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OBIIIAS] XAPAKTEPUCTHKA JIEKAPCTBEHHOFO TiPEAPATA = 002)

1. HAUMEHOBAHHE JIEKAPCBEHHOTI'O IIPEITAPATA:

[Tporrnonamu, 250 mr, TaGIETKH, TOKPHITHIE TUICHOYHON 000JI0YKOM

2. KAUYECTBEHHbBINA U KOJJUYECTBEHHBII COCTAB:

JelicTByrolee BemecTBO: MPOTHOHAMH/.

Kaxnas tabnerka, MOKpbITast INIEHOYHOH 000JI0YKOH, comepkuT 250 Mr mpoTHOHAMUIa.
BcnomorarensHble BeIecTBa, HATMYHE KOTOPBIX HAJI0 YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
Ipernapara: JakTo3bl MOHOTUApAT (cM. pas3zaensl 4.3, 4.4).

ITonnapri NEpCUCHL BCIIOMOT'aTCIIbHBIX BCUICCTB IIPUBCACH B pa3JCiIiC 6.1.

3. JIEKAPCTBEHHAS ®OPMA:
TabneTku, MOKPHITHIE TNIEHOYHOH 000I0UKOH.
KopuuneBaro-xenToro IBeTa, KpyIJible, TBOSKOBBHIMyKIble. Ha momepedHoM paspese sapo

Ta0JIETKU APKO-XKEJIITOIO LBETA.

4. KJIMHUYECKHUE JAHHBIE:

4.1. Iloka3aHusi K NPUMEHEHUIO

Jleuenne Bcex QopMm TyOepkyne3a (Kak JIETOYHBIX, TaK ¥ BHEJIETOYHBIX) B COCTaBe
KOMOMHUPOBAaHHOM  Tepamuu  HpPU  PE3UCTEHTHOCTH  BO30yauTens K JIpyruM
OpOTUBOTYOepKyie3HbIM npenapatam (I psaa) wiaM MX HENEPEeHOCUMOCTH U TOJBKO HpHU
JIOKa3aHHOM 4yBCTBUTENFHOCTH MUKOOAKTEPHIA K TPOTHOHAMHU/TY.

4.2. PexxuM 103MpPOBaHMSA U CIIOCO0 MPUMEHEHUS

[IpumenstoT B cocraBe KOMOMHMPOBAHHOW TEpamMM COBMECTHO C JPYIMMH IpenapaTami,
AKTUBHBIMU B OTHOUIEHUH MHKOOAKTEpHil, MPHU JOKAa3aHHOW YyBCTBUTEILHOCTH BO30YAUTEINS K
npoTHOHaMuAy. BbIOOp pekuMa Tepamuy 3aBUCUT OT PE3yJIbTAaTOB TECTa UyBCTBUTEIBHOCTU
KOHKPETHOI'O KIIMHUYCCKOI'0 mTaMmma.

PexxuM 103upoBaHUs

[IpoomKUTENBHOCTD JIEUEHUS 3aBUCUT OT BEIOPAHHOT'O peXUMa TEPATUU U MOKET COCTABIISATH OT
9 Mecs1eB 10 2 JET.

CyrouHas g03a [JeaUTbCS HAa JBa-TpU IpueMa B 3aBUCHUMOCTHM OT HHIUBUAYaJIbHOU
NEPEeHOCUMOCTH; MpHU aMOyJaTOPHOM JICYCHMU MPEANOYTHTEIbHBIM SIBISETCS OIHOKPATHBIN
IIPUEM BCEU CyTOYHOM J103BI.

Bspocnvie

[IpoTronamu npuMeHsIoT B g03¢ 15-20 MI/Kr Macchl Tena B CyTKA. MaKcUManbHasi CyTOYHast

no3a He AofikHa npeBsimath 1000 mr.
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Macca Tena, Kr CVTOqug';P ﬁolg"]': BATENSHOC TS 0002]
Jo3a, Mr KomnuecTBo TabmeTok
33-50 500 2
51-70 750 3
6ouee 70 750-1000 3-4

Hemu

Hetssm crapmie 3-x JIeT mpenapaT HTPUMEHSIOT B CyTouHOM go3e 10-20 Mr/kr maccel Tena.
MakcumManbHasi CyTOUHas 1032 He JA0JDKHA IpeBbiath 500 Mr mpoTHOHAMHUA.

