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JIMCTOBKA: HHOOPMAIIHS 3A IOTPEFUTEJIA o

ATAPAKC® 25 mg dpuamupann Tabaerkn
ATAPAKC® 2 mg/ml capon
XuApoKCH3UHOB XHApOoXhopuA (Hydroxyzine hydrochloride)

[IpoueTeTe BHUMATEARO NAJIATA JHCTOBKA NPeH A2 3aI04HETe 1a NPHEMATE TOBA JICKAPCTBO.

- 3ana3eTe Ta3 JHCTOBKa, Moxke Ja ce HaNOoXH Ja s MpOUYETETE OTHOBO.

- AXO FMAaTe HAKAKBH JOMBJIHUTENHH BBIIPOCH, MonuTaliTe Baluus nekap HiH QapMaliesT.

- Tosa nekapcTso e npeanncano NH4Ho Ha Bac. He ro npeorcrenBaiite Ha Apyrd xopa. To Moxe
114 ¥M HaBPEIH, HE3aBUCHMO OT TOBA, Ye¢ TEXHUTE CHMIITOMH Ca ChIIUTE KaKkTo BalluTe.

- AKO HAKOS OT HEXEJAHMTE JEKAPCTBEHH peaklUH CTAHE CEepHO3HA, MM 3a0¢eXHTe APYTH,
HEOMHCAHHK B Ta3H JIMCTOBKA HEXEJIAHH PeaKLHK, MOl yBeaoMeTe Balius nexap UM gapMaleBT.

B 1434 JAHCTOBKA

Kakso npencrasiapa ATAPAKC # 3a KaKBO e H310/3Ba
ITpenu na npuemate ATAPAKC

Kak na npuemate ATAPAKC

BB3MOXHH HEXKENAaHH peaKiliK

Kak na coxpansasate ATAPAKC

HompaHuTeHa HHpOPMaLHS

ARG B S

1. KAKBO NMPEJACTABJISIBA ATAPAKC 1 3A KAKBO CE H3IIOJI3BA

ATAPAKC € DNCHXONENTHK ¢ AHKCHOJMTUYHO AedcTBHe, NpOM3BOAHO Ha AubeHnIMeraHa. IlpH
nalMeHTH ¢ HapylieHHs B chHa ATAPAKC Boau a0 yBenuyaBaHe Ha oOLIOTO BpeMe HA ChHA,
HaMaJifaBaHe Ha oOOTO BpeMe Ha HOIIHATa OYAHOCT, KAKTO H MOHHXKABa MYCKY/IHOTO HAIPEeXKEHHE NpH
TpeBoxkHH manueHTH. ATAPAKC npenussukBa pasiiHpsBaHe Ha OpPOHXMTE, HMa AHTHEMETHYHO
neiicTBHe (NPOTHB NOBpPbBINAHE), KAaKTO WM o0nckyaBaHe Ha CBpOeXa MNpH pasiH4YHH CBHCTOAHHA

(YpTHKApH4A, €K3eMa, ICPMaTHTH ).

ATAPAKC ce n3n0o3382 33:

. CHMNTOMATHYHO NIEHEHHE Ha TPEBOXHOCT MPH BB3PacTHH,
. CHAMIITOMATHYHO J€UYeHHE Ha NPYPHTYC (ChpOex),

. NpeMEIUKALIHA B XUPYPTHATA.

2. ITPEJH A TIPUEMATE ATAPAKC

He npuemaiite ATAPAKC:
. Axo cTe aJeprHyHH (CBpPBXUYBCTBHTEIHH) KbM XMAPOKCH3MH HJIH KbM HAKOA OT OCTAHANHTE

cherask Ha ATAPAKC, kbM ULETHpH3HH, AWIHNEPa3HHOBH NPOH3BOAHH, aMHHOQHIHH HIH
eTHNCHAHAMHH.

Ako crpanate ot nopdupus (BHI oOMeHHO 3abonaBaHe).
B cnyuyaii, ue cre OpeMEHHA HIIH KBPMETE.




