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1. UME HA JIEKAPCTBEHHA IIPOOYKT Kpamxa xapasm
Kum Pee. Nt Q\DOOOTSS ----- =2

CKHMHOPEH 20% xpem P)é‘r'fHk{ }'{ﬁ" ([éj.\ """"

SKINOREN 20% cream PagpeuieHug Ne £ 5 i i 0 e
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2. KAYECTBEH H KOJIHYECTBEH CHCTAB
1 g Ck#iHOpeH KkpeM ceaspka 200 mg (20%) a3enanHoBa KHCeTHHA.
TTomouiHKM RemecTBa ¢ H3BECTHO ACHCTBHE:
beHzoeHa KHcenuHa

TIponuneHriuKon

3a OBIHWA CIMCEK HA NOMOUWIHHTE BELIECTRA, BHIKTE Touka 6. 1.

3. JIEKAPCTBEHA ®OPMA
Kpem

bsan, HenpoapaueH KpeM.

4, KJIHHAYHU JAHHHA
4.1 TepameBTHUHH NOKAZAHKIA
3a neucHHE Ha aKie BYJNrapHc, McJasMa.

4.2 T03HpOBKA H HAYHH HA MPHJIOKEHIIE

Jozuporka

CKMHOPEH KPEeM C¢ HAHACA BBPKY 34CErHATHTE MECTA ABA IbTH Ha JeH (CYTpHH H Beyep) KaTo ¢¢ BTPHBA
neko B koxkata. [Tpubmusarenso 2.5 cm ca JOCTATBYHM 3a LANOTO JIHLIE.

[TponsakurenHocTTa Ha yIoTpeGa Ha CKUHOPESH KPeM MOMKE 32 BApHpA IPU PAsiUHHKTE CIYUaH M CHILO
TAKa 3aBHCH OT TEXKECTTa Ha KOKHOTO 3abomnseane. OOMKHOBEHO [TPH aKHe OTUETIIHRO NoaobpeHne ce
zabeng3Ba cnen okono 4 ceaMHMITM, 3a I0Ny4aBaHe HA ONTHMAJHH pe3yntati CKUHOpEH kpeM TpaGra Aa ce
H3II0T3BA PEIOBHO HAKONKO Mecela, MMa KiMHHYEH OTIHT 3a npoIBJDKMTENHa YNoTpeba 10 eaHa roguHa.

[pu MenasMa MHHMMANTHUAT NEPHO], HA JICYeHHE € OKOTo 3 Mecelid. 3a 1a ce TIONyYaT OIrHMAalHU
pesyntaTti, CKHHOpeH KpeM TpsaGra Aa ce uznon3sa penoeHo. EnHorpemennara ynotpe6a Ha
CIBHIE3ANHTHHE IPOAYKTH ¢ WHpoK cnekTsp (UVB n UV A) Ha 3ammTa € 3a0b/MKATENHA 110 BpeMe Ha
neueHnero cue CKHHOPEH KpeMm, 33 Ja ¢ NpeJoTBpaTH o00CTpsIHE, NPeAU3BHKAHO OT U3JIaraHE Ha CBHIEC
WHIH MOBTOPHO MHTMEHTHPAHE HA A3CBCTIICHHTE YHACThIIH.

CE& HaMANTH KOMHYECTBOTO KpEeM Ha NPHIOMKCHHE WK Hd C¢ peaylnHpa YeCTOTAaTa
CKHHOpCH KpeM OO BEAHEX JHEBHO, AOKATO NMpecTaHe OPa3sHEHETO. Jleuenueto
BpPEMEHHO 34 HAKOJIKO AHH, aKO € HEOOXOIHUMO.

renemncrarnat



Teduampuuna nomyaayun

Ynorpeba npu roHomH (12-18 rogumna se3pact). He e neobxoaMma KopeKUMs Ha Q03MPOBKATA B CITy4Yai Ha
ynioTpeba Ha CKMHOPEH KpeM TIpH I0HOLIH Ha Bh3pact 12-18 roaunu.

BezonacHocTTa H eduKkacHOCTTa Ha CKMHOPEH KPeM IIpH Aeld 1104 12 roauiuHa BL3pacT HE € YCTaHOBEHa.

