01.08.2023

MMHHCTEPCTBO 3JPABOOXPAHEHUS POCCUNCKON ®EJEPAITNN

NMHCTPYKLMA
1O MEJUIIMHCKOMY ITPUMEHEHNIO JIEKAPCTBEHHOI'O
[IPEITAPATA

TUTALIJI®

PETMCTPAIIMOHHBIA HOMEP:

TOPI'OBOE HA3BAHUE: Turanun®

MEXAYHAPOJIHOE HEITATEHTOBAHHOE HA3BAHMUME: turenuking
JIEKAPCTBEHHAS ®OPMA: nuo¢unusar ajas NpUroToBIeHUs pacTBopa Ui HHPY3Ui
COCTAB

OnuH (hrakoH CONEPKUT:

Oelicmsyrowee geujecmeo. TUTSUKINH 50 Mr;

ecnomozamenvhble gewjecmea: NaKTo3sl MoHOoruapaT 100 Mr, XJIOpHCTOBOIOPOAHASI KUCIIOTA (.S.
1o pH, natpus rugpokcun q.s. 10 pH.

OIMNCAHUE

OpanxeBblil TMO(GUIM3UPOBAHHBIA MOPOLIOK MM TIOPHUCTas Macca.
DAPMAKOTEPAIIEBTUYECKAS I'PYIIIIA:

AHTHOUOTUK-TETPAITUKINH

Kox ATX: JOIAAI12

®APMAKOJIOTHYECKHUE CBOMCTBA
DapMaKoAUHAMHKA

MexaHn3M IeiCTBUS

AHTHOMOTUK TUTCUMKINH MPUHAUICKUT K KIACCy TIUIMILHUKINHOB, CTPYKTYPHO CXOIHOMY C
TeTpaluKInHaMu. VHruOupyer tpaHcisanuio Oenka y Oakrepwii 3a cueT cBsizbiBanus c¢ 30S-

cyObenuHuIIe puOOCOMBI U OJIOKMPOBAaHMS MPOHUKHOBEHMsI MOJieKyn amuHoanuia-TPHK Ha A-

Crp. 1 u3 22



01.08.2023

caiT puOOCOMBI, YTO MPEMSATCTBYET BKIIOYCHUIO AMUHOKHCIOTHBIX OCTaTKOB B pPACTYIIHE
NENTUIHBIE LIETH.

Cuuraercs, 4TO TUTEIUKIWH 001amaeT OaKTEepHOCTaTUYECKUMH cBoWcTBaMH. [lpu 4-kpaTHoii
MUHUMAIBHON mojasisiromiel konrerTpanuu (MIIK) TarenukinHa HaOIIOAaI0Ch YMEHbBIIICHUE
Ha J[Ba MOPsIIKa Ynciia KoyioHuid Enterococcus spp., Staphylococcus aureus u Escherichia coli.

MexaHu3M pa3BUTHS PE3UCTCHTHOCTH

TurenukiavH  MOXKET  TpeoAoJieBaTh  J1BAa  OCHOBHBIX ~ MEXaHM3Ma  PE3UCTEHTHOCTH
MHUKPOOPTaHU3MOB, HAOIIOaeMbIX B OTHOUICHWH TETPAMKIMHOB: PHOOCOMANFHYIO 3aIUTy U
aKTUBHOE BbIBeieHNe. OTHAKO B HETaBHUX UCCIICOBAHUSIX PE3UCTEHTHOCTh K TUTCIUKIIMHY ObLTa
oOHapyXeHa Yy SHTEpPOOaKTepUil M JPYrMX MHUKPOOPTaHM3MOB, BbI3BaHHAs J(PQIroKcoM u
MyTalUsIMU B puOOCOMHOM OelIKe.

Bbuta mpoeMoHCTpUpOBaHa epEKpPEeCTHAs PE3UCTEHTHOCTD MEXK/Ty THTSIIMKINH ¥ MUHOIIMKINH
pe3rcTeHThIMU M30iaTamMu B rpymmne Enterobacteriaceae, omnocpemoBannas 3¢ddiarokcHBIMU
HacocaMH, 00ecTeYrBalOIIMMI MHOKECTBEHHYIO JIEKAPCTBEHHYIO YCTOMUUBOCTh. OTCYTCTBYET
HepeKpecTHasi pe3UCTEHTHOCTh, 0OOCHOBAHHAsI MUILIEHBIO JEHCTBHS, MEXIY THUTELUKINHOM U
OOJIBITMHCTBOM KJIACCOB aHTHUOMOTHKOB.

TUreuukIMH NMoaBepraeTcsl BO3AEUCTBUIO XpOMOCOMaNbHBIX 3((IIIOKCHBIX HacocoB Proteeae u
Pseudomonas aeruginosa. B menoM, MUKpoOpraHu3Msbl, MpUHAAICKANIME K Tpynne Proteeae,
(Proteus spp., Providencia spp. 1 Morganella spp.), MeHee 4yBCTBUTENIBHBI K TUTCHUKINHY, YeM
npyrue mnpencraButenn Enterobacteriaceae. IlonmxkeHHass 4yBCTBUTEIBHOCTD MPECTABUTEICH
00euX rpymnn K TUTCUKINHY 00yCIIOBIIEHA CBEPXIKCIIPECCHel TeHa HeCTISU(UIHOTO aKTHBHOTO
BeIBeieHUsT AcrAB. OmnucaHna moHMWKEHHass YyBCTBUTEIBHOCTD K THIeUMKINHY U Acinetobacter
baumannii.

In vitro uyBcTBUTENBHOCTH OAKTEPHIA K THTCIUKIUHY

BriOeprure TONBKO OJHY METOIOJIOTHIO OIPECIIEHUS] YyBCTBUTEIBHOCTH K aHTUMHUKPOOHBIM
npenapatam (EBporeickuii KOMUTET MO ONpPENeNIeHUI0 YyBCTBUTEIBHOCTH K AaHTUMUKPOOHBIM
npenaparam (EUCAST) unu cnipaBounyro undopmanuio FDA, coOOTBETCTBYIOIIYIO JIOKAIBHBIM
TpeboBaHusM. MHCTHTYT kiuHUYecKkuX u jdaboparopubix cranaaptoB (CLSI) He omyGnukoBan
KPUTEPHU YYBCTBUTEIBHOCTH K TUTCIIUKIIAHY).

[Tpu mpoBenennu MUCKO-TU(PPy3nMOHHOTO METO/Ia UCTIONB3YIOTCS UCKH, TPONUTAHHBIE 15 MKT

TUTCHHUKIIWNHA.

Crp. 2 u3 22



01.08.2023

CnpaBounas undopmanus EUCAST (s crpan, ucnosnb3ytomux EUCAST)
[ToporoBbie 3HaueHHs I MHHMMalbHON momasistomiel kounenrpauun (MIIK) u nuamerpa
30HBI TIOJIABJICHUS POCTA, YCTAHOBJCHHBIE EBPOMEHCKUM KOMHUTETOM TIO OMPEACICHUIO

qyBCTBUTEIBHOCTH K aHTUMUKPOOHBIM Tipeniapatam (EUCAST), cienyromrue.

Ta6auna 1. Iloporossie 3nauenust EUCAST

MHuxkpoopranuzm MIIK (mr/m) JlmameTp 30HBI IOJaBIICHUS
pocta (MM)
<Y (UyBcTBUTEJIbHBIE)/ >Y (YyBcTBUTEIbHBIE)/
>P (Pe3ucTeHTHDBIE) <P (Pe3ucTeHTHBIE)
Enterobacterales <05/>05 >18/<180)

(Enterobacteriaceae):
Escherichia coli u
Citrobacter koseri:

Staphylococcus spp. <05/>05 >19/<19
Enterococcus faecalis <0.25/>0.25 >20/<20
Enterococcus faecium <0.25/>0.25 >22/<22
Streptococcus rpymm <0.125/>0.125 >19/<19
ABCuG
IMoporoseie 3nauennss PK/D] (ne
BUAOCTIEU(PHYECKHUE)
<05/>05 -

(1) ]t ipyTux SHTEpoOaKTepUil aKTUBHOCTh TUTEIUKIIMHA BaphbUPYETCS OT HEIOCTATOUHOM B OTHOIIIEHUH
Proteus spp., Morganella morganii u Providencia spp. k BapuabenbHOM y APYTUX BUJIOB.

() TIoporoBbIe 3HAUCHUsI AUAMETPA 30HbI MOJAABICHHUS POCTa YCTaHOBICHBI ToJbKO /st E. coli. st C koseri
HCIOJIB3YIOT MeTo1 onpeaenenuss MIIK.

OK — papMakOKHHETHKA.

®J] — papMakoTMHAMMKA.

HmeroTcss KIMHUYECKUE JaHHble 00 3Q(PEKTUBHOCTH TUTELMKIMHA B OTHOIICHUH aHa’pPOOHBIX
OakTepuii Py MOTUMUKPOOHBIX UHTPAa0JOMUHATHHBIX HHPEKIUAX, OTHAKO KOPPEISIIHS MEKIY
sHaueHusMud MIIK, manaeivu OK/®J] v KIMHAYECKUM HCXOAOM He Oblla BhISBIIEHA. Takum

06p330M, IMOPOTrOBLIC 3HAYCHUA I OIPEACTICHUA YYBCTBUTCIIBHOCTH HE YCTAHOBJICHBI.

