KPATKA XAPAKTEPUCTHMKA HA ITPOAYKTA

1. HME HA JEKAPCTBEHHUA ITPOXYKT

Ubyponop Hdyo 50 mg/g + 30 mg/g ren

[budolor Puo 50 mg/g + 30 mg/g gel

2. KAYECTBEH A KOJIMYECTBEH ChCTAB

1 g ren ceappaxa 5O mg ubynpoden (ibuprofen) u 30 mg neromenron (levomenthol).

TTOMOLIIHO BEIIECTBO ¢ H3BECTHO geﬁGTBHe: IMPOITHICHI TIMKOJL,

33 WHIIHMA CIHCHK Ha NOMOIIHWTE BeliecTsa, BHWKTE ToMKA 6.1.
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4. KIAHWYHHA IIAHHH { OgOBPOHU Ne ovvvvreemssmsnsresssnl oo e eversstarenens

4,1, TepaneBTHUHH NOKA3AHHHA

JIoKaIHO CHMITOMATHYHO aHANTETHYHO H IPOTHBOBBINAIMTEIIHO JICUEHHE HA PEBMATHYHH U
MYCKYJIHH O0JIKH, 60JIKH B rbpda; HaBAXBAHUA; PA3TEKECHHA, CIOPTHH TPABMUA H HEBPAJIrHH.
Moxe na ce npunara 3a CUMITTOMaTHUHO o0exJasane Ha §okaTa npu nexka Popma Ha apTpUTH.

4.2. Ho3BpOBKA B HAIHH HA NPHUJIOKEHHE

HOBE POBKa.

Bw3pacmnu u Oeya nao 12 200unu; B 3aBACHMOCT OT NOJICMHHATA HA 3aCerHaTHA YYacThK BbPXY
KokaTa ce HaHaca 1 10 4 oM ot rena (cTeabue ¢ appkuHa 1 cM cpabpxka 0,55 g renm) u BHUMATENHO CE
BTPHBA, JOKATO ce pe3opbupa HambiIHO. ['enbT MOXke Aa ce npuwiara 2-3 THTH JHEBHO, KaTO
HHTEPBAIHTE MSKAY anIHKAIMUTe He TpAOBa Aa ObaaT no-Mako oT 4 yaca. Cnen Bcako NPUIIOKEHHE
pBleTe TPAOBA Aa Ce H3MHBAT, OCBEH aKO T€ HE Ca TPETHPAHOTO MACTO.

[IpOABIDKUTENHOCT HA JICUEHHETO: HE NIOBEYe OT 2 CeAMHULIH. AKO B TO3H NEPHOA CHMNTOMHTE HE C¢
NOBJIMASLT, NCYEHHETO TPAOBa /1a CE NIPEOLICHH.

eya noo 12 200unu
He ce npenopb4Ba NpUIOKEeHHETO HA MPOXYKTa NIPHU Aela noj 12 roAlHH, nopaay OTChCTBHE Ha
AAHHH 32 ePUKACHOCT U OL30TIacHOCT.

Hayuenmu ¢ cmapyecxa év3pacm
Beuuxku HCTIBC Tpa6ea aa ce mpunarar ¢ NOBHINEHO BHUMAHKE MIPH MALMEHTH B CTap4ecKa Bh3pacT,
[HOpaa MOBHILEHA CKIIOHHOCT KbM Pa3sBHUTHE Ha HEXKCEIIAHH JIEKAPCTBCHH PEaKIlHH.

Ha4uH Ha npHnoxenue
To3n mpoaykT € NpeaHa3HAYCH 3a NMPHIOKEHHE BhPXY KOXKATA.




4.3. IIpormBonoKazanHu

. CBpBXUYBCTBUTEITHOCT KBM AaKTHBHOTO WIH KbM HAKOE OT NOMOLIHHTE BEIIECTBA, H30pOcHH B
TOYKa 6.1;

. CBpBbX4yBCTBHTENIHOCT KbM ALCTHWICAIMLWIOBA KUCSJIHHA HIH JPYTH HECTEPOHIHH
ITpoTUBOBE3NATHTENTHH cpeactra (HCIIBC) ¢ knuHuyHa NposgBa Ha aCTMATHYCH IIPHCTHII,
YPTHKapHA WIH alepruycH pHHHAT.

o Ha He ce npriiara BEpXY OTKPHTH PaHH.

