KPATKA XAPAKTEPHCTHUKA HA ITPOJIYKTA

1.  UME HA JIEKAPCTBEHUS ITPOAYKT

Adnamun 15 mg/g kpem } LT "““ TESTH

Aflamil 15 mg/g cream i Koamka xapa !
i”(?\M Pez. M .............) '\ - |

2. KAYECTBEH U KOJIMYECTBEH CHCTAB | Pagpewerue Ne e ;
BG/MA/P - ... l‘ XY .18 0 N ’

15 mg aueknodenak (aceclofenac) B 1 g kpem. gl Ygotpssue N

[ToMOIIHH BELIECTBA ¢ U3BECTHO JIEHCTBHE:

0,20 g merun-napaxuapokcudensoar (E218) B 100 g kpem,
0,05 g nponun-napaxuapokcubensoar (E216) B 100 g kpem,
LIETHJIOB CTEAPHIT AIKOXOI.

3a MBIHKWA CMHCHK HA MIOMOLLHMTE BELLIECTBA, BUIKTE TOuKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

Kpem
bsin kpem

4. KJMHWYHHU JAHHH
4.1 TepaneBTHYHH NOKA3ZAHHS

Jleyenue Ha DosikaTa M BL3NAJIEHUETO, CBBP3aHHM C TPABMATHUHA MTATOJIONHMA U MYCKYTHO-CKEETHH
3abonaBanus. MoXe /1a ce M3MON3Ba 3a JICYCHHME HA BL3IIAIICHUA HA CYXOXKHIIMATA, CTABHUTE BPb3KH,
MYCKYJIHTE W CTABUTE, KATO TCHAMHMT, TEHIOCHHOBUT, PAa3TAraHe, M3KbJIYBAHE, IEPHAPTPHT,
JMCTEeH3Us, 1yM0aro U TOPTHKOJIKC.

4.2 /lo3HpPOBKA M HAYHH HA MPHJIOKEHHE

!!DSH[!CBK&

Agramui kpeMm TpaOBa J1a ce npuiiara TpH IbTH JHEBHO, KATO JIEKO Ce BTPHBA C MACAKHPAHE B
3acernarara obaact. Ilpuiaranara jo3a 3aBMcH OT pa3Mepa Ha 3acerHatata obaact: 1,5-2 g Aduamun
KpeM (TOBa ¢ MUBHMLA OT NPHUOJIM3UTENIHO 5-7 CM. KpeM).

Heduampuuna nonyiayus
Hsma onut ot u3noassanero Ha Adaamuil KpeM NpH Aeua, nopajau Toa, AdraMun Kpem e

MNpOTHBOMOKA3aH MNpH AcCLa.

Cmapuecka ev3pacm
He ce nanara kopekuus Ha j103ata Npy NalMeHTH B CTApUECKa Bb3pacT.

Hauuz Ha NMPUIOMEHHC

4.3 IlpoTHBOonoka3anus




. CBpbXUYBCTBUTEIHOCT KbM AKTHBHOTO BEILECTBO HITH KbM HAKOE OT NOMOIIHUTE BELIECTRa,
H30poeHH B TOUKA 6.1.

. He TpaGra na ce npunara npH NALMEHTH, KOHTO Ca MOKAIANM CBPBLX'4YBCTBHTEIHOCT KBM APYTH
HCITBC. Brnpexy ue ¢ BbaMosKia, HE € YCTAHOBEHA KPLCTOCAHA CBPBXYYBCTBHTEIIHOCT C
AWKIOPEHAK, NPY N2AKEHTH, KOHTO Ca NOKA3RTH CRPBXYBCTBHTENHOCT KbM LHKIOhERaK He ¢
NPeNOPLYHTCIHOC [IPHIOKEHHETO,

. KakTo M NpH IpYriTe HECTEPOHIHU MPOTHBOBLINANUTENHH CPEACTBA, AUEKIOMEHAK ¢
NPOTHBONOKA3AH NPH NMALMEHTH, NPH KOHTC aUETHNCATHITMIIOBATA KHCEIMHE MITH APYIH
HECTEPOM/IHH MPOTHRIBBINATUTCIHNA CPEACTEA ¢2 NPEIHIBHKANM MPUCTBIH HA a0TMA,
YDTHKAPHA HIH OCTBP PHHHKT.

