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KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

W3MLAHNTENHA ATEHUNA 10 NEKAPCTBATA
1. HME HA JEKAPCTBEHMSA MPOAYKT [Kpamxa aparmepucrina na npogyxma - Npasomenve 1|

H6ynonop Ayo 50 mg/g+30 mg/g ren KoM PEa. No . X e irereneriranseen S vcsisceeanerenens
Ibudolor Duo 50 mg/g+30 mg/g gel _ 238%F 4 ~ 25 -10- 200

Paspewerua NY.......c.cr i iinisnssiomsesinisnes i

OgobperU Ne ....ccovirerionrimnsirrese fevaaaraerariiranionasnisnares

2. KAYECTBEH H KOJIMUECTBEH CHCTAB

AxTuBHH BellecTRa B 1 g ren: uGynpoden (ibuprofen) 50 mg w nesomenron (Jevomenthol)
30 mg.

[JOMOIHO BEIECTRO ¢ HIBECTHO ACHCTBHE: MPONUICHTIHKOIL.

3a OBLJIHKWA CMACHK Ha MOMOIHHUTE BELIECTBA, BIKTE TO4Ka 6.1.

3. JIEKAPCTBEHA ©®OPMA

Ien.
Onmucanue — mouTH Oe3lBerHa 0 XBLITSHHKABA MejTHA Maca.

4, KJINHAYHH TAHHH
41, TepanesTHYHH NOKAIAHHA

JIokanHO CHMIITOMATHYHO AHAINETHYHO H INPOTHEORBIMANMTENHO JICUCHHE HA PEBMATHUHH H
MYCKYJIHH O0KkH, OONKM B rep0a; HABAXBAHHA, PA3TEKEHHA, CIIOPTHH TPaBMH H HEBPaJrHH.
MoKe fa ce NpuiIara 3a CHMITTOMaTHYHO oOnex4apaHe Ha Oonkata NpH jexa ¢opma Ha APTPHTH.

42. [Ho3npoBKa H HAYHH HA NPHJIOKEHAE

EOBEQOBKB,:

Bu3pacmru u Oeya naod 12 eodunu: B 3aBHCHMOCT OT rOJIEMHHATA HA 3aCCTHATHA YYaCTBK BBPXY
xokaTa ce HaHacs 1 mo 4 ¢M ot rena (cTenbue ¢ ApmKkHHA 1 oM cuabpka 0,35 g renm) ¥ BHHMATENHO ce
BTPHBA, JOKaTO ce pesopbupa Hambnxo. I'ersT Moxe na ce npwinara 2-3 mbTH AHEBHO, Karo
MHTEPBATHTE MeX/IY arUTHKAIMHTE He TpAOBa Ja 6baaT no-manko oT 4 waca. Criel BCAKO NPUIOKeHHE
peLeTe TPAOBA [a ce U3MHBAT, OCBEH aKO TE HE Ca TPETHPAHOTO MACTO,

[TpoABIKHTETHOCT HA JISUSHHETO: HE MOBeMe 0T 2 CeAMHIM. AKO B TO3H NEPHOA CHMIITOMHTE HE C¢
MOBJIHAAT, JICYCHUETO TPAGRA J1a CE NPEOLICHH.

Heya noo 12 200unu
He ce npenoppuea NPHNIOKEHHETO HA MpOAYKTA NpH aeua noa 12 roAwHH, nopaid OTCHCTBHE Ha
AAHHH 3a eHKACHOCT U 6€30MacHOCT.

