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1. HME HA JJEKAPCTBEHHA INIPOAYKT ABEe MY e ~06- 2022
I'panekc Xot 3a Jena 300 mg/ 5 mg/ 20 mg
Mpax 3a NepopaneH pa3TRop
Gripex Hot for Kids 300 mg/ 5 mg/ 20 mg
powder for oral solution
2. KAYECTBEH U KOJIMYECTBEH ChLCTAB
AKTHBHH BeilleCTBa B €AHO callie:
[Mapaueramon (Paracetamol) 300 mg
Denunedppuros xugpoxnopun (Phenylephrine hydrochloride) 5 mg
AckopbunoBa kucenuna (Ascorbic acid) 20 mg

ITomMoLHO BEMECTBO ¢ H3BECTHO ACHCTBHE
Beaxa came cpabpixka: Manuron — 1,83 g

3a TBJIHEA CIMCHK Ha MOMOILHKTE BEIIECTRA, BX, T, 6.1,

3. JEKAPCTBEHA ®OPMA

Tlpax 3a nepopaneH pasTBOp.
BrHinien sH1 - 541 win nodry 641 Npax ¢ LATPYCOB APOMAT.

4. KJMHWYIHH JAHHHU
4.1 TepaneBTHYHH NOKA3IAHAA

FlpomykTsT € NoKazaH 38 KPaTKOCPOYHO CHMITTOMATHYHO JleueHHe Ha GpeOprnuTet, rnapobomnue,
GOMKM B FBP/IOTO M HA3AHA KOHTECTHH, MyCKY/IHH GONKH, OTTIAHANOCT NPH POCTYAKM 3a60aBaHus,
I'PHI H APYTH OCTPH BUPYCHH HH(EKIMH.

4.2 [lo3npoBKa H HAYTHH HA OPBJIGKEHHE

ITpenopwsyBaHa AHERHA 1034:

Jeua mesxgy 6 W 12 roqHinna pe3pact

3-4 wuTH AHEBHO N0 AHO calle NMpes HHTepean ot 4-6 Jaca.

He tpabea ma 6b4e npeBHIIaBaHa MaKCHMaNHaTa QHEBHA No3a oT 1.8 g napaueTamon (6 camera), a
HHTEPBATET MEXKIY OTIACIHUTE MPpHeMH He Tpabea aa Obae no-Maiek ot 4 vaca.

MaxcHManHaTa NPOALIDKMTETHOCT Ha neveHueTo Ge3 KOHCyTauys ¢ nexap € 3 (TpH) AHH.

TManuenTy ¢ 650peyHa HemOCTATEIHOCT
Ilpu naguenTH ¢ Texka 6LOpeYHa HEAOCTATEYHOCT UHTEPBAET MEXKLY IPHEMHTE He TPAOE,
no-ManeK oT 8 Haca.

Jletia on 6 roAMHA
[MpoayKTET He € NOAXOAAL, 32 IPHIOKEHHE NPH Aela < 6 TOJHHH, OCBEH aKO He @
H3PHYHO OT JIEKap.,
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Hauny Ha ppUIOKEHWE
CuObpKHMOTO Ha €HO Callieé Ce pasTBapA B JOCTATRYHO Konduectso ropema (100 ml) soma u ce
pa3bBepKea J06pe A0 NoyHaBaHe Ha XOMOTEHEH pasTBop.

4.3 IIpoTRBONOKAIARAN

CepBXvuyBCTBATETHOCT KM AKTHBHHTE HUIH HAKOH OT NOMOIIHUTE BEMIECTEA;
Jena noa 6 rognilHA BL3PACT;

YepronpoOHa HENOCTATBYHOCT;

BHCOKOCTENEHHA apTepHATHa XUNEePTOHHS;

HexoMneHcHpaH XUNepTHPEONHILM,;

EnnospemeneH npueM ¢ MAO-aHxHGHTOpH.

4.4 Coenuajns npenynpexjeHns H NpeANashd MePKA UPH ynorpeda

C ornes npenoTepaTaBaHe HA NIPENO3HPAHE MO BpeMe Ha IeUSHHETO He TpAOBA J1a ce MpHEMAT ApYTH
MPOAYKTH, ChARPKAIM napaueramosn, [Tpu aena, npuemamu npy neueHneTo ¢ I'punexc Xor 3a Jena
30 mg/kg/nHEeBHO MapaeTaMoT, KOMOHHAIMATE ¢ APYT AHTHITHPETHK, CHABPXKALL apalleTaMol He ¢
npenopsYBa.