Hayuenmu 6 cmapuecka év3pacm
He ca NPOBEXNAHH HEICHACOUEHH MIPOYYBAHHA IIPH [NAIHEHTH HA Bb3pacT 65 4 noseve TFOIOHHH.

Hayuenmu ¢ weprodpobno yepescdane
He ca npoBexaaHy HENEHACOUEHH NPOYUBAHHA TIPH TIALIHEHTH ¢ YEPHOAPOOHO YBpekaate.

Hayuenmu c Hubpeuno yepesicoane
He ca npoBexaaHH LENEHACOMEHH MPOYYBAHMS TIPH NMALUEHTH ¢ OB0pedHo yRpekane.

Hauyn Ha nprIokeHHe

HpunaraHe BBPXY KOXKAaTa.

l_lpe,upr Aa e H3NMOJA3Ea CK.HHDPEH KoOXKaTa TpﬂﬁBa Ja ce U3Mue ,aoGpe € HUCTaA BOAA K Ja CC IMOJCYLHH. Mose
[a ¢& U3MNON3Ba ChIIO TaAKAa MEKO MNOYHUCTBALIO CPEACTBO.
Bakno e CKHHOpEH KpeM Ja Ce NpHIara peaoBHO DO BPEME HA LSIHA NCPHON HA JISYEHHE,

4.3 Ilporneonokazanus

CBpLXYYBCTBHTENHOCT KBM AKTHBHOTO BEIIECTBO KT KBbM HAKOE OT MOMCIIHKTE BelllecTBa, H30poeHH B
Touka 6.1.

4.4 Croennalny npeaynpexIeHAs H NpeANA3HA MEPKH PH yNoTpeta
Camo 3a pbHIIHA yiioTpeba.

CkHHOpeH CBhIBPKa O6H308HA KHCENHHA, KOATO & YMEPEHO Pa3Heilo BeLIeCTBO 33 KOJKATA, OYHTE H
JMHTABHLHTE W MPOIISHITIHKOMN, KOHTO MOJe Ja NMpHHMHAHK Apa3sHeHe Ha Koxata. [lauuenTure Tpadpa aa ce
NpenynpeasT aa H3non3saT CKHHOpeH BHEMATENHO, 3a a ce H3DerHe KOHTAKT C 04MTe, YCTATA U
nuraruuMTe (BK. Touka 5.3 ITpeaxHHu4HM naHHHM 2a G6ezonacHocT). [IpH cnydaen KOHTAKT, O4MTe, yCTATa
W/HNM 3aCErHATHTE JTHTABHLIM TPAOBa Aa e U3MMAT OOWIHO C BOAA. AKO OHHOTO JPA3HEHE NPOABIKH,
nauyeHTHTe TpAOBa N4 ce KOHCYNTUpaT ¢ aekap. Pouete Tpa®Ba fia ce H3MHUBAT ClIeH BCAKO HPHIIOKSHAE Ha
CruHOpeH KpeM.

EnnzepMannure v CMECCHUTE eNUICPMATHO-ISPMATHH THIIOBE MeJla3Ma Ce NOBIHARAT 100pe 0T CKHHOpEH,
JOKATO YUCTHAT ACPMANICH THIT MeJTa3Ma He ce NoBIusIBa oT CKHHOpeH.

BriomraBane Ha acT™Ma MpH MAUHEHTH, JIEKYBAHH C a3eJIAHHOBA KHCENHHA Ce CH0o0mara psako 1o BpeMe Ha
[IOCTMAPKETHHTOROTO Habmoaenne (BK. Touka 4.8).

4.5 BaaumojeiicTBHe ¢ APYTH JIEKAPCTBEHH NPOAYKTH H ApYrH $opMHE Ha BIaHMoJcHCTBHE
He ca nposexaaHu Npoy4BaHKUA 33 B3AUMOACHCTBHATA.

4.6 @epranArer, OPEeMEHHOCT H KhPMEHe

bpemenHoct
Hsma agekBaTHU U 000pe KOHTPONHPAHH MPOYYBAHUA 33 TOKATHO TIPHIOWKEH
npH OpeMeHHY JKEHH.




