KPATKA XAPAKTEPHUCTHKA



.  VME HA JIEKAPCTBEHMSA IPOAYKT | Iy CXEY

TEHAKCYM Img ratiersc e RS AT 1757 TS

TENAXUM 1mg tablets 27 07 00

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

Enna tabnerka cwpabpxka 1,544 mg punmenuaun auxuapored docdar (rilmenidine dihydrogen
phosphate), cborBercTBali Ha 1 mg punmenuauH (rilmenidine)

[ToMomHo BelecTBO ¢ U3BECTHO AekicTBHe: 1 TabsieTka chabpka 47 mg nakrosa.

3a MBJIHUA CITMCHK HA NOMOIIHUTE BelLleCcTBa BHKTe Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka.
TEHAKCYM 1mg ca 6enu, nBoiino u3nmbKHaIU TabneTku, rpasupani ¢ ,,H” ot asere crpanm.

4, K/IMHHHYHHU JAHHH

4.1. TepaneBTHYHH NOKA3AHHA
EceHuuanHa XunepTroHus.

4.2. JL03HpOBKA H HAYHH HA NPHJIOKEHHE

Jo3upoBka

Bw3pacmnu:

e [IpenopsuBanara no3a e 1 TabseTka qHEBHO, NMpUEMaHa €JHOKPATHO CYTPHH.

e AKO clie/] eIHOMECEYHO JICYCHHE apTePHAITHOTO HAJIATaHE HE C€ KOHTPOJIMPA aJIeKBAaTHO, 103aTa MOXKE
Ja ce yBeJIM4H 10 2 TabJIeTKH JHEBHO, pa3/ie/IecHH Ha ABa npueMa (eaHa TabeTka CyTPHH M e/IHa Beuep).

e [lopanu nobpure KIMHUYHHM pe3yaraTd U aobpara moHocumoct Ha TEHAKCVYM, nekapcTBeHUAT
NMPOAYKT MOXKE [1a Ce Ipujiara rpy Bb3PacTHH MALMEHTH C apTepHAIHA XHINEPTOHMS, BKIIOYHUTEIHO U
TaKMBa, CTpajalim ot auaber.

e [Ipn 6B0peyHa HEAOCTATBYHOCT, aKO KPEATHHHHOBHAT KJIMPBHC € M0-BHCOK OT 15 ml/min, He ce Hanara
KOPEKIIMS Ha J103aTa.
e JleyeHneTo MOXKe J1a MPOABIKH NPe3 LU JKUBOT.

leouampuuna nonyrayus.:
[Topanu siMnica Ha KiMHHYeH onuT, yrorpebara Ha TEHAKCYM He ce npenopbuBa npu aeua.

HauuH Ha npuIokKeHuUe:
[lepopanna ynorpeba.
Tabnerkure TpsOBa 1a ce B3eMaT B HA4aJIOTO Ha XpaHEHHUATA.

4.3. IIpornBOonokaszanus

e CBPBXYYBCTBUTE/IHOCT KbM PUIMEHHAMH WIH KbM HAKOE OT NMOMOILIHHTE B
To4ka 6.1

® TCXKKa ACIIPCCHA




* TeXKa OBOpeyHa HEAOCTATHYHOCT (KpeaTHHUHOB KIHPBHC < 15 ml/min),
» B KOMOHHAUHA CBC CYATOTIPHA (BK. TOYKa 4.5).

4.4, CnenuanyH npeaynpesxienusa H NpeANa3iHHd MepKH NPH ynoTpeda
Ja He ce npekpaTiaBa JICYCHHETO W3BCAHBAK, 4 A03aTa /1a C¢ HAMATABA TIOCTETICHHO.

KaxkTo mpH BCHUKH aHTUXHIICPTEH3UBHH JIEKAPCTBa, MPH MALMEHTH ¢ OCTPH CBLAOBH 3a00NABAHHA
(MO3BbUEH MHCYNT, MuOKapaeH HHdapkT) nededueTo ¢ TEHAKCYM u3nckea nepHOAHYHO JIEKAPCKO
HalnoneHue.