B cnyuauTe, KOraTo He € NOCTHIA OYaKBAHHA TepaneBTHYCH edexT B chobpaxkeHte TpaGBa qa Bliese
H310/13BAHETO U HA JPYT AHTHITHPETHK.

[MponyKThT ce npiiara ¢ BHEMaHHe NPK mauueHTH ¢ 650peyni 3abonasanis wunn 6s6peana
HenocTaTsYHoCT. Ilpd peRoBHO NpHEMaHe Ha aHAITETHLIH H AHTHIMPETHIH, 0¢c00€HO TaKHBa
CHABPAKALITH PA3THYHH JICKAPCTBEHH KOMOHHAIMH, MOXKE JIa HACTRNN aHANreTHIHa HedponaTys, B
HAKOM CITy"aH 0 pa3BuTHe Ha HBOpeuHa HeAOCTaTHYHOCT.

Tlopanu yeeaH9eHua pUck oT MeTalOANTHA al|o3a ¢ ronsaMa anHonHa pasimka (HAGMA) ce
NpenopbyBa MOBULIEHO BHUMAHHE IPH CBITBTCTBALIO MPHIOKEHHE Ha (ITyKIOKCALIIIHE H
mapaneTamMor, 0cofeHO NP NALMEHTH C TEXKA CTeNeH Ha 6BOpedHo yBpekaase, CeTCHe,
HEeNOXPAHBAHE M APYTH M3TOYHMIIM Ha Ae(HLHUT Ha [MYTATHOH (HaNp. XPOHUYSH ANKOXOINIEM), KAKTO
H 1IpH Te3M, KOMTO M3NOJI3BAT MAKCHMAITHATA HEBHA Nno3a napaueramodn. IIpenopryuea ce CTpHKTHO
NpocieaAdBaHe, BKTIOYHTENHO H3MEpBaHe Ha S-OKCONPOJIMH B YPHHATA.

TTpu npueMaHe Ha rOIeMH JI03H NAapateTaMot 3a IPOXKIDKHTECH NIePHOJ OT Bpeme, ocobeHo npH
LR, ynotpeOasaimi peIoBHO ankoxon, Tpabsa a ce MMa NpeNBU PHCKA OT YBPEXKNaHEe Ha YepHUA
apob.

Topazu ceabpKkanueTo Ha (GeHrnedpHH B CHCTaBA HA IPOAYKTA, TOM CNeABA Na ce NpHMara ¢
ocoGeHo BHUMaHue npy Gosiku:

- CBC CBPACUHO-CHAORH 3abonaBaHha (0COGEHO NPH NALMEHTH ¢ APTEPHATTHA XHIIEPTOHUA);

- C XHOCPTHPEOHONZEM,

- mpuemany B nocneaunte 14 quu MAO-urxubuTOpU.

HenocTaTbUHMAT Wik THOCBall TepariesTHUeH eekT (IepCHCTHpaHe HA BHCOKATA TEMIIepaTypa [Ho-
ABITO OT 3 JHU U HA NPYrUTe CHMITTOMH MOBEYE OT 5 AHH) Hanara 00CHKAaHe Ha MPOABIDKaBAHeTO Ha
NeYeHHETO ¢ IPOAYKTA HiIH HETOBOTO NIPEKPATABAHE.

Tora nexapcTso cpabpka Manuron. Moxke fa uMa cnabo m3paseHo cmabuTenHo feficTRue,

ToRa NeKapcTBO CHABPIKA NO-Manko oT | mmol HatpHid (23 mg) Ha caie, T.e. MOXE
MPAKTHYECKH HE ChALPIKa HATPHIA.
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4.5 BlanmoaeiicTBHe ¢ IPYTH JieKAPCTBEHH MPOAYKTH K APYrH GopMH Ha B3auMoaeiicTBHe
MeTtokmonpamMus U JOMICPHAOH YBENUYaBAT pezopOinsiTa Ha mapaneraMmolt.