Ilayuenmu 6 cmapyecka év3pacm
Bewuxn HCTIBC Tpabsa ga ce npunaraT ¢ NOBMIIEHO BHHMAHHE NPH NAaLHEHTH B CTapY

NMopajay MOBUIICHA CKIOHHOCT KBM Pa3sBHTHE HA HEXKENTAHH JICKAPCTBEHH PEaKLIHH. v ;&
Has na mp I's
HauuH Ha npunoXXeHHe: 1 =

To3u NpoayKT € NpeaHa3HAYEH 38 PWIOKEHUE BhPXY KOXKaTa,




4.3. IIporABomoxa3aHHs

° CBpBXYYBCTBHTEHOCT KbM aKTHBHOTO I KBhM HAKOE OT NOMOLIHHTE BEllecTsa, H3GpoeHH B
TOYKa 6.1;
. CBpBbXUYBCTBUTEIHOCT KBM  ALCTHACATHLIUIOBA KHCEIHHA HIH JApPYTH HECTCPOHAHH

nporupopb3namuTenal cpeactea (HCIIBC) ¢ wimHHYHa nmpodBa Ha aCTMATHYCH NPHCTRII,
YPTHKapHs WIH afACpru4eH PUHHT.

° Ja ve ce npunara BePXY OTKPUTH PaHU,
44. Chenuannu upegynpeAIcHHA H IPeANAIHH MEPKH Npa ynorpebda

[Tonsakora nepopanHUAT NMPHMEM HA HECTEPOHIAHH NPOTHBOBR3NATHTEIHH CPEACTBA MOXKE Aa NOBEAE N0
YBpPEXXAAaHHA Ha CTOMAIIHO-YPESBHHA TPAKT; BRIOIIABAHE Ha ChpACYHATA QYHKLMA NPH NALHEHTH ChC
CBPACUHO-CHAOBA HENOCTATBYHOCT, HApyLIeHWe Ha uepHoapoGnata K OnbpeuHara (QyHKUMM.
Brnpexu, ue cliel IOKATHO NMPWIOKEHHE BHPXY KOKATA CHCTEMHaTa pezopbuua Ha ubynpoden ¢
MHHHMANIHA, MMAUHEHTH ¢ aKTHBHA CTOMalIHA WM AYOJCHATHA %3Ba, aHaMHe3a 33 OnOpeusn
3a60/1ABaHUA M CHPACYHA HEOCTATHUHOCT TpaGBa Aa mpopexaar aeuenue ¢ Hoyaonop Jyo ren camo
¢Jiel KOHCYTalMA ¢ IeKap;

Jleuenne ¢ UOynonop JAyo ren ¢ce npoBekia ¢ NOBHIICHO BHHMAHHE H CJIEA KOHCYNITALMA C ICKap IPH
MALMEHTH C MNPOABH HA CBPLXYYBCTBHTE/IHOCT KBM XpaHH H MEAHKAMEHTH HIH ¢ ANepruyHH
3a00NABaHHNA, KATO CEHHA XpeMa, OpoHXHMalTHa acTMa, HA3ATHA NOJIHII034,

CrlllecTBYBa KPBCTOCaHa CBpBXUyBCTBHTENHOCT ¢ Apyrd HCIIBC, nopaaM xoeTo nauHeHTH, KOHTO ¢a
HMaJIH NPOSABH HA CBPBEXYYBCTBHTEIHOCT KBM HAKOH NPOAYKTH OT Ta3H Ipyna, MOraT Aa HMaT NPOosiBH
Ha CBPBXYYBCTBHTETHOCT H KbM MOymnpodeH.

IMaunenture TpaGea Ja 6bAAT MOCHBETBAHH Aa M3GATBAT MPEKOMEPHOTO H3NAraHe Ha TPETHPAHATA
IOl HA CIBHYEBA CBeTJIHHA, ¢ Len fAa ce u3berHe BB3MOXKHOCTTR 33 pasBHTHE Ha
(OTOUYBCTBHTETHOCT.

To3u nponyxr Tpsabea:
. Ha ce npunara camMo BBPXY 3ApaBa W HMHTAKTHA KOXKa (NpHM JHMNca HA OTKPUTH paHH H
HapaHABaHHSA ),

. Ha He ce npunara rnoj OKTy3HBHA NPEBPBIKA;

. Ha He ce npuemMa npes ycrara,

. Jla He ce npunara BbpXy OYHTE H JIMraBHLIMTE,

. Peuete TpabBa aa ce H3MHBAT HEMOCPEACTBEHO Ciel MMPHIOKEHHETO.

