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1. HME HA JEKAPCTBEHMA IIPOLYKT e aapGGruRa na npogya - T

KPATKA XAPAKTEPHCTHKA HA IIPOJIYKTA.. 7 110 IEKAPCTBATA

Capxenop 1 g/5 ml nepopanen pasrsop
Sargenor® 1 g/5 ml oral solution

2. KAYECTBEH H KOJIHYECTBEH CHCTAB

OGOBOOHUE NE orirerssrsessrr 20

(arginine aspartate) Kar0 akTHBHO BEIIECTEO.

3a MWIHUA CIIHCHK HA MOMOIIHHTE BELECTBA, BIDKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

- ITepopanen pasTBOp

4. KIHHHYHHA JIAHHH

4.1 TepaneBTHIHH NOKAIAHAN

CHMITTOMaTHYHO NleYeHHe HA yMOopa.

4.2 JI03HpPOBKA H HAYMH HA NPHIOKEHHE

3a nepopanHoO NPHAOKEHHE,

Br3pacTHH: 2 - 3 aMITyTH JHEBHO.

Heua Han 3 ronyHy: % — 2 aMITyJIn [HEBHO, B 3aBHCHMOCT OT BE3pAcTTA.

CapikeHOp ce NmpHeMa [ePOPAIHO, Pa3TBOPEH B Yaula BOAS, MPENOPhYMTEHO PEAM XPAHEHe.
Jleuenuero mpoaskasa 15 auu. ITpoaykrsT ce ormycka 663 IeKAPCKO NMPESAIHCAHHE.,

4.3 IIpoTHBONOXAZAHMS

CBpBbXYYBCTBHTEHOCT KbM 8KTHMBHOTO BEIECTBO H/MJIH KbM HAKOE OT NMOMOLIHHTE BELISCTBA, INMABHO
KBM TPOMII- WIH METH]I NapaxuApoKcHOeH30aT.

44 Chnennaanu npeAyNpexRIeHES H NPESANAHE iuepnn OpR ynorpeba

TIpH MALMEHTH CTPAJALLA OT 3aXapeH NMabeT WM Cna3Balii CHOTBETHATA JNCTA, Ja Ce HMA NpPefBHY, Je
1 amnyna (5 m] nepopaneH pa3aTeop) csABPKA 1 g 3axaposa. | |

TTauMeHTH ¢ pefKH HACIeACTBeHM MpoGAEMH Ha HEMOHOCHMOCT KbM (PpYKTO3a, IVIOKO30-TasfaKTO3HA

ManaGcopOius wiM CyKpasa-H3OMAITA3HA HEMOCTATHYHOCT HE TpAbBa Aa MpHEMAT TOBA IEKAPCTBO.
I[Tpn nosBa HA YMOpa NpH Jielia € NPenopbIMTEHa KOHCYITAalHA C JICKap.

4.5 Bmmoneﬁc'rime ¢ APYI'E JEeXAPCTBeHH DPOXYKTH B APYrH GopMH Ra B3auMoelicTBae
He 'ca H3BECTHH.

4.6 bBpeMeHROCT # KbhpMeHe




Jiuncear BaHHH 34 TEPATOreHHO RelicTBue npu sxkusoTHH. [Tpu xopa He ca HaGmonasaHH MarGopMAaMH
WIH ¢erorokcnuaM edexT. BEnpexs ToBa ¢ce cuura, e NPOBEACHUTE NPOYUYBAHHA ¢a HEAOCTATHYHH 32
HAITHIHO H3KAIOYBaHe HA pHCKA, [fopaaM ToBa He ce MperophYBa MPHEMA Ha TO3M nexapc'men MPOOYKT
IO BpeMe Ha OpeMEHHOCT.

[opaau nunca HA JaHHH, APOAYKTST HE Ce IIPENoph4Ba 3a Ynorpeba H IO BpeMe Ha KbpMeEHe.

4.7 Edexrn pupxy cnocoGHOCTTa 33 modizpane u pafoTa ¢ MAIIHHE
CapaxeHOp He MORIHABA CTIOCOOHOCTTA 34 WodupaHe H paboTa ¢ MAIUHHH.
4.8 Hexenand NeKapcTBeHH PeARIHH

B penxu ciryuan ca AaGMONABAHM:

HapywieHRg Ha KOKATS M [IOAKQ)KHATA TKAH:  MAKYJIONAMYNO3HH oOpHBH; |
Hacnenpanua: | NOBMIIIABAHE HHBOTO Ha IMIOKO3a B KPBBTA.