Ilopaam pucka pHIMEHMAMH Ja HaManfABa CHLPIJEYHATA YECTOTA M Ja NpeaM3BHKBa Opanukapaus,
3aNI0YBAHETO HA JIeYeHHMeTo TpsaOra na Obae BHUMATENHO NpelleHeHO TPU NALHEHTH ChC ChUIECTBYBAIlA
Opaaukapaua WK ¢ pHCKOBH akTopy 3a Gpagukapaus (Hanp. npH NALMEHTH B CTAPYECKa Bh3pacT, PH
NMauydeHTH CbC CHHAPOM Ha OofHuUs CHMHYCOR Bb3en, ¢ AV-0l0K, ¢ Bede CBINECTBYBallla ChpPJEYHA
HEOCTATEYHOCT MIIW BCAKO IPYI'0 CBCTOSHHE, IPH KOETO CBhpAEYHATa HecToTa ¢€ TOANLpPHkKAa OT
NOBUIIEH CHMMATHKOB TOHYC). IIpK T€3n nalupeHTH HMa OCHORaHME 3a MPOCIEASBaHEe HA ChPAEYHATA
4eCTOTa, 0CO0EHO NIpe3 TBPBUTE 4 CEAMHIIM OT JISYEHHETO.

I1o Bpeme Ha jleyeHHETO KOHCYMAaUUATa H] ATTKOXON HE € NpenoprunTenHa (Bx. Touka 4.5).

Ynorpebara wa TEHAKCYM B komOuHauua ¢ Gera-Onokepd, npHeMadm NpH ChpAcHHA
HeZ0CTaThMHOCT (OM30MpPOION, KapBEeaWION, METPOTIONION) HE Ce HpenophyRa (BXK. Touka 4.5)

Ynorpedara Ha TEHAKCYM p komOuHanma ¢ MAO-HHXHOHTOpH HE ¢e TTpenopbuBa (B, Touka 4.5).

[lopaau Be3MOXKHATA I09BA HA OPTOCTATHYHA XUIOTOHHSA, MAMEHTHTE B CTAPYECKa Bh3pacT TpAOBa Aa
ObaaT npenynpeACHH 3a NOBUINABAHE HA PHCKA OT NajaHe,

oMol HM BemecTBA
Ilopaan panuuueTo Ha NMAKTO3a TO3M JICKAPCTBEH NPOAYKT He TpaOBa [a C€ M3MOJ3Ba OT MALMEHTH C
PEIKH HacaeaCcTBEHH 3aD0ONABaHHA KATO HENIOHOCHMOCT KbM rajjakTo3a, ofwy JakTaseH aeMIHT WK
TMIOKO30-TATAKTO3HA ManabcopOus.
TEHAKCVYM cwpappxa noa 1 mmol HaTtphii (23 mg) 3a eaxa TabneTka, KOETO MO ChINECTBO O3HAUABA,
4e HE ChAbPKa HATPHNA.

4.5. BsanMojeiicTBHe ¢ APYIrH JeKAPCTBEHH NPOAYKTH H ApYru (popMH Ha BlaumoaeicTBHE

Eonospemenna ynompeda, Koamo e npomueonokaana (6. mouxa 4.3}
- Cyaronpna
[ToBHLIEH PHCK OT BEeHTPHKY/iapHa apuT™MEA, ocobero torsades de pointes.

Ednoepemenna ynompeba, Koamo ne ce npenopovusa (82c. mouxa 4.4)
- Alkoxon

ANKOXOJBT NMOBHINABA CEAATHRHHUA e(deKT Ha Te3H BemecrBa. HapyweHara OAMTEITHOCT MOXe Ja
Hampasy wWopHUpaHeTo ¥ padoTata ¢ MAIIHHW ONAacHW. AJIKOXOJHHMTE HAIIMTKYA H JI€KapCTBATa,
CBABPKALUH aJTKOX0JI, TpAORA Xa ce U3GArBar.

- Dbera-6/10kepH, H3MOI3BAHM NPH ChpPAeYHA HEJOCTATHLYHOCT (OM3OMPONOA, KapBeAHION,
METPORpPO.JI101)

LleHTpanHo MOHMKEHHE Ha CHMIATHKOBHA TOHYC M ChIAOpaslIHpABam e(eKkT H

JEeHCTRALNUTE AHTUXMIIEPTEH3HBHH CPEICTBA, KOETO MOXKe Ja OhJe BpeIHO IPH N3
HEJOCTaTHYHOCT, KOUTO Ca Ha JeueHue ¢ OeTa-0nokepH H Ba30IATATOPH.
MAOQO-pnxuburopu

AHTHXHNEPTEH3UBHATA AKTHRHOCT HAa PHJIMCHHIMH MOXKE YaCTHYHO 1A CE a




Eonospemenna ynompebda, Koamo UIUCKEA CREUUAAHO SHUMAHUE:

baxnoden

[loBHINEH aHTUXHNEPTEH3MBEH €QIEKT, KPBLBHOTO HauAraHe TpsabGBa ga Cce mMpocnenssa M, NpH
HE0DXOIUMOCT, A034Ta Ha AHTUXUIIEPTEH3IHBHOTO CPEACTRO /1a Ce KOPHIHpa.

