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KPATKA XAPAKTEPHCTHKA HA TPOAYKTA

1. HME HA JEKAPCTBEHHUA ITPOAYKT
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ITomomHu BewmecTsa ¢ H3BECTHO EHCTBHE: JIAKTO34, CYKpo3a (3axXapo3a).
3a OBJTHHA CIIMCHK HA MOMOLIHHTE BEIIECTBA, BUXKTE TOUKA 6.1,

2. KAYECTBEH H KOJIMYECTBEH CBLCTAB

3. JEKAPCTBEHA ®OPMA

CromauiHo-ycroiiunea TabmeTka,

4. K/MHHUYHH JAHHH
4.1 TepaneBTHYRN NOKAZANEH
Ilpunara ce npy KOHCTHMALMA.

[IpoAyKTBT € MOKa3aH H NpH MOATOTOBKA 33 AMArHOCTHYHM NPOLEAYPH, NPH Mpe- K OCTONEPATHBHO
JIeyeHHe M MPH CbCTOAHHSA, NPH KOHTO Ce H3HCKBA YIIECHABAHE Ha nedeKaluaTa.

4.2 Jlo3HpoBKa H HAYHHA HA NPRIOKEHHE
AKO HAMa APYTO NIEKAPCKO NPENUCAHHE, e NPeOPhYBAT C/IeHHTE AO3HPOBKH:
Hoszupoexa

IIpy KOHCTHIIAIIHA:

Buvspacmnu:
1 - 2 Tabnetku (5 - 10 mg) queBHO.

Ilpenopsusa ce NeverKMeTO a 3aMoyHe ¢ HAH-HHUCKATa A03a. T4 Moxe a 6b¢ yBeHUeHa 10 MAKCHMAITHATA
MPENOPBYATEIIHA /1038, 33 NIPeAHIBHKBaHe Ha PeAoBHA Jebekalpd. MakcumanHaTa IHCBHA 1034 He TPAOBa
Ja ce NpEBHINABA.

Heduampuyna nonynayus:

Heya nao 10 200unu:

1 - 2 Tabaerxu (5 - 10 mg) axesHo.

Hpenop'l,tma C€ JICUeHHETO Na 3a04He ¢ Haii-HHCcKaTa 0o3a. T9 Moxxe aa Owae YBECIHYCHA 1O MAKCHMATHATAa

Na Ce NpeBHIaBa.

HE]‘] NOATOTOBKA 34 THATHOCTHYHH NPOUCAYPH H MpeAH onepaiiHs




INp¥ MOAroTOBKA 38 AMArHOCTHYHH MPOLEAYPH, IPH NPe- K MOCTONEPATHRHO JICYEHHE H NPH ChCTOAHMSA, NIPH
KOMTO Ce M3KCKBA YJIECHABAHE Ha Aedekanmara, mpunoxkenneto Ha [[YJIKOJIAKC tpabea aa ce
OCBHINECTBARA N0 JIeKapeko Habmopenwe.,

Bv3pacmnu:

3a NpeqM3BHKBAHE HA ITBJIHO H3Npa3BaHe HA UepBaTa, NPENOPBUHTENHATA TO3UPoBKa € 2 TabneTkH (10 mg),
NpUeTH cyTpunTa ¥ 2 Tabnetky (10 mg), Npuern BeyepTa i npiarane Ha cNabUTENHO CPENCTBO C
He3abaBHO AeficTBHeE (HAIp. CYNO3uTOpHs) Ha CNEABALIATA CYTPHH.

Heouampuuna nonynayun
3a nelia Ha 4 ¥ NIOBESE TOIHAN NPENOPBUHTENHATA AO3HPOBKa € 1 TabneTka {5 mg), npHeTa BeyepTa H
npiiarate Ha c1abHTeNHO cpeacTBo ¢ HezabasHO AeficTBHe 3a Aena (Hanp. CYNO3WTOPHA) Ha cleJBallaTa

CYTpHH.

