KPATKA XAPAKTEPUCTHKA HA MPOAYKTA

Ao 112 I3/
1. MME HA JIEKAPCTBEHUS IPOAYKT A £ / J7 ”7/7 b I 1Ip4

I'punexc Xor 3a Jeua 300 mg/ S mg/ 20 mg 24, 02. Zﬂll
npax 3a NepopasieH pasTBop

Gripex Hot for Kids 300 mg/ 5 mg/ 20 mg
powder for oral solution

2. KAYECTBEH U KOJJHYECTBEH ChCTAB

AKTHBHH BENIECTBA B CAHO CALLC!

Mapauctamon (Paracetamol) 300 mg
®enunedpunos xugpoxnopua (Phenylephrine hydrochloride) 5mg
AckopbuHoBa kucenuHa (Ascorbic acid) 20 mg

[TOMOIIHO BELIECTBO C HIBCCTHO ACHCTBHE
Beska came cbabpaa; Manuron — 1,83 g

3a ITBJIHHMA CMUCHK HA MOMOILIHHTE BEMIECTBA, BiXK. T. 0.1,

3. JIEKAPCTBEHA ®0OPMA

[Ipax 3a nepopaicH pa3TBop.
BuumieH By - Oa1 mam nouTu 051 mpax ¢ UMTPYCOB apoMar.

4. KIWHHUYHHU JAHHH
4.1  TepaneBTHUHM HOKA3AHUA

TTpoAYKTBT € MOKA3aH 3a KPATKOCPOMHO CHMIITOMATHYHO JICYCHHKE Ha (hebpuanTet, rnapobomme,
BOJIKH B FbPJIOTO M HA3AIHA KOHICCTHS, MYCKYIHH 00KH, OTMAAHAIOCT NPH NPOCTYAHK 3a001ABaHMA,
TPHIT H APYTH OCTPH BUPYCHH HHPEKIMK.

4.2 Jlo3MpoBKa ¥ HAYMH HA NPHIGKEHNE

[TpenopwsuBana AHEBHA 103A:

Heua mexcay 6 1 12 rogHmsa Bb3pact

3-4 meTH IHEBHO 1O €IHO Calle npe3 uHTepsan ot 4-6 vaca.

He tpsbea 1a Gbjc npeBMInaBaHa MakCHMaTHaTa AHEBHA ja03a ot 1.8 g mapaucramon (6 caumera), a
MHTCPBATBLT MEKIY OTACTHHTE NpHeMH He TpabBa aa Obae no-mamek o 4 vaca.

MaxcuManHaTa NpoIb/BKHTEIHOCT Ha IEYeHHETO O3 KOHCYNTauua ¢ aekap ¢ 3 (TpH) AHH.

[TauueHTH ¢ 6BOPCYHA HEAOCTATHLYHOCT
[Mpu naumeHTH ¢ TeKKa OLOPEYHA HEIOCTATBYHOCT HHTCPBAIbT MCIKIY MPHEMHTE HE TpabBa aa 6b1e
Nno-Marbk OT 8 yaca.

Jeua moa 6 roaHHU

MpoayKTBT HE € MOAXO/IAN 3a MPHICKECHHE MPH ACUA < 6 FOAWHH, OCBEH AKO HE € npemy —
H3PHYHO OT JIeKap. pEHLAA /;0\
I 0N
£ Ty \
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Hauuu Ha mpuaokenne
ChOspKUMOTO HZ €IHO Calle C¢ pasTBaps B AOCTATLUHO KOMHueCTBO ropema (100 ml) soma m ce
pa36wpKBa 100pe 00 NONYYABAHC HA XOMOI'CHCH PA3TBOP.

4,3 TIlporuBomokazanus

CBpBXYYBCTBHTETHOCT KbM AKTHBHHTE UNIH HAKOH OT MOMOIIHHTE BEILCCTBA;
Heua mon 6 rogmusa Be3pacT;

YeproapotHa HEAOCTATEYHOCT,

BrcokocTeneHna aprepHansg XMICPTOHMI,

HekoMOEHCHPAH XANCPTHPEOHIN3BM;

Enpospemener mpreM ¢ MAQO-uHXHOHTOpH.