XonecTHpaMHH HaMaJliBa HETORaTa peaopluua, mopanu KOETo MeXKAY NpHeMUTe € HeoOX0nuM
HMHTEpBAN oT 1noxHe 1 gac.

Denobapburan 1 Apyru HHAYKTOPH Ha HepHOOpoCHHTe MeTabOMM3HpalIH eH3MH (eHHTOHH,
Kapbamazenys, pHaMITHLHHK) B HAYAJIOTO MOTAT A 3aCHAT eheKTHTE Ha mapaleTamon srpxy 1THC,
HO ¢Jief] TOBa, YPe3 €H3UMHA MHIYKIHA 1a YBEIHYAT MeTab0NH3HPaHeTo My, A8 MOHWKAT
AHANTETHYHATA My AKTHBHOCT M JIa YCHASAT HErOBaTA XeNaTOTOKCHYHOCT,

TapaueraMon ycHiBa AeHCTBHETO HA KYMAapHHOBHTE aHTHKOATYIaHTH (BaphapuH) npu
NPOIB/DKHTEMHO MPHICKEHNE.

Opanrute KOHTPALEITHBHHA CPEACTBa OTcNabBar epekTHTE Ha NAPALETAMON upes HHJyUMpaHe Ha
HeroBua MetabonH3LM.

I_lnme'mmm HaM&IABA TOKCHYHOCTTa H 3aCH/IBA AaHANT€THIHHA eq)ekr Ha napaneraMoril.

Iapaueramon yse H4aBa MAa3sMEHHTE KGHISHTPALHH Ha XA0PaM(ERHKON ¥ MOXE A2 IOBEAE N0
YBETHYEH PUCK OT MACIIOTOKCHIHM €QeKTH.

EnHoBpeMeHHO NpANOKEHHE Ha MAPALETAMON C ATTKOXON H APYTH XeNaTOTOKCHYHH CPEACTBA
IMOBHINARA PHCKA OT YEPHOAPOGHO yBpeKAaHe.

Heobxoaymo € MORHIIEHO BHUMaHHE NPH CHITETCTBALIA YrioTpe6a Ha QIIYKIOKCILHAHH H
TapaleTaMol, Thi KaTo eNHOBPEMEHHUAT MPUEM CE CBBP3BaA ¢ METABONUTHA aALHA03] ¢ FOAIMA
aHHOHHA Pa3NkKa, 0cOGEHO MPH MAUMEHTH ¢ pHCKOBH HakTOpH (BXK. TouKa 4.4).

[Ipunaranero Ha napaueTamMon MOKe Ja NOBITHAE PE3YNTATHTE OT TSCTOBETE 38 ONpeAcIsHE Ha
NHKOYHA KHCENMHHA No MeTola Ha docto-BondpamoBa KucenHa, KAKTO H TECTa 3a ONpEREIARS Ha
FIIIOKO3a B KPLBTA NO IMIIOK030-0KCHAG3HO-NIEPOKCHAA3HIA METO],

IMpogykrsT He TpsGBa fa ce koMGHHIPa ¢ MAO-HHXUOUTOPH WM TPHLMKIHYHHA AHTHIENPECaHTH,
TBH KaTO TOBa MOXce 1A AOBEAE O AKHBOTO3ACTPANIABAIO IOBKIIEHHE Ha KPEBHOTO HAJIATAHE BBB
BPE3Ka CBC CHABpIKAMMA ce B koMOuHaImsTa henunedpun.

EnnospemennoTo npuoxeHne ¢ -6oxepy ¥ aHTHXUNICPTEH3HBHY CPECTBA MOJKE /IA HAMATTH
TEXHHUs TepaneBTHYeH eeKT 3apany chIbpKaHUEeTO Ha heHmiedpus.

AcKkopOHHOBaTA KHMCEITHHA, PHETA €JHOBPEMEHHO C AlIETHCATMLILIORA KHCETHHA, BOJH 0
YBeIHYaBaHe IIa3MeHHTE HHBa HA CATHLMNIATHTE W 3aCH/IBAHE Ha TCXHUTE edexri.