Ynorpeba Ha ApYru JeKApCTBa:

Monsa nrdopmupaiite Bamums nekap uiaH ¢apMaleBT, ak0 NIPHEMATe KIH HACKOPO CTE NMpHEMANH BPYTH
JICKapCTBa, BK/IOYMUTENHO ¥ TakHBa, oTNyckaHu Oe3 peuenta. ToH umie mpeueHd YMECTHO JIH € THXHATA
ynorpeba ¢ ATAPAKC.

Bue He TpabBa na ynorpedgBaTe ajkoxoNl HIH APYrd CEJAaTHBHH JI€KapCTBa MO BpEME Ha JICYCHHETO C
ATAPAKC, Thil kaTO HeroBuTe e€(peKTH MOXKE A C€ YCHJIAT,

BpeMeHHOCT H KbpMeHe:

[ToceBeTBaiite ce ¢ Bammsa nexkap wau gapMaleBT npeay ynorpedara Ha KOETO H /1a € JEKapCTBO.
ATAPAKC He tpabBa Aa ce H3n0a3Ba no BpeMe Ha OpeMeHHOCT.

He n3nonspaiite ARATAX no BpeMe Ha KbpMEHE HIIH KbPMEHETO TpAOBa Ja c€ NMPEYCTAHOBH NOKaTO CE
nposexaa neucHne ¢ ATAPAKC.

[o¢gupaue n pabora ¢ MALUNHH:
ATAPAKC moxe aa nosene a0 ceHnusoct. Jlokato npuemare ATAPAKC se modupalite, He paborere ¢
MALLIMHH H HE H3BBPILIBANTE HHKAKBR ASHHOCTH, KOMTO Ca ONACHH HWJIM H3UCKBAT BHHMAaHHE.

¥Ynorpeba npn aena:

ATAPAKC ce npunara npH zena B 034 4 NPOABMKUTEIHOCT NPEANHCaHY OT JEKYBAIIHS Jiekap. 3a Acua
e MOAXOAALI0 H3MOJ3BAHETO HAa CHpona, cHabaen ¢ jaosupopbyHa vamka (1 ml = 2 mg wm 1
JNO3UPOBBYHA Yallka OT 5 ml cpabpxka 10 mg XHAPOKCH3HHOB XHAPOXIOPHI).

Ynorpeba npx nanHeHTH B HANPEIHAIA BbIPACT:
[lpenoppuBa ce NALMEHTHTE B HampejHala BB3PaCT 3anoyBaHE Ha JIEYEHHETO ¢ MOJOBHHAaTa OT

OOHKHOBEHO NPEANUCBAHA 034, NOPARH YALDKEHOTO AeHCTBHE Ha JICKAPCTBOTO.

ATAPAKC TpsabBa na ce npunara ¢ BHHMaHHe Npd OALMEHTH C MOBHIIEH TNOTEHUMANEH PHCK OT
KOHBYJICHH M ChpIAEYHA apHTMHA HJIM JIEKyBaHH C apuTMOreHHu nekapcrsa. Jlozata Ha ATAPAKC
TpaGBa na Guae HaMalleHa W NPK MAUKWEHTH ¢ HapylieHa yepHoApoOna GyHKUMA MRy TakuBa ¢ yMepeHo
1o TexKo ObOpeyYHo yBpexaaHe.

Baxxna uHGoOpMAanHA 32 SOMOLIHHTE BelllecTBAa:
ATAPAKC Ttabnetku chabpkar jnakro3a. [lalMeHTHTE ¢ PEAKH HACIHEACTBEHH 3a00/MMBaHHA KaTo

rajlakTo3Ha HEeOHOCHMOCT, JlakTa3sHa HejocraTbyHocT Ha Lapp MId  rimoKo30-rajakTo3Ha
ManabcopOiusa, He TpAOBa Ja MpUeMart ToBa JIEKapCTBO.

ATAPAKC cupon ceaspxa Manku KonwdecTBa etaHon (anxoxon) 0,1 06.% u 3axaposa B KOJHYECTBO
75%.

KoHueHTpauuATa Ha eTaHon caen npunoxende Ha 100 ml chpon (exmuBanenteH Ha 200 mg
XHAPOKCH3HH) Aoctura Ao 100 mg, papxsaBaiio ce Ha 2 ml 6upa uau 1 ml BuHO. ETanona, BbB BHCOKH
JO3 HA NPOAYKTAa, MOXE Aa HaBpeOH HAa TALHEHTH ¢ 4epHOAPOOHH 3a00NABAHMA, ANKOXONHIBM,
eMHUJENCHA, HapaHABaHE HITH 3a00NABAHE HA MOZBKA KAKTO Ha JeLa H OPEeMEHHH XKEHH.

