NSNBAHUTENHA ATEHHMA NO NEKAPCTBATA

fluerneBxa - Mpuroxenue 2

Kbu Pez. M ......... ADD PEOS ﬁ ..... .
Jncroska: HndopMauna 3a nauue; - ,
Paspewerue N B&/ /7*/ /L’/ i %_[’Uj 6 .

COJNAJENH 500mg/8mg/30mg pasreopuMs Tablerkn

MApaLETaMO/KONCHH/KODEUH | OGoBpeHIE e ................. oo ). 17 -63-

SOLPADEINE 500mg/8mg/30mg soluble €%
paracetamol/codeine/caffeine

IIpoueTeTe BHUMATEIHO NRRATA Ta3H JHCTOBKA, NIPeJH AA 3aN0YHETE 12 NPHEMATE TOBA
JeKapeTBo, Thil KaTo TA CHALPKA BaxkHa 32 Bac nudopmanns.

Bunaru npuemalite TOBA IEK2pCTBO TOYHO KAKTO € OITHCEHO B TA3H JIHCTCBKA HNH KakTo By
e kazan Bamims nexap win papmaliest.

» 3anasere Ta3u TUCTOBKA. Moke A2 ce HaJloXKH Aa A IPOYETETe OTHOBO.

*  AKO ce HyXJaeTe OT TOMbAHUTENHA HHAOpManus iy cheet, nomitalite Bamws

nexap unv dapmanest.

*  AKO MONy4HTe HAKAKBH HEXENaHH JIeKapCcTBEHH peakiHy, yRenoMere Baums nexap
bapmanest. Toba BKITIOYBA A BCWYKH BHIMOMHR HEMENAHN DEAKLIMH, HEOTINCAHH B
Ta3H JHCTOBKA. BHikTe TOMKA 4.

Ako cnes 3 AHH He ce uyBCTBaTe No-100pe WK creToAHHeTO Bh ce Bnomw, Tpadea
712 NOTBPCHTE NEKAPCKa TOMONI,

Kakgo ¢bALpka Ta3pn AHCTOBKA

Kakso npencrasnasa Co/iiiafienH pa3TBOpHMHE TaOJIETKH H 3a KAKBO CE H3MOM38a
Kaxso TpsGBa na 3Haete, npean aa npueMere ColmagedH Pa3TBOPHMH TabNeTKE
Kak na npuemare ConnagedH pasTBOpUMA TabeTku

Bb3MoxHN HeXemaki peakiiy -

. Kak na cexpanspare Connanent pa3TBOpHME TableTKH

CruobppixanHe Ha ONAKOBKATA W JOITBIHATENHE HHpOpMaTA

SR =

1. Kakpo npeacrapasnpa CoanageHH pasTBOPHMH TAGJIeTKH H 32 KAKBO c€
M30J3BA

ConnagerH cpObpia TPH AKTHBHM ChCTABKH: NApAlETaMol — aHARTETHK (YCIOKOABa -
fonkara) H aHTHITHPETHK (TIOHIKARA TeMIlEpaTypaTa), koaekH docdat ~ aHanreTuk u
kodens, KoiiTo 3acunea oGeadongsamoTo AeHcTeNE.

Kozenn MoiKe /13 ¢ M3n0N138a TIpH Jema Hax 12 romHHM 3a KpaTkocpouHo obnexyieHHe Ha
YMEpeHo u3paseHa Gonka, KOATO He Ce MORNHABA OT APYTH HOJIKOYCTOKOABAIHN CpelcCTBa
KaTo CAaMOCTORTEIHO [IpHEMAaH Napaneramodn uim ubympoded.

Connanesn ce npenopsusa 3a Gbp3o ofiekyanaHe Ha yMepeHo cuiHa Gonka (peBMaTHvHA
Gonka, rnasoGonue, MurpeHa, ReBpairug, 3u6060M, BE3NANEHO I'BPA0, GONKA HPY CHHYMT H
CTOMATOJIOFHYHH HHTEPBEHLIMYM, HAMPUMEP SKCTpaKkUMd Ha 350, MEHCTPYaNHH M MYCKYIHH
Gonku), 32 NoBNMABAHE HA BUCOKATA TEMIIEPATYPA W APYTUTE CHMMITOMH NMPH MPOCTYAa U
CpHRL.

