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1. HME HA JIEKAPCTBEHHA ITPOAYKT

lllllllllllllllllllllllllllllllllllllll

HAYJIKOJAKC 5 mg ctoMauiHo-ycToHYMBY TabneTku
DULCOLAX 5 mg gastro-resistant tablets

2. KAYECTBEH H KOJIHMECTBEH CbLCTAB

Enna tabnerka cvavpxka 5 mg 6uzakoaun (bisacodyi).
[TomoOLUHHK BELWECTBA ¢ H3BECTHO NEHCTBUE: NAKTO3a, CYKpO3a (3axapo3a).
3a NBJIHKA CMHUCHK Ha NOMOLLHMTE BELWECTBA, BUXKTE TOUKa 6. 1.

3. JEKAPCTBEHA ®OPMA

CTtoMalwHo-ycToiunBa TabneTka.

4. K/IMHHYHH JAHHHA
4.1 TepaneBTHYHH NOKA3AHHA

[Ipunara ce npu KOHCTHNALIKA.

[IpoAyKTHT € NOKa3aH K NpH NMOAroTOBKA 3@ IHAFHOCTHYHH NIPOLEIYPH, NPH Npe- H NOCTONEPATHBHO
IEYEHHE H NPH ChCTOAHHUS, NMPH KOUTO CE€ U3MCKBA YIECHABAHE HA AedekalusaTa.

4.2 Jlo3HpPOBKA H HAMHH HA MPHIOKEHHE
AKO HIMa pyro NeKapcko NpeanucaHne, ce NpernopbuBaT CIEAHUTE RO3HPOBKM:
Hozuposxa

[1pn KoHCcTHNANMUA:

Bwipacmuu.
1 - 2 Tabnerku (5 - 10 mg) aHeBHO.

IlpenopbuBa ¢e ne4eHHETOo 1a 3aMo4HE ¢ HaW-HUCKaTa A03a. 1A Moxe 1a ObJie yBeJIMMeHa 10 MAaKCHMAaJIHATA
NpenopbYHTENHA 4034, 3a NPEAH3IBUKBAHE HA peAoBHa AedeKalua. MakcumanHaTa IHeBHa f03a He TpaOsa
[1a ce MpPEeBHLLABA,

Ieouampuuna nonyaayus.
Heya nao 10 coounu:
1 - 2 Tabnerku (5 - 10 mg) nHeBHO.

[lpenopbuBa ce neueHUETO Aa 3anoUHe ¢ Hali-HUCKaTa 103a. Ta Moxe Aa Oble YBEIHUYEHa
NpernopbUYHTENIHA 1034, 3a NpeAH3BUKBAHE Ha peaoBHa aedekauns. MakcumanHaTa nHeEB
Na ce NnpeBULLIaBa.

[lpyu NOAroTOBKA 3a AMArHOCTHYHM NPOUECAYPU H NPEAM orepalus




[lpy noaroToBKa 3a AMArHOCTHYHH NPOUEAYPH, MPH fpe- H NTOCTONEPATHUBHO NEUYEHHE U TIPU CbCTOAHMSA, NPH
KOUTO CE€ M3IUCKBA YIECHABAHE Ha AedekaumaTa, npunoxkeHuero Ha JYJIKOJIAKC tpsabea pa ce
OCBLUECTBABA NOJ NEKApPcKO HabnoaeHue.

Bu3pacmuu:

3a NpeaU3BHKBAHE HA IMBLJIHO H3NPa3BaHe HA YepBaTa, MPEeNoOpbHUTEHaTa A03KWpoBKa e 2 TabneTky (10 mg),
NpHeTH CYTpHHTa U 2 TabneTtku (10 mg), npHeTH BeyepTa U Npuiarade Ha cnabUTENHO CpeacTso ¢
He3abaBHO AeHCTBHE (HaNp. CyNnoO3UTOPHA) HA CAeABANIaTa CYTPHH.

