JICP-002590/09-020409

HHCTPYKIUA
N0 MeJHLIMHCKOMY NIPHMEHEHHIO MpenaparTa
PHDAIIEKC
Pemcrpaunouniﬂﬁ HoMep:
Toprosoe nazpanue: Pudanekc
MexayHapoaHoe HeNnaTeHTOBaHHOe Ha3BaHUe: pudaneHTHH
Xumnueckoe Hazpanue: 3-[[(4-Lluknonentun-1-nunepasuuun) uMuHo]-metun] pudaMmuuuH
JlekapcTBenHasn gopma: TabneTku, NOKPLITHIE MIIEHOUHOH 0060104YKOi
Cocras: Ha 1 Tabnerky.
Axmuenoe sewgecmso: pndaneHtut - 150 mr

Bcnomozamenenvie  sewjecmea:  uenmonoza  MuUKpokpuctamauueckas (RANQ- PH

102),

KapOOKCUMETU/IKpaxMall HaTpus, KpaxMall NpeXelaTHHU3UPOBAHHBIM, HATpUA acKopOaT, HaTpus

naypuncyabdar, auHatpus sgerat, rumponosa (Klucel EXF), kpeMHHs QUOKCHA KOJIOMIAHBIN

(Aerosil 200), kanpLusa cTeapar.

Oé6onouxa: runpomennosa (Methocel ES LVP), runpomennosa (Methocel E15 LVP), makporon 4000,

THTaHa JUOKCHUJ, TalbK, KpacuTenb dkene3a okcui KpacHblif (Sicopharm Red 30), cumerukona

amyabcus (30 %).

Onucanue:

KPacHO-KOPHUYHEBOTO LIBETa KPYIJIble, MOKPBITHIE MICHOUYHOH 000JI04KO# TabNeTKH ¢ pa3aenuTeNbHOi

HaceyKoH ¢ OHON CTOPOHBI U INIaJKHUE C APYroi CTOPOHBI.

Bua na uzaome:
TabNeTKy Ha U3TIOME TEMHO KpacHO-KOPUYHEBOIO LIBETA.
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dapMakoTepaneBTHYECKAsl FPynNa
TTpoTuBOTYOEpKYNE3HOE CPEACTBO, AHTUOMOTHK-aHCAMHULIMH.
Kon ATX: JO4ABOS

dapmakojorutecKue cBoiicTea

DapmakoouHamuxa

Pudanentun  sBndercd npou3BOAHBIM pHpaMuULMHA M 00nafaeT NPUMEPHO TAKUM ke
npoguaeM MHUKpOOHOIOTHYECKOH aKTUBHOCTH, Kak pyupamnuiuH, uurubupyer JJHK-3asucumyio PHK-
nonumepasy B YYBCTBHTENBHBIX wWTammax Mycobacterium tuberculosis, HO He B KjeTKax
MJICKOMHUTAIOWMX. B npenenax TepaneBTHYECKHX KOHLEHTpaLWii pudaneHTHH NposeiseT GaKTepUIIMAHOE
JieiCTBHE KaK NPOTHB BHEKJIETOUHBIX, TaK H BHYTPUKJIETOUHBIX GakTepuii M. tuberculosis .

ﬂp‘n neveHnH TyOepkyesa pezuc'reﬂmble 6amepun,‘npucyTCTBytomne B HEGOTBIIOM KONHYECTRE
cpean GoJbLIOH nonysuMH YyBCTBUTEIbHBIX MUKPOOPIaHU3MOB, MOTYT OBICTPO Pa3MHOXUTHCS U CTaTh
npeobnapaownumu. Crnefyer onpeaeniaTh HyBCTBHTENBHOCTh M30nATOB M. tuberculosis x u3oHMazuny,
pudamnuuuHy, nMpasuHamupy, 3TamOyTony, pudaneHTMHY M K JpPYTMM MpPOTHBOTYOEpPKYJIE3HBIM
npenapataM. Ecau pe3ynbraTtel TECTOB CBHIETENBCTBYIOT O PE3MCTEHTHOCTH K JIIOOOMY M3 3THX
NpenapaToB M MAaLMEHT HE OTBEYAET Ha JISYEHHE, TO HEOOXOAUMO U3MEHHUTD pexkuM Tepanuu. CylecTByer
BBICOKHI ypOBEHb IEPEKPECTHON pe3ncTeHTHOcTH M.tuberculosis Mexny puganeHTHHOM M ApyrHMU
pudamuLnHaMH, Toraa Kak 6akrepun M.tuberculosis, pesrcTeHTHbIe K pudaMnuLnHy ¥ pHudaneHTUHY He
o0najaloT MEpPeKpecTHOM  PE3UCTEHTHOCTBIO K  APYTMM  NpPOTHBOTYOEpKYNE3HBIM  MperapaTam

HepH(paMHULMHOBOTO pA/ia, TAKMM KaK U30HHA3UA U CTPENTOMHLIMH.