JlmamazoHbl KOHTPOJISI KadecTBa Uit onpeneneHus gyBctButenbHocTH EUCAST mpuBeneHs! B

CIIeyIOIIeH Ta0IuIle.
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Tabauua 2. lonycTuMble JHANA30HbI KOHTPOJISI Ka4ecTBA JIJIsl ONpe/ieIeHust
yyBcTBUTeIbHOCTH (EUCAST)
MIIK munama3zon HrameTp 30HBI

Muxkpoopranuzm (mr/m) HOJJaBJICHUS pOCTa

(Mm)
Escherichia coli ATCC 25922 0.03-0.25 20-27
Staphylococcus aureus ATCC 29213 0.03-0.25 19-25
Enterococcus faecalis ATCC 29212 0.03-0.125 20-26
Streptococcus pneumoniae ATCC 49619 0.016-0.125 24-30
ATCC = AMmepukaHcKast KOJUICKIHSI TUTIOBBIX KYJIBTYD

CrmpaBounast napopmanus FDA (tpeboBanne FDA CHIA mist HHCTPYKUIMH TI0 METUIITHCKOMY
NPUMEHEHHIO Tipenapara, 3aperucrpupoBannoro B CIIIA)

JUis mosyyeHHus: KOHKPETHOM MH(OpManuyu 0 KpUTEPUSIX UHTEPIPETALUU YyBCTBUTEILHOCTH U
CBSI3aHHBIX C HUIMHM METOJI0B TECTUPOBAHUSA U CTAaHAAPTOB KOHTPOJIS Ka4ecTBa, Mpu3HaHHbIX FDA
JUTsL 9TOTO mpenapara, cMm.: https://www.fda.gov/STIC.

Hnst ynobcrBa moporosbie 3HaueHuss FDA ykazanbl B TaOJIHIIE HIDKE.

Ta6auna 3: Iloporossie 3Hayenust FDA
MunumaibHbIe Jucko-nudy3uoHHBINH
IO AABJISTFOLIINE METO/T
KOHLIEHTpaLuu (IuameTp 30HBI B MM)
(MKr/m1)
Mukpoopranusm 4 M P 4 M P
Staphylococcus aureus
(BKITFOYAS. METHIIMILIHAH- <0.52 - - >19 - -
PE3UCTEHTHBIC ITAMMBbI)
StreptOCOCC_us SPP. OTIUYHBIE OT <0.25° ) ) >19 ) )
S. pneumoniae
Streptococcus pneumoniae <0.06% - - >19 - -
Enterococcus faecalis
(BKJTFOUAsI YYBCTBUTEIILHBIC K <0.252 - - >19 - -
BaHKOMMIIMHY IIITAMMBI)
Enterobacteriaceae® <2 4 >8 >19 | 15-18 | <14
Haemophilus influenzae <0.25% - - >19 - -
AHa’po0s” <4 8 >16 - - -
Y = YyscTBUTENbHBIE; Y =YMEpPEHHO-pE3UCTEHTHBIE; P = Pe3ucTeHTHbIe
Jlis mucko-nndy3noHHOTO METO/1a UCTIONMB3YIOTCS OyMaXKHbIE TUCKH, IPONUTaHHBIe 15 MKT THrenukiImHa
2 Texy1iee OTCYTCTBHE PE3UCTEHTHBIX IITAMMOB HE ITO3BOJISICT HHTEPIIPETUPOBATh KaKHe-THOO0 PE3yIbTaThl, KPOME
kak «YysctButenbHble»y. rtammbl, pgatomume pesynbrarel  MIIK,  ykaspiBaronme Ha  KaTeropuro
«HG‘IYBCTBI/ITCJ'[LHI)IG», JOJI2KHBI OBITH OTIIPABJICHLI B peq)epeHc-na6opaTopmo JUIA ZlaJ'ILHeﬁHIeI‘O TCCTUPOBAHMS.
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® OTMeueHa CHMKEHHAs aKTUBHOCTh TUreLMKIMHA in Vitro mpotus Morganella spp., Proteus spp. and Providencia
Spp.

® PasBeneHue B arape

CootHoureane OK/DJ1

OrpaHvyeHHbIC JaHHBIE Ha J>KUBOTHBIX YKa3blBAlOT Ha TO, YTO IUIOMAAL TIOJ KPHUBOU
«xoHuenTpanus — Bpems» (AUC)/MIIK siBnsiercst papMakoAnHAMUYESCKUM TTOKa3aTeseM, JIydIle
BCETO CBSI3aHHBIM C MCXOA0M. PapMakoAMHAMUYECKHE UCCIICIOBAHUS HA JIIOJMX YKa3bIBAIOT Ha
B3auMocBsa3b  Mexay AUC/MIIK u  kiauHMYecKo#d, a Takke MHKPOOMOIOTHYECKON

3(PEKTUBHOCTHIO.

TurenukIMH g0Ka3aid CBOO 3()(OEKTHBHOCTH IS JICUCHUS HMHTPAadJOMHHATBHBIX WH)EKIIHIA,
BbI3BAaHHbIX  AHA’pPOOHBIMM  OakTepusiMHM,  He3aBUCMMO  OT  mnokasartenedt  MIIK,
(bapMaKOKUHETHYECKUX/(hapMaKOIMHAMMUYECKUX TapaMeTpoB. B CBsA3M C BbllIECKa3aHHBIM
koHTposbHble 3HaueHus: MIIK ne npencrasnensl. Cnegyer oTMeTuTh mKMpokuil quamnaszon MIIK
TUTCIUKJIMHA JUII MUKPOOPTaHM3MOB, NPHUHAIISKAIINX K pogam Bacteroides u Clostridium, B
psize cay4yaeB IPEBbIIAIOIINE 2 MI/I.

HmeroTcs JuIIb OTpaHUYEHHBbIE JaHHbIE O KIMHUYECKOH 3((EeKTUBHOCTH TUTECLUKIMHA TPU
HHTEPOKOKKOBBIX MHGEKIHUAX. TeM He MeHee, MoKa3aHa MOJI0XKHUTEeNbHAs peakis Ha JeUeHHe
TUTCLIMKJIMHOM MOJIMMHUKPOOHBIX MHTpaaOJOMUHATIBHBIX HHPEKIUH.

YyBCTBUTEILHOCTD

PaCHpOCTpaHeHHOCTL HpHO6pCTCHHOI>i PE3UCTCHTHOCTU Y OTACIBLHBIX BUIOB 6aKTepI/II>’I MOXET

BapbUpPOBATh B 3aBUCHUMOCTHU OT BPCMCHU U reorpa(bﬂqecxoro ITOJIOXKCHHUA.

Muxpoopranusm

OO0bIYHO YYBCTBUTEIbHbIE BU/IbI

['paMmionokuTeabHbIC a9POOLI

Enterococcus spp.T (Bkto4ast pe3UCTEHTHBIEC K BAHKOMHIIMHY IITAMMBI)
Listeria monocytogenes

Staphylococcus aureus* (Bkirodast pe3UCTEHTHBIE K METHIIHIITHHY [ITAMMBI)
Staphylococcus epidermidis (Bkitouasi pe3uCTEHTHBIC K METUIIWJLIMHY IITAMMBI)
Staphylococcus haemolyticus

Streptococcus agalactiae*

Streptococcus pyogenes™

Streptococcus pneumoniaet

I'pymma Streptococci viridanst
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I'paMoTpuIIaTENLHBIE a3POOEI
Aeromonas hydrophila
Citrobacter freundii*
Citrobacter koseri
Escherichia coli*
Haemophilus influenzae*

Legionella pneumophila*
Moraxella catarrhalis*
Neisseria gonorrhoeae
Neisseria meningitidis
Pasteurella multocida

AHa3p0o0bI
Clostridioides difficile

Clostridium perfringens*
Peptostreptococcus spp. 1
Porphyromonas spp.
Prevotella spp.

I[DVFI/IG MUKPOOPIraHMU3MbI
Chlamydia pneumoniae
Mycobacterium abscessus
Mycobacterium chelonae
Mycobacterium fortuitum
Mycoplasma pneumoniae

BI/I}IBI, C MOTCHIHUAJIOM PA3BUTHUA HpHOﬁpeTeHHOﬁ PE3UCTEHTHOCTHU

['pamoTpuIaTeabHbIC a3PO0bI
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

Mukpopranusmsl, 00Jaal0ne NPHPOJIHOH Pe3NCTEHTHOCTHIO

I'pamoTpuIiaTeIpHbIE a3pO0EI
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Providencia spp.

Proteus spp.

Pseudomonas aeruginosa

* o0o3HagaeT BHUIbI, B OTHOIICHHUH KOTOPBIX CYUHUTACTCSA, YTO AKTHBHOCTH Oblna YAOBJIETBOPUTEIIBHO
MIPOACMOHCTPUPOBAHA B KIIMHUYCCKUX HUCCIICIJOBAaHUAX.

