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1. HUME HA JIEKAPCTBEHUS ITIPOJAYKT

Huxnak Maxkc 5 % ren

Diclac Max 5% gel

2. KAYECTBEH U KOTMYECTBEH CbCTAB

1 g ren ceabpika 50 mg auknodenak Harpui (diclofenac sodium).

3a MbAHKA CMMCEK HA MOMOLHUTE BELECTBA BHXKTE Touka 6.1.

<A JIEKAPCTBEHA ®OPMA

I'en

4. KJIMHUYHH JAHHU
4.1 TepaneBTHYHH NOKA3aAHHA

bonka, Bp3naneHue 1 OTOK MpH:

- JleTeHepaTHBHH CTaBHH 3a00/1aBaHuUsA (apTPO3a HA roJIEMUTE H MAJIKH CTaBH)

- peBMaTM4YHH 3a00/ABaHHA HAa MEKWTE ThKaHW (Bb3MaJleHHE HAa CYXOXKHMIHATA W JIMTAMEHTHTE,
Oone3HeHa HeMOABHKHOCT Ha PaMOTO, Bb3MNaJIEHHE HA MYCKY/IUTE H CTaBHTE)

- CIOPTHH W OGMTOBM TPaBMH (HABIXBAHMSA, KOHTY3HH, Pa3TEIKEHH)

4.2 HMo3upoBKa H HAYHH HA NPHJIOKEHHE

Jluknak Makc 5% ren ce HaHacd Ha THHBK CJIOW BbPXY CLOTBETHHTE O0JIaCTH OT KO)KaTa 2-3 MbTH
JTHEBHO.

CreluanHy Nomyialiyu

Heya u ronowiu noo 14 2o0unu:

Hsma noctaThyHo AaHHHM 3a eukacHOCTTa M Oe30nmacHOCTTa NPH Jiela U 1HOWM noj 14 roauuxa
BB3pacT (BiwkTe Touka 4.3 ,,JIpoTHBonokaszanus™).

Havun u npooviscumennocm na npunosicenue.
Ha ce BTpuBa B koskarta. [la He ce mpuema npes ycrara.

Cnen npunoxenue, peliete TpaOBa ja ObJaT H3MHTH, OCBEH B C/Ty4auTe, KOraTo Te ca 00eKT Ha
JIEYEHHETO.

Juknak Makc 5% ren Moxe jJa ce mpunara npv npoBexaaHe Ha Honodopesa. Tasu dopma Ha
€NIeKTpoTepanus 3acuiaBa KoxkHara neHerpauus. Jluxnak Make 5% ren TpaGea na ce HaHacs npu
OTpHLATENeH NoJoc (KaToa).

[IpoaBJDKMTETHOCTTA Ha MPHUIIOKEHHE 3aBUCH OT MOKa3aHUATa U KIMHHYHHS OTrOBOP. ﬂpel;m BYBA Ce
JIEYEHHETO Aa Ce npepasriesa ciel 2 CeIMHLH.

AKO ce Hanara npoAyKTbT /la ce Mpuiara 3a noeeyve OT 7 AHU NPH IoHOLIM Haa 14 1 ,q:ﬁ?i
obnek4yaBaHe Ha OOJIKMTE WIIM aKO CHMITTOMMTE Ce BJIOLIAT, MALMEHTHTE WIH TeXH
TpaOBa 1a ce KOHCYJITHPAT C JIeKap.




4.3 IlporHBONOKA3aAHMSA

e CBpPbXUYYBCTBHTEIHOCT KbM JMKIO(DEHAK HWIM KbM HAKOE OT  TOMOIIHHTE BELIECTBA,
u3bpoenu B Touka 6.1;

e Jlukiaak Makc rei € npoTHBONOKA3aH ChLIO MPH NALMEHTH, NMPH KOMTO alleTHIICATHLIM/IOBATa
KHCE/IMHA WIIM APYTH HecTepoMAHH npoTHeoBb3nanutesHu cpeactsa (HCIIBC) nposokupar
aCTMATHYHH NPUCTBITY, YPTUKAPHS UK OCTBP PHHHT (BXK. Touka 4.4., 4.8);

I1pe3 nocneanus TpumMecTbp Ha GpeMeHHOCTTa, BK. Touka 4.6
e Vnorpefara npu felia M IOHOIIM NMoj 14 roaMinHa Bb3pacT € MPOTHBOTIOKA3aHa.

