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MUHUCTEPCTBO 3JIPABOOXPAHEHU ST POCCUMCKOW ®EJIEPALIUUA

NMHCTPYKLMA
10 MEJIMLIUHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O
[TPEITAPATA

TUT ALIAJI®Y

PETMCTPALIMOHHBII HOMEP:

TOPTOBOE HA3BAHME: Turanun”

MEX/IAYHAPO/JHOE HEITATEHTOBAHHOE HA3BAHHME: turenukivu
JJEKAPCTBEHHASI ®OPMA: imoduim3ar Juisi IPUrOTOBJICHHUS pacTBOpa 1 MHQY 31k
COCTAB

OyuH (pJIaKOH COACPIKUT:

oeticmeyiowee eeujecmeo: TUrenukiIng 50 Mmr;

gcnomozamenvule eeujecmasa; nakto3sl MoHOTHIpatT 100 Mr, XJIOpUCTOBOIOPO/IHASI KMCIIOTA (.S.
no pH, Harpus rupokcun q.s. 10 pH.

OIIUCAHHUE

OpamsKeBblil THOPUIN3UPOBAHHBII TOPOLIOK WIIM MOPUCTAsi Macca.
GOAPMAKOTEPAIIEBTUYECKAS I'PYIIIIA:

AHTHOMOTUK-TETPALUKIINH

Kon ATX: JO1AA12

®APMAKOJIOTMYECKUE CBOMCTBA
dapMakoIHHAMHKA

MexanusM JeHCTBUS

AHTHOMOTHK THIEIMKIMH MPUHAUICKHUT K KJIACCY IIMIMJILMKIMHOB, CTPYKTYPHO CXOJHOMY C
TeTpanukiMHamMu. MHrubupyer Tpancisiumio Genka y Oaktepmii 3a cuer cssbiBanus ¢ 30S-

cyObemunIeii pu60COMBI U OJIOKMPOBAHHS IIPOHHKHOBEHUs Moleky)l amuHoaimia-TPHK Ha A-
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cailT puOOCOMBI, YTO MPEHSATCTBYET BKJIIOYEHHIO AMHUHOKHMCJIOTHBIX OCTATKOB B pacTyIlHe
HENTH/IHBIE [ETIH.

CuuTaercs, 4YTO TUI'CLUKIMH oOjajgaer OakrepuocTaTudeckumu cBoiictBamu. Ilpu 4-xparHoii
MHHUMaJILHOI nojasiisiomieil konmentpauu (MIIK) Turenukinna HaOm01aJ10Ch YMEHBIIEHUE
HAa JIBa NOPA/IKa YMCTIa KOJIOHUH Enterococcus spp., Staphylococcus aureus n Escherichia coli.

MexaHu3M pa3BUTUSL YCTOMYUBOCTH

TurenmiJIMH  MOXET  IPeojoJieBaTh  JIBA  OCHOBHBIX ~ MEXaHU3Ma  PE3UCTEHTHOCTH
MHKPOOPraHU3MOB, HaOJI0aeMbIX B OTHOIICHUH TETPAMKIMHOB: PHOOCOMAIBHYIO 3alUTY W
AKTUBHOE BbIBEJICHUE.

Bblia mpoIeMOHCTPUPOBAHA TIEPEKPECTHAS PE3UCTEHTHOCTh MEXK/Ty TUICIIMKIIMH U MUHOIMKIIMH
PE3UCTEHTHIMM M30JATaMi B rpymne Enterobacteriaceae, onocpenoBannas 5(QIoKCHbIMHU
HAacOCaMH, 00eCIIeUrBaIOIIMMH MHOKECTBEHHYIO JIEKAPCTBEHHYIO yCTORYUBOCTh. OTCYTCTBYET
IIepeKpecTHasi Pe3UCTEHTHOCTb, 0OOCHOBAHHAs MMIIEHBIO JCHCTBUS, MEXK/IY TUICHMKIMHOM H
OOJIBITMHCTBOM KJIACCOB aHTMOMOTUKOB.

THrenMKINH MOABEpPraeTcs BO3JIEHCTBUIO XPOMOCOMATIBHBIX 3((IIIOKCHBIX HACOCOB Prolfeeae
Pseudomonas aeruginosa. B 1ei1oM, MUKpOOPraHH3MBbI, TIPUHAUISKAIME K rpyine Proteeae,
(Proteus spp., Providencia spp. u Morganella spp.), MeHee 4yBCTBUTEIIbHBI K THICLUKIIUHY, YEM
Apyrue npencrasutenu Enterobacteriaceae. TlonmkenHas 4yBCTBUTENILHOCTD MPE/ICTaBHTENCH
00EHX Pyl K THIELMKIIMHY 00yCIIOBIIeHa CBEpXIKCIpeccuell rena HecnenupuuHoro akTHBHOTO
BbiBeieHnst AcrAB. Omucana NOHMKEeHHas YyBCTBUTEJIBHOCTh K TUTCHUKINHY M Acinetobacter

baumannii.

Konrtposapubie 3aayennss MITK

Huke nepeunciiensl KoHTposbHble 3Hadenuss MIIK, ycranosiennbie Epomnefickoii paboueit
IPYIIIOH 110 TECTUPOBAHUIO YyBCTBUTEIbHOCTH K anTHOMOTHKAaM (EUCAST).

Staphylococcus spp. S < 0,5 mr/in u R > 0,5 mr/i (S — uyBCTBUTENIbHbIE, R- pE3UCTCHTHBIC)
Streptococcus spp., kpome S. pneumoniae S < 0,25 mr/nu R > 0,5 mr/n

Enterococcus spp. S <0,25 mr/nu R > 0,5 mr/n

Enterobacteriaceae S < 1) mr/n u R > 2 mr/n.

Bre 3aBHCHMOCTH OT BUja Bo3oyaurens S <0,25 mr/mu R > 0,5 mr/i.

) OTmeuena cHWKEHHAs AaKTHBHOCTH THIEIMKIMHA in vilro mpoTuB Proteus, Providencia n

Morganella spp.
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Turemukaue gokaszan c¢Boo Pp(EKTUBHOCTH Ul JICUCHHsT WHTPAaaOJOMUHAIBHBIX MH(EKIMH,
BBI3BAHHBIX ~ aHA’pOOHBIMH  OakTepwsMu,  He3aBucumMo  oT  nokasarened  MIIK,
papmakoknHeTHUECKHX/(hapMaKOIMHAMUYECKHX TapaMeTpoB. B CBsA3M ¢  BbIIICCKA3aHHBIM
KoHTpoJbHBIe 3HaueHuss MITK He npezcraBienbl. ClieyeT OTMETHTh UPOKHUii nranason MIIK
THreMKIINHA JUIS MHKPOOPraHW3MOB, NpUHAUIeKAMUX K pojam Bacteroides w Clostridium, B
psiJie CllydaeB MpeBbIIatoIue 2 Mr/i.

MMeloTcs MInb OFpaHWYEHHbIE JaHHbIE O KIMHUUECKOW d(P(EKTHBHOCTH TUTCHUKIMHA TP
SHTEPOKOKKOBBIX HHpeKIHsIX. TeM He mMeHee, NOKazaHa MOJOKUTEIbHAs PEAKIMs Ha JICYCHUE
TUTeIMKIIMHOM TTOJIMMUKPOOHBIX HHTPAadIOMUHATIBHBIX HH(EKIHA.

YyBCTBUTEJIBHOCTh

PacnpocTpaHeHHOCTh PUOOPETEHHOH YCTOMYMBOCTH y OT/AEIBHBIX BHJOB OaKTephil MOXKET

BapbupoOBaTh B 3aBUCUMOCTH OT BPEMCHHU U reorpa(bnqecxoro ITOJIOXKCHUA.