. Tpetu TpuMecTLp 0T BpeMerHoCTTa.

. HeTcka b3pacT.

44 Creunanuu mpeAyNpexeHAs H 1PeIIAIHA MEDKH P ynoTpeGa
. AKO M3I0.T3BAHETO Ha AQUIZMHI KPEM TTPE/IH3BMKEA CHMITTOMN Ha JIOKATHO ApasHeHe,

MpKIaraHeTo TPAOBE Ja ce Chpe | TPABBa 1a Ce NpeanpHeMe MONXOAALLO JICHEHHE Ha
BL3NAIEHHETO.

. Citer npaiarate ¢ HeO0X01MMO M3MHBAHE HA PLLETE, OCBEH B CIYHaHTe KOTAaTo TPETHPAHATA
obaacr e Ha pvueTe. He Tpabea jla ce npuiiara na ounTe M ycTarta.
. He TpaGsa s1a ce npuiara 3a JedeHne Ha OTBOPEHH PaHH, MYKO3HH MEMOpaHH, KAKTO K Ha

pas;ipa3HeHa (€K3eMAaTo3Ha) KONA MITH TIPH YCIOBHE, Y€ MACTOTO HA ITPHI0KEHHE BIIOHEA
HAKAKBY PYIH KOXKHH npolec. TpsOra Aa Ce M3Mon3ea camo BLpXY 3pana Kowa.

. besonacnocrra u edukacHocTTa Ha auekaehenak 11py aeua 1o 14 roMEm Boe OuIe He e
ycTaHoBena, HaMa Hanuunu ganHu.

. H3BsirsafTe usnaraHeTo Ha TPETHPAHMTE 30HM HESAIUMTEHH HA CHAHA CITLHYCBA CBETIIMHA, 38 14
Ce IPEIOTBPATAT PEAKLIMH HA (POTOUYBCTBHTEIHOCT,

. CBpBbXUYBCTBHTENHOCT M KOxHH peakli: Kakro w npu apyrure HCTIBC, anepraunn

PeaKLMit, BKIHOMATENHO AHADHIAKTHYHW/ AHAGMIAKTOHAHH PEAKLIMK, MOXKE 14 e NOABAT B
HAYATOTO HA EKCTIO3MLIMA Ha NCKAPCTBENNA NPOLyKT. CepHO3HU KOMKHK PEAKIIKH, HAKOH OT
KOWTO (haTamHu, BKTIOYHTENHO eKCONHATHEEH 1ePMATHUT, CHBAPOM Ha Stevens-Johnson u
TOKCHUHA eMHASPMETHA HEKPO.TH34, ca CboOLIaBaHH MHOTO PAJIKO BB Bph3ka ¢ ynotpebara Ha
HCTIBC (k. Touka 4.8). M3rnesxaa, 4e B HAYanoTo Ha Kypea Ha JIeUEHHE NALMEHTHTE Ca ¢ Hait-
BHCOK PHCK OT TAKHBA PEAKIMH , NOABATA HA peakuns ce IPOSEARA NPHM [IO-TONAMATA YACT OT
CNYHAHTE NMPCS OLPBHA MSCCIL OT JICUCHUETO. JIeueHHeTo ¢ allekaoteHak Tpabsa ua ce
MPeYCTAHOBH (1Y THPBATA TPOABA HA KOXEH OOPHB, MYKOIHH €3MH U4 IPYTH NPHINALM Ha
CBPbXYYBCTBHTEIIHOCT,

. Karo usiwnouenue, Bapuuena Moske Ja NpeIHIBKKA CEPUOIHU YCJIOKNEHHA OT HHEKUHA Ha
KOXKaTa H MeKHTe TbKanu. [Tonactosawem, nornpunacamiata pons va HCINBC npu Browaeane
Ha TE3M HHGEKUMH HE MOE j1a CC HIKIIOUH, 32TORA € MPENDPLUHTCINO 12 c¢ u3barsa
ynorpebara Ha aueknodenak B ciyyai HA Bapuiena.