Tayuenmoi ¢ HapyweHuaMu QYHKYUU NOYEK

VY manueHToB ¢ HapyIIeHneM (PyHKIUH MoYeK (CKOPOCTh KITyOOUKOBOW (DMIIBTPALINU MEHEE

30 MJI/MUH 1 HaXOIAITUMCS Ha TEMOAHAIN3E) MPOTHOHAMHIT TPUMEHSIOT B 03¢ OT 250 10 500 Mr
B CYTKHU B 3aBUCUMOCTH OT Macchl Tena. [Ipu Hanuuum y marnuenTa TsHKeNbIX HapyleHuid GpyHkuuu
IIOYCK HGOGXOI[I/IMO HpOBOI[I/ITb MOHI/ITOpI/IHF KOHLIGHTpaI_II/II/I HpOTI/IOHaMI/II[a B KpOBI/I u, HpI/I
HEO0OXOAMMOCTH, KOPPEKTUPOBATH 103Y.

Croco0 nmpuMeHeHus

BHyTpb, BO Bpems €/1bl TN HE3a0T0 A0 CHA ISl TOTO, YTOOBI CMSTYUTH MOOOYHBIE 3()(HEKTHI
npernapara.

4.3. IlporuBonokasaHus

[loBpIIeHHast YYBCTBUTEILHOCTh K MPOTHOHAMHIY, 3THOHAMUAY WM JPYTHM KOMITOHEHTaM
npemnapara, OCTPBI TacTPHUT, sS3BeHHas OONE3Hb KeIyAKa M IBEHAALATHIICPCTHOM KHILIKH,
9PO3MBHO-3BEHHBII KOJIUT, OCTPBIN I'elaTHT, HUPPO3 TMEYCHU U Ipyrue 3a00JIeBaHus NEUCHH B
¢daze 0OOCTpeHMs, PMMIENCHUs, TCUX03, XPOHUUECKUH aJKOroiu3M, OEpeMEHHOCTb, NEPUOJ
TPYIHOTO BCKAPMIIMBAHUS, JIETCKUHA BO3PACT 0 3 JIET, HEMEPEHOCUMOCTh JIAKTO3bI, NE(UIUT
JIAKTa3bl, TIIFOKO30-TAJIAKTO3HAS MaJTbaOCOpOITHsI.

4.4. OcoOble yka3aHusi 1 MepbI MPeIOCTOPOKHOCTH NMPHU NPHUMeHeHUH

C 0CTOPOKHOCTBIO

Caxapublii auabeT, TsKenas T[eYECHOYHAss HEJOCTaTOYHOCTh, Jemlpeccus, 3a00JieBaHUs
[EHTPAJIbHOW HEPBHOW CUCTEMBI, KPOBOXapKaHbe, KOAryJIOMaTHsI.

Oco0bIe YKa3aHus

[Ipn npoBeAeHHM MOHOTEpPANUHN PE3UCTEHTHOCTh K MPOTHOHAMHUIY pa3BHBAETCS OBICTPO.
[IpoTroHamMu T TPUMEHSETCS B COCTaBE KOMOMHUPOBAHHOW TEPANTUU M TOJILKO TPH JOKa3aHHOU
YyBCTBUTEILHOCTH K HeMy Micobacterium tuberculosis.

[epen HauaioM JieueHUs] HEOOXOUMO MIPOBECTH OIICHKY (DYHKIIMOHAJILHOTO COCTOSIHUS TICUCHH,

a 3aTeM H€06XO[[I/IM peFYHHpHBIﬁ KOHTPOJIb aKTUBHOCTHU «IICYCHOYHLIX)» TPaHCAMHUHA3, raMMa-
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npoTHoHaMua). Eciin akTHBHOCTh TpaHCaMUHA3 MPEBBIIIAET BEPXHIOI IPAHUILY HOPMBI B MSATh
pa3 ¢ uwin 06e3 CUMIITOMOB MOPa)KEHUs TICUEHH, UM B TPU pa3a C KEJITYXON W/WIM CUMITOMaMHU
renaTrura, To MpUeM MPOTUOHAMMJIA U IPYTHMX MOTEHIMAIBHO T€aTOTOKCUYECKUX MpernapaTroB
JIOJKEH OBITh NMPHOCTAHOBIIEH /10 BOCCTAHOBJICHMs J1a0OpAaTOPHBIX IOKa3zaTellel B mpesenax
HOpMBI. [IOBBIIEHHBIM PHUCK TE€NAaTOTOKCHUYHOCTH OBbII OMHCAH y MalUMEHTOB C CaxapHbIM
MadeTOM.

