NHCTPYKIIA
MO MEJUITMHCKOMY IMTPUMEHEHUIO JIEKAPCTBEHHOTI'O ITPEITAPATA
Tepxs10308®
Perncrpammonnsiii Homep: JII1-001899 ot 09.11.2012
Toprosoe HanmeHnoBanue: [lepxno3on
MexkyHapo/HOE HeNIATEHTOBAHHOE HAMMEHOBAHHE: THOYPEUJOUMHUHOMETUINUPUIUHNS epXIopaT
JlekapcTBenHast popma: TaOIETKH, TIOKPHITHIE IFICHOYHOH 000I0UKOM
CocraB
Heiicmeyrouee eusecmeo:
TuoypeunoumuHoMeTunupuauHus nepxmaopat (Ilepxmnoson) 200 mr, 400 mr
Bcnomozamenvuule gewjecmea:
Snpo: kpemuus nuokcun komtouaHbii 5,0 mr/10,0 mr, kpocioBumoH 17,5 mMr/35,0 mMr, Mmaruus creapat 2,5 mr/5,0 Mr, MOBHIOH
5,0 mr/10,0 mr, nemtrono3a Mukpokpuctamtinueckas 60,0 mr/120,0 mr.
O6oouka mwieHoyHas: runpomenosa ES 0,35 mr/0,70 mr, runpomenosa E15 6,0 mr/12,0 Mr, KpacuTelns jxene3a OKCHT KENThIHA
0,40 mr/0,80 mr, makporon 6000 1,25 mr/2,5 mr, tanek 1,0 mr/2,0 mr, nponuieHriukons 0,50 mr/1,0 mr, Turana quokcua 0,50
mr/1,0 mr.
Onucanne
Tabnerku no3upoBkoii 200 MI: MOKPHITHIE INICHOYHOW 000JIOYKOH OT KENTOTO 10 TEMHO-XKENTOTO IIBETA, KPYTJIOH (POPMBI,
JIBOSIKOBBIITYKJIBIE, C TpaBUPOBKOIT «PHZ)» ¢ oHO# CTOPOHBI.
Ha monepedHoM paspese TabieTka OT CBETIIO-KENTOTO JI0 JKENTOTO €O ClIaObIM 3€JICHOBATHIM OTTEHKOM LIBETA.
Tabnerku n0o3upoBkoii 400 MI: MOKPHITHIE INICHOYHOW 000JIOUKOH OT KEITOTO 10 TEMHO-XKENTOTO 1IBETa, OBAIBHOM (hOopMBbI,
JIBOSIKOBBIITYKJIbIE, C TPaBUPOBKOIl «PHZ» ¢ ofHOM CTOPOHEI.
Ha nonepeuHoMm pa3pese TabneTka 0T CBETIIO-KENTOTro 10 KEITOro CO cIadbIM 3eJI€HOBAaTHIM OTTEHKOM I[BETA.
dapmakoTepaneBTHYECKasi TPYNIAa: IPOTHBOTYOEPKYJIE3HOE CPEACTBO.
Kon ATX: JO4AK
DapMaKoJIOrHYecKHe CBOMCTBa
Dapmakoounamuxa
[TpoTHBOTYOEpKYIE3HOE CPEACTBO.
AxTuBeH B otHomeHun Mycobacterium tuberculosis u Mycobacterium bovis. O6nanaet BbipakeHHBIM HHITHOUPYIOIIIAM
JISWCTBHEM Ha XM3HECTIOCOOHOCTh MUKOOAKTEpHi TyOepKyIie3a, B TOM YHCIIE YCTOMYHMBBIX K JPYTHM IIPOTHBOTYOEPKYIe3HBIM
npernapaTam.
[TepXxJ1030H — MaJIOTOKCHYHOE BEIIECTBO, HE BHI3BIBAET CYIIECTBEHHBIX CTPYKTYPHO-(YHKIMOHANBHBIX HAPYIICHUH )KU3HEHHO
Ba)KHBIX OPTAHOB U CUCTEM, a TaKXKe pa3Apakarollero AeHCTBUSI Ha CIIU3UCTBIC 000IOUKHU KeTyJOYHO-KUIIEYHOT0 TPAKTA.
MexaHU3M IeHCTBUSA OKOHUATEIBFHO HE YCTAHOBJICH, H3yUCHHE IPOI0IKACTCS.
Dapmaxkokunemuka
ITocne nmpuema BHYTph [1epXxi1030H GBICTPO BCachIBaeTCA B XKEIYJOYHO-KUIIEYHOM TpakTe. BpeMs HocTHKeHNs MaKCUMAaIbHOM
KoHueHTparuu B kpoBu (TCmax) — 1,5-3 gaca. [Tocie onxHOKpaTHOTO IpHema BHYTpsh B 1o3ax 400 mr, 800 mr, 1200 mr u 1600
