Jlncroeka: Undopmaunn 3a notpedurTens

Peaktun 10 mg mexn kancyau
Reactin 10 mg capsules, soft
Lletupusuxos guxuapoxnopua { Cetirizine dihvdrochloride)

[IpoueTeTe BHHMATE/NHO UAJIATA JIHCTORKA, NPEAH A4 3aM04HETE 1a APHEMATe TOBA JIEKAPCTBO,

Thi KaTO TH CLALPXKA BAXKHA 32 Bac uHdopmanus.

BuHary W3inonssaiiTe ToBa EKApCTBO TOYHO KAKTO € ONMCAHO B Ta3dH JIHCTOBKA WM KakTo Bu e kazan

BawmnsaT nekap unu papMauesT.

- 3anaseTe Ta3d NMCTOBKA. MoKe 1a ce HaOXKHK J1a S NPOYETETE OTHOBO.

- AKO ce Hy:KNaeTe 0T A0NbAHUTENHA HH(PopMaLnsa WK ChBET, nonuTanTe Bawwa gapmatest.

- AKO MONYUHTE HAKAKBH HEXeTaHH peakuui, yrenoMete Bawwus nexap wnu dpapmaunest. Tosa
BKJIKOYBA M BCHUYKH Bb3MOXKHH HEKE/AHU pPeakuKrH, HEOMHCaHW B Tasn JHCTOBKA.
BuxTe Touka 4.

- Axo cneg 3 7HU He ce MOYYBCTBATe No-Ao0pe WM CbCTosHHeTo Bu ce Baoud, Tpadea na
MOTbPCHUTE AEKAPCKA NOMOLLL.

KakB0 ChaLpKa TaiHl JHCTOBKA:

|. KakBo npeactaeisiBa PeakTHH ¢ 3a KakBO ce H3No/3Ba

2. Kakso TpsbBa na 3Haere, npeau aa npuemere PeakTud

3. Kax na npuemarte Peaktun

4. Bu3MOXKHH HEXETAHH peaKLunH

5. Kak na cexpansgarte Peaktun

6. CbabpKaHue Ha ONAKOBKaTa W AOHBJIHUTENHA HHPOPMALHA
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1 Kakepo npeacrapnaea PeakTHH H 33 KAKBO ¢e H3N013BA

e THPHU3MHOBHAT AUXHAPOXAOPH/ € BKTUBHOTO BELIECTBO Ha PEeakTHH.

PEAKTHH € NTPOTHROANIEPIHYHO NTeKapCTRBO.

[Ipy BB3pacTHH M IOHOLIM Ha Bb3pacT Ha |2 1 noseve roauHu PeakTHH e mokasaH 3a.

- 00NCKYCHNE HAa CUMIITOMMUTE MPH CE30HEH W UENOroAUuileH aneprudeH pHHHT, 3acAraluyd Hoca Y
QUHTE,;

- 00JIEKUEHHE HA XPOHHUYEH KONPUBEH 00OPHUB (XPOHUYHA UAHONATUYHA YPTHKApHA).

2 Kaxso TpadBa na 3naerve, npean 1a npuemere PeakTnu

He npuemaiiTe PeakTun:

- axo uMate 6bOpeuHo 3abonaBaHe (yMepeHa 10 Texkka OpOpeyHa HepoCTaThYHOCT ¢ KpeaTMHHHOB
knupbHC noa 50 ml/min),

- 3KO CTe aneprudHH KbM UETHPH3IHHOB AMXHAPOXNOPHA, XHIPOKCH3IWH WAW [OWNEPa3HHOBH
NPpOU3BOAHY (NoA0OHN aKTHMBHM BEWIECTBA HA ADPYrd NEKApCTBa) HIH KbM HAKOE OT NMOMOULHUTE
BELUCCTBA HA TOBA N€KapCcTBO (M30pOEHHU B T. 6).

PeakTHH cbabpka COeBO Macno. AKO CT€ aneprudHd KbM (PLCTBUM HIIM COHA, HE H3NOI3IBAHTE TO3M
NPOOYKT.

llpeaynpexneHuss H npeannasHl MepPKH

["oBopete ¢ Bawuus nekap unu apMauesT npeau aa npuemere PeakTh.
AKO CTe NalMeHT ¢ YepHoApoOHAa W OBOpeUHa HEAOCTaTBYHOCT, MONA MOCbBETBAHTE ce ¢ Bauma
nekap, ako e HeoOXoauMo, Lle B3eMaTe no-Hucka aoda. Hosata nosa we ce onpezaenn or Bawrus
nexap.

