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Punmenukc 1 mg tabneTkm
Rilmenix 1 mg tablets

2 KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika Tabnerka cbabpxka 1| mg puamenuaunt (rilmenidine) noa ¢popmara Ha puIMEHUAMHOB
anxuaporeH ¢ocdar (rilmenidine dihydrogen phosphate).

3a NMbJIHUA CITUCBHK HA NMOMOILHUTE BELleCTBA BHKTE TOUkKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka
Kpbria, nBoitHOM3NbKHANA, Osna Tabnerka.

4. KIUHHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHS
ApTepuajiHa XMUIIEpTOHHUS

4.2 Jlo3MpOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Bb3pacTHu

[IpenopbumuTennara no03a e | Tabnerka JJHEBHO. MpHETaA KaTO €IHOKpAaTHa /103a CYTPHH.

Ako | Mecell c1e/1 3an04YBaHe Ha JIEYEHHETO pe3yJITaTUTE Ca He3a/10BOJIMTEIHH, J103aTa MOXKe 1a Obje
yBeJiHueHa 710 2 TabJIeTKH AHEeBHO B JIBa OTAe/HHU npreMa (|1 Tabnerka cyTpuH U 1 Tabnerka Beuep) B
HA4yaJ1I0TO HA BCAKO XPaHEHE.

CneumaaHi rpyIru rnaumeHTH

[Topaau nobpa KJIMHKWYHA U OHOIOrHYHA MOHOCHMOCT, PHJIMEHH/IMH MOXKE /1a Ce Mpuiiara Ha
MalMeHTH B CTapyecKa Bb3PacT U Ha TAKUBA CbC 3aXapeH /1MadeT ¥ apTepUaiHa XUINIEPTOHMAL.

[Ipn naureHTH ¢ ObOpEUHA HEIOCTATBYHOCT 110 MPHHLIMIT HE CE€ HaJlara aJarnTHpaHe Ha /103aTa, ako
KPEATUHHHOBUAT KJIMPBHC € No-BUCOK OT 15 ml/min.

JleueHuneTo TpsaOBa Aa NPOABLIKH HEOMPEAEIEHO ABJIN0 BPEME.

[leouampuuna nonynayus

He ce npenopbyBa ynorpedara Ha pUJIMEHH/IMH MPH Jiela, NopajaM JIMIrnca Ha JaH

HauuH Ha npujioxKeHue

[lepopanHo npuiokeHHe
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4.3 [IlpornBonoka3aHus

e CBpPBbXUYBCTBUTE/THOCT KbM aKTHBHOTO BELLIECTBO WM KbM HSAKOE OT NMOMOIIHUTE BELLLECTBA,
M30poeHH B TouKa 6.1

# Texkka nenpecus

* Texka ObOpeyHa HEAOCTATBYHOCT (KPEaTHHUHOB KJIMPBHC < 15 ml/min)

44 CpenHa/HH npeaynpexJaeHHs H NpeINa3HH MePKH NPH ynorpeda

CrneuraiHy npeaynpexieHus
Jla He ce npeKkparsaBa JIEYEHHETO M3BE/HDBIAK, a /1a C€ HamaJlsiBa NMOCTENEHHO Jl03aTa.

[Ipeana3Hu Mmepku npu ynorpeda

- KakTo BCHYKH aHTUXHIIEPTEH3UBHH JIEKAPCTBEHH MPOJIYKTH, NPH MALMEHTH ¢ aHAMHE3a 3a
CH/IOBH HapylIeHHs (HHCYIT, MHpApKT Ha MHOKapaa), pHWiIMeHHAHH TpsOBa Jia ce rnpujara npu
pEeIOBHO MpOCeAsBaHe OT JieKap.

- [lopaan pycka pHJIMEHH/IMH 1a HAMaJIIBa CbpAEYHATA YECTOTA W Ja NPeAU3BHKBA
OpaZiMKap/i1s, 3aMo4YBaHeToO Ha JIeYeHHETO TpsOBa 1a Obe BHUMATEIHO NPELIEHEHO NPH
MalUMEHTH ChC ChLIECTBYBAllla OpaauKapaus WIH C pUCKOBH (akTopu 3a Opaaukapaus (Hanp.
[PH MaLMEHTH B CTApYECKa Bb3pacT, MPH MALMEHTH CbC CHHAPOM Ha OOJIHHS CHHYCOB Bb3€Jl, C
AV-0110K, ¢ Be4e ChLIECTBYBAlIA Chp/IeYHA HEIOCTATHYHOCT HITH BCSAKO JPYIO ChCTOSHHE, MPH
KOETO Cbp/levyHaTa 4eCcToTa ce MnoUIbpika OT MOBULLEH CUMITIATUKOB TOHYC). [1pn Te3n naumeHTH
MMa OCHOBaHHE 3a NpocJjie/IiBaHe Ha CbpJeYyHaTa 4ecToTra, 0COOEHO NMpe3 MbpPBUTE 4 CeAMMULIH
OT JICYEHHETO.

- [lo BpeMe Ha jieyeHHe He ce npenopb4yBa KOHCYMallMs Ha ajikoxoJ (Bxk. Touka 4.5).

- He ce npenopbusa ynorpebaTta Ha pHIMEHHAMH B KOMOMHaLMs ¢ 6eTa-010KepH, PUEMaHH NPy
Cbp/I€YHA HEJIOCTATBLYHOCT (BXK. TOUKa 4.5).

- [Topann Bb3MOXKHA MOSABA HA OPTOCTATHYHA XHITOTOHHS, NAlIMEHTHTE B CTApYECKa Bb3pacT
TpsOBa 1a Obaat npeaynpeaeHy 3a NOBUILIEHHUS PUCK OT NajlaHe.

- He ce npenopbuBa ynorpebata Ha puAMEHHIMH B KOMOMHALIMS C HATPHEB OKCHOAT (BK.

TOouKa 4.5).

4.5 BsaumoaencTBHE ¢ APYIH JIEKAPCTBEHH NPOJAYKTH H APYrH GOpMH HA B3aHMOAelicTBHE

EaHoBpeMeHHa ynoTpeba, KoSToO He ce npenopbyBa (BxkK. Touka 4.4)

Aakoxon (kamo nanumka wid NOMOWHO BeU{ecmeo):

AJIKOXOJIBT YCHJIBA CEATUBHUAT e(PeKT Ha Te3u BeulecTBa. Hapyienara 6 ureHOCT MOXe J1a
Harpasy wogupaHero H padorara ¢ MaluHU onacHu. Jla ce u30srBa KOHCYMalMATa HAa AJIKOXOJIHH
HAlUTKH H JIEKAPCTBEHH MPOAYKTH, ChAbPKalllM aJIKOXOJI.

bema-o6a0kepu, uznoazeanu npu cvpPOeyHa HeOOCMAMbYHOCM.

LlenTpasieH MeXaHH3bM Ha HAMaJIsIBAHE HA CUMIIATHKYCOBHS TOHYC M Ba3oAnIaTHpalius eekT Ha
LEHTPAJIHO IEHCTBALIIMTE AHTUXUIIEPTEH3UBHH JIEKAPCTBA, KOETO MOJKE J1a € ONacHO MPH MalMHeHTH
CHC Chp/I€YHA HEI0CTATBLYHOCT, JIEKYBAaHH ¢ OeTa-010KepH M Ba30MJIaTaTOPH.

Hampues oxcubam.
[loBuineHO LeHTpanHoO notuckane. HapyleHnara 6iMTeTHOCT MOXKe /1a HarnpaBH 1OGHUPaHETO H

paboTata ¢ MalIMHHU OMNACHH.

EanoBpeMmeHHa ynorpeba, KOATO H3WCKBA 0COOEHO BHHMAaHHE

bema-6a0kepu (¢ uzknovenue na ecmonon).
3HAYMTEITHO NMOBHIIIABAHE HA KPBBHOTO HaJIsiraHe TPH BHE3aMHO CrIMpaHe Ha Ji
NEHUCTBALIH AHTUXUIEPTEH3UBHU TNPOAYKTH.

Jla ce n30srea BHE3anHo CriMpaHe Ha JICYEHHETO C LIEHTPAIHO JIEHCTBAIIH aHT
npoayKTH. HeodbX01HMO € KIHHUYHO Npoc/ieIsBaHe.
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EanoBpemenHa ynorpeba. kosTo TpsiOBa j1a ce OOMHCIIH

Angpa-6n0xepu 3a yponocuuna ynompeoa (aighy3o3un, 00Kcazo3un, NPAzo3ul, CuloO03uH,
MAamcyi03un, mepaso3um):
[ToBHlieH xunoreHsuseH edext. [loBULIEH PUCK OT OPTOCTATHYHA XHITOTOHMS.

Angha-on0Kepu 3a aumuxunepmensuena ynompeoa:
[ToBHiieH xunorensuseH edekr. [1oBULLIEH PHCK OT OPTOCTATHYHA XHITOTOHHS.

pyeu npooykmu cve ceoamueno oetucmeue: npou3eo0HU Ha MOphun (anaicemuyu, cpeocmea
NPOMUE KAULIUYA U 3aMecmumetiu mepanuu), neepoienmuyu, oapumypamu, O€H300uUa3enunu, opyeu
AHKCUOIUMUYU OCBEH DEH300UA3enUHU (Hanp. Menpobamam), CbHOMEOPHU, CEOAMUEHU
AHMUOenpecanmu (AMumpunmuIul, OOKCenut, MUAHCEPUH, MUPMAZANUH, MPUMURPAMUN),
ceoamuenu HI xucmamunosu anmazonucmu, yeHmpainoOeucmeauu anmuxunepmen3 Ui cpeocmsd,
oaxkiogen u manuoomuo.

[ToBuiien edekT Ha noruckave Ha L{HC. HapyiieHara 6MTeTHOCT MosKe 1a HanpasH 1WO(GHPaHETO M
paboTaTa ¢ MallIMHHU OTAaCHH.

[1o00bHU na Humpamu eewecmea.
[loBHLIEH PUCK OT XMNOTOHUSA, OCOOEHO OPTOCTATHYHA XHITOTOHMS.

Jlexapcmea, koumo modxice 0a npeou3suUKam opmocmamuynd XunomoHnusl.
PUCK OT yuecTsaBaHe Ha OPTOCTATHYHATA XUIIOTOHHMS.

4.6 @epruanter, OpeMEeHHOCT H KbpMeHe
bpemeHHOCT

JlunceaT WK UMa orpaHMYeHH J1aHHH (3a U3X0/1a Ha no-mManko ot 300 ciayyas Ha OpeMEHHOCT) OT
ynorpedara Ha pUJIMEHUHH NPH OpEMEHHH JKEHHU.

[Ipoy4BaHHUsTa NPH JKMBOTHH HE NMOKa3BaT NMPEKH UJIK HETIPEKH BpPeHH eeKTH, CBbP3aHH C
pENpoOAyYKTHBHA TOKCHYHOCT (BXK. TOYKa 5.3).

KaTo npeana3sHa mspka e 3a npeanoyntade aa ce u3bsarea ynorpedara Ha pujIMEHH/IHH 110 BpEME Ha
OpeMeHHOCT.

Kbpmene
He e u3BeCcTHO Jajin pUIMEHHIMH/METADOIUTUTE CE eKCKPEeTHpAT B KbpMara.

Hanuunure papmMakoAMHAMUYHU/TOKCUKOJIOTMYHM JJAaHHH TPH )KHBOTHH MOKa3BaT €KCKPeELMs Ha
PHJIMEHHANH/META00IUTHTE B MIISIKOTO.

He Moxke na ce U3KJIIOUHM PUCK 32 HOBOPOJAEHHUTE/KbpMayeTara.
PUjIMEHHIMH He TpsAOBa 1a ce M3I0J13Ba N0 BPEME Ha KbpPMEHE.
Oeprunurer

[TpoyuBaHusaTa 33 PENpOAYKTHBHOCT MPH IJIBXOBE HE Ca M0Ka3ain e(eKT Ha PUIMEHH/HH BbPXY
pepruaureTa (BK. TOUKa 5.3).

4.7 EdexrTn BbpXy cnocodHoCcTTA 32 IopupaHe H paboTa ¢ MAIHHH

He ca npoexaaHu npoyuBaHus Ha eeKkTUTE BbPXY CNOCOOHOCTTA 3a wogHpaH
MallHHH. T
Bce nak npeaBua Ha TOBA, Ye CHHJIMBOCTTA € YeCTa HeXKe/laHa peakiMs, nalueHTHT
Mpeaynpe/ieHy 3a TIXHaTa cnocoOHOCT J1a wodupaT WiK Aa paboTAT ¢ MallIMHH.
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4.8 HexenaHu JIeKAPDCTBEHH peaKlHH

Pestome Ha npoduna Ha 6e30nacHOCT

[Tpu no3a 0T | mg eAHOKPATHO AHEBHO YECTOTaTa HA HEKEJIAHUTE JIEKAPCTBEHH PEAKIIMK € CPaBHUMA
C Ta3u, HaOJ1101aBaHa MpH nauedo no Bpeme Ha KOHTPOJIMPAHH KJIMHUYHH W3TTHTBAHMA.

[Ipy no3a oT 2 mg pHIMEHHIMH AHEBHO, KOHTPOJUPAHUTE CPABHUTE/IHU KJIIMHUYHU M3NTUTBAHUS
crnpsMo KJOHWIHH B 1o3a ot 0,15 1o 0,30 mg aneBHo uiu anda-mernnaona B a103a or 500 no

[ 000 mg 1HEeBHO MOKAa3BaT, Y€ YECTOTAaTa HA HEKEJTAHUTE JIEKAPCTBEHH PEAKLIMH € 3HAYMTETHO M0-
HHCKa B CpaBHEHHE C Ta3H, Ha0J110/1aBaHa ¢ KJIOHWAMH WK anda-MeTHII10Ma.

TabsnyeH cnuchbk Ha HEXKEJTAHUTE JIEKAPCTBEHH PEAKIIMH

CneIHUTe HEeXKEeJIAHH JIEKAPCTBEHH PEeaKLIMK WK CbOUTHS ca ChOOLIEHHU U Knacucbﬁuupauu, KaTo €
U3M0JI3BaHa cJie/iHaTa 4ecToTa: MHOro yectH (=1/10), yectu (=1/100 no <1/10), neuectu (=1/1 000 no
<1/100), peaku (>1/10 000 no <1/1 000), mroro peaku (< 1/10 000), ¢ Hen3zBecTHa yecToTa (OT
HaJIMYHHUTE JJaHHHU HE MOXKe /1a Objle HanpaBeHa OlIeHKa).

Cucremo-opraneHn kjac YecToTa Hexenana peakuns
[lcuxuunu HapyieHus Yectu TpeBoxkHOCT

Jlenpecus

bescbHue
Hapywienus Ha HepBHaTa YectH COMHOJIEHTHOCT
cUCcTEeMA [ napoGosiue

3aMasiHOCT
CbpieyHHu HapylIeHUSs YectH [lannuTauum

C HeM3BecTHa 4YecToTa bpaaukapaus

Cb/10BH HapyLLIEHUS

YecTH

CTyneHH KpalHHU1LK

HeuecTH [ opewm BbIHH
OpTocTaTtH4yHa XHNOTOHUS
CromawHO-upeBHHU HapylieHus | Yectw 00J1Ka B ropHaTa 4acT Ha Kopema
Cyxora B ycrara
Jlnapus
KoHcTunaums
HeuecTu ["anene
Hapyuwenus Ha koxkara YectH [Ipypuryc
MOJKOXKHATA ThKaH OO0pus
Hapyuenus Ha MycKyJ1HO- Yectu MycKyJIHH cna3Mu
CKeJIeTHATa CUCTEMA M
CbE/IMHUTE/IHATA ThKaH
Hapyuienus na Yectn Cekcyanna aucyHkums
BB3IPOU3BOAUTEIIHATA CHCTEMA
H rbpjaara
OOuu HapylueHus U edpexkti Ha | YecTw ACTEeHHS
MSACTOTO Ha MPHJIOKEHHUE OTrnaaHanoct
OToK

CboOluaBaHe Ha NOAO3UMPAHU HEXKETAHH PEeaKLIuH

Cpo0LiaBaHeTo Ha NOI03HPAHH HEXKEJIAHH PeakliMu ciiell pa3peliaBaHe 3a ynorpeba
NPOAYKT € BaxkHO. ToBa no3BosisiBa 1a Npoab/KU HAOJIK0IEHHETO HA CHLOTHOLLIEHH
JIEKApCTBEHMS NMPOAYKT. OT MEAMUMHCKHUTE CIEeLIMAIMCTH CE€ U3UCKBa /1a cbhoOLIa

MoJ03MpaHa HexenaHa peakuus upe3 M3nbiHuTenHa areHuus no JieKkapeTBara,
Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaiit: www.bda.bg.
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4.9 Ilpeaozupamne

CUMNTOMHM
JlaHHuTe, CBbP3aHu C npeo3HpaHe, ca MHOTro orpaHiueHu. Hal-oyakBaHuTe CMMIITOMM ca M3paseHa
XHIOTOHHUSA U HapylUEHHE Ha OAUTETHOCTTA.

OsnajasiBaHe

Jleuenuero TpsaOBa na 6bae cHMNTOMaTHYHO. B n0Mb/IHEHHE KM CTOMALLIHATA TPOMHUBKA,
MPenopbLYUTEIHOTO JICYCHHE MOJKE J1a BKJIKOUBA yNoTpedaTa Ha CHMMAaTOMHUMETHYHH Cpe/ICTBA B
Clly4yaH Ha W3paseHa XUIoTOHHS. PHiMeHnaHH e ciabo auanu3upyem.

5.  ®APMAKOJIOTHYHHU CBOMCTBA
5.1 ®apMakoAHHAMHYHH CBOHCTBA

dapmakoTepaneBTHYHA rpyrna: aHTUXMIEPTEH3UBHHU, AaHTHAIPEHEPTHYHM CPEACTBA C LIEHTPAJIHO
NEHCTBHE, UMHAA30JIMHOBH peuentopuu aroHucty, ATC koa: CO02AC06

MexaHu3bM Ha AEHCTBHE

PUMEHHIHH € OKCa30/1M/IHHOBO CbhEeJIMHEHHE C AaHTHUXHUITEPTEH3UBHH CBOMCTBA, KOETO /ICHCTBA M Ha
MeyJJapHUTE U Ha NnepH(pepHH Ba3OMOTOPHHU CTPYKTYpH. PUIIMEHHIMH I€eMOHCTpHpA 110-KU3pas3eHa
CEJIEKTUBHOCT KbM MMH/1a30JIMHOBHUTE PELICTITOPH B CpaBHEHHE ¢ uepedpaiHuTe anda-2-
aZipEHEPIrHYHH PELIENTOPH, KAaTO I'M AH(epeHLHpa OT CbOTBETHUTE asiha-2-aroHUCTH.

PuiMeHnIMH noKa3Ba 10303aBUCHM aHTUXHIIEPTEH3HBEH €(DEKT NMPH MJTbXOBE C FEHETHYHO
JICTEPMHHHPaHa XUNEPTOHU. JleHCTBHETO My He ce NpHapYIKaBa OT LIEHTPAJIHH
HEBPO(hapMaKOJOrHuHHU e(heKTH, KOMTO OOMKHOBEHO ce Habmoaasar npu anda-2-aroHUCTHTE, ¢
H3KJIKOYEHHE Ha J103H, KOMTO Ca MO-BUCOKH OT aHTUXHUIEPTEH3UBHHUTE J103H 3a :KUBOTHH. OcoOeHO
BXKHO € /1a Ce Moj4YepTae, Y€ UEHTPATHUAT MY ceaTHBEH eekT e 1no-ciabo u3paseH.

dapmakogMHAMUYHH eeKTH
Ta3u aucoumanns MeX1y aHTUXMIIEPTEH3UBHATA AaKTUBHOCT W HEBPO(APMaKOJIOTHYHHTE €(PEKTH €

OuJ1a NOTBBP/IEHA U NPH XOpa.

PunamMeHnaMH uMa 10303aBUCHMMA AaHTHXHIIEPTEH3HBHA AKTHBHOCT BbPXY CHCTOJIHOTO H IHACTOJIHO
apTepHATHO HaJIsiraHe B JIEFHAJIO U M3IPaBEHO nosiokeHue. B tepaneBTHYHM 1031 (1 mg BeIHBK
JIHEBHO WJIM 2 Mg NHEBHO B OTJEIHH MPHEMH), JBOMHO CJIENUTE KIMHUYHU U3MTUTBAHUS CIIPIMO
1auebo n peepeHTHUAT NPOAYKT ca JIOKAa3aId AaHTUXHUIIEPTEH3UBHHS e(DEKT Ha PHIIMEHH/IMH NPH
JIEKa 10 YMEpeHa XHIEPTOHHA.

E¢ukacHocTTa My ce 3anasBa B npoab/ikeHHe Ha 24 yaca ¥ npu pusuuecko ycunue. Tesmn pesynraTu
ca OMJIM NOTBBLPAEHH 3a NPOABLIDKUTE/IEH NMEPHOJ OT BpeMe, 0e3 pa3BUTHE Ha TOJIEPAHTHOCT.

JABOHHO ciienu, naanedo KOHTPOJUPAHU KIMHUYHH U3NMUTBAHMS C /103a OT | mg JHEBHO ca
YCTAHOBMJIH, Y€ PHIIMEHH/IMH HE € OKa3asl BIUSAHHE BbPXY TECTOBe 3a OaurenHoct. Yecrtorara Ha
HE)KeJIJaHWUTE PeaKlMK (CbHJIMBOCT, CYXO0Ta B yCTaTa, KOHCTUIALIMS) HE Ce € pa3/ihyaBajia OT Ta3H
HabronaBaHa ¢ ruiauebo.

JIBOMHO CJ1enyn KIIMHWYHK U3MMTBAHUS C 1032 PUWIMEHHIMH OT 2 Mg JIHEBHO, CIIPAMO pe
ana-2-aroHucT, NpujlaraH B €eKBUBaJICHTHA TepaneBTHYHA /1034, ca MOKa3aJM, ue Y
TeKEeCTTa Ha HEXKEJTAHUTE peaKLiMK € OWJ1a 3HAYUTEIHO NO-HUCKA B Ipynara ¢ pui

B TepaneBTHYHHN 103K PUIMEHHIHMH HE MOBJIHABA CbhpaeYHaTa QYHKLMS, HE TIpe
Ha HATPHH U TEYHOCTH U HE NMPOMEHS MeTabOJIMTHOTO PABHOBECHE:

& PHJIMEHHIMH NOUIbPIKA 3HAYNUTE/IHA AHTUXHIEPTEH3UBHA AKTUBHOCT B I1
24 yaca cjie/l NpYeMaHe Ha 103aTa, KaTo NOHW)KaBa 00IIOTO NepUPEPHO Cb
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CBIPOTHBJIEHHE 0€3 KAKBUTO M /1a € POMEHH B yaapHus o0eM. [Toka3aTennte Ha MHOKapAHHS
KOHTPAKTHJIMTET U Cbp/I€YHATa eNEKTPOYUIUOIOrHs HE CE MPOMEHSIT.

e PUAMEHHANH He NPUYHHABA MOCTYpaliHa XHMOTOHHUS (OCOOEHO MPH NALIMEHTH B CTapyecKa
Bb3PAcT) U He NOBJIHABA GU3HOIOTHYHOTO MOBHILIABAHE HA Chp/IeYHATa YECTOTA MPH

GU3HYECKH YCHIINS.

® PUJIMEHHIMH He Npean3BHKBaA NPOMEHH B ObOpeYHUs KPbBOTOK, CTENEHTA Ha rjiomMepyJiHaTa
(uaTpauus UM GpuaTpauMoHHata (ppakudg U He nopaussa ObOpeunara GyHKLMS.
® PUJIMEHHIMH HE OKa3Ba BJIIMIHUE BbPXY MeTabOJIM3Ma Ha I10Ko3aTa (BKJIKOUYUTETHO TPH

MalMEeHTH CbC 3axapeH AHadeT (MHCYJIMHO3aBUCUM MW HEUHCYJIMHO3aBHCHM)) M HE MOBJIHABA
JIMNTUIHUSA MeTa00JIH3BbM.

5.2 @apMaKOKHHETHYHH CBOHCTBA

AbcopOumsita

& ¢ Obp3a: MakcMMasiHa ruiasmeHa koHueHtpaums (3,5 ng/ml) ce noctura B pamkure Ha 1,5 10
2 yaca ciie abcopOumsTa Ha €IHOKpaTHa 103a OT | mg pUIMEHH/IMH;

® e nbjiHa: abcomoTHata OuoHanmyHoct e 100%, 6e3 eekT Ha MbPBO NPEMHUHABAHE NPE3 YEPHHUS
J1po0d;

5 € NOCTOSTHHA: MHTEPUHAWBH/IYaJTHUTE BAPUALIMM CA HE3HAYMTEJTHH W ChITbTCTBALLOTO NPHEMAHE

Ha XpaHa He rnpomeHs OMoHanuyHoctTa. HuBara Ha aGcopOuusTa He Bapupar B
MPENnOPBLYUTEITHUTE TEPANEBTHYHH J103H.

Pa3znpenenenue
CBBP3BAHETO C MJ1a3MEHUTE MPOTEHHH € Nno-Maiko ot 10%. OGembT Ha pasnpenenienue e S I/kg.

buotpancdopmaims

Punmenumn ce metabonunizupa muoro cinabo. Crieam ot MetaboJIMTH ca OTKPHUTH B ypUHATa U Ce
CYHTa, Y€ C€ JbJIKAT Ha XHAPOJIH3a HJIH OKHCJIEHHE HA OKCAa30JJMHOBMS NMPbCTEH. Te3n MeTaboIuTH He
MPUTEKABAT AKTUBHOCT Ha ai(ha-2-arOHUCTH.

EnvMMuHUpaHe

PUMEHHIMH ce enMMHUHHMpa OCHOBHO npe3 ObOpeuuTte: 65% OT npuaokeHaTa 103a ce eKCKpeTHpar B
HENMPOMEHEH BH/1 C YpUHaTa. bbOpeUHHUAT KIIMPBHC NIpeACTaB/IsBa /1BE TPETH OT OOLLIMS KIMPBHC.
EnvMuHaumoHHUaT noaykuBot € 8 yaca. He ce npomens o1 npuioxkeHaTa 103a WK TTPH
MHOTI'OKpATHO npuaokeHue. [1poabmkuresiHocTTa Ha (hapMaKkoJIOrHYHOTO JIEHCTBHE € roJiiMa, KaTo
AHTUXMIIEPTEH3WBHATA AKTUBHOCT Ce€ MOUIbpKa B 3HAUYMTEJIHA CTEINEH B NMPo/ibJkeHHe Ha 24 yaca
CJIE/1 TPHUJIOIKEHHE TIPH MALIMEHTH € apTepHaiHa XUINIEPTOHHUS, JIEKYBAHH € /1032 OT | mg BeAHBIK
JHEBHO.

MHOrokpaTHO NpPUI0KEHHE: CTALIMOHAPHO CbCTOSIHUE (steady state) ce NOCTHra /10 3-THS JIEH:;
MPOYYBaHE Ha IUIa3MEHHUTE HUBA MOKa3Ba, ye 0cTaBaT CcTabUIIHM B Npoab/bkeHue Ha 10 aHM.

II'I:HI"DCPO‘{HOTD Hﬂ6ﬂi0ﬂ€l'll’le Ha TU1a3MCHHUTEC HUBA IPH MNMALUEHTH C XHIICPTOHHS (J’[ﬁK}’BHHH B
MpOABL/IKCHHC Ha 2 rOJIMHH) € MOKa3aJjio, 4e Mjia3MeHUTE HHUBa Ha PUIAMCHHIHH OCTaBarT CTaOMITHM.

[laumeHTH B cTapyecka Bb3pacT
®apMaKOKHHETHYHHUTE W3IMUTBAHUS [PH NALUEHTH B cTapuecka Bb3pacT (Haa 70-roauiiHa Bb3pacT)
ca NnoKasajiv €JIMMUHALIMOHEH TOJYKUBOT OT 12 yaca.

