KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

. WME HA JJEKAPCTBEHUS IIPOJXYKT I/ el

I'punexe XorAkTus 3a lena 300 mg/ 5 mg/ 20 mg
npax 3a nepopajieH pa3TBop

Gripex HotActive for Kids 300 mg/ S mg/ 20 mg
powder for oral solution

2. KAYECTBEH A KOJIMMECTBEH CHCTAB

AKTHBHM BEULIECTBA B €IHO calle:

[lapaueramon (Paracetamol) 300 mg
Denunedpunos xuapoxnopun (Phenylephrine hydrochloride) 5 mg
AckopbuHoBa kucenuHa (Ascorbic acid) 20 mg

3a MbJIHKA CINUCHEK Ha MOMOLIHUTE BELLECTBA, BXK. T. 6.1.

3. JIEKAPCTBEHA ®OPMA

[Ipax 3a nepopajieH pa3TBop.
BbHiueH B/ - 01 WK noytu 051 npax ¢ LUTPYCOB apoMar.

4. KJIMHWYHH JAHHUA

4.1 TepaneBTHYHH NOKA3AHUSA

[IpoayKThT € roka3aH 3a KpaTKOCPOYHO CUMNTOMATHYHO JieueHue Ha edpuurer, riaaBodosue,

L f1 P77,

OOJIKH B I'bpJIOTO M Ha3aJlHa KOHIeCTHSA, MyCKYJIHHA OO0JIKH, OTHAIHAJIOCT NMPH NMPOCTYAHH 3a00/I9BaHuUS,

I'PHIT U APYTH OCTPH BUPYCHU UH(EKLIUH.
4.2 Jlo3MpOBKA H HAYHH HA NPHIOKEHHE
IIpenopbuBana qHeBHa 103a:

Jleua mexay 6 u 12 roauiiiHa Bb3pacT
3-4 bTH IHEBHO MO €/IHO calle Mpe3 WHTepBa ot 4-6 yaca.

He Tpabsa na Obae npeuilaBaHa MakcHMaiHaTa JHeBHa J03a oT 1.8 g mapaueramon (6 camera), a

MHTEPBAJIBT MEXKAY OTACJIHUTE NpUEeMH He TpsabBa aa 6be no-manbk OT 4 yaca.
MaxkcHManHaTa nNpoAb/LKUTETHOCT Ha JIeYeHHeTO 6e3 KOHCyITalMs ¢ Jiekap € 3 (Tpu) JIHH.

[laumenTu ¢ 6bOpeyHa HEIOCTATHLYHOCT
[Ipu naumenTH ¢ Te)xkKka 6HOpeyUHa HEAOCTATLYHOCT HHTEPBABT MEXK/Y NPUEMHUTE He TpAOBa Ja Obe
no-MajabK OT 8 yaca.

Jlenia nox 6 roguHU

"

[TponykThbT He € MoAXOAALL 32 NPHUIIOKEHHE TIPH Aena < 6 rOJANHHU, OCBEH aKO HE € MPEANUCaH -~ .

U3PUYHO OT JIeKap. 7R\

HauuH Ha nipuioKeHHe
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Chabp)KMMOTO Ha €1HO callle ce pa3TBaps B JIOCTaThbyHO KoJaudecTBo ropewa (100 ml) Boxa u ce
pa30bpkBa 100pe /10 rnojyyaBaHe Ha XOMOI€HEH pa3TBop.

4.3 IIporuBomoxkazaHus

CBpBXYYBCTBUTETHOCT KbM AKTUBHUTE WJIM HAKOU OT IMOMOLIIHUTE BELIECTBA;
Jeua non 6 roauiliHa BB3pacT;

HepHoapoOHa HE10CTaTBYHOCT;

BucokocreneHHa aprepyuajiHa XUIIEPTOHHUS;

HekoMmneHcupaH XUnepTupeouIu3bM;

EnnospemeneH npuem ¢ MAO-HHXHOUTOpH.

