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FREFAET E A aE S

3uprex-D® 5 mg/ 120 mg Tabnerku ¢ yabkeHo 0cBoGox1aB 27 -9-

Zyrtec-D® 5 mg /120 mg prolonged-release tablets ﬁ}f/ Uz 202[}

LETHPU3UHOB JUXUIPOXIIOPHU]L / ncenme@e,upﬁﬂﬁﬁxmrpﬁmpﬁﬂ:c:;:.;;;f__i;__-:.;,:_:-.;.,;__;-_1_-_-. ]
(cetirizine dihydrochloride / pseudoephedrine hydrochloride)

IIpoueTeTe BHHMATEIHO USIIATA JHCTOBKA, NPEAH /12 3aN04YHETE 1a npHemMare TOBa JeKapcTBo,

ThH KaTo T8 ChAbPKa BaKHA 32 Bac undopmanns.

Bunaru npuemaiite TOBa J1€KapCTBO TOYHO KAKTO € OMMCAHO B Ta3M JIMCTOBKA WIIM KakTo BH € ka3ai

BammsT nexkap win (papMaleBT.

- 3amnaszere Ta3u JUCTOBKA. MoXe [1a ce HaJIOXH J1a s [poYeTeTe OTHOBO.

- AKO ce HyXIaeTe OT JOMbIHHUTENHA HHPOPMALIUA WM CbBET, MonuTaiTe Bauus Gapmaresr.

- AKO NOJYYHTE HAKAKBH HEXKENAHU JIEKapCTBEHH peaKklivu, yBeanomMere Bamus iekap uiu
¢dapmanieBT. TOBa BKJIOYBA U BCHYKU BE3MOXKHHU HEXKEJIAHU pPeaKlMH, HEONMCAHH B Ta3u
nucToBka. BipkTe To4Ka 4.

- AKO He ce 4yBCTBaTe Mo-100pe Wi ChCTosHHETO Bu ce Bitomu cnen 7 aHu, TpsAdBa na
NOThPCUTE JIEKapCKa MOMOIL.

Kaxkso ChbAbPpKa Ta3H JIHCTOBKA

KakBo npencrapnaBa 3uptek-D u 3a KakBO ce U3MoJi3Ba
Kakso TpsOBa na 3HaeTe, npeau aAa npuemere 3uprek-D
Kak na npuemare 3uprek-D

BB3MOXHH HEXKEJIaHU PeaKIMK

Kak na cbxpanasare 3uprek-D

CuabpikaHue Ha OMAKOBKATa U JIOMBIHUTEIHA HHPOpMALHs

ﬂ"tﬁ.h.-h-hj!:d:—*

1. Kakso npeacraBasisa 3uprex-D u 3a KakBoO ce H3M0J13Ba
3uprek-D € koMOMHUPaHO NPOTHBOAIEPTHYHO CPEJICTBO.

3uprtek-D e nokasaH 3a je4eHHe Ha CHMITTOMHTE Ha CE30HCH W LICJIONOIMINICH AJICPTHYEH PUHUT, KaTo
3alyIIBaHe Ha HOCaA, KMXaHe, puHopes (OTAeNsHe Ha CEKPET OT Hoca), ChbpOex Ha HOCa M O9YHTE.

3uprek-D TpsbBa na ce mpHiara KOrato €€ HM3MCKBAT KakTO NPOTHBOAICPrHYHHMTE CBOMCTBA Ha
LIETHPU3HHOB JIUXHAPOXJIOPMA, Taka W Ha JEHCTBHETO HA MNCEBAOEHENPHHOB XHAPOXJIOpUA Ja
OTIIYLIBA HOCA.