. Adnamun kpem cbabpxa 0,20 g Metun-napaxuapoxcnbensoar (E218) n 0,05 g npornurn-
napaxuapokcubenzoar (E216), kouto MorarT aa TIPHYHHAT &JIEPIHYHH peaklMH (BPEIMOXHO € 13
ca T 3abagen THIT). Adrami] KpeM ChABPIKE HETA.ICE Creapui ATkoxour. ol Moxke na
NPeM3IBHUKA MTOKAIHH KOKHH PEakiiiy (HANpP. KOHTAKTEH JEPMATHT).

4.5 BsaumoueiicTBHE ¢ APYTH JIeKapCcTBeHH TPOAYKTH U 1pYrH OPMH Ha B3anMoeiicTBHE

BoIpeky ve 10 MOMEHTE HAMA 1aHHU 33 BB3MOKHH B3aMMOAECTBHA HA TORA CHEAMHCHHUE C APYIH,
YMECTHO € /1 Ce NPOABH [TOBHIICHO BHUMANKE, KOTATO HA NAUMEHTA CE NPHIIAra JEVEHUE ¢ SpyTH
TeKapcTBa, 0COOEHO AKO TE ChLPAAT IMTHHA, JAMTOKCHH HIM B CJ1y4adi HA JTEUEHNE C OPATHH e
AHTHKOATY/TAHTHH CPEICTRA, JUYPETHUH HIIH DOIKOYCIOKOABALLH. '

4.6 deprrnnHTeT, HPEMEHHOCT H KEpMeHe

EpemcHHOCT



He ca Hann4hu KNMHHYHY AaHHH 33 De30macHOCT NpH YoBeka oT yrotpebata na Adaamun xpem no
Bpeme Ha bpeMennoct. Jlopu ako ce mpeno:ara, 4e CHCTEMHATA SKCITO3MLIMA € NO-HHCKE B
CPABHEHHE C TA3H C/IE NEPOPATHO LIPHIOKEHHE, HE € HIBECTHO NanH CUCTCMHATA EXCNO3HLN Ha
AdnaMHIl KpeM, KOSTO ¢e J0CTHTa ¢JIE JIOKLTHO MPHIKEHHE, MOKE 1a YRpeH emBprona/deryca.
Ilo BpeMe Ha ObPBUA ¥ BTOPHA TPUMEC D Ha OpemernocTTa Admamun kpeM He TpuGaa xa ce
H3[10.1384, OCBEH aKo € abCooTHe HeoOX0IMMO. AKO €€ H3NO0JI36a, A03ATA TPAIBA Ja Ce NOUIbpka
BB3IMOMHO HAW-HHCKA W IPOAL/DKHTENTHOCTTA HA JICHECHHETO - BbIMOMNHO HAH-KPAaTKA.

Tlpes TpeTHs TpUMeECTBD Ha BPEMEHHOCTTA CHCTEMHOTO NPHIMKEHKE HA MUXUOHTOPH Ha
NpoCTayIAHIMHOBHA CHHTER, BIUIOYHTEIHO AIaMui KPeM, MOKS Jda MHAYIMPA KAPAHOIIYIMOHATHA
1 6BOpeyHa TokcHiHOCT MpH deryca. B kpas Ha OPeMCHHOCTTA € BhIMOMNHA NDLBA HA Y IBIKEHO
BpEME Ha KbPBEHE KAaxkTO IIPH MalKaTa, Taka M [PH JCTeTC H PAKIaHETO MoK Ja Obue 3abareHo.
[lopaan Tora AdnaMun Kpev € NPOTURONOKA3AH nPe3 HOCHCAHNS TPUMECTHD 11a OpeMenHocTTa (BK.
Touka 4.3).

Kapmene
He e u3secTno gany aueknoeHak cc oTAeIs B KbPMATA,

Bnnpeku, ue He ¢a nabironaBaHH TEPaTOreHHH eheKTH IPH €KCNEPHMEHTAIHH [IPOY4BaHHA,
DezonzCcHOCTTA Ha aueKIodesaK PH KhPMELIH MaifKH He € ycTaHoBeHa, 1opajH TOBa He ce
penopbyBa 3a ynorpeda.

4,7 EderrH BRPXY cnocofHocTTa 32 modupane H padoTa ¢ MAIIHHH
AdaaMuI Kpem He RITHAE BbPXY CNOCOBHOCTTA 32 WohHUpaHe H paboTa ¢ MALHUHH.
4.8 Hexenanm JeKapcTBEHH PEAKIIHA

AdnaMun kpem Nokazea J08pa 10K 110HOCHMOCT.