AKO UMaTe 3aTpyAHEHUA NPH YypHHUpaHe, Tpadea oa nonuTtaTte Bawus nexap 3a CbBET.
AKO UMAaTe eNHJIENCHA MIIH CTE W3IN0XKEHH HAa PUCK OT rbpuoBe, TpadBa ga ce nocweeTBare ¢ Ba
nexap.




Bue T1palpa na npeycTaHOBHUTE MNpHEMAa Ha TO3K NMPOAYKT 3 AHW Mpead Aa NPOBERETE KOXHO-
ANepPryuyeH TECT, ThH KaTC AaHTUXUCTAMUHUTE MOTaT 44 NMOBIHSAT PE3YITATHTE.

He ca HaGnogaBaHy B3aUMOASHCTBUA ¢ €BEHTYAIEH 3adenekuM edexT Mexay ankoxon (NpH HHBO B
KpbBTa OT (),5 ml, chOTBETCTBAlIO HA €IHA 44l BHHO) U UETUPU3IKH, NpHaarad B 0OHYaHHHUTE N03H.
Brnpeky TOBa, KAKTO MPU BCHUKHM AHTUXHCTAMHHH, CE€ MPENnopb4Ba Aa ce u3dArea enHOoBpeMEHHO
KOHCYMHWPAHE Ha allKOXO.

AKO pa3BUETE TPECKARA reHepanuiHpaHa epuTeMa, CBbp3aHa ¢ NYCTYAU, CIIpeTe MpHeMa Ha TOBa
NEKApCTBO U Ce CBbpkeTe ¢ Balung nekap Wil He3abaBHO NoThpceTe MeAWLMHCKA noMoL. Buxre
pa3aen 4.

AKO CHMITOMIITE TIPOABAARIBAT HIH CC BIOIABAT. CUPLTE yROTpedaTa 1 CC KOHCYJITHPANTES ¢ JICKap.

Apyra aekapcrea u PeakTun

Mndopmupaiite Bawua nekap unm dapMaucpr, ako NpUeMare Wid HACKOpPO CTE MPUEMAnH APYTH
NeKapcTBa, BKAKUUTENHO IEKapcTsa, nosyueHu 0e3 peuenTa.

[Nopanu npoduna Ha UETHPHINH HE C€ OMAKBAT B3aWMOAEHCTBUA C APYrH NICKApCTBA.

PeaxTux 10 mg ¢ Xpauy n HANUTKH
XpaHaTa He NoBAHABA 3adenexumo pezopOLUUATa Ha LETUPH3UH.

bpeMEeHHOCT H KbpMene

B ciyuaii, ye c¢re OpeMeHHa HNH KBLPMHTE, CYUTATE, ye CcTe OpeMeHHa HWAM Bb3HaMepaBaTe Ja
3abpemeneeTte, Bue tpabea na yeegomute Bauivsa nekap, npeau Aa npHeMeTe TOBa JIEKApPCTBO.

KakTo npu apyrure nekapcrtsa, ynorpedara Ha Peaktun TpadBa na ce n3dArea npu OpPEMEHHHU KEHU.
Cnyuaiinata ynotpeba Ha NekapcTBOTO OT OpeMEHHA JKEHA He OU TPAOBANO Aa OKAXKE HAKAKBH BPEIHH
ethekTH BBpXY Ioga. Brnpeku Toga, NPHUIOKEHUETO HA JIEKAPCTBOTO TPADBA [1d C€ NMPEYCTAHOBH.

He tpsa6Ba na npremarte PeakTHH 1o BpeMe Ha KbPMEHE, 3al10TO UETHPHINH NpEeMHHABa B KbpMaTa.

lLlodupane u padoTa c MALUHHA

[TpM KJIMHHUYHHTE H3MMTBAHUA HE Ca YCTAHOBEHH AAHHH 3a YBPEACHO BHHMaHHE, OAMTETHOCT H
cnocoOHOCT 3a wopHpaHe cnen npueM Ha PeakTHMH B NpenopbuBaHATA 1033, KATO TPAOBA /1A CE
BHUMABA HPH 0P HPAHE HA MOTOPHO HIPCBO3HO CPEJICTBO HIN YTIPAB/ICHKHE HA MAlLHHH.