2, Kakso Tps0Ba na 3naere, npeau aa npuemere 3uprex-D

He npuemaiite 3uprex-D
e AKO cTe aneprudHyd KbM aKTHBHUTE BELIECTBA WIM KbM HAKOA OT OCTAHAIMTE ChCTaBKH HA TOBA
nekapcTBo (M30pOeHH B TOYKA 6) WM KbM MUIEPa3UHOBH AepuBaTH (OJIM3KM aKTUBHHU BEINECTBA
Ha JIpyrd JIeKapCcTBa) Win epeaprH

AKO CT€ C BUCOKO KPBBHO HAJISTAHE U TEKKO YBpPEXIaHe HAa CHAOBETE HA ChPLIETO

AKO CTe ¢ TEXKKO HapylieHHe Ha ObOpeuHara neiHOCT
AKO cTe ¢ HapylIcHa QyHKUMA HA IMUTOBHAHATA XKJIe3a
AKO CT€ ¢ T€KKH HApPYLICHUA HA CbPAECYHUA PUTHM
AKO ¥MaTe TyYMOp, Hape4yeH (PeoXpoOMOLUTOM

AKO UMATE MOBUILCHO BETPEOYHO HAJIAraHe

AKo uMare npobJieMu ¢ YPUHUPAHETO




®  AKO CT€ ¢ MO3BYEH HHCYNT
* AKO CT€ C NOBHILIEH PHCK OT MOABA HA MO3bY€H KPBBOH3IHB

3uprek-D e npoTHBONOKa3aH NpH MALKEHTH, JIEKYBAHH ¢THOBPEMEHHO C!

® JIHXHAPOEProTaAMMH

o moHoamuHookcuaasuu (MAO) uMHXHOWTOpDH (AHTUDEMpECaHTH) N0 2 CeAMHLM CJiell TAXHOTO
CINUPAaHe.

IpeaynpexaeHus H npeanasHH MEPKH
['osopere ¢ Baing nexap wiy gapmaueBt, npeau aa npuemere 3uptek-D.

[1pu ynoTpebarta Ha 3uprek-D MoXe a Bb3HHKHAT BHE3aNHa KOpeMHa D0s1ka Wiid KbpBEHE OT
PEKTYMa, BCIEACTBUE BBL3NAJICHHE HAa yepBaTa (MCXEMHUYEH KOJIHT). AKO T€3W CHMNTOMH Ha
CTOMALIIHO-YPEBHHA TPAKT € MOABAT MPK Bac, cnpere npyema Ha 3uprek-D » madopmupaiite Banuus
JIeKap, WK He3abaBHO MOTBHPCETE CrieliHa MEOHLIMHCKA NIOMOLL (BXK. TO4Ka 4).

AKO HMaTe MEJHMUUHCKO ChCTOSHHE, NPH KOETO AaHTUXOJIHHEPrUYHAaTa aKTHBHOCT € HEXKENIaTeNHa,
ocofeHO ako UMare npeiapasnoyaraliy GakTopH 3a 33JpLXKKa Ha YpUHA (Hanp. Ne3ua Ha rpbOHauHMA
MO3LK, MPOCTATHA XUOEPNNa3Ha, XHRepTPOdHa HA [IPOCTATATE MK 3aMyUIBaHE HA MUKOUYHUA MEXYD),
ThH KaTo 3upTek-D MoXke Aa yBEIMYH PUCKA OT 3aAbpKaHe Ha ypHHA.

Moxe na ce nojgyuu HaManeHWe Ha KPbBHKA NOTOK KbM Baluug onTHues Heps rpy 3uptek-D. Ako
MOJIY4UTE BHE3amnHa 3aryda Ha 3peHue, cnpere npuema Ha 3uptex-D u ce cewpxere ¢ Bawus nekap
HJIW He3a0aBHO MOTHPCETE MEAULIMHCKA MOoMOoLL. BrxTe Touka 4.

Ako cte npodeCHOHANECH CIIOPTUCT, TpAOBA Aa HMATE MPEABULL, U NEUYEHHETO ¢ NCEBAOCHEAPHH MOKE
1A AOBeAe 4O NOJTOKHUTENHH Pe3yaTaTH TIPH JAOMKUHI TECTOBE.

AKO TUtaHupare TECTBaHe 3a ajlepriM, nonuraiiTe Bawusa nekap nan Tpadsa 1a cnpere npueMa Ha
3uprek-D 3a HAKOJKO JHW NpeaHd U3CNBEABAHUATA. TOBA IEKAPCTBO MOXKE Aa MOBJIHAE HA PE3YITATHTE
Ha TeCcTa 3a aNeprus.