3axapolaTa HE © NOAXOASINA 3a JCucHHE HA NALMEHTH C BPOACHA (PYKTO3HA HEMOHOCHMOCLT, C
FOK030/ralaKkTo3eH ManaGcopOLUHOHeH CHHAPOM HIIH 3aXapo30-H3OMANTO3eH ACPHLIHT.

3. KAK JA TIPUEMATE ATAPAKC

Bunarn npuemaiite ATAPAKC TtouHo kakTo BH e xa3zan Bauras gekap.

Bu3pacTHn:




CHMNTOMATHYHO ICYEHHEE HA TPEBOXKHOCT

Oo6uualinata 103a ¢ 50 mg AHEBHO pa3ficjcHH Ha TPH npreMa ot 12,5 — 12,5 — 25 mg, 1.e cyTpuH H oben
N0 NOJNOBMH TAlNeTKa W Beyep npeau aarane 1 Tabnerka, xoeTo e paBHo Ha 6,25 ml - 6,25 mi - 12,5 ml
ATAPAKC 2 mg/m! capon. ITpr no-texckn ciyuas Moxce Ia ce npuaara 1o 300 mg anesHo (150 ml).
CHMOTOMATHYHO /Ie4eHHE HA NPYPHTYC (cbplex)

JleuenreTo 3anoyBa ¢ HavaiHa 1033 oT 25 mg (1 Tabnerka wnu 12,5 ml) npean cbH # aKo € HEOOXOAUMO
MOXE 2 ¢ NPOABLMKH ¢ Bo3u A0 23 mg (12,5 ml Y or 3 10 4 NBTH AHSBHO.

IIpeMenuKanas npejin XHPYPro4HE HHTEPBEREUHH

OO6uuaitnata xo3a e 50 xo 200 mg (1.€ 25 no 100 ml ) egHoKpaTHO HIIH pasfencHH Ha 2 npHeMa.
ATAPAKC obukHOBeHO ce npieMa 1 yac npean onepauuara HiH HOLITA NPEAH aHECTE3HATA.

MakcuManHaTa eqHHMYHA Z103a TIPH BB3pacTHH He TpsOBa Aa HaasWiuasa 200 mg (100 ml ot cHpona),
NOKATO AHCBHATA 7034 He TpaOea Aa e no-Bucoka ot 300 mg (150 ml).

Ll.ega .

CHMOTOMATHYHO Jle9EHHEE HA NIPYPHTYC

Heua ot 12 Mecena ac 6 roaunn: npunarar ce ot 1 mg/kg auesuo ao 2,5 mg/kg anesHo (0,5 mlikg xo
1,25 ml/kg ot chpona).

HNeua Han 6 ronuuu: npunarat ce ot 1 mg/kg auesno 1o 2 mg/kg auesHo (0,5 mi/kg no 1 ml/kg).

Tesn ao3u TpaAdBa Ja ce pasACNAT HA HAKOJIKO TIPHEMA.

IIpemMeanKanua Nped XHPYPrudHN HETEPBEHIIHH

npunarar ce EauHnuaa go3a or 1 mg/kg (0,5 ml/kg) 1 dac npeam xupypmqﬂam HHTepBEHLUHA W ]
mg/kg BeuepTa, pead aHECTE3HUATA,

IIpOAL/CKHTEIHOCT HA JIC1EHHETO:

Bue tps6sa na npuemate ATAPAKC TonkoBa npoxb/DkuTeNHo, konkoro BH e mockBerBal Baiuns
AeKap.

AKo cTe npHeJH nopetde ot HeoOxoaumaTa A03a ATAPAKC:

YBeaomere Balus nexap, ako cTe MpHeH MoBeye oT HeoOXoAHMAaTa 1034.

AKo cTe nponycHaJIH Aa npuemere ATAPAKC:
He B3emaiite apoiina A03a, 3a Aa KOMMEHcupare nponycHartara. [Ipoasmkere aa npaemate ATAPAKC

kaxTo B e xazan Bauiws nexap.

