IMPHJIOXKEHHUE I

KPATKA XAPAKTEPHCTHKA HA ITPOJYKTA
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1 g Ma3 CHIBPKA aKTHBHK BELISCTBA: PETHHON NanMuTar (retinol palmitate) 0, 35 mg (350 IU), -
epronammcbepon (ergocalciferol) 0,01 mg (400 IU).

Homom BEIECTRA C M3BECTHO ACHCTBHE:
Tlepysuancku GancaM, TaHOTMH, METHII IaPAXHAPOKCHOCHI0AT, IPOTIHIT napaxﬂnpomnﬁeﬂaoar MAKpOTOI.

3a IreIHEA CIIHCHK HA OMOIIHHTE BEIIECTBA, BXK. TO4KA 6.1.

3. JIEKAPCTBEHA ®OPMA

Mas
Koarokadspa Mas, CbC crieiHEUICH MUPHC Ha EPYBHAHCKHA (aNicaM.

4. KIMHHYHA TAHHHA
4.1 TepaneBTHYHHE NOKAAHHA

KaTto MpoTeXTHBHO H EMOIHEHTHO CPEACTBO MPH CYXa M pa3jipasHeHa Koka (BKI. APEHAXH, HIIe0CTOMA WK
KOJIOCTOMHS; I6PMATHTH K 06puB oT nenenu (diaper dermatitis, diaper rash); np# HOBsPXHOCTHH KOXKHH
YBpe)KTAHUA OT CIIbHYEBH, TSPMHYHHA 1 XUMHYHH BB3ICHCTBHA; IIPH IIOBBPXHOCTHH PaHH H A3BH

{(oxuTy3sBaHUsA, HallyKBaHHA, I]pO'IpHBaI-IHﬂ)
4.2 Ho3HpoBKA H HAYHH HA ONPRJIOKEHNE

HaunH Ha NprIoxeHNe: 3a MPUIATAHE BEPXY KOXKAaTa, HA 3aCEeTrHATATA KOKHA IOBBPXHOCT.
TednaMon Ma3 ce HAHACA HA THHBK CJIOH BEPXY YBpEeAEHHUTE KOXKHH IIOBBPXHOCTH 1-2 IrbTH AHEBHO. [1pn
mdrica Ha nogobpeHue 1o 7 JHH TepanuaTa TpadBa a ce MpeoliCHH.

4.3 Hpmnannomannh

| CprquBc*eremho KbM aKTHBHHTE BEIMECTBA, KbM (YBCTHIM U COA WM KBM HAKOE 0T IIOMOIIHHTE
BeIIECTBa, H3OpoeHH B TOMKA 6.1.

4.4 Choemuasnu UPeAYIpeXICHHA M NPeANA3HE MepKH NpH yuorpeba

Hedmamon Mas He TpiaOBa fa ce HaHACA BEPXY OUMTE, JHIABHIH H TONIEMH KOJKHH YJacCThIIH; BBPXY |
OBIOOKH, CEKpeTHpally i HH(EKTHPAHH PaHU.

IIpoRyKTET CHIEpKa K4TO NOMOIIHH BEIHECTRA METHII NapaXHAPOKCHOEH30aT M TIPOTIHIT
NapaxuApPOKCHOEH30AT, KOMTO MOTAT Ja PE/IU3BUKAT ANCPruHI Peakiiuy (BB3MOIKHO € /12 ¢a OT SaﬁaBEH

THIT).

JIOKaJIHA KOXHA peaKiua (Hanp KOHTAKTEH TEPMATHT).




4.5 BsaaumoaeiicreEe ¢ [PYTH JIeKAPCTBEHH NPOAYKTH H JPYTH c]mpmn HA B3aRMOACHCTBHE
He ca W3BeCTHH HeGNaronpHATHH JIEKAPCTBEHH M APYTH BIauMOICHCTBHA.

4.6 BpeMeHHOCT H KLPMEHe

BpeMeHHOCT
HsMa fannu 3a HexxeIaHu El’l)BK’I‘H BHPXY Iiona i HoBopozeHoTo. Moxe na ce mpuara 110 BpeMe Ha

OpeMeHHOCT,

KspMmere |

Hama naHHM 32 eKCKpelms Ha npnnym B K’hpmam TOpajH KOETO ,Het]mamon Ma3 MOJe Aa Ce [pAIara B
[IEpHOAA Ha KbpMEHE,

4.7 EdjexTn BHpXY cnocobnocTTA 32 moﬂmpaae H pabora ¢ MAMABEH

Hednamon Ma3s e TeKapcTBEH MMPOAYKT 34 annaraHe BEpXY KokaTa. He moemusea cnocoOHoCTTa 33
modupane H paboTa ¢ MallliHH.

4.8 Hexenanm JICKAPCTBEHH PEeAKIHA

[TOHOCHMOCTTA KM npoaykra € MHoro nobpa. legpnamon Ma3, mpHiIOKeH BREPXY KOXATa, HE BOIH ,r.[o
Pa3BUTHE HA XUNIEDBHTAMHHO3a A 1 D ¥ CBBpP3aHMTE C TOBa YCIIOXKHEHMS

H36poenure 1o-mory HeXeNaHu JeKAPCTReHH eeKTH ca Kiack(HIMpaHd CIIOPE/ 3aCErHATATA CHCTEMA HITH
OpTaH M CIIOPEeH 4ecTOoTaTa M. B 3aBHCHMOCT OT YeCTOTATA, HE/KESJIAHATE PEaKilMH MOTAT Ja 6b1aT MHOTO
yecTH (>1/10), gec (>1/100 no <1/10), segecrn (=1/1 000 go <1/100), pexxu (>1/10 000 no <1/1 000),
MHOTO peaxH (<1/10 000), ¢ HeusBecTHA YecTOTA (OT HANMMHHUTE AAHHM HE MOXe f1a OBA¢c HanpaseHa
OIISHKA).