YyBCTBUTEJIbHOCTHD MUKPOOPIraHM3MOB K THI€HKJIHHY

["pam-110JI0KUTEIBLHBIE a3POOLI:

Enterococcus spp.|

Enterococcus avium

Enterococcus casseliflavus

Enterococcus faecalis* (BKJIF0OYasi 4y BCTBUTEIIbHbIC K BAHKOMHUIIMHY IITaMMbI)

Enterococcus faecalis (BKIIHOYasi pe3UCTEHTHBIC K BAHKOMHIIMHY LITAMMBbI)

Enterococcus gallinarum

Staphylococcus aureus™ (BKIIOYask METHIIMIUIMH-1yBCTBUTEILHbIC ¥ PE3UCTEHTHBIC IITAMMBbI)
Staphylococcus epidermidis (BKIIOYasi METHIIHIUTNH-4y BCTBHTEbHBIE M PE3UCTEHTHBIC LITAMMBI)
Staphylococcus haemolyticus

Streptococcus agalactiae*

I'pyrma Streptococcus anginosus * (Bkitouast S. anginosus, S. intermedius u S. constellatus)
Streptococcus pyogenes *

Streptococcus pneumoniae* (IEHUIUIUTAH- 4y BCTBUTEIILHBIE LITAMMBI)

I'pynina Streptococci viridans

['paM-oTpHIIaTEILHBIE a9POOKI:

Aeromonas hydrophilia
Citrobacter freundii *

Citrobacter koseri

Crp.3u3 18
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Escherichia coli *
Haemophilus influenzae *
Haemophilus parainfluenzae
Klebsiella oxytoca *

Legionella pneumophila *

AnaspoObl

Clostridium perfringenst*
Peptostreptococcus spp.
Peptostreptococcus microst*

Prevotella spp.

Bujbl, y KOTOPBIX BO3MOKHO PA3BHTHE NIPHOOPETEHHOH yCTOHYHBOCTH

['pam-oTpuULIaTEIbHbBIE a9POObI:

Acinetobacter baumannii
Burkholderia cepacia
Enterobacter aerogenes
Enterobacter cloacae*
Klebsiella pneumoniae*
Morganella morganii
Providencia spp.

Proteus spp.

Serratia marcescens
Stenotrophomonas maltophilia

AHa3po0BbI:
Bacteroides fragilis groupt

MHuKPOOpPraHnu3Mbl, 001212101 K€ PUPO/AHOI YCTOHIHBOCTBIO:
['pam-oTpHIIaTEeIIbHBIE a9POODI:

Pseudomonas aeruginosa

" BH/JIbI, IO OTHOIIECHHUIO K KOTOPbIM B KIIMHHYCCKHUX HUCCJICIOBAHUAX ITPOJAEMOHCTPHUPOBAHA

YJAOBJICTBOPUTEJIbHAA aKTUBHOCTDH

Crp.4u3 18
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" eM. BbIE paszen « DapMaKoMHAMEKA.

I ceponorus
DapMaKOKHHETHKA
Beacvieanue
IToCKOJIbKY THI€IIMKIMH BBOJIST BHY TPUBEHHO, OH XapakTepusyeTcst 100 % 61010CTy THOCTBIO.
Pacnpeoenenue
[Ipu konuenrpauusx ot 0,1 10 1,0 MKI/MJI CBA3bIBAHME THICIMKIIMHA C O€JIKAMHU T1Ta3MBl i1 Vilro
BapbupyeT npubamzutenbHo ot 71 % mo 89 %. B dapMakoKMHETHYECKUX HCCIICJIOBAHUSIX Y
’KMBOTHBIX M JIIOJIEH TIOKa3aHO, YTO TUTCIIMKIIUH OBICTPO paclpe/ieseTcs B TKaHsgX.
B opranu3sme 4ejoBeKa paBHOBECHBIH 00beM pacrpe/ieNieHus THrenuKIMHa, coctapui ot 500 10
700 11 (7-9 n/kr), 94TO MOATBEPKIAAET IKCTEHCUBHOE paclpe/Ie/ieHHe TUICIUKIINHA 3a Tpe/ie/aMu
IIa3Mbl ¥ HAKOTUUICHHUE €r0 B TKaHSX.
JlaHHbIE O CIIOCOOHOCTH THIEIMKJIMHA MPOHMKATH 4yepe3 rematosHiedannyeckuii Oaprep B
OpraHu3Me 4ejJoBeKa OTCYTCTBYIOT.
PasnoBecHas MakcumaiibHas KoHIEHTpalus (Cssmax) THTCHHMKJIMHA B IUIa3ME KPOBH COCTaBHJIA
866+233 ur/mi npu 30-MuHYTHBIX HH(Y3usX U 634197 Hr/mia npu 60-MHHYTHBIX MH)Y3HIX.
[Tnomas noj KpuBoi «kouueHTparms — Bpemsi» (AUC)o-124 cocTaBuia 2349+850 Hrevac/mi.
Memabonusm
B cpennem, menee 20 % THrenukiInHa mojsepraercss Merabonmsmy. OCHOBHBIM BEILECTBOM,
0OHapYKEHHBIM B MOYE W Kajie, ObUI HeM3MEHEHHBIH TUTeIMKIMH, 0JHAKO ObLIM OOHApYIKEHBI
TaKKe IIOKYPOHUT, N-alleTUIbHBIA METa0O0IUT U SIIUMED TUTCHUKIHHA.
TUrenMKIMH HE TOJaBIseT MeTaboJM3M, OIOCPEJOBAHHBIA  CIEAYIOUIMMH  HIECTBIO
u3odepmentamu ruroxpoma P450 (CYP): 1A2, 2C8, 2C9, 2C19, 2D6 n 3A4.
Turenmxme He nokassBan HAJI® 3asucumocts B nojaiennn CYP2C9, CYP2C19, CYP2D6 u
CYP3A, u3 4ero MOXKHO 3aKJIOYUTH OTCYTCTBHE HEOOpPAaTUMOrO0 MHIUOMTOpa OTUX
n30(EepPMEHTOB.
Buvigeoenue
OtMeueHo, 9To 59 % Ha3HAUEHHOH JI03b]l BBIBOJAMTCS Yepe3 KUIICUHUK (IIPH 3TOM OOJIbIIas 4acTh
HEM3MEHEHHOI0 TUTELMK/IMHA [OCTyrmaeTr B JKelmub), a 33 % BHIBOAUTCS TOYKAMH.
JlonoNHUTENbHBIE IYTH BBIBEJICHUS — TJIIOKYPOHMJALM M SKCKPEIUsi HEU3MEHEHHOI'O
TUTCIIMKJIMHA TOYKaMHU.
O6umii KIMpeHC TUrelUKIMHA MNocie BHyTpuBeHHOW HHGY3um cocrasnser 24 n/gac. Ha

