KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA

| U3NLAHUTENHA ATEHUNS N0 NEKAPCTBATA

1.  HME HA JEKAPCTBEHUS IIPOXYKT  Kpamka sapaxmepucruina Ha npogyxma - [IUAOKSHU® 1

®usnorenc 0,2 mg pramupann Tabaerxa Ko Pea. Ne ... 33004 126

..........................................

®umnotenc 0,4 mg puavupann Tabaerka
Physiotens 0,2 mg film-coated tablets
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Physiotens 0,4 mg film~coated tablets Paspewetue
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2. KOJMYECTBEH A KAYECTBEH CHCTAB

Qunmupann TabneTkH 3a NepopanHoO NpuIcKeHUe, cuabpxamy 0,2 wix 0,4 mg MOXCOHMANH
(moxonidine).,

3a mEIHAA CIMCEK HA NOMOIIHKTE BElllecTBa, MOMIA BHK T. 6.1,

3 JEKAPCTBEHA ®OPMA
Qunmupada tabnetka .-

OuznoTeHe 0,2 mg — KPBITIH, KOHBEKCHH CBETNI0-p030BH GHIMHpaHu TabneTku ¢ Haamuc 0,2
OT eflHATa CTpaHa

Puznorenc 0,4 mg — KpHIIM, KOHBEKCHH YepBeHH (uiMHpanu Tabnerkn ¢ Hagmuc 0,4 ot
€/THATA CTpaHa

4. KJIMHHYIHHA NTAHHH
4.1 TepaneBTHYRH NOKA3AHHA
QH3HOTEHC € NOKA3aH 34 JICYEHHE HA XUIICPTOHMA.

4.2  o3upoBka H HATHH HA ynoTpeba

Obuvaiinata HavanHa go3a PuzuoreHc € 0,2 mg AHEBHO ¢ MaKCHMaiHa JHeBHa fosa ot 0,6
mg, npyeTa KaTo Ape OTACHHH Jo3H. MakcHManHaTa ¢AHOKpPATHA 1034, KOATO MOXeE Jia ce
mpHema € (.4 mg.

JluesHaTa 103a ce onpeaens cho0pasHO HHIHBHAYATHAS OTTOBOP Ha NalHEHTa.

DUIHOTEHC MOXKE Jia C€ IpueMa ¢ WK 6e3 Xpana.

Hauwmentn ¢ 656peyno yepexaane
Ilpu naiHeHTH ¢ YMepeHo 10 Texko 6L6peuHo yBpexaaHe HavyalHaTa 103a € 0,2 mg JAHEBHO.

Ako e HeoOXoaHMO M ce moHaca nobpe, ao3ara Moxe aa Obae yeenuueHa ao 0,4 mg AHEBHO
TP IALMERTH C yMepeHo 6b0peuHo yBpexnane u Ao 0,3 mg JHEeBHO OpK MaLMEHTH ¢ TEKKO
0p0pedno yBpexaaHe (BXK. ToUKa 4.4).

Ipy manMeHTH HAa XeMOOHAIM3A HauamHaTa 1032 € 0,2 mg AHeBHO. AKO € HeoOXOMUMO U ce
moraca 100pe, Ao3aTa Moxe Aa 6bae yBemmieHa a0 0,4 mg AHSBHO.

Heauarpydna nonynauus
@DHU3MOTEHC He ce NpenopbuBa 3a ynorpeba npm Aeua H oHomM moA 18-rojmmba BB3pacr

Nopajy TMINCa Ha NaHHK 33 eduxacHocT 1 He30nacHoCT.

43 HporusonokazaHus
@U3HOTEHC € MPOTHBOIIOKA3aH NIPH MAIHEHTH C!

™~



® CBPBLXMYBCTBUTE/NHOCT KBM AKTHBHATA cYOCTAHUMS HAM KbM HAKOE OT MOMOLIHHTE
BelllecTea

CHHApOM Ha GONHHA CHHYCOR BB3EJ

OpamMkapmua (cbpAeuHa YecToTa B NoKoi <50 ynapa/MuHyTa)

AV — Gnok 2-pa d 3-Ta creneH

ChpASYHA HEIOCTATEYHOCT.