~ beta-0noxepn

3Ha4YMTEIHO NMOBHIIABAHE HA KPHBHOTO HANATaHe B CAyYail Ha pA3KO NpeKpaTABaHE HA JCUCHHETO ¢
NEHTPAIHO [CHCTBAINM AHTHXMIICPTEH3IHBHH cpeAcTRa. Mzbgrpaiite pAzkoTo mipekpaTaBaHe Ha
UEHTPATTHO JEHCTBAIMTE AHTHXHIIEPTEH3HBHH cpeacTsa. Manckea ce knuHu4yHO HaGmoneHne.

- JlekapcTsa, KONTO NPpHYBHABAT torsades de pointes (¢ RIKTIOUeHNE HA CYNTONPHA):

- knac la aHTHapHTMHYHK CPECTBA (XHHUAWH, XUAPOXHHHINH, TH30IHPAMH/L);

- knac 11l aHTHapHTMHYHE cpelicTBa (AaMHOAAPOH, AOETUINA, UOYTHIHZ, COTANION);

- HAKOH HCBPOJCNTHLK: (DEHOTHA3MHH (XJIOPHPOMA3MH, JIEBOMENPOMA3HH, THOPHIA3ZHH),
Oensamunu (AMMCYNIIpUA, CYJINMHMPHA, THANPUA), OyTupodeHOHH (IponepHacs, Xanonepuaon), APyru
HEBPOJCIITHLH ([IHMO3H]);

- ApYrd nekapcrsa: Oenpuamn, pmzanpun, aubeMaHwi, epuTpoMHuMH IV, xanodaHTpuw,
MH30JIaCTHH, MOKCH(JIOKCALIUH, NICHTAMKAMH, CIIHPaMHULMH [V, BuHKamuH [V,

[iIoBMIDEH pPHCK OT BeHTPHUKYJIapHa apuTMHa, ocobeHo torsades de pointes. Knuupuho wu
eNEKTPOKApAHOrPAhCKO MpociieaAIBaHe.

~ TPHOHKAHYHHE AHTHACNPECAHTRH

AHTHXHIIEPTCH3NBHATA aKTHUBHOCT HA PHIIMEHHHH MOXKE HaCTHYHO Aa Ce aHTaroHU3Hpa.

- JIpyrd anTHXHOEPTEHIUBHH CPEACTBA

[lorenumnpane Ha XHIOTOHUYHUA e(dekT. I[IOBHILEH PHCK OT OPTOCTATHYHA XHITOTOHHA,

Eonospemenna ynompeba, Koamo mpabea 0a ce uma npeodsuo

- AJpa-610Kepn

IMorenuupane Ha XunoronuuHuA e(ekT. [loBHIIEH PHCK OT OpTOCTATHYHA XHIIOTOHHS.

- AMHQOCTHH

IToBHIIEH aHTUXHIIEPTEH3HBEH e(eKT

- KopTHkocTepoHan, TeTPaKo3aKTRA (cHcTeMeH NBT HA BBbBEXKAAHE) (¢ H3K/AWUYEHHEe Ha
XHAPOKOPTH3I0H, H3N0A3BAH KATO 3aMECTHTE/IHA Tepannsa npu GoaecrTa Ha Addison)

IlonmwxeH aHTHXHNEPTEH3HBEH €EKT (3aAbpKaHe HAa BOAA/HATPHIA Ype3 KOPTHKOCTEPOHAHTE)

- HepposenTHIH, HMANPAMHHOBH AHTHACNIPECAHTH

[loBuliIeH AHTHXMNIEPTEH3UBEH €(PCKT H PUCK OT OPTOCTATHYHA XMITOTOHNSA (KyMyyaTuBeH edexr).