B HAKOM €NYH4aH & ONIHCAHO JIEKO HIIH YMEPEHO J1CKATHO JPa3HEHE, CLe 3a4CPBABAHE HA KOXATA H
chpOes, KOMTO U34EBAT IIpK CIIHPAHE Ha JISUSHHETD.

Karo HIKTIOUEHHE, UMA CLODLIEHHS 3a TIOARA HA CEPHO3HM YCIOKHEHHA OT MH(EKIIMA HA KOXKaTa K
MCKHTE TLKAHM [10 BPEME Ha BapHiiena BhB Bpbika ¢ meuenue ¢ HCTIBC.

Hwma cbodluetus 3a HeYecTH CIy™an 32 peakuu Ha GoTodyserBuTentoct (>1/1000 o <1/100),
KOFATO TPETUPAHATA NOBLPXHOCT OT KovkaTa € Onia MUTOMKEHA HA CHIHA CThHUERA CBETNIHHA Oez
NOAXOALLATA 3a1UMTA.

B raGnuuara 110-301y ca JaaeHH HexeTaHM peaKuuy, ChOOIIEHH 1P KIMTMHHYHH NPOYYBAHHS U [IPH
yuotpefa cnen paspelagadeTo Ha anexknodeHak, rpyNHPaHK (10 CHSTEMO-OPraHHa KTacumKanua H
oueHeHa vyecTeTa. Muoro vectH (=1/10); uectn (>1/100 ae <I/10); newectu Z1/1000 no <1/100),
peary (>1/10 000 10 <1/1000), mHoTO peaku (<1/10 000):

Cucmeno- Hecmui Heuecmu Pedku Muozo peoxu

opeanen Kaac (=1/106 oo (=171 400 oo : (=1/10 600 oo (<1710 G00)

(MedDRA 14.1) <I/1tj <1710 <141 000)

Obyu Peaxuuu Ha KoxHo Apa3Hese | ByNO3HH peakunu

REpYHICHHA W ¢oTouyBCTBY- (BIUTHOUHTENHO

eqexmu Ha TEJTHOCT CHHApPOM Ha Stevens-

MACHIOMO HA Epnutena Johnsan u TokcuuHa

RpUTONCEHIE IIpypurye enuaepMaita I
. HEKpONM3a) ///,1

CeprO3HH KOKHH PEAKLMM, HAKOM OT KOWTO (JaTAHM, BIIIFOYHTENTHO eKchOIMAaTHBEH JepMa
CHH/IPOM Ha Stevens-Johnson M TOKCHHHA enuaepMalia HEKPOIM3a, ¢a ChoDILABAHH MHOTO
Bpb3Ka ¢ ynorpebara na HCIIBC.



Crobuiapate Ha NOMO3MPAHK HEXKEIRHH PEAKIMH

C1001aBareTo Ha LOAOIMPAHY HEKETAHH PEAKLMH C/IeA PaspellaBaHe 33 ynoTpeta Ha NeKapeTECHIS
NPOAYKT € BaHO. T0BA NO3BONABA 1A NPOTRDKH Hal1101EHHETO HA CHLOTHOUIGHHETO NO3a/PHCK 32
nexapcTREHNA NPOIYKT. OT MEAHIIMHCKHTE CICHHANMCTH CE H3NCKBA 13 ChoBIIABAT BCAKA
NOJ03HPAHA HEKelaHa PeaKUUs Upe3 HALKWOHAIHA CHCTEMA 32 CRODIIaBaHe KM H3nbaakTe naTa
areHums 1o nexkapcreara, ya. ., Jlamsu Fpyes” Ne 8, 1303 Codwusa, Ten: +35928903417, ye6eaidit:
wiww, bda by,

4.9 Ilpenozmpane

TunHyHaTa CHMNTOMaTHKA Ha IPEAO3ZMPAHETO ¢ ALCKIOMEHAK HE € NIBECTHA.
B cayuali na npeaosnpane uan cayuaiino nornsimane Tpataa aa ce DPERNIpHeMe CHMITTOMATHIHO
nedelue.

