JIncroBka: kHpopMaHd 3a noTpedrTENA

AJIMHPAJ 1.16 % rea
ALMIRAL 1.16 % gel

Auknodpenak anernaamun/ diclofenac diethylamine

IIpoveTeTe BHEMATE/IHO NEJIATA JHCTOBKA MPeAH 2 3aN0YHETE A2 H3NON3BATE TOBA
JEKAPCTBO, Thil KATO TH CHALPXKA BaxkHA 38 Bac andopmanns. Tosa JexapceTBo ce oTIyCKa
0e3 Jiekapcko npeaAnACANHE.

BuHarn n3non3BaiTe TORa IEKAPCTBO TOYHO KAKTO € OIMCAHO B TA3H JIHCTOBKA WIH KakTo By
e kazan Baummar nekap wiu dapmaliest.

- 3anaseTe Ta3H JIMCTOBKA. MOXe A1a ce HATOXKH Ja A POUETeTe OTHOBO.

- AKO ce HyxKaaeTe oT ZOMbIHHTEIHA HHPOPMALIHSA HIH ChBET, , nonuTaiTe Bamms
dhapMaLIeBT.

- AKO noly4yHTe HAKAKBH HEKETaHH JIEKAPCTBEHM PeaKiiii, yBeaoMere Bauua nekap win
(papManesT. ToBa BIUIIOYBA ¥ BCHYKH BB3MOKHH HEXEIAHH PeakilHy, HEOTMCAHH B TasH

JIMCTOBKA. By Te TouKa 4.

- AKO He ¢ HyBCTBATE NO-J06Pe WIH CHCTOSHHETO Bp-ce Bnomm, TPACEA Ja NOTBPCHTE
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KaxBo ¢cbanLpXka TA3H JTHCTOBKA

1. Kakso npeacrasnsea ATIMHUPAJT u 3a kakBo ce mﬁm*'@’f”ﬂ Ne _Lz >'?J'—/
2. Kaxso Tpabea aa 3HaeTe NpeAH Aa H3I0JI3BATE A

3. Kak ga mznonspare AJIMUAPAJI

4. BB3MOXXHHM HEXENMaHH peaKlHH

5. Kak ga cnrxpanasare AJIMHUPAJ

6.

ChappakaHie Ha ONIAKOBKATA H JOITBTHHTEITHA HH¢OpMALIMS
1. Kaxgpo npeactasnasa AIMHPAJL B 3a KAKBO c¢ H3MOI3BA

Hmero Ha Bawmg nexapcreen npoaykr € AJIMUPAIL 1.16% ren. AJIMHPAJI ren ceabspxa
[.16 g nmxnodeHak AHETHIAMHH.




NPUYHHABAT BB3NAJeHNETO H Oonkara B opraHuaMa. Toii mpHHaAe)kH KbM I'PyNaTa JIeKapeTBEHH

NPOAYKTH, HAPHYAHH HECTEPOHAHH NPOTHBORB3NANUTeNHH cpeacTea (HCIIBC).

AJIMHAPAIL 1.16 % ren ce u3non3ea 3a NevdeHHe HA OONKA U OTOK, IPHYHHEHH OT PaIMIHH

ChCTOAHUSA, O0MuaiiHO 3acAralmu CTaBUTe, JTHTAMEHTHTE (BPB3KH HA CTABHTE), CYXOXKHIHATA H

MYCKYIIHTE:
¢ HM3KbIuBaHHA, pa3TeEHHU U HAPAHABAHHA HA MEKHTE THKAHM;

o JlokanusupaHa gopMa Ha pEBMATH3BEM Ha MEKMTE THKAHH;