T B KIIMHHUYCCKHUX HCCIICAOBAHUAX ObllIa MIPOACMOHCTPHUPOBAaHA AKTUBHOCTh B OTHOLICHUH YYBCTBUTCIIBHOTO K
BaHKOMUIIUHY Enterococcus faecalis; YYBCTBUTCJ/IbHBIX K MNCHUNUWIUIMHY IMHCBMOKOKKOB; Cp€AN 3CJICHANIUX
CTPENTOKOKKOB [UIs TpyIIBI Streptococcus anginosus (Bkimoyast S. anginosus, S. intermedius « S. constellatus);
cpenu Peptostreptococcus spp. maist P. micros; cpenu Bacteroides spp. anst B. fragilis, B. thetaiotaomicron,
B. uniformis, B. ovatus u B. vulgatus.

DapMaKOKHMHETHKA

Bcacvieanue

[TockonbKy TUTCHIMKINH BBOSIT BHYTPUBEHHO, OH XapakTepusyetcs 100 % O61o10CTyIMHOCTHIO.
Pacnpeoenenue

I[Tpu kounentparwmsx ot 0,1 10 1,0 MKr/MiT CBsI3bIBAaHHE TUTELUKIIMHA C OCJIKaMU I1a3MbI N Vitro
BappupyeT npubnuzurensHo ot 71 % g0 89 %. B gapMakokMHETHYECKUX HMCCIENOBAHUAX Y
KUBOTHBIX M JIFOJIEH IMOKa3aHO, YTO TUTEIUKIMH OBICTPO pactpeaemsieTcs B TKaHsIX.

B opranmsme uenoBeka paBHOBECHBIH 00beM pacnpeeNieHus TUTeIUKINHA, cocTaBm oT 500 1o
700 1 (7-9 n/Kr), 94TO MOATBEPAKAAET IKCTEHCUBHOE paclipe/leIeHue TUTeIUKINHA 32 MpeJielaMu
MJTa3Mbl U HAKOTIJIEHUE €TO B TKAHSIX.

JlanHble O CHOCOOHOCTH THUTELMKIIMHA IMPOHUKATH uYepe3 remMarodHledanindeckuil Oapbep B
OpraHu3Me 4ejoBeKa OTCYTCTBYIOT.

PaBHoBecHas MakcumanbHasi KOHIEHTpauus (Cssmax) TUTELHMKINMHA B IUIa3Me€ KPOBU COCTaBMIIA
866+233 ur/mia npu 30-MUHYTHBIX UHQY3UAX U 634197 Hr/mia npu 60-MUHYTHBIX MHQY3USX.
[Tnomaae mox kpuBo# «koHIeHTparwms — BpeMs» (AUC)o-124 coctaBma 2349+850 Hrevac/mit.
Memab6onusm

B cpennem, menee 20 % TureuukianHa mojaBepraercs MeTaboau3My. OCHOBHBIM BEIIECTBOM,
oOHapy»XEHHBIM B MOYE M Kaye, OblT HEM3MEHEHHBIM TUTCIHUKINH, OJHAKO OBUTH OOHApY>KEHbI
TaKXe TIIIOKYPOHU I, N-alleTHIBHBIH MeTaOO0JIUT U STTUMEpP TUTECIUKIIHHA.

TurenWkIMH HE TOJABIISIET METa0OJM3M, OIOCPENOBAHHBIM  CIEAYIOMIMMH  MIECTHIO
n3odepmenramu nuroxpoma P450 (CYP): 1A2, 2C8, 2C9, 2C19, 2D6 u 3A4.

Turenukaux He noka3biBaa HAJI® 3aBucumocts B nogasiaecuun CYP2C9, CYP2C19, CYP2D6 u
CYP3A, u3 d4ero MOXHO 3aKJIIOYUTh OTCYTCTBUE HEOOPAaTUMOTO HWHTHOMTOpA O3THX

n30()epMEHTOB.
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Buviseoenue

OtmeueHno, uto 59 % Ha3HAUYE€HHOI 103bI BEIBOJIUTCS Yepe3 KUIIEUYHUK (IIpU 3TOM O0JIblIasi 4acTh
HEU3MEHEHHOT0 THUTCLMKINHA TOCTymaeT B JKemyb), a 33 % BBIBOAUTCA IOYKAMHU.
JononHuTebHbIE MYTH BBIBEJICHUS — DJIIOKYPOHUJAIMS M JKCKpEUHUs HEU3MEHEHHOTO
TUTEIUKIIMHA TOYKAMH.

OOmwmii KJIMpEeHC TUTEIUKIWHA TOCJIe BHYTPUBEHHOW HH(QY3uH cocrtaBiser 24 n/gac. Ha
MOYCYHBIH KIMPEHC MPUXOAUTCS NpuOam3utTenbHo 13 % oT obmiero kimupeHnca. TUTeHHMKIUH
XapaKTEePU3yeTCs  MOJUAKCIOHCHIIMAIBHBIM  BBIBEJACHHEM M3  CBIBOPOTKH,  CPEIHUU
TEPMUHAJIBHBIN TEPHOJI TMOJTYBBIBEICHHUS W3 CBIBOPOTKM IOCJIE HA3HAUYEHUsI MOBTOPHBIX J103
cocrtapisieT 42 yaca, OJHAKO HAOIIOAAI0TCS 3HAUNTENbHBIC HHINBU Ty alIbHBIEC PA3IHUKSL.

B wuccrnenoBanusax in VItr0 ¢ KCHONb30BaHWEM KJIETOYHON JIMHUHM C THUIEPOpOIyKiuenr P-
TJIMKOIPOTEHMHA OBUIO YCTAaHOBJICHO, YTO TUTEIUKIIMH SBISIETCS cyOcTpaToM P-TiukonpoTenHa.
Bo3MosxHBIN BKJIa TPAHCTIOPTA, OMIOCPEAOBAHHOTO P-TiMKONpoTenHa, B JEHCTBUE TUTCLIUKIMHA
HEU3BECTEH.

Tleyenounas neoocmamounocmo

VYV nanueHToB C JETKMMU HapylIeHUsAMH (DYHKIMH TMeueHdu (apMaKOKMHETHUYECKUU Tpoduiib
OJIHOKPATHOM J103bl TUTCHMKINHA HE u3MeHseTcss. OHaKO y MAIMeHTOB CO CPEIHETIKETBIMU U
TSOKENBIMU HapylieHusMu QyHkiuu nedeHu (kmacc B u C mo knmaccudukanuu Yaina-I1sio)
001Nl KITUPEeHC TUreUKINHA OB CHUKEH Ha 25 % u 55 %, a mepuo/1 moTyBbIBEICHUS YBEIHUEH
Ha 23 % u 43 %, COOTBETCTBEHHO.

lloueunas nedocmamournocms

Y nanueHToB ¢ TIOYEYHOM HEIOCTaTOYHOCThIO (KiaMpeHC KpeatuHuHa <30 MII/MUH)
dbapMakOKMHETHUECKUN MPOQUIIL OJHOKPATHON 103bI TUTCLUKINHA HE U3MEHSIIICS, B TOM YUCIIE
1 Ha ¢oHE TemMoIuanu3a. Y MalMeHTOB C TSHKeNoN moueyHon HegpoctaTrouHocThio AUC Oblta Ha
30 % OombIire, YeM y MTAMEHTOB C HOPMAIBHOM MOYEYHON (QYHKITHEH.

Tloowcunvie nayuenmoi

dapMaKOKMHETHKA TUTELIMKINHA Y MOXKWIbIX, B LIEIOM, HE OTJIMYAJIach OT JPYTUX BO3PACTHBIX
TPYIIIL.

Llon

Knunuuecku 3HauMMble pa3iauuusd KIMPEHCAa TUTEHMKIMHA Yy MYXYUH M JKCHIIUH He

YCTAHOBJICHEIL.
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Paca

KnupeHnc turenukinia He 3aBUCHUT OT Pachl.

Macca mena

Kinupenc, B ToMm ymucie HopMann3oBaHHbIN 10 Macce Tena, 1 AUC 3aMeTHO HE pa3indyalivch y
NAIMEHTOB C pa3HOil Maccol Telna, B TOM Yuciie, peBblatonieit 125 kr. ¥ nanueHToB ¢ Maccoi
tena 6onee 125 xr BenmmumHa AUC Obuta Ha 25 % Hmke. JlaHHBIC 0 IAllMEHTaX ¢ Maccoil Teia

6onee 140 Kr OTCYTCTBYIOT.

ITOKA3AHUSA K IPUMEHEHHWIO

B3pocnvie

e OcnoxxHeHHbIEe HH(EKITUU KOXKHU ¥ MATKUX TKaHEH.
e OcnoxHEeHHbIE UHTPaaOIOMUHATBHBIE HHPEKIIUH.
e BreOoibpHUYHAST THEBMOHHUS.

He MPUMCEHACTCA OJId JICUCHUA CUHAPOMA I[H&6GTH'—I€CKOI>1 CTOIIBI, TOCITMTaTLHOM ITHEBMOHHUH

WJIM TTHEBMOHUH, CBSI3aHHOM C HCKYCCTBGHHOﬁ BEHTUJIAIIUEH JIETKHX.

Jlemu cmapwe 8 nem

e (OcnoxHeHHbIe HH(EKINH KOKU U MATKUX TKaHel. He npuMensieTcs Ans nedeHus cuHapoma
Ma0eTHYECKON CTOIBI.
e OcnoKHEHHbIE HHTPAaa0AOMUHAIbHbIE HHPEKIUH.