4.6 DepruanTer, GPEMEHHOCT H KEPMEHE

IIpoxyxTET € NpeaHa3HAYEH 38 MPUIOXKEHHE B A€TCKATa BB3IPACT, HO B Cyyaii, Ye ce npueMa OT
BR3PacTHH & HeOoOXOAMMO Ja Ce HMA NPEIRK/ CliefHATa HHPOPMATHA:

3HaYHTENTHO KONMHYECTBO JAHAH 1Ipy OpeMeHHM JKeHW He NOKA3BaT HUTO MaI(OPMATHBHA, HUTO
(reTo/HeoHaTanKA TOKCHIHOCT. PesysTaTuTe OT eMMAEMHONOTHYHHTE POYUYBAHHNS BEPXY
HEBPOJIOrHYHOTO PRIBHTHE HA JELA ¢ EKCIIO3MIHA Ha NapalieTaMol in utero ca HeyGe
HeoGX0AHMO OT KIHHHYHA [VISHA TOYK3, IAPALETAMON MOXE 44 C& IPKIAra IO Bpe
6peMeRHOCT, HO TPAGBa Ja ce H3NON3BA Hali-HuCKaTa eeXTHBHA 1033 33 BH3MOXKH
BpEME H C BB3MMKHO Hal-HHCKATa YeCTOTA.
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BrmoueunTe B CHCTARA HA KOMOUHAIMATA AKTHBHH BEINECTBA CE& HATBYBAT C MAYMHOTO MISKO.
Hpo,qym’r MOME fia C& NpHara rno BpeMe Ha KbpMeHe CAWHCTBSHO ClIell ASKAPCKO Ha3zHAYeH e,

4.7 EdexTu BBpXY cnocobnoctTa 33 modupane n pabora ¢ MANINHA
Hama nanny 3a nebnaronpuaTay edekTh BLpXy crnocofHOCTTA 3a modupate # paboTa ¢ MAIHHH.
4.8 Hexkeraln 1eK2PCTBEHH PeAKIHE

Morar aa ce HabmoaBaT CeOHHTE HeKEMAHH PEaKLHK, PA3NPEAE e H 0 CHCTEMHA M YeCTOTA:
MHoro aectd (21/10), wecrn (Z1/100 xo <1/10), newecra (=1/1 000 zo <1/100), peaxcn ( >1/10 000
no <1/1 000); muoro penkm (<1/1 000), c HensBecTHA YecToTA (OT HATHYHHTE JaHHH HE MOXE 12
Ob/ie HAPABEHA OLICHKA);

MapaneTamosn

Hapymennd Ha xphBTa H TMM{HaTa CHCTEMA

MHnoro penxu —TpomMGouuTOTIEHUA

Hapymenus Ha MMyHHATa CHGTEMA
Muoro penxy ~ anadunakcna, KOKHH peakUHH HA CBPBXYYBCTBHTENHOCT, BKI. 0OpMB, aHrHOemeMa,
cuaapoM Ha Stevens Johnson

Pecnuparopus HH ¥ MEQHACTHHAIHY H eHus

Muoro peaki ~ GpoHXOCHaIbM NPH NANMENTH YYBCTBHTENHYM KbM ALETIWICATHIMNOBA KHCEMHA H
HIIBC

Xenaro-OMNHapHA HaPYIIeHHs
MHuoro peaxn — HapyWeHHA BLB QYHKUMATA Ha YEPHAL APOD

@ennnedpauos XHAPOXIOPHER

TICHXWYHK HADYIISHHA
Muoro penkH — HepBHOCT

Hapyimennd Ha HepBHaTa ¢HCTEMA
MHoro penkn ~rnasofonue, 3aMaliBane, GescnHue

Crpnevsy HapyiieHHa
MHOro peKH — XHIePTOHKA, TAXHKAPIMA, NAATHTALIAN,

HapywieHud Ha KO/KATA H HOAKQIKHATR THKaH
MHOro pesKu — aNepruvHd peakiuuy (06pPUB, yPTHKAPHA, ATEPTHHSH ASPMATHT)

CroMalugo-YpesHd HapyIICHUAA
MHoro penku ~ rageHe, noBpbliaHe

Hapymenya Ha GLOpeluTe H NUKQUHNUTES TETHINA
MHoro pesku — nU3ypui ¥ 3aIbpxaHe Ha ypuHa. Moxe fa ce HaBmoaasa No-4ecTo MpH NAIMEHTH
¢b¢ 3a00N19BaHMA HA NMAKOYHHA MEXYP HIIH NPOCTATHA XunepTpodus