HeHal/1100aBaHH HEKETAHH PeaKIHM IIPY KHBOTHH BapHpaT MEXIY MPOyYBaHksiTa oT 3 10 32 ibTH oT
MAaKCHMANHATA MPCIOPEYMTE/IHA 1033 [IPH X0pa Ha 6a3a TellecHa NOBBPXHOCT (BXK. Touka 5.3
IMpenknMHAYAY TanHH 33 0830MacHOCT).

IpeanuceaneTo Ha a3e/laHHOBA KHCEIHHA HA OpeMEeHHH keHK TPA6BA Ja ¢e H3BLPIIBA ¢ OCOBEHO
BHHMAaHHE.

Kvxpmene

He e uspecTHO Hamni asenawHoOBa KHCENWHA Ce eKCKPETHPA B YOBELIKOTO MIIKO in vivo, In vitro equilibrium
dialysis excriepuMeHT ofaue NoKa3Ra, Y€ € Bb3MOJKHO NPEMHHABAHE Ha JIEKAPCTREHOTO BEILECTBO B
kbpmata. He ce owakea pasnpeneneHHeTo HA a3¢1aHHORA KMCETHHA B KbPMATA 14 JIOBEE 40 3HAUMTETHA
TPOMAHA B MAXOJHHTE HHBA a3€1aHHOBA KHCETHHA B MITSIKOTO, ThH KaTo a3eanHOBA KHCEJIMHA He €
KOHUEHTPHPAHA B MITIKOTO H Mo-Manko oT 4% 0T NoKanHO NpUIokeHaTa a3€TaHHOBA KUCEIMHA C8
abcopOHpa CHCTEMHO H HE [IOBULIIABA EHAOTEHHOTO M3NaraHe Ha a3eJIanHOBA KHCEITMHA HAX
(pusuonornynute HuBa. [Ipuiaranero Ha CKHHOPEH KpeM Ha KbpPMEIIH XeHH TpA6Ba 1a ¢¢ W3BbpINRa ¢
BHHMAaHHE.

Kbpmauera He TpAORa Ja BIIM3AT B KOHTAKT C TPETUPAHATA KOKA/TBPA.

QepTHANTET
Hama nannu 32 edexkra Ha CkuHOpeH BBLpXY UOBSIIKHA deprunuTer. PesynraTu OT NMpoyuBaHHA OpH

JKHUBOTHH HE TNOKa3BAT e(QeKT BBhPXY (epTH/IMTeTa TPU MEBXKKH WIH KEHCKH IUIbXope (BkK. Touka 5.3
[IpeaknHAYHA [aHHH 32 0e30MacHoCT).

4.7 EderTy Bhpxy cnocolHOCTTA 32 modupaHe 1 pafoTa ¢ MALHHH

CkMHOpEeH KpeM He NOB/IMABA WIIH TIOB/iUABa npetebpexuMo cliocobHoCcTTa 3a WodupaHe U paboTa ¢
MAIIHHA.

4.8 HexeJAHH NEKAPCTBEHN PpeakHH

IMpu KNWHUYHE TPOYUBAHMS H MOCTMAPKETHHTOBO HAbMIOIcHHe, HaH-uecTo HalmojapaHuTe HeXEIaHH
PeaKiiui BIULIOYBAT NAPEHE Ha MACTOTO Ha NPHNOKEHNEe, chplek Ha MACTOTO Ha NPUNOKEHHE H
3aUepBABAHE HAa MACTOTO Ha NIPHIIOKEHHE,

YecroTara Ha HaGoJaBAHUTE HEXEIAHN peakuMH B KTHHUYHHA NPOYYBAHHS U NIOCT-MAPKETHHIOBUA TIEpHOA,
H AaacHa B Tabuuara no-nomy ca cnoped knacudukarmara ua MedDRA:

Muoro uecti (=1/10),

Yectu (21/100 go <1/10),

Heuectu (21/1,000 go <1/100),

Penxu (21/10,000 po <1/1,000),

Mmuoro peaxn (<1/10,000),

C HeusBecTHa HecToTa (He Modke 1a Obje HAMPaBSHA OEHKA OT HANHYHHTE NAHHHK).