4.4 Cuhneuuajnu npeaynpexieHHus H nNpeAnasHd MepKH NpH ynorpeda

C ornien npeaoTBpaTsaBaHe Ha MPeAO3UpPaHe MO BpeMe Ha JIUEHHETO He TpsaOBa na ce npuemar Apyru
MPOAYKTH, ChAbpKallKW napateramol. [Ipu aeua, npuemaiuu npu sevyeHreTo ¢ I'punexe XoTAKTHB
3a /lena 30 mg/kg/nHeBHo napaueraMmon, KOMOMHAUUATA C APYr aHTHUITMPETHK, Ch/IbprKalll
napaneTaMol He ce NpernopbYBa.

B ciyyaute, KOrato He ce NocTUra O4akBaHus TepaneBTHYeH eQeKT B CbobpaxkeHue TpsaOBa J1a Bliese
M3I10JI3BAHETO WM HA APYr aHTUITUPETHK.

[IpoaykThT ce npuiara ¢ BHUMaHUe NpH nauueHTH ¢ 6b0peunu 3adbonasanus w/unu 6b0peyHa
HeocTaTbuyHOCT. [1py peaoBHO npueMaHe Ha aHAJINeTULM U aHTUITUPETHLIM, 0COOEHO TaKUBa
Ch/bPIKALLM Pa3/IMYHU JIEKAPCTBEHU KOMOMHALIMK, MOXKE 1a HACTBIIM aHAJINETUYHA He(ponaTus, B
HAKOM CJly4au /10 pa3BUTHE Ha ObOpeUHa HeIOCTaTBYHOCT.

[Ipu npueMaHe Ha rosieMH J03M NapaLeTaMol 3a NPOAb/DKUTENIEH NEPHO OT BpeMe, 0COOeHO npu
nuua, ynorpedspailyd peJoBHO ajIKOXoJ, TpAOBa 1a ce UMa Npe/iBU/L PUCKa OT YBPEXK/1aHe Ha YepHHUs

npo0d.

[Topanu ceabpaaHueTo Ha peHunepUH B CbCTaBa HAa NPOAYKTA, TOM ClEBa J1a ce fpujara ¢
0c00€HO BHUMaHUe 1npu OONHMU:

- CbC CHPAEUYHO-CH/1I0BM 3a00aBaHuA (0COOEHO NPHU MALMEHTH € apTepHalIHa XUIIEPTOHHUA );

- C XHIEPTUPEOUAU3BM,

- npuemaliv B nociaeanure 14 aHu MAO-uHxubuTOpHm.

HenpoctaTbYHUAT WIIM JIMNCBaLL TEpAaneBTHYEH eeKT (MepCUCTUpaHe Ha BUCOKATa TeMIieparypa rno-

JBJITO OT 3 AHU U Ha JIPYrUTe CUMIITOMH NOBEYe OT 5 IHM) HaJjlara oOChKAaHe Ha MPOAb/I’KaBaAHETO Ha
JIEYEHHUETO C NMPOJIYKTa WM HEMrOBOTO NMpPEKpaTiBaHe.

4.5 BsaumoaeicTBHe ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYrH GOpPMH HA B3aHMO/eHCTBHE
MeTokJionpaMua ¥ JOMINEPUAOH YBEIUYABAT pe3opOLmaTa Ha napaueTamoll.

XoslecTUpaMHUH HamaJlsiBa HeropaTa pe3opOLHMs, Nopajid KOETO MEXAY NPUEMHUTE € HEOOX0AUM
HHTEpPBAJI OT NnoHe | yac.

DenobapOuTan U Apyru MHAYKTOPH Ha YepHOAPOOHHUTE MeTaboNM3UpaLliv €H3UMH ((PEHUTOUH,
kapbamasenuH, pudaMnULKH) B HA4YaJI0OTO MOraT Jia 3acHiAT eekTuTe Ha nmapaueramon Bbpxy LIHC,
HO CJIE/] TOBA, Ype3 EH3MMHA MHAYKLHA J1a yBeIM4aT MeTabOJIM3UPAHETO MY, Aa MOHUXKAT

aHaJIFeTHYHATa My aKTMBHOCT M /1a YCHJIAT HEroBaTa XernaToTOKCHYHOCT. o n

[lapaueramon ycuiBa AeHCTBMETO HA KyMapHHOBHMTE aHTUKOAry/iaHTH (BapdapuH) npu // -
NPOAB/DKHUTEIHO IMPHIIOXKEHHE. J



OpasHHUTe KOHTPALENITHBHM CPEeACTBa OTCIa0BaT eeKTUTE HA MapaLeTaMosl Ype3 HHAYLIMpPaHe Ha
HETOBHA METaOOJIM3BM.