AKO NMOYYyBCTBATE CBHHAWBOCT, TPAOBA Aa cc Bb3ABLPKATE OT WOQPHPAHE, 3aHUMaHHUA ¢ MOTEHUHANHO
OTNIAaCHY AEMHOCTH UK padoTa ¢ MaLLUUHH.

AKO Bb3HaMmepsaBare Aa woddpaTe, Ja HW3BBPLIBATE NOTEHUHANHO PHCKOBH NEHHOCTH HAH Oa
paboTHTE ¢ MalUWHK, He TpsAbBa na HaAXBBLPAATE NpenopbuBaHaTa Jo3a. [padBa BHMMATENHO Ja
HaONKNaBaTe Kak ¢€ NOBNUABATE OT JIEKAPCTBOTO.

AKO CTe YyBCTBHTEMHHM, MOXKE Ja €€ OKaXe, 4e eAHOBpPEMEeHHaTa ynotpeda Ha aIkOXON WM OpYru
CpeACTBa, NMOTHUCKAUIM HEpPBHATA CHUCTEMA, MOXE JOMBIHMTENHO f1a NOBAUAE HA BHUMaHHeTo By M
cnocoOHocTTa BH 32 pearupate.

PeakTHH CbALPKA COPOHTON
Tosa nekapCTBO ChALPKAE MAKCHMYM 19,3 mg copOHTON BbB BCSAKA Kancya.
Axo Bawmusar nexap Bu e kazan, ye umMate HEMOKOCHUMOCT KbM HAKOM 3aXapH, CBbpXeTe ce ¢ Bawus

neKap, Npeay fa nprueMeTe To3H ICKAPCTREH NMPpONYKT.

3 Kak aa npuemate PeakTun

Kak n xora tpatBa 1a npuemare PeakTHH
BuHaru npuemaitte ToBa NeKapCcTBO TOYHO KAKTO € OMMCAHO B TAa3W JIMCTOBKA WK KakTo Bn e ka3san
Bawusatr nexap unud ¢apMaueBT. AKO HE CT€ CHIYPHM B Hewo, nonuraiite Bawwsa
(hapmanesT.




Mons cnassaiite Te3| yKa3zaHWs, 3all0TO B MPOTHBEH cnyuaid PeakTHH MoOXe fAa He € Hanb/HO
e(PEKTUBEH.
Kancynurte TpsadBa aa ce nOTIbLIAT ¢ Yalla TEYHOCT.

[IpenopbUuHTEIHATA 1032 €:

BuipacTHH M 10HoWH HA 12 W noBeye TrOAHHMN:
|0 mg BeAHDBX AHEBHO noa ¢opmata Ha | Kancyna.

[poaAbLIKHTENHOCT HA JIEUEHHETO:!
[1poobAKUTENHOCTTa HA JIEYEHMETO 3aBHCH OT BHAA, MPOABKMTENHOCTTA W XoZa HA Bamure
ONNaKkBaHKUA H ce onpeaena ot Bawuns nekap.

AKO CT€ NpHeIR MoBeue OT HeoDXxoauMaTa qo3a PeakTHH

AKO MHCIIHTE, 4e ¢Te NpHenn noeeye oT HeobOxoaumata ao3a PeakTuH, Mona yBeaoMeTe Bauiug
nekap. Bawuar nekap e pewn nany TpadBa fa ce B3eMaT HAKAKBH MEPKH H KaKBH TpadBsa aa Obaar
Te.

Cnea npenosupane cTpaHHuHMTE edekTH, OMUCcaHH MO-10Jy, MOXKe Ja Bb3HHKHAT C Mo-rofiAMa
UHTeH3HBHOCT. ChoOLIABaT Cce CleINHMTE HeXenaHH peakuMM KaTo 00BPKBaHE, Avapusa, 3amMarBsaHe,
yMopa, rnagodonve, 6onka, pa3lHpeHHe Ha 3eHHUMUTE, ChpOeXk, 0e3NOoKOHCTBO, C€ANPaHE, CHHIHBOCT,
CTYNnop, HeobuuahHo Obp3 MyJc, TpenepeHe 1 3a1pbiKKa Ha ypHHa.

AKO cTe NponycHaAH 1a npHemere PeakTnu
He BiemaiiTe nBoMHa 1034, 32 1a KOMOEHCHpaTe NponycHaraTta no3a.

AKoO cTe cnpeiu npuema Ha PeakTiH
AKO UMATE HAKAKBH NOTBAHHTENHH BLIPOCH, CBBP3aHHU ¢ ynoTpedaTa Ha TOBA JIEKAPCTBO, MNOMUTANnTE
Bawua nekap uvnu papMalesBT.

