ'H:H0 50 % ot 0611_16171 OKCKPCIUN TUTCHUKIIMHA. HOZ—)TOMy NaluECHThI C
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i,

OnpIT NMpUMEHEHUS TUTEHUKIMHA JUIS JICYCHHS HH(PEKIUH y MalUeHTOB C COIMYTCTBYIOIIUMH
3a00JIEBAHUSAMH TSKEJIOTO TEUEHUSI OTPAHUYEH.

[IpuMeHeHHe TUTEUUKIMHA BO BpeMs pa3BUTUA 3yO0O0B (BTOpas IIOJIOBUHA OEpEeMEHHOCTH,
MJIaZIEHYECTBO M JIETCKUI BO3pacT O 8§ JIeT) MOKET MPUBECTU K IOCTOSSHHOMY M3MEHEHUIO 1BETa
3y00B (3KEITO-CEpOBATO-KOPUYHEBHIN). DTa HEXeNaTebHAs Peakiusl SBISETCS 0ojee 4acToi mpu
JOJrOCPOYHOM  IMPUMEHEHMHM TETPALMKIMHOB, HO OTMEYalach U II0CJIE€ MHOTOKPaTHbBIX
KpPaTKOCPOYHBIX KYypcoB Tepanuu. Takxke cooOuiamock o runomiasuu smanu. Ecnm npemapar
Turenuknun-Pyc npumensiercs Bo Bpems |l wim 1l TpumecTpa 6epeMeHHOCTH, cleayeT COOOITUTh
HNAUEHTKE O NOTEHLUAIbHOM PHUCKE JUIS III0/1A.

[Tpumenenne TurenmkimHa Bo |l wim |1l Tpumectpax 6epeMeHHOCTH, B MIIAJICHYECKOM U JIETCKOM
BO3pacTe 10 8 JEeT MOXET BbI3BaTh 00paTMMOEe MHIMOMpOBaHME pocTa KocTell. Bee TerpanukinHbl
00pa3yIoT cTaOMIIbHBIN KOMILIEKC C KalbliieM B JIt000# hopMupyroieit Koctb Tkanu. Eciu npenapar
Tureunkinun-Pyc npumensiercs Bo Bpems |l win |1l tpumectpa 6epemenHocty, cieayer cooOUIUTh
HNAIUEHTKE O NOTEHLIUAIbHOM PHUCKE JUIs IJI0/1a.

NmeroTes cooOLIeHust 0 pa3BUTUM OCTPOro MaHKpeaTuTa Ha (hOHE MPUMEHEHHs] TUTCLUKINHA, B
HEKOTOPBIX CIy4asX C JIeTalbHbIM HCX0A0M. HeoO0XoIumMo NposBIATE OCTOPOXKHOCTb IpU
IpUMEHEHUHU Mpenapata TureuukiauH-Pyc y manmueHTOB ¢ MOJAO3PEHUEM Ha OCTPBINA MaHKPEATUT
(KIMHUYECKHE CHMITOMBI WM COOTBETCTBYIOLME WM3MEHEHHs JIaOOpaTOpHBIX IOKa3aTeneil).
W3BecTHO O citydasix pa3BUTHs OCTPOro MaHKPeaTHTa y MAIlMeHTOB, HE MMEBIIMX (PaKTOPOB pPHUCKa
pa3BUTHs JaHHOTO 3abosieBaHuss. OOBIYHO CHMOTOMBI MAHKPEATUTa HCUE3AIOT IOCIE OTMEHBI
npenapaTta. Heo0xo1uMo yuuThIBaTh BO3MOKHOCTh OTMEHBI IIPErapara y MalueHToB C CHMIITOMaMH
NaHKpeaTuTa.

Jlo Havana Tepanuu npenaparoMm TurenukiauH-Pyc, a Takke peryssipHO BO BpeMsl Tepanuu ciaenyeT
KOHTPOJIMPOBATh apaMeTPbl CHCTEMBI CBEPTHIBAHUS KPOBH, BKJIH0OUasi GUOpHHOTEH (CcM. pa3zen 4.8).
B npocnekTuBHOM aHanM3e pe3yabTaTOB KIMHUYECKUX HMCCIEI0BAHUN ObLUIO OTMEYEHO HEKOTOPOE
yBeJIMYEHHE OO1IeH IeTanbHOCTH (T.€. CMEPTh OT JIFOOBIX MIPUUKH) B TPYIIE NAI[UEHTOB, MOJIy4aBIINX
TUTELUKIINH, [0 CPAaBHEHHIO C TPYIION MAalMEeHTOB, MOIYYaBIINX NpenapaTsl cpaBHeHus. [loatomy
npenapat TurenukiuH-Pyc nomkeH IpUMEHSTbhCS TOJIBKO B CIy4asX OTCYTCTBHUS allbTepHATUBHOM
TEparnuu.

BcnoMorarensHble BEIECTBA

[Tpenapat TurenukiauH-Pyc conepxut HaTpuil. JlaHHbI penapart coaepxut MmeHee 1 Mmoitb (23 mr)

HaTpus B 5 MJI KOHIIEHTPATA, TO €CTh IO CYTH HE COJIEPKUT HATPHUSI.
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JlanHbIE O TMPUMEHEHWW THUTCIUKINHA y JETeH OrpaHuYeHbl. [lo3ToMy NMpUMEHEeHHE mperapaTa
PEKOMEHIOBAHO B T€X CUTYAIIUSIX, KOT/Ia AIbTePHATUBHASI aHTHOAKTepUATbHAS TepaIvs HEIOCTYITHA.
TomHOTa ¥ pBOTA SBISIOTCS CAMBIMH PACIIPOCTPaHEHHBIMH HEXKEJIaTeIbHBIMH PEAKIUAMU Y ICTEH U
noapoctkoB. Ciexyer oco00e BHUMAaHUE YACTUTh PUCKY JCTHIIPATAIIH.

Bonp B 005acTH )KMBOTA — 4aCcTO BCTPEUAIOIASACS HEXeNaTeIbHAs pEaklus y JeTeH, TaKkKe, KaKk U y
B3pocibiX. ClenyeT y4uThIBaTh, 4TO 0OJh B 00JACTH KMBOTA MOXKET OBITh CBsSI3aHA C Pa3BUTHEM
naHKpeaTuTa. B ciydyae pa3BUTHs MaHKPEATUTA TepaIys TATCHUKIMHOM JIOJDKHA OBITh MTPEeKpalieHa.
Jlo Havasa Tepanuy TUTCIIUKINHOM, a TAK)XKE PETYJIIPHO BO BPEMsl TEPAITHHU CIIeTyeT KOHTPOJIUPOBATh
(GyHKIIMOHATBHBIC TTPOOBI TICYCHU, TAapaMeTPhl CUCTEMBI CBEPTHIBAHUS KPOBH, T'€MAaTOJIOTHUECKUE
napaMeTpbl, KOHIICHTPAIUIO aMIIIa3bl U JIUTIA3HL.

TUrenUKIMH HE ClieAyeT IPUMEHSTh y JAeTEH B BO3pacTe MiaIie 8 JIeT 13-3a HeJ0CTaTKa JaHHbIX 00
3¢ (GEeKTUBHOCTH ¥ 0€30MaCHOCTH Mpernapara y JaHHOW TPYIIIbL, @ TAK)KE BBHY U3MEHEHHS OKPACKH

3y00B (cM. pazaensl 4.2 u 4.8).