MOYEYHBIA KJIMPEHC IPUXOAUTCS NpuOmm3uTenbHo 13 % oT obmero Kiupenca. TUrenuking
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XapaKTepU3yeTcsi  IMOJMIKCIIOHCHIMAILHBIM ~ BBIBEJICHMEM U3 CHIBOPOTKH,  CPEIHMH
TEPMHUHAJIBHBIA [EPHOJ| MOJIYBBIBEJICHHsS M3 CHIBOPOTKU IOC/IC Ha3HAYCHHs IOBTOPHBIX J103
cocrapisieT 42 yaca, 0JJHaKO HAOJFOIAt0TCs 3HAYUTEIbHBIE WH/IMBU/Ty aJIbHBIC PA3JIYUsL.
B uccieoBaHUSX in Vilro ¢ HWCNOJB30BAHUEM KIIETOYHON JIMHHM C THIEpHpoayKuuen P-
TJIMKONPOTEHHA ObUIO YCTAHOBJICHO, YTO THICHHKIMH SABJISETCA CyOcTpaTtoM P-riikonpoTenHa.
B03MOXKHBIN BKJIaJl TPAHCIIOPTA, OMOCPEI0BAHHOTO P-rIMKONpoTerHa, B ACHCTBUE THICIIUKIIMHA
HEU3BECTEH.
Ileuenounas nedocmamo4Hocms
V HaIlMeHTOB C JIEFKMMH HapylleHusMH (QYHKIMH TedeHd (HapMaKOKMHETHUECKHH Npoduiib
OJIHOKPATHOM JI03bl TUTELUKIINHA He u3MeHseTcs. OIHaKo y MAlUCHTOB CO CPEHETSKEIIBIMHE 1
TsKeIBIMU HapyienusmMu Qynkuun nedenn (kiace B m C no knaccuduxaunn Yaitna-I1sio)
00IIMI KIIMPEHC THTeIMKIIMHA ObUT CHUKEH Ha 25 % 1 55 %, a epro/1 1oJTy BhIBEICHHS YBETHYCH
Ha 23 % u 43 %, COOTBETCTBEHHO.
Iloueunas neoocmamounocmo
V [anMeHTOB C IIOYEYHOH HEJOCTAaTOYHOCTHIO (KiMpeHc KpeaTuHuHa <30 MII/MMH)
(hapMakoKuHEeTHUECKUI TTPOGHIH 0JTHOKPATHOM J103b1 TUICLMKIMHA HE U3MEHSIICS, B TOM YHCIIe
¥ Ha (oHe reMoMaIu3a. Y NalMEeHTOB ¢ TSOKEION nodedHoi HepocrtatounocThio AUC Obuia Ha
30 % GoJplile, 4eM y NAlUEHTOB ¢ HOPMAJIBHON MO0Ye4HOH (yHKIUEH.
Hoowcunvie nayuernmel
dapMaKOKHHETHKA THTCIMKIINHA y TIOKHIIBIX, B LEJIOM, HE OTJIMYAIaCh OT JPYTHX BO3PACTHBIX
IpyTIIL.
Ilon
KnMHWYecKr 3HAYMMBbIe pPa3lMuMs KJIMPEHCAa TUTCHUKIMHA Yy MYXYHH W OKCHIIUH HE
YCTaHOBJICHBI.
Paca
KiMpeHe TUTeUKIIMHA HE 3aBUCUT OT pachl.

Macca mena
| Kipenc, B TOM 4Hciie HOPMaIM30BaHHBIHA 110 Macce Tena, ¥ AUC 3aMeTHO He pa3inyajiuch y
TAIMEHTOB ¢ PA3HON MAcCo Telia, B TOM 4YHCIIe, MpeBblnatomei 125 kr. Y nanuueHToB ¢ Maccoi
tena 6osee 125 xr Beanunna AUC 6Obuta Ha 25 % Huke. J/laHHBIE O MAllMEHTaX ¢ MAccou Tena

6omnee 140 Kr OTCyTCTBYIOT.

MOKA3AHUSA K IPUMEHEHUIO

126029
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B3pocnvie

e OcnoxHeHHbIE HHPEKIIMU KOXKHU U MATKUX TKaHEH.
e  OcloXkKHEHHBIE HHTPaadIOMUHAILHBIE HH(EKIMH.
e BuebosbHUYHASI THEBMOHHMSL.

He npumMensieTcs JUisl JIedeH s CHHPOMA THAa0ETHIECKON CTOIbI, FOCIHTAILHOM THEBMOHHH

WJIM TTHEBMOHMHM, CBSI3aHHOM C HCKYCCTBEHHOM BEHTUJIAIUEH JIETKUX.

Jlemu cmapwie 8 n1em

e  OcioxkHeHHble HHEKIMH KOXKH U MATKUX TKaHed. He npumensiercst JUist JIeUeHUs: CHHIpoMa
JMabeTUYeCcKON CTOIIBI.
e  Oci0XHEHHBIE HHTPaadIOMUHAIBHBIE HHDEKIMH.

TurenukIMH MoKas3aH K IIPUMECHEHUIO B CiIydasX, Korjaa AJIbTEPHATUBHBIC AHTUOMOTHUKH HE

MNOAXOJIAT.

NMPOTUBOIIOKA3AHUSA
[TOBBIICHHAS. YyBCTBUTEILHOCTD K JIIOOOMY M3 KOMIIOHEHTOB IIpernapara Wil K aHTHOMOTHKaM

KJj1acca TCTPAllUuKIINHOB.

C OCTOPOXHOCTBIO

Tspxenas nedyeHoOYHAast HEJIOCTATOYHOCTD

INPUMEHEHUE IIPM BEPEMEHHOCTH W B TIIEPHOJ TI'PYJHOI'O
BCKAPMJIMBAHUS

PesynbTarhl MCCJIEIOBAHMN Ha KUBOTHBIX IOKa3bIBAIOT, YTO THUICHUKIMH IIPOHMKACT depes3
[UIALEHTY ¥ OOHApyXKMBaeTCs B TKaHAX IUI0ja. [Ipu mpuMeHeHHH THIelMKIMHA HAOIIOAaI0Ch
CHIDKEHHE Macchl IUI0JA y KPBIC M KPOJMKOB (C COOTBETCTBYIOIIMMH 33JCpXKKaMH B
occuUKaIK) U TOTEPs TUI0/J1a Y KPOJIHMKOB.

He o6HapykeHO TepatoreHHoro osQQekra THICIMKIMHA HAa KpbiC WM KpOJWKoB. B
JIOKJMHMYECKUX HCCIIEIOBAHMSX Oe3omacHocTH *C-MeueHHbI THICHUKIMH TIPOHMKAN Yepe3
[IAICHTY ¥ OOHAPYKMBAJICS B TKAHSX I1JI0/1a, B TOM YHCJIE B KOCTHOU TKaHH. Y KPBIC U KPOJIMKOB
Ha6IOAIOCH HEOOIIBIIOE CHUYKEHHE MACChl IUI0J[a M TOBBIIICHHE YacTOThl MAJbIX aHOMAIHi
pasBuTHs cKeleTa (3aepKKa OCCH(HKAMM KOCTEH) MpH Ha3HAYCHWM TUICHMKIMHA MpH
JKCIIO3MIIMH, MPEBBIIABIIEH SKCMO3MIMIO y 4YeJIOBEeKAa NPU NPUMEHEHWH CYTOYHOH JI03bI

npenapata B 4,7 u 1,1 pa3s, ocHoBbiBasch Ha odkcnosuuun (AUC) y KpbiC M KPOIMKOB
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COOTBeTCTBEHHO. Habiro1anoch MOBBIIIEHHE YacTOThl MOTEPH IUI0JA Yy KPOJIHMKOB IpH
OKCIIO3UIIAH, TIPEBHINABIIEH SKCIIO3UIHMIO y YeNOBEKa IIPM NPUMEHCHHH CYTOYHOH JI03b
npenapara B 1,1 pa3, ocHoBbiBasch Ha dkcnosumuu (AUC) y KpOJIMKOB B J103aX, JAIOLIMX
MUHUMAIBHYIO TOKCHYHOCTh JUIi MATEPUHCKOro opranusMa. B mepuoj OepeMeHHOCTH
npuMenenne npenapara Turanun™ 10myCTHMO JTHIIb B CTydae KpaiHed HeOOX0MMOCTH, KOr/ia
[0J1b3a JUIs MaTepH, MPEBOCXOUT BO3SMOKHBIN PHCK JUTS TIO/IA.

JIaHHBIX O MOCTYIUICHHH THTEIMKIMHA B TPYIHOE MOJIOKO Y yesioBeka HeT. [Ipu HeoOxommocTH
NPUMEHEHHS TUTCIMKIINHA B IEPHOJL JIAKTALUK CJIE/Ty €T IIPEKPATUTD IPY/IHOE BCKapMIIMBAHHUC.

®

OmnpiTa ipuMeHeHus npenapara Turanui” B HEPUOJL POJIOB HET.

CIHOCOB TPUMEHEHUS U J103bl

BuyTtpusenno, kaneibHo B Tedenue 30-60 mun (cM. «MAHCTpYKuMsi MO NPHrOTOBJIEHHIO
pacTBOpa U BBEJICHHIO NPENaparTa»).

HavanbHast 103a Ut B3pocibix coctapisier 100 mr, nanee o 50 Mr yepes Kax/pie 12 yacos.
Kypc nedenus:

- Op¥  OCJIOKHEHHBIX HMHQEKIMAX KOXKM M MATKMX TKaHEH, a TaKKEe OCIOKHEHHBIX
MHTpaadIOMUHATBLHBIX HHPEKIUsIX 5-14 1Hei.