MI' MaKCHUMaJibHast KOHIIeHTpalus B kpou (Cmax) cocrasiser 2,61+0,34 mxr/mi, 5,07+£0,69 mkr/mi, 5,42+0,65 MKr/mi u
8,17+1,91 mxr/mi cootBercTBeHHO. [lepron nonyBbiBeieHUs coctabisier 12-27 yacoB. Bpems ycraHOBIIEHHS CTallMOHAPHON
koHieHTparuu (CSS) akTHBHOTO BEIIECTBA B KPOBH MPH NPOJOLKUTEIBHOM MpuMeHeHnn — 14 nxeii. KoHIeHTparus akTHBHOTO
BEIIECTBA B KPOBH MPU KypPCcOBOM IpuemMe npenapata (1 pas B CyTKH), u3MepeHHas 3a 15 MUHYT 10 TIpHeMa OuepeHON 10361
cocraniseT 23,4 MKT Ha | MII TUIa3MBI KPOBH.
[Tytn MeTab0a1M3Ma aKTUBHOTO BEIIECTBA HE YCTAHOBICHBI, U3YYEHHUE MPOOIKAETCS.
IToxa3anus K NPpUMEHEHHNI0
TyGepkyre3 nerkux, B T.4. C MHOXECTBEHHOH JIEKapCTBEHHOH ycToiunBocThio Mycobacterium tuberculosis (8 cocrase
KOMOMHHUPOBAHHOHN TepaIum).
IIpoTuBONOKa3aHMA
[ToBsImeHHast YyBCTBUTEIBHOCTH K JIEHCTBYIONIEMY BEIIECTBY MM K JIFOOBIM KOMIIOHEHTAM MpenapaTa, HapylneHne QyHKINU
MIEYSHU /WK 1oYeK (BO3MOKHOCTh IIPUMEHEHUs Npernapara y JaHHOW KaTeropuy NalMeHToB He U3y4eHa), 0epeMEeHHOCTb,
MepuoJ TPyAHOTO BCKapMIIMBaHUS, IeTCKUI Bo3pacT (1o 18 ner).
C 0CTOpPOKHOCTBIO
Tloxxunoit Bo3pacr.
IIpumMeHeHne Npy 6epeMEHHOCTH U B IEPHOJ TPYAHOT0 BCKAPMJIMBAHUSA
[Ipenapar mpoTHBOMOKAa3aH K MPUMEHEHHIO ITPH OEPEMEHHOCTH M B NIEPUOJT TPYIHOTO BCKAPMIIMBAHUSL.
Crnoco6 npuMeHeHUsI U 103bI
BuyTps, mocine npuemMa Uiy OAKH pa3 B cyTKH. [IpemapaTt Ha3Ha9aroT B3pOCIBIM U3 pacyera 9,5 - 12,5 Mr/Kr/cCyTKu: mpu Macce
tena meree 50 kr - 400-600 mr/cyTku; ¢ Maccoit tena 50-80 xr - 800-1000 mr/cyTku; ¢ Mmaccoii Tena 6osee 80 xr - He 60oee 1200
MT/CyTKH.
TTpoIOHKUTENBEHOCTD TEPAUU — JI0 3 MECSLIEB.
IToGouHoe aeiicTBHE
HexxenarenpHbIE peakIny CHCTEMAaTH3NPOBAHBI OTHOCUTEIHHO KaXKJON M3 CHCTEM OPTaHOB C MCIIOJIb30BaHUEM CIIEAYIOMIEH
KJIaCCU(UKAIIMK YaCTOTHl BCTPEYAEMOCTH BCEMUPHOI opraHM3anuy 34paBoOXpaHeHus: odeHb yactsie (>1/10); gacteie (>1/100,
<1/10); negactsie (>1/1000, <1/100); penxue (=1/10000, <1/1000); ogens peaxue (<1/10000), BKIrOUasi eTUHAIHbIE CIyJau.
Obwue: gacTeIe - TUXOPAJIKa, OTEYHOCTD JIMIIA, BEK; HEYACTHIC - OTEKH HIDKHUX KOHEYHOCTEH; OUeHb PEeIKHe - OIIyIICHHE JKapa.
Co cmoponbl Hep8HO-NCUXUYECKOU CUCMeMbl. 9aCThIe - TOJIOBOKPY)KEHHUE, TOJIOBHAs 00J1b, CI1a00CTh, IOTEPSI CO3HAHMUS,
COHJIMBOCTH/TIJIOXOH COH, HEHPOIICHXWIECKHE PEaKIuu (arpeccus, fenpeccus), nepedepudeckas HelponaTs; He4acThIe -