- Apyry cpeicTsa, nOHHAKABAIIH AKTHBHOCTTA HA NIEHTPAIHATA HEPBHA CHCTEMA: MPOH3BOIHH Ha
MOp(dHHaA (aHANTETULH, JICKAPCTBA NPOTHE KALUUIHLA H 3aMECTHTEIIHH TeparHH), OeH30/Ha3eNMHH,
AHKCHOJIMTHLIM, DPAIH4YHH OT OCH30AMA3CNHHHTE, XHITHOTHYHH CpEeACTBa, Hespoxentuil, HI
CEMaTHBHH XHCTAMHWHOBH AHTArOHHCTH, CEINATHBHH AHTHACNPECAHTH (AMUTPHIOTHIHH, AOKCEIIHH,
MHAHCEPHH, MHPTA3aNMH, TPHMHNPAMHH), IPYTH LEHTPAJHO AeHCTBAllM AHTHXHNEPTCH3UBHH
cpeacTBa, bakinoden, TANHAOMHAI, MH30TH(EH, HHIOPAMHH.

[TosHirena aenpecus Ha LIHC. Hapymenata 6aaTenHocT Moske aa HanpaeH mogupaneTo H paboTata ¢
MAlllHHHA OIMaCHMH.

4.6. QepruaHTeT, GpEeMEHHOCT H KbPMEHE

bpeMeHHoCT:
Jlvncear WM HMa OrpaHHYCHH JAHHH (3a U3xoja Ha no-Manko oT 300 cioyuas na OpeMeHHOCT) OT

yriorpedara Ha pUIMEHHAHH NP OpeMeHHH XKeHH.
[IpoydBanmsita IpU KMBOTHH He TIOKA3BAT OPEKH HWIM HENpPeKH BpelHH e(eKTH CBBLP33HH C
pPENpPOAYKTHBHA TOKCHMYHOCT (BAK.TOUKA 5.3).

Karo npeanaszHa Msipka € 3a npeanoyurade Na ce U3darea ynorpedara Ha TEHAKCY
OpemeHocT.

KupmeHe:



He ¢ wmpectHo nanu punMenmaun/metabonurure ¢e excKpeTMpar B KbpMata. Hanuuynsre
(apmMako/IMHAMMYHH/TOKCHKONOTHYHH ~ JaHHH  MpH  JKMBOTHM  I10OKa3BaT  GKCKPELMA  Ha
pPHIMEHHAWH/METaOONUTHTE B MIIAKOTO (32 NOAPOOHOCTH BK.TOUKA 5.3).

He Mo3ke fa ce H3KMOoUW PHCK 33 HOBOPOJEHHTE/ KEPMAYETATA.

TEHAKCYM ne Tpabra na ce u3non3ea o BpEME Ha KbpPMEHE,

deprunureT:
llpoyuBanuaTra 3a penpomyKTHBHOCT MPH TUTBXOBE HE Ca MOKA3aI¥ e()eKT Ha PHIMEHHOMH BBPXY

¢pepTrnuTeTa (BXK.TOUKA 5.3).
4.7. EdexTn BLpXYy cnocobnocTTa 32 Iodupane H patoTa ¢ MAIMHHEH

He ca nposexxaaHi Npoy4BaHKd 3a e()EKTHTE BBPXY CIIOCOBHOCTTA 3a woduparne H paboTta ¢ MalllHHM.
Bce mak npeBnA HA TOBa, Y€ CHHIMBOCTTA € YSCTa HEXKENaHa peakuus, aiHenTHTe Tpadpa aa 6paar
NpeaynpeeHH 3a TAXHATAa CIOCOOHOCT Aa Io¢upaT WiK Aa paboTAT ¢ MALIHHH.

4.8. Hexeaanu JiekapcTBeHH peaxkiui

O600men npopna na GesonacHocT:
[lo speMe Ha KOHTPOJIHpPAHY NPOYUYBAHMS, NPHM 4034 OT | mg KaTo eHOKPATHA AHEBHA 1034, NOABATA
Ha HEKeJIaHH JIEKAPCTBEHH peakuyn e O1ia cpaRHHMA ¢ Te3u, HabmoaasaHy npu mianebo.