4.5. BsammoaeilicTBHSA ¢ APYrN JeKapPCTBEHH NPOAYKTH H APYrA GOpMH Ha B3aHMOACHCTBHE

IIpx nokanHo npunokeHue HOynpodeH ce pesopOupa MHHUMAIHO B CHCTEMHOTO KpbBooOpameHue,
nopagy KoeTo B3aMMOACHCTBHA ¢ APYTH JICKAPCTBa Ca MaNKO BEPOATHH.

EnnoBpemennara ynorpeba Ha ubynpoden ¢ aApyru nexapersa ot rpynara Ha HCTIBC, sxmounTtento
cenexTueHd COX-2 uHXxuOHTOPH, TpAOBa na ce M3bsarea, NOpaaH NOBHIUABAHE HA PHCKA OT HEXKCMAHH

peaKLIMH.

EaHOBpeMEHHO NPWIOXKEHWE Ha HOYNpodeH ¢ aleTWICATHLWIOBA KHCEIRHA WITH KO
NOBHIIABA PHUCKA OT FACTPO-MHTECTHHAIHH YCNOXHEHNA.
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MaKap 4¢ Bb3MOJKHOCTTA TOBA A4 CC CITY'UH NPH JIOKAJIHO NPHIOKCHAC € H3KJIIOHYHATCNHO MAJTKa.

4.,6. PepraanTer, OPpeMEHBOCT H KbPMEHE

I[a HE CC H3I10J13BA IO BPEME Ha GPQMBHHOCT H KbPMECHC.

bpemeHHOCT
Bonpeku de HAMa JOKA3AHM TEpaTOreHHH edekTH, ubynpoden Tpabna aa ce n30Arsa no ppeMe Ha

GpemenHocT. Hauanoro Ha paxpaHeTo Moxe Aa ce 3a0aBH H © BB3MOXKHO J1a CC YABIKH
NPOABIKHTETHOCTTa Ha POAWIHHA NPOLEC.

KspmeHe
MuHuManHK KonnvecTBa HOYnpodeH ce YCTAHORARAT B KbpMaTa. BhnpekH, e ¢ MaJIko BEpOSTHO 14

oKkaXke HeOJIarONMpPHATHO BIIMAHHE BBLPXY KBPMAYETO, MPHIOKEHHETO HA MPOAYKTA TMPH KbPMELIH
*KeHH TpaOBa aa ce u3barsa.

4.7. EdexTu BBpXY cnocodnocTTa 38 modpupane B pabora ¢ MAMIHHH

HsaMa faHHK 3a BIHAHUE BHPXY CIIOCOGHOCTTA 3a wodupaHe U pabora ¢ MALIMHH.
48. Hexenanm JCKaPCTBEHH PeakKnHn

HexkenannTte n1€KapcTBEHH PEaKIMA Ca CEbpP3aHH OCHOBHO ¢ HAYHHA Ha NPUIOKCHHME.

[Ipn NOKanHO NPHIOGKEHWE BBLPXY KOoXkaTra MHoro psako (¢ wectrora <1/10 000) morar nma ce
HAOMIOABAT CIEAHHTE HEXKETAHN peakiluu:

Hapywenus na umyrnama cucmemaq, TIpH MpeIpasNONIOKEHH MAalMEHTH, MOraT Aa ¢e HaGmiopaear

peaKLMH Ha CBPBXHYBCTBHTEIHOCT. Te MOraT Aa BKIIOYBAT:

- HecTienGHIHHN aNePruviHH PeaKiMH H aHa(QHIIaKCHA;

- NOBULICHA PEAKTHBHOCT HA AMXATE/IHMTE ITHTHUIA 1O THNA HA OpOHXMa/HA acTMa, BROIIABAHE
HA HaJJH4Ha acTMa, OpPOHXOCTIa3bhbM WIH JHCITHES,

- pasIHYHH KOXKHH TIPOSBH, BKIIOYMTENHO Pa3MYHM BHIOBe OOpHBH, ChpOex, ypTHKapHi,
nypmypa, aHFHOSAEM H pAAKO OYNO3HHM AepMaTO3H (BKTIOYHTENIHO CNHACPMANIHA HEKPOAHU3A H
epuTeMa MyaTH(hOpME).

