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Kparka XapaKkTepHCTHKA HA MPOAYKTA

1. Tuproeexko uMe Ha JeKAPCTBEHUS NPOAYKT

Cefasel® 100pg - [ledacen 100pg

2. KonuuecrseH H KauyecTBeH ChCTAB

1 g (=1,02 ml) cbabpxat:
Jexapcmeeno seiyecmso. Sodium selenite pentahydrate 0,1 mg

3. Jiexkapcreena gopaa
Kanky riepopantu. pasTsop.

4, Kanuudnn JaHHE

4.1 Iloxazauus
INpu aoxasan AeULMT HA CENeH, KOHTO HE MOKE A3 Obe KOMMEHCHPAaH YPe3 NOAXOAs,
xpaHuTeneH peskum. Cenenos IepUUUT MOXKE Aa HACTHAM NIPH CIyHau Ha HApYLIEHK B
xpaneHero 1 aGecopbumara (npu 3a00MsBAHNS HA XPAHOCMURATENHIA TPAKT —
naxkpeatyT, Gonect Ha KpoH, yALEPO3eH KOMUT, KakTo U NpH ouOpeyna
HEJOCTATBYHOCT) MY TIPY HEMPABHIIHO 1 HEAOCTATHYHO XpaHeHe (M3UAN0 NapeHTEpaHo
XPAHEHE ¥ XeMOAMANH3a).

4.2 JlosupoBka u HAYHH HA yRoTpeda
AKO HE € NPEeANKHCaHO APYro, Bb3PACTHH Npuemat no 30 kanku 3 mbTy AHERHO. ToBa
orropaps Ha cpefcH AHeseH rmpueM ot 100 pg cenex. Tasy A03UpOBKa MOXKE 21a Obie
ROBHLUIEHa 3a KPaThK Nepros Ao 50 Kanky 5 bTH AHEBHO (OTropaps Ha NpUOMU3UTENHO
270 ug cenen).
Kankute Cefasel® 100pg morar a ce npuemMaT HepaspeieHn Min Paspe/ieH ¢ BONA.
TIpOABIHKHTENHOCTTA HA JIEUSHUETO & HEOTPaHUUeHa.

4.3 Ilporuponorazasusa
WHTOKCHKALMH ChC ceneH. AnkoxonHa boject, JOpH KaTo NpeaucTopus.
Ha He ce mpunara npy Aela nof 12 roausu.

4.4 CnengHaJny NPOTHBOMOKA32HAA H COCIHAIHH NPeAYNPERACHHA 32
ynotpeba.
Cefasel® 100pug Drops cbabpxar 18,5 obemun % eTanos.

4.5 JlexapcTBend H APYTH B3aHMONEHCTBHA
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4.6 BpeMeHHOCT H KbPMeHe
AKO ce rpHeMa KakTo € YKa3aHo, HAMa CrieLHalHy IPOTHBOIOKA3aH s npH OpemMeHHOCT
M KbpPMEHE.

4.7 EdexT BLPXy cnocoGHOCTTA 32 WOpHpaHe B padoTa ¢ MAlIHHK
Hama.

4.8 HexenaHH JeKapcTBEHH peaKUHH
Hsama W3BeCTHY HexeNanu AekapcTeern edieKTH npy ynoTpeda KakTo € yKazaHo.
ChluecTBYBa BH3MOMCHOCT 32 Pa3sBHTHE HA CBPBXUYBCTBATENHOCT KbM HAKOA OT
CLCTABKUTE Ha NMPOAYKTA.

4,9 Ilpeposupane
OcTpa ceneriosa MHTOKCHKALMSA NPH X0pa Ce ONIUCBA PATKO. Tipu3Hany Ha 0CTpO
Npeo3Hupane ca AbX ¢ MUPH3MA Haniono0sBalla YeChH, yMOPAEMOCT, raacHe, IMapus 1
KopemHa donxa.

5. MapMakoJOTHYHH AaHHH
5.1 dapMakoAMHAMMYHM CBOHCTBA
Dapiaxomepaneshuuiia zpvia; CeneHoB AeULAT.

Cenen e OCHOBEH MHKPOENIEMEHT M € ChILECTBEHA ChCTaBHA YACT Ha €H3UMa MIYTaTHOH-
nepokcuaasa u ceneHos nipoTent P. W B AgaTa npoTeunna cenen € NpoTeHHO-CRBP3AH 10N
dopmara Ha aMUHOKUCENHUHA CEeACHLIMCTEHH.