4.5. BzaumojeiictTBue ¢ JAPYrMMH JIEKAPCTBEHHBIMH TMIpenaparaMd # Jpyrue BHAbI

B3auMOAelCTBUA

Bapdapun

[Ipu comyTcTByOIEM NPUMEHEHMH THUTELUKIMHA M BapdapuHa (OZHOKpPATHOM 1036l 25 Mr)
HaOJII0TaeTCs CHIDKEeHUE KiupeHca R-Bapdapuna u S-Bapdapuna Ha 40 % u 23 %, U MOBBIIICHUE
TUTOINAIM IO/ KPUBOH «KOoHIeHTparus - Bpems» (AUC) Bapdapuna Ha 68 % u 29 % COOTBETCTBEHHO.
MexaHu3M Takoro B3aWMOJEHCTBHMS A0 HACTOSALIETO BPEMEHH He YycTaHoBNEH. Ilockomnbky
TUTEUUKIMH  MOXeT  YIJIMHATh Kak  mnpoTpomOuHoBoe  Bpems  (IIB)/mexaynapoanoe
HopManu3oBaHHoe oTHoueHne (MHO), Tak M aKkTUBHPOBAHHOE YAaCTHMYHOE TPOMOOIIIIACTUHOBOE
Bpems (AUYTB), npu npumenenun npenapara TurenukianH-Pyc oJHOBpeMEHHO ¢ aHTUKOATryJISTHTAMH
HEOO0X0/IMMO BHHMATEJIBHO CIIEAUTH 3a PE3yJbTaTaMHU COOTBETCTBYIOUIMX KOAryJSLMOHHBIX MPOO.
Bapdapun He uzmensier papMakOKHHETHYECKHI TPOGIIIb TUTEIMKIINHA.

MHrnOUTOpSI WM MHIAVKTOPHI H30EPMEHTOB CUCTEMEBI uToxpoma P450

TurenukiIuH HE MOJBEPraeTcss METadoJM3My IMOCPEACTBOM H30(EPMEHTOB CHCTEMBI ITUTOXpOMA
P450. IloatoMy okHMaaeTcs, 4YTO AaKTHUBHBIE BEIECTBA, MOJABIAIONIMNE WIM HWHIYLHPYIOLIUE
AKTUBHOCTH M30()ePMEHTOB CUCTEMBI ITUTOXpoMa P450, He OyayT U3MEHATh KIMPEHC TUTSIUKINHA.
B cBow odepenb, TUTCHUKIWH BPSA JU OKAXET BIMUSHUE HA METa0O0JM3M YKa3aHHBIX TPYIII

JIEKapCTBEHHBIX COCTMHEHUM.
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VccnenoBanus in Vitro moxasaiid, 4TO THIEHKINH HE [OXABISET MRTACONIHZML OIQEpEOBANHbII

CIeMYIOMMMH mecTho n3odepmentamu nuroxpoma CYP: 1A2, 2C8, 2C9, 2C19, 2D6 u 3A4.
Jluroxcux

TurenukIuH B peKOMEHAYEMOM J103€ HE BIIUSET HA CKOPOCTb U CTENEHb BCACHIBAHUS WUJIU KIUPEHC
nurokcuHa (0,5 M ¢ mocnenyonM Ha3HaueHueM B cyTouHo# 103¢ 0,25 mr). JIUTOKCHH HE U3MEHSIET
dbapMakOKMHETHYECKUH Npoduib THUrenUKInHA. [lo3TOMYy MpW NPUMEHEHUH THUTCIUKIMHA

COBMCCTHO C TUI'OKCHMHOM KOPPECKIH O3Bl HE Tpe6yeTc>1.

MHruburopsl/MHIYKTOPEL P-rimmkonporernna

OnHOBpeMEHHOE TPUMEHEHHWE HHTHOUTOpPOB P-rmmkomporenmHa (Hampumep, KETOKOHA30ja WIIH
[UKIIOCTIOPUHA) WM UHAYKTOPOB P-riukonporenna (Hanpumep, pudaMIuiiHa) MOXKET HOBIUATH HA

(bapMaKOKMHETUKY TUTCIIMKINHA.

IlepopanbHbl€ KOHTPAILIEITHUBEI

HpI/I IMPUMCHCHU U AHTHOHMOTHKOB OJHOBPCMCHHO C MepopaJlIbHbIMHU KOHTpaluCIITUBaMU

3(1)(1)CKTI/IBHOCTL KOHTPAUCIITUBOB MOKCT CHUKATLCA.

JIpyrue Kiaacchl AHTUOMOTHKOB

B wuccnenoBaHusx in vitro axTaroHusm MCKAY TUICHUKIMHOM W JpYyruMU aHTI/I6I/IOTI/IKaMI/I,

MNpUHAJICKAIIUMHA K 4aCTO IPUMCHACMbBIM KJIaCCaM, HE Ha6J'IIO)IaJ'ICSI.

I/IHFI/I6I/ITODBI KaJIbITMHCBPHUHA

O}IHOBpeMCHHOG MPUMCEHCHUC TUTCHUKIIMHA 1 I/IHFI/I6I/ITOp0B KaJIbIIMHCBPHHA, TAKUX KaK TAKPOJIMNMYC
U TUKJIOCIOPHUH, MOKCT HNPUBECTU K IMOBBIINICHHIO MHHUMAJIBHBIX KOHLIeHTpaLII/Iﬁ I/IHFI/I6I/ITOpOB
KaJIbIIMHECBpHHA B IIJIa3ME KPOBH. CJ'ICI[OB&TCJ'IBHO, BO BpCMsd TEpalluu TUTCHUKINHOM CJIICAYCT
KOHTPOJUPOBATH KOHUCHTpAIWH I/IHFI/I6I/ITOp0B KaJIbIIMHECBPHHA B IJIa3M€ KPOBH, 9TOOBI U30€KaTh

pa3BUTHA J'IeKapCTBCHHOI\/’I TOKCUYHOCTH.

4.6.@epTHILHOCTH, 0€PEMEHHOCTH M JTAKTALMS

bepemeHHOCTD

PesynbTats! nccienoBaHui Ha JKUBOTHBIX ITOKA3bIBAIOT, YTO TUTELIUKIIMH ITPOHUKAET Yepe3 IIIALCHTY
U 0OHapyXMBaeTcs B TKaHsAX ruioaa. [Ipenapar Turenukinun-Pyc, kak u Apyrue aHTHOAKTepUaIbHbIE
mpernaparsl Kjiacca TeTPAlMKIMHOB, MOXKET BBI3bIBATh HEOOpATUMOE M3MEHEHHE I[BETa MOJIOYHBIX
3y00B M 00paTHMOeE MoJaBleHHne pocTa Koctel npu npumeHeHuu B tedenue |l u Il Tpumectpos
6epemenHoctu (cM. pazzen 4.4). IIpyu npuMeHEHUH TUTeLUKINHA HAOI01al0Ch CHUKEHHUE MacChl

IUI0/1a Y KPBIC U KPOJIMKOB (C COOTBETCTBYIOIIMMHU 3a/Iep’KKaMu B occuukanun) (cm. pazzaen 5.3). B
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nmeprosi GEpeMEHHOCTH NpUMeHeHHe npenafara THIQUEKIAH=PYC FIOTYTIMO ) TALIB () B(jCITydae

KpaifHeil HeoOXOUMOCTH, KOT/Ia TOJb3a ISl MAaTePH MPEBOCXOAUT BO3MOXKHBIM PHCK JUIS TUIOAA.
OribITa NPUMEHEHUS! TUTCLIMKINHA B IEPUO]T POJIOB HET.

Jlakranus

JlaHHBIX O MOCTYIJIEHMM TUIE€LUKIMHA B TPYJHOE MOJIOKO y 4ernoBeka HeT. MMeromuecs: JaHHbIE
HCCIIEIOBAHU I (hapmMaKoIMHAMUKHA/TOKCUIHOCTH Ha YKUBOTHBIX MOKa3aJi, YTO
TUTCIUKJIMH/METa0OUTHl BBIICISIOTCS B TPYAHOE MOJOKO. [IpM HEOOXOAMMOCTH NPUMEHCHHS
TUTEUUKIIMHA B IEPUOJ JIAKTALIMH CIIEYET IPEKPATUTh IPYJTHOE BCKAPMIIMBAHHUE.

DepTUILHOCTE

Binustnue turenukinHa Ha GepTUILHOCTD Y YEJIOBEKA HE U3Yy4alloCh. JJOKITMHUYECKHE UCCTIEOBaHUS
TUTEIUKIIMHA, TPOBEJICHHBIE HA KpbICaX, HE VYKa3blBAIOT HAa HETaTUBHOE BO3JCHCTBHE Ha

(bepTUIBHOCTD WK PENPOAYKTHBHYIO CITOCOOHOCTD.