[Teouampuuna nonyarayun
3a Jeua Ha 4 ¥ noBeYe roJIMHH NMpenopbLYMTEAHaTa 103MpoBKa ¢ | Tabnerka (5 mg), npHeTa BeyepTa U
npywiaraHe Ha cnabUTenHo CPEACTBO ¢ He3abaBHO neHCTBUE 3a Aeua (Hanp. CYNO3WTOPHA) Ha CNeABallaTa

CYTPHH.

Havuun na npunoocenue
[Ipenopbusa ce TabneTkUTe Aa ce NpUEMaT Beuep, 3a 1a NpeAU3BHKAT AedieKallus Ha CNeBallaTa CYTPHH.
TabseTkHTe TpadBa Aa ce NOrabUIAT LEAH, ChC ChOTBETHOTO KOJTHYECTBO TEHHOCT.

TabneTknte He TpabBa aa ce npuUeMar ¢ NPOAYKTH, HAMATABALLW KHCETTMHHOCTTA HA FOPHHUS CTOMALLIHO-
YpeBEH TPaKT, TAKUBA KaTO MNASKO, aHTHaLIWAK WK HHXHOMTOPH Ha NPOTOHHATA NOMNA, 3a 1a He ce
pa3TBOPH NPEKAEBPEMEHHO CTOMALHO-YCTOHYHBOTO NMOKPUTHE HA TAONETKUTE.

4.3 IHporHBonokazaHHA

AYJIKOJIAKC e nporuBonokasad npu 60n1HY ¢ NpeniKTaHe Ha YEpBaTa, YPEBHA HENPOXOAHMOCT, OCTLP
XHPYPrHuyeCcKH KOpeM, KaTo aneHaKLMKT, OCTPO Bb3NajleHUe Ha YepBaTa W octpa KopeMHa Oonka,
NPUAPYKEHA OT raicHE M NOBPBDLIAHE, KOETO MOXE a € MOKA3aTENHO 32 MMO-TEXKH ChCTOAHHSA.

Y JIKOJIAKC e npoTuBOnokazan cbillo Npy TexKo 00€3BOAHABAHE HA OPraHH3Ma W NPH NAalUEHTH ¢
A0Ka3aHa CBPBbXYYBCTBHTENHOCT KbM OH3aKOIH WK KbM HAKOE OT NOMOIUIHHTE BELIECTBA HA IEKAPCTBEHUSA
NPOAYKT U30pPOEHH B TOuKa 6.1,

B cnyuad Ha peaxH BpoaeHH 3aDONABaHHUA, KOWUTO MOraT Aa NOBEAAT A0 HECHBMECTHMOCT C HAKOH OT
NOMOLIHHTE BeiecTBa (BHK CnelManHy npeaynpexaeHus H Nipeana3Hy MepKH 3a ynortpeba), ynorpebara
Ha NEeKapCcTBEHUA NPOAYKT € NPOTHBONOKa3aHa.

44 Chneuna/HH NpeaynpexieHHd H NPEeANAIHH MEPKH NpxH ynotTpeba

Kakto scnuxu nakcatueHH npoaykTth, JIYJIKOJIAKC He TpabBa na 6nae ynotpebaBan BcekH NeH WIH 33
NPOAL/LKHTENEH NEPHOA OT BpeMe, be3 na ce yCTaHOBH NPHYNHHATA 38 KOHCTUNALUMUATA.

[TpoABIDKHTENHOTO NPUIOKEHHE HA BHCOKH 1034 MOXeE [a AOBEAE A0 HAPYLIEHHE Ha €NEKTPOIHTHHA
banaHc U XHITOKANTHEMHUA.

3ary0ara Ha TEYHOCTH B CTOMAaUIHO-YPEBHHUA TPAKT MOXE /13 Npean3BUKa JexHaparauns. CHMOTOMHTE
MOraT J1a BKJIFOUYBAT XKax1a H oJMrypHi. [py nauneHTH cbe 3aryba Ha TEUHOCT, NPH KOHTO AE€XHApPATALHMATA
MOXe /1a Obae Bpenna (Hanp. c ObbpeyHa HeJOCTaTLHHOCT, MALMEHTH B HaNpeqHaia Bh3pacT) TpsOBa ja ce
npekpath newenunero ¢ JIYJIKOJIAKC v Mmoxe aa 6bae Bb300HOBEHO €IHHCTBEHO NOJ JEKAPCKH KOHTPOII.

