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1. UME HA JIEKAPCTBEHMUS ITPOAYKT

EJIAKCA nuko 5 mg Tabnerku
ELAXA pico 5 mg tablets

2. KAYECTBEH A KOJIMYECTBEH CBCTAB

Enna Tabnerka EJIAKCA nuko cbabpxka 5,19 mg HatpueB nukocyiadar moHoxuapart (sodium
picosulfate monohydrate), ekBuBaneHTeH Ha 5 mg HaTpueB nukocydar (sodium picosulfate).

[IoMOLIIHO BELIECTBO C M3BECTHO JICHCTBHE: JIAKTO3a.

3a NBJIHUS CIMMUCHK HA NMOMOILIHUTE BELIECTBa BUXKTE TOUKA 6.1.

3. JIJEKAPCTBEHA ®OPMA
Tabnerka

benu 1o noyTH 66.1'[11, KPBI'JIH, JIBOMHO U3MBbKHAJIHW TabJIEeTKH.

4. KJIMHAYHHA JAHHHU

4.1 TepaneBTHYHH NOKA3AHHS

EJIAKCA nuko ce u3noJi3Ba 3a.
® TPUJIOXKEHHUE NMPHU MALMEHTH C KOHCTUNALUSA (3aTPYAHEHO U3XO0XKAHE),
® MOArOTOBKA 3a JUArHOCTHYHH NMPOUEAYPH, NMpEAu U Cle[ ONEpPaTHBHO JICYEHHE U TpPH
CBCTOSIHUSA, MPH KOUTO C€ U3UCKBA YJIECHABaHE Ha AedeKauuaTa.

4.2 Jlo3MpOBKA H HAYHH HA MPHJIONKEHHE

Jla He ce npuiara npM aeua noj 4-rojyilHa Bb3pacr.

[IepopaiHO NMpUIOKEHHUE.

[IpoabpkuTenHocTTa HA AelCcTBUE € 00UKHOBEHO 6-12 yaca cnen npueM. IIpenopbuBa ce JIeUEHHETO
Ja 3arno4yHe ¢ HaW-HUCKarta jao3a. Ta Moxe na Obae yBellMyeHa A0 MaKCHMaslHaTa IMpenopb4yvTelIHa
N03a 3a NMpeAW3BMKBaHE Ha penoBHa Aedekauus. MakcuManHaTta JHEBHa 103a He TpsaOBa na ce

[IpCBHULIABA.

Ho3upoBKa

IIpu xoncmunayua.
Bv3pacmrnu: 1-2 Tabnerku (5-10 mg HaTpueB nNUKOCy1(aT) AHEBHO.
Ileouampuyuna nonynayus

Heua nao 10 zoounu: 1-2 tabnerku (5-10 mg HatpueB nukocyJiar) AHEBHO.
deua om 4 0o 10 200unu - 1 Tabnerka (5 mg HaTpUeB NMUKOCYJI(AT) AHEBHO.




[Ipu noo2omoeka 3a OuazHOCMuYHU NPOYeoypPU U npedu Onepayus

[Ipy nmoaroToBka 3a AMArHOCTUYHHU TMPOLEAYPH, TNPHU Mpe- U MOCTONEPATUBHO JICYEHHE M MPH
CbCTOSIHHA, NMPH KOUTO CE€ U3UCKBA YJIECHsABaHE Ha aedekauusaTa, npuyioxkeHuero Ha EJIAKCA nuko
TpsAOBa 1a ce OCHIIECTBABA IO/ JIEKAPCKO HaboAEHHE.

Bw3pacmnu

3a npeAM3BUKBAHE Ha ITBJIHO U3Mpa3BaHE HA YyepBara, NMpenopbYMTEIHaTa J03UpoBKa € 2 Tabsierku (10
mg), NpyeTH cyTpHHTa U 2 Tabnetku (10 mg), npueTH BeuepTa W NnpularaHe Ha JJaKCaTUB C He3a0aBHO
AercTBHE (HaMNp. CYNoO3UTOPHUS) Ha CJie[iBalllaTa CyTPHUH.