Hapyinenyis Ha ouwTe
Muoroe peaky — MEApHa3a, 000CTPAHS HA CHMIITOMMTE HA TIAyKOMa

Crobinasane Ha IONOIUPAHU HEKENAHY PeaKlHy
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Cpo6iiaBaHeTo Ha MONOAMPAHH HEXCNAHH PEaKiHH Cliell pazpelasaHe 32 yrnorpeda Ha JeKapcTBeHHA
NPOAYKT € BaxkHO. Tosa NMO3BONABA A NPOXBIKH HAOMOASHHETO HA CHOTHOLISHMETO NON3a/PHCK 33
NeKapcTBeHU MponyKT. OT MERHUHHCKHTE CISLMATHCTH C8 H3MCKBA 13 ChOOINABAT BCAKA
NOAO3HPAHA HEXEAaHa PeaKitHa upes:

H3nbmMTensa areHIHA [0 JIEKAPCTBaTa
yi. ,Jaman I'pyes” Ne 8

1303 Codusa

Ten.: +359 2 8903417

yebcaitT: www.bda.bg

4.9 Tpenosapane

Ipossure Ha npenosnpare 0OMKHOREHO Ca rajieHe, NOBPLIIaHe, aHOPEKCHA, GEAHOCT, KOpeMuu
Gonky, HIMOTARAHE H CHHTMBOCT, TAXHKAPINS, MOBHINABAHE HA APTEPHATHOTO HAIATAHE, IBSBALLM C&
HaH-4ecTo B MEpBHTE 24 uaca,

ITpuemBT Ha napaleTaMon 8 komqecTBo Han 10 g Boau Ao 4epHOAPOOHA LIMTOMK3A, KOATO HMECTO
TIpeMHHaBa B TOTalHA ¥ HeoOpaTHMa HEKpPO32 BOJea A0 XeNaTonenynapHa HHCY QHUMeHHA,
meTabonKTHA auK03a ¥ eHLichalonaTHs, ¢ MOCNeABAlla KoMa H cMBpT. [ToBHINABAT C¢ HHBATA HA
YepHOOPOOHHKTE TpaHCAMHHA3Y, JIAKTaTACXHApOoreHasure, OWIHPYGHHBT, MOHIDKABA Ce
npoTpoMOHHOBOTO BpeMe. Te3H MPOMEHH HaCTBIBAT OTHOCHTENHO KbcHO (12 0 48 yaca) cnex
npHeMa.

Habnionaraku ca HHTOKCHKALH TIPH BB3PACTHM K ITO-4€CTO MPH Aela (TepaneBTHIHO IPeR03HpaHe
WM HHIOH/ICHTH 110 HEBHHMAHKE), KOMTO B HAKOH CITY4aH MOTaT Aa ObRAT QaTanHi.

JleuenueTo ce U3BLPIIBA B MEAHMLMHCKO 3aBejeHue. HeobxonuMmo ¢ B3eMane Ha KphBHE npobH 32
OMNpeAeNsHe Ia3MEHOTO HUBO Ha NapaueTaMolt, IPeAH3BHKBA ¢¢ B30 CTOMAUIHO H3NPa3BaHe,
BEHO3HO HIIH NEPOPATHO C& BHBEIK/AA AHTHAOCT ~ N-aHeTHIHHCTEHH, aKO € BBIMOXHO npenst 10™ gac
oT npreMa. [IpHniara ce ¥ Apyro MOAXOARUIO CHMITTOMATHYHO JIEYEHHE.

5. DAPMAKOJIOTHYHH CBOMCTBA

5.1 @apmMaKkoguHaMHIHY CBOHCTEA

PapMaxo-TepaneBYHIHA IPyNa: AHATTCTHIH-aHTHITHPETHIIH, AHAJHAY, KOMOHHALMKE Ha
napaneramosn, ATC xon ~NO2 BE 51

I'panexe XoT 3a Jena npeacrapnapa GuKcHpaHa NeKapcTBEHA KOMOBHALA, KOATO ChHABPXKA
napaueramMosn, GheHAneGPHHOB XMAPOXNIOPHA K ACKOPOGHHOBA KHCENHHA.