- Ipy BHEOOJIbHIUYHON THEBMOHUM — 7-14 1HEH.

[1pO/IOIKHTEIBHOCTh  JIEYeHHs  ONPEJEISICTC  TSKECTBIO M JIOKaIu3alied MHQEKIMH 1
KJIMHUYECKOM peaklel nalnrenTa Ha JCUCHue.

Ileuenounas nedocmamo4ynocme

[larmenTaM C JIErKoil ¥ cpejiHeil CTENEeHbIO TSHKECTH [eYCHOUHOH HEJI0CTaTOUHOCTH (KITacchl A |
B no xnaccudukarpn Yaitni-I1p10) He TpeOyeTcs KOppEKIHsi I03bI.

YV HaIMEeHTOB ¢ TSHKEJION MedeHouHoi HejoctarounocThio (kiace C no kiaccudukanun Yaii-
[1b10) creayer cHU3UTH /103y npenapara Ha 50 %. HavanbHas /103a nmpenapara Turarmma® 10/KHA
coctapyisath 100 Mr, a B MOCIIEYIONIEM MIpenapar IpUMEHSIOT 110 25 Mr kaxsle 12 yacos. Ipn
npruMenennn npenapata Turammn® y NMalMeHTOB ¢ TSOKEIOH NEYEHOYHOH HEJ0CTATOYHOCTBIO
HEOOX0MMO COOJIIOAATh OCTOPOIKHOCTD U KOHTPOJIMPOBAThH PEAKIIMIO TTALMEHTOB HA JICYCHHE.
Iloueunas nedocmamoyHocmo

[TarieHTaM ¢ MOYEYHOM HEJIO0CTATOYHOCTHIO M MAIMEHTaM, HaXOAAIMMCs Ha TeMOHAIN3E, HE
TpeOyeTrcst KOpPEeKIHs 1035l

T ooicunvie nayuenmuoi

Koppekiius J10361 HE TpeOyeTcs.

126029
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IIpumenenue y oemeu

D deKTHBHOCTL U OE30MacHOCTh Y JIeTe /10 8 JieT He yCTaHOBJIeHA.

THUrenUKIMH NPUMEHSIOT y JeTeil B Bo3pacTe 8 €T M crapiie Iocie KOHCYIbTalHMh CO
CHELHUATMCTOM, 00JI1a/[AI0IIEM OIBITOM JieueHHs: HH(OEKIMOHHbIX 3a001eBanui. TUrenuKIne He
CllefyeT NpHMEHSTh y JeTell B Bospacte Miamme 8 JIeT H3-3a HEJOCTarka JaHHBIX 00
2 dekTBHOCTH ¥ OE30IIaCHOCTH TIpenapaTa y JIaHHOW IPYIIIBI, a TaKXKE B BHJY M3MCHCHUS
oKpacku 3y00B (cM. pazjen «OcoOble yKazaHus»).

Jlo3a juts ieteit B Bospacte 8-11 siet coctassier 1,2 Mr/kr kaxpie 12 yacos. MakcnmanbHas 103a
50 Mr THrenMKIMHA Kax/iple 12 4acoB.

Jlo3a jutst ieteit B Bozpacte 12-17 niet cocrasisier SO MI THreHMK/IMHA Kaxk/ibie 12 Jacos.
BryTpuBenHas HH(pY3Hs THrEUMKIMHA JIOTDKHA MPOJIOKaThes B Teuenue 30-60 MUHYT Kax/bie

12 yacos.

HUHCTpyKIHEs 110 NPUTOTOBJICHHIO PACTBOPA M BBE/ICHHIO IIpenapara

IIpucomosenenue

[lepe1 npUMEHEHUEM CIIElyeT Pa3BECTH COJAEPKUMOE KaXI0ro (iakoHa mpernapara Turanmn® ¢
nomorpio 0,9 % pacTBopa HaTpHsi XJIOpUIa, 5 % pacTBOpa JEKCTPO3bl JUISl MHBCKIHN WA
pacTBopa PuHrepa Jakrar B KojumuecTBe 5,3 MIJI Ul TOJYYeHHs TIOTOBOTO pacTBopa ¢
KOHLEHTpalueil Turemuknna 10 mr/mi. (IIpumeuanue: 5 M1 TOTOBOIO pacTBopa coxepkar 50
MI' THTCIMKINHA, KaX/bIi (IaKoH cojepkuT H30bITOK npenapata 6 %). DiakoH OCTOPOXHO
BPAIIAIOT JIO0 TIOJIHOTO PACTBOPEHUS Mpernapara.

5 MJI TOTOBOT'O PAacTBOPA MEPEHOCAT BO (IIakoH ¢ pacTBOPOM Jutst MH(Y3Hit emxocTbro 100 Mt (s
10361 100 Mr HEOOXOAUMO B3SITh TOTOBBIH pacTBOP 3 2 (IIAKOHOB, JUIs J103bI S0 MI' — U3 OJIHOTO
dmakona). MakcumalibHasi KOHIIEHTPAIMS KOHEYHOTO PacTBOPa JUIsi BHY TPHBEHHOM UH)Y3UU HE
JI0JKHA TIPEeBBIMATh | MI/MIL

[[BeT rOTOBOTO PAacTBOPA JIOJKEH OBITH XKEJITHIM MM OpaHXkeBbIM. Eciu pacTBOp UMeeT Apyrou
IIBET MJIM B HEM ONPEJICIISIFOTCS BUAMMBIE BKIIFOUEHHUS, €r0 UCIIOIb30BAHUE HE JIOMY CKACTCSL.
['oToBbiii pacTBOp mpemapara Turaumn® MOXeT XpaHHThCS NPH KOMHATHOH Temueparype (He
Bhitre 25° C) He 60iee 24 yacoB (FOTOBbIN PacTBOP - BO (IIAKOHE JI0 6 4acOB, OCTABLICECS BPEM
- B BHJIE Pa3BeJICHHOr0 KOHEYHOT0 pacTBopa). B ciryuae, ecim remiieparypa XpaHCHHUS! BBILIE 25°
C TOTOBBII PacTBOp ClEyeT HMCMOJIb30BaTh HeMewleHHo. Cpasy mocie pa3BeJCHUs TOTOBOTO

pactBopa ¢ nomorpio 0,9 % pactBopa HaTpus XJopuaa uiM 5 % pacTBOpa JAEKCTPO3bI JUIs
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WHBEKIMHA KOHEYHBIM pacTBOp Ui HMH(QY3UH MOXKET XPAaHUTHCA B XOJIOJIMIBHUKE IIPH
temreparype ot 2 10 8° C ne 6onee 48 yacos.

Beeoenue

[Iperapar Turamun® BBOAMTCS BHYTPUBEHHO 4epe3 OT/ICIBHYIO HH(Y3HOHHYIO CHCTEMY WIIM
uepes T-o0pasublil karerep. Ecim BHY TPHBEHHBIN KaTeTep UCIIOJIb3YETCsl JUIs IIOCIIEJOBATEILHOTO
BBE/ICHHSI HECKOJIBKHX JIEKAPCTBEHHBIX TTPENapaToB ero HeOOXOANMO MPOMBITh Hepest HHPy3uei
npenapara Turanmi® ¢ nomomsio 0,9 % pactBopa HaTpus XJIOpHAA, S %o pacTBOpa JICKCTPO3bI
JUIS MHBEKIMI Wi pactBopa Punrepa naxrar. [lpu nmposejienun nHQys3un ciie/lyeT y4UTHIBaTh
COBMECTHMOCTh THIEIMKIMHA M JIPyTMX [pENapatoB, BBOJIMMBIX 4Yepe3 OJMH KaTeTep (CM.

«B3aumoieiicTBYE C JIPYTUMHE JIEKaPCTBEHHBIMU CPEICTBAMEY).