Ileouampuuna nonyaayus

3a neua Ha 4 ¥ NoBeYe roAWHU NpenopbYMUTENIHATA N03UMpOBKa € | Tabnerka (5 mg), npuera Beuepra U
[pUJ1araHe Ha JIaKCaTHUB C He3a0aBHO ACHCTBUE 3a Aeua (Hamnp. Cyrno3uTOpMs) Ha clieBallara CyTpPH1H.

Havyun na npunooicenue
[IpenopbuBa ce TabseTrkure aa ce nMpueMar Bedep, 3a Ja NpeAu3BUKAT Aedexkauus Ha clieasaliara

CYTPHH.

4.3 IIpoTrHBONOKAa3aHHS

EJIAKCA nuMKo € npOTHBOIIOKAa3€H NMPHU NaLMEeHTH C:

®  M3BECTHA CBPbXUYYBCTBHTEIHOCT KbM HAaTPUEB MUKOCYJIPAT WKW KbM HAKOSA OT APYrUTE
CbCTaBKHM Ha MPOAYKTA;

® CHUJIHO 00JIE3HEH KOPEM W/MIK OCTbpP XHPYPruyeH KOpeM, ¢ MOBMIIEHA Temrieparypa (Hamp.
areHAULIMT), MOTEHLMAIHO CBbP3aHH C raICHE U MOBPbIIAHE;

®  OCTPH Bb3NAJIUTEIHHU 3a00/IIBaHUA HA YepBaTa;

®  TeXKa JeXuIparalus;

® PpEIKM HACJIeACTBEHH CBCTOSHHSA, KOMTO MOXE J]a Ca HECbBMECTHUMH C HAKOE OT MOMOLLHHUTE
BELIECTBA HAa Mpoaykta (Mo BwxkTe “ CrneuMaiHd npeaynpexacHus U npeana3Hd MEpKH
npHy ynorpeba*);

®  YpeBHA HEMPOXOAUMOCT.

44 ChnenHa/iHH nNpeaAynpexIeHHs H NpeANasHH MEepPKH NpH ynorpeda

Kakto Bcuuku nakcatuBHU cpeactBa, EJIAKCA nuko He TpsabBa na ce mpuema €XEAHEBHO 3a
NMPOAB/DKUTENIEH [E€PUOA OT BpeMEe MNpedd TMNpeJBapUTE/IHO Ja C€ YCTaHOBM MNpHYMHATa 3a
koHcTunaumaTa. Ilpoab/bkurenHara U npekoMepHa ynorpeba Moxke Ja J0Bede A0 HapylUeHUE Ha
eJIEKTPOJIMTHHA 6anaHC U XHUTTOKAJTHEMHUS.

Mma crbobineHus 3a 3aMaiiBaHe W/WJIM NPWIOLLIABAHE MPHU MaLlMEHTH, MPUEMAJIM HAaTPUEB MUKOCYJdar.
HanuuHuTe neTaiiv 3a T€3U Ciaydyad npeanosarar, 4e T3 CbOUTHSA ce OTHACAT 3a MpUJIOLLIAaBaHE MPH
nedexkauus (WM NPUIOLIABAHE, KOETO MOXE Ja c€ ODACHHU C KOHTPAKLIMMTE MPU U3XOXKAAHE), HIIH 3a
CbAOBO-UHEPBALIMOHEH OTrOBOpP Ha KOpeMHa O0oJika, BCJIEACTBHE Ha KOHCTHUMALMSA, HO HE
3aIbJDKMTEJTHO Ha MPUIaraHeTo Ha CaMUs HaTPUEB NMUKOCY(ar.