4.4 Cnenna/iHA Npexynpexaenus H NpeANa3HE MepKH NpH ynoTpeba

JloknanBaHy ca MOCTMAPKETHHI'OBY CITyYaH Ha pasJHYHH cTeneHn AV 6JIOK MPH MalMEHTH Ha
seqende ¢ OusHoTence. B3 ocHOBA Ha Te3m NOKIAAK, posiaTa Ha DusnoreHc B 3abaBiHe Ha
ATPUO-BEHTPUKYNAPHOTO NPOBSKAANE HE MOXE fa & MIKMOYH HAITbIHO. CIefoBaTelHo ce
npenopbyBa MOBHINEHO BHAMAaHHWE NpH JiedeHMe HA NANMEHTH ¢ BB3MOXHa

[pefpasnonoXKeHoctT 3a pasButHe Ha AV Onok. Koraro @u3noTeHC ¢¢ H3NON3BA TPH

nauyeHTH ¢ AV 6noK mbpRa cTeneH, Tpadra Ja ce MONOKAT CTICUMANHY Py 3a wibsreane
Ha Opajukapans. PusnoTenc He TpAGBa a ce H3NMON3BA IPH BUCOKa cTeneH HA AV 6nok (Bx.
Touka 4.3).

Korato ®u3noteHc ce Mpunara Npy HalHeHTH ¢ TeXKKa KOpOHapHA GomecT MM HecTaGHNHA
CTeHOKapaua € HeoGX0JUMO MOBHILIEHO EHHMaHHE ropajad dakra, Ye HMa OrpaHHYEH OIMMT C
Ta3M NALHEHTCKA TIOMyIaLHA.

IlpenopruBa ce MOBMiIEHO BHMMAaHHE MpPH NpuioKeHWe Ha OUIHOTEHC IPH MALMEHTH C
6u0peyno yepexnmane, Tt karto Toli ce oTAens npeauMHo mpe3 O6nOpenmre. IIpH Te3u
DALHEHTH ce¢ MpenopryBa BHUMATEIHO THTPHpaHe Ha Ao3ara, ocofeHO B HayanoTo Ha
NevEeHHETO. _

Jleuenuero TpabBa aa 3anoude ¢ 0,2 mg AHEBHO H Ja ce NOBHIUHA A0 MakchumyM 0,4 mg
JAHEBHO IPH NALHEHTH ¢ yMepeHo 6u6peuno yepexnae (GFR > 30 ml/min, Ho < 60 ml/min)
H MakcuMasHO 0,3 mg JHEBHO NpH MALHEHTH C TEXKO 6‘56peq1-10 yspexcgane (GFR <
30 ml/min), ako e KTHHUYHO NOKa3aH U ce MoHacs Aoope,

Axo DusnoreHc ce H3NON3ea B KoMOHHaUHA ¢ B-Ormokep U Apere nedeHud TpabBa Ja ce

NpeKpPaTAT, MBPBO TPAGBA Aa ce CIpe NpHeMbT Ha B-Gliokep, a ciej HAKOKO AHH — M TO3H Ha -

DUNOTEHC.

Hocera He ¢ HabnonasaH re-bound edekT BLpXy KPEBHOTO HAIATaHE CJlej MPeKparTaBaHe Ha
nevenueto ¢ @u3noterc. BLnpeku ToBa He ¢ NpenopLysa pA3KOTO COMpaHe Ha TEpanugTa.
Hozata TpsGBa 1a ce HamangBa NOCTENEHHO 33 HEPHOJ OT ABE CEAMHIM.

TTauMeHTH ¢ pelKH HAcTeJCTBECHH MPOGIEMH HA [ANAKTO3IHA HEMOHOCHMOCT, Lapp nakrasta
HEJOCTATBYHOCT HIH TIIOKO30-TANaKTo3Ha ManabcopGuusa He TpabBa Na IpHeMaT TO3H
- JIEKapcTBEH MPOIAYKT

4.5, B3ammogeiicTBHA ¢ ApYrH JeKapcTBeHH DPOAYKTH B JapyrH  dopMa Ra
B3aHMoNeiicTBAA

ExznoBpeMeHHOTO mpunoxenue Ha GH3HOTEHC ¢ OpYTH anmxuneprremnam ReKapcTBa BOOH
IO aNHTHBEH edeKT.