4.7. BiusiHue Ha CIOCOOHOCTh YupaBJjsAiTb TPAHCIIOPTHBIMH CpPEACTBAMH M paﬁDTaTb C

MeEXaHu3MaMH

WccnenoBanus BIMSHUAS TUTCHUKINHA HA CIIOCOOHOCTh K YIIPABJIICHUIO TPAHCIIOPTOM H paboTe ¢
MEXaHU3MaMU HE MPOBOAUIUCH. [lallMeHThl, MONYyYarOIIME THUTCLUKIWH, MOTYT HCIIBITHIBATh
TOJIOBOKPYKEHHE, KOTOPOE MOKET MOBIMATH Ha CHOCOOHOCTh K BOXKICHHUIO M HCIOJIB30BAHUIO

MCXAaHU3MOB.

4.8. Hexkenare/jibHbIE peaKUUU

Pesrome mpoduisg 6e300acHOCTH

HaubGonee yacto nabmronatorces tomrHoTta (29,9 %) u pota (19,9 %), koTOphIE 0OBIYHO BO3HUKAIOT B
Hayaje JiedeHUsl (B MEepBbId WIM BTOPOH JI€Hb JIeUeHUs) U B OOJBIIMHCTBE CIIY4aeB MUMEIOT JIETKOE
WIN CpeiHeTsDKenoe TeueHue. [IpuumHON mpekpalieHus Tepanuy TUTELUKIMHOM Yalle BCEro
aBisuch TomHoTa (1,6 %) u pBoTta (1,3 %).

Tabauunoe pE3IOME HEXKENATEIbHBIX PEaKIINI

HexenarenbHple peakiuu MpeCTaBIEHBI 110 OpTaHaM U CHCTeMaM B KJacCHU(UKAIIUU: OYEHb 9acTO
(>1/10), gacro (>1/100, o <1/10), Hewacto (>1/1 000, HO <1/100), peaxo (=1/10 000, vHo <1/1 000),
oueHb penko (<1/10 000), yacTora HeusBecTHa (HAa OCHOBAHHHM HMMEIOIIMUXCS JAHHBIX OIICHHUTH

HEBO3MOJKHO).

Yacrora HexesaTenbHbIe peakunu

Hapymenu;l CO CmMOpPOHbL Kpoeu U Jzumd)amulteckoﬁ cucmemol
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COOTBETCTBYET QRCHEFTHOMY QTYETY

Yacto YBenuueHue akTUBUPOBAHHOL( MaCTIATHOIOf mqmﬁquu@m}mgo}j__ 3)
BpeMeHH (AUTB), yBerrriere-HporpemorHopore-ppemverr(HB);
aHEMHUsI, TPOMOOIIMTONICHUS

Heuacto DozuHopwmums, yBennuearne MHO

Penko ['mmopubpuHOTreHEMUS

Hapymenu;l CO CmMOpOHblL ummynnoﬁ cucmemabl

YacroTa HEM3BECTHA

Anadunakrudeckue/aHaQuIaKTOUIHBIC PEAKIIUH

Hapywenua memabonuzma u numanus

Yacto

CHIXEHNE armneTuTa

Hapywenus co cmoponst HepEHOIL cucmembl

Yacto

FOJ’IOBOKPY)KGHI/IG, roJ0BHas 00/Ib

Heuacto

N3Bpamenue Bkyca

Hapywenua co cmoponwt cocyooe

Yacto

Dedur

Heuacto

Tpombopnedur

HapymeHI/I;I CO CTOPOHBI HBIX&TCHBHOﬁ CUCTCMbI, OPIraHOB l"py,[[HOﬁ KJICTKU U CPCAOCTCHUA

Yacto

[IneBMoHUS

Kenyoouno-kuwieunvie napywienus

OueHn 4acTo

TomnoTa, pBOTa, TUapes

Yacto

bonb B KHUBOTC, TUCIICIICUA

Heuacto

OcTpblil maHKpeaTuT

HapymeHHﬂ CO CTOPOHBI IICYCHU U KCITUCBLIBOAAIINX HYTeﬁ

Yacto [ToBbllIeHue akTUBHOCTH acnaprataMuHoTpaHcdepassl (ACT),
MOBBIIICHUE aKTUBHOCTU allaHMHaAMUHOTpaHcdepassl (AJIT)*,
rUnepOnIMpyOHEMUs

Heuacto Kenryxa

Yactora Hen3BecTHa | BelpakeHHble  HapymieHUss  (QYHKIMM  T€YeHH M IeYCHOYHas

HEAO0CTAaTOYHOCTD, XOJICCTAa3

Hapymienust co cTOpoHBI KOXKHU U MOJKOKHBIX TKaHEH

Yacto

3y, ChIIb

YacToTa HEM3BECTHA

Tsoxenble KOXKHBIE pCaKknru, BKiIIr0o4Yass CHHAPOM CTHBCHC&-I[)KOHCOH&

HapymeHI/m CO CTOPOHBI IMOYEK U MOYCBBIBOJAIINX HYTefI

Heuacto

BarunanbeHbll KaHIU03, BATUHUT, JIEUKOpES

OGH.II/IC HApYIICHUA U pCaKIIMN B MECTC BBCACHUS
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Yacto Acrenus, 3aMe):meH}loe 3aKMBIIOHME| PAH] AGCHECE, H (PEKii, PeaRIyy B

MECTC BBCACHHA, CCIICUC

Heuacto Bocnanenus, 6ombp oTek u ¢GiaeOUT B MeCT€ HWHBEKIUH, O3HOO,

CeNTHYCCKHI IIOK, aJNICPTUYCCKUEC PCAKIIUN

JIaGopaTopHble U HHCTPYMEHTAJIbHbIEC JJAHHBIC

Yacro IloBpImIcHNE a30Ta MOYEBUHEI KpPOBH, ITOBBIIICHNEC aKTUBHOCTHU HlCHO‘lHOﬁ
(bOC(bOTa?)BI B IIIa3M€ KpOBH, IIOBBIICHHUE AKTHUBHOCTH aMUJIa3bl,

THIIONPOTCUHCMUA

Heuacto IToBeIICHHME KpCaTuHWHA B KPOBH, T'HMIIOKAJIbBLIUCMUSA, THIIOHATPUCMUS,

THIIOT'TINKECMU A

* nosbimienue aktuBHOocTH AJIT u ACT oTmeuanu daiie mocje OKOHYaHUSI TEPAlUU MpenapaTom
TureunknuH-Pyc.

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKIII/If/'I

Peaxyuu, xapaxmepuoie 01 anmubuomuxos
[IceBmOMEeMOpaHO3HBII KOTUT
Obwas remanbHoCcmMb
B xome oObenuHEHHOrO aHalW3a KIMHWYECKMX HaHHBIX 13 wmccnemoBanmii 3 m 4 a3l 1o
MPUMEHEHUIO THUTEIUKINHA TI0 3apeTUCTPUPOBAHHBIM M HE3apPETUCTPUPOBAHHBIM TOKA3aHUSIM,
BBISIBJIEHA OOJIbINIas 0011ast IETAIBHOCTH (T.€. CMEPTh OT JMOOBIX MPUYHH, B TOM YHCJIE HE CBA3AHHBIX
C JIEYEHHWEM) Yy TAIMEHTOB C TSKEIbIMH HMHPEKIHUSAMHU, TIOTy4aBIMUX TUTeHUKIMH. OOrias
JETaJbHOCTh Yy NAIlMeHTOB, MOJYy4YaBIIMX TUTEeUMKIMH, coctaBuna 4 % (150/3788), npenapatsl
cpaBaenuss — 3 % (110/3646), pa3HuIla OTHOCHUTENHHOTO pHCKa JeTanbHOro ucxoma — 0,6 %
(moBepurenpHbid uHTepBan (AM): 0,1-1,2). IlpuuuHbl MOBBINIEHUS OOIIEH JETaIbHOCTH Y
MAIMEHTOB, TIOJNyYaBIIMX THUTCIUKINH, HE YCTAaHOBJICHBL. B IieJoM JeTanbHbIe UCXOABl OBLIH
pEe3yJIbTaTOM YXYAIICHUS TEYCHHUS WHQPEKIUU, OCIIOKHCHWNW WH(EKIUU WM COIYTCTBYIOIINX
3a00JIeBaHU.

eTH
JlanHBIe TIPUMCHCHHSI THTCIUKINHA Yy JIeTeH OrpaHWdYeHbl JABYMS (DapMaKOKHHETHICCKUMH
WCCJICIOBAHMSIMH M OJTHUM OTKPBITHIM KIIMHUYECKHM HCCIICIOBaHNEM Ha HEOOJIBIIION TPYITTe JETCH.
HoBbIX niy HEOXHMIAHHBIX JAHHBIX MO OE30MACHOCTH IMpenapara B dTUX HUCCIEIOBAHUSAX HE OBLIO
BBISIBJICHO.

