JICP-002590/09-020409

HHCTPYKIIUA
N0 MeJHLIMHCKOMY NIPHMEHEHHIO MpenaparTa
PHDAIIEKC
Pemc'rpaunouui’m HoMep:
Toprosoe nazpanue: Pudanekc
MexayHapoaHoe HeNnaTeHTOBaHHOe Ha3BaHUe: pUdaneHTHH
Xumuueckoe Hazpanue: 3-[[(4-Lluknonentun-1-nunepasuuun) umuHo]-metun] pudaMuuux
JlekapcTBeHHast popma: TabNeTKH, NOKPLIThIE MIIEHOYHOH 0060/104KOi
Cocras: Ha | Tabnerky.
Axmuenoe sewgecmso: pudaneHtut - 150 mr

Bcnomozamenenvie  sewjecmea:  uenmonoza  MuUKpokpuctamauueckas (RANQ- PH

102),

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

naypuncynsdar, auHaTpus saerar, runponoza (Klucel EXF), kpeMHHS OMOKCHI KOJUIOMAHEIH

(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-KOPUYHEBOIO LIBETa KPYIJIble, MOKPBITHIE MIIEHOUYHOH 000JI04KO# TabNeTKU ¢ pa3aenuTeNbHOil

HaceyKoH ¢ OHON CTOPOHBI U IIaJKHUE C APYroi CTOPOHBI.

Bua ua uzaome:
TabNeTKH Ha U3TIOME TEMHO KpacHO-KOPUYHEBOIO LIBETA.
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dapMakoTepaneBTHYECKAsl FPynNa
TTpoTuBOTYO€EpKYNE3HOE CPEACTBO, AHTUOUOTHK-aHCAMHULIMH.
Kon ATX: JO4ABOS

dapmakojorutecKue cBoiicTsa

DapmakoouHamuka

Pudanentun  aBidercd npou3BOAHBIM pHpaMuULMHA ¥ 00najaeT NPUMEPHO TAKUM Ke
npo¢uaeM MHKpOOHOIOTHYECKOH aKTUBHOCTH, Kak pupamnuiyH, uurubupyer JJHK-3asucumyio PHK-
nonumepasy B YYBCTBHTENBHBIX WTammax Mycobacterium tuberculosis, HO He B KjeTKax
MJICKOMHUTAIOWMX. B npenenax TepaneBTHYECKMX KOHLEHTpaUWii pudaneHTHH NposeiseT GaKTepUIIMAHOE
JlefiCTB1E KaKk MPOTHB BHEKJIETOUHBIX, TAK U BHYTPUKJIETO4YHBIX Gakrepuii M. tuberculosis .

l']p’n nedyeHuu TyGepKkynesa pezumeﬂmue 6aKTepMM,‘an0yTCTByIOLuMe B HEGOMBLIOM KOJIMYECTBE
cpeau GOMBLIOH MOMYMALMM YYBCTBUTENbHBIX MUKPOOPIraHU3MOB, MOTYT ObICTPO Pa3sMHOXKTHCS W CTATh
npeobnapaownumu. Crnefyer onpeaeniTh HyBCTBUTENBHOCTh M30nATOB M. tuberculosis x u3oHMazuny,
pudaMnuuuHy, nupasMHamuny, O3TamOyTony, puUGaneHTHHY M K JAPYrdM MpPOTHBOTYOEpPKYJIE3HBIM
npenapataM. Eciau pe3yiabTaTel TeCTOB CBHAETENBCTBYIOT O PE3UCTEHTHOCTH K JIOOOMY M3 3THX
NpenapaToB M MAaLMEHT HE OTBEYAET Ha JISYEHHE, TO HEOOXOAUMO U3MEHHUTD pexkuM Tepanuu. CylecTsyer
BBICOKHI ypOBEHb IEPEKPECTHON pe3ncTeHTHOCTH M.tuberculosis Mexny pudaneHTHHOM M ApyrMMU
pudaMuumHamy, Toraa kak dakrepun M.tuberculosis, pe3ucTeHTHbIe K pudaMnuLMHy ¥ pudaneHTHHY He
00J1afal0oT MEPEKPECTHONH  PE3UCTEHTHOCTBIO K  JAPYTMM  NpPOTHBOTYOSpKYNE3HBIM  Mperaparam

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

DapMaKoKuHemuKa

buonoctynHocts  nocine npuema oaHoit Ao3bl 600 Mr cocraBaster 70 %. IMocne npuema
600 Mr MaxcHMaJlbHas KOHLIEHTpalus pudaneHTHHa B MJia3Me JOCTUraeTcs uepes 5-6 u.
CreneHb cBA3bIBaHUA c OenkaMu TmmasMmbl pudaneHTMHa W ero akTHBHOro Merabonura 25-
nesanerunpudanenTuHa cocrasnsiet 97,7 m 93,2 % coorserctBeHHo. C mouoii 3kckpetupyetcs 17 %
pudaneHTHHa M pOACTBEHHBIX coeauMHeHuWi. Ilepuox nonyBbiBefeHUs pudaneHTHHAa COCTABISET
npubnuzurensHo 14-17 yacos.

