1.  HME HA JEKAPCTBEHMA IPOAYKT
PozakTa kpem

Rosacta cream

2. KAYECTBEH H KOJIMYECTBEH ChCTAB
1 g kpem ceabpka 100 mg Rosmarinus officinalis L., aetheroleum (Po3MapHHOBO Macnio).
IToMOLIHO BEILECTBO ¢ H3BECTHO AEHCTBHE:

3 g netocTeapwiIoBR ankoxon (T A) eMynrupai/ 100 g xpem.
eTauoln (o0mwo chabpkanne Ha etaHon 17,4% V/V)
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4. KIMHHYHHA JAHHH
4.1 TepaneBTHIHM NOKAZAHUA

PozakTa kpeM € TpaZMUWOHEH pPaCTHTENSH JIEKAapPCTBOH NPOAYKY, K3NON3BAH OpPH BB3PACTHH 34
obnexdapaHe Ha caaa MycKyJlHa W cTaBHa OONMKa H JleKM HapylleHHs Ha uepudepHoTo
xpbBOODOpameHe.

ToBa ¢ TpagHUMOHEH PACTHTE/IECH JIEKAPCTBEH MIPOAYKT 38 NPWIOKEHHE MPH CHELMPHUHH NOKA3aHUA,
OCHOBABAaLIH C& Ha TB/ITOrOAHIIHA YITOoTpeba.

42 Jlo3ApoBKA H HAYMHA HA APUIOKEHHAE

HOSPIQOBK&

B'b3pacmuu U xopa ¢ cmapyecka gpv3pacm
INpunaraiite npudnH3UTENHO 3-6 ¢M KpeM 2 10 3 IBbTH JHEBHO BBPLY 3acerHaTHsA YYacTbK H JIEKO Io
B‘I‘pHB&ﬁTC B KOara. KoNMHYeCTROTO Ha H3NON3BaHAS Epeb 1Ie 3aBHCH OT JICKYBAHHA YYACTDK.

Heouampuuna nonynayus
Vnorpebata npn Aed M OHOWH Hon |8-romuiuHa Bu3pact He c¢e npenopreusa (BX. Todka 4.4
»CreLHanHi NpeayNPeXKaeHH U IPpeaNa3HH MEpPKH NpH ynotpeba™).

Hauun Ha mpunoxkenye
[Npunarade BBPXY KOXATA.

Ipexn ymotpeba npoOuiire TyOara, Kato oObpHere Kamayxata W 3 3aBbPTHTE, 34 jAa pas
H30NTHpAINATA Nperpaja Ha Tybara.

HEOQ'EIDKI‘ITGHHOCT Ha YIOT geﬁa



AKO CHMITOMHTE Ce BJIOIIAT MMTH MPOIL/LKAT MOBEYe OT 4 CeJMMUM Mo BpeMe Ha ynotpelara Ha
NeKapcTBEHMA NPOAYKT, TpAOBa fa ce HampaBH KOHCYNTALMA € JTEKap, KBATHQHUIMPAE MeIHUMHCKH
CTISUHATHCT A1H (PapMaLieBT.

43 TIIporaBonokazauus

CBpBXYYBCTBMTENHOCT KEM aKTHBHOTO BEIECTBO WIH KbM HAKOE OT IIOMOLIHHTE BELIECTBA,
n36poenH B Touka 6.1.

Jla He ce npunara BepXY HapaHEHA KWK Pa3ApasHEHa KOXa.

4.4 CrenmainH OpelynpexaeHHs H NPeANAIHH MEPKH NpPH ynoTpeda

Yorpebata Tpabea fia ce NMpeycTaHOBK PH NOABA HA 3a4EPBABAHE, PAIHEHE HIH CYXO0Ta Ha KOMKATa.

Ilpy nossa Ha ctasHa Gonka, Npuapy)keHa OT MOAYBAHE HA CTABATA, 3a4YEPBSBAHE WIM MOBMINEHA
TeMIepaTypa Tpsa0Ba a ce KOHCYIITHpa C NeKap.

Ilpn HanHuKe Ha BB3INANIEHNE Ha KOMKATA WIHM NOJAKOKHO BTEBPASBAHE, A3BH, BHE3ANHO NOAYBAHE Ha
C/IMH MM [iBaTa Kpaka, 0CoGEHO ako ¢ CBBP3aHO ChC 33YepBSBAHE M 3aTOIUISHE, ChPAEYHA MM
6u0pedHa HeOCTATBYHOCT MM BHE3alHa ocTpa Hoka B Kpaka MpH Mokoi, Tpabpa Ja ce HANpPABH
KOHCYJITALMA C JIeKap.