TureuK/IMH IOKa3aH K NPHUMCHCHUIO B ClIyUasdaX, KOorjga aJilbTCPHATUBHBIC AHTHOMOTHKHU HE

MOAXOIAT.

INPOTUBOIIOKA3AHUA
[ToBbilIeHHAs! YyBCTBUTENIBHOCTH K JIIOOOMY M3 KOMIIOHEHTOB IpernapaTa Uid K aHTHOMOTHKaM

KJ1acCa TCTPALIUKIINHOB.

C OCTOPOXHOCTBIO

Tsoxenmast neuyeHOYHAS HEAOCTATOYHOCTH
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INPUMEHEHHUE IIPU BEPEMEHHOCTH M1 B IIEPHOJA TIPYJHOI'O
BCKAPMJIMBAHUSA

bepemenHoCTh

PesynpTaThl nccnenoBaHU Ha JKMBOTHBIX I1OKA3bIBAIOT, YTO TUIELMKIMH IPOHUKAET 4epe3
IUIAlEHTy M OOHAPYKMBAeTCs B TKaHAX miuofa. Turamun®, Kak W Apyrve aHTHOAKTEpHAbHbIC
npenaparhl Kjlacca TeTPalMKINHOB, MOXKET BbI3bIBATh HEOOPATUMOE U3MEHEHHE 1IBETa MOJIOUHBIX
3y00B U 00paTHMOE I0/1aBlieHue pocTa KocTeil npu npumeHenuu B tedenue |l u |1l tpumectpos
O0epemenHoctH (cM. pazaen «Ocobble ykazanus»). [Ipy mpuMeHeHnr TUTeIUKINHA HA0JII0/1a710Ch
CHIDKEHHE Macchl IUIOJAa y KpbIC M KPOJUKOB (C COOTBETCTBYIOIIMMHU 33€pPKKaMU B
occudukanum). B noxnmHudeckux ucciaenoBaHusax OezonacHocTu 14C-MedeHHBbIH TUTCLUKIMH
IIPOHUKAJ Yepe3 IIalleHTy U OOHapyKUBAJICA B TKAHAX IJI0/1a, B TOM YMCJIE B KOCTHOM TKaHU. Y
KpBIC ¥ KPOJIMKOB HaOJIIOAaIOCh HEOOJBIIOE CHUKEHHE MAacCChl IUI0/Ia M MOBBIIEHUE YaCTOTHI
MaJIbIX AaHOMAJIHMM pa3BUTH CKenera (3ajepkkKa OccH(UKALUMU KOCTe) Npu Ha3HAYeHUU
TUTELUKINHA TPU 3KCIO3UIMH, TPEBBIINIABIIEH SKCIO3UIMIO y YellOBeKa NpU MPUMEHEHHH
cyTouHOU 1036l mpenapata B 4,7 u 1,1 pa3, ocHoBeiBasich Ha »skcrno3unuu (AUC) y kpbic u
KPOJINKOB COOTBETCTBEHHO.

He oOHnapyxeHO TepaToreHHOro s¢¢exra TUTEHUKIMHA Ha KpbIC WIM KPOJMKOB. B mepuoa

OepeMEHHOCTH TpUMEHeHHe mpenapara Turamun®

JOMYCTUMO JIMIIb B ClIy4yae KpaWHeu
HE00XO0JUMOCTH, KOTJIa M0JIb3a JJIsi MaTepH, IPEBOCXOAUT BOZMOXKHBINA PUCK JUIS IJTO/1A.
OnblTa npuMeHeHus npenapara Turamun® B epuos pojoB HET.

[lepuoa rpyAHOrO BCKapMIMBaHUS

JlaHHBIX O MOCTYIUIEHUH TUT€LIMKIIMHA B TPYAHOE MOJIOKO Yy 4YesloBeKa HeT. Mmeromnuecs 1aHHble
MCCJIEIOBAaHUM HA JKUBOTHBIX MOKA3aJIM, YTO TUTCLUKINH/META00IUTHI BBIIESIOTCS B IPyAHOE
Mosioko. Ilpu HEOOXOAMMOCTHM MPUMEHEHMs] THUTE€UMKIMHA B TEpUOJ JIAaKTallUU CIeAyeT
NPEeKpaTUTh TPYJHOE BCKapMIIMBAHUE.

DepTUabHOCTD

Bausaue turenukidHa Ha q)CpTI/IJ'ILHOCTB Y 4YCIOBCKAa HC H3Yy4aJIOCh. I[OKJ'II/IHI/I‘-IGCKI/IC
HCCIICOOBAaHUA TUI'CHUKIIMHA, IPOBCACHHBIC Ha KpbICAaX, HE YKa3bIBAIOT HAa HCETaTUBHOC

BO3/IeiicTBIE HAa (DePTHIILHOCTD UM PENPOAYKTHUBHYIO CITIOCOOHOCTb.
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CIIOCOBb TPUMEHEHMUSA U 103bI

BuytpuBenno, kamensHo B TeueHue 30-60 muH (cM. «MHCTPYKUHMSI 1O NPHUTOTOBJIEHHIO
PacTBOpA M BBeEHHUIO NIPenapaTa).

Havanbnas no3a quist B3pocisix coctasisieT 100 mr, nanee no 50 mr yepes kaxaple 12 yacos.
Kypc neuenus:

- pU OCJIOXKHEHHBIX MH(PEKIUIX KOXKH M MATKUX TKaHEH, a TakkKe OCIOKHEHHBIX
WHTpaadIOMUHAIILHBIX HHPEKIUsIX 5-14 nHE.

- IpY BHEOOJIbHUYHOW THEBMOHUHU — /-14 qHEM.

[IpoOKUTENTBHOCTD  JICUEHUS OMPENESETCS TSKECThI0O U JIOKaIM3alued HHPEKIUH U
KJIMHUYECKOW peaklMel nalueHTa Ha JIeUeHUE.

Ileyenounas nedocmamounocmo

[TaniuenTam ¢ JIETKOM U CPeAHEN CTETICHBIO TSHKECTH NIEYCHOYHOM HETOCTATOYHOCTH (KJIacChl A U
B o xnaccudukanum Yaitna-I1e10) He TpeOyeTcss KOPPEKIHSI TO3bI.

VY MmanueHToB ¢ TKENON MeYeHOYHOU HelocTaTouHOCThI0 (Kiace C mo kinaccuduxanum Yaimna-
[1b10) cleyeT CHU3UTH 103y npenapaTa Ha 50 %. HauansHas no3a npenapara Turanun® gomxkHa
coctaBiaTh 100 Mr, a B mocieAyOIIeM Ipenapar MpUuMEHSIOT 1Mo 25 Mr kaxjabie 12 vacos. [lpu
npuMeHeHHd Tnpenapata Turanuin® y NalMeHTOB C TSHKEIOH IeYeHOYHOH HEeJO0CTaTOYHOCTHIO
HE00X0IUMO COOITI0IaTh OCTOPOKHOCTh U KOHTPOJIMPOBATh PEAKIUIO MAlMEHTOB Ha JICUEHUE.
Ioueunas Hedocmamounocms

[TaniueHTaM ¢ MOYEYHOW HETOCTATOYHOCTHIO M MAIlMEHTaM, HaXOMAIIUMCS Ha TeMOJuain3e, He
TpeOyeTcs KOPPEKIIHS T036I.

Tooicunvie nayuenmoi

Koppekuust 10361 HE TpeOyeTcs.

Ilpumenenue y oemet

D¢ heKTUBHOCTH M 6€30MACHOCTD Y IETEH /10 8 JIET He YCTaHOBJICHA.

TurenukiInH NPUMEHSIOT Yy JeTed B Bo3pacTe § JIET U CTaplie IMOcie KOHCYJIbTAIlMU CO
CHEINANCTOM, 00JIa/Ial0IUM OIBITOM JIedeHHs] HH()EKITMOHHBIX 3a0o0NeBaHui. TUTEITUKINH He
clenyeT TPUMEHATh Yy JeTed B Bo3pacTe MiIajiie 8 JeT Hu3-3a HelocTaTka IaHHBIX 00
a¢dexTBHOCTH M OE30MACHOCTH Tpernapara y JAaHHON TPYMIbI, a TakKe B BUAY U3MEHEHUs

okpacku 3y0oB (cM. pazaen «OcoOble yKazaHUs»).
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Jo3a ans nereit B Bo3pacte 8-11 net cocrapinsiet 1,2 mr/kr kaxasie 12 vacoB. MakcuManbHas 103a
50 Mr TUrenUKINHA KaKaele 12 Jacos.

Ho3a nna nereit B Bo3pacte 12-17 net cocrasnsier SO Mr TUreMKIMHA KaxKibie 12 4yacos.
BuyTpuBennas nH}py3usi TUTEUUKINHA JOJDKHA MPOAOIDKAThCS B TeueHue 30-60 MUHYT Kax/ble

12 gacos.

