KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. HUME HA JIEKAPCTBEHHA ITIPOAYKT
) ) -y - y I
ITUAIT PUITUUD SO mg/g+30 mg/g ren “MBJ}FH“TEﬂl'E Al EH_U,““ HO_BEKAPCTBATA ’1
DEEP RELIEF 50 mg/g+30 mg/g gel Kparmea Xapaxmepucrima Ha npogyxmma - [ousomens |
2. KAYECTBEH H KOJIHYECTBEH CbCTAB
”6ynp0q)eH (Ibupr(;!f‘e}?) 5-0% “;Xw ” spppeibafivh beaib3100312420511 [BRRYL AR LEY T ENENNIERITRRNTINALE:
JlesomenTon (Levomenthol) 3.0% wiw ' '

[loMolIHO BEWECTBO ¢ M3BECTHO AekcTere: | g o1 rena chabpka 100 mg nponuneHrnnkos 1 288
Mg ankoxos (eraHo).

32 NbAHMS CNUCHK HA NOMOLIHWTE BelecTBa, BHkKTe Touka 6.1

3. JEKAPCTBEHA ®OPMA

["en 3a npunoxenue Bbpxy koxara. Juin Punuii e npospaueH, Oe3uBeTEH re.

4. KJIHMHHYHH JAHHH

4.1 TepaneBTHUYHH MOKA3IAHUA

3a CUMNTOMATHUHO 00/1ICK4aBaHe HA PEBMATHYHHN H MYCKYJIHM OOJIKM W Bb3MAJEHHE MPH W3KbIUBAH U,
HABAXBAHE W CIIOPTHY TPABMMY,

4.2  Mo34poBKA H HAYHH HA NPRJIOKEHHEe

3a ew3pacmuu u oeya Hao 12 coounu

JuHn Punuiip ren ce HaHacs Bbpxy 3aCerHaTaTa 30Ha ¢ KM MACAKHH ABUKEHNS 10 NBIAHOTO My
rnonusBaHe. AMIMKaUnATa ce NOBTaps, HO He noBeye 3 NbTU AHEBHO. Jla HE C€ HaHacsa Ha HHTCPBAAH NO-

ManKH oT 4 yaca.

3a BCAKA aniMKaLKA ce u3noa3Ba okono 1 cm a0 4 cm ot rena npu ty6Ga ot 30 g mnn 50 g.
AKO 10 ABe CEAMMLH HE HACTLIU NOACOPEHHNE, 3aABJIKUTENRO C& NPOBEKAA KOHCYITaUKs C J1eKap.

Heya nod 12 codunu
He ce npenopbusa ynorpedata Ha Jinkin Punuiid ren.

4.3 IIporuBonokazanns




CBpbXUYBCTBUTEIHOCT KbM HAKOM OT aKTHBHUTE BEUIECTBA HAH KbM HAKOE OT MOMOLIHUTE BEUICCTBA
M30pOeHH B TO4Ka 6.1.

[MpoayKTbT € MPOTHROMOKA3aH NPH NAUKEHTH, KOUTO NPOSABABAT CBPbXUYBCTBUTEJIHOCT KbM HOY NpOdEH,
WAH 4YBCTBUTEIHOCT KbM ACITHPHH, MallMEHTH C aCTMA, MPH KOUTO ACMUPHUHDBT U HECTEPOHAHUTE
[MPOTUBOBL3MANHTENHY NPOAYKTH NIPEAU3BHKBAT aCTMATHYHH NPHCTBIH, PUHWUTH UNIH YPTHKAPHUSL.

4.4  CroeumajJHH npelynpe:kKIeHHS H Npeana3HH MepPKH NpH ynorpeda
[eabT He TpadBa Aa ce npunara BbpXy Wiy 8 OJIM30CT 10 JAMFABHLIH HITH OHUTE.

Jla ce u30ArBa KOHTAKT C Bb3NajJeHa WK HapareHa koxa. [Tpu nosBa Ha 0OPHB MK pas3/pa3HeHue Aa ce
npekpatu ynorpedara. /la He ce #3n0A38a ¢ OKIY3UBHM NPEBPB3KH.

AKO CHMOTOMHUTE NPOAbIDKAT, €€ HAJlara KOHCYATauna ¢ aeKap.
Thii KATO € U3BECTHO, YE MEPOPAHOTO NPUITIOKERHE HA HOYTIpOdeH MOXKeE [a BJIOLHX ChUIECTBYBALLO
OBLOpPEUHO YBPEXKAaHe, NPH MALUEHTH ¢ OBOpedHH NpodaeMH € HEODXOAUMO J1a ¢ KOHCYITHPAT C JIeKap

PE/IM 4 M3NON3BAT MPOAYKTH 3a BbHWIHA yroTpeba ¢ ubynpoden kato Iniin Puaniid.

Huiin Punuiig ren cpabpprka npornuiaeHrANKON, KOMTO MOXKE Aa NpeaH3BUKa Pa3JpasHERHE Ha KOXKaTa U
€TAHO, KOHTO MOXKE a NpeH3BHKA YCEUIaHe 3a NapeHe BbpXY YBPEACHA KOXKa..