I1pn poza ot 2 mg TEHAKCVYM Ha nieH, KOHTPONUpaHy cpaRHMTENHY NPOYUBAHMA C2a MTOKA3AIH, Y€ B
CpaBHEHHE C KNOHMAHH B f03a ot (0,15 no 0,30 mg/nen unu B cparHeHHe ¢ ancaMeTHIA0NA B A03a OT
300 1o 1000 mg/neH, noasaTa Ha HeXKeNaHH JIEKAPCTBEHH PEAKLIMH € 3HAYHTETHO MTO0-HHCKA OTKOJIKOTO
Ta3H, Ha0/II0AaBasa ¢ KIOHHAHH WiH ¢ andaMeTHIONA.

Tab/ia4eH CNHCHLK HA HeXEJIAHHTE JIEKAPCTECHH PeaKIun;

CnenHure HeXXeNaHH 1EKAPCTBEHH peaku¥l Wid CcedHTHS ca u30poeHd W KnacuHIHpaHM,
H3NON3BaHKH cnegHaTa yectora: Muaoro dect (1/10); Yectu (=1/100, <1/10); Heuectu (=1/1000,
<1/100); Pearu (>1/10000, <1/1000); Muoro peaku (<1/10000), ¢ HenssecTHa YecToTa (0T HUIMYHHUTE
JAaHHH HE MOXE a ObAc HanpaBeHa OLCHKA).

CHCTEMO-0OpraHHi KJIacOBe YectoTa [IpennoydTal TepMHH
[IcuxuuHn HapyIeHNS YectH TpesoxuocT
Henpecus
bezcrHue
Hapymenns w©a  HepBHara | UecTH CHHIHBOCT
cUCTeMa ["nasobonue
3amMaiiBaHe
Cupaeusn HapyLUCHHA Yectu CoppriebueHe
C Heu3BeCTHA YecTOTA bpagukapaus
Cp10BH HapyiIeHNA YectH Cryaeny kpalHHALM
HeuecTn ["opews BEIHA
OpToCTaTUYHA XHITOTOHHA
CromMamiHO-upeBHH HapyileHua | HecTu Enuracrpanua 6onka
Cyxora B ycrata
Hedectu
Yectn




Hapyiienus Ha Koxkata M

IOAKOMHATA ThKaH Kooen obpHE
Hapviienns Ha  MycKyJgHo- | Yectn Kpamnu
CKENETHATA CHCTEMA H
ChEAMHHUTEIIHATA THKAH
Hapywenus Ha | HectH CeKcyannn cMyIIEHUs
BLINPOH3BOAHTENIHATA CHCTEMA
U Cbpaarta
OO0 napyireHns U edexrd Ha | Yectu AcTeHus
MACTOTO HA NPHJIOKEHHUE

YMopa

Enem

CrobImaBane Ha MOIO3UPAHU HEXKENIAHH PEAKLIHHA

CrobniasaHeTo Ha MOAO3HPAHM HEXKeNaHH PeaklMH cllell paspeluaBaHe 3a ynorpefa Ha JexapcTBeHHS
MPOJYKT ¢ BaXKHO. 10Ba MO3BONIABA Ja NPOAB/LKH HAOMIOAEHUETO HA CHOTHOIIEHHETO MOI3A/PHCK 32
NleKapcTBeHHA NpoayKT. OT MEITHUMHCKUTE CIIELIHAJIMCTH Ce M3HCKRA A ChoOLIaBaT BCAKA MOA03HPaHa
HEXENAHA PEAKI{Us Ype3 HALMOHATHA CHCTEMa 34 CHLODIABRaHe, IOCOYEHa B !

buarapus

HanbiiHuTeNnHa areHLMA 1o gekapersata (MAJ])
Y., Jdaman I'pyep™ No 8

1303, rp. Codus

Ten.: +359 2 8903 417

yebcaiT: www.bda.bg

4.9. Ilpeno3npane
CymnoroMu:

JaHH¥HTe, CBBP3aHH ¢ NPEO3HpaHe, ca MHOro orpaHiyeHn. Hali-oyaksanute CHMITTOMU ca Hapa3eHa
XHIOTOHHA U HApYyILUEHHe Ha OAUTENHOCTTA.

Mepku:
Jleuenuwero Tpabpa nAa Obge cuMmToMaTHYHO. B jombiaHeHHE KBM CTOMAIUHATA TPOMHBKA,
NPENopHYBAHOTO JEUEHHE MOKE /1a BKMOYBa ynoTpebaTa Ha CMMINATOMHMETHYHH CPENICTBA B Cy4aii

Ha U3pa3cHa XHITOTOHHA.
TEHAKCVM e cnabo nuanuzupyem.