Havun na npunooicenue
[Ipenoprusa ce TabnerkuTe a ce npHeMar Beuep, 3a 1a NPeOH3BHKAT AeQEKALMA HA Ce/IBAINATA CYTPHH.
Ta6nerkure TpabBa Na ce NOTTBINAT UENH, CHC CHOTBETHOTO KOJIMYECTBO TEYHOCT.

Tabnerkute He TpAbEa Na ce NIpHEMAT C MPOAYKTH, HAMAABALIH KHCEIHHHOCTTA HA NOPHHA CTOMALLHO-
YpeBeH TPAKT, TAKHBE KATO MJIKO, AHTHALMIH HIIH HHXHOMTOPH Ha NPOTOHHATA NOMIIA, 33 1a HE C¢
Pa3TBOPH NPEKACEPEMEHHO CTOMANIHO-YCTOYHBOTO MOKPUTHE Ha TabneTkuTe.

4.3 TIIpormBonokazaHmd

AYJIKOJIAKC e npoTHBONOKa3aH 1pH GONHE ¢ NPEIUTHTaHE HA YepBaTa, YPEBHA HENPOXOAHMOCT, OCTEP
XHPYPTHYECKH KOPEM, KATO ANEHMIIHT, OCTPO BhaNalieHHe Ha YepBaTa M 0CTpa kopeMHa Dosika,
TIpHAPYKEHA OT TaJICHe H NOBPEIIAHE, KOETO MOKE A3 € IOKA3aTEITHO 34 1O-TEKKH ChCTOSHHMA,

AYJIKOJIAKC e npoTHBONOKA3aH CHILO [IPH TEXKKO 06380 HABAHE HA OPTAHK3MA M [IPH NALHEHTH C
JOKazaHa CBPBLXYYBCTBHTEHOCT KbM OH3AKOAMI HIH KBM HAKOE OT ITOMOLIHHTE BEIECTRA Ha NEKAPCTBEHHA
OpoAyKT H3GpoeHH B Touka 6.1.

B city4aH Ha pefikv BpOZieHH 3a00/1ABaHHA, KOWTO MOTAT Jla AOBEJAT A0 HECHBMECTHMOCT C HAKOM OT
NOMOLHHTE BellecTBa (BHK Crenuaniy npefynpexIeHHs W NPeAnasHl MEPKH 3a ynoTpeba), ynotpebara
Ha NIEKapCTBEHHA NPONYKT € MPOTHROMOKA3aHA.

4.4 CnenuanHn npenynpexkIeHHs H HpeIna3Hi MepPKH npH ynorpeba

Kakto Bcuuky nakcarusun npoaykrs, JIVIIKOJIAKC He tpaGea na 6nae ynoTpe6ssan BCEKH JISH WM 32
NIPOAL/DKHTENIEH NEPHOA OT BpeMe, be3 Aa ce YCTaHOBH NPHYMHATA 338 KOHCTHIALMATA.

TTpoABIKHTENHOTO MIPHIIOXKEHHE HAa BUCOKH NO3W MOMKE 1A IOBEAS IO HAPYIUSHWE Ha SACKTPORUTHAS
DanaHC B XHIIOKATHEMMUS.

3aryfaTa Ha TeUHOCTR B CTOMAILHO-YPEBHHA TPAKT MOXKE A4 MpeAn3BUKa Aexuaparaums, CHMITOMHTE
MOTAT Aa BKIKOYBAT KKAa U onurypus. [Ipy nanmenTty che 3aryda Ha TeMHOCT, TPH KOMTO AeXMAPATAIMATA
moxe 21a 6b1e Bpenna (Hanp. ¢ 6b0peuna HeNOCTATHYHOCT, NALKMEHTH B HAIPEAHANA Bb3pacT) TpabBea aa ce
npexpati nedeHueTo ¢ JIVJIKOJIAKC u mosxke na 65¢ BE306HOBEHO €AMHCTBEHO MO IGKAPCKH KOHTPOJL.