Teif KaTo TPHUMKIHYHATC aHTHACNPESCAHTH MOTaT Ja HaMaiAT e(eKTWBHOCTTAa Ha
UECHTPANHO-NeACTBAIH AHTHXHNEPTEHIWBHH NEKAPCTBEHM CPEACTBA, HE C€ Nt
TPHUMKIMYHHTE aHTHACTIPECAHTH Ja Ce MPHeMAaT eJHOBpeMerHo ¢ Pusnorenc,




DHUIHOTEHC MOXE A 3ACHIH CemaTHRHUA edeXT HA TPHUMKNKYHUTS aHTHACHPECAHTH (A ce
H36ArBa €[HOBPEMEHHOTO NpeqHCBaHe), TPAHKBHIAHTH, A/KOXOM, CCAATHRA B XMITHOTHIIH.

DH3UOTEHC YMEPEHO YCHIIBA HApYIUSHHTE KOTHATHBHE (YHKUHH NpH MALMEHTH, IpHEMALty
nopasenam. @uznorenc Gu MOrell a 3aCHIH CeAaTHBHHA edexT Ha OeHsomMasermHM npu
€HOBPEMEHEH TIPHEM. ‘

DUIHOTEHC Ce eKCKpeTHpa upes TyOynapHara ekckpeuHa. BsammoneicteHero ¢ Apyru
BEIECTBA, KOKTO C¢ EKCKPETHPAT 110 CHIMSA HAYHMH HE MOXE Aa Obae H3KMOYEHO.

4.6 ®Depraanrer, GpeMeHNOCT B KbPMEHE

Bpemennoct

Hama nomxozsmy QaHHM 3a H3nomssaHero Ha OH3NOTEHC NpH OpeMEHHH JKeHH.
W3nuTBanuATa ©0pPU OKMBOTHM TMOKa3Bar emOpuoTOKcHueH edext (BmK T1. 5.3.).
TToTeHUHaNHHAT PHCK TIPH XOPATa € HeH3BECTEH.

OusnoteHc He TpaOBa fga ce mpuiaara no ppeme Ha OPEMEHHOCT, OCBEH MPH KATEFOPHYHA
He00XOANMOCT.

KnpMmene
OusznoTeHe c¢ OTIENA B MAHIHHOTO MJAKO H CAEAOBATENHO He TpAOGBa Aa ce npwiara Ho

BpeMe Ha KbpMeHe. Ako JieueHHeTo ¢ PuzHoTeHc e abcomorHo Heob6X0auMO, KEPMEHETO
TpADBA Aa ce crpe.

4.7  EdexTn pppxy cnocobnocrra 3a modupane u paéora ¢ MAIHHH

He ca npoBeieHH Npoy4BaHHA BBPXY criocobHOCTTA 3a modupaHe H pabota ¢ MalHHH.
CrollllaBa ce 3a CHHIMBOCT M 3aMadHOCcT. Topa TpaGsa Aa ce HMa Inpensuid MNpH
H3MBIHEHHETO HA TE3H ACHHOCTH.

4.8 Hexenann JIEKapcTBEHH PEAKUHH :

Haii-uecto cpobmagannte HeXXenany peakiiyi NPy NpyeM Ha Gbmm'rel-tc ©a CyX0Ta B YCTaTa,
3amagHocT, o0Ia2 OTHaAHANOCT H CHLHJIMBOCT, Te3H CHMIOTOMM Y9ecTO HaMaldBaT clel
ITHPBHUTE HAKOIKO CeIMHIM OT NedeHHETO.

Hesxxenanu nekapcTBEHH peakiMi NO CHCTEMO-OpTaHHH KilacoBe (Ha0noJaBaHd IO BpeMe Ha
mwrage60-KOHTPONMHPAHH KITHHHYHA H3NUTBaHHA ¢ n= 886 maumeHTH, NeKyraHH ¢ PHAIMOTEHC,
CBIJIACHO YeCTOTaTA Ha NoABA MOo-J0Iy):

CHacremBa opranna Mmnoro yecrn Yecrn Hevecrn
KIacHpRKaNHA (=1/10) (=1/100 ao <1/10) =1/1 000 go
<1/100

NMenxuunn ' GescuHuE HEPBHOCT
HApYLICHHS
Hapymenna na rnasobonue*, cuHKon*
HepBHATA CHCTeMA 3aMasHOCT, BEPTHTO,