MOBOYHOE JIEUCTBUE

Haunbosee uacto nHabmopatorcs tomuora (29,9 %) u psora (19,9 %), KoTOpbIE OOBIYHO
BO3HHUKAIOT B HayaJIe JieueHus (B MEPBBIN WK BTOPOIi JIEHb JICUCHHUS) U, B OOJILIINHCTBE CITy4acs,
MMEIOT JIEFKOE WIIM CpeJHeTsDKeNoe Tedenue. [IpuunHoil npekpaiieHus Tepariyd npenaparoM
Turanun® yame Beero sBisuch Tomuora (1,6 %) u psora (1,3 %).

[To60unble >GPEKThI MPEJCTABICHBI 10 OPraHaM U CHCTeMaM B KJacCH(MKAIUK: OYEHb 4acTo
(>1/10); wacto (ot >1/100 mo <1/10); neuyacro (ot >1/1000 xo <1/100); peako (ot >1/10000 no
<1/1000); ouens peako (<1/10000), , yactoTa HeM3BeCTHA (HEBO3MOXKHO OLIEHUTH HA OCHOBAHUU
UMEIOIIUXCS TAHHBIX).

Co cmopoHbl cucmembsl Kpoeu U 0p2ano6 KpoBemeopeHus:

Yacmo: yBenMYeHHE aKTUBUPOBAHHOTO YaCTHYHOrO TpoMmbormiacTuHoBoro Bpemenu (AYTB),
yBeJIuueHue nporpoMorHoBoro Bpemenu (I1B), anemus, TpoMOOIUTONCHHS.
Heuacmo: 503uHOQWINS, yBEJIHMUCHHE MEXIyHAPOIHOIO HOPMAJIM30BAHHOIO OTHOIICHHS
(MHO).
Peoxo: runopubpuHOreHeMHusl.

Co cmopoHbl UMMYHHOU CUCHIEMbL:

Yacmoma neuzsecmua: anapuiakTudeckue/aHaQuIaKTOUIHbIE PEAKIHH.
Hapywenus co cmoponst 06Mena eewqecme u NUMAHUA:

Hacmo. CHUKEHHE alllleTHTa.

Co cmopoHbl HEPEHOIL CUCHEMDbL:

Yacmo: TOJIOBOKPYKEHHE, TOJI0BHAs 0OJIb.
Heuacmo: w3BpalieHue BKyca.

5029
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Co cmopoHbl cocy0os:

Yacmo: pnedur.

Heuacmo: tpombodiedurt.

Co cmopoHbl Hcely00OHHO-KUMEeHHO020 mpaKma:

Ouenv yacmo: TOUTHOTA, PBOTA, JHapesl.

Yacmo: 60J1b B )KUBOTE, TUCIICTICHUSI.

Heuacmo: ocTpblii MaHKpeaTHuT.

Co cmopoHbl 2enamodouUIUapHON CUCIEMbI:

Yacmo: OBBILICHHE aKTUBHOCTH acniapraramuHoTpancgepassl (ACT), noBblieHre aKTHBHOCTH
ananuHamMuHoTpancdepassl (AJIT)*, runepOunupyOunemus.

Heuacmo: xentyxa.

Yacmoma mHeussecmna: BbIpaXEHHbIE HapylleHHs (YHKIMM IICYCHM M IEYEHOYHas
HEJ0CTATOYHOCTh, X0JIECTa3.

Co cmopoHbl KoXdcU U ROOKOHCHO-HCUPOBOU KINeMYAMKU

Yacmo: 3y, Chlllb.

Yacmoma neussecmua: TsOKeNble KOKHBIE peakiiiu, BKItovyast cuHapoM CtueHca-J[oHcoHa.
Co cmopoHbl MO4€en 010801 CUCHEMBI:

Heuacmo: BaruHaIbHBIN KaH/1/103, BATUHUT, JIEUKOpEs.

Obugue peakyuu u peaKuyuu 6 Mecme 66€0CHUA:

Yacmo: acteHus, 3aMeJUICHHOE 3aKHUBJCHHE paH, abciecc, WH(EKIUH, peaklud B MeCTe
BBEJICHUS, CETICUC.

Heuacmo: Bocnanienue, 00yib, oTeK U (GeOUT B MecTe UHBEKIIUU, O3HOO, CENTUYECKHUH IIOK,
aJJIEPru4ecKre peakiuu.

Jlabopamophusie nokazamenu:

Yacmo: NOBBILIEHUE a30Ta MOYEBHHBI KPOBH, TIOBBIIIICHHE aKTHBHOCTH IEI0YHOM (ocdaTasbl B
I1a3Me KPOBHU, MOBBIIIICHHE aKTUBHOCTH aMHJIa3bl, TUIIOIIPOTEUHEMHUSL.

Heuacmo: NOBBIIICHUE KPEaTHHUHA B KPOBH, THIIOKAILIIUEMHUSL, THIIOHATPUEMHUS, THIIOTTTHKEMHUSI.
Co cmopoHbl 0bIXAMeIbHOU CUCIEMBbL:

Hacmo. MTHEBMOHMUS.

Peaxkuuu, xapakmepHeoie 012 AHMUOUOMUKOE: TICEBJOMEMOPAHO3HBIN KOJIMT.

*roBpiieHne akTUBHOCTH AJIT u ACT orMeuanu garnie nocjie OKOHYaHUsl TEPANMU IIPEenapaToM

Turamun®.
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B xo/e 00beJMHEHHOrO aHAlIN3a KIMHMYECKUX JaHHbIX 13 wuccnenoBanuit 3 u 4 dasel 1o
MpUMEHEHHI0 Tpenapata Turauun® [0 3aperdCTPHPOBAHHBIM M HE3APErMCTPUPOBAHHBIM
MOKa3aHMsIM, BBISIBJIEHA OOJIblIas oOmias JIETaTbHOCTD (T.€. CMEPTh OT JIFOOBIX NPHUYMH, B TOM
YHClie HE CBA3aHHBIX C JICYEHHEM) Y MAIMCHTOB C TSDKEIBIMH HMHQEKUUAMHM, II0JIy4YaBLIAX
npenapar Turamun®. O6mmas JeTalbHOCTh y MAIMEHTOB, IOJNYYaBIIMX IIpenapar Turammn®,
cocraBuia 4 % (150/3788), npenaparsi cpaBaenus — 3 % (110/3646), pasnuna OTHOCHTEILHOTO
pucka seraibHoro uexozxa — 0,6 % (nosepurenshbiii uaTepsan (JAH): 0,1 - 1,2). Tlpuannsr
MOBBINEHHs 0OIIell JeTAIbHOCTH y MAIMEHTOB, MOJydaBmmMX mpenapar Turammn®, He

YCTaHOBJICHBI. B 11€J10M JIeTaibHble HCXO/IbI ObLIH Pe3yJIbTaTOM yXy/IIIEHHS TEUEHHUs HHDEKIHH,

OCJIOKHEHHUI HHPEKIIUH UITH COITY TCTBYIOLIMX 3a00JICBaHHM.

Jlemu

JlaHHble TPUMEHEHMS] TUTEHUKIMHA y JeTed orpaHuyeHbl JByMs (hapMakOKHHETHYECKUMH
FCCJIC/IOBAHUSIMU M OJIHUM OTKPBITHIM KJIMHHYECKHM HCCIIEJ0BAHMEM Ha HEOOJIBINON Tpymie
netei. HOBBIX WIIM HEOXHUIAHHBIX JAHHBIX 10 0€30IaCHOCTH IIpenapaTa B 3THX MCCIICIOBAaHUAX
He OBLIO BBISIBJICHO.

B oTkpbITOM (apMaKOKHHETHYECKOM MCCIIE0BAHMM € OJHOKDPATHOM OSCKalaluei J103bl
6e301acHOCTh THIeLIMKIIMHA HCCIeI0Baiach Ha 25 naiuenTax JeTckoro Bo3pacta (o1 8 10 16 er),
KOTOpbIE HEJaBHO mepeHecn uHpeKunoHHoe 3abosesanue. IIpoduis 10604HBIX PdeKToB ¥
JIeTel OBLT B IIEJIOM CXO0K C TAKOBBIM y B3pPOCIIBIX.