3arybata Ha TEYHOCTH B CTOMALUHO-YPEBHUSA TPAKT MOXE Ja TMpeau3BUKa Aexujparauus.
CuMnToMHTE MOraT Aa BKJIIOYBAT Kaxaa U onurypus. [Ipy nauveHTH cbe 3aryba Ha TE€YHOCT, NMpPH
KOUTO AexXuaparauuara Moxe na Obae BpeaHa (Hamp. ¢ O6bOpeyHa HEOOCTAaThbYHOCT, MALMEHTH B
crapyecka Bb3pact) TpaOBa na ce npekpatd jedyeHueto ¢ EJIAKCA nmko v moxe aa Obae
Bb300HOBEHO €IMHCTBEHO MO/ JIEKAPCKH KOHTPOJL.

Jeuara He Tpsa6Ba na npuemat EJIAKCA nuko 6e3 cbBeT OT Jiekap.

EJIAKCA nuko chabpka Jiakto3a. [lauueHTd ¢ peaku HacieacTBeHM npobneMu Ha
KbM rajlakTo3a, IbJIEH JlaKTazeH AePMLMT WM IJIIOKO30-TajakTo3Ha manadbcopOum
pUeMar TOBa JIEKapCTBO.




4.5 B3aumoaelcTBHE C APYIH JIEKAPCTBEHH NPOAYKTH H ApYrd GopMH HA B3aHMO/JeHCTBHE

[Ipu npuemane Ha TBbpAe BUCOKH 103U EJIAKCA nuko, eqHoBpeMeHHaTa ynorpeda ¥ Ha AMYypeTHLIH
WJIM alpEHOKOPTHKOCTEPOUIH MOXKE J1a YBEJIMYM PUCKA OT €JIEKTPOJIMTEH AucbanaHc.

EJIEKTPOJIHTHMT aucOasaHc MoOXKe Ja NMpcaArH3BHKa INMOBHIICHA YYBCTBHUTCIIHOCT KBM CHPIACYHH
NMMAKO3HUH.

EnHOBpeMEHHOTO nMpUeMaHe ¢ aHTHOMOTHLIM MOXKE 1a HaMaJlM JlakcaTUBHOTO aerctBue Ha EJIAKCA
MUKO.

4.6 DeprHaHTET, OPEMEHHOCT H KbPpMEHE

bpeMeHHOCT

He ca HanW4HHW 3aA0BOJIMTEJIHM U 1IOCTaTbYHO N0OpEe KOHTPOJIMPAHH W3NMTBAHUA NMpU OpemMeHHHU. Bb3
OCHOBAa Ha JOCerauiHHusA NMPOAB/DKUTEICH OMWUT HE Ca YCTAHOBEHHM NOKa3aTesCTBa 3a HEXEJaHHW WIH
yBpexaauu epeKTy o BpeMe Ha OpeMEHHOCTTA.

Bbripekd TOBa, KAKTO MU C BCHYKH OCTAHAJIM JIEKAPCTBEHH MPOIAYKTH, MO BpeMe Ha OpeMeHHOocCTTa
EJIAKCA nuko TpsbBa aa ce npuema caMo cliel KOHCYJITalus ¢ JieKap.

KbpMeHe

KiMHMYHKTE JaHHU NMOKA3BaT, Y€ HUTO aKTMBHATa rpyna Ha HatpueBus nukocyidar (BHPM, 6uc-(p-
XUAPOKCU(DEHWN )-TTUPUIUI-2-METAH), HUTO HErOBUTE IIIOKOPOHHUAU C€ €KCKPETHpaT B KbpMmarTa Ha
3/IpaBU KbPMELIH HKEHH.

3aToBa EJIAKCA nuko MOXxe 1a ce u3MoJi3Ba 110 BpeMe Ha KbpMEHE.