CBHJIHBOCT

Hapymenns Ha yxoTo
H JaOHpHHTA

Crepaeusnn
HApYIICHHS

CoA0BH HADYLICHHR




CTOMAINHO-YPEeBHH | CYXOTA B yCTaTa IHapHUA, rafiehe; = R S

HAPYLIeHAs NOBPHILAHE,

IHCTIETICHA
Hapymennsa na KOXKeH 00OpHB, aHrHoeneM
KOXKATa H chpbexk
MOAKOKHATA ThKAH . -
HapyuieHus Ha - . | bonku B rEpba Gonku BB BpaTa
MycKyHO- : _ S _

CKe/IETHATA CHCTEMA
H CheJHHATEIHATA
ThKAH _
O6mu BapymeHns 0 acredus eneM
edexTH HA MACTOTO 1
HA NPHI0KEHNAE .
*HsiMa noBHIlIeHHE B 4ECTOTATa, B CpaBHEHHE ¢ nanebo

CrolInapane Ha IORQO3INpany HewkeTaHHd peakiliy

OPOAYKT & BaXKHO. To noasonsAba na HPOOBILKE Haﬁmo,ueaner O Ha CBOTHO]]IBI{HCTD nonaa/pncx 3a
JICKApCTBEHHA PO OYKT. Ot MEAUOUHCKNTE ¢ NEeHHANNCTH ce W3HCKBA Ja choOmaBar Beaka
TIORO3HPAHA HEXEIAHA PEAKITHA YPe3 HAHOHAHA CHCTEMA 33 CBOG!HH.B&HC

HsrrsnAnTeIRa areHins 0o AeKapcT Bara
yi. ,,Jlaman I'pyes” Ne 8

1303 Cogma

- Tenm: +35 928903417

yeDcafiT: www.bda bg

4.9 IIpeno3upaue

CHUMITOMM HpH NpeIO3HpAHE

ViMa cBOGIIEHHs 33 HAKOM CNYYaH HA Mpeno3MpaHe, NpPH NOTBIHATA fo3a no 19,6 mg Ges '
daranen m3xon. CroblieHATe NMPH3HAUM M CHMITOMH BKIIOMBAT: TNABOOOIHE, CONALMA,
CBHIMBOCT, XHIIOTOHHA, 3aMafHOCT, OOINa OTHagHaNOCT, 6pa,t[mcapnnﬂ, CyX0Ta B yCTara,

- TIOBpBIaHe, yMopa H GONKM B TOPHATA YacT Ha KopeMa. B ciyvail Ha Tesko npenosupanece
npenophuBa BHHMATenno HaOmoOpewHe 3a HApYNIEHHd B CH3HAHHETO M TIOTHCKAHE HA
JUINaHeTo. S :

Karto ponbiaseHue, criopesi AAaHHUTE OT HAKONKO M3MHUTBAHHA C BHCOKH JI031 BBPXY momn, S
MOTaT Jia ce MOosABaT npexo,nﬂa XHANEPTOHHUSA, TAXHKAPANA H XHIIEPTHKEMHAA. - Co

JleyeHue Ha npegoaupaﬂem S
He e u3BecTeH cneunq:men aHTHAOT. B cnyyan Ha XWIIOTOHHS MOXeE na ce o6MHcm1”_j';“_

TOANBPKAHE HA LUPKYIALMATA Ype3 IPUTaraHe Ha TEeYHOCTH H JOMAaMHH. Bpa,uuxapmm;; o
MOXe Jia Obie IeKyBaHa ¢ ATPOIHH.

C-pELIENTOPHATE AHTATOHHCTH GHXa MOTIM fla HaMaNAT HIH A2 IIpBM&XH&T napandlcéamma_ o
XuneprensueeH eekT Ha cBpbxao3ata GHIHOTEHC. o

5. ®APMAKOJOTHYHH CBOMCTBA | | R

51  ®@apmakoIHHAMHYHH CBoiicTBA : R R
DapMaKoTEpanesTHYHA rpyna; MIMHA30/MMHOBH PELeNTOPHA ArOHHCTH, MOKCOHUL

ATC xnacudpuxauua: C02ACOS




Mexann3tM Ha AcHicTRHE
IIpa pasnuuHy xuBOTHHCKH Mopenn ®uznoTeHc ce nposABARa Karto epuKacHO AaHTH-