Tpabsa na ce n36arBa KOHTAKT ¢ ounte. KpeMbT He TpsGBa aa ce npunara B GAH30CT ¢ JIATABMLIHE,
HamuiiTe ppleTe ¢l NPEAH H Cllel M3MON3BAHE Ha KPeMa.

AKO KPEMBT ClIy4aifHO ce nore/iHe, Tpa0Ba a ce HanmpaBy KOHCYNTALIUA ¢ JIeKap WIH (apMaLesT.

HeauaTpryna nomynanus
Vnorpebara npu jena H OHOWMH noa 18-roguinHa BE3pAcT HE CE NPENnOPBUBA TOPAJM JIHNCA Ha

AOCTaThkYHO JAHHH.

Po3zakra kpem chappka 0,3 g eraHon (akoxon) BB BCAKA 71033 OT 2 g KpeM.

Moike na npean3BHKa ycellaHe 3a MAPEHE HA YBPEACHATA KOXKA.

Posakra kpem cpappixa 60 mg LeTocTeapUIIOB ANMKOXO0M BB BCAKA 1032 OT 2 g KPEM.
Mosxe na nNpenU3BHKA NOKAIHH KOMXHH PeakLHH (Hamp. KOHTAaKTCH A€pMaTuT).

4.5 BianMogeiicrBre ¢ APYru JeKapcTBEHH NPOAYKTH H APYTH GOopMH HA B3aHMOJeilcTBAS
He ce cpobmasar.
4.6 DPeprunnTeT, GPEeMEHHOCT H KbpMeEne

BpemenHocT

Hama uid MMa OTpaHHieRO KOAMYECTBO A&HHM 3a ynoTpefarta Ha Macno oT posmapH (Rosmarinus
officinalis) npu GpeMentu xenu. YnorpeGata Ha PoszakTa KpeM He ce mpenopbuBa 1O BpeMe Ha
OpeMeHHOCT.

Kspmene
BesonmacHocTra mo BpeMe Ha KbpMeHe He € ycTaHoseHa. [lopaqu nunca Ha J0CTaThu

ynotpe6ata Mo BpeMe Ha KbPMEHS HE CE MpenopbYBa.



DepTUIHTeT
He ca npoBexkmanu npoyysaHua Ha edeKTa BbpXy QepTunmTeTa.

4.7 EdexTn Bbpxy cnocobmocTTa 32 odHpane u patoTa ¢ MAIHHA

Posakta kpeM He NOBNHMABA WM MOBNMABA [peHeOPeXHMMO crocobHOCTTa 33 wothHpane u pabora ¢
MallHHH.

4.8 Hexenans JIEeKAPCTBEHH PeAKIUM

YecToTara Ha M3OPOEHHTE 110-00TY Bh3MOKHH HEXENAHH PEAaKLMH € OTIPE/IEIEHa B ChOTBEICTBHE ChC
clIeHaTa YCIIOBHOCT: MHOro 4ecrd: (>1/10); wectn (21/100, <1/10); Hewect (=1/1000, <1/100);
peaxu (>1/10 000, <1/1000); muoro peaxn (<1/10 000); ¢ HeH3BecTHa uecToTa {OT HATMYHUTE NAHHK
He MOke 12 OB/ie HallpaBeHa OLICHKA).

HapyuieHHA Ha HMYHHATA CHCTEMA

C HeH3BECTHA YecToTa CBpEXYYBCTBHTERHOCT (KOHTAKTEH EPMATHT)
PecnapaTopHH, IPBIHH H MeNHACTHHAJEHH

HApYIIEHHA

C HEH3BECTHA YeCTOTa CBpBXYYBCTBHTENHOCT (acTMa)

AKO Ce MOSABAT APYrd HeWenaHH peakud, TpAGBa na C¢e¢ HaNpaBH KOHCy/JTauMsa ¢ JieKap,
KBATHQMUHPAH MEHIMHCKH CTIELMAJTHCT WIH (apMaLeBsT.