AKO MMaTeé HSKAKBM AONBIHHTENHH BBIPOCH, CBBpP3aHM C ynoTpedaTa Ha TOBAa JIEKapCTBO, MOJIA
nonutalite Bauiua sekap v gapMalicBT.

4. BB3MOXHH HEXEJJAHHU PEAKIIHHA

Kakxto Bcuukd nexkapctBa ATAPAKC Moxe aa npeiu3BRAKa HEXKENAHU PeaKLHH, BBIIPEKH Y€ HE BCEKH TH
noJjy4asa.

MHOIo 4YecTH HexeIaHH peakina (Cpewar ¢e npu nosede oT 1 oT peeku 10 nanuenra)
- Hapyuenust Ha HepBHATa CHCTEMA: ChHJIHBOCT

YecTu HexeaHu peaxuna (cpewar ce npu 1 ot Bceku 100 1o 1 ot Becekn 10 nanueHTa)
- HapylueHus B XpaHOCMHJIAHETO: CYXOTA B YCTaTa

» OO611H HapylueHua: yMopa

* HapyuieHus Ha HMYHHaTa CHCTEMA: CBPhXYYBCTBHTCITHOCT
. Hapylrenns Ha HEpBHaTa cHcTeMa: rnaBoboiue, yCnoKosBaHe




Heuecrn Hexenann peaxknun (cpeuiar ce npe 1 ot scexu 1 000 o 1 ot Beeku 100 nanuenta)
HapylueHus Ha HepBHATA CHCTEMA: 3aMasHOCT, Oe3chbHHe, TpeMOop (Tpenepene)
IIcHXHYHH HAPYILICHHA: TPEBOKHOCT, OOBPKBaHE

HapyieHHns B XxpaHOCMHJIAHETO: FaAcHe
O6iuH HapyLIeHU: HEPA3NOIOKEHHE, [TOBHILEHUE Ha TEMIIEpATYpaTa

Penxa Hexenaun peakunn (cpemar ce npu 1 ot Beeku 10 000 g0 1 or Beexu 1 000 mayuenTa)

o CppIeyHH HApYIISHUA: TaXHKapAMA (YUECTEH Nyc)

. HapylieHHs Ha OUMTE: CMYIUEHHS B akoMojanuaTa (npHcrnocobABaHe Ha 3PEHHETO), 3aMBIJIEHO
BHKJAHE

HapyuieHHs B XpaHOCMHJIAHETO: 3aMeK, MOBPbIIAHE

HM3cnenpaHus: NpOMEHH BB YEPHOAPOOHHTE PYHKIHOHATHH TECTOBE

HapyiieHHs Ha HEPBHATA CHCTEMA: FbPUOBE, AHCKMHE3HA (HapyLIeHa ABHIaTe/IHa AaKTHBHOCT)
[IcuXHYHH HapYHICHHA: AC30PHCHTALHSA, XaMOLHHALHH

Hapyuienua 6n0penute: 3agppkate Ha ypUHa

HapyuieHns Ha xoxara: cbpbex, 00pUB, NOBHILIEHO U3NOTABAHE, YPTHKAPHA, JE€PMATHT
CBb/A0BH HapyLLCHHA: XUIIOTOHNA

Muoro peakH peakmuy (cpeiar ce no-pagko o1 1 or seekn 1 000 naumenTa)

- Hapyliennsa Ha MMYHHATa CHCTEMA: aHA(DHNAKTUYEH LIOK

o JuxaTenHd HapyLIEHUA: OPOHXOCTIAZbM

o HapyuwieHHS Ha KOXKaTa: aHMHOHEBPOTHYEH OTOK, MOBHILEHO H3NOTABaHE, (PHKCHpaH JIEKapCTBEH
0oOpHB

AKO HSKOH OT HEXKCJIAHHTE JIeKapCTBEHH peakilHH CTAHE CEepHO3HA MM aKo 3a0eneckHMTE HAKAKBH
HEXeNlaHH Peakildy, KOHTO He ¢a ONHCAHH B Ta3d JINCTOBKA, MOJS YyBeloMeTe Bammd Jekap WIH

(dapMallesT.