IMapaueramon npuTekasa aHAITETHYHO M AHTHITMPETHYHO ASHCTBHE U B IO-BHCOKH JI03H OKa3Ba K
H3BECTHO MPOTHBOBL3NANUTENHO AcHicTBrE, Okassa UeHTpancH u nepHdepen ananreTuyes edexr,
eTHOBPEMEHHO ¢ TOBa nosHiasa Gonkosua npar. [Ipurexasa MHOro cnato NPOTHBORE3NATUTENHO
IeficTBHe, KaTO MHXHOMpPA NPOCTAarNaHAMHOBATa CHHTeTa32 M Giokupa 6paIHKMHE-YyBCTBUTEIHWTE
PELIENTOPH. AHTHIIMPETHYHHAT MY eeKT Ce pealH3Hpa H B Pe3Y.ITaT HA BB3/eHCTBHE BBPXY
XHNOTaNaMAYHHATE LICHTPOBE, perynHpail remueparypara. [Ipennonara ce, ye no-CHIHO ce
HHXHOHpAT eH3HMHTE, MOBIHABALIY GONKATa ¥ TEMIIePaTypaTa B LIEHTPATHATa HEPBHA CHCTEMA, & MO-
cnabo - Te3u oT nepHdepHaTa, ¢ K0eTo ce 00ACHBA HErOBOTO NO-c1a00 NPOTHBOBL3NAIMTENHO
BeHcTBHE.

CUMIMaTHKOMMMETHKDLT (PeHHIC(HPHHOB XHAPOXIIOPU]L € 011-CeJICKTHBEH ATOHUCT, AKTUBKDA BHB
BHCOKH KOHIIEHTpalliH  B-anpeHepruunute peuentopu. Boau fo aprepuanta a3okoHCTp :

OT NOBHUIEHOTO KPhBOCHA0/IABaHE HA HOCHATA JIMraBUNA NP POCTYAA M IPHIL,
AckopOuHoBaTa KBCEMHHA NOHIDKABA KAMMIAPHUA NepMealuiuret, mopobpssa
MeTafOoMN3bM, OKa3Ba aHTHOKCHIAHTHO M OCIIOYKPENBalo Opraud3Ma AelicTere
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5.2 PapMakOKHHETHYHM CBOHCTBA

Ilapauetamon ce peaopbrpa 6Hp30 ¥ THITHC B CTOMAITHO-YPERHHS TPAKT, AOCTHraHKN MAKCHMATIHH
UIa3MeHH KOHUEeHTpaLmu Mexay 30 i 60 min. TInasMeHHAT NONYKHBOT MPH lelid W BE3PACTHH €
cpenHo 2 yaca. IIpa nepopanen npHeM Ha 500 mg nerosara cucreMHa GnonamuHocT € 70%.
Pasnpefiens ce LB Bewuky GHOMOTHYHA TEYHOCTH H THKRHU M B 0K0JI0 25% ce cBBp3Ba ¢ ILTasMeHHTe
nporenHn. Kontorupa ce B uepHus qpo6 H ce eKCKPeTHpa HelpoMeHeH B oxono 3% 3a nepuon or 24
4aca, Kowrorupa ce 1o cyndarHu u rmoxopouann MeraGonari. OrpaHuyeH OKCHAGTHBEH ThT IPes
uuToXpoM P-450 okcHna3Ha eHIHMHA CHCTEMA Che cMeceHM GyHKUMH GOPMHPa eHH PeaKTHBEH,
NIOTEHLMANHO TOKCHYSH MEKIHHEeH MeTabonut N-aueThn--6eH30KBHHOHEMHH.

Bubpeunara excKpelHd € raBHO YPea IoMepy/iHa GuaTpanus ¢be 3HagMTeNnHa TyOy1Ha
peabcopOuma. TIpeMARaBa Npes INIALEHTATA H C6 HAThUBA B MAMMHOTO MAAKO.