HNHcTpyKuus Mo NPUroToBJIeHHIO PACTBOPA U BBEJAEHHIO Npenapara

Ilpucomosnenue

Ilepen IpUMeHEHHEM CIeLyeT Pa3sBecTH COAEPKUMOE KakIoro (paakoHa mpenapara Turamun® ¢
nomotibio 0,9 % pactBopa HaTpus xjopuaa, 5 % pacTBopa AEKCTPO3bI Ui MHBEKIUH WK
pactBopa Punrepa mnaktaT B KoJuuecTBE 5,3 M I TMOJYy4YeHHs TOTOBOTO pacTBopa ¢
KOHIeHTpauuei Turenukimia 10 mr/mit. (Ilpumeyanue: 5 mi rotroBoro pactBopa coaepxar 50 mr
TUTEIUKIINHA, KaXIbIM (IAKOH COAEpPKUT HM30BITOK mpemnapara 6 %). DrakoH OCTOPOKHO
BpaILaoT [0 [TOJIHOTO PacTBOPEHUs IIpenapara.

5 MJI TOTOBOT'O pacTBOpa NEPEHOCAT BO (hIaKOH ¢ pacTBOPOM st MHGY3HH eMKkocTbio 100 mut (s
1036l 100 Mr HE06XOAMMO B35ITh TOTOBBIN pacTBOp U3 2 (IaKOHOB, Jid 103l 50 MI — U3 OJJHOTO
¢nakona). MakcumanbHasi KOHIIEHTpAIUsl KOHEYHOT'O pacTBopa JJisi BHYTPUBEHHOW UHPY3UU HE
JIOJDKHA TpeBbIIIaTh 1 Mr/mi.

LIBeT roTOBOro pacTBOpa JOJIKEH OBbITh JKENThIM MM OpaH)keBbIM. Eciiu pacTBOp nMeeT Apyroi
L[BET WJIK B HEM OIPEETSAIOTCS BUANMbBIE BKIIOUEHHS, €T0 UCIOJIb30BaHUE HE JIOMTYCKAETCS.
ToToBhIi pacTBOp Tpenapara Turauun® MosKeT XpaHHTHCSA IIPU KOMHATHON TeMIepaType (He
BhIie 25° C) He 6onee 24 gacoB (TOTOBBII pacTBOp - BO (priakoHe 10 6 4acoB, OCTaBIIeeCS BpeMs
- B BUJIE Pa3BEJEHHOI0 KOHEYHOI0 pacTBopa). B ciyuae, ecau remneparypa XpaHeHHs Bblie 25°
C roToBBIl PacTBOp CIEAYET MCIIONBb30BaTh HeMeUleHHO. Cpasy Iocie pa3BeleHUss TOTOBOTO
pactBopa ¢ momombio 0,9 % pactBopa Hartpus xjopuaa uiu S5 % pacTtBopa AEKCTPO3bI IS
UHBEKIUH KOHEYHBI pacTBOp M1 HHQY3UHM MOXKET XPAaHUTbCS B XOJOIWIBHUKE NpU
temmneparype ot 2 10 8° C He Oonee 48 4acos.

Bseoenue

[penapar Turanuin® BBOAMTCS BHYTPHBEHHO Yepe3 OTIENbHYIO HH(Y3HOHHYIO CHCTEMY MIIH
yepe3 T-o0pasHblii kKaTeTep. Eciu BHYTpUBEHHBIN KaTETEP UCTIOIB3YETCS IS TOCIIE0BATEILHOTO

BBEJICHUS] HECKOJIBKUX JIEKAPCTBEHHBIX MPENapaToOB €ro HE0OX0IMMO MMPOMBITh Tiepe ] HHYy3uei
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npenapara Turamun® ¢ nmomomsio 0,9 % pacTBopa HaTpHs XJOPHAA, 5 % PACTBOPA JEKCTPO3bI
JUTSE UHBEKIUK Wi pacTBopa Punrepa nakrar. [lpu npoBeneHun nHQY3UH CIIEIyeT YIUTHIBATH
COBMECTHMOCTh THTCIMKIMHA W JAPYTHX IPErnapaTroB, BBOJUMBIX UYepe3 OJUH KaTerep (CM.

«BzaumMopelicTBHE ¢ IPYTUMU JIEKAPCTBEHHBIMU CPEACTBAMUY ).

IMOBOYHOE JIENCTBUE

Haubonee wacro nabmiomatorcs tomHota (29,9 %) m pBora (19,9 %), KoTOpBIE OOBIYHO
BO3HHUKAIOT B HayaJIe JICYCHHUs (B MEPBHIA WM BTOPOH JI€Hb JICUEHHs ) M, B OOJIBIIMHCTBE CIyJaes,
UMEIOT JIETKOE WM CPeTHETsDKeNloe TeueHue. [IpuynHoil mpekpamieHns Tepanuy MpernapaToM
Turamun® yanie Bcero sBisauck Tomnota (1,6 %) u psora (1,3 %).

[ToGounbie 3 heKThl TPeACTaBICHBI IO OpraHaM U cUCTeMaM B Kiaccu(UKaIMu: OYeHb 4acTo
(>1/10); gacto (ot >1/100 mo <1/10); meuacto (ot >1/1000 mo <1/100); penxo (ot >1/10000 mo
<1/1000); ouens peako (<1/10000), , yacTrora Hen3BecTHA (HEBO3MOXKHO OLICHUTH Ha OCHOBAHHUU
UMEIOITNXCS JaHHBIX).

Co cmoponbl cucmemsl Kpogu u 0p2anoe KpogemeopeHus:

Yacmo: yBenu4eHHE aKTUBHUPOBAHHOTO YAaCTHUYHOTO TpoMmOoraacTuHOBOro Bpemenu (AUYTB),
yBenuueHue nporpomOruHoBoro Bpemenu (I1B), anemus, tpomOouTONIEHUS.

Heuacmo: >03uHO(GUINS, YBEIMYEHHE MEXIYHAPOJHOIO HOPMAIN30BAaHHOTO OTHOIIEHMS
(MHO).

Peoxo: runopudpuHoreneMus.

Co cmoponbt uMMyHHOTL cucmembl:

Yacmoma neuzsecmua: anapUIaKTHIECKUE/aHAPUIAKTOUIHbBIE PEAKIIUH.

Hapywenusa co cmoponsl 06meHna eeuiecme u NUMAHUA'

Yacmo: CHUKEHUE alleTHTA.

Co cmoponst nepenoii cucmemoi:

Yacmo: TONTOBOKPYXKEHHE, TOJIOBHAS O0Jb.

Heuacmo: u3Bpaiienue BKyca.

Co cmoponbwt cocyoos:

Yacmo: ¢nedur.

Heuacmo: Tpom6odieouT.

Co CmOpOHbL chery()ouno-Kumeunozo mpaxkma:
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Ouenwv wacmo: TOIIHOTA, PBOTA, AUAPES.

Yacmo: 60Ib B KUBOTE, AUCIICTICHUS.

Heuacmo: ocTpblii TaHKpPEATHUT.

Co cmoponwvl cenamoodunuaproii cucmemol:

Yacmo: NOBBIIICHHE aKTUBHOCTHU acrnapraraMuHoTpaHcdepasbl (ACT), moBbIIEeHHE AKTUBHOCTH
ananuHamuHoTpaHcdepassl (AJIT)*, runepOounupyOrHeMus.

Heuacmo: xenryxa.

Yacmoma Heuzéecmna: BBIPRKCHHBIC HapylmieHUS (QYHKIMH TIEYCHH W  ICYCHOYHAsS
HEJ0OCTATOYHOCTh, X0JIECTa3.

Co cmoponbl Kodcu u NOOKOHCHO-HCUPOBOIL K/1emUamKu

Yacmo: 3yn, Chlllb.

Yacmoma Heuzsecmua: TSKENbIE KOXKHBIC PEAKINH, BKITI0Uas cuaapoM CtuBeHca-/[)KoHCoHa.
Co cmoponvt Mmouenonoeoii cucmemol:

Heuacmo: BaruHanbHbIA KaHNU103, BATUHUT, JIEHKOpEs.

Obuwgue peakyuu u peakyuu 6 mecme 66€0€HUA:

Yacmo: acTeHus, 3aMEUICHHOE 3a)XMBJIEHHWE paH, alciecc, MHQPEKINH, PEakluh B MECTe
BBEJICHMUSI, CETICHC.

Heuacmo: Bocnanenue, 601b, 0TeK U (QIeOUT B MeCTEe MHBEKIUH, 03HOO, CEMTHUECKUN IMIOK,
aJJIepruuecKue peaKkuu.

Jlabopamopmuvie nokazamenu:

Yacmo: NOBBIIIEHUE a30Ta MOYEBUHBI KPOBH, MOBHIIICHHE aKTUBHOCTH I1IeTI0UHON (PocdaTaszbl B
1J1a3Me KpOBH, MOBBIIIEHUE AKTUBHOCTH aMUJIa3bl, TUIIONPOTEUHEMUSI.

Heuacmo: noBblllIeHUE KPEaTUHUHA B KPOBU, TMIIOKAJIBLIUEMHUS], THIOHATPUEMHUS], TUTTOTIIUKEMHUS.
Co cmoponwl ovixamenvHoil cucmemol:

Yacmo. THEBMOHUSL.

Peakyuu, xapaxmephoie 011 AHMUOUOMUKOE: TICEBIOMEMOPAHO3HBIN KOJIUT.

*noBeimieHne akTuBHOCTU AJIT u ACT orMedanu yaiie mociie OKOH4aHUsI TePAUU MPEnapaTom

Turammn®.

