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KPATKA XAPAKTEPHCTHKA HA MPOAYKTA -

1 HME HA JJEKAPCTBEHHAA NPOAYKT
Anep6uH pazTBOp 3a KOXKA
Acerbine cutaneous solution

2 KAYECTBEH H KOJJHYECTBEH ChCTAB

AxTHBHH Bemectsa 3a 100 g pasteop 3a koxka: 1,3779¢ DL — s6nmuHa xucemuna (malic acid), 0,154g
GerzoeHa kucenuHa (benzoid acid) and 0,04 1g canvmnosa kucenna (salicyc acid).

3a MBIHKA CNHMCEK HAa OMOUIHHTE BelecTBa, BHCTE Touka 6.1.

3 JEKAPCTBEHA ®OPMA

PasTROp 32 KOXa. _
besnBerHa TeyHoCT, 6e3 MHPHC , 32 NpUaraHe BEPXY KOXKATA.

4 KJAHAYHHA JAHHHA

4.1 TepanesTHIHH NOKA3AHAY

Koxun HapaHABAHHA KATO paHH, H3rApPAHHA, CTLHYCBO HIMAPAHE,

Jleyetive Ha MOBEPXHOCTHH H ABLIOOKH paHu ¢ WiH 6e3 HHEKIHH, TpodHIHH paHH (HAND. BEHOSHH A3BH,
mabeTHO CTHHANO M AexyOMTATHM panu). Mma Onarompusred edekT 3a nOpenoTBpaTsaHe Ha
XUTIEPTPOPHIHH OENIE3M H KENOHIH.

4.2 /o3HpoBKA H HAYHHA HA HPHIOKEHHE

Hanpscxea ce AuepbHH pasTBop 3a KOXa AUPESKTHO BHPXY PaHaTa HIH PAHATA ¢& MOKPHBA CHC CTCPHIIHA
IpeBpb3Ka, HanoeHa ¢ AuepOHH pasTBOp 38 KOMXA.

Obnuaiinata 1032 3a KbpMayeTa, Jelia U BB3PACTHH €:

B 3aBHCHMMOCT OT NOIEMHHATA HA PAHATA TH C& HANPLOKBA AUpPEKTHO ¢ 2 Ao 4 mnprmxnaﬂm or2 no3
NBETH JHEBHO, AKO M3N0/T3BaTe CTCPHIIHA NPEeBPB3Ka, 32 Jia MOKPHBATE paHAaTa, T4 e HaroABa 2-3 IMBTH Ha
JieH ¢ AuepOun pa3TBop 3a Koxa.

Criept 0OpasyBaHe Ha KOpHYKA BBPXY PaHaTa, oﬁmcnoaeuo € AOCTATHYHO AHEBHO €XHOKPATHO
NPUICKEHHE.

TIpOABIKHTENIHOCTTA Ha YNOTpe6a 3aBHCH OT HANPEABAHETO HA O3/IPABHTEIHHA



4.3 TIporAsonoxa’aHHS
CBpPBXYYBCTBHTENIHOCT KbM aKTHBHOTO BEMIECTBO HIH KbM HAKOE OT IOMOIIHHTE BEIIECTBA.

44 CuenHanam upeAynpexIcHAS B NPEANAINA Mepka UPH ynoTpeba
Ilpu ofmmphn HapaHABAHHS M M3rApAHMA, & CHI0 TAKA NpH ynorpeba NpH MOAIOTOBKA 3a
TPAHCIIIAHTAIA € HY)KHA KOHCYATAL(S C JIEKAp.

Ilpn npapunsa ynorpeGa AuepGHH pasTBOp 38 KOKa ce NOHAcA Ao6pe; OTAENHHTE KOMITOHEHTH MOTAT 1a
TPEMIBHKAT APAIHEHE Ha KOXKaTa (OeH30eHa KuCeuHa, CANKIMNOBA KUCSAMUHE, TIPOTIICHTIHKON),

AuepbuH pasTBop 3a KoXKa He e NPENoph4Ba NP HOBOPOAEHH.

Ilpu Texxu Hapymenna Ha ObOpeunaTa dynkims AuepOHH pasTeOp 3a KOXa He TPa0Ba A Ce Mpuiara
BBPXY TO/IAMA MOBEPXHOCT WIH 33 AWTBT IEPHOA OT BpeMe.