5. DPAPMAKOJIOT'MYHH CBOMCTEBA
5.1 ®apMakoAHHAMHYHH CBOHCTBA

AHTHUXHIIEPTEH3UBEH INPOAYKT
/ CO2AC: cupaeyHOCHAORA CHCTEMA /

Mexanuswvm na oeiicmeue

TEHAKCYM ¢ OKCa3OJIHHOBO HPOM3BOJHO ¢ aHTHXHNEPTEH3MBHH CBOMCTBA, -:-. HO
BBPXY MMHIA30/IMHOBHTE pelentopH /I)/ HA Ba30OMOTOpPHHTE LUEHTPOBE B NpoARATORETHN THIFLRN

nepu@epuata U ocobeHo B ObOpennre. CBBLP3BaHETO HA PWIMEHHIHH il

peuentopu /I)/ nAXNOMpPa CHMITATOMHMETHYHATA aKTHBHOCT HA JIB€ HHBA — B Y
nepuQepraTa, KaTo BOAH 0 HaMaIgBaHe Ha apTeprantoro Hangdrave. TEHAKC




32BHCHMO TOHWKABAHE HA APTEPHANHOTO HAJAraHe MPH PA3IAMHH MOJe/]d Ha HOPMOTEH3IWBHH M
XHNEPTEHIUBHH KHBOTHH. T03H ePEeKT € NOTBBPAICH IPH XHNEPTEH3HBHH HALHEHTM.

Qapmaroounamuuny ehexmu

TEHAKCYM npeansBHkBa [030-33BHCHMO TICHH)KABAHE HA CHCTOMMYHOTO H JAHACTOJUMHOTO
apTepHANHO HAIAC4HE NPH JIETHAIO W H3NPaBEeHO MONOKEHHE. AHTHXHMIICPTEH3HBHATA ePHKACHOCT Ha
TEHAKCYM npuiarad B TepaneBTUYHU 1034 / 1 mg JHERHO B €JMH NPHEM HITH 2 Mg IHEBHO B JBa
NnpreMa / IpH Jieka ¥ YMEPEHA XHIICPTOHHA € A0KA3aHa [TPY ABOIHO cllenH NPoy4BaHHA TIPH H3TIOI3BAHE
cpewy muuauedo H pedepeHTHH npenapatd. TasH edHMKACHOCT MPOSBIKABA TIPE3 LENHA 24-94acoB
NEPHOR M MO BpeMe Ha (usHUECKH ycunuA. Tesw pe3ynTtaT ca NOTBBPAEHH NMPH TPOALILKUTEIHH
npoy4YBaHus, 0¢3 1a ce Habmogapa HaCTENBAHE HA TOAEPAHTHOCT.

Knunuuna edhuxacnocm u bezonacuocm
B tepanesruuln no3d TEHAKCYM He okaspa enusHHE BEPXY Chpae4HAaTa ACHHOCT, HE NPCIAH3BHKBA
33IpBXKKA HAa BOAA U HATPUM K HE HapyIIaBa MeTabOIIMTHOTO PABHOBECHE:

e TEHAKCYM nonnppka 3HauwTeNHa aHTUXMICPTEH3WBHA aKTHBHOCT 24 uwaca cjien
NIPHEMAHETO MY, TIPH KOSTO C€ HAMSUIABA TOTAJTHOTO NEpHGEPHO CHAOBO CHNPOTHRIEHUE O3 MPOMAHA
Ha cepaeyHusa aebHMT. He ce DPOMEHSAT KOHTPAKTWIATETa H €IeKTpOoPU3HOITHYHHTE HHAEKCH Ha
CBHPLETO.

» TEHAKCYM ne okasBa BIHSHHE BBLPXY DEryJaTOPHUTE MEXaHH3MH KbM OpPTOCTATH3IMA,
AdKe MPH NDAUMEHTH B CTapYeCcKa BB3PACT, KAKTO M BLpXY (PH3HONOTHYHOTO MpHErocoOsBaHe Ha
ChpAEYHATA YeCTOTa KbM PH3HUESCKO HATOBAPBAHE.