LlimMeTnanH HamaniaBa TOKCHYHOCTTA M 3aCHJIBA aHAJIINETHYHHMS e(DEKT Ha napaleTamoll.

[lapaueramon ysenruasa ruia3aMeHMTE KOHLIEHTPALIMK Ha XJI0paM(pEHHUKOJ U MOKe J1a JIOBEJIE J0
YBEJIHYEH PUCK OT MUEJIOTOKCHYHH €(DEeKTH.

EnHoBpeMeHHO MpHIIOKEHHE Ha MapaLeTaMoll ¢ alKOXOJ U APYTH XeNaTOTOKCHYHH CPe/ICTBa
MOBMILIABA PUCKA OT YEPHOAPOOHO yBpeKIaHe.

[IpunaraneTo Ha napaleTaMos MOXKE J1a MOBJIUs€E Pe3yJITaTHTE OT TECTOBETE 3a ONpeZe/sHe Ha
MUKOYHA KHCeJIMHA 110 MeTo1a Ha (ocdo-BondpaMoBa KUCEIHHA, KAKTO M TECTA 3a ONpE/Ie/sHE Ha
MIFOKO3a B KPbBTA IO MNIKOKO30-0KCHAA3HO-TIEPOKCH/Ia3HUs METO/I.

[IpoaykTsT He TpsAGBa n1a ce koMOuHUpa ¢ MAO-MHXHOUTOPU WM TPMLIMKIIMYHH aHTHIAENPECAaHTH,
ThH KaTo TOBa MOXKE J1a JOBEJIE 10 >KMBOTO3aCTpalllaBalllo MOBHUILIEHHE HA KPBBHOTO HAJIraHE BHB
BPb3Ka ChC ChAbpIKALIUA ce B KoMOMHamsATa heHuneppuH.

EtHOBpeMEHHOTO npuIIokeHHe ¢ B-0JI0KepH ¥ AHTUXHMIEPTEH3UBHU CPEACTBA MOKE J1a HAMAJIU
TEXHHs TE€paneBTHUYEH e(PEKT 3apaJu ChbAbPIKAHHUETO HA (PeHUIIEPPHH.

ACKOpOMHOBATA KMCEJIMHA, NPUeTa €IHOBPEMEHHO C allETUICAITMIIMIIOBA KHCEIMHA, BOAM 110
yBeJIMYaBaHe MJIa3MEHUTE HUBA HA CAJIMLIMIATUTE W 3aCHJIBAHE HA TEXHHUTE e(DEKTH.

4.6 ®@epruauTeT, DPpEeMEHHOCT H KbpPMeHe

[IpoaykThbT € npeaHazHayeH 3a NPUJIOKEHUe B JeTCKATa Bb3PacT, HO B CIIy4aid, 4e ce mpuema oT
BH3PACTHH € HEOOXOAMMO Jla ce MMa MpeaBH ClieiHATa HH(POpMALIMS:

HsiMa aHHu 32 MOBMILEH PUCK OT pa3BUTHE Ha MaI)OPMALMKM KM TOKCHYHH e(heKTH BbPXY ILI0/A.
[IponykTsT MOXKe Aa ce npuiiara no BpeMe Ha GpeMEeHHOCT B TepaneBTHYHH J03H CaMo CJie/l NPeLeHKa

Ha JICKAp.
Bxntouenure B chcTaBa Ha KDMﬁHHauHHTﬂ AKTUBHH BELLECTBA C€ U3JIbYBAT ¢ MAHYHHOTO MJISIKO.
npﬂﬂ}"KT‘hT MOZKC f1a CC MnpuJiara rno BpEMeE Ha KbpMEHE €THMHCTBEHO CJIe]] JICKaAPCKO Ha3HaA4YeHHeE.