4.4  Cnenmaanu NPeAynpexIeHns i NPEAa3HH MEPKH NPy ynorTpeda

C ornes npeaoTBpaTABAHE Ha MPEIO3HPAHE 110 BPEME Ha JeYeHHETO HE TPAGBa a Ce MpHeMar JpyTH
NPOAYKTH, ChAbPKAIIH DapaweTamon. [Ipu geua, npremamu npu neuctmero ¢ Fpunexc Xort 3a Aeta
30 mg/kg/aHEBHO MAapaLeTaMO, KOMOHHALMATA C APYT AHTHITHPETHK, ChIbIKALL MAPAUCTAMON HE CE
NpenopLysa.

B cayuadTe, KOraTo He Ce MOCTHIA O4AKBAHHA TepaneBTHYEH epekT B chobpaxenue Tpalpa 1a Buese
H3NOIIBAHETO H HA JPYT AHTHITHPETHE,

TIpoayKTHT CC MPHIATA C BHAMAHKE NPH ANUeHTH ¢ De0pednn 3abonasanus winm Os0peana
HEJOCTATBYHOCT. [IpH peNoBHO MPHEMAHE HA AHAJNTCTHIM H AHTHITHPETHLH, 0COBCHO TAKHBA
ChABDKAIIM PASTHYHH NEKAPCTBEHHM KOMOHHALMH, MOMKE 1A HACTHIM AHANTCTHYHA HE(POOATHA, B
HAKOH CIY44H A0 pa3BHTHE Ha ObGPCUHa HEAOCTATHYHOCT.

[Ipu npHeMaHe Ha rONEMA J03K NApaLETaMOoT 33 NPOIBILKHTCICH NEPHO OT BPEME, 0COGCHO TIPH
auna, ynotpeSaBanii PeSOBHO ANKOXOM, TPAOBa 13 ce MMa MPEABHA PHCKA OT YBPEKAAHE HA YEPHAS
apob.

Hopaau ceappikanueTto Ha QenmmedpH B CHCTaBa Ha MpOAYKTA, TOH ClEABa 1 ¢€ NMpHiara ¢
0coDEHO BHMMAHHE ITPH OONHH:

- CBC CHPACHHO-CBAOBH 3a00MABAHIA (0COOEHO NPH MAUMEHTH ¢ apPTEPHAIHA XHICPTOHHA),

- € XHIICPTHPSOHIHIBM,

- npHeManu B nocneHnTe 14 pun MAQ-unxubutopu.

HeaocTaThususT 11 IHIICBAI TepancBTHYEH eEKT (IEPCHCTHPAHE HA BHCOKATA TEMNEpATYpa mno-
ABITO OT 3 AHH M HA APYTHFE CHMITTOMM NI0BCUE OT 5 AHM) Hanara ofchKIaHe Ha NPOSEIDKABaHETO Ha
JICYSHHETO C NPOAYKTA HIH HCTOBOTO NPEKPATABAHE.

Tosa nexapcTBO Chabpxa Manuton Moxe aa uma ciabo wipaieno craGurenuo neHcTEMe,

Tora nexapcTso CEOBPXKa no-manko ot 1 mmol Hatpuii (23 mg) Ha came, T.€. MOXKE Ja CE KaKe, Y€
MPAKTHYECKH HE CBIBPKA HATPHH.

4.5  BiaumonedcTBue ¢ APYrH MEKAPCTBEHN NPOAYKTH # aApyTH GOPMH HA BIAHMOICHCTEHE
MeTokntonpaMua ¥ AOMIIEPH/IOH YBEAHYABAT PC3OPOLMATA H MAPALETAMOYL

XOIeCTHpAMHH HAMAIBA HECTOBATA Pe30POLIHA, MOPaIH KOETO MEKAY IPHEMHUTE € HEOBXOZUM
HHTEPBAN OT MoHe | uac,




Perobapburan ¥ Apyrn HHAYKTOPH HA YePHOAPOOHUTE MeTa00MBHPAIH SH3HMHM ((ICHHTOHH,
kapGamMaseruy, pruhaMnviiug) B HAYATOTO MOraT Ja sacuiat edexrute Ha napaneraMon Bepxy [IHC,
HO ClIE] TOBA. YPE3 CH3HMHA HHAYKITHA 1 YBENHYAT METabOMM3HPAHETO MY, A4 NOHIDKAT
AHANTE€THIHATA MY AKTHBHOCT M A2 YCHIIAT HEFOBATA XETATOTOKCHIHOCT.