4 BhiMOKHN HeXeTaHH peakuuu

KakTo BCHYKH IeKapCcTBA, TOBA JIEKAPCTBO MOXKE N1a NPEIAH3BHKA HEXKENAHH PEaKUHH, BBIIPEKU Y€ He
BCEKH 'Y TTOJTy4aBa.

Yecrn (Morar aa 3acernat ao 1 na 10 ayumm)
YMOpA, CYNOTA B YCTATA, raaee. HapHA, 3aMasgsHOCT, 113000 HE, ChiLIMBOCT, (pApHHUNT, PHHMT.

Heuecrn (Morat na 3acernart 10 | Ha 10O nyuin):
KOpPEMHA DOJIKA, acTCHHA (THIHO H3TOWEHNE), HEPANONOKCHNE, IIAPCCTEIUA (HECOOHUAHNN Y CCILAHUS
Mo KoXKara). Bb30y/1a. ChpOe:K. 0OOPHB.

Peaxu (morar aa 3acersat 1o 1 aa 1 000 aynm);

TANHKAPAHA (VUCCTCH CBPACUCH IYIIC), OTOK (110YBAHC). LICPTHUHH PCakLin, IBIKOH 0T KOHTO TCWKKH
(MHOI'O PS;IKO), HAPYUICHA HEPIOIPOOHE OV HKILHA. MOBHILABAHC HA TCII0TO, KOHBYJICHH,
AIpCCHBHOCT, OOBPRANOCT, ACNPCCHS, XA IOIHALIH, OC3ChHIE, YPTHRAPHA.

Muoro pejaku (morat na zacervar 10 | ua 10 000 ayuin):

KALLTHIA, TPOMOOUHTONEHHA (HHCKIH HHIBA HA TPOMOOUNTH B KPbATA )}, HAPYLICHIC HA AKOMO!LZUHATA,
3AMBLLICHO 3PEHHE, ORYIOTHPANMSA (OUH ¢ HCKOHTPOIHPaHH JIBIKCHHSA ), NOAYTH OHH, CHHKO,
TpPEMOp, JMCTeY3Hs (IIPOMEHEH BKYC), XENATHT, AUCTOHNS / IHCKHHC3HA (ABNIATCHHH HAPYILICHHA),
NATONOTHYIO OTASJISIE HA YPHHA, THKOBE, OTOK, (PUKCHPAN NeKapcTBEH 00pHB.

C weussBecTHa uecyoTa (HE  MORe 12 Ob/Ie oucHedd  OT  HAIHMHUTC  J1aHHHY)
GONKa B OUUTE, BEPTHIO (CBETOBLPTEXK), NOBHIUCH ancTHT, AMHE3HA (3aryda Ha 11ameT), HapyuleHHS
Ha NaMeTra, 3aiph:KKa HAa YPHHA (3aTPY/IHCHO YPHHHPAHC), KOowmapH, O0KdA B CTasuTe, (py
(MHTEH3HBCH ChPOCHK) H/HTH YPTHKAPHS, KOraro CNpeTe PHEMA HA TOBA JIEKAPCTBO.




JlokianBani ca cay'uan Ha HMNOTCHTHOCT.

Bue3zansa nofea Ha Tpecka, 3ayepBABAHE HA KOXATa MM MHOI0 MAIKH MYCTYIH (BB3MOXKHH
CUMIITOMK Ha OCTpa reHepanuiupaHa exk3zaHTeMaTo3Ha nyctynosa - AGEP) moxe na ce nossu B
NLPBUTE ABA AHHM OT JIEYEHHETO ¢ TOBA NekapcTeo. Bukre pasnen 2. Cnpere na n3nonssare PeakTuH,
AKO pa3BHETE TE3M CHMNTOMM U ce€ CBbpXKeTe ¢ Bawmug nekap Wau He3abaBHO NMOTBPCETE NIEKAPCKA
MNOMOLIL.

B MHOI0O PeaKH CliyyaH XOpa €a UMani MHCIN 33 H3BbPIIRAHE HA camoyOniicrso H ako Bue ce
HyBCTBATC 10 TO3M HA'MH, COPCTES 1IPUEMA HA KancyauTte n nocerete Banwa nexap.