e OcTeoapTpuT Ha NepHPEPHH CTABH, HAIIP. KOAHO.
Bamnast nexap uie Bu kaxe 3a kakBo BH nexyea u mie Bu najge nonsinHuTenHa vHpopMaipms.
2. KaknBo TpabBa aa 3naeTe npeAH na msnoaspare AJJMHPAJL
He m3nompaiite AJIMHAPAIL axo:
* CTE AICPrUYHH KbM AHKIIOQEHAK AHMETHIAMUH HWIM KbM HAKOA OT OCTaHAJNHTE ChCTABKH Ha
TOBA JIEKApCTBO (M30pOcHN B TOYKA 6).
¢ CT¢ HMAaNM aNcpriyHa peakups, oOpue WM mpobaeMH ¢ AMINAHETO Cied [PHEM HA
aCIHpPHH WIH ApYyTH BONKOYCIOKOABAIIM JICKAPCTRA;
* onexyBare OT aCTMA.
Hpeaynpexnesns B NPeANAIHE MEPKH
I'osopere ¢ Baumua nexap win papMaueBT npean aa uznomeare AJIMUAPAJL:
¢ AKO npuHeMaTe APYI'H MPOTHBOOOJIKOBH JICKAPCTBRA.

He tpsabBa na npuemare nuxiiodeHak nepopanto gokaro winonssare AJIMHPAJI ren.

['enbr Tpabea na ce HaHacA caMO Ha HE3ACETHATa, 37paBa KOKa M He TpAGBa Aa ce npunara

BEPXY PaHH H OTKPHTH JIE3HH.

I'ensT He TpabBa Aa nonaaa B OMKTE WIH MYKO3HHTE MEMOpaHH.

I'en®T He ce mpreMa NepopaHo.

bpeMeHHOCT, KEpMeRe B GepTHARTET




Ako cre OpeMeHHa HIM KBPMHTE, CMSTATE, Ye MOXe A3 cTe OpeMEHHa WIM TUIAHMpaTe
OpeMEHHOCT, MochbBeTBalTE ce ¢ Bawmms nekap win ¢apMalesT npedd Aa H3MOA3BATE TOBA
NEeKapcrBo.

AJIMHUPAIJT me 1padea na ce mpuemMa mo BpemMe Ha OPEMEHHOCT, OCBEH aKO JIEKAPAT HE
npeneHn, 4e ¢ abcomoTrHo HeoOxomumo. [lonutaiire Bamms nekap waM ¢apmaueBT npeau

ynorpedara Ha KOeTO H 12 € NeKapcTBo, BKnountenno AJIMHAPAJI rea.

Mlogupane 1 paGora c MAIIMANA

He ca uzBecTHU edexTH BBPXY cnocoOHOCTTA 3a odHpaHe H YIpaBjieHHE HA MaIUHHH.
3. Kax na mamoaxzpate ATIMHPAJN

Brnarn u3nonzpaiiTe ToBa JIEKapcTBO TOUHO KAKTO € OMMUCAHO B Ta3M JIMCTOBKA WM KakTo BH
€ Kasal BauusaT nexap Unn gapMateBT. AKO He ¢Te CHIYPHH B Helio, monMrafite Baums nexap

WIH dapMaLieBT.
MHoro BHUMaTeTHO TpAOBa Aa CleABaTe TE3H MHCTPYKIHH 3a yroTpela.

I'enpT TpabBa neko ja ce BTpMBa B KOXKA4Ta OKONO NopyraTa wik OojesHeHa obnact. B
3aBUCHMOCT OT TOJIEMHHATA Ha 3acerHarata oOnacr Tpabpa ja ce HaHACAT okono 2-4 g ren
(EXBHBAJICHTHO HA KpPbINla Maca ¢ JHAMETHP OKono 2 - 2.5 c¢m), TpH A0 YETHPH IIBTH AHEBHO,
OCBEH ako Baummgr nekap wiu ¢apMmaleBT He € mpeanmucan Apyro. Moxke za ycerure JIeKo

W3CTYAABAHE Ha MACTOTO Ha MPHJIOKEHHE BEPXY KOXKATA.

He pTpMBaiiTe reaa pupxy HOpA3aHH MeCT4, paHH HIH yBpeneHa Koxa. He moxpuBaiire

KOJKATa ¢ MPEBPH3KH WM IUTACTHP ClIeA BTPHBAHE Ha reJa.

[lazere oumte cu OT resa. Ako ciaydaiiHo monajgHe B ounTe B, H3MRiiTe rH OOMIHO CBC

CTY/ICHA BOJA. Y BEAOMETe BEeAHATa NeKaps CH.
H3MuBaiiTe pblieTe CH cieA HAHACAHE HA rejla, OCBEH aKo T He ca OunM o0NacT Ha eyeHue,

He normemaiite rena.