Pbuete TpadBa na ce M3MUBAT CJie] NPUIAOKEHUE HA TIPOAYKTA.

[Ipn norabliaHe Ha rena, NalUeHThT TPAOBA BeaHara Aa ce CBbpKE C JIEKap OT Hai-Oau3KaTa crewnHa
MeTHUMHCKA NOMOLL.

[Ipy nposiBa Ha HEXENAHH peakUMi € HeoOX0ANMa KOHCYNTALMs C ICKY Ballus JeKap.

Jla ce chbXpaHsaBa HA MACTO, HEAOCTHMNHO OT JAcla.

CaMo 3a BLHIIHA YnoTpela.

4.5  BzauMoaeiicTBud ¢ APYIrd JeKapcTBEHH NPOIYKTH B APYrH (JOPMH HA B3aHMOIeHCTBHSA

E,ﬂHDBpBMBHH&T& }’HOT]I}ESH C aClMHpAH WIH ApYIrd HECTCPOUAHH MPOTUHBOBLINAJINTEIHH NPOAYKTH MOIKC
na npCAH3BUKa YBCIHHCHA HYECTOTA Ha HEXKENAHN JCKAPCTBEHH PCAKLIHH.

4.6 DepTHIHUTET, OPEMEHHOCT H KbpPMEHe

[Tpu nepopanto npuioxkenue Ha U6ynpoden npy sxuBOTHU He ¢a HAONMIONaBaHH TEPATOreHHH ePeKTH, HO
OT TEOPETHUHA [fI¢/HA TOUKA NPUIOKEHHETO MY Ha BpeMeHHH WK KbPMeLH ®eHn Tpabsa aa ce u30sraa.
CpoKbT Ha paxJaHe Moxe aa ce 3aaBH, a MPOALJKUTENHOCTTa My Ja ce ysenndu. Hoynpodeu
NPeMUHABa B MAH4YMHOTO MIISIKO B MHOTO HUCKA KOHLIEHTPAatHA 1 € MAJIKO BEPOATHO J1a NOBJIHAE
APACTHYHO HE KbPMAYETO.

4.7  EdexT BLpxy cnocofiHocTT2 32 modupaHe H padora ¢ MAIHHK

JlokanHOTO NpHiokenue Ha JIuitn Punniid ren He noeausiea cnocobHOCTTA 34 WO
MallKHH.



4.8 HexenaHi NeKapCcTBEHH PeaAKUHH
Hal-yecTo ce Habnmo1aBaT KOXKHHU PEAKLUHU.

KoXHH peakuuy: Ha MACTOTO HA NPUAOKeHKHe, OOPHUBH, H3rapsHug, cbpOexk H YPTHKApHSL.
(POTOUYYBCTBATE/IHU PEAKIHH - C HEM3BECTHA YECTOTA

r&CTDOHHTECTHHaﬂHH pPE€aAKLHH. CTOMAILIIHH 6OH]{H, JHUCIICTICHA

Caen nevenue ¢ nbynpodeH ca HabmoaBaHKu peakllMi Ha CBPbXMYBCTBHTENHOCT. Te MOrarT /1a BKIKUYBAT
(a) necrieuMdHUHNM anepruuHu peakuny 4 aHabunaxcus; (6) peakTUBHOCT HA AUXATEIHUTE NbTHLLA,
BKJIKOUBAILA ACTMA, 00OCTpeHa acTMa, OPOHXOCNA3ZbM WKW ANCTIHES, MM (B) PA3HOPOAHH KOXKHH MPOSBH,
BKJIFOUMTEAHO OOPUBH OT Pa3NHYEH XAPAKTED, NPYPHTYC, YPTHKAPHS, [Typrypa, aHrHoeAeMa H NO-PAIKO
OyN03HH AepMATO3H ( BKAKYHUTEITHO ENUACPMATHA HEKPONK3a H PA3IHUHU 3a4EpPBIBAHN).

CpoOLuaBaHe HA NOAO3ZMPAHU HEXENAHH PEAKLIUH

Cb0oOLIARAHETO HA NOJO3UPAHH HEXKENAaHH peaKlUK cle/] paspeliapaie 3a ynorpeda Ha
JIEKApCTBEHHWA MPOAYKT € BaXKHO. T0Ba MO3B0OAdBA Aa NPOALAKH HAOIHOAEHHETO Ha
CbOTHOLIEHMETO N0J13a/PUCK 33 IeKapCTBEHUA NpoayKT. OT MEAULIMHCKHTE CITCLUHAIMCTH Ce
W3UCKBa J1a choOLIaBaT BCAKa MOJI03MpaHa HEXENaHa peakuus upes lanbidutenHa areHUus no
nekapcraara, yi. ., Jlamsaud I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaiiT:
www.bda.bg

4.9  Ilpenosupane
[Ipenosupane € MaJIko BEPOATHO MOPaJAH NOKANHOTO NPHNMKEHHE HA NTPOAYKTA.

CHUMNTOMUTE NPH Npeao3npane ¢ HOynpodeH BKIKOUBAT IN1aBodo/iMe, NOBpbLIAHE, ChbHAUBOCT H
XUNoTeH3us. OCTpUTE ENEKTPONMTHH aHoMannu TpAGBa 1a 6-AaT KOPUIHPAHH.