To3n npogyxt chabpka kofenH. KoaeuH NpHHAANEXH KBM [pyIia JIeKAPCTBEHH TPOAYKTH,
HapUYaHK ONHOMIHH AHANrEeTHUM, 4HeTO AeiicTBMe ¢ aa obnexwar Gonkara, Moxke na ce
M3TIOJI3BA CAMOCTOATENHC HIH B KOMBHHALNAA ¢ Jpyri GOJKOYCHOKOABAINH CPEACTER, KATo
napaneTamMon.




2. Kaxpo Tpadsa na 3uaerTe, npean a2 npuemMere Colnaienn pasTBopuMH
TabaeTKH

Coappa napaneramod,
He npHeMaiive Apyru JeKapcrBa, ChAbPHKALIH M2 PaALETAMOJL,

He npunemaiite Coananenn pa3rsopamn TabneTkn:

¢ AKO HMAaTe 3aTpYAHEHHA C ARILAHETO

¢ AKO IMaTe XPOHHYHA KOHCTHMIIALHA (3amek ).

¢ AKO CTe aNleprH4Hs KsM NapaueraMoli, KOAeHH U KO(EeHH HIH KbM HAKOS OT
OCTAHAMNTE CHCTABKH HA TOBA NEKApeTBO {M3DpOEHH B TOYKa 6).

¢ 3a ofnexuapane Ha Gonka npu neua u oHouH {0-18 rongsmHa BE3pacT) ceq
XHPYPr4Ha HHTEPBEHLMA 33 OTCTPAHABAHE Ha CIMBHUM WIH al€HOH, TOpagH
CHHApPOM Ha OOCTPYKTHBHA ChHHA ANHEA.
AKO 3HacTe, ge MeTaboNM3upare CBPBXObP30 KogeHH 10 MopduH.
Axo cTe OpeMeHHa HITH KBPMHATE.

TpenynpeskaeHAs B NpeanazHH MEPKH

Kouncynrupaiite ce ¢ Bawms nekap wng dapmanerT, npenu aa siemere ConmageHs

pa3TBOpEMY TabneTkH, ako:

uMare 61L0peuto win depHoApo6HO 3abonsgBaHe;

cTpajare ot Xuneprpodua (yroieMapaHe) Ha [IPOCTATATA;

HMaTe TEXKO BLINafeHHe WiH 3aNylIBaHe Ha YEPBATa;

cTe OpeMeHHa WIH KBPMHTE,

MMare 3a0onABaHNA Ha NWXATEJIHATA CHCTEMA, MPOTHYAIIH CbC 3aIYX;

HMATE HHCKO KPBBHO HANATAHE (XUNOTOHNA)

HMaTe HaMaleHa GyHKIMA HA [IMTOBUIHATA KIe3a (XHIOTUPESOUINIEM)

HMaTe HapaHsBaHe Ha IaBaTa

HMAaTe MOBHIHEHO BBTPEUEPEITHO HANATAHE

WARUHHAT BY Mexyp € 611 0TCTPAHEH ONEPaTHBHOC { XOISLHCTEKTOMHE)

B3HMATeE JIEKapCTBa, Npeniimcal B 3a genpecns, snu APYTH JICKapCTBa, BAHASIH Ha

UEHTPATHATA HEPBHA CHCTEMA, Hanp. CeNaTHBHN U CHHOTBODHH;

®  BIMMATE METOKIONpaMHA, AOMNEPHIOH (H3NON3BAH 34 TOBTHMABAHE HA TaficHe H
noBpbiIaHe), npobeHennn (W3NOT3BaH 3a NedeHHe Ha 0arpa), xuopaMdenukon
(aHTHOHOTHK, H3MON3BAH 34 /Ie9eHHE HA HH(EKUMH) HIH XOIECTHPAMHH, MPUIAraH 3a
NOHMAKABAHE HUBOTO Ha XOJECTepoa;
B3HMATE aHTHKOATY/TAHTH — IEKAPCTBA, M3NON3BAHH 33 PA3PEeNIaHe Ha KPLBTA;
B3MMaTE JEKOHTSCTAHTH — IeKApPCTBa, U3TON3BAHH 33 HAMANABAHE HA OTOKA HA
JIMFABHLATA HA HOCA M CHHYCHTE;