4.7 EdexTn BbpXy cnocofHocTTa 32 Iodupane H padbora ¢ MAIIHHH

Hsama nanHu 3a HeOnaronpuaTHU eeKTH BbpXY crocoOHOCTTA 3a modupane U paboTa ¢ MalIMHH.
4.8 Hexenanu IeKapCTBEHH peaKuHy

Morar 1a ce HabnoaBaT c/ieIHUTE HEXEJIAaHW PeaKLiMK, Pasnpe/e/ieHH 10 CUCTEMH M YECTOTA:
MHOro yectn (21/10), wecrn (=1/100 po <1/10), newecrn (>1/1 000 xo <1/100), peaxn ( >1/10 000

10 <1/1 000); maoro peaku (<1/1 000), ¢ Hen3BecTHA YecToTA (OT HAUTUYHUTE JAHHH HE MOXKE /1A
ObJie HanpaBeHa OLEHKa):

ITapaneramou

Hapyiienus Ha KpbBTa U TUMbHATA CUCTEMA
MHoro peaku —TpoMOOLUTONEHHS

HapyiueHus Ha UMYHHAaTa CUCTEMA

MHoro penk1 — aHaUIaKCHs, KOXKHHM peakLMd Ha CBPBXYYBCTBUTEIHOCT, BKJI. OOPHUB, aHTHOEHEMA," . .

cuHapoM Ha Stevens Johnson

T



PecniupaTtopHU, rpbAHH U MEAUACTHHAIIHH HapYLICHUS

MHoro peakd — OpoHXOcCna3bM MPH MALMEHTH YyBCTBMTEIHH KbM ALETHICAIMLMIOBA KHCEIHHA W
HIIBC

Xenaro-OnanapHu HapyLIeHHs
MHOro peaky — HapyLUeHUs BbB (DYHKLMATA Ha YepHHUs Apob

PenunedpunHoB XHAPOXJIOPH

[ lcuXWYHH HapylIeHus
MHoro peaku — HEpBHOCT

Hapyumienus Ha HepBHATa cUcTeMa
MHuoro peaku —rinaBobosue, 3aMaiiBaHe, 6e3cbHHE

CbpleuHH HapyLLIEHUS
MHOro peIkM — XMIepPTOHHUS, TaXMKap/Hs, TaJIITUTALHH,

Hapymienus Ha ko)kata ¥ MoJIKOYKHATa ThKaH
MHOro pe/iki — ajlepruuHH peakuuu (0OpuB, YpTUKapHs, aJlepruveH IepMaTuT)

CToMalHO-4YpeBHH HAPYLIEHHUS
MHoro peaku — rajieHe, MOBpPbIIAHE

Hapyumenus Ha 6b0peniuTe ¥ NMKOYHHUTE IBTHUILA
MHOro pe/iku — IM3ypus U 3aibpkKaHe Ha ypruHa. Moxe 1a ce HabJ1i0/1aBa Mo-4eCTo NMpH MaLKMEeHTH
ChC 3a00JI1BaHMA HA MUKOYHHUSA MEXYP WM MPOCTAaTHA XHNEPTPOHs

HapylieHus Ha ouuTe
MHoro peaxku — muapuasa, 060CcTpsiHe Ha CHMITTOMMTE Ha IJlayKkoMa

Cpol1aBaHe Ha 110/103MpPaHy HEXETaHU PeaKLiy

CboOluaBaHeTo Ha NONO3MPaHH HEXEJIAaHW PeakLMu clie]l pa3pelaBaHe 3a yrnorpeda Ha J1eKapcTBeHHs
MPOAYKT € BaykHO. ToBa no3soJisiBa 1a NpoaAb/KH HabMIOGHHETO Ha ChOTHOLIEHUETO T10J13a/PHCK 32
NeKapcTBeHHs NpoaAyKT. OT MEAMLMHCKHUTE CIIELHAIMCTH C€ M3UCKBA J1a ChoO1aBaT BCsKa
NoJ03HpaHa HEXKeJlaHa peaKkUHs Ypes:

M3nbJiHMTEIHA areHuus 110 JieKapcTBaTa
ya. ,,Jlamsau I'pyeB” Ne 8
1303 Codus

Ten.: +359 2 8903417
yeOcaiiT: www.bda.bg

4.9 Ilpepo3upane

IIposiBuTe Ha npeno3upaHe 0O6MKHOBEHO ca rajieHe, MoBpblIaHe, aHOPeKCHs, OJIEHOCT, KOPEMHH
OOJIKH, H3NOTABAHE U CbHJIMBOCT, TAXUKAp/Ms, MOBUIIABAHE HA aPTEPHATHOTO HAJIAraHe, BSIBALIM Ce
Hau-4€CTO B IIbpBUTE 24 Yaca.

IIpueMsT Ha Mapaueramon B kojMuecTBO Haa 10 g BoaM 10 yepHOAPOOHA LIMTOMM3a, KOSTO YECTO
MpeMHHaBa B TOTAJIHA W HeOOpaTHMa HEKPO3a BOZELIA 10 XenaToleynapHa UHCY(DUIMEHLINS,
MeTabONMTHA auu/103a U eHuedanonaTus, ¢ nocje/Bama koMa ¥ cMbpt. IToBHIIABAT ce HUBATA Ha
YEPHOAPOOHHTE TpaHCAMHHA3M, JIAKTAaTAEXHAPOreHa3uTe, OUIMPYOHMHBT, MOHHXKABA Ce T W ;
NpoTpoMOMHOBOTO Bpeme. Te3n npoMeHH HaCTBIBAT OTHOCUTENHO KbeHO (12 1o 48 vaca) cien
npuema.



HabnionaBanu ca HHTOKCHKALMKU MPU BBb3PAaCTHH M 110-YECTO NMPH JAela (TepaneBTHYHO Npeao3upaHe
WX MHLIMACHTH MO HEBHUMAHME), KOUTO B HAKOM ClTyyad Morat Aa Obaat darajiHu.

JleueHneTo ce u3BbPLIBA B MEMIUMHCKO 3aBe/ieHre. HeoOxoauMo e B3eMaHe Ha KpbBHH Npobu 3a
ONpee/sHE M1a3MEHOTO HHBO Ha MapaleTaMoll, NpeIu3BUKBa C€ ObP30 CTOMALIHO H3Mpa3BaHe,
BCHO3HO WJIK NEPOPAJIHO C€ BbBEXKJAA aHTHAOT — N-aLETH/ILIMCTEHH, aKO € Bb3MOKHO rpeau 10™ yac
oT npuema. Ilpunara ce u aApyro nNoAXoAAIO0 CUMNTOMATHYHO JIEUEHHE.

5. ®APMAKOJIOT'MYHH CBOMCTBA
5.1 DapmakogMHAMHYHH CBOHCTBA

®apmako-TepaneBTHYHA Ipyna: AHAIIETHLM-aHTUITHPETHLH, AHWJIMIH, KOMOUHALMK Ha
napaueramos, ATC kox —NO2 BE 51

I'punexc XorAxTus 3a Jlena npeacrapnsasa pUKcHpaHa JieKkapcTBeHa KOMOMHALIMA, KOSTO ChIbPIKA
rnapaueTamoJ, (peHuIepruHOB XHIAPOXJIOPU U ACKOPOMHOBA KMCEJIUHA.

[Tapaneramosn npuTexaBa aHaIreTHYHO M AHTUITHPETUYHO AEHCTBHE U B NI0-BUCOKH 1034 OKA3Ba H
M3BECTHO NIPOTHBOBB3NAJIMTE/IHO JelcTBHE. OKa3Ba LeHTpasleH U nepudepeH aHareTuueH edexr,
€IHOBPEMEHHO C TOBa MoBHIIaBa 0osikoBuUs npar. [IpurexaBa MHOTO €j1a60 NPOTHBOBBL3MAIUTENIHO
JIHCTBHE, KATO MHXMOMpPa MpocTarjaHAMHOBaTa CHHTeTa3a U OJIOKKpa GpaIMKMH-4yBCTBUTETHUTE
PEeLENTOPH. AHTUITHPETHYHHAT MY €(EKT Ce peau3upa H B pe3yJITaT Ha Bb3JAEHCTBUE BBPXY
XHMNOTaJJlAMMUYHUTE LICHTPOBE, peryaupaily teMneparypara. [Ipeanosara ce, 4e no-cuiHo ce
MHXUOMpPAT €H3UMHTE, MOBAMABALIM OOJIKaTa M TeMIepaTypaTa B LIEHTPAJIHATA HEPBHA CHCTEMa, a To-
cnado - Te3su oT nepudepHara, ¢ KOeTo ce 00ACHABAa HErOBOTO M0-¢JIab0 MPOTHBOBB3MATHTEHO
JIEUCTBHE.