Cramynupamure Naxcarved, simountento JIYJIKONAKC, ne nomarat npy HamanssaHe Ha TeL,
(rmKTe paznen PapMakONOrHYHH CBOHCTBA)

[Ipn naipenTyHTE MOXeE 1A € MOSBH XeMAaTOXE3HA (KPBB B M3MPAKHEHAATA), KOATO € B
OTINYMABA CIIOHTAHHO.




CrobieHH Ca NPOABM Ha 3aMASHOCT WK CHHKON 1Py nauperTy, nekysaun ¢ JJYJIKOJIAKC. Hanwunure
JaHHH 3a TE3H CTy4ad OpeAToNarar, Ye Te3H HexelaHH ChOHTHA ca CBLP3aHH ¢ HepeIoBHa Acderalus (HiIH
3aTpyAHEHA Ae()eKALMA), WIH CbC CHAOBO-HEPBHA peakiMs KbM KopeMHa 60NKa, KOSTO € CBbp3aHa ¢
KOHCTHITaIMA ¥ HE € HENPEMEHHO CBBP3aHa ¢ NPHIMKEHHETO Ha Du3aKkomuyl,

Enna Tabnetka crabpika 33,2 mg nakTo3a, KoeTo BoA A0 66,4 mg nakTo3a B MAKCHMaJTHaTa NpenopbYsaHa
IHEBHA J1033 32 JICYCHHE HA KOHCTHNALMA TIPH BE3PaCTHH H Aetia Hax 10 rogmHH. [pu noaroToBka 3a
paauorpadCckn M3cleABaHHUA TOBA BOAM 10 132,8 mg B MakCHMMalHATA TIPENOPHYBAHA JHEBHA 1034,
[TaupeHTHTE ¢ BPOZEHA HENMOHOCHMOCT KbM FaJlakTo3a, HANPHMED ranakrozeMus, He TpabBa ja npueMat

TO3H JIEKAPCTBEH MPOAYKT.

Ennxa TabneTka cuabpxa 23,4 mg cykposa (3axaposa), koero BomH a0 46,8 mg cykposa (3axapo3a) B
MaKCHMAJIHATA NPEnophYBaHa JHEBHA /1034 3 JICUEHHE HA KOHCTHITALMA TIPH Bp3PacTHH M Jiena Haj 10
roaunH. IIpH noaroToeka 3a paauorpadckn M3caeABanys TOBa BOAH 20 93,6 mg B MakCHManHaTa
npenopsyBaHa AHeBHA no3a. [TaipenTHTe ¢ BpoaeHa HEMOHOCHMOCT KbM (PYKTO3a He TpAOBa /la MpHeMAaT
TO3H NEKAPCTBEH ITPOIYKT.

4.5 BaaumogelicTBHe ¢ APYTH JeKapcTBEHH NPOAYKTH B APYrA Gopmu Ha B3auMoaeiicTaHe

ITpu mpuemane na Bucoku 034 JYJIKOJIAKC eaHOBpeMeHHOTO MPHIOKEHHE HA AUYPETHLH HIH
aJiPeHOKOPTHKOCTEPOH/IH MOJKe [1a IOBHINH PHCKA OT eNeKTpoaHTeH qucbananc. Exnoppemennara ynotpeba
¢ JpYrH IAKCATHBH MOXKE []a 3CHJIH TaCTPOHHTECTUHATHHTE cTpanuuiu edexrd Ha JIYJIKOJIAKC

EnexrponuTHUAT AKcOanaHC Moxe 1a JOBeAE 0 HOBHLICHA 1YBCTBUTENHOCT KbM CHPAEUHH [THKOIWAY.
4.6 ®eprunnTeT, GpEeMEBAOCT K KbpMeHe

EBpemennocm

Hsima gocTaThyuHO M 106pe KOHTPOIHpPaHH NPOYYBaHUA NpH OpeMennn xenu. [Ipn npuiokeHue Mo Bpeme
Ha 6peMEeHHOCT NPOABLILKHTENHUTE HAGMONEHNS He A NOKA3ANK JAHHN 33 HeXKENaHH WIH YBPEKAaM
eeKTH.