XUEPTEHIUBHO CpeAcTBO. HanuuHu eKcIepHMEHTANHM JaHHH NOKA3BaT, Y€ MSCTOTO Ha
aHTH-XHIICPTEH3UBHOTO AedcTBHe Ha PH3MoTeHc € LeHTpanHara HepsHa cuctema (ITHC). B
MO3BYHHAT CTBOJI PH3HOTEHC CTHMYNHpa U30UpaTEIHO HMHAZ30NMHOBHTE penentopH. Tezu
YYyBCTBHTCIHH KbM HMHIA30IHMH PELCNTOPH ca CBCPSIOTOMEHM B POCTpanHaTa BEHTPO-
naTepanHa Mejyna, MACTO KPHTHMHO 33 LSHTPATHMS KOHTpON Ha mnepudepHata
CHMIIATHKYCOBA HepBHa CHcTeMa. CTHMYNHpaHETO Ha HMHA30IHHOBHTE PEUEITOPH BOAH JIO
HaMaNsBaHe Ha CHMIATHKYCOBATA aKTHBHOCT H NOHIKaBa KPBLBHOTO HAJIATaHE.

DaxmagonaHaMIYHN ePEKTH

du3M0TEHC C¢ paInHYaBa OT JAPYTH CHMIIATHKOJMTHYHH AHTHXHMIIEPTEH3HBHH JIeKapCTBEHH
CpENCcTBA 110 TOBA, Ye¢ NMPOSBABA MHOrC cNab aQUHHTET KBM H3BECTHH 0.2-aAPEHOLENTODPH, B
CpaBHCHHE C MMMAA30IHMHOBHTE penentopn. Ha T1o3H cnabG aduturer KM o2-
aapEeHOLENTOPHTE Ce ALK HHCKATa CTENEH Ha HEKETaHH PeaKkilii Ha CeZalMi U CyXOTa B
ycTarta pu federue ¢ PUzHOTEHC.

Knunauyna edukacHocT B 6e3011aCHOCT

Hpu xopa, Pu3MoTeHC BOAM IO HaMAIABaHE HA CHCTEMHATA CHAOBA PE3HCTEHTHOCT M
NOC/ICBAING NOHKKCHAS Ha apTepHanHoTO HaiArane. AHTHXHIECPTCH3HBHMAT edeKT Ha
®H3HOTEHC € ASMOHCTPHPAaH MPH JBOMHO-CIIENH, MIane60-KOHTPONHPAHH PAaHIOMHIHPAHH
npoyusanus. IlyOnuxysaHuTe JZaHHM NOKa3BaT, 9 MpH XWBIEPTOHMYHH NallHEHTH ¢ NAABa
BeHTpHKynapHa xuneprpodus (LVH), 3a eqHo H ChINO HAMANABAHE HA KPEBHOTO HANAraHe,
npu ynorpebara Ha anrnotensuH Il agraronucT efHoBpeMeHHO ¢ (PH3HOTEHC Ce IOCTHTA MO
nobpa perpecHd Ha JfBaTa BEHTpPHMKYJNapHa XHMneprpodHs cpaBHeHo che cBoloAHaTa
KOMOHMHALMS OT THa3HJ H MHXHOMTOP Ha KATUHMEBHTE KaHAJIH.

B repaneBTHYHO mOpOYYBaHE C ABYMECEYHa TPOALIDKHTENHOCT PH3HOTEHC mogo0psBa
HH/IEKCa HA YYBCTBHTEHOCT HA HHCyNHHAA ¢ 21% B cpaBHeHHE ¢ mane6o IpH MaReHTH Che
3aTABCTABAHE, HHCYJIMHOBA PEIHCTEHTHOCT U YMEPEHA XUNEPTOHUS.

[leqMaTpH9na HoMynanuHs
@H3MOTEHC HE ce npenopsipa 3a ynorpeda npu Aeua H oHOWH noj 18-roauinHa BR3pacT

NOpajH JINICca Ha JaHHH 3a edukacHocT ¥ 6e30macHOCT,

5.2 @apmMakoKHHETHYHH CBOWHCTBA

Pesopoyus

Cnen nepopanen npueM PusnoTeHe ce pezopbupa 65p30 (tmex OKONO 1 Yac) 1 MOYTH HAMEIHO
OT FOpHMA racTpO-HHTECTHHANEH TpakT. AfGcomoTHara My OHOHAIHYHOCT € OKono 88%,
nokaspama HesHauurened first-pass MerabonmsbM. llpuembr Ha Xpana He noBIMABA
thapMaKOKHHETHKaTa HA PHIHOTEHC.