Cucremo-oprauaa | Muoro yecrn Yeern Heueern Peaxn
kaacnprKAnAN

Hapymennud ua CBPBLXYYBCTBHTEIHOCT KbM
HMYHHATA CHCTEMA NEKAPCTEEHOTO BELIECTBO

(MOXe Ja ¢e IPOSIBH ¢ ¢nHA
WIH NOBEYE OT CIIEIHHTE
HEXEIIAHK PeaKiHH:
aHrHOeNeM |, KQHTAKTCH

Hapyimenns Ha cebopes, KOWHA
KOKATA H JEeTTHIMEHTAITHA,




Cucremo-opranna | Muoro yectn Yeern Heuecn Penkn
kaacupuxanun
NOAKOKHATE THKAH aKHe
Oﬁ]].lﬂ HAPYUICHHUSA | [IapE€HE Ha G0/1Ka B MACTOTO napecTe3nda Ha TONNWHA Ha MACTOTO HA
H E(l]eKTH HA MACTOTO HA Ha NPUJIOKCHHE, MACTOTO Ha NPpHICKEHHE, MCXYpUeTa Ha
MACTOTO Ha NPHIIOKEHHE, JIDLICHE HA OPUIOKEHHE, MACTOTO HA [IPUIOZKEHHE,
MPHI0KEHHE C'Lp6€}l{ HAa MACTOTO Ha JAEPMATHT Ha €K3CMa Ha MACTOTO Ha
MACTOTO HA TIPHMOKEHHKE, MICTOTO Ha NPUIIOKEHHE, paipaHdBaHEe
MNPHIOXKEHHE, CYXOTa HA KOXKaTa | NpHI0KEHHE, Ha MACTOTO HA NMPHIOKCHHE
3@4YepBABaHe HA | HA MACTOTO HA AucKoM(opT Ha
MACTOTO HA IPUNOKEHHE, MHCTOTO HA
IIPUITOXKCHHAS 0683HBBTﬂBaHE Ha | IpUNOxKeHUE,
KOoxaTa Ha OTOK Ha MACTOTO
MACTOTO Ha Ha OPHIIOXKCHHE
NPUIIOHKEHHE,
JlpazHeHe Ha
MACTOTO Ha
MPHAOKESHHE

! Tesn HexenaHw peakUMH ca ChOOUIABAHM N0 BpeME Ha TIOCT- MAPKETHHIOBMS TIEPHOA Ha ynoTpeba Ha CKHHOpEH
KpeM

B nopeueto CIYy4Yar OIMAaKBAHAATA OT KOKHO IDAZHOHS HAMENABAT HO BpEeME Ha KYpCa Ha ACHEHWEL,

IlenuarpHyHa NooynaAUMA
KitHuyHE TpoyvBaHMs, BEJIFOUBALTH KOHOIMH Ha BR3pacT 12-18 romunu (454/1336; 34%) nokazear, ue

JIOKANHATA TOHOCHMOCT Ha CKAHOPEH KpeM ¢ MoAo0Ha IIpy neJMaTPHYHU U BE3PACTHH NALHEHTH.

Cro0IuaBaHe HA NONO3HPAHN HEXKeTaHH PeaKITuH
Cro0LuaBaHETO HAa MOAOIMPAHH HEKENAHH PeaklHH clIe/l pazpeluapaHe 2a ynoTpeta Ha NeKapCcTBeHHS

[POAYKT € BAXKHO. TORA ITO3BONSABA J1a IPOIEIAKH HAOIIONCHHETO HA CROTHOWEHHETO NOJI38/PHCK 3a
JdekapcTBeHua npoayKT. OT MeIHIIMHCKHTE CIELHANHCTH Ce H3HCKBA Aa ChODIIABAT BCAKA MOA03MpaHa
He)KkeNaHa peakLus 4pes

HanbnHATEHA aTEHUMA T10 TeKapcTBaTa

ya. ,JdamsaH I'pyes” Ne §

1303 Codwus, bearapus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 TIIpexozmpane

Tlopaau MHOTO HUCKOTO HHBO Ha JIOKATTHA W CHCTEMHA TOKCHYHOCT HA A3eNaHHOBA KUCEWHA,
HHTOKCHKALHA € MAJIKO BEPOSTHA.