44. Chnennajny nNpexynpexieHns B BPeANA3HA MEPKH EPH YOOTpeOa

JloHakora nepopaMHUAT NpHeM HAa HECTEPOHHH NPOTHBOBBL3NAIMTEIIHH CPEICTBAa MOXKE J1a I0BeAE A0
YBpeXAaHHA Ha CTOMALIHO-YPEBHHA TPAKT; BJIOIIaBaHe Ha ChpAeUHaTa (yHKLMA NPH MAMEHTH ChC
CHpAEYHO-ChA0Ba HEAOCTATHYHOCT, HApYLIeHHe Ha dYepHoapoOHaTa H 6b6peyunarTa QyHKIHH,
Buripexw, ye ciief JIOKATHO NPUIOKEHHE BhPXY K0XKaTa CHCTEMHATa pesopbuua Ha HOynpodeH ¢
MHHHMAJIHA, IIALHEHTH ¢ aKTHBHA CTOMAIIIHA WIH AyOACHAIHA 3Ba, aHaMHe3a 3a Op6peuHH

3a00MsBaHNA H CHPACHHA HEIOCTATHIHOCT TpAOBa Aa mpoBexaaT JeueHHue ¢ Hbyaonop Hyo ren camo
CJIell KOHCYNTanusa ¢ Jiekap;

Jleuenne ¢ Ubynonop dyo ren ce nposeska ¢ MOBHIIEHO BHUMAHHE H cliel KOHCYJTALHsA ¢ IeKap NpH
TALMCHTH C MPOABH HA CBPEXUYBCTEHTENHOCT KbM XPaHNA ¥ MEAUKAMEHTH HIH ¢ aJICprHYHH
3a00/IABaHHA, KaTO CEHHA XpeMa, OpOHXHATHA acTMa, Ha3allHa MOJHIIO34,

CrlnecTByBa KpheTOCaHa cBpExuyBeTBHTEIHOCT ¢ Apyrd HCIIBC, nopaau xoeTo nalHeHTH, KOMTO ¢a
HMAIIH ITPOSIBH Ha CBPBXYYBCTBUTEAHOCT KbM HAKOH IPOAYKTH OT Ta3H Ipymna, MOraT a HMar nposABH
Ha CBPBXYYBCTBHTCIIHOCT H KBEM HOYIIpO(geH.

ITaupenTHTE TPsAOBA Aa OBAAT NOCHBETBAHH Ja H30ArBAT MPEKOMEPHOTO H3laraHe Ha TpeTHpaHara
ILUTOL Ha CTbHYEBA CBETIIMHA, ¢ 1181 /13 ¢ 30erHe BL3MOKHOCTTA 34 Pa3BUTHE HA
(OTOUYBCTBHTEIHOCT.

To3u npoxyxr 1psdBa:

. Ia ce MPHJIara caMo BHPXY 3paBa U HHTAKTHA KOJKa ([IpH JTMIICa Ha OTKPHTH PaHH H
HapaHABaHHA);

71a He ce MpHiara noj OKIy3HBHa NPEBPB3KA;
Ja HE ce MpHeMa Mpe3 yCTarTa,

Jla He ¢ MpWlara BpXy OYHTE H JIHTABULIMTE;

phiiere TpAOBa Ja €€ H3IMHBAT HEIIOCPEACTBEHO cnell IPHIOKEHUETO.

[Ipon#uaeHr MHMKOMBT, KOWTO ce CHABPXKA B MPOAYKTA MOXKE Ja IPHYHHM Opa3HEeHE HA KOXKATa.

4.5. BzaumoaeicTBHS ¢ APYTH JeKAPCTBCHH NPOAYKTH H APYrH GOpMH Ha B3aHMOJcHCTBHE

I1pH nokanHo npuiIoKeHHe HOYIpodeH ce pe3opOHupa MHHMMAIHO B CHCTEMHOTO KPBBOOO pallicHHE,
MopagH KOETO B3aMMOICHCTBHA C APYTH JEKAPCTBA Ca MAJIKO BEPOATHH.