CtuMynupauwute nakcatueu, BkawuutenHo JAYJIKOJIAKC, ne nomarat npy HamansBaH
(BHOKTE pa3zgen OapMakoJIOrHYHH CBOMCTRA)

[1pn naumeHTHTE MOXKE f1a C€ NOABHM XEMATOXe3Us (KpbB B U3NPAXKHEHHATA), KOATO € B
OTUIYMSBA CNIOHTAHHO.



CpoOineHHy ca NpoABH Ha 3aMasiHOCT W/WJIM CHHKON NpH nauuedTy, nexyeadu ¢ JIYJIKOJIAKC. Hannynure
NaHHH 33 TE3H CNy4au NMpeanonarar, Ye Te3u HexkeNaHH chOUTHA ca CBbp3aHK ¢ HepeaoBHa aedekaums (MM
3aTpyAHEHa AedeKalms ), WIH CbC ChAOBO-HEPBHA PEAKLIMA KbM KOpeMHa 60aKa, KOATO € CBbp3aHa ¢
KOHCTHIMALHA K HE € HENPEMEHHO CBBP3aHa C NMPUIOKEHHETO HA DH3aKoAMD.

Enxa TabneTtka cpabpxa 33,2 mg n1akro3a, kKoeTo Boan A0 66,4 mg nakrosza B MAaKCMMalHaTa Npenopb4BaHa
AHEBHA N03a 3a IEYEHHE HA KOHCTHUINALIMA NPH Bb3pacTHU W aAeua Haa 10 roauns. [1pu noaroroska 3a
paguorpadgcku wicnensanus Toea soan a0 1328 mg B MakcuMaiiHaTa npenopbyuBaHa JHEBHA 1034,
[TauneHTUTE C BpOAEHA HEMOHOCHMOCT KbM rajlakTo3a, HafNnpUMep rajlakTo3eMHs, He TpaAOBa 1a npuemart
TO3HW JE€KAPCTBEH NPOAYKT.

Eana Tabnetka cvabpxka 23,4 mg cykposa (3axapo3ia), koeto Boau a0 46,8 mg cykposa (3axapo3za) B
MaKkCHUMANHATA NpEenopbyBaHa AHEBHA 1032 3a JICYEHUE HAa KOHCTHNALKA NpH Bb3pacTHU U Aeua Haa 10
rofquHy. [lpn noaroroska 3a paanorpadcky HicaeaBaHUs TOBA BOAH A0 93,6 mg B MakcHManHara
npenopbYBaHa AHEBHA 103a. [lauHeHTHTE ¢ BpodeHa HEMOHOCHMOCT KM PpyKTO3a He TpadBa Ja npHeMar
TO3M NEKAPCTBEH MPOAYKT.

4.5 BlaumoaeHcTBHe ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYIrH $GOpPMH HA B3aHMO1eHCTBHE

[Tpn npuemane Ha BucoxkH no3u J1YJIKOJIAKC eaHOBpeMEHHOTO NpUNOXKeHHE HA AMYPETHUH WIH
aJIpeHOKOPTHKOCTEPOHAN MOXKE N1a [IOBHLIHK PHUCKa OT eNEKTpoaHTeH aucbananc. EqHoBpeMerHaTa ynoTpeba
C JIPYTH NaKCAaTHBH MOXKE 12 3aCHJIH FaCTPOMHTECTHHANHHTE cTpaHHYHH edekTH Ha JIYJIKOJIAKC

EnekTponuTHUAT AucOanaHe MoXke [1a 10BeAEe A0 NOBULIEHA YYBCTBHTEIHOCT KbM ChPAEYHH FMHKO3HHM.
4.6 @epTHINTET, OPEMEHHOCT H KLpPMEHE

bpemennocm

Hama noctatbyHo ¥ 100pe KOHTPONHUpaHH NpOYyYBaHUA NMpU OpeMeHHH keHH. [1pu npuoxkeHne no BpeMe
Ha OpEMEHHOCT NPOABDKUTENIHHTE HAOMIOAEHHS HE €A NMOKAa3alik JaHHH 32 HEXENaHU WK YBpeXAallH
e(PEKTH.