PEByﬂTaTHTe OT [IpOoYYBARKA [IPH JXKHBOTHH 3a OCTPA TOKCHYHOCT HE [IOKA3BAT HHKAKDBB pHCK 38 Takasa CJIch,

€IHOKPATHO IEPMAITHO NPHIIOKEHHE Ha CBPBXA03a (IPHITOMKEHA HA FO/IAM KOXKEH YYacThK) MK Mo
HEBHHMAHHWE NIOTBIHATA MEPOPATTHO.

5. PAPMAKOJIOTHTYHA CBOHCTBA

5.1 dapmMaxkoaHHAMHYHH CBOHCTBA

kox: D10A X03

MexanuysM Ha JelicTEue




IMpeanonara ce, ue neuebHUAT ehekT Ha CKHHOPESH NPH aKHE € TBIKH HA AaHTUMMKDPOCOHOTO NelcTRHE 1
TUPEKTHOTO MIORTHABAHE Ha QOIHKYIIAPHATA XMIIEPKEPATO3a.

DapMakoIHHaMHYHH eGeKTH

Hpu nevenne cbe CKUHOPEH ce HaOMIOARa 3HAUHTENHO MOHXEHHUE OpOs HA KOJIOHHHTE HA
Propionibacterium acnes W 3na4MTENHO HaMaIeHNe Ha (PPaKLHATA HA CEOGOHU MACTHY KUCE/THHH B
JIMITHAHTE MO I'IOB'LpXHOC'ITa HA KOXKarTa.

In vivo | in vitro azenauHoRaTa KHCENHHa HHXHOHpa NponudepanuaTa Ha KEPAaTHHOLIMTHTE 1 HOPMAJTH3IHpa
PasNIpOCTPAHIBALIMTE CE TEPMATIHO eTHACPMAIHH AH(hEePEHIMOHHEH npouecH NpH akke. [pu
CKCIEePHMEHTA/IEH MOAET € YXO HA 323¢K a3e1avHOBATA KMCSIMHA YCKOPSIBA KOMEIOHOIM3ATA Ha TETpafeKaH-
HHIYUHPAHH KOMEIOHH.

KnuHu4Ha edukacHOCT 4 6e30macHOCT

EKCHepHMBHTaJ'IHHTe PE3YNTATH NMOKA3BAT, 4C a3€JaHHOBATA KHCEIHMHA YIIpaKHIBa BCl)eKT Ha MOTHCKAHE
pacTeXxa H SKH3HECNOCOOHOCTTa Ha 36H0pMHHTc MCIIAHOLHTH, KOHTO ¢ 3aBHCHM OT 03aTa v BPEeMCETO.
MOJ'I@KYIIHHTe MEXAaHH3MH, ¥pPe3 KOHTO Ce OChISCTBABA TOBA ,IIf:ﬁCTBI/Ie, HE Ca H2UANO H3ACHCHH.
CLBpeMBHH[/ITB JAHHH MOKa3paT, Y& OCHOBHHAT EClJGKT Ha a2eTaHHOBATa KHCCIHMHA IIPH NEYEHUE Ha MEJla3Ma
CE TBJIKH Ha HHXHﬁHpaHETO Ha CHHTE3a Ha I[HK H/HIW HA MOTHCKAHETO HA KeTHEYHOTO JHIIAHE Ha
HGHDPMHHTC METaHOLHTH.

5.2 PapMaKoKHHEeTHYHM CBOIicTBA

Abcopbuns
ASGJ'iaHHOBa KHCEIIHHA l'lpOHP]KBa BbB BCUYKH CITOERE HA YOBEIIKATA KOXKa Cea JOKaAMHO T[pPlJ'[O}KBHHC Ha

kpema. [TpH yBpemeHa koA IPOHHKBAHETO € TIO-OBP30 OTKONKTO npu uHTaKTHA. Q0o 3.6 % o1 nozara ce
abcopbupa NepKyTaHHO chell eMHHYHO JTOKATHO NPHIOKEHHEe Ha | g azenanHoBa KHCenHHa (5 g KpeM).