IIpu nosPaTa Ha TAKHBA HEXCJAHH PpEAKUMM MPHIOXKEHHeTo HA mpoxaykra Tpabea na 6mae

MPEYCTAHOBEHO.

Cmomawino-ypesru Hapywterua: KOpeMHa 00JIKa, THCTIENCHI.

Hapywenus na 6vbpeyume u nuxounume nomuya: BlomasaHe Ha ObnOpeunara QyHKLMA TIPH
MALUKMEHTH ¢ A3HHH 3a ¢hUlecTBYBaIo 61p0peuHo yBpexIaHe.

BeposTHOCTTa OT MOARA HA CHCTEMHH HEXEJIAHU JIEKAPCTBEHH PEaKI[HH NPH JOKATHO NMPHI0XKEHHE Ha
Hoynpoden ¢ MHOro Majka, B CPaBHEHHE ¢ YECTOTAaTA Ha HEXKEJNIAHWTE PEaklMH NpH NEpOpaiHo
MPHAGKEHHE,

CrolinaBane Ha NOAO3NPAHH HSKENAHH PEaKLHH
CrobIaBaHeTo Ha NONO3MPAHN HEXKENAHH PeaKLIMH cJie]] paspellaBaHe 3a ynorpeba Ha TeKapCTBeHHA

npoayKT € Baxkno. ToBa no3soABa A2 NPOAB/DKH HaGNOACHHETO Ha CHOTHOIICHHETO MOA3a/pHCK 38

NoAO3HpaHa HexKeJlaHa peakLms upes:

M3nLIHUTENHA areHUHA No NexapeTeaTa yi. ., Jamsu I'pyes” Ne 8
1303 Codpun

Texn.: 02 8903417

yebcaiiT: www.bda.bg




4.9. Ilpenosupane

[Ipeno3vpane € Majko BEPOATHO MPH JIOKAIHO NPHIOKECHHE BBPXY KOXkara, nopaju cnaba cHeTeMHa
pesopOia.

Cumnmomu npu noznviyane; rnaBobonue, raaexe, HOBPLINAHE, 3aMagHOCT, XHIIOTEH3NA.

JMeyenue: Tlpunara ce CHMIITOMATHYHO JieYEHHE, NPH HEOOXOAMMOCT KOPEKLHA HA HANMYHH
e/IeKTPOJIHTHH Hapymenusa. HaMma cnempduden anTHIOT.

5. OPAPMAKOJIOTAYHHA CBOUCTBA
5.1. @apMakoIHHAMHYHHE CBOlCTBA

dapmakoTepaneBTH4YHa rpymna: IIpOTHBOBB3IMANMTENIHA JNIEKAPCTBEHH NPOAYKTH, HECTEPOHIHH, 38
nokanHo npuwioxenne, ATC kox: MO2AA13

MexaHuzsM Ha Jelicrspe

Hoynpogen

Hoynpoden npunajuie)xn KbM rpymara Ha HECTEPOHAHHTE MPOTHBOBLINAIHTENHH NeKapcTea. Upes
NOTHCKAHE HA C€H3MMa UMKIOCOKCHIreHasa TOH OTCTpaHsBa WIH HAMAIABA CEKTHTS Ha
NPOCTANNIAHAHHHTE, KOWTO HIPAAT CHUICCTBEHA poNAd B TNPOLUECHTe Ha Bb3naneHHe, Oonka H
XHMEPTEPMHUA.