B otkpsiTOM (hapMaKOKHHETHYECKOM HCCIICIOBAHUH C OJTHOKPATHOM dCKaaIMei 10361 0€30MacHOCTh
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TUTEIMKIINHA MCCIIENIoBaNach Ha 25 manueHfax AeTCKORO (BOFPapTd: (OTF-81mo | @6 wer))(KoTopsie

HEIAaBHO MEePEeHECTH HHPEKITMOHHOE 3a0oneBanue. [Ipoduiib HexenaTeNbHBIX PEaKui y JeTeH ObLI
B I[EJIOM CXO0 C TAKOBBIM Y B3POCIIBIX.

be3omnacHocTh TUreMKIMHA ObLJIa TAKXKeE MCCe0oBaHa Ha 58 malueHTax JIeTCKoro Bo3pacra (8 — 11
JIET) C OCJOKHEHHBIMU HH(EKIUSMU KOXKM U MITKMX TKaHei (15 maiueHToB), OCIO>KHEHHBIMU
WHTPaa0JOMUHATBHBIMU HHPEKIUsAMUA (24 manueHTta) Wid BHEOOIHHHUYHOW mHeBMOHUEH (19
narueHToB). [Ipoduib HeXeNaTeNbHBIX PeaKIuil y 3TUX 58 MalnueHTOB ObLI TaKUM K€, KaK U Y
B3pOCIIbIX, 32 UCKJIIOUeHHEeM TOUIHOTHI (48,3 %), pBOTHI (46,6 %) 1 MOBBILICHHS YPOBHS JIUIA3bl B

ma3me kposu (6,9 %), KoTopble OTMEUATIUCH Y JIETEH Yallle, YeM y B3POCIbIX.

COO6H.I€HI/IC 0 ITOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxxHo coo0marhk 0 mo103peBaeMbIX HEKEIATEIbHBIX PEAKIMAX MOC]Ie PErUCTPAlMK TIpenapara ¢
1EJIbI0 00eCTIeYeHHsT HEMTPEPHIBHOIO MOHUTOPUHTA COOTHOIIICHHUS «I10JIb3a — PUCK) JICKAPCTBEHHOTO
npernapata. MeAUIIMHCKUM paOOTHHUKAM PEKOMEHAYETCsl cooOlaTh O JHOOBIX MOJ03PEeBAEMbIX
HEXeNaTeNIbHBIX PeaKIMIX JEKapCTBEHHOIO Ipernapara 4epe3 HallMOHAJIbHBIC CHCTEMBI COOOIICHHMS
0 HEeXKEJATEIbHBIX PEaKIUsIX FoCYAapCTB — WICHOB EBpa3suiickoro 5KOHOMHUYECKOTO COI03a.
Poccniickas @enepanys

denepanbHas ciayx0a 1Mo HaaA30py B cdepe 3apaBooxpaneHus (Poc3apaBaaazop)

Anpec: 109074, r. MockBa, CrnaBstHCKas IJI0IIa1b, 1. 4, cTpoeHue 1

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

DnexkTponHas nmoyra: pharm@roszdravnadzor.ru

Anpec B uHTEpHETE: WWW.roszdravnadzor.ru

4.9. llepeno3npoBka

He ommucana. BHYTpI/IBeHHoe BBCACHNUEC TUI'CHUKIIMHA 300POBBIM ,I[O6pOBOJ'IBI_IaM B 103€ 300 mr npu
60'MI/IHYTHOI>'I IMPOAOJKUTCIIBHOCTU BBEACHUA IMPUBOAWIIO K YYAIICHHUIO TOMIHOTBI W PBOTHI.

I'emoguanus He obecneynBaeT yYAaJICHU TUTCHUKIINHA.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOiicTBa

(DapMaKOTCpaHeBTI/I‘-ICCKaSI rpynia: aHTI/I6aKTepI/IaJ'ILHBIC cpeacrea  CHCTCMHOIO HeﬁCTBHH;

TETPpAaUKIIMHBI.

Kox ATX: JO1AA12
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MexaHu3M J1eHCTBUS (NOCNEOCBATENEHOCTE 0003)

L ) (]

AHTUOMOTUK THUTELUKIMH IPUHAUIEKUT K KJIACCy TIMLWILKUKINHOB, CTPYKTYPHO CXOJHOMY C
TeTpanukiInHamMu. WHrubupyer TtpaHcisanuio Oenka y Oaktepuil 3a cyer cBszbiBanus ¢ 30S-
cyObenuHuIIel puOOCOMBI U OJIOKMPOBAaHUS MPOHUKHOBEHHS MOJIeKysl aMmuHoanuia-TPHK Ha A-cait
pUOOCOMBI, UYTO MPEMATCTBYET BKIIOYEHUIO aMHUHOKHCIOTHBIX OCTaTKOB B PacTyIIUE MENTHIHbIC

LIETH.

Cuutaercs, 4TO TUTE€LMKIMH o0OslagaeT OakTepuocTaTudeckuMu cBoiictBamu. llpu 4-kpaTHoii
MUHHMaJIbHOH mojaasistomeil konueHTpanuu (MIIK) Turenuknmaa Habmo0qam0Cch yMEHBIICHNE HA
JIBa MOPsIIKa YKcIia KoJtoHuii Enterococcus spp., Staphylococcus aureus u Escherichia coli.

MexaHu3M pa3BUTHS YCTOMYHUBOCTH

TUrenuKIMH MOXET MPEOI0JICBATh JIBA OCHOBHBIX MEXaHH3Ma PE3UCTEHTHOCTH MHUKPOOPTAHU3MOB,
HaO0JF01aCMBIX B OTHOIICHHH TETPAIMKINHOB: PHOOCOMAIBHYIO 3alIUTY M AKTUBHOC BHIBE/ICHHUE.
OnHako B HENABHHUX HCCICIOBAHHMAX PE3UCTEHTHOCTh K THUICIMKIHHY Oblla OOHapyXeHa Yy
SHTEPOOAKTEPHIA U APYTUX MUKPOOPraHU3MOB, BbI3BaHHAS () (IIFOKCOM U MyTAIUAME B PHOOCOMHOM
Oenke.

BeUTla POJEMOHCTPUPOBAHA MEPEKPECTHAS PE3UCTEHTHOCTh MEXKAY THUTCHHUKIMH W MUHOIMKIAH
pe3UCTEHTHBIMH H30JsSTaMH B rpymme Enterobacteriaceae, omocpemoBanHas 3¢QIrOKCHBIME
HacocaMH, OOECICYUBAIONIMMH MHOXKECTBEHHYIO JICKAPCTBEHHYIO YCTOWYHMBOCTB. OTCYTCTBYET
HIePEKPECTHAS. PE3UCTEHTHOCTh, OOOCHOBAHHAs MHIICHBIO JCHCTBUSI, MEXIYy THICHUKINHOM M
OOJIBITMHCTBOM KJIACCOB aHTHOMOTHKOB.

TUrenUKIMH MOIBEPraeTcsi BO3ICHCTBUIO XPOMOCOMAbHBIX I(P(IFOKCHBIX HacocoB Proteeae u
Pseudomonas aeruginosa. B 1enom, MHKpOOpraHu3Mbl, HpHHA/IeKamue K rpymme Proteeae
(Proteus spp., Providencia spp. u Morganella spp.), MeHee 4yBCTBUTENbHBI K THUTCIUKIUHY, YEM
npyrue mnpenacraButenan Enterobacteriaceae. IlonmkeHHas 4YyBCTBHTEIBHOCTh MPEACTaBHTEINCH
o0enx Tpymm K THTCHUKINHY OOYCIOBIICHA CBEPXIKCIPECCUEH TeHa HECHCIU(PUIHOTO aKTHBHOTO
BeiBenieHNsT AcrAB. OmnmcaHa MOHIKEHHass YyBCTBUTEIBHOCTh K THTCLHKIHHY u Acinetobacter

baumannii.