EnuMuuEpane

Enma yacT ot azenadHOBa KUCeNHHA, abcopOupaHa npe3 KokaTa, ce OTKpHBA B HENPOMEHEH BHJI B YPHUHATA,
2 OCTAHANATA YACT CC PA3NAfa NpH [J-okMcneHHe 10 SuKapOOKCHITHI KHCEIHHY C NO-KBCa ABAAKWHA Ha
pepurata {Cr, Cs), KOUTO CBLIO c& OTKPHBAT B YPHHATA.

5.3 IlpeaxnnHAuHM Januu 3a HezomacHocT

Hecaor KPUTH JAHHY 33 HeXeNnaHH peakniy, KOWTo MOTAT Aa 6‘b,D,aT OYaKBaHW IPH EKCTPEMHHA YCIOBHA,
KaTo MPHIOKEHHE RBPXY I'OJIAM YHACTBEK 15647 hyo 114 CKIIY3HA, IPH IPOYYBAHHA HA CRCTEMHATA IIOHOCHMOCT
1P MHOMOKPATHO TICPOPATHO H ASPMAJIHO MPHNIOXKEHHE Ha a3c/lalHOBa KHCeTHHA.

[Ipoy4BaHus Ha eMEPHOPETANHOTO Pa3BUTHE C NEPOPANIHO [PUICHKEHHE HA a36TaHHOBA KHCE/IMHA [IPH
IUTBXOBE, 3ai1 1 MaiMYHH UMHOMONTYC B IEPHOZ HA OPTaHOIeHe3a, pa3sKpHBaT eMOPHOTOKCHYHOCT HpH
JO3H, TOKCHuHY 3a MaiikaTa. He ca wabnronarans Tepatorennn edexrr. EMGpHodeTanHoTo HHBO Ha
HeHabmo1aBaHl HeskeslanH peakiMy (NOAELY ¢ 32 npry MakcHManHaTa NpenopbyYUTENHA A03a 33 Xopa
(MRHD) Ha 6a3a teneca nosspxHoct (BSA) npu nnexose, 6.5 netd MRHD Ha 6a3a BSA npw zaiium 1 19
msTH MRHD Ha 6aza BSA npu mafiMynu (k. Touka 4.6 GepTunnteT, GpeMEHHOCT H KbPMEHE).

B npoydrane Ha MepH- W MOCTHATAIHOTO Pa3sBMTHETO NPH I[UTBXORE, KBJAESTO a3€NaHHOBA KHCENMMHA ©
[pWIaraHa MepopaHO OT recTallMOHeH JAeH 15 Ao feH 21 cnex paskfaHeTo, ca HalMIOJABAHH MalKH
OTKJIOHEHWS B HOCTHATATHOTO pasBUTHE Ha eMOPHOHHTE NpH NEPOPATHH JIO3H, Mop FTO
maiikata. NOAEL e 3 neTH MakcHMManHaTa TIpEMopeUMTenHa Aoza 3a xopa (M
nosepxHOCT (BSA). B ToBa MpoyuBaHe He ca HabnonaBaHu eleKTH BHPXY MOJIOB

!
IIpoy:BaHHs 3a yppeXxaaHe Ha (PepTHIHTETA MPH XKHUEOTHH HE PEJOCTABAT JAHH
Ha tepanua ¢sc CKHHOPEH,



In vivo u in vitro M[pOYYBaHHA C A3JIaHHOBa KHCEIHHA HE NMTPEAOCTARAT JaHHH 34 HaTHYHE HA MYTarcHSH
ediekT BhpXy eMOPHOHAITHH HIIX COMATHYHH KJIETKH.

He ca nposexnanu cneud#yHE TYMOPOTEHHH NIPOYYBAHUI C a3elaHHOBA KACENHRa kpeM. CMsTa ce, 4e
I0A00HH OMUTH He ca HeOOXOMMMH, Thil KATO a3eJaHHOBA KUCEIHHA Y4aCTEA B HOPMATHHA MeTa0oMuIsM Ha
B03alfHHIHTE H He C¢ TIPSJRIDK/IA PHCK M0 OTHOIISHUE HA TYMOPOreHH A NOTEHIHAN BH3 OCHOBA HA
XHMHYHATA CTPYKTYPA HA BEIIECTROTO H HA HAJTHUHHTE JAHHU OT [PeJINTHHAYHATE MPpOyUYBaHUs,
MOKA3BAIIH THICATa Ha TOKCHYHOCT [IPH TaPreTHH OPraHy, JIHIIcaTa Ha nponudepaTHBHA edeKTH U uncaTa
Ha reHOTOKCHYHOCT/MYTar¢HHOCT.