Crnenyer m30eraTth COBMECTHOTO NMPUMEHEHHS MPOTHOHAMHA W AJIKOTOJS H3-3a ONACHOCTH
BO3HMKHOBEHHUS cocTosiHui BO30ykaeHus [IHC (cBsi3aHHBIX C YCWJICHHEM TOKCHYECKOTO
a¢dexTa amkorons).

[Ipy KOMOMHHPOBAaHHOM NPUMEHEHMHM MPOTHOHAMHMIA C W30HUA3UAOM, TEPHU3HIOHOM H
LUKJIOCEPUHOM CJIElyeT 0O0paTUTh 0c000€ BHUMaHHE HAa BO3MOXKHOCTH MOSIBICHUS TMOOOYHBIX
CHUMIITOMOB CO CTOPOHBI MICUXUKH. J{71s1 NPOQMIAKTUKN Pa3BUTHsI HEMPOTOKCHUECKUX IPPEKTOB
pPEKOMEHyeTCs OJTHOBPEMEHHOE ITPUMEHEHHE MUPUIOKCHHA.

VY manueHTOB ¢ caxapHbIM AMa0eTOM HEOOXOAMM KOHTPOJb KOHLEHTPAIMH TJIIOKO3bI B IJIa3Me
KpOBH He pexe | pa3za B mecs.

Bo Bpems sieueHnss IpOTHOHAMUIOM PEKOMEHTYETCsl IEPUOJUUECKH MOHUTOPUPOBATh (DYHKIINIO
IIUTOBHUTHOM JKEJIE3Bl.

Tax kak MPOTHOHAMKJT MOXKET BbI3BATh HAPYIICHUE CO CTOPOHBI OPraHOB 3pPEHUs, NIepe]] Ha4aIoM
TEpanuy U B IPOIIECCce JICUSHUS HEOOXOJUM MEPUOINIECKHI OCMOTpP O TaIbMOJIOTa.

[Ipn pa3BuTUM TSXKEION aIEPrUUeCKON peakuMM MPUMEHEHHE MPOTHOHAMMJIA HEOOXOAMMO
IPEKPaTUTh.

[TosiBnenne mOOOYHBIX 3((HEKTOB CO CTOPOHBI KOXH M CIU3UCTBIX O00JOYEK MOXKET
CBUJIETEJICTBOBATH O MEPBHIX MPU3HAKAX MEJIArporofo0Horo cuHapoma. B aToMm cinyyae npuem
npenapaTta He00X0AUMO MPEKPATUTD.

4.5. B3aumoneilicTBHe C JPYIrHMH JIEKADCTBEHHBIMH INpenaparamMm W JApyrue ¢opmbl
B3aMMO/EHCTBUA

IIpu xoMOMHMpOBaHHOW Tepamuu TyOepKyie3a HeoOXoauMo oOpamaTh BHUMAaHHE Ha
renaToTOKCUYECKHE CBOMCTBA KaXKIOro Ipernapara, BKIOYEHHOro B Tepanuio. OcoOeHHO 3To
OTHOCHUTCS K KOMOMHAnMM MPOTHOHAMHAA C HW30HHUA3UIOM, PpUDAMIUIMHOM W/HUIH
NUPAa3UHAMHUJIOM. YBEIMYEHHE IeNaTOTOKCHYECKOTO ACUCTBUS OTMEUEHO MPHU OJIHOBPEMEHHOM
IIpYEME FOPMOHAJIBHBIX KOHTPALIEITUBOB.