3aTOPMOKEHHOCTb, CITyTAHHOCTh CO3HAHHS, YyBCTBO OIJIYIICHHOCTH, CYZI0POXHBIE TI0IEPIHBAaHUS; €IMHUYHBIC CIIy4aH -
TeHEPAIN30BaHHbIE CYAOPOXKHbIE IPUIIAIKH.

Co cmoponul cepoedno-cocyoucmot cucmemul: 4acTble - OpaguapuTMHs; HEYACThIC - OLYIIEHHE CepILEcONeH s, YXYALIEHHE
MeTaboJIMYECKHX MPOLIECCOB B MHOKap/Ee; OYE€Hb PEJKHE - CHIDKCHUE apTepUaIbHOTO AaBJICHHS, TaXUKAPIHS.

Co cmoponvl ObixamenbHoU cucmembl: OYSHb PEIIKUE - OPOHXOCTIA3M.

Co cmoponvl nevenu u nuwesapumenbHol CUCHeMbl: 9aCThIe - TSDKECTh U 00JIb B ANIUTacTpalibHOM 00J1acTH, TOIIHOTA, PBOTA,
JKUJKUH CTYJI; HEYacThble - TOpedb BO PTY, U3XKOT'a, FeIaTUT.

Co cmopouwl opeana 3penusi: He4acTble - CBETOOO0SA3Hb.

Co cmopombl KOCMHO-MbIUEYHOU CUCMEMbL. YACThIE - APTPAITHH.

Annepeuueckue peaxyuu. 4acTble - 3yJ, ChbIllb; OYEHb PEIKUE - THIIEPEMUsI KOXKH, TOKCUKO- aJlJiepruieckue peakiuy,
AQHTUOHEBPOTHUYECKUH OTEK.

Co cmoponvl 1abopamopHix noxkasameneu: 9acTble - J03UHOPIINS, aHEMUS], THIIEPYPUKEMHUSL, TUTIEPKATHUEMHUSI, YBEINUCHNE
ypOBHS OMIIMpYOHHA, KpeaTHHUHA, TIIIOKO3bI KPOBH, MOBBIIIIEHUE aKTHBHOCTH «II€UE€HOYHBIX» TPAHCAMUHA3, CHI)KEHNE YPOBHS
KpeaTHHUHA MOYH, SPUTPOLUTYPHS, IPOTEUHYPHS; HEYacThle - TPOMOOLUTONICHHUS, THIIepHATpUeMHUs, TToBbIeHue yposHs JIJT,
TTI" kxpoBH, TEHKOLUTYPHUSL.

Ilepeno3upoBka

Jannslie 06 ocTpoii nepeno3uposke npu npueme [lepxinozona y moneit 0TCyTCTBYIOT.

Jleyenue: cnenuduyeckuii aHTH0T HensBecTeH. [Ipu nepeno3npoBKe ciaeayeT NPOBOANTH OO0 HOAJECPKUBAIOLIYIO TEPATIHIO C
KOHTPOJIEM OCHOBHBIX (DPM3HOJIOTMYECKUX TT0Ka3areneil. PekoMeHayeTcst mpoMbIBaHUE KeyAKa, Ha3HayeHHe aKTHBUPOBAHHOTO
YIS

B3anmopeiicTBHe ¢ APYTUMH JeKaPCTBEHHBIMH CPeACTBAMHI

B3aumoneiicTBue ¢ qpyrumMu JeKapCTBEHHBIMU CPeACTBaMHU M3Y4E€HO HEAOCTaTOYHO.

[Tpu onHOBpeMeHHOM npuMeHeHuH [1epxiio30Ha ¢ IpyruMH IPOTHBOTYOEPKYIE3HBIMHU TIpenapaTaMu (H30HHA3HUIOM,
aMHKallMHOM, pU(a0dyTHHOM, pH(AMIUIIMHOM) OTMEYAETCs yCUICHHE aKTUBHOCTH B OTHOLICHUH MUKOOAKTepHii TyOepKyiesa,
IPU 9TOM HEOOXOAMMO YYUTHIBATh BO3MOKHOCTh B3aMMHOT'O TOTEHIIUPOBAHUSI TOOOYHBIX 3P PEKTOB.

Oco0ble ykazaHus

IIpu pa3BUTHH aJUIEPrHUECKUX PEaKLUil peKOMEHAyeTCs OTMEHUTD mpemnapart. [ KynupoBaHUs JUXOPaAKHU He HCIOIb30BaTh
METaMH30J1 HaTpus (aHaIbI'MH). B ciydae pa3BUTHS APYTHX BBILICTIEPEUUCICHHBIX TOOOUHBIX PEaKIMi CIIeAyeT paCCMOTPETh
BO3MOYKHOCTh CHIDKEHHsI 10361 10 400 MI/CYTKH WM OTMEHBI TIpernapara.