5. KAKJA ChXPAHSABATE ATAPAKC

CoxpansaBaiiTe Ha MACTO, HEAOCTBITHO 32 AcLA.

Ia ce cpxpaHsaBa npH TeMnepatypa noj 25°C B OpMrHHaJIHATa ONAaKOBKa.

ITa ce cbXpaHsaBa BBB BHHIIIHATA KapTOHEHA ONAKOBKA, NOPAAH YYBCTBHTCIHOCT KbM CBCTIKHATA
Ha aKTHBHOTO BeliecTBO HAa ATAPAKC.

He msnomnssaliTe nexapcTBOTO ciej H3THYaHE CPOKa HAa FOAHOCT OTOC/NA3aH BbpXy ONAKOBKaTa Cliei
“Tonen no:"”
Cpoka Ha rOAHOCT QTTOBapA Ha NOCAeAHHS A€H OT NOCOMEHHA MECELL,

6.  JONMBJIHHUTEIHA HHO®OPMAILMS

Kakso ceabpika ATAPAKC
L AKTHBHOTO BELLECTBO € XUAPOKCH3HHOB XHAPOXJIOPH]

- Hpyrute ChCTaBKH ca:
ATAPAKC 25 mg duaMupanu TabneTky




Hopo: naxtoza MOHOXMApAT, MHKpOKpHCTalHa LEyJio3a, MATHE3HEB CTeapar, CHIHMIHCB AHOKCHL,
KOJIOHJIeH O0€3BOJIEH.

Duamoeo noxpumue: THTaHOB AHOKCHI (E 171), XuApOKCHNPONUIMETHILICTYN03a, NOJHSTHACHIHKO
400 u npeyHCcTEHA BOAA.

ATAPAKC 2 mg/mi cupon

EraHon, 3axapo3a, HaTpHeB O€H30aT, IEBOMEHTOJI, BKYC Ha JICIUHHK, NIPeYHCTCHa BOAA.

Kak marniexaa ATAPAKC H KakBo ChABDKA ONAKOBKATA

ATAPAKC 25 mg dunmupann tabnetku ca 6enu, npoabiarosard, GHIMHpaHH TabneTkd ¢ AcAHTENHa
yepra. Kapronenure kytud covaspkar 25 dunmnupann tabnetkn. ATAPAKC 25 mg dunmupann
TabiieTkH ce onakosar B TepMHiHH PVC/anymunuesn 6nuctepd. Beska pHIMHpaHa TabneTka Chabpika
25 mg XUAPOKCH3INHOB XHAPOXIOPHU,

ATAPAKC 2 mg/ml cupon ¢ Ouctbp, Oe3upereH pa3TBop. BeiAka xapToHeHa KyTHA CbAbPKA €HA
Gyrunka ¢ 200 ml nepopanex pasteop. ATAPAKC 2 mg/ml cupon ce onaxkosa B KahfBH CTHKJICHH
OYTHNKM ¢ NIacTMACcOBa, 3allliTéHa OT Jela Kanayka Ha BHHT C BBRTPCLICH MOJIHETHNICHOB NPBCTCH.
Beexn 1 ml chanpika 2 mg XHAPOKCH3UHOB XHAPOXJIOPHA,

[IpATexkaTe) HA pa3pelUcHHETO 3a YNOTpeba H HPOH3BOZHTE
IMpurexaren Ha paspemieHueTo 3a ynorpeGa: UCB Pharma SA, Allee de la Recherche 60, B-1070
Bruxelles, benrus.

[Ipon3BOAUTENH:

ATAPAKC 25 mg duamupauu tabnerku: UCB Pharma SA, Chemin du Foriest, B- 1420 Braine-1"
Alleud, benrus.

ATAPAKC 2 mg/ml cupon: NextPharma SAS, Route de Meulan 17, 78520 Limay, ®paHius.

3a AOMBAHHTENHA HWH$OpMalliA OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJA CBBpPXeTe c€ C JIOKaJHHA
NpEeACTABHTEN HA [IPHTEKATENA Ha paspelleHHeTo 3a ynoTpeba:
1O CH BH T»propcko npeacTaBuTeNcTBo, Ten.: (02) 962 99 20
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