In vitro uyBcTBUTENBHOCTH OAKTEPHiA K THTCHIUKIUHY

BeiGepute TONBKO ONIHY METOOJOTHIO ONpEICTCHHS YYBCTBUTEIBHOCTH K AHTUMHUKPOOHBIM
npernaparam (EBpoOmneiickuii KOMHUTET 1O OMNPENCICHHI0 YYBCTBUTEIBHOCTH K AHTUMHKPOOHBIM
npenaparam (EUCAST) wmu cnpaBounyro mHpopmamuio FDA, cCOOTBETCTBYIOLIYIO JIOKATbHBIM

TpeboBaHusAM. MHCTUTYT KIMHUYECKMX W JabopatopHbix crannaptoB (CLSI) He omyOnmkoBan
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KPUTEPHH YYBCTBUTEILHOCTH K TUTCIUKIHHY) (MOCNENORATENEHOCTE 0003)

L ) ot L =l

[Tpu mpoBeneHun AUCKO-AU(PGY3HOHHOTO METOJa HCIONB3YIOTCS TUCKH, MPOMUTaHHBIE 15 MKr
TUT€LIUKJIMHA.

Crpasounas uadopmanus EUCAST (st ctpan, ucnons3yromux EUCAST)

[ToporoBbie 3HaYeHHUs 11 MHHAMAIIbHOM moaaBisttoniei konenrpanuu (MITK) u auameTpa 30HBI
MO/IABJICHUS POCTA, YCTaHOBJIEHHbIE EBPOIECKUM KOMUTETOM IO ONPEACIICHUIO YYBCTBUTEIIBHOCTH

K aHTUMHKpOOHBIM nipenaparam (EUCAST), cienyromue.

Taoauua 1. [Toporosbie 3Hauenusi EUCAST

JluameTp 30HbI I10IaBJICHHS
Muxkpoopranuzm MIIK (mr/m)
pocta (MMm)

<Y (YyscrButeannbie)) >P | >U (UyscrBuTeabHbie) <P

(Pe3ucrenTHbIE) (Pe3ucTeHTHBIC)
Enterobacterales
(Enterobacteriaceae): -
Escherichia coli u <05/>05 218/<18 (%)
Citrobacter koseri: (t)
Staphylococcus spp. <05/>05 >19/<19
Enterococcus faecalis <0,25/>0,25 >20/<20
Enterococcus faecium <0,25/>0,25 >221<22
Streptococeus rpymm A, <0,125/> 0,125 >19/<19
B,CuG
HOpOFOBbIe SHAYCHUA
®K/D]I (ne
BUOCTIelIU(pHYECKHE)
<05/>05 -

(+) Ans npyrux sHTepoOakTepuil akTUBHOCTb TUTELUKIMHA BapbUPYeTCs OT HEJOCTaTOYHOU B
otHoreHnn Proteus spp., Morganella morganii u Providencia spp. k BapuaOenbHOil y Apyrux
BH/JIOB.

(*) [MoporoBbie 3HaUCHHS JUAMETPA 30HBI MTOAABICHHS POCTa YCTAHOBIICHBI TOJIBKO st E. coli.
Huns C koseri uctions3ytot meton onpeaeneHus MITK.

OK — hapmakokuHeTHKA.

@J] — papmakoiMHAMHKA.

Hmerorcss knuHUYECKUE NaHHbIE 00 3(PPEKTUBHOCTH THTEIUKINHA B OTHOIICHHWH aHadPOOHBIX
OakTepuil MPU MOTUMHUKPOOHBIX MHTPAA0OMUHAIBHBIX MH(EKIUAX, OJHAKO KOPPETSIUsS MEXKIy
snagenusmu MIITK, nanasivu @K/D]] 1 KITHHHYECKUM UCX0/I0M He OblIa BhIsABIEHA. Takum 00pazom,

IMMOPOTrOBLIC 3HAYCHUA IJIA OIPECACICHUA YYBCTBUTCIIBHOCTH HE YCTAHOBJICHBI.
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JluanazoHsl KOHTpOJIsS KadyecTa Juist onpengnexus yyscmBmierbaoctd (EUCAST mpuseness B

cieayrolen Tadnuiie.

Taoiuma 2. J[lomycTuMble AuUana3oHbl KOHTPOJSI KayecTBa I OmNpeaeieHHus

yyBcrBuTeabHocTH (EUCAST)

Mukpoopranusm MIIK nuanazon (mr/m) Juamerp 30HBI IOJABICHUSA
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 = AmepukaHcKas KOJIJIEKIUSI TUIIOBBIX KYIbTYP

CnpaBounas uHpopmanus FDA (tpeboBanne FDA CIIA a1si MHCTPYKIHMH 110 MEIUIIMHCKOMY
NPUMEHEHHIO Tipenapara, 3aperucrpupoBannoro B CIIIA).

JUis mosydeHHs KOHKPETHOW MH(pOpMalMU O KPUTEpUSAX MHTEPIpPETalMd YyBCTBUTEIBHOCTH U
CBSI3aHHBIX C HUMH METOJI0B TECTUPOBAHU M CTAHJAPTOB KOHTPOJISI KauecTBa, Mpu3HaHHbIX FDA s
sTOrO mMpenapara, cm.: https://www.fda.gov/STIC.

Hns yno6erBa moporosbie 3HaueHus FDA ykazanbl B TaOuile HIDKE.

Ta6auna 3. [Toporossie 3Hayenust FDA

MuHuMansHbIE Jucko-nuddy3noHHBINH METOT

MIOJIABJISFOIIINE (duameTtp 30HBI B MM)

KOHIIEHTpau# (MKr/M)

Mukpoopranusm q v P 4 Y P

Staphylococcus aureus
(BKJIIOYAst METULIMILIIAH- <0,5* - - >19 - -
PE3UCTEHTHBIE IITAMMBI)

Streptococcus spp.

OTJINYHbIE OT <0,25° - - >19 - -
S. pneumoniae
Streptococcus pneumoniae | <0,06% - - >19 - -

Enterococcus faecalis
a

(BKJIIOYast YyBCTBUTEbHBIE <0,25

K BaHKOMI/II_II/IHy H_ITaMMBI)

- - >19 - -
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COOTBETCTBYET 2KCIHEPTHOMY QITYETY
ot (05.11.2025 Ne 27576
Enterobacteriaceae® <2 4 ROCNEFEIBATEHNHPHIE: T O0&H4

Haemophilus influenzae <0,25° - - >19 - -

AHasrpoObI® <4 8 >16 - - -

Y = YyscTBUTENbHBIE;, Y =YMepeHHO-pe3UCTeHTHbIC; P = Pe3ncTeHTHbIe

st nucko-1udy3HOHHOTO METO/1a UCTIONB3YIOTCS OyMaXKHbIE TUCKH, PONUTaHHbIE 15 MKT
TUT€LIMKJIMHA

& TexyIuee OTCYTCTBHE PE3UCTECHTHBIX IITAMMOB HE O3BOJISIET HHTEPIPETUPOBATH KAKUE-ITH00
pe3yinbTatel, kpoMme Kak «HyscreurensHeiey. llITammel, naromue pesynsrarsl MIIK, ykassiBaromue
Ha Kareroputo «HeuyBcTBUTENBbHBIE», JOJKHBI OBITH OTIPABICHBI B pedepeHc-1adbopaTopuro A
JAIbHENIIETO TECTUPOBAHMS.

® OTmeueHa cHUKEHHAs aKTUBHOCThL TUTEHMKINHA in Vitro mpotus Morganella spp., Proteus
spp. and Providencia spp.
® Pa3BelicHUE B arape

Coornonrenne PK/O/J

OrpaHu4eHHbIE JaHHbIE HA )KUBOTHBIX YKa3bIBAIOT HA TO, YTO IUIOIIA/b 10 KPUBOM «KOHLIEHTPALIUS
— Bpems» (AUC)/MIIK sBusiercs GpapMakoJuHAMHUYECKUM TTOKa3aTelNeM, JIyUllle BCEro CBI3aHHBIM C
ucxonoM. PapmMakoAMHAMUYECKUE HUCCIEAOBAHUS HAa JIIOJAX YKa3bIBAIOT HAa B3aMMOCBSI3b MEXIY
AUC/MIIK u kTuHUYECKOH, a TaKKe MUKPOOHOJIOTHYECKON 3D (PEKTUBHOCTHIO.