4.4 CnennaaHa npexynpexieHns H NpeIna3sHi MepPKH pH ynorpeba:

O61u npenopbKH

BeposTHOCTTa 32 CHCTEMHH CTPAaHHYHH e(eKTH OT JIOKATHO NPHIOKEH AMKIODEHaK € MalKa, B
CPaBHEHHE C YECTOTaTa HAa CTPAHHYHHTE e(DEeKTH NPH NALIMEHTH, U3MO3BALIM TUKIO(EeHaK
nepopayiHo. Beripeku ToBa, korarto J{uknak Makc ren ce npuiara BbpXy CpaBHHTEIHO OOIIMPHH
YacTH OT KOJKATa 3a MPOJAB/DKHTENEH NEPUOL OT BpeMe, BEPOATHOCTTA OT CHCTEMHH HeXeJIaHH
peaxiMH He MOXKe J1a ce W3Karouu. B ciyuaii Ha Takapa nnaHMpana ynorpeba npoaykrosara
uHdopmalms 3a cuctemHuTe GopMu Ha aHKIO(DeHaK e HeobXoauMo aa Obae pasriesaHa.

JluksiodeHak rei ce HaHAcs caMO BBPXY 3/1paBa W HeyBpe/eHa KOXKHa MOBbPXHOCT (TakaBa Oe3
OTKPHTH PaHH H OTKPUTH HapaHsBaHus). He TpsabBa na ce 10MycKa KOHTAKT C OUMTE WJIH JIMTABULIMTE.

Juxnodenak resi He TpAOBa Ja ce MorIbLLA MPe3 yCTaTa.

B ciyuaii Ha nosBa Ha oOpHB clie NpUIOKEHHE Ha MPOAYKTA, JiedeHHeTo TpsOBa Aa Obae
NpPEeKbCHATO.

an JlHKJ'IOCbCHaK rejl MOXKE 1a ce M3I0JI3Ba ¢ MpOIMmyCKIMBA MPEBPB3KA, HO HE OuBa Ja ce OoITyCKa
CTErHaTo, HEMpOoITyCKallO Bb31YX MpeBPL3BaHE.

4.5 B3anmopeiicTBue ¢ Apyru JieKapcTBeHH NPOAYKTH H ApYrH (JOpMH HA B3aHMoJelcTBHE

Toii kaTo cucTeMHara abcopOums Ha NUKIO(EHAK NPH JOKAITHO MPWIOKEHHE € MHOIO Majlka, TAKMBa
B3aHMOJIEHCTBHA Ca MHOTO MaJTKO BEPOSATHH.

4.6 PepTuiuTeT, OpEMEHHOCT H KbPMeHe

JKeHu ¢ neTepo/ieH MoTeHIHAa
Hama naHHM, KOMTO Aa Npeano/araT HAKaKBH NPEnopbKH 3a JKEeHU ¢ AeTepOieH MoTeHLHal.

bpemeHHoCT
Jlunceat 10CTaThYHO AaHHH OT NMPHJIOKEHHETO Ha JHKIO(EHAK NpH OpeMEeHHH JKEHH HE € MPOYYBaHO.

3aTora muknoeHak ren He TpabBa Aa ce M3No3Ba no Bpeme Ha GpemenHocTTa. Jluknodenak e
MPOTHBOMNOKA3aH MPe3 TPETHA TPUMECTEP OT OpeMEHHOCTTA NOPajii Bb3MOMKHOCTTA J1a JI0BeJIe 10
MaTOYHa MHEePTHOCT, (eTanHo 6bOpeuHo yBpekaaHe ¢ nocieBalll OJTMrOXHAPAMHHOH H/HIH
NpexIeBPeMEHHO 3aTBApsHe Ha JIYKTYC apTepuo3yc (Bxk. TOUkH 4.3 u 5.3).