*  CTE€ H2 HHCKO COJIEBa JHETA, 3AI0TO Beaka TabneTka chabpxa 398mg Hatpuit (796mg
HaTpHIi 3a 1032 oT ABe TabNeTKH);

®  CTpaaare oT BPOAEHA HENOHOCHMOCT XBM QpYKTO3a, HMAaTe MIOKO3CH/ IATAKTO3eH
CHHIpPOM Ha ManaGcopBIiMg wiTH 3aXapHO/U30ManTo3eH AeQHLMT IOPaAH ChIbPAKEHHETO
Ha 50mg copfuron (E420) BBR BeAka TabneTka.

Koneunn ce TpancdopMipa 1o MopdhH B YyepHud Apod ¢ TOMOLHTA HA eH3uM. Mopdul e
BELICCTBO, KOETO BoAM Ao oOnexyaBane Ha Gonkara. Hakou xopa MpUTEIKaBAT pa3HOBHAHOCT
HA TO3H €H3UM, KOETO MOME /13 [IOBTUSE 110 PasiHYeH HAauHH Ha pasiidHu Xopa. [Ipu Hakou
HE CC ITPOH3BCK A MOpC])HH, HNH ¢€ NPOHM3IBEIKIA B MHOMO MATKH KOJMHYECTBA, KOETO He Ou
OCHIYPUIO J0CTaThuHO obnekyasaHe Ha Gomkara, [Tpn opyrd e BB3IMOXKHO Aa HACTBIAT
TEHKH HCIKENAHH JIEKAPCTBEHH PEaKLHH, NMOopanH NpoX3BEkKAaHE Ha NPEKOMEPHO TOIEMO
KONW4eCTBO Mopthun. Axo 3abenekiTe HAKOH OT CIEIHUTE HEXENAHY JIEKAPCTBEHU PeakLHH,
TpaA6Ba a NpeKpaTiTe ynoTpe0ara Ha TOBA IeKapCTBO M Ja NOThPCHTE Hﬂﬂ(ﬁﬂﬂﬁ




MEANIIHHCKZ KOHCYIITalHA: 3a0aBeHO WK NOBBPXHOCTHO AHIIAHE, OG'BpKBa.He, CBHIIHBOCT,
CMaNsABaHE Ha 3CHHUIINTE, YYBCTBO 34 raacHe Wi FafcHeE, 3anck, JJUINCca HA aneTuT.

¥Ynorpefa npn aeua H 10HOWN

Ynotpeba npu fena 0 IOHOWH Ciel Omepaiys;

Konenn ne Tpabea aa ce H3mon3ea 3a oGrexvyaBade Ha GOIKATA P AeUa M IOHOIUH CIIef
OTCTPAHABAHE HAa TEXHHTE CIMBHLM WIH ANSHOKIH 33 IeHeHHe Ha 0DCTPYKTHBHA CBHHA
anues.

Vnorpe6a npy Aewa ¢ AMXaTeNHH NpobneMu:
KoneuH He ce pencphuBa npH Aela ¢ AHXATENHH npodneMy, Thil KaTo CHMITTOMHETE Ha
MOpP(HHOBA TOKCHYHOCT MOTAT A2 Ce BIIOMIAT [PH Te3H Lew.

BpemenHocT, KbpMene H gepTHARTET

KombunaunaTa napaueramon/koaeds/kodeMH He ce NpenopsyBa o BpeMe Ha GpeMeHHOCT.
HanuyHure JaHHH HE IOKa3BaT, Y€ MapaleTaMon e IPOTHROIIOKA3AH Mo BPeMe Ha KbpMeHe.
Kodeut ce nansiusa B MalyMHOTO MIISKO H MOKE 13 HMA CTHMYNHpaLl e(GeKT BhPXY
KBPM2Y4€ETO, HO TOKCHYHH KOHLICHTPALVH He ca HabmoaaBaHH.