5. ©OAPMAKO.IOI'MYHH CBOMCTBA
5.1 @apmakoIHHAMHYHE CBDACTEL

PapmakoTepaneBTHYHA 1Py 1a: [IPOTHROBBINATHTE.1HM 1 AHTHPEBMATHYHH IPOIYKTH, HECTEPOHIH,
ATC kon: MO2ZAAZS

MexanHzbm Ha xelicTBHE
Aue}mod)ena:{ c H€CT€pOHﬂHD ﬂpOTHBOBLZ}]’[&J’II’TTEHHO J'lCKB,pCTBD, KOCTO anTemaBa ChIIQ

AHAICCTHYHH B AHTHIHPETUYHK CROTCTRA. [1pH eKCepiMEHTaINY MO JeIM NOTHeKa 0DPa3YBAHCTO 1:a
OTOK M EPUTCMA, HE3ABUCHMO OT ETHONOTHATA Ha Bb3naneHueTo. H3icieaBaneTo Ha MexauusMuTe My
HA JIEWCTBHE, KAKTO N1PU XHBOTHH, TAKA  IIDU XOPA, 1I0KA3BA, Y€ AleKNO(eHaK BEpoATIO HIixubnpa
o0pasyBaneTo Ha MPOCTACTAHIMHH H ACBROTPUENH 4pe3 obpaTHMO HHXHGUpPaHe Ha
LMKNOOKCHI€HA3aTa.

Knnnuuna edmkacnoceT 1 Eezonachoct

[Tpn “eTHPHANEBHD U3NMTBAHC 34 KOKHA (I0HOCHMOCT (RpaiHeHe) NPU W3N0A3BaHE Ha AdaaMu KpeM
B CPABHEHUE ¢ T1aLe00 KPEM U 1BOHHO ICCTHIMPAHE BO/A G JIOKA2BE MO-MATTKA CTETICH HA JApasHeHe
¢ AnaMHIT OTKOTKOTO NPH /1BATa KOMIZPATOpA.

B apyro u3nuTease 1pu 18ananeceT 106POROIILM € M3CIEABaH PA3MEPHT Ha epUTEMA, NPEIHIBHKAHA
OT YTPaBHONCTOBA PANHALIMS, H3TION3BAHA [IDEAH U CE JIeYeHHETO ¢ AdaaMun kpem, [lokasano e,
Y€ CNeJl NPHIATAHETC HA KPEMa, PasMephT Ha epuTeMarosHara ofacT ¢nejl 7 yaca € mo-Madbk B
0OJIACTHTE, TPETHPAHH ¢ ALEKIOPEHAK, OTKOIKOTO TIPH TE3H, TPETHPAHH C Nnanedo, H KOHTPOJIHHTE
00/1aCTH (HeTpeTHpaHK).

Adp.1amMuIT KpeM NOKA3BA POTHBOBB3NATHTENHO W BOJIKOYCIIOKOSBALLO AEHCTBHE MPH BhHLIHO
NPHIICKEHAC NPH JIEUCIIHE HA ABMIATENHH TPaBMH. CpaBHUTENTHH KITHHHYHH NPOYUYRAHAA A0KA3BAT,
ue ateKIoeHaK € NOHE TONMKCBA SHCKTHBEN, KOIKOTO APYIUTE €TEI0HHHM NPOAVKTH 33 BBHILIHO
NPHIIOKEHHE.

IMokasaHaTta KITHHNUHA ePUKACHOCT C& MPHAPYIKABA OT 100Pa I0KAIHA N CUCTEMHA TTIOHOCHMOCT.

Ad’l:lﬂMH.'] KpPEM TMPETATA MOAXOAAILO IEHEHHE 34 TTIAUMUCHTH C TPABMM K. 1M Bb3INLTHTENHA IBUTATENHA
NaToTorud.

5.2 <DapmMaxKOKMHETHIHH cBOlicTBA

PapmakoKkMHETHKATA Ha ADIaMIUL KPEM, NPUITATaH JOKATHO, € NPOYYeHa C PaJTHUHH
EKCIICPHMEHTATHN MOMEH M [IPH JKHBOTHK, H [PH XOpA.