He3aBUCHMO OT TOBA, KAKTO Npyu BCHYKH nekapcTBeH npoaykrH, JYJIKOJIAKC tpabsa aa 6bvae npueman
Mo BpeMe Ha OpeMEeHHOCT caMo MO NeKapCcKoO NPeANHCaHHe.

Kvpmene

KnMHHYHHTE JaHHU NOKA3BAT, Y€ KAKTO AKTMBHATa YacT Ha 6uzakoausn BHPM (bis-(p-hydroxyphenyl)-
pyridyl-2-methane), Taka 1 HEFrOBUTE MIOKOPOHHAH He C€ €KCKpPETHpaT B KbpMaTa Ha 3paBH KbpMELUH
HKEHH.

AYJIKOJIAKC moxe na 6bae npwiarad no BpeMe Ha KbpMEHeE.

Depmunumem
He ca nposexxaaHu wicneasaHua oTHOCHO edekra Ha JYJIKOJIAKC Bbpxy dpepTUnuTeTa NpH YOBEK.

4.7 Ed¢exTH BbpXy cnocobnoctTa 38 wiodgupane n pabora ¢ MAIIHKA

He ca nposexaann npoyusaHus 3a edekture Ha JIYJIKOJIAKC pbpxy cnocobHocTTa 33 iodupate U
paboTa ¢ MallKHK.

Brnpexy ToBa, € HeoOX0AHMO nauneHTHTe Aa 6baaT NpeaynpexaaBaHH, Ye B PE3YATAT Ha [1OpH
CHAOBATa HHEPBALIMA (KONHKA) MOXE [1a BL3HHKHE 3aMasHoOCT H/UNH CHHKoN. B cnyuvaii Ha ./ ‘
nagueHTHTE TpsOBa Aa M30ATBAaT H3BBPLIBAHETO Ha MOTEHLIHATHO ONACHH ACHCTRHUA, KaTo

paboTa ¢ MallIUHH.

4.8 HexenaHn NeKapcTBeHH PeaKHH



Haii-yecto cboOluaBaHUTE HEXXENAHH JIEKAPCTBEHH PEAKLIMK, YCTAHOBEHH N0 BPEME HA NIEYEHHETO ca
KopeMHa OoJixa U AHapms.

YectoTra no MedDRA kKoHBeHLUATA:

MHOro uectu > 1/10;

yectH > 1/100, < 1/10;

HeyecTH > 1/1 000, < 1/100;

peaxkn >1/10 000, < 1/]1 000;

MHOro peaku (<1/10 000)

C HEM3BECTHA YECTOTa (OT HATMYUHMTE AaHHH He MOXKe J1a Oblle HanpaBeHa OLEHKa)

Hapywenus na umynnama cucmema
peAKHK: CBPBbXYYBCTBHUTE/IHOCT
C HEH3BECTHA YecToTa  , aHruoeaeM™, aHapHNaKTHUHH peakUHH*

Hapyuwienua na memaboausma u xpanenemo
C HEM3BECTHA YecToTa  aexuaparaumsa®

Hapywenun na nepenama cucmema
HEUYECTH: 3aMasHOCT
PEAKH: CHHKOTI

3aMassHOCT M CHHKOII, BL3HHKBALLY ¢l npHeMaHe Ha OH3aKoan, ca B pe3y/iTaT Ha MOBIHABAHETO HA
CbAOBaTa MHEpBauUMa (Hanp. Konuka, Aedekaums).