TapaneTamMon YCHIBA ASHCTEHETO HA KyMAPMHOBHTE aHTHKOAry1aHTH (Baphapu) op
NMPOTHLIKHTEITHO NPHIIMKEHHE,

OpanHHTE KOHTPALENTHBHH CpeacTea oTcnabrar edreKTHTC HA NapaneTaMoN Ype3 HHIYLHpaHe Ha
HEFOBHS MeTaOOIIIEM.

HI{MGT HAHH HAMAIIBA TOKCHYHOCTTA H 3ACHIBA aHAJINCTHYMHHA e(iJEKT Ha IApalcTaMol.

[lapaneTaMon yBenu4asa ni1a3MEHHTC KOHUCHTPAHH HA XTOPAM(EHHKON H MOXKE Ja JOBEAE 10
VYBEIHYEH PHCK OT MHEIOTOKCHHH c(BCKTH.

EHOBpEMEHHO NPHIOKEHHME HA HapaLeTaMo ¢ aIKOX0NI H APYTH XelaTOTOKCHYHH CPEACTRA
MOBHILIABA PHCKA OT YSPHOIPOOHO YEPOKIAHE.

IIpunaraHeTo Ha NApaNETaMo] MOMKE 13 MOBTHAE PE3YATATHTE OT TECTOBETE 34 ONPEJE/IAHE Ha
ITHKOHA KHCEIMHA 1o MeToAa Ha (pocpo-BonmppamoBa KHCCIMHA, KAKTO M TECTA 3a ONPEACIAHE HA
TMOKO33a B KPBBTA MO IMOKO30-OKCHAA3HO- IEPOKCHIAZHHA METO.

IipoayxrsT ke Tpadea ga ce komGuHupa ¢ MAO-HHXHOHTOPH HIH TPHLIMKIIHYHH AHTHASTIPECAHTH,
TBH KATO TOBA MOKE A4 JOBCAE N0 KHBOTO3ACTPAILABALLQ IOBHIICHHE HA KPLBHOTO HAMTAHE BHB
BPE3KA CBC ChABDMANEN ¢ B KOMOHHAUMATA (ermedpu.

E mnospemMeHHOTO mprackeHHe ¢ [3-0M0KepH H AHTHXUNEPTEH3MBHH CPEACTEA MOXKE [ HAMATH
TEXHHH TEPANCBTHYEH eeKT 3apalu ChIbPKAHHETO HA GeredpuH.

Acmopﬁnnmsara KHCENHHA, IPHETAa CAHOBPEMCHHO ¢ aUCTHACATHUHIOBA KHCCIHHA, BOIH 0O
YBCIIHYABAHE IIIA3MCHHTC HHBA HA CATHITHIIATHTS H 3aCH/IBAHC HA TCXHHTE 8(1')6]('1'141.

4,6 DeprnaureT, GPEMEHHOCT H KEPMEHE

[IpoayKTeT ¢ NpegHA3HAYECH 33 MPHIGKEHHE B ASTCKATA EB3PACT, HO B CIy4ail, 4e ce ApHeMa ot
BBIPACTHH € HEODXOAMMO A2 CC MMA NMPEABHMA CACAHATA HHPOPMALHA:

3HAYHMTEMHO KOMMYSCTBO AAHHH NPH OPEMEHHH MEHN HE NMOKA3BAT HMTO MaIpopMaTHBHa, HUTO
theTo/HeoHaTanHa TOKCHUHOCT. PE3yATaTHTE OT SNMAEMHOIOTHYHHTE IPOYYBAHHA BBPXY
HEBPOIOTHYHOTO PA3BHTHE HA ACUA ¢ EKCTIOHIHS HA MAPALETAMON in ulero ca HeyOeguTeHH. AXO e
HeOOXOAHMO OT KIHHHYHA TICAHA TOYKA, IAPALCTAMOM MOXKE A3 ce TIPHIATA MO BPEME Ha
DpeMEeHHOCT, HO TPAOBA Ja C& MAMION3Ba Haii-HucxaTa e)CKTHBHA J02a 38 Bh3MOKHO HAR-KPaTKO
BPEME M ¢ BBIMOKHO Hal-HUCKATA YCCTOTA,