Cro0maBaHe HA HEXKENAHM PeaKUHH

AKO ROJAYYUHTE HAKOH OT HEXKEJAHHTE peakKuHH, mMoad yseaoMetre Bawna nekap HaM
dapmaneBT. Tosa BK/IKOYBA BCHYKH BBbIMOXKHH HEONHCAHH B Ta3H JIHCTOBKA HCXKENAHH
peakuuu. [Ipy nbpBHTE NPH3HANKM HA PeaKUHA HA CBPLXYYBCTBHTE/JHOCT CNpPEeTe NPHEMA HaA
PeakTuH. BamuaT nekap me npeueHH TeXeCTTa H LUE pellH KAKBH NMO-HATATLIUHK MEPKH MOXKe
A2 0bAaT HeoOX0IHMHN.

MoxkeTe CbluO 03 ChLODIIMTE HEXKEJaHHM peakuMu AMPEeKTHO 4pe3 HauWOoHa/lHaTta cuctema 1a
cbHOOLIABAHE B;

M3nbanWTeNHA areH1na 1o JieKkapcTrarta
yvn. , Jdamsax ['pyes” No &

1303 Codus

Tedl.: +339 2 8903417

yebcait: www.bda. by

Kato cboflaBaTe HEXENaHW peaKUWH, MOXETE Aa aaneTe CBOA MPHHOC 32 MOJIY4aBaHE Ha MoBeYe
HHbOpMaUKa OTHOCHO Ge30MacHOCTTa HA TOBA NEKAPCTBO.

5 Kak na cexpanasate PeakTuH

Jla ce cbXxpaHsaBa Ha MACTO, HELOCTBHITHO 32 Aeua.

Ha ce cbxpaHnara nog 30°C.

He u3nonipaiiTe ToBa IEeKapCTBO CAER CPOKa HA rOAHROCT, OTOENA3aH BLPXY KAPTOHEHATa ONAaKOBKA H
dnucTepa.

He 3xBLPAANTE JICKapeTBara 8 Kananu3aiusra i B KOHTCHHCPE 33 loMalllig OTHalbILA.
[lonuTaiite Baums dapMauesy Kak 1a HIXBLPIAATE JICKAPCTBATa, KOWTO BEYE HE minoaseare. 1e3u
MCPKH 111¢ CIIOMOPHAT 33 011a3BAHC HA OKOJIHATA CpCaa.

6 CohabpKaHHE HA ONMAKOBKATA H 0NMb/JAHHTE/IHA HHpOpMALNA

Kakpo chabp:xa PeakTHH
- AKTUBHOTO BELISCTBO € UETUPH3IMHOB 1UXuapoxnopua. Eava kancyna cbabpxka 10 mg LETHPHINHOB
AUXUAPOXIIOPUL.

- JpyruTe cbCTABKH €A MAKPOroJl, KanneB xuapokcua 43% 1/1, NOBHAOH, NPEYHCTEHA BOMA, KENMATHH,
copouton (E420), rnuuepon, NEUHTHH, CpPEIHOBEPHXKHH TPUTIHUEPUAHU, MEeYaTapCcKo MacTHIO
(MPOMMIIEHIIIUKON, YepeH xeneszeH okcua (E172), nonmeuHua atetat ¢granar, MAKporon u aMOHHEB
XHUAPOKCHI).

Kak u3raexkaa PeakTHH M KaKBO CBALPKA ONAKOBKATA
BesusetHn g0 OeA0KBLATH MOPO3pavyHM KarncyJv, HanbIHEHU ¢ OHCTPO, O0E€3UBETHO BHCKO3HO
CbOBPKMMO. Besaka Meka sxxenatuHoBa Karicyna uMa Haanue "C10%, otneyaraH ¢ 4€pHO MacTHO.

OnakoBKa ¢CbC 7 KANCYH.
"y




IlpuTexaTen HA pa3pelIeHHETO 34 ynoTpeda:
McNeil Healthcare (Ireland) Ltd.

Offices 5,6 & 7

Block 5

High Street

Tallaght

Dublin 24

D24 YK8N

Hpnauaus

IIpon3soauTe.n:

Catalent Germany Schorndorf GmbH
Steinbeisstrasse 1-2

Schorndorf, 73614

['epmanud

To3u nexapcmeer npodykm e paspewien 3a ynompeba 8 ovpycasume wnenku na EHIT noo caeonume

UMeHa:
brarapus: PEAKTHH 10 mg Meku KancyJiu
Pymbuua: REACTIN, 10 mg, capsule moi

JlaTa Ha mOC/IeARO npepasriekaane Ha JucroBkara: 08/2023