Hpquaaﬂuma TPH }KHUBOTHH HE €a MOKa3aJii HAKAKBO JUPEKTHO HIH HHAHWPEKTHO YBpeXKaalll

NoCJIEPOAOBOTO pazBUTHE (BIXK T.5.3).

Kbpmene
He e M3BeCTHO NaJIv JIOKATHO NpUIAraHus AHKIo(eHaK ce H3TbUBa ¢ MafuMHOTO A

npenopruBa )/HOTPGGaTa Ha ,ElHKJIOEl)eHaK B MIe€puoJaa Ha KbPpMEHE. AKO ca HanlMliIe




NpUYHHH 32 ynoTpebaTa My B epuo/ia Ha KbpMeHeTO, TOH He Tpa0Ba Ja ce HaHacd BbPXy I'bpAHTE
WJIH BLPXY OOIIMPHH KOXHHU YYacTBIIM, KAKTO W He GHBa /1a ce Tpuiara npoab/DKHTEHO BpeMe.

DepTUaHTET
Hsama nannm 3a ynorpebara Ha JTOKaJIHHTE JeKapCTBEHH (OPMH Ha JUKIO(EHAK U HErOBUTE e(PeKTH

BbpXY (epTHaMTETA NIPU XOpa.
4.7 EdexrTn Bbpxy cnocofHocTTa 32 modupane u pabora ¢ MAIIHHA

JlokanHOTO MPUIOKEHHE HA IMKIO(pEHaK HAMa HUKAKBO Bb3/leiicTBHE BBPXY COCOOHOCTTA 3a
modgupaHe 1 paboTa ¢ MalKHH.

4.8 Hexes1aun JieKapcTBeHH peaKIHH
OGobmenne Ha HeXKeJJAHHTE JIEKAPCTBEHH PeaKiHH

Heskenanure nexapcTBeHH peakUnH OT KIIMHWYHH MTPOYYBAHKA H/WIH CIIOHTAHHH WM JIATEPaTYPHH
choOLIEeHHs (BHXKTE 10-10I1y) ca u3bpoeHu cripsamo cuctemHo-opraHuute MeDRA knacose. Bna
BCEKH CHCTEMHO-OPraHeH KJ1ac HeXKelaHUTe JIeKAPCTBEHH PeaKLMH ca MOJIPEIEHH CIIope]l YecToTaTa,
KaTo Haii-uecTuTe ca Ha MbPBO MACTO. BB Besika rpymna rno 4ecrora, HesKeJIaHWTe JIEKapCTBEHH
peaKLHHy ca NpeAcTaBeHH ¢ HaMalsBallla CepHO3HOCT. B qombiHeHHe, 3a ChOTBETHATA KATETOPHA 110
yecToTa ce H3noaspa cneanara kouseHuus (CIOMS 111) 3a Beska HexkeslaHa TeKapCTBEHA PeaKLys:
MHOro yectH (= 1/10), yectu (= 1/100 no < 1/10), Hewectn (= 1/1000 no < 1/100), peaxu (= 1/10000
10 < 1/1000), mHoro peaxu (< 1/10000).

Hudexuuu u uHdectauyu
Mhuoeo peoxu: ITycTynosen o6pus

Hapylienus Ha HMyHHATa cUCTEMa
Mnozo peoxu: CBpBbX4yBCTBHTEIHOCT (BKIIOUHTEIHO YPTHKAPHA), aHTHOEEM

PecnupaTopHH, rPbAHH H MEUACTHHAIHW HAPYLIEHUs
Mhuozo peoku: AcTtMma

HapyllieHHs Ha KOXaTa M MOAKOXKHATA ThKaH

Yecmu: JepMaTuT (BKJIFOUMTEIHO KOHTAKTEH AepMaTwT), oOpHB, epuTeMa, eK3ema,
NIpYpHUTYC