ChAbpIKAILATA CElleH MyTATHOH-TIEPOKCHIA3a € HacT OT aHTHOKCHAATHBHATA
MPOTEKTHBHA CHCTEMA Ha KNeTKata. B npucheTBUETO HA AOCTATHUHO cyberpar, T. €.
pemyLMpat IyTATHOH, MMYTATHOH-NEPOKCHAa3aTa NPEBPHLUA MHOTO pasiutHi
XMAPONEPOKCHAN B CbOTBETHY AKOXOMH. B KNEThYHU 1 CyOKNEeTbYHY CUCTEMH, UH
BUTPO € NOKA32HO, Y& LANIOCTTa HA KNEThYHHNTE 4 CYOKRETBUHUTE meMOpaH| 3aBUCH OT
eeKTHBHOCTTA Ha [IYTaTHOH-NEPOKCHAA3HATA CUCTEMA. Cenen, KaTo CbCTaBKa Ha
CAYTATHOH-TIEPOKCHA3ATA, MOYE la HAMAJTK CTEeNCHTa Ha NUANHA epoKCHIaLHA H
nocieasaute MeMOpasHu yBpEKAAHHS.

[ RyTATHOH-NIEPOKCHAA3aTA NOBANsABA METab0/M3Ma Ha TpomMGOKCaH H MPOCTALMKIHH.

CeneHOBUAT AeULUT Ce AbMKH HA HAMATICHO ChIBPIKAHUE HA CENEH B XPaHaTa. Ocgen
npy HeGanaHCKHPaHO XpaueHe Moxe 1a ce HabniojaBa U B pesysiTar Ha 3a60JABaHUS HA
XpaHOCMUTATENHATA cucTena (T. €. MaHKpeaTuT, 6onect Ha KpoH, ynLeposeH KOJIUT) HAK
GhOpeuHa HeJOCTATHHHOCT. KAKTO ¥ IPH W3LAMNO IAPSHTEPaNHO XpaHeHe H XeMOAHan13a.
JlaTeHTeH celieHOB AehULMT UECTO HACTBIIBA TPH NPENIEBPEMEHHO POJECHHU. OpeMEHHH
W KbpMELIM. BH3PACTHI i ankoxonuly, TexKure MeTaiy MOTaT Aa MPUMKHHAT CENeHOB
JedyUHT HHAMPEKTHO, YPes HAMansBaHe KOMMYECTBOTO HANKIeH CelleH.

CeneHoBUAT HGQJHHHT NOBAHABA HMYHHHTE peakuuH, no-crneuanio HGCHBUJ/ICI}I/IL{HMTG,
KNeTBYHO-CBbP3aHH H XyMOPaNHH peaKkutn. Oxaspa BIHSHUE BLPXY aKTHBHOCTTA Ha
HAKOH ‘{epHO,H,}JOﬁHPl SH3UMH, NOBJIKABA 6Jlal"()l'lpl/1$iTHO OKCHIOATUBHO H XMMHUYHO




KaTo jkuBaK ¥ kagmuil. OueHKa Ha enuAeMUONOrHYHH A2HHH MMOKA38a KOPEaauus MexIy
OHMKEHO KPbBHO-CEPYMHO HUBO HA CEJIEH K 110ABATa Ha ChpACUHO-CHI0BH
3aGonssanus (KapAuoOMHONAaTIA, apTepHOCKNEpO3a, MUOKapIeH NHPAPKT), KAKTO U
TyMOpHY 3a00J1BaHs (IPSAMMHO HA XPAHOCMMIIATERHHS TPAKT, MbPAATA W HEPHHA

apob).

5.2 MapMAKOKHHETHYHH CBOHCTRA
Tipy Nepopaise NPUIOKEHHE CEASHUT Ce Pe30piupa OCHOBHO B THHKUTE 4epea. B
KPbBTa Ceficl OCHOBHO ce abcopbupa OT EPUTPOLKUTHTE 1 CE pEAYLUpa SH3UMHO 10
cenen-xuapored. [lox Gopmara Ha cenen-X#APOreH ce CbXpaHsaBa 3a eKCKpETHPAHe Hilk
crieuu(UUHO BKAKOUBAHE B CEACHOBH MPOTEHHH.
VISAMILHUAT CENeH-XHAPOreH ce MeTabonu3upa Npe3 MeTHICENSHON ¥ AUMETHIICENICHUA
JI0 TPUMETHIICEASHOB HOH, KOWTO © OCHOBHMAT EKCKPET.