HesaBuchMo 0T ToBa, KaKTO IPH BCHUKM nexapeTeend npopykry, TVIIKOJIAKC tpatea aa Gnac npueman
No BpeMe Ha OpeMEHHOCT caMo T10 JIEKAPCKO NPEANHCAHHE.,

Kopmene

Knunuynure faHHK MoKas3Bar, 4e KaKTO aKTHBHATa 4acT Ha Gusakomun BHPM (bis-(p-hydroxyphenyl)-
pytidyl-2-methane), Taka i HETOBHTE I'IIOKOPOHHMIH HE CE EKCKPETHPAT B KbPMATa Ha 3JPABH KbPMEIIH
WEHH.

AVJIKOJIAKC moxe aa 6bae npunara mo BpeMe Ha KbpMEHe.

Depmunumem
He ca npoBexknand HacnegsaHua oTHocHo edekta na JJYJIKOJIAKC pbpxy depriaureTa npH 4OBeK.

4.7 Edextn pupxy cniocoSHOCTTA 32 modupane B pafora ¢ MAIIHAA

He ca nposexzaany npoyusanna 3a edexrure Ha JIYJIKOJIAKC BBpXy cnocoGHOCTTA 3a modupaHe H
paboTa ¢ MallMHM.

Barpekn ToBa, ¢ HE0OXOAMMO NAlHEHTHTe Aa Obaat NpeAynpeXaaBaHH, Ye B pe3Y/ITAT HA TIOBTHABAHETO HA
ChAOBATA HHEPBALHA (KONIWKA) MOXKE /1a Bb3HHKHE 3aMaAHOCT W/WIH CHHKOI. B cirydaii Ha K
NALMEHTHTE TPAORA A2 H3GATBAT H3BBPIUBAHETO HA MOTEHUHATHO OMACHH NeHCTBHA, KaT
paboTa ¢ MallIHHH,

48 Hexenan JeKapcTBeRH PeAKINHA



Haii-qecTo chobmapannTe HexKeNaHH IEKAPCTBEHH PEAKIIMM, YCTAHOBEHH TI0 BPEME Ha JIeYeHHETO ca
kopemHa 6onka u AHapus.

Yecrota mo MedDRA koHBeHIMATA:

MHOro uecTH > 1/10;

yecTH > 1/100, < 1/10;

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

penks >1/10 000, < 1/1 000;

MHoTro peakH (<1/10 000)

€ HEH3BECTHA 4eCToTa (0T HAJIAYHKTE NaHHH He MoXKe Aa b€ HanpapeHa OLCHKA)

Hapywenus na umynnama cucmema
PpenkH: CBPBXYYBCTBHTENTHOCT
¢ HEH3BECTHA YecToTa |, aHTHoeneM™, aHadHnakTHYHH peaKkuu*

Hapywenun na memabonuzma u xpanenemo
C HCM3BECTHA YECTOTa  JeXHApaTauus™®

Hapywenus na nepenama cucmema
HEYECTH: 3aMafAHOCT
penKu: CHHKOII

3aMagHOCT M CHHKOII, Bb3HHKBALIM ClIE[L IPHEMAane Ha SW3aKo/MA, Ca B PE3YNTAT Ha NOBNMABAHETO Ha
ChA0BaTA MHEPBalKs (Hanp. KoAHKa, AedeKalus).