FxcnepHMeHTaIHH NpOYyYBaHUs C JKUBOTHH Ha JIOKAJIHA MOHOCHMOCT Ha CKMHOPEH PLPXY KOMKATA Ha 3aifiu
MOKa3BaT JIEKH peakuiil Ha HeMOHOCHMOCT.

KoHTakT ¢ ounre Tpadra /1a Obae HRO0ATBAH MOPAAH NEKH [0 TEKKY BB3NATHTENHN ¢eKTH, JEMOHCTPHpaHH
NPH MPOYYBAHMA Ha JIOKATIHA NOHOCHMOCT BbPXY OUH HAa 3ailM ¥ MaiiMyHu.

CKHHOpEH KpeM He € TIOKa3ajl kOMEIOHeH edieKT BBPXY YIIH Ha 3aifli.

AKTHRHOTO BEHIECTBO HE € I10Ka3ano Oenesy Ha ceHCHOMTH3AIINA NP maximization test ¢ MOpCKH
CBHHYETA.

EnHOXpaTHOTO WHTPABEHO3ZHO NMPHIIOKEHHE Ha a3€TaMHOBA KUCESJIHHA HAMA HHKAKBH €(EKTH BBpPXY
HepeHara ciacTeMa (Irwin test), cppAedHO-chAOBaTA QrYHKITHS, MEKIHHHATA OOMAHA, MIATKHTE MYCKYIIH U
uepHOApoOHATA W HBEOpeuHa GyHKLHA.

6. OAPMAITEBTHYHH JTAHHHA

6.1 CoHebK HA IOMOIIHHTE BEINECTBA

Benzoena xucenuna (E 210)

ereapun oxraHoaT

[nuuepon 85 %

Inuuepun creapar + weTeapunos aIKOX0OT + LUETHI nanMuTaT + koko mmnepuan (CUTINA CBS)
[ponunenrnuKos

[peuncrena Boma

MaxkporonnMiepy/Iu cTeapaTi

6.2 HechBMECTUMOCTH

Henpunoxumo.

6.3 Cpox pa rognoct

3 rogunu

CpOKbT Ha TOIHOCT ClieA MEPBO OTBapsHe Ha TyDarta e 6 Mecena.
6.4 ChneunajHH YCJI0BHA HA ChbXpaHeHHE

Ja ce cexpaniaBa nmpu Temneparypa noa 30°C,

Jlace CBEXpadABa Ha MACTO, HENOCTENHG 38 ICHA.

6.5 BHIH cHIBLPXKAHHE HA ONAKOBKATA




AnymuHHeBRa Ty0a ¢ BBTPELIHO €IOKCHAHO MOKPHTHE K NMONHeTU/IEHORA KallayKa Ha BHHT.
CkMHODPEH KpeM ce Ipeasiara B TyOu, chabpskaliun 30 g kpem.
6.6 CrnenmaJHn NpeAna3HA MEPKH IPH H3XBbPJISHE
HensnonseaHuaT nekapeTBEH NPOLYKT HIH OTNAARYHUTE MATepHANIE OT Hero TpAORa /1a ¢¢ M3XBEPJIAT B
CBOTBCTCTEHE C MECTHHTS H3HCKBAHHS.
7. TIPHTEXATEJI HA PA3PEIIEHHUETO 3A YIIOTPEBA
Intendis GmbH,
Mittelstraie 5/5A,
12529 Schinefeld, Fepmanug
8. HOMEP HA PA3SPEIIEHHUETO 3A YIIOTPEBA
20000455
9. JATA HA ITGPBO PAZPEHIABAHE/MMOAHOBABAHE HA PASPEINIEHUETO 3A
YIIOTPEBA
Jata Ha mepeo paspewmagsane: 03 asryct 2000 r.
Jara Ha nocnegro nmogHoegeawe: 01 asrycrt 2011 r.
10. JATA HA AKTYA/HU3HPAHE HA TEKCTA

06/2019