Ako npu Bac ce nogsy 3auepBABaHE Ha FOJIEMH Y4YacTbLM OT KOXaTa ¢ NOBHIUEHA TEMIEPATypa v
FHOMHM MEXYypueTa, CIIpeTe mpuemMa Ha 3nprex-D v ce cBbpikeTe ¢ Bawug nekap, Wik noTbpceTe
He3abaBHO MeAULIMHCKA NoMolL. BmkTe To4ka 4.

Hena H WOHOWH
3upTek-D e MpoTHBONOKa3aH NpH AcUa Ha BBL3pacT NoA 12 roanHu.

Apyra Jexapcrsa H 3uprex-D
Mons uHbopMmupaiiTe Baiung nexap unu dapMaueBT, ako NpHEeMaTe WIM HACKopo CTe NpHeMalu

ApYry NEKapcTBa.

3uprex-D ¢ xpaHa, HANHTKH H AJKO0X0J1
Bue moxe aa npuemare 3uptek-D ¢ uind 6e3 xpaHa. He npuemanre 3uprex-D ¢ ankoxon.

bpeMeHHOCT, KbpMene H pepTHAHTET

AKo cTe OpeMeHHa HIIH KbPMHTE, CMATATE, Y€ MOXKE Aa cTe HpeMeHHa MK TUIaHupaTe OPEMEHHOCT,
NochBeTBalTe ce ¢ Bammsa nekap npean ynorpebara Ha ToBa NEKapCTBO.

He npuemaiite 3uprek-D, ako cte OpeMeHHa WM KbpMUTE.

Ilodupane u paboTa ¢ MALNHHMK
3upTek-D B npenopbpyBaHaTa 1033 HE ¢ O4YaKBa Ja NpeAH3BHKBA CbH/IHBOCT MK
BHUMauneTro. He wodupalite 1 He paborere ¢ MOTCHUMANHO OMACHH MaLIHHH,
CHbHJIMBH WM 3aMasHH, KaKTO M aKO CTE€ MpEeBHUIIWAH MpenopbuBaHaTa 1032
AJIKOXO0J1 WK AenpecaHTH (cpeacTea, nothckaiy LIHC).




3uprex-D chabpxka JaKTO32
Axo Bainudar nekap Bu ¢ ka3zan, ye UMate HENOHOCHMOCT KbM HAKOH 3aXapH, CBBPIKETE C€ C HETO

npeay 1a NPHEMETE TO3W NEKAPCTBEH MIPOAYKT.

3uprex-D ¢babpxka HATpHH
ToBa nekapcTBo ChabpXa NMo-Manko or 1 mmol Harpuii (23 mg) Ha Tabnerka, T.e. MOXeE Aa ce Kaxe,
4¢ NPAKTHYECKHU HE CbALPKa HaTPHH,

3. Kak 1a npuemarte 3nprex-D

BuHary npueMaiTe TOBA 1€KAPCTBO TOYHO KAKTO € ONUCAHO B Ta3W JIMCTOBKA UNU KakTo Bu e xazan
BamuAaTt nekap unm papmaleBT. AKO HE CT€ CHTYPHH B HEWLO, NONHTaiTe Bamua nexap Hnn
dbapmaLesT.

TabneTkara TpadBa na ce Nornabila ¢ Yaula Te4HOCT.
Tabnerkara TpadBa ga ce npueMa Lina, 6e3 Aa ce AbBUE UMW YHYIIH.

[IpenopbuMTENIHATA 003a [IPH BL3pacTHHK, A€UA W FOHOLLHK HA BB3pacT HaA 12 roauHu € 1 TabneTka nsa
ITH AHEBHO (CYTPHH H Bedep).

Ynorpeba npu Aela H KOHOLIH
Ynorpebara Ha 3uprek-D e npoTHBONMOKAa3HA NPH A€Ua Ha Bb3pacT nold |2 roauHu.