Pasnpedesenue
CBBpP3BaHETO C MIa3MEHUTE NPOTEHHH, OMPEAETIEHO HH BHTPO, € 0KoNo 7,2%.

Buompancpopmayun _

B npofu ot uoBemika miasMa ce¢ HACHTHHOMpa caMo ACXMAPOTEHHPAH MOKCOHMAMH.
PapMakooMHAMHYHATa AKTHBHOCT Ha JAEXMAPOreHHpaH MOKCOHHIMH € okono 1/10 B
' CpaBHEHHE C MOKCOHHAVH.

Enumunupane




3a 24 qacoB nmepHoA, CEASMIOECET H OCEM MPOLIEHTa OT 00IIaTa J03a ¢¢ eKCPETHpa B YPHHATa
KaTo MOKCOHHMAMH H 13% - xaTo JeXMApOTeHHMpaH MOKCOHMAMH. JIpYrH HE3HAYHTENHU
MeTaboNUTH, KOMTO C& HAMHpAT B YpHHaTa ca okolo 8% ot gozara. [lox 1% ce enumuna npes
HANpaXKHCHUATA.

Cpennure nonmyXMBOTH Ha MOKCOHHIAHWH H HEroBHTe MeTafonuTH ca okono 2,5 M 5 vaca,
PECTIEKTHEHO. '

Dapmaxoxunemuxa npu NAYUENMY C XUHEPMOHUA
Ipd Tas# rpyna naiMeHTH He ca HabmoAaBanu [l)ﬂpM&KOKHHeTH'{HH MPOMEHH B CPABHEHHE ©

(hapMaKoKuHeTHKATA IIPX 3ZpaBH KOGPOBOMIMH.

DapmaxoKuHemuKa npy NAYUERNTY 8 CIMAPYeCKd 8b3PAcH
Habmopasanu ca npoMenu BeB HapMAKOKMHETHKATA, CBBP3aHM ¢ BB3PACTTa ¥ Te Hal-

BEPOATHO Ca MopaJH HaMaleHa MeTAG0HTHA AKTHBHOCT W/HITH JIEKO NO-BUCOK OCHOHAMHYHOCT
NpH NAUMEHTH B CTApYecka Bh3pacT. BRNpeKH ToBa, TE3H PA3IHKH HE ca MPHETH 38 KNHHHYHO
SHAYMAMHE.

(Dagmaxoxunemukd npu deya
Tl xaro ®u3MOTEHC HE ce npenopryBa 3a yHoTpeba nNpH Jenia, HE ca IPOBCKIAHH

NPOYYBAHHA B TA3H CyOMOMynaiii.

Dapmaxoxunemura npy Or6peyHu yepencoanus
EnuMunnpadero Ha Qu3MoTeHC € 3HAUMMO CBBP3aHO C KPEaTHMHHHOBHMA KnupwHC. [Ipm

MalMEHTH ¢ yMepeHo yBpeaena GnOpewna dymxums (GFR 30-60 ml/min), paBHOBecHHTE
IUIa3MEHH KOHLCHTPAUNH H KpalHUAT NONYKHBOT €a OKOMO 2 MBTH H 1,5 MBTH IO-BHCOKH,
CBOTBETHO, B CPABHCHHE C MALMEHTH ¢ HopManHa 656peuta ¢yuxnua (GFR>90 ml/min) ITpu
MalAcHTH ¢ Texko 6bx6pedno yepexpane (GFR<30 ml/min) paBHOBECHHTE KOHLICHTpPAIMH U
KpaltHHAT NONYXHWBOT ¢a OKojo 3 meTH mo-Bucokd. He e HabmopaBanHo HeodaKBaHo
HATPYMBAaHE Ha NMPOAYKTA CHEJ MHOTOKpaTHO no3upaxe. [Ipu nanveHTH ¢ Kpaeh CTagnil na
yepexgane (GFR<10 ml/min) Ha xeMonuanu3a, AUC H KpaliHHAT NMOMYKHBOT ¢4 CHLOTBETHO
6 ObTH H 4 MTBETH NMO-BHCOKH, CHOTBETHO, CPABHEHO ¢ XHIIEPTOHHIIM ¢ HOpManua OBOpevHa
dyrxups. Tlpm nanpentd ¢ ymepexo ObOpeyHO YBpeXJaHe MAaKCHMAHMTE ILIa3MEHH
KOHIEHTpauuH Ha PU3HOTEHE ¢a caMo 1,5 - 2 MBTH NO-BHCOKH.