EnxospemeHHaTa ynotpeda Ha HOynpodeH ¢ apyrn sexapersa ot rpynarta Ha HCIIBC, sxnrounTenso
cenekTMBHM COX-2 uHXHOUTOpH, TpaOBa Na ce H30ATBa, MOpalH NMOBHILIABAHE HA PHCKA OT HEXEIAHH

peaKiiuu,

EnnoBpemenHo nprioxenHe Ha nGynpodeH ¢ aleTHNCATMIMIOBA KHCETHHA WITH KOPTHH
NOBUINABA PHCKA OT FaCTPOMHTECTHHAITHH YCIOKHEHHA.



MNOHWKaBallK aPpTCPHANTHOTO HAJIATaHE H € Bh3IMOXHO J1a YCHIIAT NeHCTBHETO HA AHTHKOAI'YJIAHTHTC,
MakKap 4€ B3MOXHOCTTA TOB&2 Jia CC CJIYUH IPH JIOKANTHO MPUNOKCHHC © H3KIIIOUHTC/IHO MaJlka.

4.6. DepTRIAATET, GPEMEHHOCT H KbpMEHE
Ha He ce u3nonsea no BpeMe Ha OpeMEHHOCT H KbpMEHE.

bpemensoct

Bonpekn ye HAMa N0Ka3aHH TepaToreHHH edekTH, HOympodeH TpadBa na ce H36ArBa o BpeMe Ha
OpemenHocT. Hayanoro Ha paxzaHeTo Moke za ce 3a0aBH H € BB3MOXXHO A4 €€ YIBJIKH
MPOABJCKHTECIHOCTTA H& POMHIHHMA TIPOIIEC.

Kppmene
MuHUMATHE KONHYeCTRa HOYIIpodeH ce YCTaHOBABAT B KbpMaTa. BENpeKH, Ye € Manko BepOoATHO Ja

OKa)ke HEOIaronpuATHO BIHAHME BHPXY KbPMAYETO, NPIIKCHHAETO HA MPOAYKTA IIPH KLPMEIIH
HXKeHH TpAOBa na ce u3bsArea.

4.7. EdexTn Bbpxy cnocobHOCTTA 32 modHpane 1 padoTa ¢ MAIIHAH

Hsama naHHu 3a BiMgHMe BEPXY criocoOHOCTTa 3a modupaHe U pabora ¢ MalllHHU.
4.8. Hexeaann JieKapCTBEHH PeAKIHHA

HexenaHuTe nekapcTBeHH PEAKIHHA €a CBBP3aHH OCHOBHO C HAYMHA HA NPHIOKCHHE.

[Ipy noxanHoO ODPHNOKEHHE BEPXY KOxKATA MHOTO panko (¢ yectora <1/10 000) Morar ma ce
HaOMoJABAT CNEAHATE HEXKENAHH PEaKITHH!

Hapywenus na umynnama cucmema: NpH Npeapa3snoioKeHH NAaLHEeHTH, MoraT Aa ce HabmoaaBar

pEaKLMH Ha CBPBXYYBCTBUTEHOCT. 1€ MOTaT Aa BKTIOYBAT:

- HEeCIICLM(HYHY aepriuuHy peakiiii 4 aHa(pHIaKCHA,

- NOBUINCHA PEAKTHBHOCT HA AMXATEIHMTS THTHILIA NIO TUNA HA OPOHXMAITHA aCTMa, BIOLIABAHE
Ha HaJIMYHA acTMa, OpOHXOCazEM HITH JHCIHES;

- pasNMYHA KOKHH NPOSABH, BKIIOUHTE/IHO pa3lIidHH BHAOBE OOpHEBH, ChpOeXK, YpTHKapHA,
IIyPIIypa, AHTHOEAEM H pAAKO Oyn03HU AepMaTo3d (BKIIOYHTEIIHO CIIHACPMAIHA HEKPOJIN3a H
epHTeEMa MynTHdopMe).