HapyinieHHs Ha K0kaTa H INONKOXKHATA THKAH:
Peoru: cepbex, napene wm odpusu

Cnofmapane Ha MOAO3MPAHH HEKESIAHN peakKiIuK
CrobmapaHeTo Ha NIOOO3HPaHH HeXKelIaHH PEAKIMH cllel pa3pelnaBaHe 3a ynorpeba Ha nekapCTBeHHA

NPOAYKT € BaxkHo. TOBa MO3BOMIABA A3 MPOXB/IKH HaOIIONEHHETO Ha ChOTHOIIEHHETO MOJ3a/PHCK 32
JIEKAPCTBEHHA ITPOAYKT. OT MeIHIMHCKHTE CIIELHANKCTH C& H3MCKBA A ChOOINABAT BCAKA I0/I03HpaHa
Hexkenana peakuma 4pe3 HamwiaMrenna areHIua no JleKapCTBaTa, YII. HHaMaH I'pyes” Ne 8; 1303 Codus;
Ten.: +35 928903417; yebeaiiT: www.bda.bg.

4.9 IIpexozapane

- Hsma nasmu 3a mpeio3HpaHe Ipy MpHJIaTaHe BEPXY KOXATa HA NPOXYKTa.

5. @APMAKOJOI'MYHM CBOMCTBA
5.1 (Dapmalmnunhhnqnn CBOHCTBA

(DapMakoTepanesTHIHA rPYIIA: JIEKaPCTBEHH npo,uj,ncm 33 JIeYCHHE Ha paHH M A3BH.
ATC xox: DO3AA

MexaHn3bM HA NSHCTBHE e " NN
Tletnamon Ma3 € TeKapCTBEH NMPOLYKT ¢ HBPEISEHO EIIATETIOTOHUYHO .ueﬁc'rnﬂe IIpu npumrase BBpXY: & \ S\
KOXKaTa 0Ka3Ba OMEKOTABAINO, CTUMYJIMPANIO ¥ PETeHEPATHBHO AEHCTBHE BEPXY € Te KIIETKP s




52 DapMaKkoKHHETHYHH CBOHCTBA

[Ipu npunarane BEPXy KOKaTa, BHTaMuH A M BUTaMHH D NpoHMKBAT B O-ABNO0KHTE CIIOSBE HA
eIACpMHCa U MOAJICKAIUTE ThKaHH, 63 Ja Ch3AaBaT KIMHHYHO 3HA9MMO OBHIIaBaHe HA
pusHONOrHIHUTE ITa3MEHH KOHLEHTPALWH HA TIOCCIHMTE.

53 [peaxIRHEYHR AHEH 32 GezonacEocT

JInmcBaT eKCTIEpUMEHTATHY H3CICBAHMS BHPXY SKHBOTHH, KOMTO g HOKA3BAT HATMIHETO HA TOKCHIHH
eexTy, MECTHO APA3HENO WK CEHCHOMTH3HPAINO0 ACHCTBHE NPH NPUNIAraHe BEPXY KOKATA Ha IIPONYKTa.

6. mAPMAI[EBTmmm:AHHE

6.1 Coachbk EA DIOMOITHHETE BEIAECTBA

pHGEeHO Macio oT 4epeH apob Ha Tpecka (Tum A)
IepyBHAHCKH Gancam

napaguH, Te4eH

napaduH, TBEPA

napaduH, 641 MeK

NaHONWH

nomucopbar 80

nomucopdar 60

copOHTAHOB Onear

- Makporon 4000
MeTHa napaxuapokcubensoar (E218)

npomm|iI napaxunpokcubemsoar (E216)
eTHJITaJAaT | |
[IpSYMCTEHA BOIaA

6.2 HecbBMEeCTHMOCTH

He ca u3BecTHH.
6.3 Cpok ma roamocr

4 roguHU
Cpok Ha roIHOCT cnel oTBapsHe Ha TyDaTa: 6 Mecela.

6.4 Chnengannd ycﬂonﬁﬂ HA ChXpaHeHHE

Ha ce cexpaHsiBa B 6PIII'HHEIJIHaTa OII2KOBKA, 32 Ja Ce Ipe/Ia3d OT CBET/IMHA, NPH TeMNepaTypa rion 25°C.
6.5 Ianmn| 32 ONAKOBKATA

Ilo 13 g Ma3 B MeMOpaHHu anyMUHHERH TYOH C KATIAHKH OT NONUNpOIMneH, o 1 Tyda s I{ai)TOHeHa KyTH,
3a€71HO C JIMCTOBKA. | |

- Tlo 40 g Ma3 B MeMOpaHHH aTyMHHHEBH TYOH C KaNaduKH OT NOJIMIPOIIWICH, Mo 1 Tyba B kapro
3a€IHO ¢ JIACTOBKA.

6.6 CoenBrajny OpeANasHu MEPKE OPH H3XBbPJIAHE



Hama cnelpaigy U3UCKBAaHUA.

7.  IIPHTEXATEJ HA PAJPEINEHHUETO 3A YIIOTPEBA

CODAPMA Al
yi. Unnercko woce 16; 1220 Codus, brarapus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIOTPEBA

20090502

9. HAATA HA ITBPBO PA3ZPEIMIABAHE/TIOAHOBABAHE HA PASPEIIEHHUETO 3A

YIIOTPEBA
18.11.2009
03.02.2015

10 JATA HA AKTYAJNHM3WPAHE HA TEKCTA

CenremBpu 2017