IponykTeT He Tpabsa na GbAe B KOHTAKT ¢ JHTABHIMATE, 0COGEHO OKO/MO YCTATA H OYMTE,

4.5 BaanmojelicTBHe ¢ APYTH JEKAPCTBEANR NPOAYKTR H APYrH (JOPMH Ha BianMoaelicTBHE

He ca npoBexnaHu npoy4BaHHA 38 B3aHMOACHCTBHA; 10 MOMEHTA He Ca HaOMoAaBaHH B3aHMOACHCTBHA.

Bce nak CaHIUIOBATR KHCEMMHA MOXE A YBEIHuM pe3opOmMATa HA APYTH NCKAPCTEEHH MPOAYKTH,
NPHIOKEHH BBPXY CHIIATA NOBLPXHOCT.

4.6 ®epranaTer, 6peMennocT H KhpMene
YnotpeGara no Bpeme Ha GPEMEHHOCT H KbPMEHE € BE3MOXKHA [10 IPHHLWIL

3a AuepGuH pasTBOp 33 KOXKA HAMA KNIMHWYHHM JaHHN OTHOCHO ynorpebata No BpeMe Ha GPEMEHHOCT.
ExcnepuMeHTanuuTe NpoyYBaHys NPH XKUBOTHH He NMOKA3BAT NPAKO WM HENPAKO BPeaHO BL3ieiicTene
BBPXY OpeMeHHOCTTa, eMOPHOHANHOTO/(peTaNHO PA3BHTHE, POXKAAHETO HIH MOCTHATRITHOTO Pa3BHTHE
(Bik 5.3). YroTpebara Ha AnepGHH pasTeOp 3a KOXa Jocera He Moka3sa HeGaronpHATHY e(heKTH BHPXy
OpeMenHOCTTa HiH 3apaBeTo Ha (eTyca/HOBOPOIEHOTO AeTe.

VYnotpebata npu GpeMeHHM WIM KBPMAuKH Tp268a fa GBAe ¢ AOBMIEHO BHHMAHME; 110 BpeMe HA TO3H
nepuoa AuepOHH pa3TBOp 3a KoMa TPAGRA [a Ce Npuiara caMo BhPXy MAIKH NOBbLPXHOCTH.

CannnoBara KHCeTHHAR NpeMMHABA Npe3 IUIALIGHTATA M CHHIO MOXEe Aa TpeMuHe B Kepmara. Hama
OpoyuBaHMs BEPXY edekra Ha CAIMIMIOBATA KHCEIMHA BHPXY NPOTHYAHETO HA GpeMeHHOCTTa H
NEPHHATANHHUTE NIAPAMETPH.

[To BpeMe Ha kbpMeHe ALepOHH pasTBOP 3a KoXa He TpA6pa Aa ce NpWIara BEpXy I'bpAHTe.

4.7 EdexTn B1pxy cnoco6HOCTTA 32 ModHpPaHe B paboTa ¢ MAIARH

AnepGun pa3TeOp 3a KOKA He NORIMABA HIH NOBIHABA NpeHeOpexkHMO CIIOCOGHOCTTA 3a Wodupane H
pabota ¢ MaluHH,

4.8 HexeNaHH JEKAPCTBEHH PEAKIHE

YecTo cren nprarane Ha AnepGHH pasTBOP 32 KOXKa ¢e MOIy4aBa MPEXOOHO ycelllaHe
Gonka, Cied KOSTO NAHEHTHT YysCTBa GBpPac 1 NPONLITKUTENHO obnexyeHue Ha 6

B pezky clyuan MOxXe Ja Ce MOTYYH JIEKO 3a4CPBABAHE Ha KOXKATA H YPTHKApPHANIE
3paBaTa THKAH, KOATO € HEMOCPECTBEHO JI0 TPETHPAHATA OGNACT ¢ HAPAHABAHUA.