[Ipn ogHOBpEMEHHOM NPUMEHEHHUU C M30HHUA3HMJIOM PEKOMEHAYETCS MOHUTOPUHI Ha MpPEIMET

Pa3BUTHSA MOJIMHEHPONIATHH.
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BuTamuHa Bs. B ciydae coBMeCTHOro MpHMEHEHHs MPOTHOHAMUAA M U30HHA3UAa OTMEYEHO
MOBBIIIICHUE KOHIIEHTPAllMM MPOTHOHAMHUA B IJIa3Me KPOBH. B 3TOM cilydae CyTOYHYIO 03y
IPOTHOHAMHK/IA HEOOXOAUMO YMEHBIIUTH B 2 pa3a (MakCHUMasbHas CyTOYHAs 71033 IPOTHOHAMUIA
He nopkHa mpeBbimath 500 mr). OXHOBpEMEHHBIM MpPUEM JAPYTHX MPOTHBOTYOEPKYJIE3HBIX
IpenapaToB, ASUCTBYIONINX HA IeHTpaibHyto HepBHYI0 cuctemy (L{HC), Takux kxak nzoHuasu,
[IUKJIOCEPUH WM TEPU3UIOH, MOXKET NMPUBECTU K YCHJICHHIO MOOOYHBIX 3(PPEKTOB CO CTOPOHBI
IHC. Takoii xe 3pdexT MOKeT OKa3aTh OJHOBPEMEHHBIN MMPUEM 3TaHOJIA. B mepuo JieueHus
MPOTHOHAMUJIOM HENb35 YIOTPEOISTh STaHOI.

B onpenenenHbIx cayyasx npu nprueMe NpoTHOHAMKIa HEOOXO0AUMO CHU3UTH 103y WHCYJIUHA WK
NEePOPATBLHBIX THITOTTMKEMUYECKUX MPENapaToB.

BcenencTBue KOHKYypeHIMM TPOTHOHAMHUZ 3aMEUIIET METabOoJIM3M JIPYTHX JIEKapCTBEHHBIX
npenaparoB, HAPUMEP, H30HUA3U A WK 0apOUTYpaTOB.

4.6. @epTWIBLHOCTDH, 0ePeMEHHOCTDb U JaAKTALMS

bepeMeHHOCTD

[IpumeneHne mpoTHOHaAMHIA TIPH OEPEeMEHHOCTH MPOTUBOIIOKa3aHo. [IpoTnoHaMu npoHUKaeT
yepes IUlalleHTapHbIi Oapbep. JJaHHBIX 110 MPUMEHEHHIO TPOTHOHAMMU/IA B TEPHO]] OEPEMEHHOCTH
HEJOCTaTOYHO. B uccrneoBaHMsX HAa KUBOTHBIX TOKa3aHO HajdWuue 3MOPHOTOKCHYECKHX
3¢ (eKToB MpH NPUMEHEHUH MPOTHOHAMHU/IA.

JlakTanus

[IpoTuBOMOKa3aHO MpPHUMEHEHHE TMPOTHOHAMHUAA B TEPHOJA TPYIHOTO BCKapMIIMBAHMUSL.
[IpoTnonamMu MpoHUKAET B TpynHoe Mojoko. Ha BpeMs nedeHHs MPOTHOHAMUAOM T'PYIHOE
BCKapMJIMBaHHUE CIEAYET MPEKPATUTh.

4.7. BausiHue HA CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPeACTBAMHU M padoTaTth C
MeXaHU3MaMH

YuuteBas npoduias moOouHbIX 3P(HEKTOB (TOJOBOKPYKEHHUE, COHJIMBOCTh, PBOTA M APYTHE)
PEKOMEHIyeTCsI BO BpEeMsl JICUCHUSI BO3JIEPKUBATHCA OT YMPaBICHUS aBTOMOOWIIEM, 3aHSITHMA
IPYTUMH  TOTCHIIMAIFHO OMACHBIMHU BUAAMH JIEATEIBHOCTH, TPEOYIOIMIMMH TOBBIIICHHOM
KOHIICHTPAIIUH BHUMAHUS ¥ OBICTPOTHI IICHXOMOTOPHBIX PEAKIIHIA.