Cnen sTpuBaHe Ha rejia H3MHMTe pBLETE CH (OCBEH aKO Te He ca GuiH obnact Ha




HapaxeaHMATa, pa3TeXXEHHATA H HATHPTBAHUATA TPAOBa Aa ce moaoSpAT A0 2 cemMHIM. AKO

TOBA HE CTAHC HITH CTE NMTOJNYUYMIIH BJIOLIABAHE, YBCIOMETE Banims JICKap.

Axo m3nonssare AJIMUAPAJI ren npu apTpHr, nekapsaT Moxe OH Lie xkenae Aa Bu npernexxaa

PenoBHO.

Ynotrpeba npH Aena nog 12-rofHmHA Bb3PACT:

He ce npenoppuBa ynorpebara Ha Anmmpan 1.16% ren npu gena Ha Bs3pacT noA 12 roausy.

AKO He CT€ CHIYPHH Kak Aa u3nom3eate Bamero JiekapcTBo, nmonuTaiite Bamus nexap win

dapmaiierT.

AKO cTe H3N0/I3BAJIH HOBeYE OT HeoOxoaumaTa 103a AJIMHPAJI
AKO CIIy4alHO CT€ NPUIOKIIH TBEPAE MHOTO OT I'eJla, OTCTPaHeTe H3NHIIBKA KATO OTMHETE ¢

BOAA.

AKo cTe pponycHANA A3 H3noj3BaTe AJIMHAPAJ
AKO MPONYCHETE Aa HAHECETE JIEKAPCTBOTO B TOYHOTO BPEME, BTPHIATE o TOTaBRa, KOraTo CH

CIIOMHHTE, a C/IEA TOBA M3NON3BANTE rena kakro oOHKHOBeHO. He H3nonssaitre apoiiHa ao3a.

AKO ¢Te H3MONZBAJIA NOBeYe 0T HeoOXoAnMAaTa Ao3a AJTMHPAJ

AKO Ciy4aiHO CTe NPUIOKHIH TBBPAE MHOTO OT rejia, OTCTpaHeTe H3HINBKA KaTO OTMHETE C
BOIA.

4. BB3MOXKHH HEKeJAHH PeAKIHEH

Kakto BCHYKH JICKApCTBa, TOBA JICKAPCTBO MOXKE Ja NPCIH3BMKA HEXKCIAHM PCakIlvH,

BBIIPCKH Y€ HE BCCKH I'H TTOMYYABA.

AJIMHPAJI ren oOHKHOBEHO He MpHUKAHABA NpobieMH. Paako MoXe fia ¢€ MOABAT CIICAHUTE

HEKEJIaHU PeaKLMU:

e (Cppbex, 3ayeppABaHe, CMbAEHe WIHM O0OpasyBaHe Ha MEXYPH MO KOXAara,

BTPHBA IEJIBT.

IlonoOHl edeKTH 4YecTO ca JIEKH M H3Ye3BaT ClIeA HAKOIKO AHM. AKO Te

NPOADKABAT NOBEYE OT HAKONKO AHH, TPAGBa Ja KaxkeTe Ha Baumus nexap uin dapNg



MHoro paaxo mMoxe Za ce NposABH cleAHoTo, a Bre He3zabaBHO TpaOea Aa HHGOPMHpPATE
Baiiusa nexap:
¢ KoxeH 0OpHE, pasnpocTpanaBailll ce o LIAIOTO TIO;
¢ [lpucTeim Ha 3aTpyAHEHO AMILAHE WIM acTMa, aHrHoeAeM (MOoAyBaHe Ha JHMLETO HIH
yCTaTa U €3uKa).

o [loBMineHa HYBCTBHTC/THOCT KBM CITBHUYEBATA CBCTNHHA.

CnHCBKBT OT T€3W BB3MOXKHH eeKTH He Tpabra na Bu Tpesoxs. Ilpu Bac Te Morar na He ce

TOABAT.

Axo nomyuure ApYyTH €(peKTH, 3a KOMTO CMATaTe, 4e ¢a NPHYMHEHH OT JICKAPCTBEHHS

NPOAYKT, YBenoMeTe Bamma nexkap wiM ¢papMalieBr.