Ilokazanus K NpHMEHENIHIO

BriepBhie BBIABJICHHBII JIEKapCTBEHHO-4yBCTBUTENBHBII TyOepKynes (Bce GpopMBI); B OCTpoit cTaguu

Ty6ep1<ynesa H B CTaJUH O0JNCUHBAHUA.
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Pudanentun  HaszHauaercs B KOMIUICKCHOH Tepanud, B KOMOMHaUMH C  JApYyrMMH

NpoTHBOTYOEpKyIE3HBIMH NpenaparaMy, He MPUHALIEKAINAMH K rpymnne pudaMuumta.

IIporuBonokazanus

- [ToBbIlIeHHAs YYBCTBUTENBHOCTD K pudaMHIIIHAM.

- 3aboneBaHMs MEYEHH M KENYA0UHO-KHLIEYHOrO TpakTa B ocTpoii daze.
- bepemenHocTh, epuoa NaKTaLMH.

- TpomGodnedur.

- Jletu go 12 ner.

C 0cTOpPOKHOCTHIO
- y MalMEHTOB € BhIPaKEHHBIM aTePOCKIIEPO30M,

- NNpH HOCUTECJIECTBE renarura BuC.

Cnoco0 npuMeHEeHHs U J03bl

BHyTps, | pa3 B cyTky, HE3aBUCHMO OT NpHEMa IHULLH.

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

OnHoBpeMeHHO C pUGANEHTHHOM B OCTPOH (ase nNeueHus, Ha3HAYAIOT MPOTHBOTYOEPKye3Hble
npenaparsl MEpBOro psAjfa: M30HHA3WI, 3TaMOyTOJ, NUpasMHaAMUA B. 033X, COOTBETCTBYIOLIMX
MHCTPYKLIUAM IO MPUMEHEHHIO 3TUX NpenapaTos.

ITpu Heo6X0aMMOCTH BHYTPHUMBILIEYHO BBOAMTCA CTPENTOMHLMH, MM TPH €ro YCTOWYHUBOCTH,
KaHaMHULMH.

I1pyu HEMEpeHOCUMOCTH OAHOTO U3 MPENapaToB, Ha3HAYAEMBIX ¢ PUGANEHTHHOM, er0 MOXKHO 3aMEHUTE

Ha MpOTHOHaAMH 1, UMKJIOCEPHUH UJTH J'ICBO(I).HOKCZIIU/IH.

IlobouHoe aeiicTBHE

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

[oBeiLIEHHE AKTUBHOCTH «TIEYEHOYHBIX» TPAaHCAMHHA3, JIEKAPCTBEHHBIM TenaTuT, JXeNTyXa.

Co cmoponvl cucmemst kposu: TPOMOOLMTONEHHUS, NeHKONEHHs, aHEMHU.

Hepeabmponxa
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CumnToMebl: TOUIHOTA, pBOTA, AUAPEA, NOBBIMICHUE aKTUBHOCTH «IMIEYCHOYHBIX)» TpaHCaMHHa3,
FCIIaTUT, XKEIATYyXa, Tp0M60[II/ITOI"IeHl/Iﬂ, JICI‘/‘[KOHCHHS{, aHEMHUA.
Jleyenue: NMPpOMBIBAHHUE KENYAKA, CUMIITOMATHYECKAsA TEpariisa, Ha3HAUYCHHUE KEJTUYCTOHHBIX

npenaparos, JUYPETHKOB.

B3aumopneiicTBie ¢ ApyruMH JeKapcTBeHHBIMH NpenapaTamMu
Pudanentun unayuupyer depmeHTs cucteMsl nuroxpoma P 450; yckopseT MeTaGonusm

JIEKapCTBEHHBIX CPEICTB.

ITupasunamup 3aMmennseT BolBeAeHUe pudaneHTHHA.