Peoxu: Bynosen nepmatur

Muozo peoku: Peakuus Ha OTOUYBCTBUTETHOCT

C Heuszgecmua wecmoma: yCE].I.laHC 3a rnapeHe Ha MACTOTO Ha MPHIOKEHHE, CyXa KOXKa

Cucremnara abcopOums Ha AUKJI0(eHAK NMPH JIOKATHO MPUIIOIKEHHE € MHOT'O HUCKA M JIOCTHIHATHTE
HHBA Ha JMKJIO(EHaK B MIa3MaTa ca MHOTO HUCKH, B CPaBHEHHE C MIa3MEHHTE HUBA Clie]] epopaneH
npHeM Ha JHKIo(deHak. BeposaTHOCTTa OT CUCTEMHH HEXeJlaHU PeakiMy (KaTo CTOMAlIHO-YPEBHH,
uepHOIpoOHH MK ObOpeuHn HapylieHHs, OPOHXOCa3bM) € MHOTO HHCKA TPH JIOKATHO NPHIIOKEHHE,
B CPABHEHHE C YECTOTATA HA HEXKeJIaHH peaKLMH MPH NepopasieH NpueM Ha JukiodeHak. Bourpeku
TOBA, aKO JIMKJIO(EHAK Ce W3MOI3BA Ha rojisMa IOl BbPXY KOKaTa M 3a MPOAB/IKUTENIEH MEPHOI OT
BpeMe, € Bb3MOMKHO [a BE3HHKHAT HEKCIaHH peaKIiHH.

Crnob1aBaHe HA MOAO3HPAHH HEXKEIAHH PEaKLIUH
CrobmaBaHeTo Ha NOAO3MPAHH HEXKENaHH peakL|H Cliejl paspelnaBase 3a yrnotpeba Ha JIeKapcTBEHHsA
NPOAYKT € BaXKHO. ToBa Mo3B0/1sBa 1a NPOABL/KK HAG/IOIEHHETO Ha CHOTHOIIEHHETO T10) AC
JeKapcTBeHUs NpoayKT. OT MEAMIIMHCKHUTE CIIELHAIMCTH C€ M3MCKBA 1a ChODIIaBaT BG i
I10/103MPaHa HeXKellaHa peakuys Ype3 HallHOHaHa cHcTeMa 3a chobiaBaHe kbM M3n
areHuus no jekapereara, yi. ,.Jlamau I'pyes” Ne 8, 1303 Codus, Ten.: +359289034 (

I

www.bda.bg.




4.9 IIpenosupane
Cnabara cuctemHa abcopOLms Ha NOKaIHKA JUKIodeHaK NpaBy NpeJo3HpaHeTo TBhPIE HEBEPOSITHO.

Bce nak Moxke 1a ce O4aKBaT HEXKENaHH peaklnH, NoJo0HH Ha Te3u, Hab/o1aBaHyu NPy Mpelo3upaHe
¢ TabNeTKH AMKIO(pEeHaK, B Clyyaii, ue no HeBHUMaHHWe e MorbaHaT aukiodenak ren (1 Tyba ot 100 g
ChAbpKa eKBUBAJICHTA Ha g aukiodeHak HaTpwii). B ciyvaii Ha HEBOJHO MOr/bILAHE, JOBEIO 10
CepUO3Ha CHCTEMHA HeKellaHa peakuus TpadBa fia ce npeanpyuemMar oOMyaiiHUTe TepaneBTHYHH MEpPKH
33 JIEYEHHE HA OTPaBSAHE ¢ HECTEPOMIHH MPOTHBOBB3MAIHTEIHH cpeficTBa. Moxke 1a ce uMa rpeja BUA
CTOMaIIIHA IPOMHUBKA M aKTHBEH BBIJIEH, 0COOEHO aKO € CKOPO C/e/l MOTIbIIAHETO.