B xonme oOBeIMHEHHOTO aHaNW3a KIMHUYECKUX MaHHBIX 13 uccnemoBanuii 3 um 4 ¢aspl mo

NpUMeHeHHIo mpenapata Turamun® Mo 3aperHCTPUPOBAHHBIM U HE3apErMCTPUPOBAHHBIM
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NOKa3aHMsAM, BbISIBIEHA OOJbIIas oOIIas JIETATBHOCTh (T.€. CMEPTh OT JIIOOBIX NPUYHH, B TOM
YHCJIe HE CBSI3aHHBIX C JICUCHHEM) Yy TMAIMCHTOB C TSDKEIBIMA HHQEKIUAMH, MOIYyYaBIIAX
npenapatr Turamun®. O6was NeTalbHOCTh Y NALMEHTOB, MOdydaBIIMX npenapar Turamun®,
cocraBuna 4 % (150/3788), npenaparsl cpaBHerust — 3 % (110/3646), pasHuila OTHOCUTEIHHOTO
pucka JseranpHoro ucxomaa — 0,6 % (moBepurenbHbiii maTepBan ([AM): 0,1 - 1,2). Ipuunns
NOBBIIEHUS OOIell JeTaJbHOCTH Y MAlMEeHTOB, IOJNydYaBWIUX mpenapaT Turauun®, He

YCTAHOBJICHBIL. B nienomM neranbHbIE UCXOIBI ObLIH pPE3YJIbTaTOM YXYAUICHUS TCUCHUA I/IH(beKI_[I/II/I,

OCJIO’)KHEHUH MH(PEKIUU WK COMYTCTBYIOIINX 3a001€BaHUI.

Iemu

JlaHHble NpPUMEHEHMsI TUTCLUKIMHA Yy JeTell OorpaHuuYeHbl JBYMs (hapMaKOKHHETHYECKUMHU
UCCIICIOBAaHUSIMA U OJTHUM OTKPBITBIM KIMHHYECKHM HCCIIEOBAHUEM Ha HEOONBIION Tpyrie
nereil. HOBBIX MM HEOKUTAHHBIX JAHHBIX 110 O€30MAaCHOCTH MpenapaTa B 3THX MCCIEJOBAHUSIX
HE OBLJIO BBISBIICHO.

B oTkpbITOM (apMaKOKMHETHYECKOM HCCIEIOBAaHUM C OJHOKPATHOW JCKaJlalUed 103kl
0€30MacHOCTh TUTCIMKIINHA HCCIIEIOBaIach Ha 25 MalieHTax AeTckoro Bo3pacra (ot 8 1o 16 ner),
KOTOpBIE HEIAaBHO IMepeHecin MHPEeKIuoHHoe 3a0oneBanue. [Ipopunb moO0UHBIX 3PPEKTOB y
neteit ObUT B IIEJIOM CXO0K C TAKOBBIM Y B3POCITIBIX.

be3zonacHocTh TUrenMKIMHA ObUIa TakXKe MccieoBaHa Ha 58 malMeHTax JIeTCKoro Bospacra (8-
11 ner), ¢ oc0XKHEHHBIMU MH(EKIUIMU KOKU U MATKUX TKaHeH (15 manuueHToB), 0CII0)KHEHHBIMU
MHTpaadAOMUHANBHBIMU MH(eKusAMU (24 manueHTa) wid BHEOONbHUYHOW mHeBMoHMeW (19
naruenToB). [Ipodpmie moOouHbIX 3PQPeKToB y 3TUX 58 ManMeHTOB ObLI TaKUM K€ Kak U Y
B3pOCIIbIX, 32 HCKJIIOUEeHHEM TOIHOTHI (48,3 %), pBOTHI (46,6 %) U MOBBIIIEHUsT YPOBHSI JIUTIA3bI

B IU1a3Me KpoBH (6,9 %), KOTOpble OTMEUAINCH y JIeTeH yalie, 4eM y B3pOCIbIX.

MNEPE/JIO3UPOBKA
He omucana. BHyTpuBeHHOE BBEJECHHE TUTEIUKIMHA 370POBBIM J00poBoJbiaM B 103¢ 300 mr
HpI/I 60-MHHYTHOfI HpOJIOJ'DKI/ITeJ'H)HOCTI/I BBCACHUA HpI/IBO)II/IJ'IO K yqameHmo TOIIIHOTHI N pBOTI)I.

I'emoguanus He obecnieuynBaeT YAAJICHUA TUT'CIIUKIINHA.
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B3AMMOJIEMCTBHUE C IPYTUMHU JEKAPCTBEHHBIMU CPEJICTBAMHA
CoBMeCTHMOCTH/HECOBMECTUMOCTD € JIEKAPCTBEHHBIMH TpPenapaTaMi U PacTBOPUTENAMH
IPH OJJHOBPEMEHHOM BBe/JeHUH

Coemecmumocmo

[penapat Turanun® cosmectuM ¢ 0,9 % pacTBOPOM HATPHUS XJIOPUAA, 5 Yo paCTBOPOM JEKCTPO3bI
JUIsT UHBEKIMI win pactBopoMm Punrepa nakrat. Ilpu BBenenum uepe3 T-oOpasHbiifi kaTeTep
npenapar Turamun® pactBopenHsiii B 0,9% pacTBOpe HaTpus XJopHaa WiM 5 % pacTBope
JEKCTPO3bl /Il UHBEKIUH COBMECTMM C aMHUKAallMHOM, JI00yTaMHHOM, JOHNAaMHHOM,
TeHTAMUIIMHOM, TaJIONEPUI0NIOM, pacTBOpOoM PUHrepa nakTar, TMI0KanHOM, METOKJIOMPAMHUIOM,
MOpP(GHUHOM, HOPINMUHEPPUHOM, MHUIIECPAUUTMHOM/Ta300aKkTaMOM (JIeKapcTBeHHas (opmMa,
comepkamias dTWwieHauamuHTeTpaanerar - OJ[TA), kamus XJIOpuIOM, TPONOQOIOM,
PaHUTHUIMHOM, TEODUITUHOM M TOOPAMHUIITHOM.

Hecoemecmumocms

[Ipu npumeHeHuu uyepe3 T-oOpasHbli Katerep mnpemapar Turamun® HECOBMECTHM ¢
amporepunuaom B, amdorepunmnom B naumocoManbHbBIM, JHMa3enaMoM, 330MENpPa3oioM U
OMETIPa30JIOM.

Bapgapun

[Ipu comyTCTByIOLIEM ITpUMeHeHuH npenapata Turamun® u Baphapyuua (0ZHOKPATHOM 103bI 25
MI') HaOJIOJaeTcsi CHUXKeHue kiupeHca R-Bapdapuna m S-Bapdapuna nHa 40 % u 23 %, u
noseimieHe AUC Bappapuna Ha 68 % u 29 %, cooTBeTcTBEHHO. MexaHM3M TakKoro
B3aMMOJEMCTBYS 10 HACTOSALIETO BPEMEHM HE YCTaHOBJIEH. IIOCKOIBKY THTE€LMKIMH MOKET
yumHath kak IIB/MHO, tak u AUTB, npu npumenenuu npenapata Turamun® o HOBpEMEHHO ¢
AQHTUKOAryJIIHTaMd HEOOXOJMMO BHHMMATEIBHO CIEIUTHh 3a PE3yJbTaTaMH COOTBETCTBYIOIIHUX
KOaryJIsIHOHHBIX 1Tpo0. Bapdapun He usmenseT papMakOKMHETHUECKHUI MPOGUIIh TUTCIUKIIMHA.
NHrnouTopsl MM HHAYKTOPBI H30()epMEHTOB cucTeMbl HuTOXpoma P450

TUrenuKkIMH HE MOJBEpraeTcss MeTaboIu3My OCPEACTBOM N30(EPMEHTOB CUCTEMBI ITUTOXPOMA
P450. IloaToMy o0Xuaaercs, 4TO aKTUBHBIE BEIECTBA, MOJABISIONIME WIM WHIYLHUPYIOLIUE
aKTUBHOCTh HM30(EPMEHTOB CHCTEMBI 1UTOXpoMa P450, He OyIyT HW3MEHATh KIMPEHC
TUrelUKINHA. B cBoro ouepens mpenapat Turamun® Bpsi M OKaKeT BIMAHHE HA METabOoIH3M

YKa3aHHBIX IPYIIII JEKAPCTBEHHBIX COCAUHEHUMN.
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HccnenoBanust in VItro mokasanu, 4To TUTSIUKIMH HE TIOAaBIsAET METa0O0IU3M, OIIOCPEIOBAHHBIH
CIeNYIOINUMH mecThio n3odepmentamu nuroxpoma CYP: 1A2, 2C8, 2C9, 2C19, 2D6 u 3A4.
JIuroxkcun

Ipenapar Turamun® B peKOMEHyeMOii 103€ He BIHAET Ha CKOPOCTh U CTENEHb BCACHIBAHUS UITH
kiMpeHc aurokcuna (0,5 Mr ¢ nmociaeayommuM Ha3HaueHeM B cyTouHo# no3e 0,25 mr). Jlurokcun
HE W3MeHseT (apMaKOKMHETHUECKU mpodmib TureuukiuHa. [losTomy npu npuMeHeHUu

npenapara Turanun®

COBMECTHO C JJUTOKCHHOM KOPPEKIIUS 103bI HEe TpeOyeTcs.
OnHOBpEeMEHHOE TPUMEHEHHE WHTMOUTOPOB P-rimkomnporenHa (Hampumep, KETOKOHA30Ja WU
UKJIOCIIOPHHA) WM HMHAYKTOPOB P-rimkonporenHa (Hampumep, puamIiuiiHa) MOXKET
MOBJIUATH HA ()aPMAKOKHMHETUKY TUT€LIUKIINHA.