CmoMawuHo-4ypesH HapyweHuA

YECTH: KOPEMHH CIa3MH, KopemHa Donka, IHapHa, rajeHe

HEYECTH: KOPEMHO HEPa3NOIOKEHUE, NOBPbLLAHE, XEMATOXE3UA (KPBB B H3MPAXKHEHHATA),
aHOPEKTAIEH AUCKOMGOPT

C HEH3BECTHA YECTOTa:  KOJIUT™, BKJIKOUMTENHO HCXEMHYEH KONUT™

*HexenaHnata peakuus He e 6una HabnogaBaHa B HHKOE OT H30paHHTE KIIMHUYHY H3NIHTBAHHS Ha
HYJIKOJIAKC. Ouenspanero € 6a3dpaHo Ha ropHara rpaHdila Ha HeroBua 95% noBepHTENEH HHTEpBA,
M34HCIIEH OT 001Ms Opoit neKyBaHU NalKEHTH CBINIACHO €BPONEHCKHTE NPENOPbKH 3a KpaTKaTta
XapaKTEepHUCTHKA Ha npoaykTa (3/3056 koeTo ce oTHacA 3a ,,pedKkH’).

Cvobuyasane Ha NOOC3UPARU HENHCEAQAHU DeaKyul

CboOlaBaHeTO Ha NMOAO3MPAHHM HEXENAaHH peaKlliy cleld pa3peiuaBaHe 3a ynorpeba Ha NeKapcTBEHHS
NPOAYKT € BKHO. ToBa no3Bonasa ga npoAbku HabMOAEHHETO Ha CbOTHOLLIEHHETO TNOJI3a/PHCK 33
IEKAPCTBEHHA NMPOAYKT. OT MEIHLIMHCKHTE CNELHATIUCTH C€ U3HCKBa Aa ¢hOoOLIAaBaT BCAKAa NOAO3KpaHa
HEXeJ1aHa pPeaKLUs Ha:

M3nbnHKUTENHA areHums no eKkapcTrara

va. ,,Jlamas I'pyer” Ne §

1303 Codus

Ten.: 4359 2 8903417

yebcaiT: www.bda.bg

4.9 Ilpeao3upane

CUMNITOMHU

[Tpn npueMaHe Ha BUCOKH 2034 MOFaT Aa ce HabnoaaBaT BOAHHUCTH HANPaXKHEHHUS (AHAPHS
Cna3MH H KJIMHUYHO 3HauuMa 3aryba Ha TeYHOCT, KaNuil U APYrH eJIEKTPOJIHTH.

XpoHuyHOTO npeno3upane ¢ JIYJIKOJIAKC, kakto npH BCHYKH NE€KapCTBEHH NPOAYKTH, M ‘ BN NS 0
Mpean3BUKa XpOHUYHA AHAPHA, KOPEMHH DONKH, XUMIOKATHEMHSA, BTOPHYEH XHNEPANAOCTEPO 'h(pd w7, /
ObOpeuHokaMeHHa Gonect. Cityyan Ha yBpexxnade Ha 6b0OpeuHuTe TyOynu, MmeTaboNUTHA anKaMas s e
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MYCKYNIHa c1abOCT, BCIEACTBUE HA XHIIOKATHEMHS, Ca ONMCAHU B PE3yNTaT Ha XPOHHYHA 3710ynoTpeda ¢
NaKCAaTHBHH CPEeICTBA.

Tepanus

Kpatko Bpeme ciex npuemare va JIYJIKOJIAKC, abcopbuunsaTa Moxe na 6bae HamalleHa WK
BB3NPENATCTBAHA UPE3 NPEAH3BHKBAHE Ha MOBPBLUAHE WM CTOMALLIHA NPOMHBKa. Moxe na ce HanoxH
BL3CTAHOBABAHE HA TEYHOCTHTE U KOPEKLIUA Ha €NIEKTPOIMTHHA nucbananc. Toea e ocobeHo BaXHO NpH
ManHeHTH B HANPEAHANa Bb3pacT U NPH Jeua.

B Hakou ClIy4aH MOXE Na C€ HAJTOMXH NPpHUIOXKCHHE Ha CNasMOAHTHUMH.