DapMaKoKuHemuKa

buogoctynnocTs nocine npuema oaHoit Ao3bl 600 Mr cocraBaster 70 %. IMocne npuema
600 Mr MaxcHMaJlbHast KOHLIEHTpalus prudaneHTHHa B MJla3Me JOCTUraeTcs uepes 5-6 u.
CreneHb cBA3bIBaHUA c OenkaMu mmasMmbl pudaneHTHHa W ero akTUBHOro Merabonura 25-
nesanerunpudanenTuna cocrasnsier 97,7 m 93,2 % coorserctBeHHo. C mouoii 3kckpetupyercs 17 %
pudaneHTHHa M pOACTBEHHBIX coeauMHeHWi. Ilepuox nonyBbiBefeHUs pudaneHTHHA COCTABISET
npubnuzurensHo 14-17 yacos.

Ilokazanus K NpHMEHEIHIO

BriepBhie BBIABJICHHBII JIEKapCTBEHHO-UyBCTBUTENBHBII TyOepKynes (Bce GpopMsl); B OCTpoit cTaguu

Ty6ep1<ynesa H B CTaJUH A0JCUHBAHUA.
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Pucdanentnn  HasHavaercs B KOMIUIEKCHOW TepanuM, B KOMOMHauMu C  JApYruMu

NpoTHBOTYOEpKYIE3HBIMH NpenaparaMy, He MPUHALIEKAINAMH K rpymnne pudaMuumta.

IIporuBonokazanus

- [ToBbIlIeHHAs YYBCTBUTENBHOCTD K pUdaMHIIMHAM.

- 3aboneBaHMs MEYEHH M KENYA0YHO-KHLLIEYHOrO TpakTa B ocTpoii daze.
- bepemenHocTh, epuoa NaKTaLMH.

- TpomGodnedur.

- Jletu go 12 ner.

C 0cTOpPOKHOCTHIO
- y MalMEHTOB € BhIPRKEHHBIM aTe€POCKIIEPO30M,

- NNpH HOCUTECJIECTBE renarura BuC.

Cnoco0 npuMeHEeHHs U J03bl

BHyTps, | pa3 B cyTky, HE3aBUCUMO OT NpHEMa MHUILLH.

CyrouHas no3a pudanentuna 10 mr/ kr maccsl Tena - 2-3 pasa B HEZEIIO.

OnHOBpeMEHHO C pU(ANEHTHHOM B OCTPOH (ase nNeueHus, Ha3HAYAIOT MPOTHBOTYOEPKye3Hble
npenaparsl MEpBOro psAjfa: M30HHA3MI, 3TaMOyToJ, NUpPasMHAMUA B. 033X, COOTBETCTBYIOLIMX
MHCTPYKLIUAM IO MPUMEHEHHIO 3TUX NpenapaTos.

ITpu HeoOX0IMMOCTH BHYTPHUMBILIEYHO BBOAMUTCA CTPENTOMHLMH, MM TPH €ro YCTOWYHBOCTH,
KaHaMHULYH.

I1py1 HEMEpeHOCUMOCTH OAHOrO U3 MPENapaToB, Ha3HAYAEMBIX ¢ pUGANEeHTHHOM, er0 MOXKHO 3aMEHUTE

Ha MpOTHOHaAMH 1, UHKJTOCEPHUH UJTH J'ICBO(I).HOKcaul/IH.

IlobouHoe aeiicTBHE

Annepzuveckue peakyuu: TMXopaaKa, A€PMaTUT, 303UHOPHUIHS, aHADUIAKTHUECKHIA IIOK.
Co cmoponul dcenydouHo-kuueyHo20 mpakma: TOUHOTa, pBoTa, Auapes.

[oBeiLIEHHE AKTUBHOCTH «TIEYEHOYHBIX» TPAaHCAMHHA3, JIEKAPCTBEHHBIH TenaTuT, JXenTyxa.

Co cmoponvl cucmemst kposu: TPOMOOLMTONEHHUS, NeHKONEHHs, aHEMHU.

Hepeabmpomca
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CumnToMebl: TOUIHOTA, pBOTA, AUAPEA, NOBBIMICHUE aKTUBHOCTH «IIEYCHOYHBIX)» TpaHCaMHHa3,
FCIIaTUT, XKEITYyXa, Tp0M60[II/ITOI"IeHl/Iﬂ, JICI‘/‘[KOHCHI/IR, aHEM MU,
Jleyenue: NMPpOMBIBAHHUE KENYAKA, CUMIITOMATHYECKAA TEpaIriisa, Ha3HAUYCHHUE KEJTUYCTOHHBIX

npenaparos, JUYPETHKOB.

B3aumopaeiicTBie ¢ ApyruMH JeKapcTBeHHBIMH NpenapaTamMu
Pudanentun unayuupyer depmeHTs cucteMsl nuroxpoma P 450; yckopseT MeTaGonusm

JIEKapCTBEHHEBIX CPEACTB.

[Tupasunamuy 3amenseT BoiBegeHue pudaneHTHHA.

HM3onuasua ¢ pudaneHTHHOM, NPOTHOHAMMA C pU(aNeHTHHOM — CHHEPTUCTHI; MIPH UX COYETAHUN
NOBBIIAETCA AHTUMHKPOOHAsA aKTUBHOCTb.