Cmomawino-ypeenu Hapyuenus

HeCTH: KOpEMHH CriasMH, KopemHa Gonka, 1HapHi, rafieHe
HEYEeCTH: KOPEMHO HepasnoIokeHue, NOBPLIAHEe, XeMaToXe3us (KPhB B H3NPaXKHEHUATA),
AHOpeKTaneH AucKkoMgopT

C HEH3BECTHA YECTOTA:  KOMUT*, BKIMOUATENHO MCXEMMYEH KOAMT*

*Hexenanata peakums He € 61/1a HaGNKIaBAHA B HMKOE OT u30paHuTe KTHHMYHE H3IIHTBAHNA HA
AYJKOJNAKC. Ouensiganeto e GasupaHo Ha ropHata rpaHHIA Ha HeroBMs 95% noBepuTeneH HHTEpBal,
H3YHCIEH OT 00LIHs OpoH NleKyBaHH NALMEHTH CHIJIACHO €BPOMEHCKHTE IPENOPHKH 3a KPaTKaTa
XapaKkTepHCTHKA Ha npofaykra (3/3056 koerto ce oTHaca 3a ,,peaxu”).

Crvobuyasane R ROCOIUPAHY HENCENANU PeaKyuy

CrobiraraHeTo Ha NONIO3HPAHH HEXENIaHH PeakL|H clie]l paspelllaBaHe 32 YNoTpeba Ha IeKapcTBEHHA
NPOAYKT ¢ BaXHO. ToBa no3pongBa na npogbnkd HaOMONEHHETO Ha CLOTHOILISHHETO MON3a/PHCK 32
NEKApCTBEHHA MPOAYKT, OT MEIHLMHCKHTE CAEUHATIHCTH Ce M3KCKBA fia ChodLaBat BCAKa NOAO3HpaHa
HEXENIaHa PEaKLHs Ha:

HsmbaHuTeHa areHUMA No JekapeTeaTa

ya. ., Ramad I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

4.9 TIipeposupane

CuMnromMu
IIpH npremaHe Ha BMCOKM I03W MOFAT Aa ¢ HaGnoAaBaT BOAHNCTH H3NpakKHEHUA (MMap
CHa3sMH M KTHHHYHO 3HAYMMa 3ary6a Ha TEYHOCT, KATHH U APYTH €ICKTPOJINTH.

Xpouuunoro npeaozupate ¢ JIYJIKOJIAKC, KakTo NpH BCHYKH JIEKAPCTBEHH NPOY
[PeAU3BHKA XPOHHYHA JHAPHS, KOPEMHH OONKH, XHITOKATHEMHS, BTOPHYEH XHIIEPaII
6b6peurokamMenna GonecT. Cnydan Ha yBpexaHe Ha 656pednuTe TyOyaH, MeTabon

4



MYyCKYJIHa ¢nabocT, ECEACTBHE Ha XHITOKAIIHEMHAA, Ca ONHCAHH B pE3yATAT HA XPOHHYHA 3ﬂ0yﬂ0’1‘p663 c
JIAKCaTHBHH CPECACTBA.

Tepanus
Kpatxo speme cnen npuemane Ha JIVJIKOJTAKC, abcopbdumaTa Moke na 6bae HaManeHa Wid

BB3NPEIATCTBAHA Ype3 NpeAH3BHKBAHE HA [IOBPBILIAHE HWIH CTOMALIHA MPOMHMBKA. MOXe Jla ce HATOXKH
BB3CTAHOBABAHE HA TEYHOCTHTE M KOPEKIHA Ha eNeKTPONHTHUA Mucbananc. Tosa e 0cobeHO BaKHO ITPH
MALUHEHTH B HANpEAHANa BE3PACT H TIpH Jelia.

B Hakou CITydJaH MOKE Ja CC HATOKH NPHIOXKCHHE HA CIIA3MOJIMTHIH.