HM3onuasua ¢ pudaneHTHHOM, NPOTHOHAMMA C pU(aneHTHHOM — CHHEPTUCTHI; MIPH UX COYETAHUN
NOBBIIAETC AHTUMHKPOOHAsA AaKTUBHOCTb.

He pexomennyercs onHoBpeMenHoe HasHaueHue pudanentuHa ¢ [TACK, T.x. [TACK Hapyuiaer
BcachlBaHUE pUdaneHTHHa.

[lanmentam, NPUHUMAIOLIMM aHTALMBI, PEKOMEHAYETCA TPUHUMATh pU(aneHTUH He MEHee YeM 3a
1 4. uu cnycTs 2 Y. NoC/e PHEMa aHTAlMIOB. B '
OnHOBpEMEHHBII PHEM ANKOT0JIs1 MOXKET YBEJIUYNUTb PUCK MOPAXKEHHS MEUSHHU.

Ocobb1e ykazanus

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

INanueHTam, NpUHUMAIOIUM pUBANIEHTHH, HE CJIEyeT HOCUTh KOHTAKTHBIE JIMH3BI.

Bo Bpems neuenus pudaneHTHHOM Heo0XOaUMO:

exeMecs4HOe NPOoBeeHNE aHATN30B KPOBU, MOUYH; OTIpE/ieNIeHHE aKTHBHOCTH «IT€YE€HOYHBIX)
TpaHCaMHHa3; OUaHpyOHHa NPAMOTO U HEMpPAMOTro.

Knunnueckuit MaTepyan aas Kyl1bTUBUPOBAHUSA MUKOOAKTEPHIA U ONPEEeNICHHs UX YyBCTBHUTENbHOCTH
HeoOxoaumo OpaTh 0 Hauaa JIEeYEHHs, a TAK)Ke B NPOLIECCE JIEUSHHs MOCIIE ABYX-TPEXAHEBHOTO
nepephia B ICYEHUHU C LIEIbI0O MOHUTOPUHTA TEPaneBTHYECKOro OTBETA.

Pudanentns He/ip3s KOMGHHHPOBATL ¢ IIPENAPaTaMH, IPHHALIEKALIMM K rpynmne pmbéMnuuHa.
IlepopanbHble  KOHTPALENTUBLI B KOMOMHAUMU ¢ pudaneHTHHOM ManosddextuHel. Cnenyer
MCTIONB30BATh APYTHE CPEACTBA KOHTPALCIILIHH.

[Tpy1 Ha3HaYeHUH NPEIHU30N0HA, CEPACYHBIX IIMKO3UA0B (NMPOH3BOAHBIX HANEPCTAHKH), peHazenama
COBMECTHO C  pH(aNeHTHHOM, CIefyeT YUUTHIBATh CHIDKEHHE KOHLICHTPALUH 3THX TIPENaparos.
®dopma BeINYyCKA

TabneTku, NOKpbITHIE TUIEHOYHO 0600uKOi, 150 M.



JICP-002590/09-020409

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

Ilo 100 TabGmeTok B TMONM3THICHOBBIA MaKeT € MOCNEAYIOLIMM BJIOXEHHEM B KOHTeiiHep M3
TMOJIMITHIICHA BBICOKOH MJIOTHOCTH BMECTE C MHCTPYKUUEH N0 NPUMEHEHHUIO.

VYnakoBka ans crauuoHapos. I1o 100 uau 500 TaGneTok B NOJUITUNEHOBHIH NAKeT, € HOCAEAYIOUIUM
BIOXKEHHEM B KOHTEHHEp M3 MONMITHIEHA  BBICOKOH NJIOTHOCTH, BMECTe C HMHCTPYKUMEH [0
NPUMEHEHHUIO.

YcaoBust xpanenust

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

XpaHUTb B HEJOCTYITHOM IS AIeTeit MecTe.

Cpok rogHocTH

2 rona.

He HCNIONB30BATH MI0C/E HCTEYEHNS CpOKa rOJTHOCTH, yKaéaHHoro Ha ymaKoBKe.

YcaoBus oTnycka U3 anTek-

I'lo peuenty Bpaua.

Hpouspogurenn

«JIIOIIHUH JItn.», Unous

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

[Tperensun norpebuTeneii HaNpaBIATh N0 afpecy:

ITpeacraBurensctBo «JIFOIIUH JIta.» B PO:

119571, r. MockBa, yn. 26 bakuHckux koMuccapos, oM 9, od. 40.

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

E-mail: lupin@co.ru

H. o. nupexropa UIKIJIC

[IpencraButens Gpupmsl