BKIHOUEHUTE B CLCTABA HA KOMOUHALHATA AKTHBHU BEILCCTBA CE HIMBYBAT ¢ MATMHHOTO MILIKO.
IIpoayKTsT MOME A2 CE NMPHIATA [0 BPEME HA KbPMEHE SAHHCTBEHO CICH JEKAPCKO HAZHAMEHHE.

4.7 Eddexm Bbpxy cniocofHOCTTA 32 IO(pHUpaHe ¥ patoTa ¢ MAREHHY
Hsma nanuu 32 HeGnaronpuaTHH eekTH BBPXY ¢noco0HOCTTa 12 modupane H paboTa ¢ MALMHH.
4.8 HexenaHm jIeKAPCTBEHM PEAKUHH

Morar aa ¢e HaGMOJABAT CIIEJHHTE HEXETAHH PEAKLMH, PA3IIPEISNEHH O CHCTEMH H YECTOTA:
MHOLO YecTH (21/10), uectu (21/100 1o <1/10), newectn (=1/1 000 10 <1/100), pejkn (=1




Ao <1/1 60Q); muoro peaxn (<1/1 000), ¢ HeM3BECTHA YECTOTA (OT HAINMMHHTE JAHHH HE MOMKE I3
Ov.ne HampaBeHa OUEHKA):

Mapaneramon

Hapyieuns va xpnera u mamdHaTa chcrema
Muoro peaxy —TpoMOOIMTONEHAL

Hapyuienns oa ¥MyHHATA CHCTEMA

Mruoro peaxH — aHa(HAAKCHA, KOMHH PSAKLHH HA CBPBXYYBCTBHTENHOCT, BEJ. OOPHB, aHTHOSAEMA,
curapom Ha Stevens Johnson

Pecrmparopsy, TPEAHH H MEIWACTHHAIIHY HADYIICHHA
Muoro peakn — OpOHXOCHASHM MPH NALHEHTH YYBCTBHTEIHM KbM ALCTHICANMIFLIOBA KHCENHHA H
HIBC

Xenaro-OunuapHu HapymeHus
Mmuoro peaku — HapyeHus BbB (yHKUHATA Ha yepHuA Apob

GennaedpuHOB XAPOXIOPIT

IcHxH M HAPYIIEHHA
MHuoro peaKu — HEpBHOCT

Hapymrenns Ha HepeHaTta cucrema
MHmoro penxu —rnasoGonne, 3aMaiBaHe, 6e3¢EHHE

ChpAeyHH HAPYLICHHA
MHoro peaxu — XMICPTOHHA, TAXMKADTHA, TTATNHTALIH,

HapymeHus sa koxkata H NOAKOKHATA TEKAH
MHoro peaxs — anepruvHH peaxund (00pHB, YPTHKapHA, aNepruycH AePMATHT)

CroManiHo-4YpesHu HApYIUCHUA
Msioro penxu - raaeHe, NOBPLINAHE

Hapynienus na 636peumre ¥ NHKOMHHTE ITHTHING
MHuOro pesike — AM3YpHA H 3aABPIKAHE HA YPHHA. Moke 13 ce HAGMOMABA TIO-YECTO NPH MALHEHTH
ChC 3a0011BAHNA HA MIHKOYHHA MEXYP HIH NPOCTATHA XunepTpodus

HapynieHws va ouste
Muoro peaxs — MuapHasa, 06ocIpsAHE HA CHMIITOMMTE HAa IIAYKOMA

CrobIuasane qa nNoa03MpaHH HEKETAHH PeaKiHy

Cpo0masaHeTo Ha MOAO3HPAHH HEKCEIAHH PCAKLIMHE CIE/ Pa3pemiapaHe 3a YoTpeba Ha ACKAPCTBEHHS
MPOAYKT € Baxkno. ToBa No3B0A%Ba Aa NPOXEIKA HAOMIOASHMETO HA ChOTHOIICHHETO MTOM3A/PHCK 32
JIEKAPCTBCHHA TPOAYKT. OT MEIHIHHCKHUTE CTIELHATHCTH C& H3HCKBA A3 ChoOWABaT BCAKa
NOZ03HPAHA HEKEIAHA PeakUM Ypes:

HimpaHuTeNnHa ar¢HIMA IO ACKapCcTBaTa
v Jamau Ipyes” Ne 8

1303 Codns

Ten.: +359 2 8903417

yebeaiir, www bda.bp




4.9 Ilpegoiupane

TpossuTe Ha Npeao3Hpanc O0HKHOBEHO ¢4 FAJEHE, OBPBINAHE, AHOPEKCHS, BICAHOCT, KOPEMHH
GONKH, H3NOTAREHE H CBHIMBOCT, TAXHKAPANA, MOBHIIABAHE HA APTEPHANHOTO HATATAHE, NBABAILM CC
Hail-uecTo B bpeHTE 24 yaca,

IIpuem®T Ha mapaueTaMolI B KOMMMECTBO HaA 10 g Boau g0 4epHOAPOGHA UMTONH3A, KOATO YECTO
MPEMUHABA B TOTAAHA M HEOOPATHMA HEXPO3a BOAEIUA JO XCNATOLEIYIAPHA HHCY (PHLICHIHA,
meTalonnTHa a1MAe3a ¥ eHnedanonarys, ¢ IOCICABAmA KoMa H cMEPT. [loBMIIAaBaT CE HHMBATA HA
UCPHOAPOOHUTE TPAHCAMHHASH, TAKTATACXHAPOreHATHTE, OHIHPYOHHBT, MOHIDKABA C¢
poTpoMOHMHOBOTO BpeMe. TE3H NPOMEHH HACTBHIBAT OTHOCHTEIHO KboHo (12 1o 48 uaca) cnen
MpHEMa.

Habmonasanu ¢a MHTOKCHKALMH IPH BL3PACTHH ¥ NO-YECTO MPH ACUA (TEPANCBTHYHO TIPEA0IHpaHE
MM MHUMICHTH 11O HCBHHMAHME), KOHTO B HAKOH CIIy4ad morat Aa O0baaT (paranum.

JlevereTo ¢¢ M3BLPINBA B MEIMIIMHCKO 3aBencHHe, Heobxoaumo ¢ BieMane Ha kphBHH Ipo6H 3a
OMPEAEAHE IJIASMCHOTO HUBO HA NapaleTaMol, MPeAU3BHKBA c€ OBbP30 CTOMAIIHO M3PA3BANE,
BEHO3HO HJIH FICPOPANKO CE BBBEHK I3 AHTHAOT — N-aUE THILMCTCHH, AKO € Bb3MOxHO IpexH 10™ yac
ot npuema. [Ipunara ce ¥ APYro NOAXOAALIO CHMITTOMATHYHO JTCUCHUE,

5.  ®APMAKOJIOTHUYHH CBOJCTBA
5.1 dapmMakoIMHaMMMHH CBOICTBA

P apMaKo-TePANECBTUHA TPYNA: AHANTeTHLH-AHTHITHPETHLM, AHITWIH, KOMOHHALMH H2
napaueramon, ATC kon— NO2 BE 51

I'puneke Xot 3a Jena npeacrasnisa GUKCHPAHA ICKAPCTESHA KOMOHHALMS, KOATO ChALPIKA
napaucTamMos, PeHrnePPHHOB XHAPOXIOPHE H ACKOPOHHOBA KHCCIHHA,