Bbnpeku ToBa, kakTo W npu ApyrH JekapcTea, EJIAKCA nuko He TpsabBa aa ce npuema no BpeMe Ha
KbpMEHE, OCBEH aKO HE C€ CYMTa, Y€ O4aKBaHUTE O1aronpUATHU €(EKTH L€ HAJABULIAT Bb3MOXHHUTE
PUCKOBE, KaTO Ha3Ha4aBaHETO CTaBa €JMHCTBEHO I10 JIEKAPCKO NpeAHCcaHue.

OepTUIUTET

He ca u3BbpLIBaHU NMPOYYBAHHUA OTHOCHO €()eKTa Ha JIEKAPCTBEHUSA NMPOAYKT BbPXY PepTHIMTETA MPH
xopa. [IpeakJIMHHYHUTE U3NMMTBAHHUA HE Ca MOKA3aJM HUKAaKbB €(EeKT M0 OTHOLIEHHE Ha (PEePTHIIMTETA
(MmoJis, BuwxTe T.5.3 , JIpeAKIMHUYHHA AaHHM 3a 6€30MmacHOCT™).

4.7 EdexTH BbpXy cnocoOHOCTTA 32 mIopHpaHe H padoTa ¢ MALLIHHH

He ca npoBex/1aHy U3cieIBAHUS OTHOCHO BJIMAHMETO HA JIEKAPCTBEHMS MPOAYKT BbPXY CIOCOOHOCTTA
3a modupaHe U paborara ¢ MallIUHH.

Bbnpeku ToBa, naipeHTUTe TpAOBa Na ca HHGOPMHPAHH, Y€ Mopaau CbI0BO-UHEPBALIMOHEH OTTOBOP
(Hamp. KOpEMEH Crna3bM), T€ MOTaT Jia M3MMTAT 3aMaiBaHE WM Ja MoJiy4yaT NpuioliaBaHe. AKo
MalMEeHTHTE MOJyYaT KOpeMEH Cra3bMm, Te TpaOBa aa u30ArsaT NOTEHLMATHO ONMACHH JEHHOCTH KaTo
wodupaHe U pabora ¢ MalLIUHM.

4.8 HexelaHH JIeKAPCTBEHH peaKliHH

YecToTH Ha HEXeNaHWTE JIEKApPCTBEHH peakuuH, cbriacHo MedDRA koHBeHLMATAa: MHOIO 4Y€CTH >
1/10; wectu > 1/100, < 1/10; neuwectn > 1/1 000, < 1/100; peaxu > 1/10 000, < 1/1 000; peaxu < 1/10
000; ¢ Hen3BecTHa YecToTa (OT HAJIMYHHUTE JaHHU HE MOXKe 1a Ob1e HarpaBeHa OLICHKA).

Hapywenus na umynnama cucmema
C Heu3BecTHa 4YecToTa*: CBPbXYyBCTBHUTEHOCT.

Hapywenua na nepenama cucmema
HeuyecTH: 3aMaliBaHe.
C Heu3BeCTHAa 4yecToTa*: CHUHKOIM.




3aMaiiBaHe M CHHKOIM, MpOsBSBAILIM C€ CJie] NMPUEM Ha HATpWEB MHUKocyiadar, u3riexiaa ca
CbBMECTHUMH C Ba30BarajeH OTroBOp (Hamnp. KOpeMeH crna3bM, AedeKanus).

CmomawHo-4ypesHu HapyueHus

MHOro 4eCTH: JUapHs.

YecTu: KOpEMHH cna3mMM, KopeMHa 60J1ka, cToMalleH AUCKOMGOPT.
Heuectu: nospbluaHe, raacHe.

Hapywenus na xookcama u noOOKONCHUMeE MuKaHU
C Heu3BeCTHa yecToTa*: KOXKHM peakLiMM (aHrHOeleM, IeKapCTBEHO U3pHUBaHe, 0OpUB, Chpbex).