ITpu nosBaTa Ha TAKUBA HEXXETIAHH peaKkIuH NPHICKEHHETO Ha MpoayKTa TpAOBa na 6bae

TIPEYCTAaHOBEHO.

Cmomauino-upeenu napyuwienin: KopeMHa 0onka, ZHCHCICHA.

Hapywenua na 6v6peyume u nuxounume nomuwq: BlouapaHe Ha 6p0peunaTa GyHKUMA NpH
MAIHEHTH ¢ JaHHH 3a CHIISCTBYBAIIO OBOPEUHO yBpeKIaHe.

BepoaTHOCTTA OT II0SBAa HA CUCTEMHH HEXKEJIAHH JICKAPCTBEHH PeakiMM NPy JOKAJIHO [IPHIOKEHHE Ha
uOynpogeH ¢ MHOTO MAJIKA, B CPABHEHHE ¢ YECTOTATA HA HEXKENAHUTE PCAaKIHH MPH NEPOPAITHO
[IPHJIOKCHHE.

CroblaBaHe Ha NOO3IUPAHH HEXKEJIAHHW PEAKLIMK
Cro01apaHeTo Ha TIOAO3HPAHH HEXKeNaHH PeaKiiMy ¢liell pa3peiiapaHe 3a yrorpeda Ha JIeKapCTBEHUSA

NpoAYKT € BakHo. ToBa mo3BoABa 1a NPOABIDKH HAOMOACHHETO HA CHOTHOLICHHETO T1013a/PHCK 32
JEeKApCTBEHUA NPOoAYKT. OT MEAHIMHCKHTE CHCI{HAJIMCTH ¢¢ H3MCKBa Ja ChoOIaBaT BCAKA
NOAO3HPAHA HEXKETIaHA peakius upe3 U3nmwiHuTeiHa areHuMA 110 Jekapersata yi. ,,JlaMan
Ne 8, 1303 Co¢us, Ten.: 02 8903417, yebeaiit: www.bda.bg.




4.9. Ilpenosmpane

[penosupane € MATKO BEPOATHO MPH JIOKAJIHO MIPWIOKEHHE BHPXY KOXKATA, Nopaiy cnafa cucreMHa
pe3opOums.

Cumnmomu npu nozrviyarne: Tnapodonue, raacHe, MoBpHLIAHE, 3aMAgHOCT, XUITOTOHHA.

Jewenue: Ilpunara ce CHMOTOMATHYHO JIEYEHHE, MTPH HeOOXOAMMOCT KOPEKUMA HA HAJIMYHA
€NCKTPOJINTHH HapyuleHns. Hama cnemm¢adeH aHTHAOT.

5. GOAPMAKOJOI'HYHH CBOUCTBA

5.1. PapMaxkoIHHAMHAYHH CBOHCTBA

QapmakoTepaneBTH4Ha rpyna: IIpoTHBOBB3NANKTENHH JIEKAPCTEBCHH NPOAYKTH, HECTEPOHAHH, 33
noxkanso npunoxeHue, ATC xon: M0O2AAL3

MeXxaHn3sEM Ha JICHCTBHE

Hévnpoghen

Hidynpoden npuHaAmexH KbM IpynaTa Ha HECTEPOHAHHTE IIPOTHBOBL3ITAIMTENHH JeKapeTea. Upes
NOTHCKAHE Ha €H3MMAa LIMKJIOOKCHI€Ha3a TOo# OTCTPaHsBa WIH HaMa/IABa ¢cQEKTUTE Ha
NpOCTarNaHIHHUTE, KOHTO HI'PaAT CHIIECTBEHA POJis B MPOLIECHTE HAa Bh3IaleHHe, OO/IKa H
XHIIEPTEPMHS.