* TEHAKCVYM He npeaussrxsa npoMeHn B 650peutus KphROTOK, FNoMepyiIHata hunTpanys
WA QUATPALHOHHATE QpaKiiig.

e TEHAKCYM He BaMge BbpXy perylalMsTa Ha THIOKO3aTa, BKIKOYHTENHO HA Tazd NpH
HUHCY/IHHO-38BUCHM MU HE3aBHCHMM JIHAbET M HE TIORNMABA MOKA3ATEIUTE HA TMIIUAHATA 0OMAHA.

3.2, PapMaAKOKHHETHYHH CBOHCTBA

Pezopoyun:

Pezopbuusgra ¢:

¢ OBp3a: MaKCUMAIHATA IUIa3MeHa KOHLeHTpauusa / 3,5 ng/ml / ce nocrura 1,5 1o 2 yaca cnep npHeMate
Ha eJHOKpaTHa f103a ot | mg TEHAKCYM.

¢ 1p)10cTHA: abconoTHaTa 6HonamuyHocT € 100 %; HaMa edexT Ha TBPBONACAKHO MMPEMHHABAHE Npe3
YepHua apob.

® [IOCTOAHHA: HAMA 3HAYMMH MEXIYHHIHBHIYATHH Pa3iMiHi; €XHOBPEMEHHOTO NMPHEMAHE HA XpaHa
He npoMeda GHOHAIWYHOCTTA; NPH NPENOPRYAHHTE TEPANEBTHYHH NO3H HAMA Bapualiidsg B CTENEHTA Ha
pe3opbiing.

Pasnpegenenue.
CBBpP3BAHETO C IIA3MEHHTE NMPOTeHHH € no-Manko ot 10%. O6eMbT Ha paznpeaencude 5 1/kg.

Memaboruzor.

TEHAKCYM cnabo ce Merabonninpa. B ypunata ce oTkpuBaT cnein ot MeTabONNTH, pe3yaraT oT
XUIOPOH3aTA WIH OKHCIICHHETO Ha OKCA30OIMHOBHA NpbCeTeH. Tean MeTabonnTH ca nuiueHy ot andal-
ArOHHCTHYHA aKTHBHOCT.

Excxpeyus:
TEHAKCYM ce enamMuaipa npeaHMHO npes 6u0penure; 65 % OT NPpWIOKEHATa 1034 ¢ BKCI{peTHpaT
HEMPOMCHEHH ¢ YpuHaTa. BrOpeuHusT KnUpPBHC nNpeacTasnspa IR TPETH OT OOLIKAA j"- GOERC, ]
Ha Noay>KHBOT € § yaca. Ilpuerara 71038 1 MHOTOKPATHOTO npUjiarade Ha IMTPOAYK ,
napametTbp. PapMaKonorH4HOTO ASHCTBUE € NO-NPOIB/HKHTEIHO, 3HAYHM aHT o
Ce noaAbpKa A0 24 uaca cnel pHEMAHETO HA JIEKAPCTEOTO TIPH NALUHEHTH C XF
AHEBHa no3a oT 1 mg.




Muozoxpamno npunazane:
CrabunHo cheTosHMe Ha TulasMeHaTa KOHLeBTpaund (steady state) ce pocTHra c¢nen TpeTus JieH; Npy
ASCETAHECBHO NMPOYYBaHEe Ca YCTAHOBEHH NOCTOAHHHN CTORHOCTH Ha TUIA3MCHUTE HHUBA.

IIpodvasicumenno KoHmMpoaUPAHE HA HAAIMEHUME HUEBA! |
[InazMenHuTe koHueHTpauyun Ha TEHAKCYM ocrapaT crabunHe npi NAalMedTH ¢ XHIEPTOHMA,
NIEKYBAHU B POALIDKEHHE HA JBE TFOJIHHH.

Ipu nayuenmu 8 cmapuecka sx3pacm:
DapMakOKMHETHYHH NPOYYBAHUA NPH NAIKMEHTH HA BB3pacT 70 rofMiHM WIH NoBede MOKA3RAT, 4e
BPEMETO Ha NOJIYXKUBOT € 13+/-1 uaca.,

Ilpu nayuenmu ¢ veprodpebua nedocmamvunocm.
Bpemero Ha nonyxusort € 12+/-1 4aca.

