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Kancukym Penanroc 0,05 % xpem

|
Capsicum Renantos 0,05 % cream ; Paspetsrus Ne ‘72;6[/6*2«/22’17201
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2. KAYECTBEH H KOJIMYECTBEH ChCTAB

100 g xpeM CBABPKAT:

662,70-1829,19 mg JIIOTH IHIIEPKH, I'BCT CTaHAAPTH3HpaH EeKCTPaKT (4-7:1),
excTpareHt: etaHos 80 % (v/v); cworBerctBanl Ha 53 mg KancanuuHonay, uzuucneny kato Kancauius,
(662,70-1829,19 mg Capsici fructus extractum spissum normatum (4-7:1), extraction agent ethanol
80 % (v/v), corresponding to 53 mg Capsaicinoides calculated as Capsaicin).

3a MBJIHMS CIIUCHK HA TTIOMOIIHHTE BEMIECTBA BHOKTe TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA
Kpem 0,05 %

4. KJIHHHYHHU JAHHH
4.1 TepaneBTHMHH NOKA3AHHA

3a JIOKAJIHO CHMMITTOMATHYHO JIeYeHUE Ha OOJIKM B XOAMJIOTO/AOJIHATA YACT HA Kpaka MpH XpOHHYHA
auabeTHA MOJMMHEBPONATHA NPH BE3PACTHH (KATO 4acT oT 00IIaTa TepaneBTHYHa KOHUETIHSA).

[TaupeHTsT € HHGOPMHPaH OT TEKCTA Ha JHMCTOBKATA, Ye TO3M JIEKApCTBEH MPOXYKT HE Momodpsisa
camMaTa HEBPOTIATHA.

4.2 o3HpPOBKA H HAYHH HA NPHJIOKCHHE

Ho3upoBKa

B ciywail, 4e He € MpeANMMCAHO APYro, NpH BB3pacTHH ¢ OONKOBO AHAGETHO yBpe)KJaHE Ha HEPBHTE
(MOJIMHEBPONATHA) CleJBa Ja c€ mpuiara 2 ¢m ABJra MBHila OT Kpema (ChoTBeTCTBawa Ha 1,1 mg
KaniCaMI[MHOWAH) 3 TIBTH JAHEBHO BBpXy Oone3Henwte obnacTy M Ja ce BTpHBa. M3dakea ce fa ce
abcopbupa oT KoXKaTa.

Heouampuuna nonyrayus

Jlela 1 1oHOLIH
Karicukym Perantoc 0,05 % kpem He Tpsaea jia ce M3Nnon3Ba npH aena noi 12 roaunu, nopa

Ha JaHHH 3a 6e30nacHoCcTTa M ehMKACHOCTTA Ha MPOAYKTa (BHXK TOYKA 5.1). /;,/
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[Ipunarane BbpXy KOXAara.

[IpoABIAKUTENHOCT HA yHoOTpeda

EduxacHOCTTa M [OHOCHMOCTTA Ha KpeMa € H3IHMTBaHa B KJIHHHYHO IIpOy4BaHE 3a fiepHoa OT §
ceaqmuud. IMo-npoasipkuTenHa ynotpeba BbpXy €4WH M CBhII YHaCThK MOXKE Ja JIoBe/le N0 YBpeXxKiaHe Ha
CETHBHHTE HEPBHH BJIAKHA.

43 IlporaBonoxkaszanus

CBpBXYYBCTBHTEIHOCT KBM AKTHBHOTO BEIIECTBO WIH KBM HAKOE OT [IOMOLIHMTE BEIECTBA, n30poeHu
B TOuka 6.1.

OcBed TOBa, KPEMBT He TpAOBA Aa ce mpuiara BbpXY Bede YBpel€Ha Koxa (OTKpHMTa TpaBMa, PaHu,
BL3NAJICHUE Ha KOXKaTa, KoXKHAa MH(pEKIM, €K3eMa) WIM BhpXY JIMraBylia H 0COOEHO BBLPXY JIMTaBHLATA
Ha OYMTE.

KpeM®T He TpaOBa Aa ce W3MON3Ba H 110 BpeMe Ha OPEeMEHHOCT U KbPMEHE.

4.4 Cpoenuanny npelynpexaeHus H Npeina3sHH MEPKH NpH YHOTpeda

MMauuentsT ¢ HHQOPMHpAH OT TEKCTA Ha JIMCTOBKATa, Y€ B Ciyyaid Ha octpa Gonka B Kpaka (aopu
eHOCTPAHHO) K 00pa3yBaHe Ha A3BU (paHu), TPpAOBA 1a CE TIPEOLICHH JTeYEHHETO.