Cho0umaBaHe HA HeXKeJAHH PEAKIHA

AXO MONy4nTe HAKAKBH HEXKEIaHH JIEKAPCTBCHH peakiiH, yeeaoMeTe Baumsa rexap unu
¢apmatienr. ToBa BKIIHOYBA BCHUKH Bh3MOKHH HEOIMMCAHH B TA3H JIHCTOBKA HEXKEJIAHH PEaKIiiH.
Moxkere Chio Aa chOOIMTE HEXKENAHH PeakilMH AMPEKTHO Ype3 HALMOHAITHATA CHCTEMA 38
chobImaBane:

M3nbiHATENHA areHIUA 0 IEKApPCTRATA

vi. ,Jamsau I'pyes” Ne 8

1303 Codus

Ten.: +359 28903417

yebcaiiT: www.bda.be

Kato cpobiaBare HesxenaHH peakLyH, MOXKETE Ia AajieTe CBOA IPHHOC 3a MOIYYaBaHe HA MOBEYE

HHGOpMauKa OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak ga cexpanssate ATMHAPAJ

Ha ce cexpaHsara Ha MACTO, HEAOCTHIIHO 34 JicHa.
Ja ce cpxpaHaBa npH TeMneparypa noxa 25°C.
J1a ce cexpaHsBa B OPHTHHAIHATA OMAKOBKA.

He wusnonsBaiite ToBa JIeKapcTBO ciiell CpOKA HAa TOAHOCT, OTOENA3aH BBPX)

KyTHs, TyOaTa u 6aHkara. CpOKET Ha FOAHOCT OTTOBapA HA MOC/IEAHHA ACH OT MOC{MEF

Cnen ynotpeba BuHar# mocrassiite Kanaukara.




He m3xBhpngiiTe JekapcTBaTa B KaHAIM3aLHMATa WIM B KOHTCHHepa 3a NOMAIUHH OTIIAAbIH.
[Tonnraitre Baimug apMaLeBT Kak Aa H3XBBPIATE JIEKAPCTRATA, KOMTO Beue HE H3nonssare. Te3u

MEPKH 1€ CITOMOTHAT 34 ONAa3BaHEC HA OKOJIHATA Cpea.

6. CoabpkanBe HA ONAKOBKATA H JOULIHATE/IHA HEPOpMALIHS

Kaxso cuabpixa AIMHAPAJI
AKTHBHOTO BEIIECTBO € AuKJIopeHak xueTHIaMuH (diclofenac diethylamine).
TloMomHM BEINECTRA: MPONWIEH IVIMKOJ, H3OMponaHo, kapbokxcunonumeriner (Kapbonon

940), tunponunen rauKo] MOHOMETII €Tep, MEHTOBO MACJIO H NPEYHCTEHA BOJA.

Kak miraexna AJIMHAPAJL 5 KakBo CBABPKA ONAKOBKATA
AJIMHUPAII 1.16 % ren ce aoctaesa B TyOM ot 25 g, 50 g u 100 g u Ganka ot 250 g.

He Bcuuky BHIOBE OrakoBKY Morar Aa ObJaT MYCHATH B TIpogaxa.

IIpuTeskaTen Ha paspemieHHETO 23 ynoTpeda
MEDOCHEMIE Ltd., p.o.box. 51409, Limassol, Kunsp.

IIponaBoanTen
Medochemie Ltd. — COGOLS Facility, 1-10 Constantinoupoleos str., Limassol, Kunep

B Ta3zu nMMcTOBKA HAMa a HamepHTe usiata nHQopmanma otHocHo AJTIMHPAJL Ako nckare

Ja 3HaeTe MNOBeYe MIIH aK0 UMaTe HAKAKBHM BBNPOCH, O0BpHeTe ce KbM Baiuys nekap MM

cdbapmanesT.

ALMIRAL ¢ Teproscka Mapka.

HudopmauusTa B Ta3u JTHCTOBKA ¢e oTHaca camo 3a ALMIRAL.

Aata Ha nocaeaHo mpepasriaexaane HAa JucroBkara: 09/ 2015