[TapangTaMon NpHYCKABA AHANTCTHYHO H AHTHIMPETHYHO ACHCTBHE M B TIO-BHCOKHM JO3H OKA3Ba H
H3BECTHO NPOTHBOBRINANHTENHO AckicTene. Okasea uegHTpanex u nepudiepeH ananreTi4eH chekr,
¢THOBPEMCHHO C TOBA NOBHIIABA GonKoBHA Npar. IIpHTexasa MHOTO CIaf0 NPOTHBOBE3MAIUTETHO
ACHCTBHE, KaTO MHXHOMPA NPOCTATIAHAMHOBATA CHHTETA3d H GIOKHPA 6paTHKHH-1YBCTB HTCTHHTE
PEUETITOPH. AHTUIIMPETHYHMAT MY €(CKT C& PCaNHMIHpa U B PE3Y/ITAaT Ha Bh3ACHCTEHE BHPXY
XHOOTATAMHYHHTE HEHTPOBE, PEryIHpalH TeMnepatypata. [lpeanonara ce, 4e¢ no-CHIHO CE
HHXHOMPAT EH3UMHTE, NOBIHABALIH HONKATA H TEMNCPATYPATA B LCHTPATHATA HEPBHA CHCTEMA, A To-
c1a60 - Te3H OT NepufiepHATA, ¢ KOETO ¢¢ 0DACHABA HEFOBOTO NO-CNA60 IPOTHROBBINATHTCIHO
nehcTBHE.

CHMIaTHKOMIMETHKBT (eHIUICGPHEOB XHIPOXAOPH € O -CENEKTHBEH arOHHCT, AKTHBUDA BbB
BHCOKH KOHUEHTPAUMH M B-aIpEHEpTHYHKTE PeUSnTOPH. Boan 10 apTepHa Ha Ba30KOHCTPHKIR,
H3M013Ba ¢ OCHOBHO KATO HA3ANCH ACKOHIECTaHT. Tol HaMangBa HANANHATA KOHTCCTHN, MPHIHHCHA
OT HOBHIUEHOTC KPhBOCHAGAABAHE HA HOCHATA JIMraBHUA NPH NPOCTYAA H TPHIL

ACKOPOHHOBATA KHCEIMHA MOHIHKABA KAMUWIAPHI NEPMCAGHIHTCT, MOAOOPABA KIETHUHIA
McTabonu3bM, OKa3Ba AHTHOKCHAAHTHO B ODILOYKPENBAIO OPTaHH3MA AcHCTBHE.

5.2  PapMakOKMHETHYHH CBOICTBA

TlapaueTamos ce pe3opbupa GBP30 H MBLIHO B CTOMAIIHO-YPEBHMA TPAKT, JOCTHIARKH MAKCHMAIHH
TLIA3MEHH KOHLEHTPaLMH Mexay 30 1 60 nun. IInasmeHusT NOXyHBOT MPH JS11A H BH3PACTHH &
cpenHo 2 yaca. Ipu nepopanen mpuem Ha 500 mg HeropaTa CHCTEMHa OHOHATHUYHOCT € 70%.
Pasnpesgent ce BbB BCHHKM GHONOMHYHM TEMHOCTH H ThKAHH H B OKOTO 25% ce CBBP3Ba C IUIA3MEHMTE
nporennn. Komorupa ce B uepHis JpoS H c¢ eKCKPETHPA REMPOMEHEH B 0K00 3% 3a nepuog or 24
yaca. Komtornpa ce zo cynari n rrokoponasn merabomurs. OrpaHHueH OKCHIATHBEH ITbT upes.
wiroxpom P-450 okcHAA3HA SH3HMHA CHCTEMA ChC CMECEHH (DYHKUIHH GOpPMMpA SAHH peaKTH -
MOTEHLHATHO TOKCHYEH MEKIHHCH MeTabonHMT N-aUeTHi--0CH30KBMHOHEMHH.




Br6peyunara ekCkpeLs € rIABHO Ypes riomMepyaHa (rITpauuy CbC 3HAUHTEIHA TyOynHa
peabcopOima. [IpeMHHaBa Npes MIALEHTATA H €& H3TBYBA B MAHYHHOTO MIIAKO.