KppmeryTe sxkenu Tpa6Ba qa Habmoaasar GebeTo cH Mo BpeMe Ha JICYEHHETO 33 BE3MOXKHA
[I0ABA Ha NOBUINEHA CLHIHBOCT, OTIYCHATOCT, 3aTPYIHEHO CYYEHE HIHN AHUIAHE, HAMAIEH
TOHYC. [1py nosna Ha nogo0HH CHMOTOMH € HeoOX0QuMo BeiHAara Aa ce NOTLPCH JIeKapcka
TOMOIIL.

He npuemaiite komenn, gokaTo kbhpmuTe. Kogewmn W mopdHH NpeMHHABAT B MalfiYMHOTO
MIAKO.

IHodupane u paGora ¢ MaAIIHH
COJITIATEHVH mose na npu4HHH BHEHE HA CBAT. AX0 NO4yBCTBaTe 3aMaliBaHe, He KapaifTe
Ko0J1a H He paboTere ¢ MALIMHH.

CosnaneHH pasTBOPHUMHE TAGJ€TKH ¢ XPaHa, HAIIMTKH H AJIKOX0J1

Topa nexaperso cpanpika kodens. H3barsaiite npruemanero HA FOJIEMH KOIMYECTBA Yaf,
xae win koderH cCoOBPXAMM HATMTKY A0KATO NpueMare CoaNaNeHH pa3TBOPUMH
Tabnerky. [TOBAINEHHAT npueM Ha KoderH Moxe 1z By HanpaBy pa3apasHATENHU H
HANPErHaTH, aa uMare NpoOJIeMH CbC ChHA KITK 13 W3MHTBATE HENMPHUATHO YyBCTBO HA CTATAHS
H TEWECT B THPAUTE.

3. Kak aa npuemarte Conagens pazreopumMu TadNeTKH

BuHary npremaiite TOBA TEKapCTBO TOYHO KakTO BH ¢ ka3an Bammuar nexap unu
(apMaueBT. AKO He CTe CHIYPHH B Heilo, nonuTaiite Bamus sexap win papmauesT.

3a nepopaaHo npuaGKeHHE,

Bo3pacTHH, BICAKYHTENHO H Te3n Haa 60 roauny, 1 aena na u Haa 12 roguun:

Eauna no nse tabnerku, pasTBOPEHN B HE NMO-MANKO OT NONOBMH Yallla ¢ BOAA, K0 YeTHPK IILTH
Ha JeH NpH HeOOXOAUMOCT.,

HloszaTa qa He ce npHEMa HA MHTEPBAIM, NIO-KPATKH OT 4 qaca.

Bnapactan: Jla 5e ce saumar noseye ot 8 Tabnetky 3a 24 gaca.

Heua ua ¥ nan 12 r.: Jlena na 1 Han 12 roguuy cnenpga aa npueMar Connaiens pasTBOpHUMH
TalNeTkH Ha BeekH 6 yaca, ciopen HeoGxoaAuMocTTa. Jla He ce TIpHeMAT NOBEYE OT 6
Ta0NIeTkH 3a 24 yaca,

Jena noa 12 rogunm: ConnagedH pa3rBOPUMH TabIIETKH HE ¢€ NPENnopbYBa pH Aella
12 romiHu, nopany PUCK OT TEXKH AWXATEAHH NPOGIEMH.




Tosa nexapcTso de TpAOBa Aa ce MpHeMa 3a NePHOA NO-ALIET OT TPH AHK. AKo DoNKaTa He
Hamanee Clen TpH AHH, KOHCYNTHpailTe ce ¢ Bamua nekap.