IlepopanbHble KOHTPALENTUBBI

[lpy npumeHeHWM aHTHOMOTMKOB OJHOBPEMEHHO C TEPOPAIbHBIMU KOHTpPAlECNTHBAMHU
3P PEKTUBHOCTh KOHTPAIIETITUBOB MOXKET CHHKATHCSI.

B wuccrnenoBanusax iN Vitr0 aHTaroHW3M MEXAy THUTCIMKIAHOM W JIPYTHMH aHTHOHOTHKAMH,
MPUHAJISKAIIMMHE K YaCcTO MIPUMEHIeMbIM KJlaccaM, He HaOIrogascs.

NHruéuropsl KaJbIUHEBPHHA

OpnHOBpeMEHHOE TPUMEHEHHE THUTeUUKINHA ¥ WHTMOUTOPOB KaJbIIMHEBPHUHA, TaKUX Kak
TaKpOJIMMYC ¥ LUKJIOCHOPUH MOYKET NPUBECTU K IOBBILICHUI0O MUHHUMAJIbHBIX KOHLEHTPALUN
UHTUOMTOPOB KaJbLIMHEBpMHA B IUla3Me KpoBu. CrenoBaTenbHO, BO BpeMs Tepanuu

TUTCHUKIIMHOM CJIEAYCT KOHTPOJIUPOBATH KOHICHTPAIIUN I/IHFI/I6I/ITOpOB KaJIbIIMHCBPHHA B IJIa3MC

KpPOBH, YTOOBI N30€XkKaTh pa3BUTUS JIEKAPCTBEHHON TOKCUYHOCTH.

OCOBBIE YKA3AHUA

UroObl yMEHBIIUTh pa3BUTHE PE3UCTEHTHOCTH U obecrneyuTh 3G(EKTUBHOCTh TEpaNuu
HEOOXOJUMO HCIIONBb30BaTh mpenapaT Turamun® TOObKO sl JedeHHs HMH(EKIHOHHBIX
3a00JeBaHNi, BBI3BAHHBIX MUKPOOPTraHU3MaMH, YyBCTBUTEIBHBIMU K IIpenapary.

Jlnist BIOOpa M KOPPEKIMU aHTUOAKTEPUAIBbHOM TEpanuK M0 BO3MOKHOCTH CJIEyeT MPOBOIUTD
MHUKPOOHOJIOTUYECKYIO0 HICHTU(UKAIIUIO BO3OYIUTENSI U ONPEAEIATh ero YyBCTBUTENBHOCTD K
turenuknuHy.  Ilpemapar  Turarmun®  MOXeT — HCNONB30BaThCA IS AMIHMPHUUECKOMN

aHTHOAKTepuaIbHON MOHOTEpAIUU /10 MOJIYUYEHHS pe3yIbTaTOB MUKPOOUOIIOTUYECKUX TECTOB.
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AHTUOMOTUKHY, NPUHAAISKAUE K KIacCy MNIMLMIIUKINHOB, UMEIOT CTPYKTYpHOE CXOJACTBO C
aHTMOMOTHKAMU  KjJacca  TeTpauuMKiauHoB. Ilpemapar  Turamun®  MOXeT — BBI3BIBATH
HeOJIaronpusTHbIE peakluH, CXOIHbIE C HEOIAroNPUATHBIMU pEAKIMsIMU Ha aHTUOMOTHKH KJlacca
TETPAMKINHOB. TakMMU peakuusMd MOTYT OBITh MOBBIINIEHHAs CBETOYYBCTBHTEIBHOCTb,
BHYTpHUEpEIHAs TUIIEPTEH3Us, TAaHKPEATHUT M aHTUAHAOOIMYecKoe JEHUCTBUE, NMPUBOJSIICE K
HOBBIIIEHUIO COJEpXaHMUsA a30Ta MOYEBMHBI KPOBH, a30T€MHUH, allU03y U runodocharemMuu.
[IpumeHenue npenapara Turamun® y NalueHToB ¢ U3BECTHOI MOBBIICHHON YyBCTBUTEIEHOCTHIO
K aHTUOMOTHKAM TETPALMKIMHOBOIO Psijia IPOTUBOINOKA3aHO.
AnaduiakTniyeckue/aHaQUIaKTOWAHBIE PEaKIWHd, B TOM YHCIE aHA(DUIAKTHYECKHH MIOK,
OTMEYAIOTCS NPU IPUMEHEHHWU NPAKTUYECKU BCEX aHTUOAKTEpUalbHBIX CPEACTB, BKIIOYas
npenapar Turammn®.

[lanueHTsl, y KOTOpPHIX Ha (oHe JedeHHs mnpemapatoM Turarmun® OTMEYalOTCAd H3MEHEHHUS
pe3yNbTaTOB IEYEHOYHBIX TECTOB, JIOJKHBI HAOIIOAATHCS AJIi CBOEBPEMEHHOI'O BBISBIICHUS
NPU3HAKOB HAapyIIEHUH QyHKIUY IeYeHH (3aperUCTPUPOBAHbI €AMHUYHBIE CIyYau 3HAUUTEIbHBIX
HapyleHUH GyHKINU TeYeHU U IEYeHOYHOM HEeT0CTaTOYHOCTH ) M OLIEHKU COOTHOLIEHHUS TMOJIb3bI

®

U PHUCKa IPOJOJDKEHMS Tepanuu npernaparom Turamwi . HexenartenbHble pPeakUUd MOTYT

Pa3BUBATLCA YIKC ITOCJIC TOr'0, Kak TCparus ObLIa 3aBCpuICHA.

DpdekTUBHOCT, M 6e30macHOCTh mHpemapata Turanmi®

y TalMeHTOB C TOCIUTAIBHOU
ITHEBMOHUEH He ObLIa MMOATBEPIKICHA pe3yIbTaTaMU KIMHUUECKHX HCCIIETOBAHUM.
[NceBnOMeMOpPaHO3HBIN KOJUT Pa3IMYHOM CTENICHHU TSHDKECTH OTMEYAIOT IIPU PUEME MTPAKTUIECKU
BCeX aHTHOAKTepHalbHBIX IIPeNapaToB, BKIroYas npenapat Turanun®. Heo6X0QuMO yIUTHIBATH
BO3MOXKHOCTh TaKOTO JMarHo3a B cCJy4ae BO3HMKHOBEHHUS AMAped BO BpeMs WM IOCTE
3aBepuieHus jedeHus. [Ipu mono3pennn Ha nuapero, accormuuposannyto ¢ Clostridium difficile,
WK TIOJTBEP)KACHUH JTAHHOTO JUAarHO3a MOXET MOTPeOOBaThCs MPEKPAICHUE HCIIOIb30BAHHS
aHTHOMOTHKOB, KpOME TeX, YTO Ha3HaueHbl JIs JieueHus wHpeknuu, Bor3zBanHou Clostridium
difficile.

[Ipu HasHauyeHuu npenapata Turamun®

MarUeHTaM ¢ OCJIOXXHEHHBIMU WHTPaad 0MUHATBHBIMU
WH(DEKIUSIMH, BCIEACTBHE MPOOOACHHSI KAIIIEUHUKA, WU TAI[UEHTaM C HAUMHAIOIUMCS CETICICOM
WIM CENTUYECKUM ILIOKOM cliefyeT 00s3aTeNIbHO pacCMOTPETh LieIeco00pa3HOCTh MPUMEHEHUS

KOMOWHHUPOBAHHOUN aHTHOAKTEPHUAIIBHON TEpaIiu.
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[Ipumenenne npenapara Turamun®, Kak JTH060T0 APYroro aHTHOMOTHKA, MOXKET CIIOCOOCTBOBATH
U30BITOYHOMY POCTY HEBOCITPUMUMUYHMBBIX MUKPOOPTraHU3MOB, BKIItOUasi rpuObl. Bo Bpemst teueHus
NAlMEHTBl JOJDKHBI HAXOAWTbCA IO/ MPUCTAIbHBIM  KOHTposieM. Ilpu muarHoctuke
cynepuH(pEKIUH CIeTyeT MPUHATH HAICKAIIHE MEPHI.

BnusiHue xonecrasa Ha (papMaKOKMHETUKY THUTCHUKINHA HE YCTAHOBIECHO. DKCKPEIHSI C KEITUBIO
cocrapisieT npubnu3utensHo 50 % oT obmiel SKckpeuuu TUrenukinHa. [losToMy manueHTs ¢
XOJIECTa30M JOJIKHBI HAXOAUTHCS MO/ HaOJII0ICHUEM Bpaya.

OnwIT TpuMeHeHHs npemapata Turamun®

Ui JIedeHUs] WHQEKUUH Yy TaIHEeHTOB C
COITyTCTBYIOIIMMHU 3200JICBAaHUSIMU TSDKEJIOTO TEUCHUS OTPAHUYCH.