CUMIaTHKOMHUMETHKBT (PeHUNIEPPUHOB XUAPOXIIOPU/L € O -CENEKTHBEH arOHUCT, AKTHBHpPA BB
BUCOKH KOHLICHTPaLMH U [3-aZipeHepru4YHUTE peLienTopd. Boau 10 aprepuanHa Ba3oKOHCTPHKLHA,
M3II0I3Ba C€ OCHOBHO KaTO Ha3aJieH JIEKOHrecTaHT. Toi HaMansiBa Ha3aJIHATa KOHIeCTHs, MPUYHHEHA
OT MOBHIIEHOTO KPbBOCHAOAsBaHE HAa HOCHATA JIMTaBULA MPH MPOCTYAA U IPHII.

AckopOMHOBaTa KMCEIMHA MOHWKABA KaNWISAPHHUs nepMeabuIuTeT, noaobpaBa KiIeThbuHHs
MeTaboJIM3bM, OKa3Ba aHTHOKCHAAHTHO U OOLIIOYKpENBaL0 OpraHu3Ma JeHCTBHE.

5.2 @PapmMakoOKHMHETHYHH CBOHCTBA

[Tapaueramon ce pe3opOupa 6BP30 M MBJAHO B CTOMAIIHO-YPEBHHUA TPAKT, AOCTHraiKH MaKCHMAJTHH
J1a3MEHHU KOHUEHTpaLuu Mexxay 30 v 60 min. [TnazmeHusT nonykKMBOT NpH Jelia U Bb3PaCcTHH €
cpeaHo 2 vaca. [Ipu nepopanen npuem Ha 500 mg HeroBarta cucTeMHa GMoHaIMYHOCT € 70%.
Pasnpenens ce BbB BCHUKHM OMOJIOrHYHU TEUHOCTH U ThKaHH M B 0K0JIO 25% ce CBBbP3Ba C MIa3MEeHHUTE
NpoTeHHH. KoHtorupa ce B yepHHs pob U ce eKCKpeTHpa HerpoMeHeH B 0KoJio 3% 3a nepHof ot 24
qaca. Kontorupa ce 10 cyndaTiu U rimokopouaHu MetaGonuti. OrpaHu4eH OKCHIATHBEH BT 4pe3
LMTOXpoM P-450 okcnaasHa eH3MMHA CHCTEMA ChC CMeceHH (DYHKLMM (JOpMUpa €IMH PEaKTUBEH,
MOTEHLHATHO TOKCHYEH MEXIUHEH MeTabonuT N-aneTni--0€eH30KBUMHOHEMHUH.

brOpeuHara exckpeuus € riaBHO upe3 rioMepysiHa (PUITpaLUs ChC 3HAYUTENHA TYOYIHA
peabcopbuus. [IpemuHaBa npe3 maleHTaTa U ce U3 Tb4YBa B MAHYMHOTO MJISIKO.