Be3onacHOCTh TUTEIMKIIMHA OblIa TaKkKe MCCieoBana Ha 58 maruenTax JIeTckoro Bospacra (8-
11 11eT), ¢ OCIOKHEHHBIMU HHOEKIUSIMHU KOXKHU M MATKUX TKaHeH (15 nanuenToB), 0CJI0KHEHHBIMU
MHTPaabOMUHATBHEIME HH(eKImsaMu (24 manpenTa) i BHEOOILHMYHON mHeBMOHMEH (19
nanuenTos). [Ipopuias 1m060uHbIX 3hekToB y 3TUX 58 manueHToB ObLI TAKUM JKe Kak Uy
B3POCIIBIX, 38 HCKIIFOUCHHEM TOIHOTHI (48,3 %), pBOTHI (46,6 %) ¥ MOBBIICHHUS YPOBHS JIUIIA3bI

B 1J1a3Me KpoBH (6,9 %), KOTOpble OTMEYAIMCH Y JIETEH Yallle, YeM Y B3pOCIIBIX.

IMEPEJIO3UPOBKA
He ommcana. BHnyTpuBeHHOE BBEJICHHE TUTCIMKINHA 3/I0POBBIM JI00poBOjibiam B jio3e 300 mr
npy 60-MHHYTHO# TTPOJIOJDKUTEIBHOCTH BBE/ICHUS IIPUBOJIMIIO K YYAIICHUIO TOLITHOTBI H PBOTBL.

['emouanus He obecrnieynBaeT YAAJICHUS TUTCHUKIINHA.
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B3AVUMO/IEVMCTBHUE C JIPYTUMU JIEKAPCTBEHHBIMU CPEJICTBAMH
CoBMeCTHMOCTH/HECOBMECTHMOCTD € JIEKAPCTBEHHBIMHU TPeNapaTaMy U PacTBOPHTEISIMH
NpPH 0/THOBPEMEHHOM BBE/JIeHHH

Cosmecmumocmo

IIpenapar Turamun® copmectum ¢ 0,9 % pacTBOpoM HAaTpHsi XJIOPUa, S %o pacTBOPOM JEKCTPO3bI
JUIS MHBEKIUH M pactBopom Punrepa nakrar. Ilpu BBenenuu uepes T-oOpasHblii Karerep
npenapar Turanmn® pacrBopennbii B 0,9% pactBope HaTpHs XJopujaa WM 5 % pacTBope
JIEKCTPO3bl  JUIs MHBEKIMHA COBMECTMM C aMHKallMHOM, J00yTaMHHOM, JIOMAMHHOM,
IeHTAMHUIIMHOM, TaJIOTIEPH/I0JI0OM, pacTBOpoM PUHIrepa j1akTar, JIMJI0KauHOM, METOKJIOIPaMUIIOM,
MOP(GUHOM, HOpINMHEYPUHOM, MHUIIEPAIMIIHHOM/Ta300aKTaMOM  (JieKapcTBeHHas  popma,
cojepxkamas oTuieHauamuaTeTpaanerat - DJTA), Kamus XJIOpuaoM, 1ponodoom,
PaHUTHIMHOM, TEOPHUIUTHHOM U TOOPAMHUIIMHOM.

Hecoemecmumocmo

Ilpu npumenenun uepe3 T-oOpasHblii Karerep npenapar Turamun® HecoBMECTHM ¢
amporepunmaom B, amdorepurHom B nmmocomanbHBIM, AMa3eniaMoM, 330MENpa3osioM U
OMETIPa30JIoM.

Bapdapun

[Ipu comyTcTBYyIOMEM IpuMenenun npenapara Turaimn® n Bapdaputa (0HOKpaTHO# 10361 25
Mr) Habmojaercs CHUKeHHWe Kiupenca R-Bapgpapuna u S-Bapdapuna nHa 40 % u 23 %, u
nosbimenne AUC Bappapuna wa 68 % u 29 %, cOOTBETCTBEHHO. MexaHHM3M TaKoro
B3aUMOJICHCTBHS JI0 HACTOSIIET0 BPEMEHHM HEe ycTaHOBJEH. [IOCKOJIBKY THICIMKIMH MOXET
yumansaTh kak [IB/MHO, Tak u AUTB, npu npumMeHenuu npenapara Turarmun® 0HOBPEMEHHO ¢
AQHTUKOATYJISIHTAMHA HEOOXOJIMMO BHHUMATEJILHO CJIEMTL 3a pe3yJibTaTaMh COOTBETCTBYIOMIUX
KOaryJIsIMOHHBIX Tpo0. Bapdapun He u3mensier GpapMaKoKMHETHUECKUH NPO(HUIIb THICIMKITHHA.
HUHru6uTOpbI HIIH HHAYKTOPHI H30ePMEHTOB cHcTeMbl IuTOXpoma P450

TUrenUKIJIMH HE MOABEPraeTcs MeTaboIu3My MOCPEACTBOM H30(DEPMEHTOB CHCTEMbI IIUTOXPOMA
P450. TlosTroMy OXHJIaeTCsl, YTO AKTUBHBIC BEIECTBA, IIOJABJISIONINEC MM HWHAYLHPYIOIHE
aKTUBHOCTH M30()EPMEHTOB CHCTeMbl ITOoXpomMa P450, me OyayT H3MEHITH KIMPEHC
THrenMKIMHA. B cBOIO ouepeb npenapar Turanun® BpsiL M OKaXeT BIHSHAE HA METabO0NIN3M
yKa3aHHBIX TPy JIEKAPCTBEHHBIX COCIMHEHUN.

VccnenoBanus in vitro nokasaiy, 4T0 TUTELUKIMH HE MO/IaBIsIeT METab0JIN3M, OIIOCPE10BAHHbIN

eIy OIUMH IeCThIo n3odepmentamu utoxpoma CYP: 1A2, 2C8, 2C9, 2C19,2D6 u 3A4.
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Jlnrokcun

Ipenapar Turarmun® B peKOMeHTyeMoii /103€ He BIMSET Ha CKOPOCTb U CTEICeHb BCACBIBAHUS WIIH
kimpenc gurokcuna (0,5 Mr ¢ moce/iy oM Ha3HaueHueM B cyTo4Ho# no3e 0,25 mr). JIarokcuH
He wu3MeHseT (apMakoKMHeTHUeckHi Tnpopwib Turenuiiuua. IlosTomy npu npuMeHEHHH
npenapata Turanuin® cOBMECTHO ¢ IMTOKCHHOM KOPPEKIHs J103bI HE TpeOyeTcs.
OJHOBpEMEHHOE MTPUMEHEHHEe MHIHOUTOPOB P-rimkonporenna (Hampumep, KETOKOHA30J1a Wi
IMKJIOCIIOPMHA) WM HMHIYKTOpOB P-rimkonporenHa (Harmpumep, pHpaMIMIHMHA) MOKET
MOBJIMSATH HA ()apMaKOKMHETUKY TUTCLIUKIIMHA.

IlepopaibHbIe KOHTPALIENITHBBI

[lpy mnpUMEHEHHH aHTHOMOTHKOB OJHOBPEMEHHO C IHEPOPaJbHBIMH  KOHTpAlCITHBAMH
3 PeKTHBHOCTH KOHTPALETITUBOB MOXKET CHUIKATBCS.

B wuccieoBanusax in Vvilro aHTaroHW3M MEXJy TUTCHUKIMHOM M JAPYTMMH aHTUOMOTHKAMHM,
MPUHAICKAIAMHE K 4aCTO IPUMEHSAEMbIM KJlaccaM, He HaOJIF01aJICs..