Crofinasanse Ha ROZOIHPAHY HEKENAHH PEAKLUM

Crofmananero Ha TO/I03HPANA HEKENaHUM PEAKIMH CJIE] PA3PEIIABAHE 3a YIOTPeOa HA JEKApCTBEHHA
NpoIyXT ¢ BaxHO. TOBA NO3BONABA Aa NPOAWDKH HaGMONCHHETO HA CHOTHOLICHHMETO MON3A/PHCK 38
NEKAPCTBEHUA NPOAYKT. OT MEAHLMHCKHTE CNCLMANMCTH ¢€ HIHCKBA A8 ChoOIABAT BCAKA MOJOZHPAHA
HEHKC/IAHHA PEAKIHA 9pe3 HALMOHANHATA CHCTeMa 3a chobllapane Ha Hampnuurennara areHums no
nexapctTBata — ya»/JdamaH [pyes» Ne8, 1303 Codns, Ten.: +3592 890 3417, yebeaiit: www.bda.bg

4.9 Tpexosupane

Hsama croOimenns 3a cirysan Ha Npeao3Hpane,

Ho Bpeme Ha NeyeHHe Ha ro/AMa MOBLPXHOCT M ¢ BHCOKH JO3H, 0co0EHO TIpH A6HA, MOXE Ja C¢ NOSBAT
cnall NpHU3HALM Ha HHTOKCHKAUMS (CAMLMTMIBM) TIOpAZM CHCTEMHATA pe3opOLHA Ha CaTHLMIOBA
kucemnHa. flpusHanuTe ca CTOMAINHO-YPEBHH CHMITTOMHM KATO rajeHe, MOBPHINAHE M CHMITTOMH HA
[EHTPAHATA, HEPBHA CHCTEMA KATO 3amalisane, riasofonue, 00LpKaHOCT, IMyM B YIIMTE 1 M3NIOTABAHE.
CanuupoBata KHCE/IHHA BB BHCOKH JIO3H MOXE A IPSAM3BHKA MUKPOKPHBOMXIHBH H MONKE J13 YABIDKY
BPEMETO Ha KbpBeHe Ype3 MHXHOUpaHe Ha arperaumsTa Ha TpoMGoLHETHTE,

Tean cAMITTOMH MOKe Aa ce maberHar YpE3 HaMaJHBAHEe Ha A033Ta H MPOAB/LKHTC/THOCTTA HA JICYEHHETO.

5 ®APMAKOJOI'MMHH CBOMUCTBA

5.1 @®apmaxopuaamuyEH cBolicTBa

®apMmakoTepanesTHYHa rpyna: JepMaTONOTHYHE NPOAYKTH, NPEMAPATH 3a JICYCHHe HA A3BM H PaMH,

JAPYTH LHKATPH3HPAIIH APOIYKTH
ATC xon: DO3AX

Auepbun ¢ GesperHa kucena reunoct (pH <3) 3a nprnarate BEPXyY KOMATA.

AuepbuH pa3TBOp 32 KOXA TIPHTEXABA AHTHCENTHYHO M AHANTGTHYHO MASHCTBHE W MOATIOMAra
3a3APABABAHETO HA paHWTe: AnepGMH pasTBOp 3a 'KOMA CTIOMAara 3a OTAE/AHE HA OKCYAAT H 3a
ofpasyBane Ha cTpyned, ofpasysaHe Ha rpaHyNaLUHOHHA THKAH M enHTeN. AuepOHH pasTBOp 38 KOXKa
TOANOMAra HHKOPTIOPHPAHETO Ha KOXKHH TPAHCIUIAHTAHTH, KATO CE MIPHIAra 8 OCHOBaTA HA PAHATA.

Canuyunosama xucenura okassa GnaronpuaTeH eexT BBpXy OTACNAHETO HA HEKPOTHYHATA THKAH OT
OOBBPXHOCTTA Ha paHata. Ilommomara ofpasypaHero Ha 3/paBa rpaHyJalMOHHA TBKAH H 32
eNHTeNIH3ALHATA, '

Hbvaunama xucenuna nognomara MeTaoH3Ma ¥ PABHOBECHETO HA TEUHOCTH B OG/ACTTa HA PAHATA H
OTCTPAHABA H3NMMIIHHA BEIVICposieH nuokcwi. Toma peficTea GnaronpusTHO BBPXY Npoueca Ha
3a3RpaBABane.

