JIMCTOBKA: MHOOPMALIMSA 3A OTPEBUTENSL
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Juknogenak (Diclofenac)

[IpoyeTeTe BHHMATE/HO USIJIATA JIHCTOBKA MPE/IH /12 3all04YHETE 1a NpHJaraTe ToBa JIEKApPCTBO,

Thil KAaTO TS Ch/AbpPKa BakHa 3a Bac nudpomanus.

Bunaru usmnoJsi3Baire TOBa JIEKAPCTBO TOYHO KAKTO € OMMUCAHO B Ta3H JIMCTOBKA WJIM KakTo BH e ka3al

Bainus nekap wiu papmalieBr.

- 3anazere Ta3u JIMCTOBKA. Moe J1a ce HaJIOXKH J1a 1 MPOYEeTeTE OTHOBO.

- AKO ce Hy»>/IaeTe OT JION'bJIHWTe/IHA UHPOpMALIUA WIIM CBBET, nonuranre Baiius jiekap WM
¢apmaLeBT.

- AKO MoJsiyuuTe HAKaBU HEXeJIaHW peaklMu, yBejomere Bawus nekap wiu ¢apmauest. Tosa
BK/JIIOYBA U BCHYKH BB3MOXKHH HEXEJIaHHW peakLMH, ONIMCAaHU B Ta3H JIMCTOBKA. Bukre Touka
4.

- Axo cnesl 7 AHH HE ce INMOYYyBCTBATE MM0-7100pe MM ChCTOAHUATO BH ce BiiowM, TpsabBa na
[NIOTHPCHUTE JIEKAPCKa MOMOIIL.

KakBo Chb/AbPpPiKA TA3H JIHCTOBKA

. KakBo npeacrasnssa ['iumMOake cripei U 3a KaKBO CE M3I10J13Ba
2 Kakso Tpsa0OBa na 3Haete npejau j1a usnosspare [iMmoakc cripei
3 Kak na u3nonssare [ iumbakc cnipei

4, Bb3MOXXHU HEXEJlaHU peakLUH

5 Kak na cexpausiare I ium0bakc cripet

6 ChabpikaHHe Ha ONaKoOBKAaTa M JIOMbJIHUTE/IHA HHPOPMaLIUS

1. Kakso npejacrasisBa [I'inmbake cnpei H 3a KaKBO ce H3110J13Ba

['TuMOaKC € HECTEPOU/IHO NPOTHUBOBB3MATUTEIIHO CPEJCTBO 3a OPOMYKO3HO IpHiioKeHHe. [ immbakc
chabpka JlukiodeHak, aKTMBHO BEUIECTBO CbC CHJIHO H3pa3eHH OOJIKOYCIIOKOsABAIIM U
[MPOTUBOBB3NAJIIMTEJIHH CBOMCTBA.

[ 1umOakc e rnokasaH 3a CHMIITOMAaTHYHO JICYEHUE Ha BB3MAJICHUSA Ha YCTHATa KYXHUHA, MPULAPYKEHU C
Oosika (HarpuMep: TMHIMBUTH, CTOMATHUTH, (DAPUHIUTH), KAKTO U BCJICACTBHE HA JICUCHHE WJIH BaJICHE

Ha 3b0.
2 Kakso TpsiOBa 1a 3HaeTe npeju jaa usnoassare I'nmumobakce cnpei

He u3nouasBaiite I'iinmbaxc
- aKO CT€ aJIEPri¥HH KbM AaKTHMBHOTO BELIECTBO MJIM KbM HAKOS OT OCTAaHAJIUTE CbCTaBKHU Ha
TOBA JIeKapcTBO (M30poeHU B TOUKA 6).

= aKo CTC WICPru4yHH KbM alUCTHWICAJIMIUWIIOBA KHCCJIMHA WJIHK KbM JIpPYI'H HCCTCPOHJIHH
[MPOTHBOBL3IAJIMTCIIHH JICKAPCTBA.

- AKoO cTe B nocieaHuTe 3 Mecela oT OpeMeHHOCTTa.

[IpeaynpexaeHust H npeanasHu MepKH

Ynorpebara Ha JiekapCTBEHM NMPOJAYKTH 3a JIOKAJTHO MPUJIOKEHHUE, OCODEHO KOraTo_€ Mpo/IbJDKUTEIIHA,

MOXKE J1a NMPUYUHH CBPBXYYBCTBHTEIIHOCT. AKO NpH yrnorpedara Ha NpoAYyF AH SR TOBa, TO
/)

neyeHueTo TpsabBa J1a ce npeKpaTH M Ja ce HazHauM MNoAXOoAs1a Teparnus

["oBopere ¢ Baiuus jiekap viu papmalesT npeau aa usnonssare [nMogkahp o\ O \\
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HsMa naHHM 3a HEraTMBHHM B3aUMOJCHCTBUA NpUH eQHOBpEeMEHHA ynorpeda ¢ Apyry JIEKapCTBEHH
NPOAYKTH 10 BpEME Ha NEYESHHUETO.