NHrnouTopsl KaJablMHEBPHUHA

OJIHOBpEMEHHOE TPUMEHEHHE TUTEHUKINHA M HHTUOMTOPOB KaJbIMHEBPUHA, TAKMX Kak
TAKPOJIMMYC U IUKJIOCHOPUH MOJXET TPHBECTU K IMOBBIIIEHUIO MHHUMAIbHBIX KOHIEHTPAIMMI
WHIHOUTOPOB  KalbIIMHEBpUHA B IutazMe KpoBH. ClieoBaresibHO, BO  BpeMs Teparuu
TUTEIMKIIMHOM CJIeIyeT KOHTPOJIMPOBATh KOHIICHTPAIUH MHITMOUTOPOB KaJIbIIMHEBPUHA B I1JIA3ME

KPOBH, 4TOOBI H30€KaTh pa3BUTHS JICKAPCTBEHHON TOKCHYHOCTH.

OCOBBIE YKA3ZAHUSA

YroObl yMEHBIIMTH pPA3BUTHE PE3UCTEHTHOCTH U oOecnednTh APPEKTHBHOCTH Tepanuu
HEOOXOAMMO HCIOJIB30BaTh npemapar Turamun® TOMbKO Juist JiedeHHs HHQPEKIHOHHBIX
3a00J1€eBaHUi, BBI3BAHHBIX MUKPOOPTraHU3MAaMHU, UyBCTBUTEIbHBIMH K IIpENapary.

Jlnst BeIOOpa M KOPPEKIMU aHTUOAKTEpUAIbHOM TEpanyuy 110 BO3MOXKHOCTH CJIEJTyeT TPOBOIUTH
MHMKPOOMOJIOTHYECKY IO HICHTH(UKAINIO BO30YUTENS U ONPEAEIATH €ro YyBCTBUTEIBHOCTD K
turetminay.  Ilpemapar  Turammn® — MOXeT — MCHONB30BaThCs  JUIL  OMITMPHYECKOMH
aHTHOAKTEPUAIBLHON MOHOTEPAITHH JIO TIOJIyYCHHUS Pe3yIbTaTOB MUKPOOHOJIOIHYECKUX TECTOB.
AHTHOMOTHKH, TIPHHAJICKAIINE K KIacCy TMINIMIMHKINHOB, UMEIOT CTPYKTYPHOE CXOJCTBO €
aHTMOMOTHKAMH  KJacca  TeTpandikianmHoB.  Ilpemapar  Turammn® — MoXKeT — BBI3BIBATH
HeOJIaroNpUSTHBIE PEAKIIUK, CXO/IHbIE C HeOIAaronpUsTHHIMU PeaklusIMM Ha aHTHOMOTHKH KJlacca
TETPAlMKIMHOB. Tak¥MMH peakiusiMA MOIyT OBbITh HOBBIIIEHHAS CBETOYYBCTBUTEIBHOCTD,

BHYTpUYECPECIIHAA TUIICPTCH3US, IMAaHKPCATUT H aHTHaHa0OJIMYECKOe JCUCTBUE, IIPUBOALICE K
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MOBBIMICHHIO COJIEPXKAHHS A30Ta MOYEBHHBI KPOBH, a30TE€MHH, auua03y H runodocdareMu.
IIpumenenne npenapara Turarui® y naiueHToB ¢ M3BECTHOM MOBBINICHHOI 1y BCTBHTEIEHOCTBIO
K aHTHOMOTHKAM TETPAIMKIHHOBOTO Ps/ia POTHBOMIOKA3AHO.
AnadunakTuueckne/anaQuIaKTOM/IHBIE PEAKIMK, B TOM 4YHCie aHA(HIAKTHYECKHIl IIOK,
OTMEYAIOTCS TIPH NPUMEHEHHH NPAKTHYECKH BCEX aHTHOAKTEPUAIbHBIX CPEJCTB, BKIIOYas
npenapat Turanun®.

[lauenTsl, y KOTOPHIX Ha (OHE JieueHMs HpenaparoM Turanmui® OTMEYaroTCs M3MEHCHHS
pe3yJIbTaTOB IEYEHOUHBIX TECTOB, JIOJDKHBI HAOMIOAATHCA JUIS CBOCBPEMEHHOTO BBIABJICHHS
NIPU3HAKOB HAPYIIEHHiH (YHKIIMU NeYeHH (3aperuCTPUPOBAHbI CAMHIYHBIC CITyYan 3HAYHTEIBHBIX
HAPYIICHWH (YHKIMU TIUeHH ¥ IIeYeHOUHON HEI0CTATOMHOCTH) M OLCHKH COOTHOIICHHS IOJIb3bI

®

¥ pHUCKa IPOJOJDKEHHWsI Tepanuu mnpenaparoM Turammi . HexenarenbHbple peakiud MOryT

pa3BHUBAThCS YIKE MOCIIe TOTO, KaK Tepanus Obula 3aBeplIcHa.

ddpdekTHBHOCT, M GezomacHOCTh Tpenapata Turarmn®

y TaIlUeHTOB C TOCHUTaIbHON
[THEBMOHHEH He ObUIa MOATBEPXK/ICHA pe3yIbTaTaMi KIMHUYECKUX MCCIIEI0BAHUM.
[TceBIoMeMOPAHO3HBIM KOJIUT PA3JINYHOMN CTEIIEHH TSKECTH OTMEYAIOT IIPHU IIPHEME NIPAKTHYCCKHU
BCEX aHTHOAKTEPHANBHBIX MpenapaTon, BKmoyas npenapar Turamun®. Heo6xoauMo yunTHIBATH
BO3MOXHOCTH TaKOIO JHMarHo3a B CJly4ae BO3HUKHOBEHMs JIMApEd BO BpPEMsl WM I10CIIE
3aBepieHus jiedenns. [Ipu mojo3penun Ha jguapero, accomunponannyto ¢ Clostridium difficile,
WM TI0JITBEPIK/ICHHU JIAHHOTO JIMarHO3a MOXKET MOTPeOOBaThCs NPEKPAIEHUE MCIOJIb30BaHUs
AaHTUOMOTHKOB, KPOME TeX, YTO Ha3HA4YeHbl JUlsl JiedeHus: nHpekiun, Bo3BauHoi Clostridium
difficile.

IIpu HasHayenuu npenapata Turanun® nauueHTam ¢ OCIOKHEHHBIMH MHTPAA0{OMHUHATBHBIME
WH(EKIUSAMH, BCIIEICTBUE TIPOOOICHUS KAIIICYHUKA, MM NTAIIMEHTaM ¢ HAaUMHAIOLIMMCS CETICHCOM
WM CENTHUYECKUM IOKOM CJIeJyeT 00s3aTeIbHO pacCMOTPETh 11e1eC000pa3sHOCTh TPUMEHEHHS
KOMOMHUPOBAHHON aHTUOAKTEPUAILHON TEPAIIHH.

Ipumenenne npenapata Turanun®, kak 1060ro Jpyroro aHTHOMOTHKA, MOXKET CIIOCOOCTBOBATH
H30BITOUHOMY POCTY HEBOCITPHMMYHMBBIX MUKPOOPIaHM3MOB, BKJItoUas rpuobl. Bo Bpemst jieueHust
MALMEHThl  JOJDKHBI  HAXOJUThCS IO TPUCTAIBHBIM  KOHTpojeM. Ilpu  jmarnoctuke
cynepuH(eKIHH ciielyeT MPUHATH HaJUIeXKale MEPHI.

Bimsnue xosecrasa Ha (papMaKOKUHETHKY TUTCIUKIIMHA HE YCTAHOBJIEHO. DKCKPELHMS € HKEITIBIO
cocrapyseT npubimsuTenbHo S0 % oT 00mieit SKCKpeun TUrenuKimua. [losromMy nmamueHTs ¢

X0JIECTAa30M JOJKHBI HAXOJJUTLCA I10/T Ha0JII0JICHUEM Bpayia.
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OnbiT TpHMeHeHHs npenapata Turammi®

JUIs  JicueHHMss WHQEKIMA Yy NalueHTOB ¢
COMYTCTBYIOIIUMHE 3a00JI€BAaHUSMH TSKEIOr0 TEUEHUS! OTPAHUYEH.

Ilpumenenne npenapara Turammn® B nepuoj (GopmupoBanus 3y6OB MOXKET HPHBECTH K
IiepMaHEHTHOMY W3MEHEHUIO I[BeTa 3y0OO0B Ha HKEeJThIN, CEpbIi, KOPHUHEBBIN.