AKO cTe NIpHeaH noseye 0T HeobxoaumMaTa no3a ConageHH PasTBOPHMH TA0AETKH
AKO B3eMeTe HOBeYe OT MpenoprianaTa 103a, HezabaBHo NOTHLPCETE JeKapcKa MOMOIL, AOPH
H Aa ce UyBCTBaTe nobpe. [peno3supadero ¢ napaneraMon MOKE 1a MPHYHHM YBPeKIaHE Ha
yepHHA Apol. CHMNTOMHATE HA NPEAO3NPaHe MOTAT Ja GHIaT HO-TeXKH, aKo BIeMaTe JPYrH
JIEKapCTBa, KOMTO 3ACHABAT AHCTBHETO HA YePHOLPOOHUTS SH3HMH {K4TO HANPHMED
JIEKAPCTRA, M3NMOT3BAHH TIPH eIMACNTHYHH MbPUOBE, HAH YCIIOKOUTENHH KaTo WhAT
KaHTAPHOH), AK0 PEAOBHO KOHCYMHUPATE aNIKOXO0N HAH AK0 HMYHHATa BY CHCTEMA € NoTHCHATA
(HanpuMep, nopani HHGEKNHd HIH I1aTyBaHe).

Cobappra KoJeHH: peaoBHara ynoTpeda 3a Ininsr epaos OT BpEME MOXKE Ja JOBEHE 110
CHMITTOMH KaTO O€3n0KOHCTBO W Pa3apazHHTETHOCT KOTaro C& COpe IPHUEMa HA TOBA
NeKapcTBO. AKO Ce Hamara [a NpHeMaTe TOBa JEKAPCTEO 33 NO-ALIET EPHOT OT BPEME ¢
KOHCYNTHDPalTEe ¢ Bamua nexap.

AKO CTe NPOILYCHANN Ja NpHeMeTe HeoGXxoaRMaTa Ko3a Coananens pasTBOpHMEA
Tadjerxku

TpuemeTe no3ara koraro cu cnomuuTe. He npremaiite apoiiHa no3a 3a 18 KOMNEHCHpatTe
nponycHarara.

4. Bu3MOKHH HEXEJIaHH peaKkuHH

T1pu napaueramMon, HeXeTaHUTe PpeaKLHU ca peakn. Moxe Aa ce HabmonanaT aeprHIHl
peakuun, Hanp. xoxkeH obpus. Copere NpHeMa Ha JIeKapeTBOTO H ¢€ KOHCYITHpaTe ¢ Bamnus
JIieKkap, ako:
- HaOmopasare anepruyHa peakuua KaTo chpbesxk, 06puB, 3aueppaBane, npodaemn ¢
OHIIAHETO, MOABE HA OTOK [0 YCTHHTE, €3HKA, I'bpJIOTO WIH JHIIETO,
- uaﬁnm,uaBaTe MOABA Ha A3BH B YCTaTa,
- dabnropaeare nossa Ha o6HIIPHU 00NMACTH © OOPHBH M MEXYDPH M0 KOXKaTa
- cTe uMand npodneMu ¢ JHINAHETO NpH ynoTpeOa HA ALETHICANTHIMAOBA KHCENHHA
MAH HECTEPOMIHH TIPOTHBOBBIMATHTENHA NEKAPCTBA;
= HMATE HEGUAKBAHO KEPBCHE MnW CKAOHHOCT KbM HACHHABAHEC.
~  MMaTe MBTHA YpHHA
Konenn MoxXe na NpiduHy 3a0ek, raJeHe, BHEHE Ha CBAT MITH CHHIMBOCT, HO Te3H HEXENaHH
peakuuu ¢ HabmooapaT MHOTO PAAKC IPY NPHEMAHE HA NpenopheiaAnTe Ao3H. Hakl-uecro
HafinoaaBaHuTe NpH KodeHH HEKETAHH PeaKliiK ca; rafeHe, NopaaH CTOMAIHO-YPeBHO
Jpa3zHeHe, Oe3chHHe U Ge3nokolCTBO B Pe3yATAT HA CTHMYIIHpPAaHe HA IEHTPANHATA HEpBHA
cucreMa. BL3MOKHO € Ha NOABST TPYAHOCTH TPH YPHHUPAHE. '
KoHcyntupaiite ce ¢ Bawms nexap, ako Halnoaasare HAKAKBH HEOUAKBAHW PEAKI[HH.