5 ®APMAKOJIOTMYHHA CBOMCTBA
5.1 PdapmakolHHAMHYHH CBOiiCTBA

ATC kon: MO2AAT1S
®apmakoTepaneBTHYHA [PYNa: HECTEPOM/HU MTPOTHBORB3NAIUTEHH 32 JIOKATHO NPHII0KEHHE

Mexanu3bM Ha JeHcTBHE W papMaKoIMHAMHYHH CBOHCTBA

Juknodenak HaTpuii € HECTEPOHWIHO NPOTHBOBB3MAIMTENHO M AHAITETHYHO CPEJICTBO, J0Ka3ajo
cBofiTa €()MKACHOCT NMpH OOMYaHHO BB3NMAIEHHE MPH MOAENH HAa MKMBOTHHM upe3 MHXUOMLMA Ha
npocTarjiaHAMHOBaTa GHOCHHTE3A.

Ilpu npunoxkenuwe npu xopa aukiodeHak HaTpuid HamansBa OonkaTa, OTOKa M TOHMKaBa
TeMrneparypara Ipd Bb3naauTenHua npouec. OcBeH ToBa AMKIO(eHAaK HATPWUH MOTHCKa
uHayMpanara ot AJI® TpomOOLMTHA arperauus.

Kimmnnuna eukacHoCT 1 Ge30macHocT
Huxinak Makc e npoaykT ¢ 1o0pe ycraHoBeHa ynoTpeoa.

5.2 PapmMakoOKHHETHYHH CBOiicTBa

Juknodenak Hatpuii ce abcopbupa 6aBHO M HEITBJIHO MPU MPENapaTUTE 3a JIOKAIHO NPUIIOKEHHE.
MakcumannuTe nia3MeHH HHBa ce JIOCTHIaT ciejl 6-9 yaca. CpeTHHAT MOJYKHBOT B LIMPKYJIaTOPHATA
cHcTeMa e OKOJIO 9 yaca, 3HaUMTENIHO MO-ABJBI OT TO3W Clie]l nepopanHo npunoxkenue (1-2 yvaca).
Cries1 TOKaJTHO W CHCTEMHO NPHIIOKEHHEe IUKI0(GeHaK HaTPUH ce MeTaboIM3HpPa M eKCKPETHpa.
Juknodenak Hatpuii ce abcopOupa HambJIHO OT MPOAYKTHTE 3a mepopanHo npunoxeHue. Toil ce
CBBP3Ba C MJIa3MEHHTE NMPOTeHHH B 99%. MakcuMalHMTe 1JIa3MEHH HUBA Ce NOCTHTaT ciiejl oKomo 1-2
yaca. Cnen Obp3 uepHOmpoOeH MeTabONMM3BM (XMAPOKCHIMPAHE M CBBLP3BAHE C TIIIIOKYPOHOBA
KHCe/IMHA), cyOcTaHLmMsATa ce enmumMHuHIpa B 2/3 upe3 ObpOpeunte 1 1/3 upe3 sbykata.

53 IIpeakMHHHYHE JaHHHA 32 0€300ACHOCT

Jloxaina nonocumocm

Cnen nokanHo npunoxenue Juknak Make 5% ren e nokasan, 4e € NPOAYKT ¢ Hal-MalbK NMOTEHLHA]
Ha ceHCHMOWIM3MpaHe TNpPH TeCTOBE C OKMBOTHH. He ca yCTaHOBEHM TpH3Halld Ha
(orocencudbuamnsmupane cupamo Juknak Make ren

Cucmemna noHocumocm

Ocmpa mokcuunocm

IlpoyyBaHs Ha OCTpa TOKCHMYHOCT He ca IMOKA3aJH CEH3UTHBHOCT NMPH PA3/IMYHH KHUBOTHHCKH
BHUIOBE. § o

Xponuuna moxcuunocm / (5\‘3‘} o
XpOHHYHATA TOKCHYHOCT € OMia M3C/e[BaHA MpH IUTBXOBE, Ky4eTa W MaiMyHH BpH nepbpaﬂﬂo
npunoxxeHue. [IpyH TOKCHUHM 103K, pa3iMyHK B 3aBUCUMOCT OT BHa, Haz 0,5 wmu




Terno ca OunM HabGalO#aBaHK A3BM B FaCTPOMHTECTHHAIHHA TPaKT M MPOMEHH B Opos HA KPbBHHTE
KJIETKH.