Mmerorcst cooOIeHHsT 0 pa3BUTHH OCTPOrO IAHKpeaTuTa Ha (OHE IPUMEHEHHUs Ipernapara
Turauma®, B HEKOTOPBIX CIIyYasX ¢ JIeTaabHbIM HcX010M. Heo6X0MMO IpOSIBIISITE OCTOPOIKHOCTD
NPy TIpUMEHeHHH Tipenapata Turanuia® y manueHToB C IMOJI03PEHHEM Ha OCTPBIA NAHKpeaTHT
(KIMHUYECKHE CHMIITOMBI WJIM COOTBETCTBYIOIINE HM3MEHEHHs J1abOpaTOpPHBIX IOKa3zaTeseH).
M3BeCTHO 0 ciIydasx pa3BUTHs OCTPOTO MAHKPEaTHTa y MAIMEeHTOB, HE UMEBIINX (aKTOPOB pHCKa
pa3BUTHS JTAaHHOTO 3a0osieBaHus. OOBIYHO CHMITOMBI ITAHKpPEATHTA HCUYE3AIOT IOC/IE OTMEHBI
npernapara. HeoOX0AMMO y4uTHIBATH BO3MOMKHOCTb OTMEHBI IIpenapara y MalMeHTOB C
CHMIITOMAMHU ITAaHKPEATUTA.

Jlo Hayana tepanmu npenapatoM Turamun®

, @ TaK)Ke PEeryJsipHO BO BpeMs TEpaIllUU CIIEAYeT
KOHTPOJIMPOBATH MapaMeTpbl CHCTEMbI CBEPTHIBAHUS KPOBHU, BKJIFOYast (puOpHHOreH (cM. pasaen
«ITobGounoe neicTBUE»). B npoceKTHBHOM aHajM3e pe3yJIbTaTOB KIMHUYECKUX UCCIIECIOBAHUM
OBUIO OTMEYEHO HEKOTOPOE YBEJIMYCHHE 00IIeH JIeTaTbHOCTH (T.€. CMEPTh OT JIFOOBIX IIPHYHH) B
rpylnre NalMeHTOB, IOJYYaBIIUX TUICHUKIMH, [0 CPaBHEHHWIO C TPYIIOH IIallUCHTOB,

2
[10JTyYaBIIHX TIpenaparhbl cpapHenns. [Tostromy npenapar Turamun® 107keH TPUMEHSTHCS TOIBKO

B ClIydasX OTCYTCTBUS aJIbTCpHaTHBHOﬁ TCpalru.

IIpumenenue y oemei

Jlanuble 0 mpuMeHenuH mpenapata Turammn® y jeteil orpanudensl. [losTomy npumeHeHue
npenapara peKOMEHJOBAaHO B TeX CHUTYyalMsX, KOrja ajJbTepHAaTHBHAs aHTHOAKTepHalbHas
Teparus HeJIOCTYTIHA.

TomHoTa ¥ PBOTA SBJISIOTCS CAMBIMU PAclpOCTPAHEHHBIMU TOOOYHBIMH PEAKIHUAMHU y JIETEH U
noipocTkoB. Crenyer oco0oe BHUMaHUE YJICIIUTh PUCKY JIETH/IpaTalliy.

Boab B 00s1acTH kKMBOTA 4acTO BCTpEYAIOIHiics MoO0YHBINH d(dekT y nerell Takxke Kak Uy
B3pocibIx. Clie/lyeT yUUThIBaTh, 4TO 00JIb B 00JACTH JKHMBOTA MOXKET OBIThH CB3aHA C PA3BUTHEM
naHKpeaTMTa. B cilyyae pa3BUTHSI TMAHKpPEaTUTa, Tepanus THICHHMKIMHOM JIOJDKHA ObITh
npeKpalieHa.

Jlo Hayajia Tepandd TUTEHUKIMHOM, a TaKXe pEryJsipHO BO BpeMs Tepamuu cliejlyer
KOHTPOJIMPOBATh (YHKIHOHAIIbHBIE MTPOOBI NIEUYEHH, apaMeTPbl CUCTEMbI CBEPTHIBAHUSI KPOBH,
reMaToJIOrMYecKre apaMmeTpbl, KOHIICHTPALMIO aMUJIa3bl U JTUIIa3bl.

126029

Ctp. 16 u3 18



JICP-008024/09-310820

TurenuKkIMH He CIeyeT MPUMEHSTH Y JIeTell B Bo3pacTe Milae 8 JIeT U3-3a HeI0CTaTKa JaHHbIX
00 >(ppexTuBHOCTH U GE30MACHOCTHU TMpenapara y JAaHHOH TPYIIIbL, a TAKKE B BUY U3MEHCHHUS

okpacku 3y60B (cM. pazjen «Crocob npumenenus u 103bi» U «IlobGounoe neicrauer).

BJIMSIHUE HA CIHOCOBHOCTb YIIPABJIATH TPAHCIIOPTHBIMH
CPEJICTBAMU, MEXAHU3MAMH

UccnenoBanus BIMSHUS TUTEIMKIMHA Ha CIIOCOOHOCTH K YIPABJICHUIO TPAHCIIOPTOM U padoTe ¢
MeXaHW3MaMH He TPOBOJAMINCH. [laleHThl, Mojyyaromue TUTELMKIUH, MOTYT HUCIBITHIBATH
rOJIOBOKPYI)KEHHE, KOTOPOE MOXKET MOBIHSTH HA CIIOCOOHOCTH K BOMKJIECHHIO M MCIOJIE30BAHUIO

MCXaHHU3MOB.

®OPMA BBIITYCKA

JInopunmsar Jyis IpUroToBICHUs pacTBopa Juist uHy3ui 50 Mmr.

50 Mr THrenMKIMHa BO (yIakoH OeCIBETHOrO cTeka (THIl [) BMECTUMOCTBIO 5 MII, YKYIIOPEHHBIH
PE3UHOBOM TMPOOKOW M 3aKaTaHHbBIM AIOMUHHMEBBIM KOJIIAYKOM C IUIACTUKOBOM KPBILIKOM THIIA

«pmun-odd».

10 prakoHOB BMECTE C HHCTPYKIHUEH 110 TPUMEHEHHUIO B KAPTOHHYIO NaYKy.

CPOK I'O/IHOCTH
2 roja.

He ucnonn3oBars nociie CpOKa, YKa3aHHOT'O Ha YIIaKOBKC.

YCJIIOBUSA XPAHEHUSA
XpaHuTh 1pu Temreparype He Bbie 25 °C.

XpaHWUTh B HEJIOCTYTIHOM JUIS JIETEH MecTe.

YCJIOBUS OTITYCKA U3 AIITEK

ITo penenry.

IOPUIMYECKOE JIMIIO, HA UMSI KOTOPOI'O BbBIIAHO PETUCTPAIIMOHHOE
YAOCTOBEPEHHE:

[1paiizep Unk., CILTA

Anpec: 235 Ucr 42-as Crpur, Helo-Hopk, mrar Heio-Mopk, 10017 CIIA
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IMPOU3BO/IUTEJIb
Baiiet Jlenepne C.p.JI., Utanus
Anpec: Bua @panko J[xopxone

[Tpomebimnennas 3ona, 95100 Karanus (KT), Utanus

NMPETEH3UU TNOTPEBUTEJIEM HAIIPABJISITH IO AJIPECY 00O (II®AU3EP
NHHOBAIIUN»:

123112 Mockaa, [Ipecuenckas nao., . 10

bl «bamns na Habepexnoii» (biox C)

Tenedon: +7 (495) 287 50 00,

daxc: +7 (495) 287 53 00

PykoBojuTesnb oT/1e71a perucTpainuu Ocwunona C.A.
s M3 PO
s, |  KCIEPTHBI/ OTYET
2 IEACTBUTENEH i1 JAHHON]
© BEPCHH NOKYMEHTA 3
00000000O0O0S8
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