4.8. HexenarejlbHble peakunu

Pesrome npoduiist 6e3onacHOCTH

Hapywenusa co cmoponsl kpogu u 1umgpamuyeckou cucmemvl. aHEMUsI, METT€MOITIO0OMHEMHUS,
THITOTIPOTPOMOMHEMUS, TUTTIO(QUOPHHOTCHEMHUSI, TPOMOOIIMTOTICHUSI.
Hapywenus co cmoponbl 5HOOKPUHHOU cucmembvl. TUIOTIMKEMHs Yy OOJIBHBIX CaXapHbIM

,I[I/Ia6eTOM, THHCKOMACTHUA, AUCMCHOPEA, aMCHOPCH, THIIOTUPEO3, CHUKCHUC ITOTCHINU.
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TOJIOBOKPY> KEHHE, COHJIIMBOCTh, TOJIOBHAsi 0OJb, acTeHHs, mepudepuueckas MOTUHEHponaTHs,
HEBPUT 3pUTEIBHOIO HEPBAa, HAapYyLIEHUE KOHLEHTpPAlMM BHMMAHMS, CIIyTAHHOCTb CO3HAHUS,
IICUX03, CyJIOPOTH, MOIBITKH CYyHULIUA, TAPECTE3Hs], aTaKCHs, CI1a0O0CTb.

Hapywenus co cmoponvl opeana 3penus: HEYETKOCTb 3PUTEIBHOTO BOCHPUATHS, Hapaaind
IJIa3HBIX MBI U AKKOMOJAIMU, HApyLIEHUE 3PEHUs, B TOM YHCJIE TUTLIIOMHS.

Hapywenusa co cmoponvl opeana ciyxa u 1abupuHmmuvle HapyuieHus. CHUKEHUE CIyXa, IIyM B
ymrax.

Hapywenus co cmoponsl cepoeuno-cocyoucmotl cucmemvl: TaXUKapAHUs, OPTOCTATHUECKas
TUIIOTEH3HUA.

Hapywenus co cmoponvl OvixamenbHOU cucmemvl, Op2aHo8 cpyOHOU KIeMKU U CPEOOCmeHU.!
KpPOBOXapKaHbeE.

Hapywenus co cmoponbwl dceny0ouno-kuuieyno2o mpakma: MOTEps anmneTuTa, u3xora, 0oib B
JKUBOTE, YYBCTBO TSKECTH B JKEIYJIKE, IUApes UK 3al0p, METEOpU3M, TOIIHOTA, PBOTA, CYXOCTh
BO PTY WJIM TUNIEpCAIUBAIIMS, OTEK OKOJIOYIIHBIX CIIFOHHBIX JKelle3, «METAILNTMYECKUID MPUBKYC BO
pTy, CTOMAaTUT, XEWJIUT, TIIOCCUT.

Hapywenus co cmoponvl neuenu u dHcenyesvi8o0awux nymeti. HapyluieHue (yHKIUHU TEeYEHH,
MOBBIIICHHE AKTUBHOCTH «IIEUYEHOYHBIX» TPAHCAMHMHA3, TSKEIbIM TEemaTUT C KEITyXOM,
MEYEHOYHAas: HEIOCTATOYHOCTb.

Hapywenus co cmopoHul Kodcu u nOOKOX#CHbIX mKaHel: GOTOIePMAaTO3, aKHE, aJTONeIHs.
Hapywenus co cmoponbsl ckenremuo-mvluleyHou U coeOUuHUmenbHou mKanu: apTpairus, apTpur,
MUAJITHS, TUIEYEBON CUHAPOM, TIPOSBISIIONTUICS aTbrogucTpodueii, MuacTeHUSI.

Hapywenus co cmopoHbvl nouex u Mouesvlgo0sauux nymeti: yponuTuas.

Hapywenua co cmoponvl obmena 6ewecmé u numauusa: TEIIArpONOJOOHBIH CHHAPOM,
aHOpEKCHSl.

Annepeuueckue peakyuu: KOXKHas ChIllb.