5. ®APMAKOJIOIHYHH CBOHCTBA
5.1 dapMaxkoAHHAMHYHH CBOicTBA
dapMakorepaneBTH4HA Ipyna: KOHTaKTHH nakcatued, ATC kon: AO6AB(2

bH3axo/n € NOKANHO JeHCTBALIO TAKCATHBHO CPEACTBO OT AU(eHHNMeTaHOoBaTa rpyna. Karo koHTakTeH
JIaKCATHB, 33 KOMTO CEIIO € XapaKTePHO, Ye e Hepe3opOupam ce, NpeAH3BUKBAII OTACAIHE HA BOJA,
OM3aKOANN YNpayKHABA CBOCTO JSHCTBHE, ClIe XAPOIH3a B Ne0EN0TO YepBo, NPEAHIBHKBAMKH HETOBaTa
MePHCTANTHKA H aKymmepaHe Ha BOOa N enelcrponﬂm B YDCBHHA JTYMCH., Tona BORH 10 ynccnsnaﬂe Ha
nefexaluaTa, HAMAIABAHE HA BPEMETO Ha [1aCaKa H OMEKOTABAHE HA H3NPKHEHHATA.

Karo cnaburenHo cpeacTBo, KO€TO MpodBABA TEPaleBTHUYHOTO CH NCHCTBME BBPXY AebeNoTo 4epso,
JAYJIKOJIAKC cTHmynupa no crieudideH HAuUHH eCTECTBEHUS TPOLIEC HA H3MPa3BaHE HA JOJTHATA 4acT Ha
racTpoHHTecTHHaNMHKMA Tpakt. 3arosa, JIVJIKOMIAKC He okazea BB3ACHCTRHE BEPXY XpaHOCMMIAHETO,
KaKTO W HE BOJH JI0 HATPYTIBaHe B TBHKOTO YePBO Ha KaNOpHK WIH APYTH XPaHHUTE/IHH BELICCTBA.

52 ®apmMaxkokKHHETHYHH CBOHCTBA

Crea nepopajlHO WIH PEKTATHO NPHIcKeHHe GH3aKoAHN GBp30 ¢e XHAPOIH3Hpa 10 AKTHBHOTO CheAHHEHHE
bis-(p-hydroxyphenyl)-pyridyl-2-methane (BHPM), ocHOBHO OT ecTepa3y Ha YpeBHATa MyKO3a.

IIpH npreMane Ha CTOMALUHO-YCTOHYHBH TabNeTKH MAKCHMAIHATA I1a3MeHa KoALeHTpauua Ha BHPM ce
noctrra Mexkay 4-10 yaca cnen npuiokeHHe, JOKATo TAKCATHBHMA eEKT ce MOABSBa MEXKAY 6-12 vaca cnen
NpHACKEHHe. 3a pasiMKa OT MPHIOXKEHHETO Ha CYTIO3HTOPHH, [IPH KOMTO JAKCATHBHHA e(eKT ce MosBARa
cpenHo cnen okono 20 MHKYTH cnen npunarade. B HAKoH crydan ce noseABa 45 MHHYTH e/l IPHIAFaHE.
MaxkcHManHata rrasMena koHientpanas Ha BHPM ce moctura 0,5-3 gaca ciien NpHIokeHne Ha
cynosutopua. CleRoBaTeHO, TAKCATHBHUAT ehekT Ha GH3aKoaw1 He € B CHOTHOIIEHHE C IU1a3MEHHTE HHBa
Ha BHPM. Bmecto ToBa, BHPM neficTea Nokanyo B 10JIHMA OTAET Ha CTOMAIIHO-UPEBHUS TPakT H He
CBHIIECTBYBA 3aBHCHMOCT MEX/Y JIAKCATHEHHA eQeKT H IUIA3MEHHTE HHBA Ha AaKTHBHOTO CheAMHEHHE. [To
Ta3H Npu4MHA, OH3aKoMN TabNeTKH ca HanpaBeHH Ja GbaaT yCTOHYMBH Ha CTOMAIICH COK H UPEBHO
crAbLPKHMO. ToBa BOIH 0 0cBOGOKABAHETO HA JIEKAPCTEEHHI TPOAYKT OCHOBHO B 1e0€N0TO YEPBO, KOETO
€ JKENaHOTO MACTO HA NCHCTBHE.