[Ipumenenue npenapara Turanun® Bo Bpems pa3BUTHUs 3y00B (BTOpas MOJOBMHA GEPEMEHHOCTH,
MJIaZICHYECTBO U JIETCKUIA BO3PACT 110 § JIET) MOXKET IPUBECTH K MOCTOSIHHOMY U3MEHEHUIO 1BETA
3y00B (3KEITO-CEpOBATO-KOPUYHEBBIN). DTa HEeXKEIaTeIbHAS PEaKIIH SIBIISICTCS 00JIee YacTOU IpH
JOJATOCPOYHOM TPUMEHEHUH TETPAUKIMHOB, HO OTMEYajsach M IIOCIe MHOTOKpPATHBIX
KPaTKOCPOYHBIX KypcoB Tepamuu. Takke coobmianoch o runomnasuu smanu. Ecau Turanmn®
npumensiercs Bo Bpems |l win Il Tpumectpa GepemeHHOCTH, cieqyeT COOOMINUTh NallUEeHTKE O
NOTEHLUATBHOM PHUCKE JUIS II0/1a.

[pumenenue npenapara Turamun® o |l umu 1l TpuMecTpax GepeMEHHOCTH, B MIIaJeHUECKOM H
JIETCKOM BO3pacTe 10 8§ JIeT MOXET BbI3BaThb OOpaTHMMOE MHIMOMpOBaHHE pocTa kocteil. Bee
TETPALMKINHBI 00pa3yloT CTaOMIIbHBIA KOMIUIEKC ¢ KalbliieM B J000H (opmupyromeil KocTh
tkauu. Ecin Turamun® npumensiercss Bo Bpems Il umu 1l Tpumectpa 6epeMeHHOCTH, CleayeT
COOOIINTH NAIMEHTKE O MOTEHIMAIBHOM PUCKE JUIS IJI0/1A.

HmeroTcs cooOieHust 0 pa3BUTUM OCTPOrO MaHKpeaTHTa Ha (OHE MPHUMEHEHHs INpernapara

Turamun®

, BHEKOTOPBIX CIyYasX C JIETAIbHBIM UCX0A0M. He00X01MMO MPOSBIATH OCTOPOKHOCTh
IpU npuMeHeHuH Tiperaparta Turamun® y NalmUeHTOB ¢ MOAO3PEHHEM Ha OCTPBIA MaHKpEeaTHT
(KIMHUYECKHE CHUMIITOMBI WJIM COOTBETCTBYIOIIME W3MEHEHHMs JIabOpaTOpHBIX IOKa3aTeseil).
M3BecTHO 0 ciydasx pa3BUTHs OCTPOro NMaHKpeaTUTa y MallueHTOB, He UMEBIINX (PaKTOPOB PUCKA
pa3BUTHs JaHHOTO 3a0osieBaHUs. OOBIYHO CHMIITOMBI MMAaHKpEATUTa MCYE3a0T MOCJIe OTMEHBI
npenapata. HeoOXoaumMo y4MTHIBaTH BO3MOXKHOCTH OTMEHBI IIpernapara y MalHeHTOB C
CUMIITOMAaMH [TaHKPEATUTA.

®

Jlo Havana tepanuu mpenaparoM Turamui, a Takke PEryjspHO BO BpeMsl Tepamuu CledyeT

KOHTPOJIMPOBATh MapaMeTpbl CUCTEMbI CBEPThIBAaHHUS KPOBH, BKIItoYasi (puOpUHOTEeH (CM. pa3ien
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«ITobouHoe neiicTBrE»). B MpoCIEKTUBHOM aHaIMU3€ Pe3ysbTaTOB KIMHUUYECKUX HCCIIEA0BaHUN
ObUIO OTMEUYEHO HEKOTOPOE yBEINYEHHUE O0IEeH JeTalbHOCTH (T.€. CMEPTh OT JIFOOBIX IPUYKH) B
Ipynne NanueHTOB, IOJYYaBIIMX THUTELUKIWH, II0 CPABHEHHIO C TPYNIOH IAUEHTOB,
TOJTy4aBIIKX MPenaparhl cpaBHenus. [losromy npenapar Turanuin® 10mKeH IPUMEHATHCS TOIbKO

B CIIy4asiX OTCYTCTBHsI aJIbTEPHATUBHON TEpaIUu.

Ilpumenenue y demeii

JlanHple O mMpuMeHeHMH npenapaTta Turamun® y neTeil orpaHmuensl. IlodToMy mpuMeHeHHE
Ipernapara peKOMEHJOBaHO B TEX CUTyalMsX, KOIJla ajJbTE€pHATHBHAs aHTHOAKTepUaJIbHAs
Tepamnusi HeJOCTYIIHA.

TomHoTa U pBOTA ABJIAIOTCS CaMbIMHU PaclpOCTPAHEHHBIMHU MOOOUYHBIMU PEAKLUAMH Y JIeTel U
noaApocTKoB. CrienyeT 0co00e BHUMAHUE YJCIUTh PUCKY JIETHAPATALINHN.

Bonb B 00iacT KMBOTA YacTO BCTPEYAIOIIUIICS MOOOUHBIA PPEKT y AeTeil TakKe Kak U y
B3pocibiX. CleyeT yuuThIBaTh, 4TO 00JIb B 00JaCTH AKHUBOTA MOXKET OBITh CBS3aHA C Pa3BUTHEM
naHkpeaTuTa. B cioyyae pa3BUTHS NaHKpeaTHTa, Tepamus THUTELUKINHOM JIOJDKHA OBITh
IpeKpalieHa.

Jlo Havanma TepanmuM THUTEUUKIMHOM, a TaKXKe pEryJspHO BO BpeMs TEparuu CIEIyeT
KOHTPOJHMPOBaTh (DYHKIMOHAJIBHBIE IPOOBI MEYeHH, TapaMeTpbl CUCTEMbl CBEPTHIBAHUS KPOBH,
reMaToJI0rM4ecKHe apaMeTphl, KOHIEHTPALMIO aMUIIa3bl U JINIA36I.

TUreuuKIMH He cleayeT IPUMEHSATh Yy IeTel B BO3pacTe Miaauie § JeT n3-3a HeJ0CTaTKa JaHHbIX
00 3¢ deKTUBHOCTH U GE30MACHOCTH IpenapaTa y JaHHOW IpyNIbl, a TaKKe B BUAY U3MEHEHUS

oKpacku 3y0oB (cM. pazaen «Crnocob mpuMeHeHus u 103b» U «Ilo6ouHOe AeiicTBHEY ).

BJIUSHUE HA CIIOCOBHOCTb YIIPABJIATDH TPAHCIHHOPTHBIMH
CPEACTBAMU, MEXAHU3MAMU

HccnenoBanust BIUSHUS TUTEIMKIIMHA Ha CIIOCOOHOCTD K YIIPABICHHUIO TPAHCIIOPTOM U paboTe ¢
MEXaHU3MaMH He IPOBOAWIMUCH. [lallMeHTHI, MOaydYarolue TUNeUUKIMH, MOTYT HCIIBITBIBATH
TOJIOBOKPY>KEHHE, KOTOPOE MOXKET MOBIUATH Ha CIIOCOOHOCTh K BOXKJICHHIO M HMCIIOJIB30BaHUIO

MCEXaHU3MOB.

®OPMA BBIIIYCKA
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JInounusar A IPUTOTOBICHUS pacTBopa st HHPy3uid 50 mr.

50 Mr TUTEIMKJIMHA BO (h1akoH OeClBETHOTO CTeKja (Thrl I) BMECTUMOCTBIO 5 MJI, YKYTOPEHHBIN
PE3UHOBOM MPOOKOI U 3aKaTaHHBIA ATIOMHUHHEBBIM KOJIMAYKOM C IIACTUKOBOM KPBIIIKOW THIA
«pmun-odpd».

10 ¢rakoHOB BMECTE C MHCTPYKIMEH 10 MIPUMEHEHUIO B KAPTOHHYIO NTAuKy.

CPOK TI'OJHOCTH

2 roja.

He ncnons3oBats nocie CpOKa, YKa3aHHOI'O Ha YIIaKOBKE.

YCJIOBUSA XPAHEHUSA
XpaHuTth 1pu Temneparype He Boime 25 °C.

XpaHUTb B HEOCTYITHOM JUIS IETEU MECTe.

YCJIOBHUA OTITYCKA U3 AIITEK
ITo peuenry.

IOPUINYECKOE JIMIO, HA UMS KOTOPOI'O BBIIAHO PET'MCTPAIIMOHHOE
YAOCTOBEPEHHE:

[Naitzep Unk., CILIA

Anpec: 235 Ucr 42-as Ctpur, Helo-Hopk, mrrar Hero-Mopxk, 10017 CILIA

IMPOU3BOJAUTEJIb
Baiier Jlenepne C.p.JI., Utanus
Anpec: Bua ®panko Jlxopxone

[Tpombinnennas 3ona, 95100 Kartanus (KT), Utanus

MPETEH3UU NOTPEBUTEJEN HAINIPABJIATH IO AJPECY 00O «(II®AH3EP
NHHOBALIUN»:

123112 Mockasa, [Ipecaenckas Hao., a1. 10

b1l «bamus na Habepexnoit» (biok C)

Tenedon: +7 (495) 287 50 00,
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dakc: +7 (495) 287 53 00
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