Jlesomernmon

JleBoMeHTON nelcTBa Ha HHBO HEPBHM OKOHUYaHMA B koxara. CTHMyNupa KOXHHTE neputepHH
MEXaHH3MH Ha GONKOBOTO BB3NPHATHE, KOETO BOAM A0 IOBHIUEHHE HA TEMIICPATYPATA HA KOXKATA H
npHaexamusa Myckyn. CTHMYJHpaHeTo Ha Te3H NeprudepHH MEXaHW3IMH BOAM JI0 MHHLMHpaHe Ha
aKCOHOB peduiexc H A0 OcBODOXKJABAaHE HAa BA3OAWIATATHBHH MENTHAH C NPOTHBOBB3MAIHTENICH

eeKT.

DapMakoAHHAMUYHN ebeKTH
Hbéynpothen

Koraro c¢e nmpunara nokasHo HOynmpodeH oKaspa JHPSKTHO TMPOTHBOBBIMAIHTENHO H
OonkoycnokosBaino AeHcTBHE BBPXY BB3MAaNeHHTe ThkanH, Kynupa Gonka ¢ Bh3naauTeHa reHe3a H
NOBJANABA APYTHTE CHMITTOMH HA BB3MANCHHETO - OTOK H NOBHUIEHA TEMNEpaTypa.

Jlegomenmon

JlesoMeHTON, Cnien NpHIICKEHHE BLPXY KOXKAaTa NPeAU3BHKBA JIOKAJIHA XUIIEPEMHA H OKA3BA WIBECTHO
NPOTHBOBBINAIHTENHO AeHCTBHE. JIeBOMEHTON 0Ka3Ba PeBY/I3SHBHO JASHCTBHE KaTO HaMangsa 6onkara
B MYCKYJINTE, CYXOXKHJIMATA H CTABHTE.

52. (@apMaKOKHHETHYHH CBOHCTBA

JlekapcTBeHaTa (popMma - ren no3sonsea Opp3a NEHeTpalMA Ha AKTHBHUTE BEHISCTRA Npe3 KOXaTa H
OBp30 ZOCTHraHe HA BHCOKH TEPANeBTHYHH JIOKAIHA KOHLEGHTPALHH B TOAAEKAMUTE MEKM THKaHH,
CTaBH M CHHOBHANHa TEYHOCT. [InasMeHUTE KOHLIGHTpPALMH Ca C TaKHBa CTOWHOCTH, Y€ € MAaJKO
BCPOATHO Aa JOBEAAT [0 CHCTEMHW HEXENAHH PEaKLHH, OCBEH NPH CBPLXTYBCTBHTEIN KBM .
ubynpogden namenTn. OcBeH TOBa, HE € YCTAHOBEHO Ja MMa HAKAKBH CHIIECTBEHH PA3IRUk
NIEPOPANTHHA ¥ JIOKATHHA HAYHH Ha NPHJIOKEHHe, IO OTHOWSHHE HAa MeTabo/IH3IMAa H eKGA

Abcopbumsa | { |




[IpanoxkeH nokamHO BBpXy KoxkaTa, mOynpoden uma cnaba cucreMHa abeopbums. ILnasmeHnTe
KOHLEHTPALHH ¢a 0koo 3% or Te3u, HabmonaBaHu ciiel nepopanHo npunokeHue Ha HOynpodeH B
o0Hualinu TepaneBTHYHH JO3H.

ABa 4aca ciea NPHIOKEHHE NTa3MeHHTE KOHLIEHTPaLMH ¢a OT Nnopaanka Ha 0,6 pg/ml.

Paznpenenenue
HGynpoden ce pasmpeaens Obp30 H HHTEH3HBHO B LE/MA OPTaHU3IBM. CBBp3Ba C€ C IUTA3MEHHTE

nporeunn B 99%. ObembT Ha pasnpeaenenue e 0,14 kg,

Enwn Hac cnex noxanHO npwIoKeHHe B ABICOKHTE JEPMATHM CiioeBe ce ycraHosssar 80% ot '*C-
MapKHMpaH JICBOMEHTOJ1. Te3n CTOHHOCTH 3a ApyruTe ThbKAHH Ca KaKTo ciaexapa: 2,5% B xpbaTa, 1,5% B
yepHus 1pol u 0,24% B 6u6peumre. Hali-BHCOKH CTOMHOCTH C¢ YCTAHOBABAT B KOYKATa, MYCKYJIHTE H
MACTHATa ThKaH 3-5 4aca cliel IOKATHOTO PHAOKEHHE BBPXY KOXKAaTa.