Jlesomenmon

JleBoMeHTON AeiiCTBa HA HMBO HEPBHH OKOHYAHHA B KoxkaTa. CTHMYJIHpa KOXHHTE NepHepHH
MEXAHW3MH Ha OOIKOBOTO BR3MPHATHE, KOSTO BOJH A0 NOBHILIEHHE HA TEMIIEPATYpaTa Ha KOXaTa U
NpHISKaIIAA MycKyJI. CTHMy/IMpaHETO Ha Te3H NepudepHH MEXaHH3IMH BOIH A0 HHHLIHMMPAHE Ha
AKCOHOB pedUICKS K 10 OCBOOOXAZBAHE HA BRROAMNATATHBHY NENTHAY C NPOTUBOBLINIANMTEIICH

eekT.
DapMakoaHHAMHYHH edeKTH
Hovnpogen

Koraro ce npunara nokanHo udynpodeH okasea JHpPeKTHO OPOTHBOBH3NAIHTENHO U
DoNKOYCIOKOABAILC AeticTBHE BBPXY Bh3Na/ICHHTe ThkaHH. Kynupa 60Jika ¢ Be3anajadTeNHa IeHes3a i
NOBJIMABA APYTHTE CHMIITOMH Ha BB3NAJISHUETO -~ OTOK H TMIOBHIICHA TEMIIEPATypa.

Jlegomenmon

JleBOMEHTO, Clied NPHUIIOXKEHHE BPEPXY KOJKATA NMPEAH3BHKEA JIOKATIHA XUIICPEMHS H OKa3Ba H3BECTHO
NPOTHBOBB3NAJIHTENHO JeHcTBHE. JICBOMEHTON OKa3Ba peBYI3HBHO AcHCTBHE KaTO HaManaBa Gonkara
B MYCKYJIUTE, CYXOXHITHATA i CTABHTE.

5.2, PapMaKoKHHETHYHH CBOHCTBA

JlekapcTBeHaTa popMa - rel1 no3BosiaBa Obp3a NeHeTpalid Ha aKTHBHHTE BELUSCTBA MIPe3 KoXaTta v
OBp30 JOCTHraHe HA BHCOKH TEpanNeBTHYHY JIOKATHKY KOHUCHTPALMH B MMOJIEXALINTE MEKH THKaHH,
CTABM W CHHOBHANHA TeuHOCT. [InasMennTe KOHUEHTpAIMM Ca C TAKHBA CTOHHOCTH, Y€ © MaJIKO

BEpOATHO Ja JOBEHAT AO CHCTEMHH HEXENIaHH PEaKLMH, OCBEH MPH CBPBXYYBCTBUTEIHH KbM
ubynpodeH naupeHTH. OCBEH TOBA, HE € YCTAHOBEHO Ja MMA HAKAKBH CHINCCTBEHH P
[EpOPAJTHHA M JIOKATHHS HAYHH Ha MPWIOKECHHE, N0 OTHOLICHHE Ha MeTabonxnaMa i eKce




Ab6copbims
[IpanoxeH ToKanHO BBPXY KoxkaTa, uoynpoden uma ¢inaba cueremra abcopbums. [InasmMennre

KOHLICHTPALMH ca OKOJIO 5% OT TE3H, HadMOmaBaHu cjie]l NEpOpanHo NpHioKkeHne Ha HOynpodeH B
oOHvaiiHU TepaneBTHYHH JO3H.
JBa gaca ciien NpUROKEHNE IUTa3MEHHTE KOHLIEHTpalHY €a OT nopsaabka Ha 0,6 pg/ml.

Pasnipenenexue
HoynpodeH ce pasnpeaens Opp30 H HHTEH3IHBHO B Lie/Ms OpraHu3bM. CBBpP3BA Ce C IasMEHHTE

npotenHd B 99%. O6eMbT Ha pasnpeaenenue € 0,14 kg.

EnmH yac cnea NOKaXHO MPHIOKEHHE B ARJIOOKHTE NSpMAJIHA CI0eBe ce ycTaHoBsBat 80% or 14C.-
MapKHpaH JIEBOMCHTOJL, Te3H CTOHHOCTH 3a APYTHTE ThKAHHU Ca KaKTo cielpa: 2,5% B Kpbera, 1,5% B
yepHua 1pod H 0,24% B OpOpenrTe. Hali-BucOKH CTOMHOCTH ce YCTAHOBABAT B KOKATA, MyCKYIIHTE H
MAaCTHaTa ThKaH 3-5 Yyaca cle/l IOKATHOTO NPHIOKEHHE BBPXY KOXKAaTa.

buorpauchopM
Mertabonu3npanero Ha HOYNpo@)eH ce H3BHPILUBA B Y€PHHUSA APoO Upe3 XHAPOKCHWIHPaHEe H
kapboxkcuimpane. O6pasysar ce ABa OMONOrHYHO HeaKTHBHI MeTaboHTA.