COOGH.[CHI/IC O IMOJ03PCBACMBIX HCKCIIATCIIbHBIX PCAKITHAX

BaxxHo coo01mIaTh 0 1Mo103peBaeMbIX HeXeNaTeIbHBIX PEaKLUAX MOCIe PErHCTPALlMK Mperapara ¢
HEeNbl0  00ECTeYeHUs] HEMPEPHIBHOTO MOHHUTOPHHTA COOTHOIICHUS «IOJb3a — PHCK»
JIEKapCTBEHHOTO TpenapaTta. MeauIMHCKUM paOOTHUKAM PEKOMEHIYETCS COOO0IaTh O JIFOOBIX
MOJI03PEBACMBIX HEXKENATEeIbHBIX PEaKIMIX JICKAPCTBEHHOTO IMpemnapara 4epe3 HallMOHaJIbHbIe
CHUCTEMBI COOOILIECHHS O HEXeNaTeNbHBIX peakIHsIX TOCYAapcTB — wWIEHOB EBpa3zuiickoro
SKOHOMHYECKOTO COI03a.

Poccuiickas ®edepayus

DdenepanbHas city>x0a 10 HaA30py B cdepe 3ApaBOOXPaHEHUS.
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4.9 Ilepeno3upoBka

CuMIITOMBI

Jlo HACTOSIIETO BPEMEHU CIIyYaeB IMEPEIO3UPOBKU MPOTHOHAMHUIOM HE 3aperucTpupoBaHo. B
ciIy4ae TepeI03upOBKH BO3MOKHO YCHUIICHUE J10303aBUCUMBIX TTOOOYHBIX 3P HEKTOB.

Jledyenue

Cumnromatnueckoe. I'emoauanus He 3 eKTUBEH.

5. ®APMAKOJIOTMYECKHUE CBOMCBA

5.1. ®apmakojioruyeckne cBOCTBA

dapMakoTepaneBTUYECKas TpyTra: CPeCTBa, aKTUBHBIE B OTHOLIEHUH MUKOOAKTEPHiA;
MPOTUBOTYOCPKYJIE3HBIC CPENICTBA; IPOU3BOIHBIC THOKApOaMU/Ia.

Kon ATX: JO4ADO1

MexaHu3M aeiictsus ¥ dhapMakoauHaMudeckue 3O GHeEKTHI

[Mpotnonamun — mpoTUBOTYOEpKyiae3Hoe cpenctBo Il psma, oGmamaeT NMPOTUBOMHUKPOOHBIM
a¢ddexToM B otHOmeHUu Micobacterium tuberculosis i HEKOTOPBIX aTUMTUYHBIX MUKOOAKTEpUI
(M. kansasii, M. leprae, M. bovis, M. malmoense, M. xenopi), 0ka3pIBaeT 0aKTEPHOCTATHUECKOE
JieiicTBUE, a B OTHOIICHUM mponudepupyromux (GopM — TIaBHBIM 00pa3oM OaKTEpUIIUIHOE
JNICUCTBUE.

brokupyer cuHTE3 MUKOJIEBBIX KUCIOT, SBISIONIMXCS BAXHEHIIUM CTPYKTYPHBIM KOMIIOHEHTOM
KJIETOYHOM CTEHKM MHKOOakTepuil TyOepkyses3a; oOdagaeT CBOWCTBAMH aHTAarOHUCTA
HUKOTUHOBOW KUCJIOTBI.

Pesucmenmnocmo

[MpoTnonamuy SBISIETCS CTPYKTYPHBIM aHAJIOTOM STHOHAMHIA, U UMEET, MPEANOIOKHUTEIBHO,
OJIMHAKOBBIM C 3THOHAMHUJIOM MEXaHU3M Pa3BUTHUS PE3UCTEHTHOCTH. Ha MONEeKyIsipHOM ypOBHE
PE3UCTEHTHOCTh K OSTHOHAMHIY BO3HHMKAET IPH MYTAllMd T€HOB MHKOOAKTepWid, KOTOpbIC
KOIUPYIOT JTHOHAMHJ AaKTHBUPYIOIIMH (EepMEeHT W/WiIM TEepeHOCAINH EHO-alMIbHbIC
TPYNIUPOBKH KOMITOHEHT mpoTenHpenykrasbl (InhA) cunraser Il sxupHbeix kucnot. Ilpm
IPOBEICHUN MOHOTEPAITUH PE3UCTEHTHOCTh Pa3BUBAETCs OBICTPO U yepe3 1-3 mecsna gocTuraer
80-100 %. OtmeyaeTcss TONHAs TEPEKPECTHAs PE3UCTEHTHOCTh C  ATHOHAMHJIOM.