TurenukinuH gokazan cBoW S(PPEKTHUBHOCTH IS JIEYECHUS HWHTPAAOJOMUHAIBHBIX WH(EKINH,
BBI3BaHHBIX aHa’pPOOHBIMU OakTepusMu, HE3aBHCUMO oT IoKazaresen MIIK,
(bapMaKOKMHETHYECKUX/(hapMaKOIMHAMMUYECKUX TMapamMeTpoB. B cBA3M ¢  BbIIECKa3aHHBIM
KoHTposbHble 3HaueHus:t MIIK He npencrtaBnensl. Cienyer oTMETHTh MKMpokuil auanazoH MIIK
TUTEIUKIIMHA 11 MUKPOOPTaHU3MOB, IpuHaAiexamux K pogam Bacteroides u Clostridium, B psize
CJIy4aeB MPEBBILIAIONIUE 2 MI/J.

HmeroTcs nuIb OTpaHUYEHHBbIE JIaHHBIE O KIMHMYECKOW 3((PEKTHBHOCTH TUTELUKIMHA TpU
SHTEPOKOKKOBBIX HMH(EKIusx. TeM He MeHee, NoKa3zaHa MOJIOXKHUTEIbHAsl peaklHsi Ha JeuyeHue
TUTELMKJIMHOM MOJIUMHUKPOOHBIX UHTPaaOJOMUHATIBHBIX HHPEKIUH.

YyBCTBUTEILHOCTh

P ACIIPOCTPaHCHHOCTDb HpHO6pCTCHHOﬁ PE3UCTCHTHOCTH Yy OTACIIbHBIX BHU0B 6aKTepI/II>'I MOXKET

BAapbUpPOBAaTh B 3aBUCHUMOCTHU OT BPEMCHU U reorpaqmqecxoro ITOJIOKCHHU .

Muxkpoopranu3mMbl

OO0LIYHO YYBCTBUTEJIbLHbIE BUILI
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COOTBETCTBYET QRCHEFTHOMY QTYETY

at 05,11.2025 Ne 27576

I'paMIioiokuUTENIBLHBIE a3DOO0LI:

Enterococcus spp. T (BkJItouas pe3MCTEeHTHbIE K BAHKOMUIIMHY IITAMMBbI )

Listeria monocytogenes

Staphylococcus aureus* (Bkiro4ast pe3MCTEHTHBIC K METHIHUIMHY [IITAMMBI)
Staphylococcus epidermidis (Bkirouasi pe3UCTCHTHBIC K METULIMJUTHHY ITAMMBI)
Staphylococcus haemolyticus

Streptococcus agalactiae*

Streptococcus pyogenes™

Streptococcus pneumoniaet

I'pynma Streptococci viridansy

I'paMoTpuIIaTEILHEIC 8.31)06]:1:

(NMOCNEOOBATENBHOCTE 0003)

Aeromonas hydrophilia
Citrobacter freundii *
Citrobacter koseri
Escherichia coli *

Haemophilus influenzae *

Legionella pneumophila*
Moraxella catarrhalis*
Neisseria gonorrhoeae
Neisseria meningitidis

Pasteurella multocida

AHa’pOOBbL:
Clostridioides difficile

Clostridium perfringens*
Peptostreptococcus spp. T
Porphyromonas spp.

Prevotella spp.

Apyrue MUKpOOpPraHU3MBbI
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COOTBETCTBYET QRCHEFTHOMY QTYETY

at 05,11.2025 Ne 27576

Chlamydia pneumoniae (MOCNEAOBATENBHOCTE 0003)

L

Mycobacterium abscessus
Mycobacterium chelonae
Mycobacterium fortuitum

Mycoplasma pneumoniae

Bujabl, ¢ MOTEHIMAJIOM PA3BHTHS IPHOOPETEHHOI Pe3UCTEHTHOCTH

I'pamoTpuIIaTeIbHEIC a3DO6BI

Acinetobacter baumannii
Enterobacter cloacae*
Klebsiella aerogenes
Klebsiella oxytoca*

Klebsiella pneumoniae*
Morganella morganii
Salmonella spp.

Serratia marcescens

Shigella spp.
Stenotrophomonas maltophilia

AHa’pOObI
I'pynna Bacteroides fragilist

Parabacteroides distasonis

Muxpoopranusmbl, 00;1a1aK01He TPUPOTHON Pe3UCTEHTHOCTHIO

I'pamMoTpuIIaTEIbHEIE 8.3]306LI

Providencia spp.
Proteus spp.

Pseudomonas aeruginosa

* o0o3Hagaer BUABI, B OTHOIICHUM KOTOPBIX CYHUTACTCA, UYTO AKTHBHOCTH ObLIa YAOBJIETBOPUTEIHLHO
MIPOAEMOHCTPUPOBAHA B KIIMHUYCCKUX UCCIIENOBAHUAX.

T B KIIMHHUYECKHUX HCCICOAOBAHUAX ObLIa IPOAEMOHCTPHUPOBAHA AKTUBHOCTH B OTHOHICHHUW YYBCTBUTCJIBHOTO K
BAHKOMUIIUHY Enterococcus faecalis; YYBCTBUTCJIbHBIX K T[CHUIUWIMHY I[THEBMOKOKKOB; CpE€An 3CJICHALIUX
CTPENTOKOKKOB IS IPYIIIBL Streptococcus anginosus (Bkiroyast S. anginosus, S. intermedius u S. constellatus); cpenu
Peptostreptococcus spp. ms P. micros; cpenu Bacteroides spp. mns B. fragilis, B. thetaiotaomicron, B. uniformis, B.
ovatus u B. vulgatus
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at 05,11.2025 Ne 27576
5.2. (DapMaKOKHHETHYECKHE CBOIiCTBA (NOCNEOOBATENBHOCTE 0003)

L

COOTBETCTBYET QRCHEFTHOMY QTYETY

AOGcopouus

[TockonbKy TUT€UKIIUH BBOJAT BHYTPUBEHHO, OH XapakTepusyetcs 100 % 61010CTymHOCTBIO.

Pacnopenenenne

[pu xonnentpanusx ot 0,1 mo 1,0 MKr/mil CBsI3pIBAaHHE THI'CHMKIMHA ¢ OEJIKaMu Iuia3Mbl N Vitro
Bappupyer npubnusutensHo ot 71 % mo 89 %. B dapmakoKMHETHUECKHUX HCCIEOBAHUAX Y
YKUBOTHBIX U JIIOJICH MMOKa3aHO, YTO TUTELIUKIIMH OBICTPO pacipeensieTcs B TKaHsIX.

B opranusme yenoBeka paBHOBECHBI 00BbEM pacIipesieieHus: TUreuKinHa cocrasui ot 500 go 700
1 (7 -9 n/kr), 9TO MOATBEPKIAET FKCTEHCUBHOE PACIIPEICTICHIE TUTCUKINHA 32 TIPEISIaMHU TUTa3Mbl
Y HaKOIUJICHUE €TO B TKAHSX.

JlaHHbIE O CIOCOOHOCTH TUTELUKINHA POHUKATH Yepe3 remaTosHIedatndeckuii 6apbep B

OpTraHHu3ME YCJIOBCKA OTCYTCTBYIOT.

PaBHOBecHass MakcUMallbHas KOHICHTpalu:Aa (Cssmax) TUI'CHHUKJIMHA B IIJIa3MC KPOBH COCTaBUJIa

8664233 ur/mia npu 30-MuHYTHBIX UHOY3UIX U 634+97 Hr/Ma npu 60-MUHYTHBIX UHPY3HUIX.

[Tnomane mox kpuBoi «koHUeHTparusa-BpeMs» (AUC)o-12 « coctaBmina 2349+850 Hr¥yac/mi.