Cmﬁmanaam Ha nonosupa}m HEXENAHH peatcmm ClIen pa3pelmiaBaHe 3a yno'rpeﬁa HA JIEKAPCTBCHAA
NPONYKT e BakHO. TOBa ro3BOMABR J& NPONB/DKH HAGMOAEHHETO HA CHLOTHONICHHETO MON3a/PHCK 3a

NIeKAPCTBEHHA MPOAYKT. OT MEIHUMHCKHTe CIIEUHA/ICTH CC M3HCKBA Aa CHOOIMABAT BCAKA NMONOZHPAHA

HEXXeJIAHA peakyya upes -
HaoeIHHTENMHA alCHIMA 110 ISKAPCTBATA,

ya. ,,Jlaman I'pyes” Ne 8, 1303 Codus,

Temn.: +359 2 8903417,

yebcaitr: www.bda.bg

4.9 IIpenosupane

Hsama crobmeHuns 3a cyqas Ha NpeRo3Hpane.
5. ©APMAKOJOI'MYHM CBOUCTBA

5.1 dDapmakosnBEaMuuBn cBolicTaa

dapMaKoTepaneBTHIHA Ipyna: XpaHOCMHJIATEIHA CHCTeMa H MeTAaGONH3BM. TOHH3HpAIIH NeKapCTBCHHE

NPOAYKTH
ATC xox: A13A 00

52 ®apMaxoKHHETHYHH cBoMCTBA

ApPryHHMHET H aCIIaPArHHOBATA KHCENHHA ce afcopOupar nobpe cea nepopanHo MpHIoKeHHe.
J{BeTe aAMHHOKHCEITHHH C€ pa3snpeaeisY JECHO B ThRAHHUTE.

JIexapcmowo ce enmuﬂmpa qpe3 peHATHA eKCKPeLHA.

53 IHpeaxnuuHYHHE AaHBH 32 6e30D8CHOCT
HaMa cnieusduusa uHGopMaIHA.

6. GOAPMAIEBTHYHHA JAHHH




6.1 Cuomchk 18 NOMONIAHTE BENeCTRA

3axapoia

IIpoman napaxuapoxcubensoar (E 216)
Metun napaxugpoxcubenzoar (E 218)
Ecenmmma-xalicus

Kapamen (E 150)

IlpewricreHa Boga

6.2 HechbBMeCTHMOCTH

He ca u3ecTHH.

63 Cpox na rognocr

4 ronyHm

64 Cuennannm ye/I0BHS 32 CLXPRNEHHE

He ce H3HCKBAT CIELHANIHH YC/IOBHS HA CHXPAHEHHE.

6.5 /lan®H 32 ONAKOBKATA

AMnynu or kadaBo cTerno ot Il XHAPONHTHYEH KIac ¢ MPBCTEHH 32 pa3uynBaHe.
Onaxobka ot 20 umd 40 ammynmu, |
He Bcyuky BHROBE ONAKOBKH MOTAT A8 ObJaT mycHATH B nMpofaxOa.

6.6 Coenuannu npeguAHE MePKH OPR H3XBHP/ALEE B paboTa
HsMa cnerpanyau mncknm -

7. I[PIITE}KATEJI HA PASPEINNEHHETO 3A YIIOTPEBA
Maiinan EQO/J

Odnc ¢crpasa ,,Cepauka opuca™
Oyi. Curnaxoso Ne 48, er. 7

1505 Codms

boiarapus

8. HOMEP(A) HA PAPEIIEHMETO 3A YIIOTPEBA
9800194

9. JATA HA I'bPBO PA3IPEHIABAHEMIOJHOBABAHE HA PA3PENIEHMETO 3A
VIIOTPEFA

Harta Ha nepBo paspeinchne; 06.07.1998
Hata Ha nocneano nogHopasane: 10.03.2010

10. JIATA HA AKTYAJH3HPAHE HA TEKCTA

Hoemspu 2018