PaCHpOCTpaHeHHOCTB PE3UCTCHTHOCTU MOXKET HU3MCHATHCA B 3aBUCHUMOCTH OT pPEruoHa MU C
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KKIOro TMalMeHTa HEeOOXOJWMO MpPOBENEHUE TEeCTa WHAMBHIYaIbHONH YYBCTBUTEIHLHOCTU
BO30ymuTeNsT K TpOoTHOHaMuny.  llpumeHeHne B KOMOWHAIMM € JAPYTUMHU
MPOTUBOTYOEPKYJIC3HBIMH CPEJICTBAMU CHIKAET BEPOSITHOCTh PA3BUTHUS PE3UCTEHTHOCTH.

5.2 dapMaKOKHHETHYECKHE CBOICTBA

Ancopbuus

[Tocne nmepopanbHOTO MpreMa MPOTHOHAMU OBICTPO M MPAKTHUECKH IMOJTHOCTHIO BCACHIBACTCS B
*)enynouHo-kumeuyHoM tpakte (90 %). [Tocne ogHokpatHOTro ipriema 250 mr npotuoHamMuga Cmax
(MakcuMalTbHAsI KOHIICHTpAIUs B I1a3mMe KpoBr) coctaBisget 811,1 + 380,6 MKr/Mi1 1 JOCTUTAETCS
B cpeanem 3a 0,75 yaca, AUCo-t (Tutomiaap moj KpUBOW «KOHILIEHTPALUS-BPEMS») MOCIE TprueMa
250 mr mpotuoHamuaa cocraBusieT 2182,2 + 7442 mxr*u/mn. Ilpuem mumm He OKa3bIBaeT
BIIMSIHUSI HA OMOAO0CTYTHOCTh Tperapara.

Pacnopenenenune

[IpoHukaer B 310pOBbIe U MATOJIOTMYECKH M3MEHEHHbIE TKaHU (JIErOYHAs TKaHb, B TOM 4YHCIE
WHKAICYJIMPOBAaHHbIE KAaBEpPHBbI, CEPO3HBIA M THONHBIM IUIEBPAIBHBIA BBINOT, MOKpPOTA,
CIIMHHOMO3IOBasl KUJAKOCTb IPU MEHUHTUTE, IMPOHMKAET dYepe3 IUIalleHTapHbIH Oapbep).
[IpoTMOHaMHJ TNpakTUYECKH HE CBS3bIBAETCS € O€IKaMHM IUIa3Mbl KpPOBHM, €r0 AaKTHBHBIN
METa0O0JIUT — CyJIb(OKCU MPOTHOHAMUIA — JIMIIb B HE3HAUUTEIBHOM CTENEHHU CBSI3bIBAETCS C
OeKaMu M1a3Mbl KPOBH.

Metaboausm

[IpoTronamu peBpamaeTcs B CyJIb(HOKCHI MPOTHOHAMHA, 00JIaTaloNIHid aHTHOAKTEPUATBHOM
aKTUBHOCTBI0. [lepno nonyBeIBeIeHHUS IPOTHOHAMHUA U €0 METab0JINTa COCTaBIISIET OKOJIO 2 Y.
OIuMuHaIKA

[IpoTHoHamMHT W €ro MeTabOJUT BBIBOJATCS TJaBHBIM O0pa3oM MOYKaMH, NMPAKTHYECKH He

YAQISIOTCS TIPU TeMOTUATH3E.

6. ®APMAIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHnb BcnoMoraTeJibHbIX BellleCTB
Anpo

— llenmono3a MuUKpokpuctamieckas, Tun 101;

— Kpaxmain kykypy3HblIii;

— IToBumon K-30;

— Maruus creapar;

— JIakTO3BI MOHOTHIPAT;

— KpeMHus aMokcu KoJIsIouIHbIN.
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O060s104Ka IUIEHOYHAS:

—I'unpomenosa;

Turana TMOKCH]T;

[TonuoekcTpo3sa;
— Tanbk;

— Makporou;

KpaCI/ITeJ'IB JKeJie3a OKCHJT JKEIIThIM.