BinsiHne Ha cOCOOHOCTH YNIPABIAATH TPAHCIIOPTHBIMH CPEACTBAMM M MeXaHU3MaMH

He npoBoannocs crenuanbHOT0 U3ydeHus BausHus [lepxo30Ha Ha CIOCOOHOCTH YIPaBIATh aBTOMOOMIEM U paboTaTh ¢
texHuKoi. Takne no6ounble 3¢ PeKTH Mpenapara, Kak roJIOBOKpYKeHHe, c1ad0CTh, COHIMBOCTH (CM. Takxke pasaen «[Tlodounoe
JieficTBUE» ), MOTYT yXY/IIaTh PEaKIIMOHHYIO CIIOCOOHOCTD U CIIOCOOHOCTh K KOHLIEHTpAI[MM BHUMaHUA. Bo BpeMs neueHus
Ilepxy1030HOM HEe peKOMEHAYeTCs YIIpaBIeHUE TPAaHCTIOPTHBIMHU CPEJICTBAMH, & TAK)XKe 3aHATHE MOTEHIIMAIbHO OIIACHBIMU BUIaMHU
JIeSTeNIbHOCTH, TPEOYIOLMMH MOBBIILICHHOW KOHIIEHTPAIIMU BHUMaHUsI U OBICTPOTHI IICUXOMOTOPHBIX PEaKIIHU.

®opMa BbINIYCKA

TabneTku, MOKPHITHIC MICHOUHOU 00004K0i 200 Mr, 400 Mr

Ilepsuunas ynaxkoeka 1ekapcmeennozo npenapama

[To 10 TabieTok MOMENIalT B KOHTYPHYIO STUEHKOBYIO YIIAKOBKY M3 IUIEHKH NOJIMBUHWIXJIOPUIHON U (DOJIBI'H QIFOMHUHUEBOI
[I€4aTHOH JIAKUPOBAHHOM.

ITo 50 i 100 TabreTok moMerarT B OaHKY MOJUMEPHYIO C KPBIIIKOW HATATUBAEMOM ¢ KOHTPOJIEM TIEPBOTO BCKPBITHS.
CB0601HOE ITPOCTPAHCTBO 3AMOJIHAIOT BaTOi MeauuMHCKONW. Ha 6aHKM HaKJIEUBAIOT STUKETKH U3 OyMaru 3THKETOYHOMN MK
MHUCYeil, WK U3 TOJIMMEPHBIX MaTEPHUAJIOB, CAMOKJIICIOIIIHECS.

Bmopuunas ynaxkoeka n1ekapcmeennozo npenapama

ITo 5 unm 10 KOHTYPHBIX SYEHKOBBIX YIAKOBOK BMECTE C MHCTPYKIIMEH 1O MPHUMEHEHHIO TOMEIIAI0T B YKy U3 KapToHA IS
MOTPEOUTENBCKOM Taphl MOATPYII XPOMOBBIN MM XPOM-3p3all, HJIU IPyroro aHAIOTHYHOr0 KayecTBa. [lauky momeniaroT B
IPYNIIOBYIO YIIAKOBKY.

ITo 1 OaHke BMecTe ¢ HHCTPYKLHMEH 110 MPUMEHEHHIO TOMEIAIOT B MAYKy U3 KapTOHA JJIS MOTpebuTensckoif Tapsl. [laukn
MOMENIAIOT B IPYIIIOBYIO YIIAKOBKY - KOPOO U3 ro)pupOBaHHOTO KapTOHA.

Cpok roaHocTu

4 rona. He ucmonp30BaTh 10 HCTEYEHUH CPOKA, YKa3aHHOTO Ha YIIaKOBKE.

Yciaosus xpanenust

B cyxoM 3amuiieHHOM OT CBeTa MecTe MpHu TemrepaTtype He Boitie 25°C.

XpaHuTh B HEAOCTYITHOM JUISI IeTel MecTe.

YciaoBus ornmycka

OTIycKAaroT MO PeIenTy.

IIpousBoaurenns

AO «®PapmacunTes», Poccus.

FOpunnaeckuii agpec:

664007, r. UpkyTtck, yi. KpacHorBapaerickas 1. 23, od. 3.

Anpec pon3BOACTBEHHOMH IIJIOMIAIKH:

r. Upkyrck, yi. P. JlrokcemOypr, a. 184.

IIpeTen3un noTpeduTeNEii HANPABJSATD MO aJIpecy

AO «Dapmacunresy, Poccusi, 664040, r. UpkyTck, yi. P. JliokcemOypr, 1. 184,

tei.: (3952) 55-03-55, dakc: (3952) 55-03-25