*Te3u cmpanuynu peakyuu ca Habawooasanu no épeme Ha nocmmapkemunzoéusi onum. Kamezopusama
Ha yecmomama e He no-eucoxa om Hevecmu, c eeposmuocm 935%, Ho mooice oa e u no-nucka. Touna
OYeHKa Ha Yyecmomama He modce 0a bvoe HanpaeeHa, mvi Kamo CMpAaHuYHama peakyus He ce e
nNPoAGUNA 8 KIUHUYHU uznumeanus npu oaza oaunu om 1020 nayuenmu.

ChobliaBaHe Ha NOA03UPAHU HEXKEJIAHW PEaKIIUH

Cpo61uaBaHETO Ha MOAO3UPAHU HEXEJIAaHU pPeakLMH clie]] pa3pellaBaHe 3a yrnorpeba Ha JiekapCTBEHMS
MPOAYKT € BaxkHO. ToBa Mo3BOJIABA 1a MPOAB/DKM HAOMIOAEHUETO Ha CbOTHOLUEHHETO MOJI3a/pUCK 3a
JICKAPCTBEHUs MNpOAYKT. OT MEOULMHCKUTE CNEeLUMAJIMCTH Ce H3MCKBa Ja CboOlaBaT BCSKa

MoA03MpaHa HeXKenaHa peakuus upe3 U3nmbiaHuTeHaTa areHums 1o jgekapcTnara, yia. "JlamsaH ['pyes”,
Ne8, 1303 Codwus, Ten.: +359 2 890 34 17, yebcaiT:www.bda.bg.

4.9 Ilpeno3npane

CuMnTOMH

[Ipu npueMaHe Ha BUCOKH 103M MOrar Jia ce HabJiio1aBaT BOAHUCTH HU3MPAXKHEHUSA (JUapHs), KOPEMHH
O0JIKM U KIIMHHYHO 3Ha4YMMa 3aryba Ha TeYHOCTH, KaJIMA U JPYTH €CKTPOJIMTH.

[Ipy npunoxeHHe Ha AO3H, 3HAYMTEIHO [MO-BUCOKHU OT MpEnopbyaHWTE 3a PYTHHHO MOBJIMABAHE Ha
KOHCTUMNALMATA, Ca CbOOLLIEHH CTy4Yaud Ha MCXEMHUA Ha MyKo3aTta Ha 1e0es10To 4epBo.

EJIAKCA nuKo, KakTo M JAPYrure JIaKCaTUBH, NMPH CUCTEMHO MpeNOo3UpaHe NPEIU3BUKBAT XpPOHHYHA
auapus, OOJIKM B KOpeMa, XHITOKAJIHEMHUSA, BTOPHUYEH XHINEPAIAOCTEPOHH3BM U KaMBHH B ObOpeumTe.
Bbe Bpb3ka ¢ XpoOHM4YHaTa 3jioynorpeba ¢ jakcaTHBHM ca OMJIM OMMCaHM CHIO M YBPEXKIAHE Ha
ObOpeyHuTe TYOYNH, METabONMTHA ajiKajio3a U MYCKYJIHa €1abocT, BTOpMYHO Bb3HMKHAJIA B pe3yJTar
Ha XHUMOKaJIHEMHA.

Tepanus

Kparko Bpeme cnen npuemaHero Ha EJIAKCA nuko, abcopbuusta moxke na Obae HamaneHa 10
MHHHAMYM WJIH NPEAOTBpaTeHa 4pe3 NMpeaAu3BHMKBAHE HAa MOBpbBIIAHE WM CTOMaulHa rnpoMuBka. [Ipu
HEOOXOAMMOCT C€ M3BBPIIBA NMPUEMaHe Ha TEYHOCTH U KOPUrMpaHe Ha €JICKTPOJIMTHHUSA aucOanaHc.
ToBa € 0c0OO€HO BaXXHO NpPH NMALMEHTUTE B CTapyecka Bb3pacT M MOAPaCcTBALIMTE.

[IpusioxkeHUETO Ha Cra3MOJIMTHLIM MOXKE [1a MOANMOMOrHe npolieca.