Tymopozenen u Mymazenen NOMeHyual

Pesynratiure oT in vivo M in Vitro TeCTOBe He MOKA3BaT MYTAareHeH MOTEHLHAl Ha AMKJIOodEeHaK
HATpPHIA.

[Tpoab/KHTETHHTE MPOYYBAaHMSA 33 KAHLIEPOT€HHOCT MPH TUIBXOBE H MHILIKH HE ¢a M0Ka3ajy JaHHH 3a
TYMOpPOTeHEeH NMOTEeHLHAI.

Penpooyxmuena moxcuynocm

EMOPHOTOKCHUHMAT NOTEHLIMAN HA THUKI0(EHAK HATPHH e OWA M3Cle/IBaH MPU TPH )KUBOTHHCKH BHIA
(naeX, muwka, 3aek). Ilpu nosu, TokcuuHu 3a maiikata, ca Ounu HabmopaBaHu (eTanHa CMBPT H
3abapeH pactexk. He ca Ouwnm HaOmopaBanu mandopmauuu. ['eCTAMOHHMAT NEPHOA M
NPOXB/DKHTETHOCTTA HA paXkaaHe ca OMIM ybJDKEHH [IPU NpUiIokKeHHe Ha aukinodenak Hatpuii. He e

Ouno Habno/1aBaHO OTPULIATENIHO BIHsAHHE BHPXY (eprunHocTTa. [l03M 1Moa TOKCHYHHTE 3a MaHkaTa
HE OKa3BaT BJIMAHHE BbPXY MOCTHATAIHOTO Pa3BUTHE HA 3apOAHLLA.

6. PAPMALEBTHYHHU JAHHU

6.1 Cnnebk HAa IOMOIHHATE BelleCTBa

Xunpomenosa

Makporon - 7 rauuepon Kokoat

Hsonponunos ankoxon

IIpeuncrena Bona

6.2 HecnBmecTuMOCTH

He ca u3zBecTHH.

6.3 Cpoxk Ha rognoct

Cpok®T Ha rofIHOCT Ha NPOAYKTA € 3 rOJMHM OT JaTara Ha Mpou3BoAcTBO. Jla He ce mpunara cien
W3THYaHE Ha 1aTaTa, O3HaueHa BbPXY OMaKoBKAaTa.

CpoKbT HA FOJAHOCT ¢lled MbPBO 0TBapsiHe Ha TybaTa e 12 Meceua.

6.4 Cnenna/jHH yCJIOBHS HA ChbXpPaHEeHHe

Jla ce cpxpaHsBa npu Temnepatypa noa 25 °C.
Jla ce cbxpaHsBa Ha MeCTa, HEJIOCTHITHH 32 Jelia.

6.5 Jlanuu 32 onakoBKaTa
OpHruHanH1 onakoBkH, chabpxaiu 50 g u 100 g ren.
6.6 Cnenna/jHu npeInasHl MepKH NPH H3XBbpPJsiHe H padoTa

Hsama cneumanHy U3UCKBaHUS.

7. NPUTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

Hexal AG
Industriestrasse 25
D-83607 Holzkirchen, 'epmanus




8. HOMEP HA PABPEHIEHHUETO 3A YIIOTPEBA

Per. Ne 20010462

9 JATA HA ITBPBO PA3PEINABAHE 3A YIIOTPEBA HA JEKAPCTBEHMS
[MPOAYKT

Jlara Ha mepBo pa3petnaBaHe: 15.05.2001
Jlara Ha nocsienHo noaHoBaBaxe: 28.07.2011

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

11/2020
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