Lpu nayyenmu ¢ 6v6peuna nedocmamvyHOCm:

T'bit KATO OCHOBHHAT BT Ha eKCKpelus ¢ OpOpeuHuaT, npk naikeHTH ¢ GuOpeyHa HeIOCTaTHUNOCT Ce
Habmonasa 3abaBdHe Ma E€IIMMHHHPAHETO, KOCTO Ce€ CHOTHACA KBM KpeaTHHHHOBMs widpbHc. [Ipu
NalMeYTH C Teka OhOpeuHa HENOCTATEMHOCT /KPEaTMHHWHOBR KIMMpBHC < 15 mlU/min/ Bpemero na
NOJYECIHMHHHPAHE € OKoNo 35 vaca.

5.3 lIpeakannaYEE NaBHY 32 Ge3onacHocT

MaxkcrMmannata cybieTanna J03a npyMiaraHa Ha rpuzaud e onma oxkono 4000 no 5500 neTy mo-rosisma
OT TepaneBTHHYHATA Opaina 1032 Npy xopa. CHMITTOMHTE Ha MHTOKCHKALMSA ¢ O IIpeyd BCHUKO OT
CTpaHa Ha EHTPAIHATA HEPBHA CHCTEMA, KAaTO I'bPYOBE, KOMTO ca 0K HaGmonasauy npy NpuiIaraxe
Ha §TH3KY 10 NETATHHTE WIH ETAJIHH JO3H.

Ilpu opoy4BaHHA ¢ MHOTOKpaTHO AO3HpaHE BBPXY IpH3aul, Kyvera ¥ MaliMyHM, He ¢a NOJYYeHH
JIOKa3aTe/ICTBa 38 yBpexKaane QyRKIHATA HA eKCKPETOPHUTE OPTaHH WK TIATOJJOTHMHH H3MEHEHHA OT
CTpaHa Ha APYry OpraHM [pH Npuiarale Ha npenapara B Ao3a 1 mg / kg nnerHo, cpoTBeTHO B 30 TETH
NO-BHCOKA 034 OT OpanHaTa TepancBETHYHA A03a TPH XOopa.

[Ipwiaraun 8 1034 250 0pTH 00-BHCOKH OT OpajiHaTa TepaneBTHuYHa 4032 npy xopa, TEHAKCYM we
TIpe/ICTAR/ABA eMOPUOTOKCHUYEH / TEpaTOTEHEH PHCK.

[Ipoy4panmaTa BEPXY edeKTa Ha PHIMEHHINH BBPXY (PeprwiHTeTa, penpoayKTWBHOCTTAa, KaKTo M
RBPXY TEPH H NOCTHATATIHOTO [OBEACHHA MPH MIAAH IUIBXOBE HE €a NOKa3alH NPH3HAUW Ha
YBpPEXKIAHHS NIPH CBPBXIOIEMH 1034 (2,5 no § mg/kg nepopanno).

6. PAPMALIEBTHYHH JAHHU
6.1. CnRcBbK B2 NOMOIIHETE BEIIECTRA

Konowaed cunyumer ABYOKHC

JlakTo3a

MarHesues cTeapar

MHukpokpucTanHa nenynosa

[Napadun

Hatpuesa xapOoxcHMeTIWIORA cKopOsna
Tank

bsan nuenex BoCkK

6.2. HecpBMecTHMOCTH

Henpunoxxumo




6.3. Cpok Ha rogHocT

2 TOOMHH,

6.4. Cnenua/iHn YCJIOBHA HA ChXpaHeHHe
Ja ce cpxpaHasa pH Temiiepatypa oon 25°C.
6.5. BHA H ¢hbABPKAHAE HA ONAKOBKATA

Kapronena kyrua ¢ PVC/anymunuesu dnucrepn.
Kytua ot 30 TabneTku.

6.6. Cniennna/ing Npesna3HE MEPKH HPH H3XBLP/ISHE

Hama crieIHATHH MIHCKBAHINAS,

7. IPHTEXKATEJI HA PASPEILIEHUETO 3A YIIOTPEEBA
LES LABORATOIRES SERVIER
50, rue Carnot

02284 Suresnes cedex
PDpadma

8. PETHCTPAIIMOHEH HOMEP: 9600211

9. JATA HA TIOJHOBSBAHE HA PAZPEIIEHUETO 3A YIIOTPEFBA:
02/07/2008

10. IATA HA AKTYAJTH3APAHE HA TEKCTA:




