KPATKA XAPAKTEPUCTHKA HA IMPOIYKTA
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V3MBAHUTERHA ATEHUUS NO MEKAPCTBATA
1. HME HA JIEKAPCTBEHHSA INTPOAYKT
Kpamka xaparinepucmuxa Ha npogykma - fipunoxorie 1

Punrake 1 mg Tabnetku Kom Poa. Ne ... _‘75072 o Ooj-j 2

Riltax | mg tablets ~~JfewPeaM..Z7in.g PO ’

RE[ frnpttfe- 77 7H™

, Paspewenus N :
051

e rnmm

2.  KAYECTBEH U KOJMYECTBEH ChCTAB

“OGORDRNIE N o ierrcriraresS

Enua rabnetka coappxa 1 mg punmesanaud (rilmenidine) (kaTo pwiMeHHIMHOB uxHaporendiocdar)
(as rilmenidine dihydrogen phosphate).
3a IBMHUA COMCEK Ha TOMOILHKTE BeluecTBa BIcTe TouKa 6.1.

3. JEKAPCTBEHA ©®OPMA

TaGneTka.
Tabnetkure ca Genu, 1BOHHOMINBLKHANM, KPBINH, 6 MM B JHAMETH.

4.  KJHHHYHH JAHHW
4.1 TepaneBTHuHA NoKa3zanud
JleueHHe Ha eceHIMAIHA XUNEPTOHUA MPH BE3PACTHM.

4.2 Jozuponka H HaYHH HA NPUIOKEHRE

EOSHQOBK&

lpenoprunTennata go32 € 1 TabaeTka nueBHo (1 mg), NpHEMaHa eQHOKPATHO CYTPHH.

AKO cllefi eAHOMECEUHO NTEUSHUS PE3yNTaTUTE He Ca Ha ADCTATHUHO AOOPO HABO, 2033Ta MOKe 13 C&
yBenuuk 10 2 tabneTeu QHeBHO (2 mg), pasfenend Ha nea npuema (1 Tabrersa cyTpuH U 1 TabneTka
Beyep) ¢ HAYATOTO HA XPaHEHETO.

Jleuennero TpabERa na OBAS THATOCPOUHO,

Ha!!HEHTH B CTAPYeckKa BB3pacT 1 MAlIHEHTH C gnaﬁe’r
Hee HeOOX0aHMA KODEKUHA HA 1034Ta MPH CEPBXUYRBCTBUTENHY NAHUCHTH B CTAPUECKA Bb3pacT 1

CBPBXYYBCTRUTENHH NALMEHTH ¢ AKader.

brpeuHa HelOCTATRYHOCT:
Hpu mauuenTn ¢ OpOpeyHa HEOOCTATEYHOCT, C KPEATHHHHOB KITUPBHEC NO-BHCOK OT 15 ml/min, e ce
Hallara KOpeKLMs Ha 103aTa.

IMeauaTpuYHa Oy IALMA;
IMopagy Muca Ha JaHHH 33 6e30MIACHOCT M eHKACHOCT IPHEMBT HA PWIMEHHOHH He Ce npenopbLypa
npy aela.

Hauun Ha npunoskeHue
[Mepopanua ynotpeba.

4.3 Iliporaponokaianug

To3u JTIEKApPCTBCH NPOSYKT HE Tpnﬁna Aa c€ H3MON3Ba HUKOr4d NpH CISIHHTE ClTyda




— CBpBXUyBCTBHTENIHOCT KbM aKTHBHOT(Q BEUICCTBO HIIH KbM HAKOE OT MOMOLIHHTE BelllecTRa,
nadpoenn Touka 6.1,

— Texka genpecHs.

— Texxa 650pedna HeTOCTATEYHOCT (KPeATHHAHOB KIHpEHE < 15 ml/min) (8. Touka 5.2).

— B xoMOuHanuA ckc cynTonpHa (Bx. Touka 4.5).

4.4 Creunanan npenynpexkieHHs H npelna3Hl Mepky opH ynorpeba

— IlpH cHpaHe Ha NEUEHUETO ¢ PHAMCHEAWH, F03aTa TPAGRA 13 ce HaMaliBa NOCTENeHHO,
NeueHHEeTO HHKOra He TpA0BA 13 ce NpeKpaTaABa BHE3aNHO.

— KaxTo npy BCHYKH aHTHXHIIEPTEHIHEBHH JISKAPCTRA, MPH NAaUHEHTH C OCTPH CLAoBH 3aBonaBanus
{MO3BbUEH HHCYAT, MHOKAPASH HHPAPKT) JIe4eHHETO ¢ PHIMEHHIHH H3HCKBA PEAOBHO JICKAPCKO
Habnronenue.

— Tlopapu pHCKa PUIMEHUAKUH 8 HAMANABA CHPACTHATA YECTOTA W A3 NPeau3Bnkea Spaaukapaus,
3aTl04YBAHETO HA NedeHHeTo TpAGBa fa ObIe BHUMATEIRO MPeLlieHeHO IIPH HALUHEHTH Che
CBHINECTBYBAILA GpaTvkapiud WM ¢ PHCKOBK (DAakTOPH 3a Gpaaukapans (HANp. IPH NalHeHTH B
cTap4ecka BB3pacT, Mpy MallHEHTH Cwe CHHAPOM Ha OOTHUA CHHYCOB Bhbielt, ¢ AV-0nok, ¢ Bede
CBINECTBYRALIA CHPACYHA HEAOCTATHUHOCT HIH BCAKO APYTO CRCTOAHHE, NPH KOETO ChpaedHaTa
4eCcTOTA ¢€ NOAABDIKA 0T HORHINEH CHMIATHEOR ToHyC). [Tpu Te3W nauvenTl NMa 0CHDBaHME 32
MpOCNeAssane Ha ChpAeuHara 4ecToTa, 0cobeHo npes NEPRHTE 4 CeIMHIH OT JIEUSHHETO.

- Ilo BpeMe Ha NeueHHETO KOHCYMAUHATA HA AIKOXON HE € NpelopeyuTenHa (Bx. Touka 4.5).

— VYnorpeGara Ha puIMEeHHIHH B KOMOHHALMA ¢ 6eTa-0n0KepH, IPHEMaHH NPH ChpICYHA
HeAoCTaTEEHOCT (DH30NPONON, KapBeAAION, METONPOTION), He C& NpenopLYBa (Bx. Touka 4.5)

— Vnorpebara Ha panMeRHIuH 8 komOusaiiua ¢ MAO-muxubuTopy He ce npenophyea (Bx. TOuka
4.5).

— Ilopanu Bp3MOXKHATA OABA HA OPTOCTATHYHA XHIOTOHHA, MALHEHTHTE B CTAPYECKa BE3IPACT
TpaOBa ma GbAaT NpeRypPeIeHH 3a MOBHIUABAHE HA PUCKA OT TIAdaHe.

4.5 Biaumoneificrane ¢ APYry NeKapeTBelH POIYKTH H APYru (oPMH HA B3aHMOAeHCTRHE

EanospeMeHHa ynoTpeda, KOATO e IPOTHRONOKA3aHa (B4, Touka 4.3)
Cyamonpuo
IMoeuIneH pHCK OT BeHTPHKYIapHA apUTMUSL, 0coleHo torsades de pointes.

EnxoBpeMenna ynotpeba, koaTo He ¢e Npenopbyea (R, ToUka 4.4)

Anroxon

AJIKOXO/TBT MOBHLIABA CeNaTHRHHA ediekT Ha Te3u BewecTra. Hapyurenata Gourensoct Moxe ga
HaNpaeH WwothHpaseTo U paboTaTa ¢ MAMHHH ONacHH, ANKOXOMHMTE HAITHTKH 1 ieKapcTBaTa,
ChIBPAKAWM ANKOXON, TPAORA O3 ce W30areaT,

Bema-baoxepu, usnoa36any NP Copoieuna HEOOCMAMBYHOCH (OUIORPOROA, KAPEEOUION,
Memonporon)

LleHTpanHo NOHIKEHHE Ha CHMIIATHKOBHS TOHYC W CBOPA3LIHPABAIL epekT Ha [IEHTPaTHO
AeHCTBAMIUTE AaHTUXHIIEPTEH3HBHY CPEACTRA, KOSTo MOXe A2 Obae BPeNHD IpH NALMEHTH OB
ChpaeUHa HETOCTATLYHOCT, KOHTO ca HA JledeHue ¢ DeTa-610KepH U Ba30AHIATATOPH.

MAO-unxudbumopu
AHTHXHNEPTEHIMBHATA AKTUBHOCT HA PUIMEHHIHH MOKe MaCTHYHO 1A c¢ aHTaroHNIUpa,

EnHospeMeHHa Ynorpeba, KosTo M3HCKBA COCHMATHO BHUMAHHE
baxnochen

TloBuineH AHTUXUIEPTEH3HBEH edeKT; KPBRHOTO HallArae Tpa0Ba 1a ce CAeAH H aKo
J033Ta HA AHTHXHIIEPTEHIHBHOTO JI2KAPCTBO JIa C& KOPHIHPA.




Bema-onorepu

Moske a3 BB3IHHKHE JHAYHTENHO NOBHINABARE Ha KPBBHOTO HANATAHE B CITYYai Ha pA3KO
NpeKpaTABaHE Ha JIEYCHHETO ¢ UEHTPATHO AeficTBALIH aHTHXHIIEPTEH3MBHE cpeacTea. Habarsaiite
PA3KOTO IPEKpPATABaAKE HA LEHTPaHo AefcTBalMTe aHTHXHIEPTEHIHBLH cpeacTBa, H3nckea ce
KTHHUYHO HaGmonexHue.

Jexapcmesa, koumo npusunneam torsades de pointes (¢ uzmovenue Ha CyIMonpuod):

~ Knac Ia anTuapuTMu4en cpenctBa (XHHHAMH, XUIPOXMHHAKH, AM30TTHPaMHL);

— Kuac Il antrapuTMuunu cpencrsa (amuopapos, aodeTmua, H6YTHARI, COTATON);

— Hakou HeBponenTHUM: GeHOTHARKHY (XNOPUPOMAZKH, TEROMEIPOMAIKH, THOPHAAINH),
GersaMuay (aMHCYINPRA, CYMOHPHI, THanpua), Oy TupodeHOHH (APONEPHION, XANISPHION),
OPYTH HEBPOIETITHIH { IHMO3HL),

- Jpyru nexapcTea: Genpuanit, UH3anpui, RHQeManu, epHTpoMuunl IV, xanodaarpuy,
MM30T4CTHH, MOKCHGIIOKCAlMH, TIEHTAMBIHH, cTApaMHIHH IV, sunxamun IV,

TMoBHIIEH pHCK OT BEHTPHKY/TapHA apuTMus, oco0cHO forsades de pointes. KnHHAYHO W
efeKTpokapaHorpadcko npoceaasase.

Tpuyuxnuuny anmudenpecanmu
AHTHXWNEPTEH3HBHATA AKTHBHOCT HA PWIMEHHIMH MOJKe YACTHUYHO 13 Ce AHTAFOHM3HPpA.

Apyeu aumuxunepmen3ugHi cpedcmea
INoTenuupane Ha XMnoTOHIMHAA edekT. [IoBHIIEH PHCK OT OPTOCTATHYHA XMNOTOHHS.

EnnoppemerHa ynotpefa, KoaT0 M3HCKBA CHICHHAIHO BHHMAHKWE
Antha-bnoxepu
MoTenunpane na XUNOTOHHYHHA edekT. I[oBUwIeH PHCK OT OPTOCTATHYHA XHIOTOHHA.

Amuchocmum
[loBHIleH aHTHXHIICPTEHINBEH e(eKT

Kopmuxocmepoudu, mempaxo3akmuo (CUCeMer Nom Ha gbgexcdanie) (¢ WKkIoeHue Ha
XUOPOKODMUIOH, UIHOI3BAH KAMO 3AMecmUumenna mepanus npu borecmma xa Addison)
TToHWXEH aHTHXHUNEpTeH3HBEH eeKT (3a0bPkaHe Ha BOXA/HATPHIT Upe3 KOPTHKOCTEPOUIMTE)

Heeaponenmunt, uMunpaMunosi anmudenpecanmu
ToBuwen aHTHXHAEPTEH3MBEH €EKT M PHCK OT OPTOCTATHYHA XHNOTOHUA (KyMyTaTHBEH edek).

Hpyzu anmudenpecanmu’ Rpouseoonu Ha MOpunda (auanzemuyy, ReKapemea APOMNUE KAWL U
JaMECMUMERHY MEPITUY), BeHI00UAZCHUHY, QHICCHORUMUYL, PAIRUNHE OM GeHI00Ua3eHURUME,
Xunnomuyny cpedemea, Hegposenmuyy, HI cedamusnu xucmamuniosy anmazorucmu, cedamusti
AHMUOEAPECAHMY (AMUMPURIINUH, OOKCENUH, MUAHCEDUH, MUPMA3ARUH, MPUMUADAMUIL), OpYZU
YeHMPATHO OSHCMEQUIU aHMUXUREpMen3UusHU cpedcmsa, bakioghen, marudomud, nuzomugen,
UHGOPAMUH,

TNosrena penpecus Ha I{HC. Hapyuienata 6aitenHoCT MOXke qa nanpass mwodHpaHeTo # paboraTa
C MAILUMHH OMACHH.

4.6 @epTHANTET, PEMEHHOCT H KbpMeHe

EpemeHHOCT
JluncBat Wiy uM2 OTpaHMueHH AaNHH (32 N3X0Na Ha No-Mailko oT 300 ciyyas Ha BpeMeHHOCT) oT

ynoTpebara Ha PUIMEHHAUH NpH GpeMenHH ®eHH. [IpoyuBaHHATA MpY KUBOTHH HE 11
HITH HETIpeKH BPeHHU eeKTH, CBBP3aHH C PelpodyKTHEHA TOKCHIHOCT (BXK.TOUKA 5
Karo npeanasHa MSpKa € 3a NPeANovMTaHe Aa ¢e H30ATRA yaoTpefaTa va puaMen
GpeMeHHOoCT.




KspMmene

He € u3BeCcTHO Nanmy pruiMeHHIHH/ MeTabOTHTHTE C& eKCKPEeTHPAT B KbpMata, Hamnyrute
(hapMaKoIMHAMHYHE/ TOKCHKOIOTHYHH JAHHH TIPH XKHBOTHH [I0KA3BaT eKCKPELHs Ha
PHAMEHHANH/MeTa00NHTHTE B KbpMara. He Moke i ce MIKMIOYH pHCK 33 .

HOBOPOINEHHTE/KbpMAdeTaTa,

Puntake e TpaGBa fa ¢ M3NON3IBA IO BPEME Ha KbPMEHe.

Ddeprunnrer

[TpoyusanuATa 3a penpOLYKTHBROCT NMPH IUTBXORE HE CA MOKA3ZATH eeKT HA PUIMEHUAHH BBPXY

deprunureTa (Bx.TOUKA 5.3).

4.7 EdexTu Bupxy ciocobaocrra 3a modupane u pabora ¢ MAamIHHH

He ca mpoBexnany KOHKPETHH NPOyYBaHHA 3a eeKTHTE BBPXY ciiocoGHOCTTa 33 miodupate u paGoTa
¢ mawyHH. Bee mak npensua Tosa, 9@ CBHNHBOCTTA @ YECTA HeXeslaHa peakusa, nauueHTHTE Tpadea

Ja ObJaT BHUMATENHH, KOTATO WOHPaT H paboTAT ¢ MallldHH.

4.8. Hexxelann nexapereenn peakunn

Pestome Ha npodina Ha BesonacHocT

ITo Bpeme Ha KOHTPOIMPAHH DPOYYBAHMA NMPH 1032 OT | mg KaTo exHoKkparHa FHEBHA 1033 OOABATA
Ha HekeJIaH! JIEKApCTBEHH peakUMH € GHna cpaBHAMA ¢ Te3H, HabmogasaHK npH Nrauebo.

ITpu mo3a 0T 2 mg pHAMEHHEKH HA ACH, KOHTPOMUPAHH CPABHUTENHK NPOYHBAHUA CA IOKA3ANH, Ue B
¢PABHEHHE ¢ KNOHHAMH B 7033 oT 0,15 1o 0,30 mg/nen uau B cpapHeHHe ¢ ana-MeTHRI0NA B 1032 OT
500 no 1000 mg/nen, nosBaTta HA HeXENTAHH JIGKAPCTBEHU PEAKHHH & 3HAYMTEMHO N0-HHCKA
OTKOJKOTO Ta3H, HaGa10AaBaHa C KIIOHKWIHH HIH ¢ alda-MeTHIIONA.

TabapueH CRHCHK HA HEXETAHHTE NEKAPCTREHH PEakUHK
CnenHuTe HEKENAHH JICKAPCTBCHH PEaKLMH WM CBOUTHA Ca H3GPOeHH B KNacuHUHPaHH,
H3MON3BANKY CHEAHATA YeCTOTA: MHoro 4ecTH (> 1/10); yectut (21/100, <1/10); newectn {(z1/1 000,
<1/100); penxu (=1/10 000, <1/1 000); muoro penku (<1/10 000), ¢ HeusBecTHa YecToTa (OT
HAIHYHHTE HAHHH HEe MOXe A3 ObIe HANPaReHa OLIEHKA).

CHCTemMO-0PraHH# KIacoBe Mo YecroTa Hese 10 1eKAPCTRERa PeaKmus
MedDRA
TNeuxuaHH HapyeHus YectH TpesoxHOCT
Henpecus
BeichHue
HapymeHnns Ha HepBHaTa cUcTEMa YecTH CuHnuBOCT
I"nasoOonue
3aMmaliBaHe
CrpoeddHu HApywWEHHS Yectu Copuednene
C Bpanukapnus
HeH3BECTHA
qecTora
CbI0BH HApYUIEHHAA YectH CryneHH kpalinilu
Heuectn 3avepBaBaHe
OpTocTaTHYHA XHTIOTOHHS
CroMaluHo-YpeBHd Hapy LIeHUS YectH Boska B ropHarta 4acT Ha Kopema
Cyxota B ycrata
Tinapun P
3anek /A@\W&g&
Heuectn [anene i&‘?‘/ ; @ N




HapyimeHus Ha koxaTa u nodKoXHATa YecTu Tlpypuryc
TBKAH KoxeH obGprs
Hapywenus Ha MycKynHO-CKENETHATA Yectn MyCKYNHH CITa3MH
CHCTEMa H CheJHHHTENHATA THKaH
Hapyinenus Ha BL3MPOH3EOAHTENHATA YectH CekcyaHd cMyIIEHHA
CHCTEMa M I'bpIata
O6uu Hapyuienns A edekty Ha MACTOTO | YecTH AcTeHus
Ha NPHITOKEHHE VmMopa

Enem

CrobiiaBane Ha MOAOIHPAHH HEKENAHH PEAKIIHY

Cp0o0LIaBaHETO Ha TIOIO3HPAHK HEKeNadH Peakint ciiel paspeluaBaHe 3a ynoTpeGa Ha NekapcTBEHHA
NPOAYKT € BaxkHo. ToBa M03BOAABA Aa MPOIBIKH HAGMIOICHHETO Ha CHOTHOLIEHHETO TOJ34/PHCK 38
JeKapCTBeHHA HPoRyKT. OT MeJHLHMHCKHTE CNSLHATUCTH CE€ H3NCKBA Ja ChoOIUABAT BCAKA
noJO3HpaHA Hexenana peakuus ype3 M3nenuurenHa areHOMA 0 iekapcTata, YL ,, Jamaua [pyes™ Ne
8, 1303 Codua, Ten.; 02 8903417, yeGeaiir: www.bda.bp.

4.9 IIpexozupane

CumMaTomMu
JlaHuHTE, CBLP3AHH C Ipefo3upaHe, ca MHOTO orpaHmeHu. Hali-ouakBanure CHMIITOMM ca
XHIIOTOHHA H HApYLIeHHE HA GOHTENHOCTTa.

Mepku
Jleuennero Tpabea na Ove CHMNTOMATHYHO, B a0MbiaHeHHe KbM CTOMAIIHATA IIPOMHBKE,

NPeNOpbYBAHOTO NeueHRE MOXE A BKITYBA vIIoTpedara HA CHMIIATOMUMETHYHH CPEICTBA B CHyYaii
HA M3pa3eHa XHIIOTOHWAL.
PunmesunuH e cnabo qHanusupyem.

5.  ®APMAKOJIOTMYHH CBOMCTBA
5.1 @apMakoaHHAMHYHH CBOHCTBA

®apMakoTepanesTHYHA [PyNa; aHTHXHIIEPTEH3HBHH CPECTER, HMUIA30IHHOBH PElENTOp ATOHUCTH,
ATC xom: C02ACO06.

PUNMEHUAHH, OKCA30/THHOBO CHEAHHEHHE C aHTHXUIEPTCHIMBHH cBOHCTRA, nelicTBa KaKTO Ha
nepudepHiTe, TaKa ¥ HEHTPATHUTE CTPYKTYPH. PIWIMERHAWH NIEMOHCTPHPA NI0-BHCOKA CENEKTHBHOCT
KbM HMH/I230/IHHOBHTE PEUCITOPH || B MPOALITOBATHA MOZEK, OTKOIKOTO MO3BYHHTE aida-2-
aIpeHEePrUMHH PEUENTOPH, KOeTO I'o pa3rpaHHYaea OT peepeHTHHTE anda-2-aroHHCTH.

PunMennasn Ma 10303aBACHM AaHTHXHOCPTCHIUBCH cdiexT NPH NAGopaTopHE TILXORE ¢ BPOISHa
xuneptoHns, [IpHunoxeHeTo Ha pUAMEHHINH € [IPHAPYWKEHC OT LEHTPANTHHTE
HeBpodapMaKoIoruyny eeKTH, KOTO ce HabmoaasaT o0uYalino npu anda-2-aroHUCTHTE, OCBEH
TIPH OO3H, NO-BHCOKH OT 4HTHXUIEPTEHIHBHATA J03a NPH KHBOTHH. LIeHTpanHUAT cenaTHReH edexT
H3INIeKIA I0-Ma/IKo 3HAYHTENCH.

Ta3u AucoUHaUHA MeKRIY AHTHXHICPTEHIHBHOTO AecTBHE H HeBpodapMaKonorHuHaTe edekTH e
NOTBRPAEHA H OpH Xopa.

PunmenunHH npenu3sHKBa 10303aBHCHMO HOHIABAHE HA CHCTOMHIHOTO M JHACTONIHYHOTO
apTepHATHO HallAraHe NPH JICTHANO U H3MPABCHO OJIOKeHHE. AHTHXHIIEPTEH3HBHATA edu
pPUNMEHHIHH NpUTarad B TepanesTHIHH T03H (| mg THeBHO B e1HH NpHeM MK 2 mg
npyeMa) op JIeKa A0 YMEpeHa ApTepHaita XHHSPTOHNA € NOKA32AHA TIPH JBCHHO-C
KOHTPOHPAHH NIpoy4YBaHHA NPH H3NON3BAHE cpewly Mianebo v pedepeHTHH npen




edHUKACHOCT NpobNKaBa Npe3 Henusa 24-yacor nepron Tesu pe3ynTaTH ca HOTELPACHH IPH
NPONBAAKHTENHE NPOYYBaHHA, Ge3 Ja ce Hal:oaRa HACTHIBAHE HA TOIEPAHTHOCT,

B 1BoiiHO-ClIenH KOHTPONMPAHH MPOYYBAHUS € ASMOHCTPUPAHO, € MpH 1034 oT 1 mg qHEBHO
pPRIMEHHINH HE TOBIUABA GAHTENHOCTTA. HecTOTaTa Ha BE3HUKBAHE Ha HEKENAHH PeaKIlii
(CHHMHBOCT, CyXOTa B YCTATa, 3alleK) He ¢e pasauyaBa OT Ta3H [IpH Mnaueto.

B AsoiiHo-cleny KOHTPOIMPAHH IPOYYBAHKS € ISMOHCTPHPAHO, Ue UeCTOTATA HA BBIHUKBAHE U
TEKECTTA HA Te3H HEKENAHH PEAKLIHH € 3HAYUTETHO TI0-HHCKA [IPH PUIIMEHHAMH B Jo3a oT 2 mg
NHEBHO B CPaBHEHHE C anda-2-aroHKCT, IPHIAral B A03H ¢ EIHAKEO XMIOTEH3MBHO JelicTRHE.

B TepaneBTHYHH J03M PUAMEHHIMH HE 0Ka3BA BIHAHNE BBPXY ChPASYHATA NSHHOCT, HE NPEAH3BHKBA
33[pEXaHe Ha BOJA H HATPHI K HE HADYLIABA MEeTaGOIMTHOTO PABHOBECHE:

— PuUAMERHIHH MOAXBPKA 3HAUUTEIHA AHTHXHNEPTEHIMBHA AKTHBHOCT 24 Yaca cell pHeMaseTo
My, IIPH KOETO C& HAMa/lABa TOTATHOTO NepuGepHo ChI0BO CHIPOTHBIEHHE Be3 MPOMAHA HA
ChpaeyHus aeGuT. He ce MPOMEHAT KOHTPAKTHIHTETHT H eNEKTPOGUIHONTHYHUTE HHICKCH Ha
CBPLETO.

— PHIMeHHARH HE OKa3Ba BIHAHHE BEPXY PETYNATOPHUTE MEXAHHIMH KBbM OpPTOCTATHIME, 0COGEHO
NpH DALMEHTH B CTAPYECKa BBIPACT, WIHM BbPXY PHIHONOTHYHOTO NPHCHOcoOaBaHe Ha
ChPJEUHATA 4ECTOTA KbM (H3HUECKO HATOBApBaHE.

— PunMenuaun He NPENIA3BAKBA IPOMEHU B OBOPEUHHA KPBBOTOK, [NIOMEPYTHATA $UNTPALNA I
tunTpamironyara pakuus.

— PunMenHaun He Banse BHPXY MeTaGoIM3Ma HA [JIFOKO3aTa MPH NALUHEHTH C HHCYIMHO-3aBHCHM
WIIH HE3aBHCHM JH20ST M HE MOBNUABA NOKA3ATENMTE HA THIMAHAT 06MAHA.

5.2 (PapMaKOKHHETHINH ¢BOHCTBA

PesopGuus
Pesop6uusra e:
— bbp3a: MakcHMANTHATA Ma3MeHa KoHieHTpanus (3,5 ng/ml) ce noctura 1,5 0o 2 yaca ciea
npHeMaHe Ha eIHOKPATHA 1033 0T | mg OT JIEKApPCTBEHHA NPOAYKT.
— HanoctHa: aGeomoTHara SnoHATHIHOCT € 100%; HAMa edheKT Ha MBPBOMACAKHO HPEMHHABAHE
npe3 YepHuA gpob.
— TlocTosaxHa: MeXTY MHIUBHIYANTHHTE PasiiMIHs ca MUIKH. EAHOBPEMEHHOTO NPUEMAHE HA XPaHa
He IpoMeHaA OHOHATNYHOCTTA. [IpH IpenoprYaHnTe TepaneBTHYHH TO3H HAMA Bapual1s B
CTEMeHTa Ha pe3opOmus.

Pasnpenenenue
CBBP3BaHETO ¢ MUTA3MEHHTE TIPOTEHHH € No-Manko ot 10%. OGeMbT Ha pasnpeaenenue 5 Vkg,

Buorpanchopmauus

Punvennaun ce metabonusupa MHoro ¢1a6o. B ypuHata ce OTKPHBAT Cleay OT HEAKTHBHH
MeTabonnTH, Pe3yITaT OT XHIPOIHIATA HITH OKMCICHUETO Ha OKCA30IHHOBHA NpheTeH. Tesu
META0ONHTY ¢34 NUINeHH 0T anda-2-aroHHCTHYHA AKTHBHOCT.

EnuvuHupane
PunamMennua ce eMMMUHEPA NpenumMHo npes OvOpewnre: 65% OT npHvkeHaTa 1034 e eKCKpeTHpar

HETPOMEHEHH € YpHHATA. BEOPevHHST KIHPBHC NPeacTaBlABa ABE TPETH OT OOUIMA KITHPBHC.
BIJEMBTO Ha €NTHMHHALIMOHEH [QJIYKHBOT © 8 yaca. HpHeTElTa no3a u MHOTOKPATHOTO MpHNIaraHe Ha
TIPOAYKTA HE H3MEHAT TO3M NapaMeThp. PapMaKkonorHMHOTO AeHCTBHE € NO-NPOXBIDKMTENIHO, 3HAYUM
AHTMXHAEPTEH3UBEH €(EKT ce noaxppKa 1o 24 Haca ciell NPHEMAHETO HA IEKAPCTBOTO MpH
NAUHEHTH ¢ XHIIEPTOHUA, NEKyBaHU C THEBHA Oo3a o1 | mg.

Mnuozoxpamuo npunazane
CrabHiHo creToAHME HA TA3MEHATa KOHLUCHTpanua (steady state) ce ZocTura cnex Tpet

TIpodwascumenno KOHMPONUPARE HA NIAIMEHUME HUBA



IThasMeHnTe KOHNEHTPALIMHA HA PHIMEHUIMH OCTABAT CTA0MNIHH NPH NALKMEHTH ¢ XHIICPTOHHA,
NeKyBaHW B PONLIDKEHHE Ha JIBe FOAMHH.

1Ipu nayuenmu 8 crmapuecka gbpacm
DapMakOKHHETHYHH POYYBAHUSA P NALHEHTH HAa BB3pacT 70 rofMHHH HIH IOBEYE [TOKA3BAT, Y€
BPEMETO Ha eNHMHHAI[HOHEH NOMYKHBOT € 12 vaca.

ITpu nayuenmu ¢ 4eprodpobHa HeDOCMAMBYHOCHH
ITonyxuBOTHT Ha eMUMHHHpaHE ¢ 11 vaca.

Ilpy nayuenmu ¢ 6v6PEYHA HEOOCMAMBYHOCIN.

Tbit kaTo OCHOBHUAT ITBT HA CKCKpelna e OLOpeuHHAT, IpH NaupeHTH ¢ 6p0peyHa HeJOCTaTEYHOCT ce
Ha61o1aBa 3a0aBAHEe Ha EMUMHHMPAHETO, KOETO ¢¢ ChOTHACHA KbM KPEATHHMHOBUA KIMpEHE. [Ipu
TIALHEHTH ¢ TeXka 6BOpe4Ha HeJJOCTATBYHOCT (KPEaTHHHHOB KIHPBHC <15 ml/min) BpeMeTo Ha
EIIMMHHAIHOHREH NOJYKUBOT € okono 35 Jaca.

5.3 Hpegknnan4Hd TaHHHA 332 6€30NACHOCT

Makcumannata cyGneTansa /103a, IpWIaraHa Ha rpusad, € 6una okono 4 000 po 5§ 500 nxTH no-
roJisMa OT TEpATIEBTHYHATA OPaJTHA 11032 IpH Xopa. OCHOBHHTE NpU3HALIH Ha HHTOKCHKALMA ca
TIPH3HALM 33 YBPEKAAHE HA LIEHTpalHaTa HepBHa cHeTeMa (Thpuoee). Te ca O1unH 10303aBUCHMH H ca
Ounu HabMIoAaRaAHK NPEeJHMHO NI NIpHIaraHe Ha OJIH3KK 10 JETAJHHTE HITH JIETAITHHA 103M.

Ilpu npoy4panus c MHOTOKPAaTHO JO3HPaHE 3a TOKCHYHOCT BRpPXY IPH3atdH, KyUcTa B MaliMyHHW He ca
TONYUEHH JI0KA3ATE/ICTBA 3a YBpex1aHe PYHKIINATA HA €KCKPETOPHHTE OPraHH MITH IPeKH
OATONIOTHYHH H3MEHEHH OT CTPaHa Ha IPYrH OpraHy pH NpHnaraHe Ha npenapata B 103a 1 mg/kg
JHEBHO, CHOTRETHO B 30 ITbTH I0-BHCOKA 4034 OT OpanHaTa TepaneBTHYHA 103a npH xopa. [piunarad
B 1034 250 IbTH 0-BHCOKA OT OpallHATA TePaNeBTHYHA I03a IIPH X0pa, ISKapCTBEHUAT [IPOAYKT He
TIpeCTaBIARE eMOPHOTOKCHYCH 1 TEPATOIEHEH PHCK.

[NpoyuraHuaTa BLpxy ¢(peKTa Ha PUIMEHUINH BBPXY hepPTHIIMTETA, PENPOAYKTHRHOCTTA, KAKTO U
BBLPXY NIEPH W [IOCTHATANIHOTO MOBEACHUA NPH MJI&IH MIBXORE, HE ca MoKa3aau [pU3HalH Ha
YBpekRaHHI OpH ronemu 1031 (2,5 no 5 mg/kg nepopanuo).

6. PAPMANIEBTHYHH JAHHHA

6.1 CnuceK Ha NOMOIHNATE BeNlecTRA
Cunruudunnpana MEKPOKPHCTATHA LETYI03a (CHCTOANIA & OT MEKPOKPHCTAIHA LE1Y/103a H
KOIIOHJCH 03BOJEH CHIIMLIMSE JHOKCH)
Kpocnosumon tuin b

CreaprHoBa KucenuHa

Tank

Konowunmen 6e380aeH CUITHIHER JHOKCHIL
6.2 HecneMecTumocTn
Henpustoxmmo.

6.3 Cpok #a rogHocT

2 roJHHH.

6.4 Cnenuannu yclioBHS Ba ChXPAHEHHE

Ha ce cvxpangsa noa 30°C.




6.5. Bug g ¢BObPKAHUE HA ONIAKOBKATA

Ilonemuna Ha onakoerata: 15, 30 unu 90 Tabaetku 8 OPA/AN/PVC//Alu Gructepm.
He BCiMEH BHIOBE OMAKOBKHM MoraT Aa OBIAT MyCHATH B Mpogax0Oa.

6.6 Coensa/iHH NpeInazaAd MepKA NPH H3XELpAsAHE 0 padora

HaMa coensaiiu u3ucKBaHus,

7. MMPATEXKATEJI HA PASPELIEHUETO 3A YTIOTPEEA

Zentiva k.s.

U Kabelovny 130,

Dolni Mécholupy

102 37, Prague 10

Yeurka permydnuka

8. HOMEP(A) HA PASPELLIEHHETO 3A YIIOTPEEBA

Per. No

9. JATA HA [TBbPBO PAZPEIHIABAHE/MONHOBABAHE HA PAIPELHIEHUETO 3A
YIIOTPEBA

Jlata Ha nbpeo pazpewasade;

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

19.05.2022 r,