~ 1 ®APMAKOJIOITHMYHHA CBOUCTBA
5.1 PdapMaKkoAHHAMHYHH CBOHCTBA

dapMakoTepaneBTHYHA rpyrna: KOHTAKTHH CJIaOMTETHH CPENCTRA.
ATC xon: AO6ABOS

- - '*'ai':t);?. Fi"'
AxtuBHOTO BewlecTBO Ha EJIAKCA nuko - HaTpueB NMUKoOCy(art, € JOKATHO AEUCT wﬁﬁwﬁﬁ
TPUHApUJIMETAHOBATA I'pyIa, KOATo, ciel 6akrepuanHa TpaHchopMauus B aed6enoro
NYraByuiaTa Ha Ae0enoTo 4YepBO, MPEAM3BMKBAMKM MEPUCTAITHKA, KOETO OT CB

HaMaJjisiBa C€ BpEMETO HA HpeCTOH H CC OMCKOTABAT HEHPMHCHHHTH



Karo nakcaTMBHO CpeACTBO, KOETO MPOSBABA TEPaNeBTUYHOTO CU [IEUCTBHUE BBPXY AeOENOTO 4YepBo,
HAaTPUEBHMAT MUKOCYJIAT CTUMYJIMpA M0 CneUPUUYEH HAaYMH €CTECTBEHHUS MPOLIEC HAa U3Mpa3BaHE Ha
N0JIHaTa 4acT Ha raCTPOMHTECTUHAIHUA TPAKT. 3aTOBa HATPUEB MUKOCYJIpaAT HE OKa3Ba Bb3JCHCTBHE
BbPXY XPaHOCMHJIAHETO, KAKTO M HE BOAM OO0 HATpyNBaHe B TbHKOTO YE€PBO HAa KaJIOPHU MM ApPYrH
XpaHUTETHH BELeCTBa.

EJIAKCA nMko € JNOKaJHO AEWCTBalll JIaKCaTUB, KOWTO CTUMYJIMpa 4YpeBHATa MEPUCTAITHKA H
OMEKOTSABA U3MPAXKHEHUATA.

Karo nakcatuB, KOWTO NMposiBABa TEpaneBTHYHOTO CU JAECHCTBHUE BBLpXY Aebenoro uepsBo, EJIAKCA
MUKO CTUMYJIMpa MO cneurUYeH HaYMH €CTECTBEHMS MPOLIEC HAa M3Mpa3BaHE Ha JOJIHATa 4acT Ha
ractpouHTecTUHa/IHUA TpakT. 3aroBa EJIAKCA nMko He oOka3Ba BB3ICHCTBHE  BbpXY
XpPaHOCMMJIAHETO, KAKTO M HE BOAM [0 HATPyNnBaHE B THHKOTO YE€PBO HAa KaJIOPUM WM JpPYrH
XPpaHUTEJIHU BELECTBA.

5.2 PapMaAKOKHHETHYHH CBOMCTBA

Abcopbuus U pasnpeneneHue

Cnen nepopaiHO NPUIIOKEHHWE, HATPUEBUAT NMUKOCyAdaT aoctura aedenoro 4yepso 6€3 3Ha4YMTE/HA
abcopbuus B XpaHocMmuiaTesHaTa cuctemMa. B pe3ynrar Ha ToBa ce M30sirBa €HTEpPOXENaTATHUAT
KpbroBpar.

buortpaHchopmauus

HarpueBusaT nukocyJidar ce npeBpbllla B aKTUBHATa KOMIIOHEHTA Ha JIOKAJHO ACHCTBALIMUA JJAKCATHB
(BHPM, buc-(p-xuapokcudeHun)-nupuani-2-Metat) ciela bakrepuanHa TpaHcdopmaums B 1ed6enoro
4epBO.