CroGmanane Ha HEXKENAHH PEaKIIHN

AKO NONYUHTE HAKAKBH HEXENaHH IEKapCTBEHM peakiHy, ysegoMmere Bamns nexap,
dapMaleBT HIH MeJHUHHCKA cecTpa, ToBa BKIKYBA BCHYKH BB3IMOXKHK HEONHCAHH B Ta3H
JIHCTOBKA HEXeNTaHH peakiuy, Moxere chllo fia CHOOINUTE HEXKENAHN PEAKLMK AHPEKTHO
4pe3 HAMOHANHATA CHCTEMA 3a chobinaBaHe kbM HansaHHTENHATa areHiHs 10 JIeKapeTBaTa,
yn. ,Jdamsad I'pyes™ Ne 8, 1303 Codua, Ten.: +35928903417, yebcaitr: www bda.bg. Karo
cbob1IABATE HEXKENAHH PEAKIUH, MOXETE 13 AZAETE CBOA NPHHOC 34 NONYYaBAHE HA MOBEUE
HHpopManKa OTHOCHO 0e30MacHOCTTA HA TOBA JIEKAPCTRO.

5. Kak na cbxpanssate CoanaaedH pasreopumn rabaerkn




Jla ce cexpaHsBa Ha MACTO, HEAOCTHITHO 33 eua.

Ja ce coxpandsa npi Temneparypa nog 235 °C.

He mnonzpaiiTe ToBa NeKapeTBo CAEA CPOKA HA TOAHOCT, OTOSNA3aH BLPXY KAPTOHEHATa
OnakoBKa. CpOK'hT Ha TOAHOCT OTTOBapA HA MOCNISAHHA ACH OT NOCOYCHHA MECeLl.

He u3xsupnaiiTe IEKapCTBaTa B KaHANH3ALMATA MM B KOHTEHHEPa 32 NOMAIIHH OTIIATBLH.
[Monuraiite Bawus dapMarieBr kak fa H3XBBPAATE ICKaPCTBATa, KOKTO BeYe HE H3TON3BATE.
Te3u MepkH wI€ CIOMOTHAT 3a OTIA3BAHE HA OKOJTHATA Cpena.

6. ChbabpKaHHe HA OTIAKOBKATS ¥ JONLAHHTENHA HEDopManna

Kaxso cpabpika Coanageun pasrBopumu 7adaeTkH
Beska Tabnerka cuaspka:

napaueramon 500mg

xonend docoar 8mg

koenn 30mg
PasrBopumara TabneTxa cuabpka cbllo Taka HaTpHes GukapGonar, copburon (E420),
HATPHER 3aXapHH, HATPUER Naypun cyndar, AMMoHeHa KUCENHA, HaTpuer kapOoHar,
TIC/IMBHAIOH, TCYEH CHAMKOH H IMPEUHCTEHA BOJA.

Kak narnexna Connagens pa3TBOPHMH Ta0NeTKH H KAKBO ChAbDAKA ONZKOBKATA

Connanens pa3TBOpuMHE TabneTkH ca 6enu, KPsrin TabIeTKH ¢ IS/IMTENHA Y€PTa OT HATA
CTpaHa, OTIaKOBaHH B TAMHHHpAHA [BYCIOHHA IEHTA.
KaproHenara onakoBKa MOxe f1a cpabpika 12, 24, 48 unu 96 tabreTku.

IlpurexaTen na paspeinenneTo 3a ynorpeta H npon3BoanTe

MpuTesxaren Ha paspelleHHeTo 3a ynotpea:
Adriatic BST d.o.0.,

Verovikova ulica 55,

1000 Ljubljana, Cnoeenus

[TpousBoaureny:
GlaxoSmithKline Dungarvan Litd.,
Knockbrack, Dungarvan, Co. Waterford, Upnanana

Swiss Caps GmbH
Grassingerstrabe 9

83043 Bad Aibling
I'epMania

Cpok Ha rogHoCT: 4 rOTHHH.

Hata na nocjeano npepasraexiane Ha aucropkarta: Jlexemspu 2018