6.2. HecoBmecTuMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 rona.

He npuMeHsTh M0 UCTEUEHUU CPOKA TOAHOCTH.

6.4. OcoOble MepbI NPEJOCTOPOKHOCTH NPH XPAHCHUH

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemmepaType He Boiie 25 °C.

XpaHUTb B HEIOCTYITHOM JUJIs AeTeil mecTe!

6.5. Xapaxrep u coaepkaHue NEPBUYHON YIIAKOBKH

TabyeTku, MOKPHITHIC INIEHOYHOM 000109K0i1, 250 Mr

ITo 10 TabGieTOK B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY W3 IJICHKH MTOJIMBUHWIXJIOPUIHON U (HOJIBTH
AJIOMUHUEBOM NIEYaTHOM JTaKUPOBAHHOM.

[To 10 KOHTYpHBIX IYEHKOBBIX YITAKOBOK BMECTE C MHCTPYKIUEHN 110 MEAUIIMHCKOMY TPUMEHEHUIO
JIEKapCTBEHHOI'0 Iperapara oMeIlaoT B MaYKy U3 KapToHa.

[To 50 umu 100 TabieTok B OaHKY MOJMMEPHYIO ¢ HABUHYMBAEMOMN KPBIIIKOW M3 MOJTMATHIICHA
HU3KOTO JaBleHUs Jau00 U3 MONMATWICHTepedTanata Wi B O0aHKy TOJUMEPHYIO C
HAaBMHYMBAEMOU KPBILIIKON C KOHTPOJEM NEPBOTO BCKPHITHUS U3 MOTUAITUIICHA HU3KOTO JaBJICHUSI.
Ha Ganky HakieuBaroT 3TUKETKY U3 CaMOKJIESILErocs Marepuana. baHKky moJMMepHyIo BMeCTe ¢
MHCTPYKLHMEN IO MEAUIIMHCKOMY MPUMEHEHHUIO TOMEIIAOT B AYKy U3 KapTOHA.

[Tauky KapTOHHBIE MOMEUIAIOT B ALK W3 KapToHa TrodpupoBaHHOro. Ha sk HakienBaroT
ITHKETKY U3 OyMaru STUKETOYHOU WM MUCYEH WU CAMOKJIISSITYIOCS STHKETKY .

6.6 OcoOble Mepbl NPEJOCTOPOKHOCTH TPHM  YHMYTOKCHHH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WM OTX0A0B, TMOJYYEHHBIX TOCJe TNpPUMEHEHUs
JIEKapPCTBEHHOI'0 Mpenapara uiu padoTsl ¢ HUM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.
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7. JEPXKATEJb PETUCTPAIIMOHHOIO YIOCTOBEPEHM O TE 0002)

Poccuiickas @enepanns

000 «PapmKonuent

171261, Teepckast 00u1., paiion KonakoBckwid, irt Penkuno, yii. 3aBojckas, a. 1b
tenedon: +7 (499) 703-51-15

7.1. IlpeacraBuTe/b Jep:KaTessl pericTPALMOHHOIO Y10CTOBEpPEeHHA

IIperens3uun norpedbuTeieli HAOPABIATE [0 AJIPECY:

Poccniickas @enepanus
000 «PapmKonnent»
171261, TBepckast 0611., paiton KonakoBckwii, nrt Penkuno, yiu. 3aBoackas, a. 1b

ten./akc: +7 (499) 703-51-15

8. HOMEPA PETUCTPAIIMOHHBIX YIOCTOBEPEHUI

9. JIATA TEPBUYHOM PETUCTPAIIMUA (IIOJATBEPKJIEHUS PETUCTPAIIUMN,
INEPEPETUCTPAIIN)

Jlata rocy1apCTBEHHOU pPErUCTpaLlUHN:

10 JATA ITIEPECMOTPA TEKCTA
OOmast  XapakTepUCTHKa JIeKapCTBEHHOro mpemapara IlpoTmoHammj — gocTynmHa  Ha
UHPOPMALIMOHHOM TIOpTaie EBpasuilckoro HSKOHOMHYECKOTO COI3a B HH(POPMAIMOHHO-

KOMMYHUKaIMoHHoOU cetu «aTepHeT» http://eec.eaeunion.org/