Qenunedpun ce peaopbupa GBPI0 H MBIHO B FACTPO-HHTECTUHATHUA TPAKT CJIE]| NEPOPATTHO
npunoxende. Ilognara ce Ha eKCTEHIHBEH NpecHCTeMeH MeTabONH3EM B upeBHaTa cTena. Cnen
NEePOPATHO NPHITOKEeHHE, MAKCUMATHH TUIa3MEHH KOHLICHTPALHH C€ NOCTHraT Mexxay 1°" i 2P yac
cnen npuema. {leHeTpamATa B OepeCpo-cIHHATHATE TEYHOCT, MO3BKE H MalfuHHOTO MIAKO €
mMyuHuManHa. QerunedpyuH He nMpeMuHaBa pes mianenTata. MetaGonnsupa ce €KCTEH3UBHO B
YpeBHATA CTEHA H OCHOBHO B YepHHA npol. OcHOBHWT IHTHILA HAa MeTaGonnIsM ca cyiidypHpaHeTo

H IIIOKYPOHEpaHeTo. EXCKpeTHpa ce upes ypuHaTa OCHOBHO 1107 opMaTa Ha MeTaGoNHTH 1 B Maka
CTENEH B HEMPOMEHEH B,

AckopbuHosaTa xucenyHa ce pesopbupa GEP30 M IBAHO B rACTPO-MHISCTHHANIHEA TPAKT H [0
CIEUHATHO B THHKHTE YEPBa ITOCPENCTBOM KHCAOPOI~H3HCKBALL TPARCIIOPTEH MEXaHHFbM,
Paznipenena ce HHTCHIHBHO B TEMHOCTHTE H THKAHHTE Ha OPraHu3Ma, KAKTO BETPEKIETRYHO, TAKA 1
H3BBHKNETEYHO. Half-BHCOKH KOHUEHTPALMH C8 YCTAHOBEHH B HanhsOpeynyTe ey, peTHHATS,
xunousara, a Hail-Huckn B GEOpeUHTe U MyCKYIHaTa ThKaH, MeraGonuaupa ce noCpencTBoM
OKKCTIEHHE JI0 IeXBAPOoacKOpOHHOBA KMCEMHEA, KOATO BIOCTEACTRYE NPETHPIIABA ACTRIHHTEIHA
Guotpanchopmams 0 OKcanoBa i TPeOHOBA KMcesKHa. HemeTaGonusHpaHKTe KOMHYECTBA OT
NpHETATa 032 ACKOPOHHOBA KHCENHAA, KAKTO H MeTAGOHTHTE, BKIL OKCANaTHTE, GaRHO ce
EKCKDETHDAT Ype3 YPHHATA,

53 Ipexxsisauapn 1auny 33 Ge30nacHOCT

CroitnocraTe Ha LDso nps pazmiiin BHIOBE eXCIIEPHMEHTANHH XKHEOTHH NPH PasIHYHH ITETHINA HA
BBECKIAHE 30 OTHETHUTE NICKAPCTBEHH BEIIECTRA CA KAKTO Clienna:
[Mapaneramon

LDso 38 MAIIKY {(MBKKH) NpHioxkenue per os — 1212 mg/kg (851+1727)
LDso 3a MHIIIKH (3KeHCKH) IpUIoxeHue per 0s — 945 mg/kg (622 <+ 1435)
LDso 32 mrexoBe (MBKKH H JKEHCKH) MpuioxkeRue per os — > 4000 mg/kg
Denunedpus

LDsp 33 MUIIKH (MBXKKH H KEHCKH) NpHnokenye per os — 120 mg/ke
LDsq 32 mrsXoBe (MBXKH H XKEHCKH) TIpHIOMKeHHe per 0s — 350 mg/kg
AckopBHHOBa kuCEIHHA

LDso 3a MUDIKH (MBXKKH H JKCHCKH) HpHIOKeHHe per 0s — 3367 mg/kg
LDso 32 nanxoBe (MBXKKH U 3eHCKH) TPHAOKeHHe per os — 11 900 mg/kg

HaMa naHHM 32 NOTEHIMpPaHE Ha TOKCHYHOCTTA HA IEKAPCTBEHNTE BEIECTBA NPH €AHOBPEMEHHO
NPWIOKEHHE,

TIpunokeH B Mo-BUCOKH JIO3M M 32 NO-NPOXB/DKHTENEH NEPHOT, OT BpeMe, Mapalers
uepHoApobHa LenTponobynapHa Hekposa ¥ GEGpeyHa KOPTHKANHA HeKpo3a npH SACHS
HUBOTHH. YCTAHOBEHA € FHAYMTETHA BH/IOBA PAIHKA B TOKCHYHMA e(eKT Ha nap *"
KOpenHpa ¢ HHBOTO Ha oflpeneneny $hopMu Ba uaToxpoM P-450. Jluncear xoHpey
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POY9BaHNA, HINON3BAIIH NPHEYHTE JIOHACTOALIEM CTAHNAPTH 34 OlIEHKA HA PENPOOYKTHBHA
TOKCHTHOCT H TOKCHYHOCT 32 Pa3BHTHETO.