EnuMuUHHpaHe

Cnen npeBpbliaHe, caMo MaJIkM kosivdecTBa oT BHPM ce oTkpuBar B cTeHaTa Ha 1e6ej10TO 4epBO M B
yepHHUs ApoO, KOUTO ca MOYTH HAMMBbJIHO CBbP3aHM, 3a Aa obpa3zyBar HeakTHBeH BHPM ritokopoHua.
48 yaca cnen nepopaneH npdeMm Ha 1 mg HarpueB nukocyiadar, 10,4% or obmara no3a e
eKCKpeTHpaHa B ypuHata noj ¢opmara Ha BHPM rimrokopoHus.

B o0wmus ciyyaih eKCKpeuMsaTa B YpHHAaTa HamassBa, KOrato c€ npueMar Mo-BHCOKH [03H HaTpUEB
NMUKOCYJi(arT.

Bpb3ka(u) dapMakOKMHETHKA-(apMaKOJUHAMMHKA
[IpoabmkUTEeNIHOCTTA Ha JEHCTBHE Ha JekapcTBeHata ¢opma e oOukHOBEeHO 6-12 yaca, koero ce
ornpejiesisa OT OCBOOOXK1aBaHETO Ha akTUBHOTO BelecTso (BHPM).

He chiiecTByBa npska uiv obpaTHa Bpb3ka MEXAY JIJaKCAaTUBHHUSA €(EKT U TU1a3MEHUTE HUBA Ha
aKTHBHATa KOMIIOHEHTA.

5.3 Ilpeak/IHHHYHH JaHHH 32 0e30macHOCT

HatpueBusST nukocyadar noka3Ba HUCKM HHBA Ha OCTpa TOKCHYHOCT Cjie I[PHJIOXKEHHE IpH
nabopatopHu XMBOTHH. CtoiiHocTHTe Ha LDsp npu nepopanHo npunoxeHue ca o6unu >17 g/kg
(MuuikH), >16 g/kg (nabxoBe) U > 6 g/kg (3aium), cboTBeTHO. OCHOBHMTE MPHU3HALM HA TOKCUYHOCT
[MPH MULLUKH U IUTBXOBE Ca MOJIMAMIICHUSA, MAJIOCPEKLIUA, AUapPHUs U MOBPbLIAHE, CbOTBETHO.

[Ipn u3cnenBaHus ¢ NPOABIDKHTEIHOCT A0 6 Meceua Ha CyOXpOHMYHATa U XpOHUYHA TOKCHUYHOCT Ha
HaTpueB nukocyadar npy mabxose (a0 100 mg/kg) u kydera (o 1000 mg/kg) € ycraHoBEHO, 4e N03H,
HaaBuwasawy nosede or 500 u S000 nbTH TepaneBTUYHUTE 3a XOopa (MPH TEIECHA 0k

CBbP3aHM C JICUEHWETO, Ca MPEeAU3BUKAHH OT XPOHUYHO YPEBHO Jpa3HEHE, aco
Bcuuku TOKCHMYHM cTpaHM4YHM edekTH ca obpatumu. HarpueBusT nukocyndar

““““



BbpXY CbpPACHHATA HCCTOTA, KPBbBHOTO HAJAIaHC U JUUIAHCTO IIPH XXUBOTHH, HAMUPpALLIHK CC B Gy,ﬂ,HD
CBCTOAHHE, KAKTO H TAKHBA 110 dHCCTC3HAL.

HarpueBusaT nukocyagar HAMa TeHOTOKCHYEH e(QeKT NpW HU3NMUTBAHUA in Vitro U in vivo ¢
OakTepUasiHH KIETKH M KJIeTKM OoT 0o3aliHuuuM. He ca HaJMYHM KOHBEHLMOHAIHH OMOJIOrHYHH
NMpOYy4YBaHMA 3a KAHLIEPOr€HHOCT MPH IUTbXOBE H MULLKH.