CrienioBatesnHo. NpH NaudeHTH ¢ O6peyuHo yBpexnaHe ao3arta TpAOBa fia & THTPHPa CHIOPEA
VIHFBHIYATHUTE H3ACKBAHHSA.

(Pu3noTeHC ce CITHMHHHpa B MankKa CTefcH MpH XeMOOHAaRH3A.

5.3 IpeaxaauavHH AAHHH 32 (Ge30nACHOCT

HexnmuuuyHp JAaHHH HE MOKAa3BaT CHOCLMANHM 2alUlaxM 3a Xopa, Oasupaliku ce Ha
KOHBEHIHOHANHA MNpOYuBaHHA 3a (e30MAcCHOCTTA, TOKCHYHOCT NpPH MHOTOKpATEH MPHEM,
KaplMHOT€HeH NOTEHIHAT H TOKCHYHOCT BhPXY PENpOMyKIIHATA.

H3cnesBaHHA NpH XHBOTHH Ca [OKA3aIH emﬁpno-mxcnqnn edeKTH NpH TOKCHYHH JIO3M 34
Maiikara,

Hacnenpanns BHPXY PpENPOIYKTHBHATA TOKCHYHOCT He ¢a TOKa3ald edeKT BEpXy
depTIRHOCTTA M TEPATOTEHEH [IOTEHIMAN.

EMOpHO-TOKCHKONOrMYHH ¢dektH ca HaOMomasaHH NMpH TUTBXOBE NpH RO3M OT M Hag 9
mg/kg/nuesno u npu 3aliun npu gosu wan 0,7 mgkg/mesno. lpyu nepn- n no

JO34 OT H Haj 3 mg/kg/aneBHo.




6. DPAPMAINEBTHYHH JAHHHU

6.1 CHHUCEK Ha TOMOIIHHUTE BelecTBa
JlaxTO33a MOHOXHAPAT
TMosunon K25
Kpocnosuaon
Marnesues creapar
Xunpomenosa
Ernnuenynoza
Maxkporon 6000

Tank

YepBeH sxeneleH oKeHjI
THTaHOB RUCKCH]

6.2 HeceBMecTHMOCTH
Hama

6.3  Cpok Ha roauoct
Ousnorenc 0,2 mg - 2 roguHu
duznorenc 0,4 mg - 3 roguHH

6.4 CunennaiRy yeIoBHA HA ChXpAHEeHHe
®mmortenc 0,2 mg - fa ce ChXpaHABa NpH TeMIepatypa nog 25°C.
®uznorenc 0,4 mg - na ce cbXpaHiABa MpH Teminepatypa nox 30°C,

6.5  Bua¥ chabpXaHHe HA ONAKOBKATA

®uszuorenc 0,2 mg ¢unmupann tabnerkn 8 PVC/PVDC/Al wm PVC/Al GmuctepHa
onakoBka no 14, 28 unu 98 B KyTHA

OmnoreHe 0,4 mg dunmupamn Ttabnerku B PVC/PVDC/Al mm PVC/AL 511'“0'[‘6]31-18.
onakoska 110 14, 28 unu 98 B kyTus

He BcuuKy BHOOBE ONAKOBKH MOraT Jja baT mycHaTH B npojgaxoa.

6.6. CneuHannM NpeANa3sHE MepKH npu H3XebpasHe R paboTa
Hsama

7. MPUTEXATEN HA PASPEINEHHETO 3A YHOTPEBA

Maiinan EOOJ

Oduc crpaga ,,Cepavka opucn™
6yn. Curnakoso Ne 48, e1. 7
1505 Codus

brarapus

8. HOMEP HA PA3PEHIEHHMETO 3A YHHOTPEBA
Pusnotenc 0,2 mg film-coated tablets — per Ne 9900124
Ousnorenc 0,4 mg film-coated tablets — per. Ne 9900126




9. JATA HAIILPBO PAZPEIINABAHE/ IIOJHOBABAHE HA
PAIPEINNNIEHHUETO 3A YIIOTPEEA

- Mara na wepBo paspemapane: 23 sHyapn 1991 r.

Jara Ha nochegHo nogHosaeawe: 29 cenremepu 2010 r.

10. JIATA HA AKTYAJIH3UPAHE HA TEKCTA
12/2018