Oenuneput ce pe3opbrpa 6bP30 U IMBJIHO B racTPO-MHTECTUHAIHHUS TPAKT CJIEM IEPOPATHO
npuinokenue. [loanara ce Ha eKCTeH3MBEH NpecHCTEMEH MeTaboIM3BM B upeBHaTta creHa. Cien
NEpOpaIHO MPUIOKEHHUE, MAKCUMAJIHU TJTa3MEHH KOHLIGHTPALMHK ce AoCTUraT Mexay 1™ u 2P yac
cien npuema. [lenerpauusra B uepeGpo-cnuHaNHATa TEYHOCT, MO3bKA M MAHYHHOTO MJISIKO €
MHHHMaTHA. DeHunepprH He NpeMUHaBa npe3 nialeHTaTa. Metabosin3upa ce eKCTEH3HMBHO B
4PCBHATA CTEHA U OCHOBHO B YepHHA Ap00. OCHOBHUTE MBTHILA HA METAbOIM3BM ca CyJiypupaHeTo | |

1 IIIOKYPOHUPAHETO. EKCKpETHpa ce upe3 ypuHaTa OCHOBHO nozi jopMaTa Ha MeTaboIHTH W B MaiKa, .

CTEIEeH B HEIIPOMEHEH BH/I.




AcKopOMHOBATA KUCEUHA ce pe3opOupa 6bP30 U MBJHO B racTPO-MHTECTHHAIHHIS TPAKT M I10
CNCLIMATHO B ThHKHUTE Y€pBa NMOCPEACTBOM KHUCIOPOA-U3UCKBALL TPAHCTIOPTEH MEXAHHU3BM.
Pasnpenens ce HHTEH3MBHO B TEYHOCTHTE M THKAHWTE HA OPraHM3Ma, KAKTO BTPEK/IEThYHO, TAKa M
M3BBLHK/IETHYHO. Hali-BHCOKHM KOHLIEHTpaLIMK ca YCTAHOBEHH B HaAOBOPEUHUTE 5KJIe3H, PeTHHATA,
Xunogpusara, a Hai-Hucku B GbOpeLTe M MycKyHaTa ThkaH. MeTaGonH3upa ce nocpeacTBoM
OKHMCJIEHHE 110 IEXH/IPOaCKOPOMHOBA KMCEJIMHA, KOATO BITOC/IEACTBUE NPETHPMABA AOMBIHHTE/IHA
OHOTpaHc(opMaLIUs 10 OKCaNoBa M TPEOHOBA KUCE/HHA. Hemerabonu3zupaHure kosm4ecTsa ot
MpHUeTarTa 103a aCKOpOMHOBA KMCEIHHA, KAKTO W MEeTabOJIMTHTE, BKJI. OKCAJIaTUTE, GABHO Ce
EKCKpPETHpaT upe3 ypUHara.

5.3 IIpeaKkIHHHYHH JaHHH 32 6e30NaCHOCT

Croiitoctute Ha LDso npu pa3nnyHu BUAOBE eKCIIEPUMEHTATHH )KHBOTHH MMPH pa3JIMYHU MbTHUIIA HA
BBbBEIKAAHE 32 OTAC/IHUTE JICKAPCTBEHHU BEIIIECTBA Ca KAKTO CJIE/(BA;
[lapaueramon

LDso 3a Muwiku (Mbxku) npunoxkerue per os — 1212 mg/kg (851+1727)
LDso 3a MHILIKK (3KEHCKH) NpUIOKEHHE per 0s — 945 mg/kg (622 + 1435)
LDso 32 niibXxoBe (MBXKKH M )KEHCKH) NpWiIoxkeHue per os — > 4000 mg/kg
Denunedpun

LDso 3a MUKy (MBKKM M jkeHCKH) npunoxkenue per os — 120 mg/kg
LDso 3a niibxoBe (MBXKKH M 2K€HCKH) NpUIIoxkeHHe per os — 350 mg/kg
AckopOHMHOBA KMCEIMHA

LDso 3a MULIKH (MBIKKH M JKEHCKH) NpUIOXKeHHe per os — 3367 mg/kg
LDso 3a nirbxoBe (MBXKKH W JKE€HCKH) TpuiioxkeHue per os — 11 900 mg/kg

Hsma naHHM 32 NOTEHUMpaHe Ha TOKCHYHOCTTA Ha JIEKAPCTBEHUTE BELIECTBA NP €IHOBPEMEHHO
[MPUIIOKEHHE.