[lainHeHTH ¢ YMepeHo 10 TeXKKO 610pedno wan sepuoapobno yspexaase
[Ipn nauueHTH ¢ YMepeHO O0BOpeuHO WM 4epROAPOOHO yBpEkKAaHe, A03ara TpAdBa Aa ¢€ HAMAIHU A0
eHa TableTKa Ha JIeH.

AKO npeueHnTe, Ye ePeKThT Ha 3upTek-D e TBLpae ci1ab unu npekaleHo cHiieH, MONA KOHCYNTHpalTe
ce ¢ Bamus nexap.

[1poabIKHTENHOCT HA JIe9€HHETO

[IpoabmkUTENHOCTTa Ha JleueHWeTo He TpAOBa Aa HaABUUIABA NEPHOJA HA CHMITOMHMTE, KaTo He
TpaAbBa na HajABWiuapa 2 A0 3 ceaMuUud. [Ipn obnexuaBane Ha Ha3aJIHUTE CUMITTOMH, aKO €
He0OX0AUMO, NeueHUeTo TpabBa Aa ObAe NPOABLIKEHO C LETHPHUIHH.

AKO CTe npHeJH nope4e oT HeoOxoaumaTa 1038 3upTek-D

YBenomere HezabaBHO Baiumns nekap, ako cre npueny noeede OT HeoOXoAUMUTE TABNCTKHU.
Cnen npenoszHpaHe CbC 3UpTek-D, Ne4YeHHETO € CHMATOMATHYHO W NOAABPXKAllO, KaTo ce€ MMaT

npeasu, BCHUKH €AHOBPEMEHHO MMPHETH NEKApCTBa. AKO HE HACTBIIM CIAOHTAHHO MMOBPbLUAHE, TO
TpaOBa za ce npean3sdka. IlpenopsuBa ce cromauiHa npoMmuBka. Hama cneuMuuyeH aHTUOOT
(npoTHBOOTPORA). LIETUPHU3HH K NCeBAOCPEAPHH C€ STUMHHUPAT HE3HAYUTENHO NPH XEMOIHAIH3A.

AKO ¢T€ NIpoNnycHaAH Aa npHeMeTe 3uprex-D
He s3emaliTe JBOHHA 0034, 3@ 13 KOMNIEHCHpaTe MPOITYCHATAaTa J103a.

B penku ciyvau cupbexsT MOKE Ja ce I0IBH OTROBO, aKO CIIPETE NPUEMA Ha TOBa JIEKapCTRO.

AKO HMATE HAKAKBY JIONBJIHUTE/IHA BBIIPOCH, CBBP3aHA ¢ ynoTpedara Ha TOBA JIEKAPCTRO, NONKUTaNTE
Bawuus nexap unu gapMauesr.

4. BL3MOKHH HeXeJIaHH peakiiuH

KakTo BCHYKH JEKaApCTBa, TOBA NCKAPCTBO MOXKE Od INPECAH3BHKa HCWKCHdHH PCAKIIH
BCCKH I'd NI0JTYHABa.




Yecrr: MOXe na zacerat 1 go 10 xa 100 nauueHTH

HEPBHOCT, O€3ChbHUE

CBETOBBPTENK, 3aMasHOCT, INaBo00IHE, CBHITMBOCT
YCKOPEH NyJic

CyXOTa B YCTAT2, rajIcHe

yMopa

HeueeTH: MOxe 3a 3acerat 1 go 10 Ha sBceku 1 000 nautneHTH

0e3noKOICTBO, TPEBOKHOCT

Peaxu: moske ga 3acerar 1 go 10 na Bceku 10 000 nauyeHTH

CBPBX4YBCTBUTENHOCT (BKTIOYHMTENHO aHAQHITAKTHYEH LIOK)
XanUHHALHWH

KOHBYJICHH, TPEMOD

HapyilleHUA HA PUTBMA Ha CHPLIETO

OneqHOCT, MOBUIICHO APTEPHUATIHO KPbBHO HAJIATaHE

NOBpbILAHE

[poMeHeHa YepHOApOoOHa (PyHKUNA (NOBMIIABAHE HAa HAKOH €H3HUMH)
cyxa Koxa, 0OpHB, MOBHUILEHO H3MOTABAHE, ChPOEXK