C'bOﬁmgBaHe Ha NOAO3HPAHH HEKCTAHH PEAKIIHH

CrobLIaBaAHETO Ha TIOJO3UPAHK HEXENAHH PeaKkLK CiieT PErHCTPALKS HA TPANHLUHOHHHA PACTHTENEH
JICKapCTBEH MPOAYKT € BaxkHO. TOBa MO3BOJIABA 1A NMPOAB/DKH HAO/MOJEHHETO HA CHOTHOLIEHHETO
10/13a/PHCK 33 TPaAUIIHOHHUS PAcTHTE/IEH JIEKapCTBeHUs NPOoAyKT. OT MENHUMHCKHTE CIELHATHCTH
Ce H3MCKBA HJa CpoOImIABAT BCAKa MOJO3HPAaHA HEXeNaHa peakllMf Upe3 HALMOHAIHA CHCTEMa 3a
cpoOmasade keM HM3biIHHTETHATA areHIMA N0 JIeKapcTBaTa, yA. .,[lamsu [pyes” Ne 8, 1303 Codus,
Ten.: +35928903417, yebeaiit: www.bda.bg.

4.9 XYipenosmpane

He ca cpobllieHn cnyyvan Ha TipeaosMpane.

5.  @®APMAKOJIOTHYHHM CBOMCTBA
5.1 dapMakoAHHAMHYHNA CBOHCTBA

apmakoTepaneBTHYHa Tpyna: J{pyrd NOKaIHH NPOAYKTH 38 CTABHA M MYcKyiHa Gonka, ATC kox;
MO2AX.

Po3zaxTa KpeM € TpaJHIHOHEH PACTHTENEH JICKAPCTBEH NMPOAYKT.

He ca npoBexaaHi npoyYBaHus BEpXY (PapMakoJHHAMHYHHTE cBOMCTBRA.
5.2 @apmMaxkoKHHETHYHH CBOlHCTRA

He ca nporexxnann npoyuBaHHus BbpXY (PapMaKOKMHETHYHHTE CROHCTBA.

S.3 IIpeaknREAYHE AaHHH 32 6€30MaCHOCT




He ca npoBexiann 3c/1eABaHAA 33 PENPOYKTHBHA TOUKCHYHOCT H KAHIEPOTEHHOCT.
Hoka3aHo €, 4e MacaoTo OT PO3MapMH HE € MYTAreHHO NPH M3CheaBaHe 3a o6paTHH GaKTepHAIHH
MYTaudd (TecT Ha Ames).

6. GAPMAINEBTHYHH JAHHHA

6.1 Cuos¢bk Ha TOMOIMAMTE BElECTBA
CpeBHOBEPISKHE TPUTITHLEPHAH
OKTHIAOACKAHON

Eranon (96 nponenra)

I'nuuepon (85 npouerTa)

Emynripau uetocTeapHnoB ankoxon (THIM A)
I'muuepon MoHocteapar 4055
Tpomertamon

JumeTHKoH

Kapbomepu

Ipeuncrena Bopa

6.2 HecnBMecTHMOCTH

Henpunosxumo.

6.3 Cpok na rogHoCT

4 roauad
Cpok Ha TOIHOCT ciie] EPBO OTBapsHe: 12 Mecela.

64 Coenuanum ycaoBus HA ChHXpancHne
Ja ce cvxpanasa nog 25 °C.
6.5 Bujan cLoLpKaHHe HA OMAKOBKATA

Arymunuera Ty0a ¢ BETPELIHO HOKPUTHE OT eNOKCH()EeHOTHa cMona 1 Kanauka Ha BuHT oT HDPE.

Onaxoska: 50 g 1 90 g kpem.
He Bcu4ke BHAOBE ONAKOBKK MOrar Aa GbJAT MyCHATH B mpogakoa.

6.6 CuoennajHHE HpeINAIHHA MEPKH HPH H3XBbLpIAHE

Hama cnenyaniy H3UcKBaHMA.

7.  HPHTEXATEJ] HA YJOCTOBEPEHHETO HA PETUCTPAILIUA

Medis GmbH, Europaring F15, 2345 Brunn am Gebirge, AscTpHa

8. HOMEP(A) HA YIOCTOBEPEHMETO 3A PETHCTPAITHA

Per. Homep: 20170363




9. JAATA HA ITBPBO PETHCTPHPAHEMOAHOBSIBAHE HA YJIOCTOBEPEHHETO
3A PETHCTPAIIAA

Jlata na mepBo perucTpupane: 29.11.2017

10. JATA HA AKTYAJIM3NUPANE HA TEKCTA: 05/2021