Cnen nepopanHo M PEXTANHO NMPHICKEHHE CAMO MAJIKH KOJMYECTBA OT JIEKAPCTBEHHSA NPOLYKT C€

abcopbHpaT H ca DOYTH HAITLIIHO KOHIOTHPAHH B YPEBHATA CTEHa H YepHus Apod noa dopmara Ha

neaktHBeH BHPM rmokoponnz. IlnasMeHHAT noay*HBOT Ha eniMEBEHpade Ha BHPM rmoxopoHuia ¢
M3YHCIIEH NpubnnsuTenno Ha 16,4 yaca. Cliex nprutoKeHHe Ha GA3aKOAIIT CTOMALIHO-YCTOHY :
cpeato 51,8% or f03aTa ce oTKpHBA B H3MIPaKHEHHATA Kato cobogen BHPM u cpeano 10,84
OTKpHEa B ypHHata kar0 BHPM rmokyponrn Cren npanokeHue Ha CyNo3HTOpHA CPEIHM
ce OTKpHBa ce B ypuHaTa kato BHPM rmoxoponna. HanpaxneHHATa CHIBPKAT TONAMO
(90% ot obmara eKCKpeLHsa) H MaJIKO KONHYECTBO HEMPOMEHEH GU3aKOH.

5.3 IlpeaxiHAHYEH AaHHEH 3a OGe30macHOCT



OcTpaTa TOKCHYHOCT TIPH NEPOPAIIEH NpHeM Ha GH3aKOIM TIPH FPH3a4H M TAKMBA, KOMTO HE € OTHACAT KbM
rPU3a4HTE € HHCKA H Ha/IBHIIaBa 1o30BH HUBa oT 2 g/kg. Ilpn kyvera ce Habmoasa 10308a TOJEPAHTHOCT
a0 15 g/kg. OcHOBHHTE KIMHHYHH NPOSABH HA 0CTPa TOKCHYHOCT CA JHAPHSA, HOHIKEHa MOTOPHA aKTHBHOCT
H [MHICSPEKIHR.

[IpoBeneHH ca Npoy4YBaHHA 33 TOKCHYHOCT NPH MHOTOKPATHO MPHJAraHe A0 26 ceaMHITH NPH IUTLXOBE,
MOPCKH CEHHYETA H MaiiMyRH oT BHAa rhesus (Makak). Cnopes ouakBaHHATA, JIEKAPCTBEHHS TIPOTYKT
NPEAH3BHKRA TEKKA A0303aBHCHMA JHAPHS NPH BCHYKH BHAOBE ¢ M3KIIOYEHHE Ha MOPCKHTe cBHHYeTa. He
ca HabMoAABAHU ACHH XHCTOMATOIOMHYHEA NIPOMEHH H NO-TOYHO, He € HabmoapaHa 10303aBHCHMA
HedporoxcHuHocT. Habmonasanu ca nponudgeparenmTe, 6¥3aK0AMN-HHIYLIHPAHH JIE3HH B ITHKOUHHA
MEXYp [pH IUIBXOBE, TPeTHpaHH 3a 32 ceamuuA. TesH nponudepaups He ca MPHYHHEHH OT OM3aKoam.
Cyura ce, Y€ ce OTHACAT BTOPHYHO 10 06pa3yBaHETO Ha MUKPOKAIKYJIH, NOPaAH MPOMEHH B eACKTPOIIMTHTE
B YPHHATA H CI€A0BATENHO HAMA 6MONOrHYHA 3HATHMOCT [P XOpa.