He pexoMennyercs onHoBpeMenHoe HasHaueHue pudanentuHa ¢ [TACK, T.x. [TACK napyuiaer
BcachlBaHUE pUdaneHTHHa.

[NTauueHTam, MPUHUMAIOLIMM aHTALMABl, PEKOMEHYETCSt MPUHUMATEL pH(DANEHTUH He MEHEE YEM 3a
1 4. um cnycTs 2 Y. NoC/e NPHEMa aHTAlMIOB. B '
OnHoBpeMeHHBIH ITPUEM aNKOros MOXKET YBETHYUTb PUCK MOPAKEHUS TIEUEHH.

Ocobb1e ykazanus

PudaneHTHH MOXeT NpuaaBaTh KPaCHOBATO-OPaHIKEBBIH LIBET MOYE, KOKE U CEKPETHPYEMBIM
HUAKOCTAM.

INanueHTam, NpMHUMAIOWIUM pUGANIEHTHH, HE CJIeyeT HOCUTh KOHTAKTHBIE JIMH3BI.

Bo Bpems neuenus pudaneHTHHOM HeoGXOaUMO:

exeMecsYHOe NPOBEeIeHNE aHaTM30B KPOBH, MOYM; OTIpe/ie/IeHHe aKTHBHOCTH «IE€YEHOUHEBIX)
TpaHcaMHHa3; GunupyorHa NpAMOro M HeMmpsAMOro.

Knunnueckuii MaTtepuan ans KyabTHBUPOBaHWSA MUKOOAKTEPHI ¥ ONPEAENCHUS UX YyBCTBUTEIEHOCTH
Heo0XoaMMo OpaTh [0 Ha4aa JIedeHHs, a TaKXKe B NPOLIECCE JICYEHHs M0C/IE ABYX-TPEX JHEBHOTO
nepepsiBa B JICYEHUHH C LIE/1bI0 MOHUTOPUHIA TEPANEBTHYECKOTO OTBETA.

PudanentnH He/ib3s KOMGHHHPOBATL C IPENApaTaMH, IPHHALIESKALIMM K FPyIe pudaMHLuHa.
IlepopanbHble  KOHTPALENTHBLI B KOMOMHAUMU ¢ pudaneHTUHOM ManoadpdextusHsl. Crenyer
MCTIONB30BAaTh APYTHe CPEACTBA KOHTPALETILIUH.

[Tp1 Ha3HaYeHWH NPEIHU300HA, CEPACYHBIX IIMKO3UA0B (NPOM3BOAHBIX HANEPCTAHKH), peHazenama
COBMECTHO C  pH(aNeHTHHOM, CIeAYyeT YUUTHIBATh CHIDKEHHE KOHLICHTPALUH 3THX TIPENaparos.
®dopma BeINYyCKa

TabneTku, NOKpbITHIE TLIEHOYHON 0600uKOi, 150 M.



JICP-002590/09-020409

ITo 8 Tabnerok B anrOMUHHI/ATIOMUHUEBBII CTPHI, JIAMUHUPOBaHHBIH noavatuneHoM. Ilo 1 uau 8
CTPHIOB MOMEILAIOT B KAPTOHHYIO NAYKy BMECTE C MHCTPYKLMEN 1O MPUMEHEHHUIO.

[lo 100 TabmeToKk B TNONM3THICHOBBIA MAKeT € MOCNEAYIOLIMM BJIOXEHHEM B KOHTeiiHep M3
TOJIMITHIICHA BBICOKOH MIOTHOCTH BMECTE C MHCTPYKUUEH M0 NPUMEHEHHUIO.

VYnakoBka ans crauuoHapos. I1o 100 unu 500 TaGneTok B NONUITUNEHOBHIIH NAKET, € HOCAEAYIOUIUM
BJIOXKEHHEM B KOHTEHHEpP M3 MONMITHIEHA  BBICOKOH TNJIOTHOCTH, BMECT€ C HHCTPYKUHMEH [0
NPUMEHEHHUIO.

YcaoBust XxpaHenust

B cyxom mecTte, npu Temmneparype He Boie 25 °C.

XpaHUTb B HEJOCTYIIHOM IS AeTeil MecTe.

Cpok rogHocTH

2 rona.

He HCNIONB30BATH M10C/E HCTEYEHNS CpOKa rOJTHOCTH, yKaéaHHoro Ha ymaKoBKe.

YcaoBus oTnycka U3 anTek-

I'lo peuenty Bpaua.

Hpouspogurenn

«JTIIOIUH JItn.», Unnus

A-28/1, Om Aii [Tu Cu, Unkantana, Aypadraban — 431210.

[Tperensun norpebuTeneil HaNpaBIATh N0 azpecy:

ITpencraBurensctBo «JIFOIIUH JIta.» B PO:

119571, r. MockBa, yn. 26 bakuHckux KoMuccapos, aom 9, od. 40.

Ten./daxc: (495) 434-64-08/81-52.

E-mail: lupin@co.ru

H. o. nupexropa UKIJIC

[IpencraButens Gpupmsl