BpeMeHHOCT, KbpMeHe H PepTHIHTET

Axo cre OpeMeHHa WIH KbPMHMTE, CMATATE, Y€ MOXeE Ja cTe OpeMeHHa WM IulaHupaTe OpeMEHHOCT,
nocuLBeTBaiiTe ce ¢ Bailiva nekap win ¢papmauesT npeau ynorpebarta Ha TOBa JIEKAPCTBO.

He usnonzmaiite 'mumbakc, ako cte B nocineaHure 3 Meceua ot OpemeHHoctta. He Tpabea na
usnosispate [nuMbakc rnpe3 nbpeBUTe 6 Mecena OT OpeMEHHOCTTa, OCBEH aKo He € abCoOTHO
HeoOX0AMMO M MO npenopbka or Bammusa nekap. Ako ce HyXKiaere OT JieueHHE Npe3 TO3H MNEPHOL,
TpaOBa A ce U3NoJ3pa Hal-HUCKAaTa 1034 3a Bb3MOXXHO HaH-KpaTko BpeMe.

[Tepopanuure hopmu (Hanp. Tabnerku) Ha [ numbakc MoraT na NpeANU3BHKAT HEXKENTaHH PEeaKUHH NpH
Bce oule HepoaeHoTo Bu 6ebe. He e nzsecTHO nanu cuiumaT pHuck ce otHacs 3a [ numbakc, koraro ce
M3M0J13Ba B YCTHATA KyXHHA,

llodupane 1 pabora ¢ MAIIMHH
He oxa3Ba BIusHHE BLPXY KOHLIEHTpaLMATa NpH mogupaHe U pabora ¢ MalLIMHY.

I'nuMbakc cnpeil cbAbLpKa

Hatpues 6enzoar (E 211): ymMepeHO pa3HEILO BELIECTBO 3a KOXaTa, OUMTE H JIMMABULIUTE.

Copbuton (E 420): Axo Bawwuar nekap Bu € kazan, ye uMaTe HEMOHOCHMOCT KbM HSKOH 3aXapH,
NOCBHBETBANTE Ce C HEro, Npeau Aa U3IOA3BaTE TO3M IPOAYKT.

Etanon: To3u nekapcTBeH NPOAYKT ChAbPKa €TaHon (akoxona), no-Manko ot 100 mg B eqHa fo3a.
Ougetuten (E 129): Mmoxke Aa NpUYHHU ANEPrudHH peakiin.

3. Kak ga nanoassare I'iiumbaxc cnpei

BuHaru H3non3eaiiTe TOBa JEKapCTBOTOYHO KakTO BH e ka3zan BamusaTt nekap WiH KakTo € ONMMCaHO B
Ta3H JIMCTOBKATA. AKO He CTe CHI'YPHH B Hello, nonurtaite Bawms nexap unu papmaLesT.
[IpenopbudTenHarTa A03a € 2 BOPbCKBAHMA OT 2 0 3 nbTH AHEBHO. Besko BnpbeksaHe aoctasa 0,2 ml
OT pa3TBOpa, CKBMBaNEHTHH Ha (0,3 mg OT aKTHBHOTO BEUIECTBO.

Axo cumnToMuTe By He ce nogobpsaear Unu ce BIOMIABAT, NOThPCETE IEKapCKa MOMOLLL.

AKO cTe H3N0A3BAJIH noBeyYe oT HeoOxoaumarTa ao3a I'numbaxc cupei

Cny4alHOTO noriblLaHe Ha pasTBoOpa Cl€l NpUaraHe Ha €QWHH4YHA /1032 OT Crpes HE BOAW JO
YBpEXkKJaHUA Ha NaLUEHTA.
Hsama nannu 3a npego3upane ¢ I'numbake cnpen.

AKO CTe NponycHAH 2a ninojssare I'numbaxc cnpe
Ako cte 3abpaBuan aa npunoxkure I numbakc cnped B obuuaiiHOTO Bpeme, He B3eMaiTe ABOHHa 11034,
3a []a KOMIIEHCHpaTe nponycHarara. Biemere cneapauiara 1032 CbIIIACHO AO30BHS PEXKUM.

4, BB3MOXKHH HeXe/1aHH peaKIHH

KakTo BCHUKH JleKapcTBa, TOBa JIEKAPCTBO MOXKE Ja MPEAN3BUKA HEXKEaHH pPEaKkLHH, BEIIPEKH Y€ HE
BCEKH 'Y MOJTyYara.