5. ®APMAKOJIOTUYHH CBOHCTBA
5.1 @apmakoiHHAMHYHH CBOHCTBA
®apmakoTepanesTH4YHa rpyna:; KOHTakTHH nakcatheu, ATC xon: AO6ABO2

bu3akoauI € TOKaNHO ASHCTRALIO JIaKCaTHBHO CPeaCTBO OT AH(pEHU/IMeTaHOBaTa rpyna. KaTo KoHTakTeH
NIaKCaTHB, 33 KOHTO CBLLO € XapakTepHO, Ye € Hepe3opbupall ce, MpeAH3BUKBALL OTAEsSHE Ha BOJA,
OH3akoann ynpaxKHsBa CBOETO AeHCTBHUE, Clie XHAPONH3a B 1e6€10TO 4epBo, NPeaAU3BHKBAHKH HeroBara
MEPHUCTAIITUKA M aKyMYJIMPaHE Ha BOA U ENIEKTPOIHTH B UpeBHUS NyMeH. ToBa BOAM 10 yNecHABaHE Ha
neeKauuaTa, HaMajiABaHe Ha BPEMETO Ha M1acaXKa W OMEKOTABAHE Ha H3NPaKHEHHUATA.

Kato cnabutenHo cpeactso, koeTo NposBsBa TEParieBTHYHOTO CH AeHCTBME BBPXY aebenoTo 4epso,
HAYJIKOJIAKC cTumynupa no cneungHyeH HauyMH €CTECTBEHHS MPOLIEC HA M3NPa3BaHE Ha AOJHATA YACT Ha
racTpoMHrecTHHANHUA TpakT. 3avosa, AYJIKOJIAKC He oka3Ba Bb3nedcTBHE BBpPXY XPaHOCMMWIIAHETO,
KaKTO H He BOAH 10 HaTPYyIIBAHE B TBHKOTO YEPBO Ha KANOPUH WM IPYTH XpaHWUTENHH BELLECTBA.

5.2 @PapMaKOKHHETHYHH CBOHCTBA

Cnel nepopanHo WIN PEKTaNHO NPWIoKEeHUe OHu3akoann 6bP30 C& XUAPOIN3HPA A0 AKTUBHOTO ChEJHHEHUE
bis-(p-hydroxyphenyl)-pyridyl-2-methane (BHPM), ocHoBHO OT ecTepa3u Ha upepHaTa MyKo3a.

[Ipn npruemane Ha cTOMalIHO-YCTOHYUEBH TabNeTK MAKCHMMAIHATA MJ1a3MeHa KOHUEHTpauus na BHPM ce
RrocTHra mexcay 4-10 yaca cnen npunoxeHue, JOKaTo NakcaTHBHHA edexT ce NnoABsABa Mexay 6-12 uaca cnen
MpUioXKeHue. 3a pasnuka oT NPHICKEHHETO HA CYNIO3UTOPHH, MPH KOKUTO NAKCATHBHHUA €DEKT ce NOABABA
CpeliHO crien okono 20 MHHYTH chel npunarake. B Hakou cnyyau ce nossaBsa 45 MHHYTH Cliea NpHIaraHe.
MakcumanHaTa nnasmeHa koHueHTpauus Ha BHPM ce goctura 0,5-3 yaca cnen npunoskenue Ha
cyno3uTopua. CneaosaTesnHo, TaKCaTHBHHAT eheKT Ha OH3aKOAK He € B ChbOTHOLIEHHUE ¢ IUTa3MEHUTE HUBA
Ha BHPM. Bmecro tosa, BHPM neficTea okanHo B J0MHHA OTAEN Ha CTOMALIHO-YPEBHHS TPAKT H He
CBHLUECTBYBA 3ABUCHMOCT MEXY NAKCATUBHUA €DEKT U NIA3MEHHTE HHBA HA AKTHBHOTO CheiMHEHHe. 1o
Ta3u MpH4nHa, busakoaun TabneTku ca HanpaseHH Aa 6bAAT YCTOHYMBH HAa CTOMALIEH COK W YPEBHO
ChABPHMO. ToBa BOAN A0 0CBOGOKAABAHETO HA IEKAPCTBEHHA NPOAYKT OCHOBHO B 1€6€10TO HEPBO, KOETO
€ XX€NaHOTO MACTO Ha ACHCTBHUE.