HatpueBusT nukocyidar e uscieaBaH 3a HaiuuMe Ha teparoreHeH edekrt (Cermenrt II) npu nmibxose
(1, 10, 1000 u 10000 mg/kg) u 3aiium (1, 10 u 1000 mg/kg) cnex nepopalHO NPHIIOKEHHE.
TOKCHYHMTE MO OTHOLIEHWE Ha Maikara [034, NpEeIU3BUKBALLM AHApUs, ca OWIM CBBpP3aHU C
eMOpPHOTOKCHYHOCT (yBEJIMUaBaHE Ha paHHaTa pe3opbums), 6e3 obaue na nNpeaU3BUKAT TEPATOreHEH
epEeKT WIH HEXeJlaHH BB3ACHCTBUA BBPXY PENPOAYKTUBHMTE CMOCOOHOCTH Ha MNOTOMCTBOTO.
[IepopanHoTo npunoxeHue Ha Ao3d 1, 10 u 100 mg/kg npu nabXoBe He OKa3Ba BIIMAHHE BBPXY
eMOpHoHanIHOTO pa3BuTHe (CerMeHT 1), KakTo M BBpXY Mpe - U nocTHaTanHOTO paBuTHE (CermeHr III).

B o0600meHue, octpata ¥ XpOHMYHATa TOKCHYHOCT Ha HATPUEBMA MUKOCY/IdaT € HHUCKa, MOpaaM
HHUCKaTa OMOHAJTUYHOCT CJie/l NepopasieH MPHEM.

6. OAPMAIEBTUYHHU JAHHHA
6.1 Chnuchbk HAa NIOMOIHHTE BelleCTBA
JlakTO3a

LlapeBH4YHO HHULLECTE
[IpexxenaTHHU3UPAHO LIAPEBUYHO HHULLIECTE
MarHe3ueB creapar

KonouaeH 6e3B01€H CHJIMLIMEB JUOKCHUL.
6.2 HecbBMECTHMOCTH

Henpunoxxumo.

6.3 Cpok Ha roasocr

2 TOAUHH.

6.4 CnenHajiHi ycJIOBHS HA CbXPAHEHHE

be3 cneumMasHHu yClIOBUS Ha CbXPaHEHHUE.
Jla ce cbXpaHsBa Ha MACTO, HEAOCTBITHO 3a AeLia.

6.S BuauchAbpXKAHHE HA ONAKOBKATA
Tabnerkure ca onakoBanu B 6nucrep or PVC/PVDC/anyMunuii,
Bceska onakoBka cbabpxka 2 wim 3 6aucrepa ¢ no 10 TabneTky BCEKH M JIMCTOBKA 3a MaLMEHTAa.

He BcHuku BMAOBE OMAaKOBKM MOrar Aa ObJaT mycHaTH Ha nasapa.

6.6 CpoenuajHH NpeANa3sHH MEPKH NPH H3XBbLPJISIHE

Hsama crietajiHM U3MCKBaHMA 32 U3XBbPJISHE.

Heusnon3paHUAT JICKAPCTBECH MPOAYKT HJIK OTINaABbYHHTE MATCPHAJIH OT HEI'O Tpﬂﬁﬁa
B CbOTBCTCTBHEC C MECTHHTC U3HCKBAHHA.




7i INIPUTEXATEJI HA PASPELHIEHHUETO 3A YIIOTPEBA

®oprekc Hyrpactorukanc OO/]
yi. Ilpoxnaaen kbt Ne 10
Codus 1362, buarapus

8. HOMEP HA PASPEIIEHHUETO 3A YIIOTPEBA

Per. Ne 20190073

9. HATA HA ITBbPBO PA3PEINIABAHE/IIOJHOBSABAHE HA PAZPEIIEHUETO 3A
YIIOTPEBA

Jara Ha mbpBO pa3pewaBane: 05 anpun 2019 r.
JlaTta Ha nocjieAHO NMOJAHOBSABAHE:

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

04/2024