3aTPYAHEHO U DONE3HECHO YPUHHUPaHe

Muoro pexku: Moxe ja 3acerdar 1o 1 Ha 10 000 nauueHnTH

ICUX03a

MPOMAHA HA BKYCa, MO3bYHO-CBHAOB HHLUMAEHT (MHCYIIT)

LIHPKYJATOPEH KOJIANC (UMPKYNATOPHH HAapyIIEH!A )

BL3NAJICHUE HA 4epBaTa, BCIEICTBHE HA HEAOCTATHYEH NPHTOK HAa KPbB (MCXEMHUUEH KOMHT)
(bUKCHpaH eKapcTBEH OOPUB

CEpHO3HA ANepruyHa peaKkLus, KOATO MPUYHHABA MMOJYBAHE HA JIMLETO HIH IbPIIOTO
(AaHr'MOHEBPOTHYEH OTOK)

C HeM3BeCTHA YECTOTA: OT HANUYHHATE JaHHHW He MOXE 1a ObA€ HanpaBeHa OLEeHKa

arpecus, 00bPKaHOCT, NENPECHs Uy JIUNCA Ha HACTPOEHHE (aenpecus), THKOBE, €Y (POPHUHO
HACTPOEHNE, MHCITH 3a caMoyOuiicTBO (CYHUHMIHM HAeH), HeoOUYaAHHU ycellaHUd Mo KOXaTa
(napecTesu), 6e3MoKONHCTBO, HEOOUYaHHK NPOIBDKHUTENHHA MYCKYJTHH KOHTPaKiiuH
(IMCTOHHA), HEBOJIEBH ABIXEHUA (IHCKMHERNA), 3aryba Ha naMeTTa (aMHe3Hd ), YBpeX/1aHe Ha
naMeTra, NPUMNaabK (CHHKOIM)

HApY1lEHUE HA OUYMTE (HApyLIEHKHE HAa aKOMO/IALIMATA), 3aMbIJIEHO 3peHHNe, HEOOUIANHO
pa3luMpABaHe Ha 3eHHUMTE, 60NKa B OMUTE, HAPYUICHHUE HA 3PpEHUETO, HEOOHYaiiHa
HENOHOCUMOCT KbM Bb3IIPHECMAHCTO HA CBETIIHHA, HAMAIEH KPBBEH MOTOK KbM ONTTHYHHA HEPB
(HCXeMHWYHA ONTHYHA HEBPONATHA ), HEKOHTPOIUPAHH KPBIrOBH IBHXKECHHUA C OUH
(OKYyNOrHpHyHa Kpu3a),

ChpuedHeHe

3aTPYAHEHO AULIAHE (UCIIHES )

TEXKH KOXKHHU PEaKIMi, XapaKTepH3HPaLllK CE ¢ TPECKa U MHOTOOPOHHHN MaJIKH, OBbPXHOCTHH
FTHOMHHM MeXypUeTa, KOUTO Ce NOABABAT BLPXY I'0JIAM 3a4€pBEH YYacTbK, Chpbex (MpypHTYC)
HH(}apKT, NPUUMHEH OT OJOKHpPaHe UITH HAMANSBAHE HA NIPHTOKA HAa KPbhB KBbM ChPLIETO
(uH(apKT Ha MHOKap/a), HAICKO KPbBHO HAJIATaHE (XUMOTOHHS ), AHAPHA, KOPEMEH AHCKOMPOPT
HEBOMHO M3MYCKaHe Ha ypuHa (eHype3a), O0NKHU B cTaBuTe (AapTpajirua), MyCcKyJIHH OONKH
(Muanrusa), noayBaHe (OTOK) U HEPAZMONOKEHHE

ePEKTHWIHA TUCHYHKIIUS

3aTPYAHEHO H3MNpa3BaHe HA NHKOUHUA MEXYD (3aApbKKa HA yPHHA)
M30JIHpaHK CIyYaM HA Bh3NATICHUE HA YepHHUS Apod (XenaTuT) ca JoKnaABaHH,
HETUPH3NH € NpUlarad CaMOCTOATENHO.