MeTaboaHssm
MetaGonusnpanero Ha HOynpodeH ce M3BBpIIBA B uepHmA Apo0 upes XHAPOKCHNHpaHe H
kapbokcunupane. O6pasysar ce npa GHONOrHIHO HEAKTUBHH METabOMHTA.

EfdMUHKpane
[InasMenuaT nonyxuBoT Ha HOynpodeH e okono 2,5 uaca. (apMakolOrHYHO HEAKTHBHHTE

MeTaboNNTH ce exckpeTupaT npexumHe uped Gnbpeuwre (B 90%), a CbUIO M Hpe3 NKIBYKATA.
EKcKkperupa ce H ¢ MAHMHHOTO MJIAAKO, MAKap H B HE3HAYMTENIHH KOJJHYECTRA.,

JlepoMeHTON ce ekckpeTHpa npe3 OvOpeunte nop dopmara Ha NONAPHH MerabOoNHTH M B MANKH
konnyecTsa karo CO; B M3AHIIAHHA BE3AYX.

5.3. IlpeaxknmnErvuun AaHHH 33 Gezomacnocrt
HexnuHUYHHTE NaHHM He NOKa3BaT ocobeH pHCK 3a Xopara Ha 0azaTa Ha KOHBEHLIMOHAJTHMTE
(apMakONOTHYHH H3MHMTBAHMA 38 O€30MacHOCT, TOKCHYMHOCT NMPH MHOFOKPaTHO NPHIIOKEHUE,

FCHOTOKCHYHOCT, KApUHHOI¢HCH NOTCHIIHA, PeNpPOAYKTHBHA TOKCHHHOCT H TOKCHUHOCT 3a
PA3IBUTHCTO.

6. PAPMAINIEBTHYHHA TAHHHA
6.1. Cnacbk HA NOMOIIHATE BEUIECTBA
Kapbomep

JMH30nponaHoNaMHuH

Etanon (96 %)

[IponuneHrMKon

[Tpeuncrena Boaa

6.2 HechbBMeCTHMOCTH

Hama nanHu

6.3. Cpoxk na rognocr

2 FOJINHH.

6.4. Crnenaannn yci10BuA Ha ChXpAHEHHE

Ha ce chXpaHsiBa B ODMIMHAITHATA ONAKOBKA, NIPH TeMMneparypa nox 25°C.
Ha ce n3nonsea ao 1 meceu cnea orBapaHe Ha TyOara.

6.5 Baja B chAbLPKARAE HA ONIAKOBKATA




ITo 40 g u 60 g ren B MeMOpaHHH amymMuHKeBH TyOH ¢ kanaduky. [1Io 1 TyGa B kapTOHEHA KyTHA, 3aeAHO
C JIHCTOBKA. -

6.6 CnenHa/HH NpeANAa3NRE MEPKHE NPH HIXBLPASHE B padoTa
Hsama criei{danHH H3UCKBaHHA.,

Hewnsnonssanuar JICKapCTBCH NPOAYKT HIH OTNAABYHHTE MATCPHAJIH OT HEIO ’I'Pﬂﬁﬂa Aa C€ HIXBRPIAT
B CHhOTBCTCTBHE C MCCTHHTC HIHCKBaAHHA.

7. IMMPHTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA
Actavis Group PTC ehf
Reykjavikurvegi 76-78

220 HafnarfjérOur
HUcnanaus

8. HOMEP(A) HA PASPEINEHHUETO 3A YIIOTPEBA

9.  JIATA HA ITHPBO PA3PENIABAHE/IIOJHOBABAHE HA PA3PENIEHHMETO 3A
YIIOTPEBA

10. HATA HA AKTYAJIN3IHPAHE HA TEKCTA

Cemrremepn, 2013 1.