Buorpancdhopmariusa

B cpennem, menee 20 % THUrenMKIMHA ToJBepraercss meradbonmu3my. OCHOBHBIM BEIIECTBOM,
oOHapyXeHHBIM B MOY€ U Kajie, ObLT HEM3MEHEHHBIM TUTCLIUKIINH, OHAKO ObUTH OOHAPYKEHBI TAKXKE
DIIOKYypoHHT, N-aneTHiIbHBIA METaOOUT U MUMEP THTCITUKITNHA.

TUTeNUKIIMH HE TTOIaBIIsIET METabO0JIM3M, OITOCPEIOBAHHBIN CIICIYIOIIUMH MECThI0 N30()epMEHTaAMH
uroxpoma P450 (CYP): 1A2, 2C8, 2C9, 2C19, 2D6 u 3A4.

Turenukaun He moka3biBal HAJI® 3aBucumocts B nmomanenun CYP2C9, CYP2C19, CYP2D6 u

CYP3A, 13 4ero MOKHO 3aKIIOYUTh OTCYTCTBUE HEOOPATUMOTO HHTUOUTOPA STUX N30(hEePMEHTOB.

OIMMUHAIMA

OtmeueHo, uTo 59 % Ha3HAYEHHOM /103bI BBIBOJUTCS Yepe3 KUIIEYHHK (TPU 3TOM OOJbIIas 4acTb
HEU3MEHEHHOT0 TUTeIIMKIMHA [TOCTYIAeT B *Keub), a 33 % BBIBOIUTCS OYKAMHU.

JlononHUTENBHBIE TYTH BBIBEIEHUS - MIIOKYPOHUAALNS U IKCKPELUS HEU3MEHEHHOIO TUTCLMKIINHA
MOYKAMH.

OO0muii KIMpEeHC TUTEHUKIIMHA [Tocie BHYTPUBEHHOM HH(DY3un coctaniser 24 n/yac. Ha moyeunsiit
KJIIMPEHC TMPUXOAUTCS MPpUOMm3uTeasHo 13 % oT obmiero kinupeHca. TUTEIUKINH XapaKTepru3yeTcs
MOJINOKCIIOHEHIIMATIbHBIM ~ BBIBEZICHUEM W3  CBHIBOPOTKH, CpPEJHUN TEPMUHAIBHBIA IEPUOJ

MOJIYBBIBCACHUS M3 CBIBOPOTKH IIOCJIC HA3HAYCHUSA IMOBTOPHBIX H03 COCTABJIACT 42 gaca, OJHaKo
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COOTBETCTBYET 2KCIHEPTHOMY QITYETY
at 05,11.2025 Ne 27576
HAOMMOAIOTCS  3HAYMTENbHbIC WHIMBHAYaNpHbIC pagnadms - B mecrenpsammax Hmovitro ¢

MCII0JIb30BaHUEM KJIETOYHOM JIMHUU C TUIIEPNPOAYKIUEN P-riaukonpoTenHa ObIJI0 yCTaHOBJIEHO, UTO
TUTCUUKINH  sBiIsgeTcss cyOctpatom P-rmukomporenHa. Bo3MOXHBI — BKJIaa — TpaHCIOPTa,

OnoCpcaAOBAaHHOI'O P-FJII/IKOHpOTeI/IHOM, B I[GﬁCTBHC THUI'CHHUKIMHA HCU3BCCTCH.

IleyeHOYHAS HEAOCTATOYHOCTD

Y mNauuMeHToB C JIETKUMH HapylIeHUAMH GYHKIUH Te4eHH (apMaKOKMHETHYECKUH MpoQuiib
OJIHOKpPaTHOM J03bl TUT€LUKIMHA HE u3MeHseTcs. ONHAaKO y MallMeHTOB CO CPEIHETSKEIBIMU U
TSOKETBIMU HapymeHusMu pyakun nedenu (kiaacc B u C no knaccudukanuu Yaitng-I1s10) oommii
KIIMPEHC TUTCIIMKINHA ObLT CHIKEH Ha 25 % u 55 %, a nepuoj noiyBbIBeIeHUs yBenudeH Ha 23 %

u 43 % COOTBETCTBEHHO.

[ToyeyHas HETOCTATOYHOCTD

Y nanmuMeHToB ¢ IOYEYHOH HEIOCTATOYHOCThIO (KiMpeHC KpeaTuHMHAa < 30 MJII/MHH)
(hapMaKOKHHETHYECKUH TPOGUIb OJHOKPATHON J03bI TUTCIIMKIMHA HE U3MEHSIJICS, B TOM YHMCIIC ¥ Ha
done remMonuanm3a. Y MAIMEHTOB C TsDKEJIOW modeyHoi HemoctarouHocThio AUC Obiia Ha 30 %

0oJbIIIe, YeM Y MALUEHTOB C HOPMaJIbHOW MOYeYHOU (QyHKIUEH.

JInia moyKuJioro Bo3pacra

PapMaKOKMHETHKA TUTCLIMKINHA Y MOKUJIBIX B LIEJIOM HE OTJIMYATIACh OT APYIMX BO3PACTHBIX IPYIIL.
Ilox

Knuandecku 3HaunMbIC pasiinius KIUPCHCA TUTCHUKIIMHA Y MYXXYUH U JKCHIIWH HC YCTAHOBJICHBI.

Paca

KJ'II/IpeHC TUTCHUKIIMHA HEC 3aBUCUT OT PACHI.

Macca tena

Kimupene, B ToM 4Ymciie HOpMain30BaHHBIA 1m0 Macce Tena, 1 AUC 3aMeTHO HE pa3iuyaliuch y
MAalKUEHTOB C pa3HOI Maccoi Tena, B TOM YKCIie MpeBbIatonieit 125 kr. Y nanueHToB ¢ Maccoi Tena
oomee 125 kr Benmmunaa AUC Obina Ha 25 % Hmke. JlaHHBIC 0 marueHTax ¢ Maccoit tena o6omee 140

KI' OTCYTCTBYIOT.

5.3. JlaHHBbIe JOKJINHUYECKOH 0€30MacHOCTH
B OKIMHHYECKMX HCCIEIOBAHUAX 0e30macHocTH 4C-MeueHbI THreIMKIMH IIPOHHKAN depe3
TUTALIEHTY U OOHAPYXUBAJICA B TKAHAX IJIOJIA, B TOM YHUCJIE B KOCTHOW TKaHHU. Y KPBIC M KPOJIUKOB

H36J'IIO,ZIaJ'IOCI) HEOOJIBIIIOE CHIDKEHHWE MAacChl j1oJa MW ITOBBIIICHHME YaCTOTbI MaJlbIX aHOMAaJIMI
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ot 05.11.2025 Mg 27576
pa3BHTH CKeleTa (3a1eprkka OcCHMUKALINH KOFTEiT) IPH Ha3Hat ¢HY Y FHEQLIKIAH A DA QKCIO ML,

COOTBETCTBYET QRCHEFTHOMY QTYETY

IIPEBBILIABIIEN KCIIO3UIIMIO Y YEJIOBEKA ITPU IPUMEHEHUHU CYTOYHOH 103kl ipenapara B 4,7 u 1,1 pas,
ocHoBbiBasich Ha skcro3uiu (AUC) y KpbIC W KPOJIMKOB COOTBETCTBeHHO. He oOHapykeHO

TEpaTOreHHOT0 () (heKTa TUreHUKINHA Y KPBIC WK KPOJIHUKOB.

6. ®APMAIIEBTHYECKHUE CBOVMCTBA
6.1. IlepeyeHb BCIOMOTaTeJbHBIX BEelECTB

JlakTO3BI MOHOTHIPAT
Hatpus runpoxcuna (s koppekuuu pH)

XJ0pUCTOBOAOPOIHOM KUCIOTHI (1151 Koppekiuu pH)

6.2. HecoBMecTHMOCTH
JlaHHBI JICKApCTBEHHBIN TIpenapaT HE CJeIyeT CMEIIWBaTh C JPYTHMMHU JICKApPCTBCHHBIMH

npenapaTram, 3a UCKIIOUYEHUEM YIIOMSIHYTHIX B pazzene 6.6.