[leauaTpuyHa nOOyaalHs
JIekapCTBEHHAT NPOAYKT HE € NOAX0AAN] 32 ynoTpeda npH geua.

Jlopy B HHCKH KOHIIGHTPAIMH, MPOAYKTHTE OT ITUNIEPKH MOXE Ja JOBEAAT A0 YBpeXAaHe Ha THraBHLaTa
Y J1a IpHYMHAT GONEe3HEHO Apa3sHeHe Ha JIMraBHIaTa. 3aToBa € MHOIO BXHO 1a C€ W30erHe KOHTAKT Ha
NYMraBMLIaTa ¥ ocoOeHo Ha MraBHiara Ha ounte ¢ Kancuxkym Penantoc 0,05 % kpem.

Pruere Tpa6Ba Aa 6BIaT MHOTO CTapaTeIHO H3MUBaHH cieq ynorpebara Ha Kancukym Penadroc 0,05 %
KpeM.

4.5 BsanmojaeiicTBHE ¢ APYrH JEKAPCTBEHH NMPONYKTH H IPYTH GOpPMHE HA B3ANMOAeHCTBHE

Kancukym Penanroc 0,05 % kpem He TpsaOBa ja ce M3NOJI3Ba €AHOBPEMEHHO C IPYIH JICKapCTBCHH
IMPOAYKTH 32 JIOKANHO MPUIOKEHHE BEPXY TPETHPAHUA yYacThK OT Koxara. B3anMoaencTBHA MOraT 1a
BB3HUKHAT /I0PH HAKOJKO Yaca cief MpiiaraHeTo Ha Kpema.

Ha MacToTO Ha MpHIICKEHHE Ha KpeMa TpAdBa fa ce n3bArea € JHOBPEMEHHO M3TIO/I3BAHE HA TOINIHHA

/3arpaBaHe/.

4.6 DepTHaHTET, GPpEeMEHHOCT H KLPMEHE

Kancukym Penanroc 0,05 % kpeM € NpOTHBOIOKAa3aH NpH GpeMeHHOCT ¥ KbpMeHe (BHXK TO4Ka 4.3).
KancanuMesT NpeMUHAaBa B MalMHHOTO MIIKo. ExcriepMeHTANHH NpOoy4BaHUs [IPH XKHBOTHH NOKa3BaT

PENPONYKTHEHA TOKCHYHOCT. He € M3BeCTHO KAaKbB € NOTSHLIHATHUAAT PHCK IIPH XO0pa.
4.7 EdexTH BbpXy cnoco0HOCTTa 32 wodHpaHe n paboTa ¢ MAINHHA
Hsama npoyupanus 3a edekTHTe BbpXY criocoOHOCTTA 3a wodHpaHe ¥ paboTa ¢ MAIIHHH.

4.8 Hexenanu JeKapcTBeHH PeaKIUH

HpH OLICHABAHETC Ha HCEXKCEIAHHTE JICKApPCTBCHH peakKUHMH ca H3IM0JI3BaHH ClIeIHATS [JAaHHH 3a
JeCTOTATA HA TAXHOTO MNPOABJICHHC!

MHoro uectu (> 1/10)

Yecru (> 1/100, < 1/10)
Heuectn (> 1/1 000, < 1/100)
Penxu (> 1/10 000, <1/1 000)
Mmuoro peaku (<1/10 000).




Heuectn: Hapyuiedne Ha CCTUBHOCTTA M 00pa3yBaHE HA S3BH.

Penku: MOKe J1a HACTBIIM PeaKiMd Ha CBPEXYYBCTBHTEJIHOCT (YPTHKApPHAJIEH €K3aHTEM, H3MpHILBaAHE).
B TakbB cnydaii reueHrero Tpabpa n1a Oble npekpaTeHo He3abaBHO.