Abcopbuus
Adumamun kpem ce abcopbupa ot ofuiacTra Ha npunaraude, KaTo 6bP30 4OCTHrA HACHINAHE. Toik ce

3a/ikp#a B obnactra Ha abcopbuua, koeto noaodpsABa POTHBOBB3IATMTENIHATA eMKACHOCT, H BIH3A
B CHCTEMHATA LIMPKYNAIHA HENPEKBCHATO, HO B TOMKOBA MATTKH KOHLICHTPALHM, Y€ PUCKBT OT
BTOPHYHH edeKTH, 0cOOEHO CTOMALIHO-YPEBHH, € HE3HAUMTETEH.

Pasnpenenenue
ALeknodeHak ce pasnpesens B UETHS OPTaHH3bM.

EiiumuHnpade
AuexnodgeHak ce MeTabonH3npa B uepHus 4pod 1 ce eNMMHHUPA OABHO M OTYACTH B HETIPOMEHEH BH

B YPHUHATA U (PeKaTHUTE.

5.3 Tlpeaknuuuuny Jaudy 3a 6e30MACHOCT

HexnmHuunMTe JaHHW He MOKA3BAT CIELHAHN PUCKOBE 33 XOPATa Bh3 OCHOBA Hd KOHBEHLHOHATHH
(hapMakoIOrHYHH U3CIERAHHA 32 HE30MIACHOCTTA, TOKCHYHOCTTA CNE/l MHOTOKPATHO MPH/I0AKEHHE,
[€HOTOKCHYHOCTTA, KAPLIHHOTEHHHA MOTCHIHA/L, TOKCHHYHOCTTA 32 PENpPO/IYKTHBHATA COOCOBHOCT.
[Iposenenn ca u3cne/IBaHHUA 32 MOA0CTPA H XPOHMYHA TOKCHYHOCT MPU MTHXOBE H MaMYHH, C
J03aTa, KOATO Ce NPeropsysa npy xopa. B Tesn naninTeanus ca OMny HabnigaBaHH camo
zab01ARaHHA, ODIIK 32 HECTEPOUIHMTE NPOTHBOBL3NANUTEHH CPECTRA.

6. DAPMAIIEBTHYHH JAHHH

6.1 Cnucbk HA IOMOLIHHTE BEMECTRA

Emysicudrunpaly BOChbK (M3roTBeH OT LUETOCTEAPHN AIKOX0N, ChIbPXKALL [10;IMOKCHETHIIEHOBO
IIPOMIBOAHO HA ECTEPA HA MAcTHA KHCEJIMHA cOpOuTan),

Teuen napadu,

Metun napaxuapokcubensoar (E218),

[Tpomin napaxuapokcubenzoar (E216),

Bopna, npeuncrena,

6.2 HecnemecTumocTH

Henpuiaoxumo,

6.3 Cpok Ha rogtocr

2 roannu.
Cnea nupeo oreapaHe — | meceu.

6.4 CpoeunaHM YCIOEHA HA ChXpPaHeHHe

/Jla ne ce coxpansea nan 25°C. [la He ce chxpaHABa R XJIa/JWIHUK WK Qpusep.

6.5 Bna g chabpKAHHE HA ONAKOBKATA

60 g kpem B MemOpanHa anyMHHHeBa Tyba (C BETPELIHO NBOHHO JaKORO MOKPUTHE OT THNA
ENOKCHAEH €HO) € NOMETHICHOBA KAlla4Ka Ha BUHT KOATO MMa nepdopupain wun. Tybarta e
OlIAKOBAHA B CI'HBAEMA KAPTOHEHA KYTHA.

6.6 CrenmaIHH NPeINAZHA MEPKH NPH H3XBLPARHE H padoTa

Hsama cretiHaiiHi W3MCKBAHMKA.
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7. NPHTEXKATEJ HA PAZPEHIEHHETO 3A YIIOTPEBA
Gedeon Richter Plc.

Gy6émroéi at 19-21

H-1103 Budapest

VYHrapus

8. HOMEP(A) HA PASPELIEHHUETO 3A YIIOTPEBA

20110464

9. JATA HA IIBPBO PAZPEHIABAHE/IIOHOBABAHE HA PAZPELHIEHHETO 3A
YIIOTPEBA

29.07.2011/04.11.2016

10. JATA HA AKTYAJIUZUPAHE HA TEKCTA

10.02.2026