Ypes kucenoro pH AnepGuH pa3Teop 32 K0XKa NIPEOTEPATABA ATKAIM3AIAATA Ha PAHATA, KOSTO MOXKE 13
AoBeAe 10 HHGEKIHA H CTHMYIIMPA 03APABHTEIHUA NPOLEC IO MHOTO HAYHHH,

OcBeH TOBa, 3a37paBABAHETO HA pAHATA CE MOAALPXKA OT AHTHCENTHYHOTO (AHTMGEKTEpHANHO H
aHTHMHKOTHYHO) eHicTBHE Ha Oensoenama Vi Catuywiosa KuUCeRuny.

5.2 ®apmakoxnHeTHIAH cBOCTBA

Cammmnosara kucenuna 6upso ce abGcopGupa oT KokaTa W ce pasnpefels B LUANOTO T, HuCKHAT
pasmpeaerirencH obem ot 0,17 kg ce apmkn Ha BHCOKATA CTENEH HA CEBP3BAHE C INTAMEHHS NPOTEHH
(80-90%) Ha canuimnoraTa kncenuHa, CyOGCTaHIHATA MHPBHYHO & MeTaboNM3Hpa B YepHUS :.q:oﬁ Karo

CHITHUWIYPaTHA KHCETHHA H FIIOKYpOoHHA, BpeMeTo Ha nomy»KHBOT OT IIa3MaTa
(okono 0,5g) e 2-3 yaca.

enHMHHHApA oT OeGpeuure nox dopmara Ha xmlypona xucennta. Bemsoenara Kkuc
OpraHu3Ma.



Hama npoyqsaHns BPXY (papMaKOKMHETHKATA HA SGBAYHAMA KUCERUNA.

53 Hpeaxnnupunn fanaE 32 GesonacHocT

MMpeaxnuuagnn  edexTH ca HaOmOAABAHM CAMO MPH EKCIO3HMIIHH, 3HAYHTENHO IO-TONEMM OT
MAKCHMAIHATA TEpPaNeBTHYHA JI03a IIPH XOpa..
TIpakTHYeCKOTO 3HA%EHHE NIPH XOPA Ce pa3riexkKaa KATO HESHAYHTEIHO.

6 ©®APMAIEBTHYHH JAHHA

6.1 Cuscbk H2 DOMOIBATE BeMECTBA

TIponunenrmixon, NPOIHACHITIHKON MOHOMAMAT, TIPCYHCTEHA BOAA.

6.2 quuec’rnuoc'rn

JKenesun (III) conn, (o6pasyBane Ha xoMIUIeKS), Hox (penHnHTHpPane), GopaKc (HeyTPANHIALMA).

6.3 Cpok na roguocr

24 mecena
12 Mecelia cien ITbPBO OTBapsAHE HA OHAKOBKATA

6.4 Cuoenmannu ycI0BHY 33 chXpanenBe

Ha ce crxpanara mog 30°C.

6.5 [lannu 3a onaxoBkara

Bytwika or PE, coanpkama 30 ml unn 80 ml, nocraseHa B kapToHeHa KyTHA.
He BcHukn onaxosxu Morart fa GeaT IMyCHATH Ha N1a3apa.

6.6 Coenuanam npeAnAIHE MEpPKE NPA H3XBLPISHE

Hemsnonseaumar npoOyKT HIH OFmAZpYHHTE MATCPHAIH OT Hero TpaGRa JAa ce HXBBPIAT B
CBOTBETCTBHE C MECTHHTE M3HCKBAHHA,

7 NPHTEXATEJ HA PASPEIHEHHETO 3A YIIOTPEBA
Pharmazeutische Fabrik Montavit Ges.m.b.H.
6067 Absam, Ascrpus

phone: +43 0 5223 57926 0
fax: +43 0 5223 57926 11

e- mail: pharma@montavit.com
8 HOMEP HA PAIPEIIIEHHETO 3A YIIOTPEERA
20090459

9  JATA HA ITHPBO PA3PEIHABAHE / IOJHOBABSHE HA PA3PENIEHHETO 3A
YIIOTPEBA

13.10.2009

10 JATA HA AKTYAJIN3APAHE HA TEKCTA
11.2018