AKO ce NOSIBAT He)KEJIaHU JISKAPCTBEHH peaKkuuH, yronpedaTa Ha JeKkapcTBeHHs NPOAYKT BeaHara
TpsOBa /12 ce CIpe K Ja CE MOTHPCH JIEKAPCKK CHBET.,

B nucToBkaTa 3a Mal[eHTA ce ChbAbPKA CieaHaTa HHPOpMaLHA:

AKTHBHOTO BEIISCTBO Ha XKpeMa, JIIOTH [MHUIEPKH, I'eCT CTAaHJAPTH3WPaH €KCTPaKT, MPpH TNOBEYETO
MALMEHTH BOAM A0 3aCH/IBAaHE Ha KPBBOCHAOAABAHETO CBC CHIIHO 3aYEPBABAHE HA KOXKATa M yCellaHe 3a
TOHMHA. Te3H PeakilMH ca 9acT OT HOPMATHOTO AefiCTBHE Ha JISKAPCTBEHHA TIPOAYKT H OOMKHOBEHO
OTIOYMSABAT CJIEJ KpaThK neproh oT Bpeme. OcBed TOBA, B IbPBHTE JHH Ha JCYCHKHETO, MOXKE [a C€
MOABM yCelllaHe 3a napeHe, ocTpa 6071Kka UK ChpOex.

Crobuiapane Ha NOAO3UPAHH HEKETAHH PEAKIIHU
Cro0111aBaHeTO HA [10A03HPAHH HEXKENTAHH PeaKLMHM ClieZ] paspellaBaHe 3a ynorpeba Ha neKapCcTBeHuUS

MPORYKT € BaskHo. ToBa MO3BOJIABRA A8 MPOABKH HaOMIOAeHHETO Ha CHOTHOILEHHETO 110/138/PHCK 38
NeKapeTBeHus MPoayKT. OT MeIHIIMHCKUTE CTIELIMANKCTH Ce H3MCKBA Aa ChodIIaBaT BCAKa MoJO3HpaHa
HeKeJlaHa PeakHA Ype3 HAHOHAIHA CUCTEMa 3a CHOOIIaBaHe B:

bnarapus

H3mbAHUTENHA areHuHA Mo JieKkapcTBaTa
yi. ,,Jlaman ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417
yebcaiiT: www.bda.bg

4.9 Ilpenosupane

B NHCTOBKATA 34 MMALKMEHTA C€ ChIbpKa cieaHaTa HH(GOPMAIHA: 0 BpeMe Ha ynoTpedata Ha KancukyM
Penanroc 0,05 % xkpem MOXe J1a Ce TIOABH ycelllaHe 3a TOIUIHHA BEPXY KoxaTa. AKO TOBA ce Cly4d H
YCEIIAHETO € TBBPJIE CIITHO, OCTaTBLUMWTE OT KpeM MOorar Aa OhaT OTCTPaHEHH CBC CTy/ICHA BOJA H

CaIlyH.

5. ©OAPMAKOJOI'NYHH CBOUCTBA

5.1 ®apmMakoAMHAMHYHH CBOHCTBA

dapmakoTepaneBTH4HA rpyna: Jpyru noxaiHy (MECTHH) aHECTCTHLH
CraHAapTH3HUpaH IbCT EKCTPAKT OT JIKOT munep (capsicum fruit extract), ATC-xon: NO1BX04.
PactuTeneH MeIULIMHCKH NPOAYKT 3a JIOKAIHO JeYeHHe Ha HEBporaTHa Ooka.

He ca HanvyH# pe3yaTaTH OT NPESAKIMHMYHH TNpOy4BaHUs Ha (PapMakoiorus, TOKCHKOJOTHI,
dbapmakokuHeTHKa U 6noeksuBaenTHOCT 3a Kancukym PesanToc 0,05 % kpem. 3aTtoBa B OLCHKaTa ca
BKJTIOUEHH AeHCTBHATA M PUCKOBETE, KOMTO €& OITMCAaHM 34 KalCauiiiH.

KancauuyHeT, OCHOBHHAT KOMIIOHEHT Ha ©KCTpaKTa OT KaM€HOB NHIEpP, € arOHHCT Ha BAaHHJIOWJHMTE
PELICNTOPH HAa HeMHETHHU3WpAHMTE, THHKH, adepeHTHH HoumMuenTusHH C-BrakHa M Ha cnabo
MHENHHHU3HPAHUTE A-O-HEPBHH BJIAKHA.