B ycnoBHATa Ha MHOrOKpATHO J03MPaHE IPH MULIKH U IUTkX0Be henunedpHr BOIM 10 HIKOH
M3MEHCHHS B NIAPCHXMMHHTE OPraHy Ha ONHTHHTE JKHBOTHH — IPOMEHH B TEINIOTO HA CHPLIETO I
HANGEOpeHATE Xieau, TpaiiHa MIO3a, B HAKOH CITyYaH O Pa3BUTHE HA TyMOPH B AQPeHAIHAA
KopTexe,

ACKOPGUHOBATA KHCENMHA TIPHIOXKEHA B PEXXHM Ha MEOTOKDATHO JO3Hpase NpH eKCHepHMEeHTATHHI
JKMBOTHH (MHLUKM, IUTEXOBE) IPCAN3BHKBA OCHOBHO MPOMEeHH B 06MAHATA Ha BellecTBaTa,
H3pasABAIH C¢ B eH3UMHA HHXHOHIMA WIH CH3UMHE HHIYKIHS, 3aryba Ha Tero WiH HerarusHa
KPHBA Ha TEJICCHHUA NPHPACT HA eKCTIEPUMEHTAIIHUTE JKHBOTHH. .

PesynTaTire OT IBATOCPOHH MICHENBAKYA 32 OLEHABAHE HA KAHLIEPOTeHHNUs IOTEHIMAN Ha
napauetamon, GeHuIePpHH H aCKopGHHOBA KHCETHHA COYAT, Ye BeIeCTRATA HAMAT KaHUEPOTSHHA
AKTHBHOCT,

Heama naHuy 3a BeOnaronpHATHO NOBNHABAHE HA PEPTHIMTETA H PEMPOLYKTHBHHTE CIIOCOGHOCTH NPH
OIHTHH XHUBOTHH OT NAPALIETAMON H aCKOPOHHOBA KHCETHHA.

6. PAPMAIIEBTHYHH JAHAHN

6.1 Cuoacbk Ha DOMOUIHHETE BeLIECTBA

MauuTton
JInMoHeHa kucenuHa

Harpuep usrrpar
Kanumes rmoxoHar

3axapHH HaTpuil

Harpues unxnamar

Cuniimes auokcHa, KomonaeH Ge3800cH
ApoMaTd Ha NIOPTOKAN U ArCaa

6.2 HecneMecTuMocTH

He e npunoxmmo.

6.3 Cpok na rogaocr

3 (Tpy) roauHH.

6.4 Croennanny yeioBus Ha ChXpaHeHHe
IIpu Temnepatypa nop 25°C.

6.5 BHA H cBILPKAHHE HA OHAKOBKATA

IIpax 3a nepopasen pasTrop 2.5 g B caliie OT XapTHA/ATyMHHUIL/ MONHMETHICH,
Enna omakoBka ceaspia 6, 10 i 12 6pos camera.

6.6 Cnennanap npeanazHu MEpKH OPH H3XBLPISHE W paGoTa

HamMa cnenuaniy HsHCKBaHuA,
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7. TOPHUTEXKATEN HA PASPENIEHHETO 3A YIIOTPEBA

US Pharmacia Sp.z o.0.

ul. Zigbicka 40,

50-507 Wroclaw, ITomua

8. HOMEP HA PAIPEINEHUETO 3A YIIOTPEEA

Per. Ne 20110721

9. JATA HA ITHbPBO PA3SPEIIABAHE / MOTHOBABAHE HA PASPEINEHHUETO 3A
VIIOTPEBA

08.12.2011 r.

15.02.2017r.

10. JATA HA AKTYAJIH3IAPAHE HA TEKCTA

04/2022
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