Qermedpun ce pezopSupa GBP30 H IBAHO B raCTPO-HHTSCTHHATHHSE TPAKT CJIE], IEPOPAHO
TIPHITOKEHHE. l'[o;mara CE€ HA CKCTCHIHMBEH NPCCHCTCMEH MeTaboILM B YpPCBHATA CTCHA. C.IIEI[
NEPOPAIHO NPHICKEHHE, MAKCHMATHH [Ia3MEHH KOHUSHTPAIMH ce focTHraT Mexay 1™ u 27 wac
crned npueMa. flenerpaimara B uepebpO-CIHHATHATA TEMHOCT, MO3LKAE H MAHMHHOTO MILIKO &
munpManHa. Permnedpun He nmpeMunasa npes wianeHtara. MetabommsHpa ce eKCTCH3MBHO B
YPEBHATA CTCHE H OCHOBHO B 4ePHHA Ap00. OCHOBHHTE METHILA HA MeTabOMHIBEM ca CYIdypHPAHETO
H raoKyporupaseto. Exckperipa ce upe3 ypHHATa OCHOBHO mox opMara Ha MeTabOJMTH H B MANTKa
CTENEH B HEMPOMEHEH BHA,

AckopOrHOBATA KiceTHHa ce pe3opOupa ObP30 W MBJIHO B FACTPO-HHTECTHHANHHA TPAKT H IO
CNEUHATHO B ThHKHTE 4EPBA IOCPEACTBOM KHCIIOPO-M3HCKBAMI TPAHCTIOPTCH MEXAHHIBM.,
Pasnpenens ce HHTSH3MBHO B TCHHOCTHTC H ThKAHHTE Ha OPTAHH3MA, KAKTO BHIPEKIETHYHO, TAKA H
HIBBHKNETHYHO. Hali-BHCOKH KOHUCHTPALME A YCTAHOBEHH B HAA0BOPEYHHTE HKIICIH, PETHHATA,
xunodzara, a Hait-Huciw B G6peunte # Myckyanata TekaH. MeraGonuiupa ce nocpeacTBoM
OKHCNIEHHC [0 AeXHAPOackOpOHHOBA KHCCIHHA, KOATO BIIOCACACTBHE NPETLPIIABA JONBIHHTEIHA
OuoTpaHchopManIA 10 OKCANOBA M TPEOHOBA kHcenHHa. HeMeTaGOMM3MPaHHUTE KOHMECTBA OT
NpUETaTa 4033 aCKopOHHOBA KHCETHHA, KAKTO H METAOONMTHTE, BKT. OKCAIATHTE, DaBHO C&
CKCKPCTHPAT HpPC3 YPHHATA.

5.3 HpeakaunMyMHA NAHHM 34 GelonacHocT

CroitHoctuTe Ha LDs) npn pasmHy BLAOBE EKCIIEPHMEHTATHH KHBOTHH IIPH PA3IHYHH TbTHIIA HA
BBEBCKIAHE 32 OTACTHHTE ICKAPCTBCHH BEILECTRA CA KAKTO CACABA;
Tlapaueramon

LDso 3a MHIIKH (MBKKEH) TpHIOKEHHS per 08 — 1212 mp/ke (851+1727)
LDsg 3a Munnxs (cHCKH) mpuaoxkeHuHe per os — 945 mg/kg (622 + 1435)
L5, 3a mirkxoBe (MBIKKH M KEHCKH) MpUImkeHue per 0s — > 4000 mg/kg
Denunedpun

LDsp 38 MaIIKH (MBAKH H JKEHCKH) TPHIMKEHHE per 05 — 120 mg/kg
LD 38 IurbX0BE (MBKKH H )KEHCKH) MpHAMKeHHe per 05 — 350 mg/kg
AcxopOMHOBa KIICETHHA

LDsq 32 MMINKH (MBXKER W KEHCKH) IPHIMKEHUE per os — 3367 mg/kg
LDy, 3a b XoBe (MbIKKH H 3KEHCKH) npaamkeaue per 0s — 11 900 mg/kg

Hsama maHHH 32 NOTEHLHPAHS HA TOKCHMHOCTTA HA ICKAPCTECHHTE BCLICCTEA MPH CIHOBPEMEHHO
TPRIAOKEHHE.

ITpunomeH B NO-BHCOKH AO3H H 33 NO-IPOABJDKHTCICH NCPHOX OT BPSME, TIAPALCTAMO NPEIM3BHKEA
yepHOIPOGHA LeHTPOROOYIapHA HEKPO3a ¥ OLOpEe HA KOPTHKAIHA HEKPO3A NMPY CKCIIEPUMEHTATHH
JKHBOTHH. Y CTAHOBCHA € 3HAYMTENHA BHIOBA PA3IHKA B TOKCHYHIA e(DeKT Ha MapaleTaMol B T2
KOPETHPA ¢ HUBOTO Ha onpenencHy Gopmu Ha uuroxpom P-450. JiuncsaT KOHBEHIHOHATHH
NPOYYBAHMA, H3NON2BAILH NPHETHTE MOHACTOAIEM CTAHAAPTH 34 OLICHKA HA PENPOJYKTHBHA
TOKCHYHOCT W TOKCHYHOCT 32 PA3BUTHETO.