[IpuniozkeH B MO-BUCOKH /1034 H 32 NO-MPOABIDKHTENEH NEPUOJ] OT BPEME, NapaLieTaMoJI NPeaH3BUKBA
4epHOpoOHa LeHTposoOynapHa HeKpo3a U Ob0peuHa KOpPTHKAIHA HEKPO3a MPH eKCIePHMEeHTATHH
’KUBOTHH. YCTAaHOBEHA € 3HAYUTEIIHA BU/IOBA Pa3/IMKa B TOKCHYHHS e)eKT Ha MmapaleTaMmo U Ts
KOpenupa ¢ HUBOTO Ha oripe/esieHH (popMH Ha uutoxpom P-450.

B ycioBusTa Ha MHOTOKpPAaTHO 103HPaHe NMPU MHIUKH M IIbX0Be (peHunepHH BOAH 10 HAKOHU
H3MEHEHHS B MAPEHXHMHHUTE OPraHH Ha OMUTHUTE )KUBOTHHU — NIPOMEHH B TEIJIOTO HA CHPLIETO M
HazOBOpeuHuUTe JKIe3H, TpalHa MHO3a, B HAKOM CJIy4ad [0 Pa3BUTHE HA TYMOPH B aZipeHaIHUs
KOpTEKC.

ACKOpOHHOBATA KMCE/IMHA NPUJIOXKEHA B PEKMM HA MHOTOKPATHO J03MPaHE MPH eKCIIePUMEHTAIHHU
JKHBOTHH (MHLLKH, TUIbXOBE) NPEAU3BUKBA OCHOBHO MPOMEHH B OOMSHATA Ha BELLECTBATA,
H3pa3sBallk Ce B eH3MMHA WHXHOMLIMA WM €H3MMHA MHAYKLKA, 3ary0a Ha TerJio WM HeraTHBHA
KpHMBA HA TEJICCHUA NMPUPACT HA €KCIMEPUMEHTATHUTE JKMBOTHH.

Pesynrature oT abarocpounu uscneaBaHus 3a OLEHABAHE HA KAHLIEPOTeHHHA MOTEHLMA Ha
napaueramon, peHuneppruH H ackopOMHOBA KHCEJIMHA COYAT, Y€ BEIeCTBATA HAMAT KaHLIepPOreHHa
AKTHBHOCT.

Hsma nanuu 3a HeGIaronpuaTHO NOBNIMABAHE HA (pePTHINTETA U PENPOAYKTHBHHTE CIIOCOBHOCTH TPH
OINMTHH )KMBOTHH OT MapaueTraMosl U aCkopOMHOBA KHCETHHA.

6. PAPMAINEBTUYHHU JAHHU
6.1 ChnHcCbK HAa HIOMOIIHHTE BelmecTBA

MaunuTon
JlumoHeHa kucenuHa, 6e3B01Ha



Harpues uurpar

Kanuues rnokoHar

3axapuH HaTpUii

Harpues nuknamar

CuMumeB QHOKCH, KOJIOUAEH Be3BOAEH
ApomMaTH Ha MOPTOKAN U Aroja

6.2 HecbBMeCTHMOCTH

He e npunoxumo.

6.3 Cpok Ha rogHoCT

3 (Tpu) roauHw.

6.4 ChnenuajHH yc/I0BHSI HA CbXPaHEHHE
[Ipu Temnepatypa non 25°C.

6.5 Buau cbaAbpKaAHHE HA ONAKOBKATA

[Tpax 3a nepopanen pa3tBop 2.5 g B cauie OT XapTHs/aTyMUHHIH/TIOTHETHIIEH.
Enna onakoBka cbabpika 6, 10 wim 12 6pos caiera.

6.6 Cuoeuunajnu npeanasHu MEPKH NPH U3XBBLPJsiHe H paboTa

HaMa cneumasiHu U3UCKBaHUS.

7. IIPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBFA

US Pharmacia Sp.z o.o.
Zigbicka 40,

50-507 Wroclaw,
[Tonma

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20110721
9, JHATA HA ITbPBO PABPEIIABAHE / IIO/THOBSIBAHE HA PA3PEIIEHHUETO 3A
YIIOTPEBA

08.12.2011r.
15.02.2017 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

¢despyapu 2017