HJaunure o1 npoBecHKTe 0GCTOHHM TECTOBE 32 MyTAareHHOCT NpH GakTepHH 1 Oo3aliHMLM He NOKA3BAT
TeHOTOKCHYEH NMOTCHIHAN 3a Ousakoqun. ChIno Taxa, GH3aKoM He NPEH3BHKBA 3HAYMTEAHH 3aBHLICHHA B
Mop¢onornyHaTa TpaHchopMaLFa NpH eMOPHOHAIHH KneTkH oT xamMcTep/SHE. TecToe 3a MyTareHHOCT He
MIOKA3BAT HHAMKALHA 32 MyTareHeH MOTEHLHAN, 33 PaxIMKa OT NeHOTOKCHYHHAT ¥ KapLHHOTEHEH

denondraneiin,

He ca npoBexiaHH KOHBEHIHOHANIHH NPOYYBaHKs 33 KApUHHOTeHHOCT Ha Gnzakoaun. [Ipensua
TePaneBTHMHOTO CH CXOACTRO ¢ denondraneiin, Gvu3akoamun € 3cneAsaH B pS3 TpancTeHETHYEH MOZIEN Ha
MHLIKA 33 26 ceiMHun. He e nabnionarana cBBp3aHa ¢ IEYCHHETO HEOTUTA3HA TIPH NEPOPATHH A030BH HHBA
ao 8000 mg/kg nHerHO.

He ca HabnionaBanu Tepatorennn edextu npH msxose | 3aiiun (FDA Pregnancy Risk Category B) npn
no3u Ao 1000 mg/kg/neH, koMTO HalBHIIAaBaT MAKCHMANTHATA [PENOPbUBaHa IHEBHA 1032 NIPH HOBEK
(u3uMcnena 3a mg/m?) Haii-Manko ¢ 800 muta. TokcHuHOCT npH MaiikaTa H eMOpHOHAIHA TOKCHYHOCT Ce

Habmonaeat npH ruTbXoBe NpH 1034 80 MbTH MO-BHCOKH OT MAKCHMAJIHATA NPENOPBLYBAHA JHEBHA 032 MIPH
YOBEK.

6. @®APMAINEBTHYHMU JAHHH
6.1 Cuoacbk Ha HOMOIIHATE BEIECTBA
JIaKTO3a, UAPCBHYHO HHINECTE, Pa3TBOPHMO HHMILECTE, [NMLEPON, MArHE3HEB CTeapar, 3axaposa, Talk,
apalcka ryma, THTSHOB JHOKCHI, eyaparut L100 u S100, puunroBo Macno, Makporon 6000, xEBIT skene3eH
okcua (E172), 6an nuenen Bochk, kapHayOa BOCEK, WIEJUIAK.
6.2 HecnBMecTEMOCTH

Henpunoxumo

6.3 Cpox Ha rogaocT

36 mecena

6.4 Cpensajaun yCI0BHS Ha ChXpaHEeRHE

To3u nexapcTBeH NPOAYKT He H3UCKBA OCOOEHH YCIOBHA 3a ChXpaHEHHe.
Jla ce cexpaHsABa Ha MECTa, HEIOCTLITHH 34 JEra.

6.5 [lannH 3a onaxkoBKATA




benu nenpoapaunn PVC/ PVDC Gaucreps, MocTaBeHH B KAPTOHEHA ONAKOBKA.
Onakoskara cbAbpxa 10 win 30 Tabnerky.

He BcH4KH BHAOBE ONAKOBKH Morat Aa Obaar nycHat B npojax0a.
6.6 Croenuajnm npeAna3HE MEPKH NpPH A3XBLPARHE K paboTa

Hama conenHanHe H3HCKBaHHA,

7. IIPUTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA

Opella Healthcare France SAS,

82 Avenue Raspail,

94250 Gentilly,

OpaHUpA

8. HOMEP(A) HA PAPEINEHHETO 3A YIIOTPEBA

9600267

9. JATA HA ITbPBO PA3SPEHIABAHE/AIOAHOBABAHE HA PA3PENIEHHETO
YIIOTPEBA

Jara Ha TbpRO paspemarane 3a ynotpeba: 1 Hoemepu 1996 1.

Jarta Ha nonHorsaeane: 27 Jlekemppn 2007 r.

10. JATA HA AKTYA/INBHPAHE HA TEKCTA

01/11/2021 r.
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