B yciaoBuATa Ha MHOTOKPATHO AO3MPAHE IPH MHIUKH H IIBX0EC (peHuehpHH BOAM 10 HAKOH
HIMCHCHHA B MAPEHAMMHHTE OPTAHH HA ONUTHHTE XKHBOTHM — MIPOMEHH B TETJIOTO HA CHPLETO H
HaA0BOPEYHKTE AIe3H, TpaliHa MHO3a, B HAKOH CIIYYAH A0 PA3BMTHE HA TYMOPH B 8ADEHATHHA
KOPTEKE,

AcCKOpGHHOBATA KHCEIHHA TPHIMKEHA B PEXHM HA MHOTOKPATHO JO3HPAHE MPH SKCICPHRMEHTAHH
AHUBOTHH (MHIIKH, ILTEXOBC) NMPEHIBAKBA OCHOBHO IIPOMEHH B OOMAHATA Ha BEILIECTBATA,

X



H3PAMMBAIIH C¢ B CH3MMHA MHXHOMIHA MM CH3HMHA HHIYKLHA, 3ary0a Ha TErIo HIH HETATHBHA
KPHMBZ Ha TETCCHUS TIPHPACT HAa EKCTIEPHMEHTATHHTE JKHBOTHIL

Pesynrarute or ILATOCPOUHH MICICABAHHA 33 OLICHABAHC HA KAHUCPOTCHHHA IIOTCHIINAN HA
napaueTaMo, GeHHICHPHH H acKopOMHOBA KHCEIMHA COUaT, Y¢ BCHICCTBATA HAMAT KAHICPOTEHHA
AKTHBHOCT,

Hama panum 32 HeORArOmpHATHO NOBIHABAHE HA PEPTHINTETA U PENPOAYKTHBHHTE CNIOCOGHOCTH NPH
OITHTHH KHBOTHH OT NapALETAMON H ACKOPOMHOBA KHCETHHA,

6. PAPMALIEBTHYHH JAHHH
6.1 Cnucbk A NOMOIMHATE BEILECTBA

Mammton
JIuMOHCHA KUCEIKHA
Harpues uutpar

Kanumer rmokoHaT

3axapuH HaTpHit

Harpues uuxnamar

Cunnupes [HOKCHA, KOTOHAEH B¢3BOIEH
ApoMaTH Ha NOPTOKAT M ATOJ2

6.2 HecbBMECTHMOCTH

He e npunoxmMo.

6.3 Cpok Ha roaHoCT

3 (Tpu) rogHHM.

6.4 Cnenuannm yCn0BHA HA ChHXPaHEHME
Hpn remmneparypa mog 25°C.

6.5 Bua N CHILPKAHUE HA MIAKORKATA

Hpax 3a nepopanes pa3teop 2.5 g B Calue OT XaPTH1/AJTy MHHUEH/TIOTHETHIEH.
Emra omaxoska cbabpika 6, 10 wm 12 6pos camera.

6.6 CrhelnaiHN HPCINATHH MCPKH NPH WIXEBPJIAHE 1 PAGOTA

Hsma criemmanHy H3HCKBAHUA.

7. HPHUATEXATEJ HA PAIPEHIEHHETO 3A YIIOTPEBA
US Pharmacia Sp.z 0.0

ul. Ziebicka 40,

50-507 Wroclaw, [Tomua

8. HOMEP HA PASPEHIEHHMETO 3A YIIOTPEEA

Per. Ne 20110721
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9.  JATA HA IbPBO PAIPEHIABAHE / OJAHOBABAHE HA PATPEIIIEHUETO 3A
YIIOTPEBA

08.12.2011 r.
15.022017 1,

10. JTATA HA AKTYAJIR3HPAHE HA TEKCTA

12/2020
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