[Ipu npumenenun uepe3 T-oOpa3Hblii kareTep mnpenapar TurenukiuH-Pyc HecoBMecTUM C
ambporepuniuHom B, amdorepunHom B numocomanbHbIM, Iua3eNaMoOM, 330MENpPa3oiioM H

OMCIIPAa30JIOM.

6.3. Cpok rogHocTH (CpOK XpaHeHHUs1)
2 rona.

6.4. Oco0ble MepbI NPEIOCTOPOKHOCTH MPHU XPAHEHUH

XpaHuTh Ipu TemnepaType He Boie 25 °C.

6.5. XapakTep M coaep;kaHue NePBHYHON YIIAaKOBKHU

ITo 50 mr mnodunmzaTa Bo priakoH u3 6eciBeTHOTO cTekiia Tuna | BMecTuMocThio 10 M1, repMETHYHO
YKYNOpPEHHbIH OpoMOyTUIIOBOW HPOOKOM M 00XKaThblii aJIOMHUHHMEBBIM KOJIMAYKOM CO ChEMHOI
MIJIACTUKOBOM KPBIIIKOM.

[To 1 ¢pmakoHy BMECTe ¢ MHCTPYKLHUEH MO MEIUIIMHCKOMY MPUMEHEHHIO (JINCTKOM-BKIIA/IBIIIEM) B
Nayky U3 KapToHa.

6.6. Oco0ble Mepbl NPEAOCTOPOKHOCTH NP YHHYTOKEHHH HCIO0JIb30BAHHOT0 JIEKAPCTBEHHOT 0
npenapara WJiM OTXO0J0B, NMOJYYEHHBIX MOcje NMPUMEeHEHHs JeKAPCTBEHHOI0 Ipenapara W
ApPYyrue MaAHHMYJISIIMY € TIPenapaTomM

I/IHCTDVKIII/ISI 110 IMPUTOTOBJICHUIO paCTBOpa U BBCACHUIO IIpfriapara
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COOTBETCTEBYET BKCNEPTHOMY OTYETY
ot 05.11.2025 Mg 27576
IIpuzomosnenue (NOCNEOCBATENEHOCTE 0003)

L L

[lepen mnpuMeHEHHEM CIEAYeT BOCCTAHOBHUTH COACPKUMOE KaXJIoro (irakoHa mpermapaTa
Turenuknuu-Pyc ¢ nomompsio 0,9 % pactBopa HaTpus xjaopuaa wid 5 % pacTBopa AEKCTPO3bI ISt
WHBEKIUH, WU pacTBopa PuHrepa sakrar B KoiauuecTBe 5,3 MJ AJs MOJIyYEHUS KOHIEHTpaTa C
KOHIeHTpauuel tureuukiuHa 10 mr/min. drakoH OCTOPOKHO BpalllaloT JI0 MOJHOTO PacTBOPEHUS
npenapara.

5 MJI KOHIIEHTpaTa MEePEHOCAT BO (IaKOH ¢ pacTBOpoM 1yt uH(Dy3uit emMrocThio 100 Mt (171 10361
100 Mr He0OXOIUMO B35ATh KOHIIEHTPAT U3 2 (IaKOHOB, /Uil 703kl 50 Mr — U3 OgHOTO (Py1aKOHA).
MaxkcuManbHasi KOHIEHTpalus KOHEYHOTO pacTBopa JUisi BHYTPUBEHHOM HHQY3MM HE IOJDKHA
NPEBbIATh | MI/MIL

Konyenmpam: nipo3padnblii OT KEITOTO 10 OPAHKEBOI0 I[BeTa pacTBOp. Eciiu pacTBop umeeT apyroii

LOBCT WK B HEM ONIPCACTIAIOTCA BUAUMBIC BKIIIOYCHHA, €0 UCITI0JIb30BAHNEC HC JOITYCKACTCA.

Beeoenue

[Tpenapat TurenuknuH-Pyc BBOIUTCS BHYTPUBEHHO Yepe3 OTAEIbHYI0 HHPY3UOHHYIO CUCTEMY WM
yepe3 T-oOpa3ubiii kaTeTep. Ecu BHYTpUBEHHBIN KaTeTep UCIOIB3YETCS ISl OCIIEI0BATEIHLHOTO
BBEJICHUSI HECKOJIbKMX JICKAPCTBEHHBIX IPENapaToB €ro HEOOXOIAMMO IMPOMBITH Mepes] MHQPY3ueH
npenapara TurenukinuH-Pyc ¢ nomoursto 0,9 % pactBopa Hatpus xjiopuaa, S % pacTBopa JIeKCTpO3bl
JUIST UHBEKIUN uin pactBopa Punrepa nmakrar. [Ipu mpoBeneHun uHQY3UU CIEAyeT YUUTHIBATH
HECOBMECTUMOCTh TUTEIUKIIMHA C APYTUMH Mpenapatamu (paszzaen 6.2).

COBMECTHMOCTE € JCKAPCTBCHHBIMU TIpC€rIapaTaM W pPaCTBOPUTCIAMU IIPpH  OJHOBPEMCHHOM

BBCACHUU

[Ipenapar Tureuuxknus-Pyc coBmectum c¢ 0,9 % pactBopom Hatpus xiopuaa, 5 % pacTBopom
JEKCTPO3bl JUIsl MHBEKUUN uin pacTtBopoMm Punrepa nakrar. Ilpu BBenenun vepes T-oOpasHblit
Karerep npemnapaTt TurenukiuH-Pyc, pactBopennsiit B 0,9 % pactBope Hatpus xjopunaa wid 5 %
pacTBope NIEKCTPO3bl Ui MHBEKIWH, COBMECTHM C aMHKallMHOM, TO0OYTaMHHOM, JOMaMHHOM,
TeHTAMHUIIMHOM, TaJlONepUA0IOM, pacTBOpoM PuHrepa jakTaT, JHIOKAaUHOM, METOKJIOMPAMUIOM,
MOp(hHUHOM, HOpPAINUHEPPUHOM, NHUNEPAUIIMHOM/Ta300akTaMoM  (JiekapcTBeHHas  (opma,
cojepxarias sTwieHanamMuHTeTpaanerat — IJTA), kanus xmopuaoM, mpornodoaoM, paHUTHITHOM,

TEOPMILTUHOM U TOOPAMHUILIUHOM.

Becwr ocraBmmiics HeKapCTBeHHBIﬁ npenapar U OTxXoAbl CICAYCT YHHYTOXKHUTH B YCTAHOBJICHHOM

MOPSIZIKE.
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7. JEPIKATEJIb PETUCTPAIMOHHOI|O YAOOTOBEPEHMEA TF [1LHOCTE 0003)

Poccniickas @enepanvs

000 «sMAHAC MEI»

Anpec: 121471, Mockaa, yi. Psounosas, qom Ne 43, ctp. 1

Ten.: +7(495) 269-77-51; +7(495) 446-37-47

Azpec 3IeKTpOHHOM 1MouTH: Manashmed@inbox.ru

7.1. IlpeacraBuUTe/Ib Iep:KaTesisl PericTPAlOHHOIO Y/10CTOBEPEeHHs

[Iperen3zun HOTDC6HTCHCﬁ CJICAYCT HAIIPaBJIATH 110 aAPECY.

Poccuiickas @enepanus

000 «cMAHAC MEI»

Anpec: 121471, Poccust, Mocksa, yi. Psounoast, nom Ne 43, ctp. 1
Ten.: +7(495) 269-77-51; +7(495) 446-37-47

AJpec 37eKTpOoHHO#M mouTsl: Manashmed@inbox.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. JIATA NEPBUYHOM PETUCTPALIMU (ITIOJATBEPKJIEHUS PETUCTPAILIUU,
INEPEPETUCTPALIMN)

[lara nepBoii peructpanuu:
10. JATA IEPECMOTPA TEKCTA
OO0mass  xapakTepuUCTHKa JIGKApCTBEHHOro mpemapara TurenukinuH-Pyc  nmoctymHa  Ha

uH(pOpMallMOHHOM TopTasnie EBpa3suiickoro H»KOHOMHUYECKOTO COK3a B  HH(POPMAIMOHHO-

KOMMYHUKAIMOHHOM cetn «HTepHeT» hitp://eec.eaeunion.org/
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