KakTo mokas3par ¢KCIIEPUMEHTHTE C dKHBOTHH M KIIMHHYHHTE MPOY4YBaHM, MPHJIAFGHETO HA €KCTPAKT OT
Kaii¢HOB MHIlep WIM KancCauIlMH BBHUIHO BbPXY 3[paBa KOXa BOAH /0 AKTHBHPAHC Ha BaHIngIﬂ;FEﬂ'HﬁTE‘i
peuentop. Toea moBeskaa 10 BB30OYKIAaHE HA HOLMUENTHBHATE HEPBHH OKOHYAHHA B pééwmo &Eﬂ“‘g,
ocBoOokAaBaHe (HM3UCPIIBAHE) HA [BPBHYHMA CEH30PEH HEBPOTPAHCMHTEP CyGCTaHI.IHﬂ?,P
BeJHAra clie]] NpUlaraHeTo Ha KpeMa, MOXe J[la ce [0ABH YycelllaHe 3a napeiia 9
AKTHBAPAHETO Ha HOLMIECNTHBHWTE OKOHYAHWA CliE[Ba €JHA YCToHuYMBa (haza Ha i (7

(HaMaNfBaHe Ha 4YYBCTBMTENHOCTTA), KOETO € CBBLP33HO C HaMaidBaHe Ha ocBoboxidpaH
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cyberapumsa P. Tosu MexaHusbsM Ha JAeHCTBHe BOAM 10 HamanspaHe oOpaborkata Ha OOJIKOBHTE
MMITYJICH B [TBPBHYHHUTE CEH30PHM BJIAKHA M HA TOBA ce 0Ga3upa aHANTeTUYHOTO AelicTBHe Ha Kamncukym
Penanroc 0,05 % kpem. [loBTOopHOTO npuiiarade BbpXY CBIIHA YYacTbK OT KOXKAaTa, Ype3 MOCTOAHHO
HaMansBaHe Ha OONKOBaTa YYBCTBUTEJIROCT BOAM A0 OOPaTHUMOC aHANTETHYHO AEHCTBHE, NOAAbLPXKAHO B
MPOIBIKEHUE HA 4acOBe 0 CEAMHUILIH, B 3aBHCHMOCT OT Y€CTOTATa Ha [IPHIOXKEHHE.

5.2 @OapMaKOKHHETHYHH CBOHCTBA

Bux Touka 5.1,

5.3 IpeaximunyuHd JaHAH 32 GezomacHOCT

Bk Touka 5.1.

6. ®APMAIEBTUYHM JAHHHA

6.1 Crnuchbk HA NOMOIHHTE BeLIeCcTBA

CopOuTaHOB CTeapar, MakporolOB cTeapaT , [iHueposn 85 %, TpHIVIMUEPHOH, CPeIHOBEPHIKHH,
kapbomep 980, ¢eHOKcHeTaHON , NpPEYUCTEHA BOJA, PO3IMAPHHOBO MAacjO, HATPHER XHMAPOKCHI,
TJIFOKO3€H cHpor, THTaHoB Juokeua E 171.

6.2 He¢hBMeCTHMOCTH

He e npunoxumo

6.3 Cpok Ha roqHOCT

48 Mecena (rpeau OTBapsHE HA OMAKOBKATA).
3 Mecena (caeq IrbpBO OTBapaHe Ha onakoBkarta / 40 g Tyba)
6 Mecena {(cnea NbpBO OTBapsAHe Ha onakoekara / 100 g Tyba)

6.4 CnenEajHH YCJIOBHS HA ChXpaHeHHe

To3u JIEKAPCTBEH IMPOAYKT HEC H3UCKBA CIICHHAAHH H3HCKBAHHA 34 CEXPAHCHHAC.
3a YCIIOBHATA Ha ChXPAHCHHE Ha JICKAPCTBCHHA NPOAYKT CJICA ITbPBO OTBApAHC HaA ONAKOBKAaTa, BK. T.

6.3.

6.5 /lanHHM 32 ONAKOBKATA

AnyMmuHreBa Ty0a c kanadka ot PP/PE Ha BHHT.
OpuruHaliHa onakoBka ceabpkama 40 g uim 100 g xpem.
He Bcuuku BUJOBH OIMAKOBKH MOraT a OpaaT mMycHATH B npoaaxkda.

6.6 ChnenmHaJHH NpeANa3HH MEePKH NPH H3XBLPJISIHE

Hsama cieqMaiHd N3UCKBAHHA.

7. HNPATEXATEJ HA PAZPEHIEHHETO 3A YIIOTPEBA

Worwag Pharma GmbH & Co. KG
Calwer Str. 7,

71034 Boblingen, I'epmanus

Tel.: +49 (0)7031/6204-0

Fax: +49 (0)7031/6204-31

8. HOMEP (A) HA PAPEIIEHHETO 3A YIIOTPEBA
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9. IATA HA ITBPBO PA3SPEIIABAHE/ IIONHOBSBAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

HaTa Ha mepBo paspelnaBane: 16.04.2014 roauHa

10, JATA HA AKTYA/IM3UPAHE HA TEKCTA
06/2014