(Ren nepopanto M peKTAITHO NPHIIOKEHHE CAMO MAJIKH KOJIMUYECTBA OT NEKAPCTBEHHA MPOAYKT Ce
abcopOHpaT 1 ca NOYTH HANBLIHO KOHIOTHPAHH B YPEBHATA CTEHA M YepHHa Apob noa dopMata Hg
HeakTHBeH BHPM ratokoponuna. TlnasmeHuaT nonyxueoT Ha ennMunnpare Ha BHPM rntokopé
M34UC/IeH NpUOAU3UTENHO Ha 16,4 yaca. Crnea npunokenne Ha GM3aKOAWI CTOMALIHO-YCTOM / g 6 g6
cpenHo 51,8% ot nosara ce oTkpuBa B H3npaxkHeHUsaTa kato ceoboaes BHPM u cpeano 10, 4 DY o
OTKpHBa B ypuHata kaTo BHPM ratokyponna Cnea npunoxxenue Ha cynosuTopus cpeHo 3, /%;) T
C€ OTKpHBa ce B ypHHaTa Karo BHPM ritoxoponna. HanpakHeHHUATa ChABPXKAT rosiaMo Kon e‘@
(90% oT obluaTa ekcKpeuns) U MaNKO KOJIMYECTBO HENPOMEHEH OM3aKkoaun.

‘-‘ Il
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5.3 IlpeaxknanuuuHHn JanHH 33 6ezonacHOCT



OcTpara TOKCHYHOCT NPH NEPOPaNCH MNMpHEM Ha OM3AKOAWT NPH IPH3aYH U TAKHBA, KOUTO HE C€ OTHACAT KbM
rpH3a4MuTe € HIUCKA W HaZBHLIABa 1030BH HMBa oT 2 g/kg. ITpn kyuera ce HabaronaBa N030Ba TONEPAHTHOCT
10 15 g/kg. OcHOBHHUTE KNIHHWYHH NIPOSBH HAa OCTPa TOKCHYHOCT Ca AHAPHA, MOHKWKEHA MOTOPHA AKTHBHOCT
H MMWIOEPEKLIUS.

[lpoBeaeHH ca NPoyUBaHHA 32 TOKCUYHOCT MPH MHOMOKPATHO Npunarade A0 26 ceAMMLH NPU MUTbXO0BE,
MOPCKH CBHHYETa H MaHMYHH OT BHAA rhesus (Makak). Cnopea o4akBaHHATA, NEKAPCTBEHUA NMPOAYKT
NPeAH3BUKBA TE€XKKa 10303aBUCHMA AHAPHSE NPH BCUHYKH BUAOBE ¢ HIKIIOHYEHHE HA MOPCKHUTE CBHHYeTa. He
ca HabNrOJaBaHU ACHH XMUCTONATONOTHHHH NPOMEHH M NO-TOMHO, He € HabnoaaBana 40303aBUCHMA
HegpoTokcHuHocT. Habnonasanu ca nponudepatnuBHMTe, OU3aKOAUI-WHIAYUHPAHH JIE3UM B THKOYHHA
MEXYP MMPH IUTLXOBE, TPETHPAHH 3a 32 ceaMHUM. Te3n nponudepaluy He ¢a NMPUYHHEHHU OT OU3aKOAMI.
CumMTa ce, 4e ¢e OTHACAT BTOPHUYHO 10 0Opa3yBaHeTO HA MUKPOKAIKYJIH, NOpPaAH NPOMEHH B €ACKTPOJIUTHTE
B YPHHATA W CIEQ0BATENHO HAMA OHMOIOrHyHa 3HAYUMOCT [IPH Xopa.

JlaHHHUTE OT NpoBeAeHUTE ODCTOHHHU TECTOBE 3a MyTAreHHOCT NpH DaxTepun ¥ 603aliHMLK He NoKa3BaT
FeHOTOKCHYEH NOTeHLHan 3a Hu3zakoana. Chilo taka, OH3aKOAWNA HEe NPeAX3BHKBA 3HAYUTEIIHH 3aBUIIEHNS B
MoptonordyHara TpaHc@opMaums npy eMOpHoHanHu KneTku ot Xxamctep/SHE. TectoBe 3a MyTareHHoCT He
NOKA3BAT HHAHMKALMSA 32 MYTareHEH NOTEHIINAN, 3a padIMKa OT F€HROTOKCHYHHAT W KApPUMHOTEeHeH
dbeHondTaneHH.