CroDmaBane HA HEXENAHH peaKuMH

AKO noNy4MUTe HAKAKBH HEXENAHM NIEKapCTBEHH peakuMH, yseaomere Bauiva nekap wiy gpapmalesT.
Toea BKIHOYBA BCHYKHM BB3IMOXHH, HEOMMUCAHH B Ta3W JIUCTOBKA HEXKENAHH peakuydn. Moxere cbllo A2
ChOOWIMTE HEXENAHH PEAKLIMUA RUPEKTHO HYpes!

H3nbiHUTERBA Ar¢HIMA NO JIeKapcTBaTa

yn. ,,Jlamsan ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

Kato cpobiaBaTte HexeNaHU peakUny, MOXKETE 1a JaleTe CBOA MPHHOC 32 NOJy4aBaHe Ha [MOBeYye
HHPpOpMAaLIUA OTHOCHO De30macHOCTTa Ha TOBA JIEKAPCTRO.

3. Kak 1a chxpauspate 3uprek-D

ﬂﬂ C€ CbXpaHABa Ha MACTO, HCAOCTBITHO 34 AClla.

He w3non3saiiTe TOBa NEKapPCTBO CliE] CPOKA HA FOJHOCT, OTOENA3aH BbPXY KAPTOHEHATa ONAKOBKA K
Onucrepa. CpokbT Ha rOHOCT OTIOBapA HA MOCHEAHUA ACH OT NOCQUYEHUA MECELL

ToBa nexapcTBO HE M3HCKBA CIIELIMAITHH YCJIOBHS HA ChbXPAHCHHUE.

6. Coappxanne HE ONAKOBKATA H JOMBLJAHHTEIHA HH(pOpMALHS

Kakso cbabppxa 3nprex-D

- AKTHUBHUTE BEILECTBA €a. LETUPH3IKHOB AUXHAPOXJIOPHA H NCeBAOE(EAPNHOB XHUAPOXNOPHA.
Beaka TabneTka Cbabpa 3 mg UCTUPU3MHOB AUXUIPOXIIOPUA ¢ He3abaBHO ocBobokaaBaHe U 120 mg
rncesaoeeipHHOB XMAPOXJIOPHA € YABIKEHO 0CBODOXKAaBaHE.

- Hpyrure CbCTABKH Ca:

Aopo nwa mabremxama.; XUNPOMENO3a, MUKPOKPHCTANIHA LIENYyN03a, CWIHUHEB OHOKCHA, KOJOHAEH
0e3BOJICH, MArHE3UEB CTEApaT, IAaKT03a MOHOXUAPAT, KPOCKAPMENI03a HATPHHA.

Duimoso noxpumue: Onanpan Y-1-7000, ko#to ce cbecToM oT: xunpomenoza (E464), turtaHOB
nuokcu (E 171), makporon 400.

Kak uirnexaa 3uprekx-D H KaKBo ChAbpXkKa ONAKOBKATA

3uprek-D ca 6enu 1o nout 6enu, Kpbrin, ZBOMHO-U3MBKHAJIH (PUAMHUPAHU TAONETKH.
3uprex-D TabneTku ca onakoBaHH B ONUCTEPU MU TMOCTABEHU B KAPTOHEHH KyTUM. OMakoskud ¢ 6

TabneTku.

IlpuTexxkaTren Ha pa3pelHeHHETO 32 ynorpeda
UCB Pharma GmbH, Rolf-Schwarz-Schiitte-Platz 1, 40789 Monheim am Rhein, ['epManus

IpouisoanTe
Aesica Pharmaceuticals S.r.l., Via Praglia 15, | -10044 Pianezza, Utanus

33 AONBAHHUTENHA UHPOPMALHR OTHOCHO TO3M JICKAPCTBEH MPOAYKT, MOJIS CBBPXETE CE € JIOKANHUSA

NpeACTABHUTEN HA MIPUTEXKATE/A HA Pa3pelieHUETO 33 yroTpeda:
KO CH BH bwarapus EQOOJ, ten.: +359 (() 2 962 30 49

HarTa na mocaeaHo npepasriexiaHe Ha JHcToBkaTa 01/2024.