OBILOTO KOSHYECTBO Celel B YOBEILKOTO TAno e Mexay 4 u 20 mg. Ipu xopa cenet ce
OTAENs. B 3aBMCUMOCT OT A03aTa, upe3 Aedexauys, ¢ ypuHata Wil upes Genute Apodose.
Haii-nanpepn ceneH ce eKCKpeTHpa nioa, opmara Ha TPUCENIEHOB HOH U JpYrH
MeTaGONUTH YPEe3 YPUHATA 1 upe3 Aeherauus.

BuonanuyHocT:, AGcopbumaTa He ce perynupa xomeoctarnuso. Ta nocrira, B
3ABHCHMOCT OT KOHLIEHTPALSATA U CobITBTCTBALLMTE BellecTea, Mexay 44% u 89%,
nousikora nan 90%.

5.3 TipeaKIHHUYHH AaHHA 32 Ge30macHoCT
OcTpa TOKCHUHA 11032 HATPHEB CENIEHMT MPH PasIHIHH KUBOTUHCKH BUAOEE © 4 105
mg/kg TenecHo Terno.
BcnencTaMe Ha AHEBEH pueM ot 3200-6700 pg cenen ca HabioAaBaHY, KaTO KITMHAYHN
NPOSBN Ha €HAEMUYHO HACTLWIIA CENECHO3a, TOPAKESHHUA Ha KOCATa, 1YNAMBOCT Ha
HOKTHTE, NPOMEHY Ha KOXKaTa M HapyLleHHs Ha HEpBHATa CUCTEMA.

Tpn HaGMOKEHHMS BHPXY XPOHUIHA CeTleHOBA TOKCHUHOCT Ha XOpa € yCTaHoBeHa
MaxkcumaiHa GezonacHa JHesHa fo3a oT 350 ug cenex.

TpenknuHUUHATE JAHHH HE PA3KPHBAT Creuyanty PUCKOBE 38 X0pa, Ha fazara Ha
KOHBEHLIMOHANIHN NpoyuBaHus 3a GapmakoorsuHa 0e30facHOCT, TOKCHYHOCT MpH
HSKOJIKOKPATEH NPHEM, TeHOTOKCHUHOCT, KaHLEPOreHeH NOTEHLMAlN, TOKCHUHOCT 33
pEMpPOLYKTUBHOCTTA.

6. dapMaueBTHUHH AAHBL
6.1 ChichbX HA HOMOUIHHTE BelIeCcTBa ¥ TEXHHTE KOJM4ecTBa
Etanon 15% (m/m).

6.2 OIHKO-XHMHYHH HECHLBMECTHMOCTH
Hsama n3seCTHH.




6.3 Cpok Ha rogHoCcT
5 FOAHHH.

6.4 CneuyalHu YCJIOBHSA HAa CbXpaHEeHe
He ce M3MCKBAT CHIELHANHH YCIOBUA Ha ChXPaHSHHUE.

6.5 Jlanuu 3a 0NaKOBKATa
Kpbrau GyTHAKH ¢ Kanxomep - X 50; x 100 ml; xapToneHa KyTus.

6.6 Tlpenopbku npu ynopeba
Hsama criettdanty M3UCKBAHMA.

7. HMme 1 ajpec HA NIPUTEXKATEIs HA PA3PEHICHHETO 34 ynorpeda
Cefak KG

Ostbahnhofstr. 15

D-87437 Kempten, Germany

MeauuMHCKO NPeACTaBUTEACTEO B BLarapus:
Jinbpa AL

8. Perucrpanuonen HoMep B Perncrbpa mo ui. 28 o1 3JIAXM
9. Jlata H2 ILPBO pa3pemaBane 3a ynoTpeda Ha NeRapcTBeRns npoayKr

10. JlaTa HA YACTH4HA AKTYAJIH3ALHA HA TEKCTA