Ob6ukHoBeHo ['numbaxe cnpeit ce nonacs nobpe. Hall-uecTHTE HEXKENAHK SICKAPCTBEHH PEaKLUMH H TO
rMaBHO TIPH NPOABLDKHTENTHO JICUeHWEe ca: NpH3HauM Ha cnabo u3paszeHo Bb3MalicCHHE B YCTHATa

KyXWHa, U3TPBIIBAHE HA €3HKa, 3aMeK W Kallluua.
* pH'—IHHH

ITpogbmxurenHara ynorpeda Ha JIeKapCTBEHHU NMPOAYKTH 3a JIOKATHO INPHIIQH
ceHcHOMNIM3aLuMA. AKO TOBa C€ CIy4M, NedeHdeTro TpabBa na ce nph
MOAXOAAIIA TEPANHA NPpH HEOOXOAUMOCT.

Cro0maBaHe HA HEXeJIAHH PEAKIHA
AKO noNyunTe HAKAKBH HEXEJIAaHHU JIEKApCTBEHH peakuvH, ypeaomere By
ToBa BIIOUYBA BCHYKH Bb3MOKHH HEOIHCAHU B Ta3H MHUCTOBKA HEXENAH N g’
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chOOWINTE HEKETaHW PEaKLMH [HPEKTHO 4pe3 HalMOHAJIHaTa CHCTeMa 3a CbodllaBaHe:
UsmenHuTenHa areHuMs 1o Jekapcreara, yi. ,Jlamsu I'pyes” Ne 8, 1303 Codusa, Ten.: +359 2
8903417, yebcaiiT: www.bda.bg.

Kato cboOimaBaTe HeXXeaHW peaKUHH, MOXETe Aa AaJETe CBOSA NPHHOC 3a MOJydYaBaHe Ha TMOBEue
nHdopmMalius oTHOCHO O€3011acHOCTTa Ha TOBA JIEKAPCTBO.

S. Kak pa cexpanssare I'tumbakc cnpei

Jla ce ceXpaHAaBa Ha MACTO, HEJOCTBITHO 3a JIeLa.

To3u nekapcTBeH NMPOAYKT HE H3UCKBA CIICLHMAIHH YCJIOBHS 32 ChXPaHCHHE.

He w3non3eaiire I nMMOakc ciien cpoka Ha rogHOCT, oTOENA3aH Ha KApTOHEHAaTa ONAaKOBKAa M €THKeTa
Ha OyTUNKaTa.

CpoKbT Ha FrOJAHOCT OTIOBaps Ha NOCJIeAHUA A€H OT NOCOYEHHA MECEL.

[lepuon 3a u3no3BaHe ciiell MbPBO OTBApAHE HA OMNaKoBKaTa: I roAauHa.

He u3xBbpisiiTe nekapcTBaTa B KaHAIM3aUMATA MIH B KOHTEHHEpa 3a JOMAILHH OTHAABbLH.
[Monuraitte Baumms dapMaueBT kxak a YHHIIOXHTE HeHYXHHTE Bu nekapcrsa. Tesu mepku e
CIIOMOrHAT 3a onas3BaHeé Ha OKOJIHATA cpeja.

6. Cranpkanne HA ONMAKOBKATA W JONBAHHTEIHA HHPOpMAHA

KaxBo cpabpxa I'iumbaxe cupeii

100 m] pasTBop ChaABbpHKAT:

AxtusHoTo BewecTBo € 0,148 g nukiodenak (diclofenac)

Jlpyrure ChCTABKH ¢a: XOJMH XJIOpU, copbuton TeueH Hekpucranusupaul (E 420), Hatpues Oenzoar
(E 211), nuuarpuee epertatr, auecyndam kanui, eraHon 96 %, HaTypaJieH apoMarT Ha MEHTa,
HATYpaJICH apoMaT Ha MpackoBa, anypa uepsero (E 129), HaTtpies xuapokcui, npeuucTeHa BoAa.

Kak usrnexaa I'numbakc cnpeii H KaKkBO ChAhPKA ONIAKOBKATA
['nmuMbakc ce AocraBfi KaTto CIpEed 3a YCTHA JIMraByLia H TMpPEACTaB/IABA NPO3paucH WIH JIEKO
onanecLMpalll YepBEHO-OPAHXXEB Pa3TROP ¢ XapaKTepeH apoMaT Ha MCHTA X MpacKoBa.

Onaxoskara ¢ 15 ml npospauna tun Il 6yrunka, 3aTBopeHa ¢ ao3vpailia noMmmna H IocraseHa B
KapTOHEHA KYTHA.

IpaTexaTes Ha pa3pelIeHHETO 3a YIOTpeda

Anpkenunu Gapma bwnrapus EOOJ]
byn. Acen Hopaanos 10

Copua 1592, buarapus

Ten.: +35929751395

Qaxc: +3592971 5745

IIpon3BoauTeN

ITC PRODUCTION S.R.L.
Via Pontina, 5
00071 Pomezia (RM), Uranus

3a JOMBJHHUTENHA HHPOPMALMA OTHOCHO TOBA NIEKApPCTBO, MOJIA, CBBLPXETE C€ ¢ MPUTEXATENA Ha
paspelleHHeTo 3a ynorpeba.

JlaTa Ha noc/ieAHO Npepasriexaane Ha Jucroskara 09/2024.