EnnmMunnpane
InazmMeHHAT NOMYXHBOT Ha UGynpodeH e okono 2,5 yaca. PapMakoJIOTrHUHO HCAKTHBHHTE

MeTabONIHTH Ce EKCKPETHPAT NpeAUMHO upe3 On0penute (B 90%), a ChII0 H Upe3 HUTHUKATA,
Exckpernpa ce ¥ ¢ MaliYMHOTO MIIKO, MAaKap H B He3HAYMTE/IHH KOJIHYECTBA.

JlepoMenTON ce eKeKpeTHpa nipes OnOperwre nox hopMaTa Ha NONSPHA MeTAOONINTH H B MaJIKK
Kosm4gecTBa KaTo CO, B H3AUUIaHUA BE3/YX.

3.3. IlpeaxnAHAYHH NAHHH 32 0e30MaCHOCT
HexnuuuyHHUTE NaHHH He HOKA3BaT 0co0eH pHCK 3a XopaTa Ha 6azara Ha KOHBEHLIMOHATHUTE
thapMakOIOrHYHK H3MUTBAHHA 38 0€30NaCHOCT, TOKCHYHOCT MPH MHOTOKPATHO NPHIOKEHHE,

reHOTOKCHYHOCT, KApPIHHOTeHeH NOTeHIHAT, PENPOXYKTHBHA TOKCHYHOCT H TOKCHYHOCT 32
Pa3BHTHETO.

6. ©®APMANEBTUYHH JAHHH

6.1. CpnHEchLK Ha NOMOIMHHTE BEIIECTRA
Kapbomep

Anm3zonponaHonaMuH

Eranon (96 %)

ITponuneHrmHKON

IlpeuncTeHa Boaa

6.2 Hec¢bBMECTHMOCTH

Hama nansau

6.3. Cpok Ba rogHoCT

2 rOIuHH

6.4. CnenpaasHd yeJIOBRS HA CbXpaHenHe

Ha ce cpxpaHiaBa B OpUrHHANHATA ONAKOBKA, TIPH TeMnepatypa mioa 25°C.
Ha ce m3nmoisea go 1 Mecerl cnen OTBapsAHe HA TybarTa.




6.5 Bua B chABPKAHAE HA ONMAKOBKATA

[To 40 g 1 60 g ren B MeMOpaHHH anyMHHHEBH TYOH ¢ kanatdkd. ITo 1 TyDa B kapToHeHa KyTus, 3a€4HO
¢ JINCTOBKA.

6.6 Cpnenuanan NpeanaAIAA MePKR NpH HIXBLPJsAHE H pabora
HaMa cnienmaniy H3UCKBAHHA.

HeusnonspaHuaT J€KapCTBEH NPOAYKT WIH OTNAABYHHUTE MATEPHANH OT HEro TpadBa Na ce H3XBBPIIAT
B CHOTBETCTBHE ¢ MECTHHTE H3UCKBAHHS.

7. UTPUTEXATEJ HA PASPEHIERUETO 3A VIIOTPEBA
Actavis Group PTC ehf

Reykjavikurvegi 76-78

220 Hafnarfj6rdur

Hcnaunns

8. HOMEP(A) HA PASPEINIEHUETO 3A YIIOTPEBA

Per. Ne 20130357

9. JATA HA OBPBO PASPEIIABAHE/TIOAHOBSBAHE HA PASPEHNIEHHETO 3A
YHOOTPEBA

Hata Ha mspBO paspewasane: 25.10.2013 r.
Jlata Ha nociegHO MOAHOBABAHE:

10. IJATA HA AKTYAJIMIUPAHE HA TEKCTA