5. ®APMAKOJIOTUYHH CBOUCTBA
5.1 dapmakoaHHAMHUYHH CBOHCTBA
DapmakorepanesTiuna rpyna: ATC kox MO1AE 01

MoynpogeH, nepusar Ha GeHUANPONHOHOBA KHCETHHA, € HHXWOUTOP Ha NPOCTArlaHAnH CHHTETA3Aa, C
aHANTETHYHH U NPOTHBOBB3INANUTETHH CBONCTBA, IIPU FOKAITHO MPHIIOKEHHE.

Jlokanso [TPUIIOKEH, MEHTONIBT NPCAN3BHKBA 3a4€PBABAHE H MOCPEACTBOM YMCPCHO PEBYJ/ISHBHO
JeHCTBHE YCIIOKOABa DoJikarta B MYCKYJIATE, CYXOXKHITAATA H CTABHTC H JeHCTBa ODPOTHBOBL3NATUTCNIHO,

MeHTonbT NeACTBA HA HUBO HEPBHH OKOHYAHMS B KOXATa.

5.2 dapmMakoKHHEeTHYHH CBOHCTBA

Moynpoten ce npunara nokanHo, 3a abcopbuns upes I{O}KHT& [1pu nokanHo npun



MeHTONbT CTHMYTHpa KOKHUTE nepHdepHH MEXAHW3MHU 3a Bh3NpUeMaHe Ha 00J/1Ka, KOETO npein3BHKBa
MOBHLLABAHE HA TEMIIEPATYPATA HA KOKATA W HA NPUACKAILUA MYCKYJL.

CTHMYJIMPAHETO Ha Te3W NepHdEPHH MEXAHM3MH BOAHM J10 HHHLUMPAHE HA aKCOHOB PedeKc H 10
0cBODOXKJaBaHe Ha BA3OAMNATATHBHK NENTHAH C APOTHBOBBL3NANUTENEH €PEKT.

5.2 llpeakHHHYHN TAHHH 32 0E30ACTHOCT

HekMTMHHMUHKTE JaHHH HE MOKA3BaT OCOOSH PUCK 3a& Xxopara Ha 6a3a Ha KOHBEHUOHANHHTE

C])-‘:lpMElKOHOFH‘{HH H3IMTHTBaHK A 3a BE30NACTHOCT, TOKCHYHOCT npy MHOMOKpPATHO MPHJIarane,
M’eHOTOKCHYHOCT, KapUHHOINCHEH NOTEHUHA, pENPOAYKTHBHA TOKCHUHOCT 34 pa3BHTHCTO.

6. DAPMAILIEBTHYHH JAHHH

6.1 CnHcbK HA NOMOINHHTE BELICCTBA
ITponuneH ravkon

JlnusonponaHonaMuH

Kapbowmep

Etanon, AeHaTyprpaH

Boja, BUCOKO NPEUHCTEHA

6.2 HechbBMeCTHMOCTH

Henpnnoxumo.

6.3 CpoK Ha rogHoCT

3 rOAKHH

6.4 CrnelHaJIHH YCIOBHS Ha ChXPAHEHNE
Jla He ce chxpansaBa Han 25°C.

6.5 Bua 4 chabp:kaHne Ha OMAKOBKATA

AllyMHHHeBa Ty0a ¢ Kanayka OT MOJMETHNEH ¢ BHCOKA NIbTHOCT M Maca Ha HanbasaHe 30g unn 50 g.
Ty0ata € ONaKoBaHA B KAPTOHEHA KYTHS C MPUIOKEHA JIMCTOBKA.

6.6 Crneuna/iHy npeana3sHu MepKH NPH H3IXBBPJANRE H padoTa

HaMa cieuuandu U3HCKBaHU A,
Heu3non3paHUAT NEKApCTBEH NPOAYKT UM OTNAIbYHHUTE MATEPHANTN OT HETO TpsOBa Aa ce
H3XBBLPJIAT B CbOTBETCTBUE C MECTHUTE UIUCKBAHUA

7. ITPHTEAKATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA

The Mentholatum Company (Ireland) Limited,
Ground Floor,




71 Lower Baggot Street,
Dublin, D02 P593, Upnanaug

8. HOMEP HA PASPEINIEHHETO 3A YIIOTPEBA

Perucrpanuonen somep 20020637

9. JATA HA ITHPBOTO PA3PELIABAHE/ MOJHOBABAHE HA PA3SPEINEHHETO 3A
¥YIIOTPEBA

Hlara Ha mepBO paspeluasane:; 22 Maii 2008 T.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

Asrycr 2023 r.