YepHoapoOHO yBpexkiaHe
EnuMuHauMOHHUAT nonyxuBoT € | | yaca.

bbOpeuHa HEAOCTATHLYHOCT
[lopaau npeauMHo 0LOpEYHOTO enUMUHUpaHe, e Ouo Habo1aBaHo 3a0aBeH
ChEJAMHEHHETO, KOETO € MPONOPLUOHAIIHO Ha cTeneHTa Ha ObOpeuHaTa HelOCT
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MalMeHTH ¢ TexKa ObOpeyHa HEAOCTATBLYHOCT (KPeaTHHUHOB KJIMpbHC noa 15 ml/min),
€JIMMUHALIMOHHMAT MOJYKUBOT € npubausuTenHo 35 yaca.

5.3 IlpeaAK/IHHHYHH JAHHH 32 0€30MACHOCT

HekJMHHYHHUTE JaHHHU OT U3MHUTBAHUS 3a OCTPA TOKCUYHOCT, TOKCHYHOCT NMPH MHOTOKPATHO
puJlaraHe, reHOTOKCHYHOCT/MYTAreHHOCT, KaHLIEPOTr€HEH NOTEHLIMAJ U PENPOLYKTHBHA TOKCHYHOCT
HE MoKa3BaT 0COOEH PUCK 3a Xopara.

HesxenaHu peakuuu BbpXy MepU- U NMOCTHATATHOTO Pa3BUTHE (HUCKO TErJ10 MpPH pak/laHe) ca
HaOJ110/1aBaHKU caMO NpPH 1034, TOKCHYHH 3a MaHKarTa.

6. PAPMALHEBTHYHU JAHHHU

6.1 CnHcbK HA NOMOULIHHTE BellecTBA

MHuUKpOKpHCTaIHa LIesyJ103a

Kpocnosuaon tun B

MuKpOHH3HMpaHa CTEAPUHOBA KMCEJIMHA

MUKpPOHHU3UpaH TaJlK

Kosonnen, 6e3B01€H CHIMLIMEB THOKCHL

6.2 HecbBMeCTHMOCTH

Henpuioxumo

6.3 Cpok Ha roagnocTt

3 roauHH

6.4 CpneuHa/IHH YC/IOBHSI HA CbXpaHeHHe

Jla ce cvxpansBa noa 30°C.

6.5 BuaucbabpkaHHe HA ONAKOBKATA

28, 30, 56, 60, 90, 98 uan 100 Tabnerkun B Gnuctep (AslyMUHUI/ATYMHUHHUEB: AJIYyMHHHEBO (OJTHO
CFF (ctyaeno ¢popmysano honno)/ AnymuanueBo GosiHO ¢ TOIJIMHHO 3aneyaTBalll JaK) WiH
(AnymuHui/anymunues: AnymunueBo Gonno CFF (ctyneHo dopmysato dhosimo) ¢
rpyH/AlyMHUHHEBO (DOJMO € TOTJIMHHO 3anevyaTsalll Jak).

He BCHUYKHK BH10BE ONAKOBKH MOXe Jia ObaaT nycHaTv B npojaaxoa.

6.6 CrneuHa/IJHH NpeaINasHH MEPKH NPH H3XBbPJIsiHe

Hsama cneuunanHy M3ucKBaHMs.

Heusnonzpanusar JICKAPCTBCH MNMPOAYKT HJIH OTIHAaABYHHUTC MaTCpPHaJId OT HETO TpHGBH Aa CC UBXBBPJIAT
B CbOTBCTCTBHC C MCCTHHUTEC U3UCKBAHHA.

7. INPUTEXATEJI HA PASPEHLIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5, 2031 GA Haarlem
Hunepnanaus
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8. HOMEP(A) HA PASPEILHEHHUETO 3A YIIOTPEBA

Per. Ne 20100707

9, JAATA HA ITBbPBO PASPEIIABAHE/ITOIHOBSBAHE HA PAZPEILIEHUETO 3A
YIIOTPEBA

JlaTta Ha nbpBO paspewaBane: 05 HoemBpu 2010 r.
Jlata Ha nocneano noaHoBsBaxe: 13 ¢espyapu 2019 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

09/05/2024
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