He ca npoBexxaaHH KOHBEHUHMOHANHH NPOYYBAHHA 33 KAPLUMHONCHHOCT Ha Ou3akoann. [Ipeasun
TEPaneBTUYHOTO CH CXOACTBO ¢ peHondTaieHH, OU3akoaUN € U3CaeABaH B P33 TpaHCIEHETHYEH MOJIEN Ha
MHLIKa 3a 26 ceamuun. He e Habmoaasana cebp3aHa ¢ NEMEHUETO HEOMJIa3ua NPH NEPOpPaTHH N030BH HHBA
no 8000 mg/kg aHeBHO.

He ca HabnionaBanu TepatoreHHH ediexTd npu nabvxose U 3aium (FDA Pregnancy Risk Category B) npu
no3u Ao 1000 mg/kg/nen, kouTo HanBUILABAaT MAaKCHMMAaIHATa NPENOpbYBaHa AHEBHA J03a NPH YOBEK
(M3uKciena 3a mg/m-°) Hait-manko ¢ 800 nbTH. TOkCHYHOCT NPH MaitkaTta W eMOPHOHANTHA TOKCHYHOCT C€E
Habnoaaear NpH ribXxoee Npy 2034 80 MbTH NO-BHCOKH OT MaKCHMAaJlHAaTa NpenopLYBaHa JHEeBHA A03a NPH
YOBEK.

6. ©®APMAIIEBTUYHHA JAHHH

6.1 CnHebK HA NTOMOIIHHTE BelllecTBA

JIAKTO3a, LApEeBHYHO HHUIUECTE, Pa3TBOPHMO HHULLECTE, [IMLEPOA, MArHE3WEB CTeapar, 3axapoza, Tallk,
apabcka ryma, THTaHOB AHOKCHI, eyaparut L100 u S100, pyunHoBo Macno, makporon 6000, xbnT xkeneseH
okcua (E172), 6an nueneH BoChK, kapHayba BOCHK, LLENAK.

6.2 HecbBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ha roanocTt

36 Meceua

6.4 ChneunanHn YC/I0BHA Ha ChXpaHeHHe

To3u nexapCTBEH NPOAYKT HE M3HCKBA 0COOEHH YCNOBUA 3a ChXpaHEHHE.,
Jla ce chxpaHnsaBa Ha MecTa, HEAOCTBLITHH 3a Aelia.

6.5 1aHHH 32 ONAKOBKAaTA




benn senpo3paunu PVC/ PVDC 6nuctepH, nocTaBeHW B KAPTOHEHA OMNaKoOBKa.
OnakoBkarta ¢babpxa 10 unu 30 Tabnetkm.

He BcHukHM BUIOBE ONAKOBKH MOraT aAa 6baat nycHaTu B npoaaxoa,
6.6 CneunHa/IHH NpeaANna3HH MEePKH NPH H3XBLPJsIHE B paboTa

Hama cnenyaiHyu U3UCKBAHUA.,

7. MPUTEXATEJI HA PAZPEIHEHUETO 3A YIIOTPEBA

Opella Healthcare France SAS,

157 avenue Charles de Gaulle

92200 Neuilly-sur-Seine

®OpaHuHnd

8. HOMEP(A) HA PASPELHIEHHETO 3A YINIOTPELA
9600267

9. HJATA HA IIBPBO PA3PEIIABAHETIOAHOBSBAHE HA PA3BPEIIEHHETO 3A
YNNOTPEBA

Hata Ha nbpBO pa3pewnasade 3a ynotpeda: 1 Hoemepu 1996 r.

Hara Ha noaHoeasaHe: 27 dexkemspu 2007 r,

10. JATA HA AKTYAJIHZUPAHE HA TEKCTA

07/2023 r.




