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Kparka xapakrepucriKa Ha JeKapCTBeHus HPoAYKT

1. THproBeKo HMe JeKAPCTBeHHs NPOTYKT
Nurofen for Children Orange, 100mg/5ml
Hypoden 3a Jena ¢ BKyc Ha noprokan, 100mg/Smi

2. KonpdecTBeH W KaUYeCTBEH CLCTARB

Ibuprofen 100 mg/ 5 ml (exuBanenten Ha 2,0 % w/v')

3. Jlexapcrrena gopma

TToyTy 6:ana nepopainHa CycneHcHs, ¢ BKYC Ha [OPTOKal.
4., KanHusHH JaHHH
4.1. Tloxazaaus

I'lo nexapcko OpennucaHye.

3a MOHWXABAHE Ha TeMilepaTypa, BKIIOYMTENHO CIieJ WMYHH3aIMH H 32
ofnexuaBaHe Ha jexa JO yMepeHa 6oNika IIpy Bh3NaneHue Ha Mbpio, HHUKHEHe Ha 350K4,
356060, 6oiKH B YIIHTE, IIaBobonue, ciaby GoAKM H HaBAXBaHHA. 3a CHMOTOMATHYHO
NeYeHHte Ha JIOBCHUIICH PEBMaTOHASH apTPUT Nipy Jena Hax 12 romunn. Tozu rexapeTBeH
NpOAyKT € DpeHHAasHayeH caMo 3a KpaTkorpaliHa ymoTpeba, ¢ M3KmIOYeHHME Ha

NOKA3aHHeTO FOBEHUICH PEBMAaTOHIEH apTPUT.
4.2, MozupoBKa H HAYHH HA NPHICKEHHE 32 BE3PACTHH M 32 Jena.
Mepurendga CHpPUHIIOBKA € NpHIOKEHa B ONAKOBKaTa 3a YJNECHEHME NPU

Jo3upane.

Tipu Gonxa u TemnepaTypa: JTnepHara no3a Ha Hypoder 3a nena e

20-30mg/kg/ Terso pasnpeneneHa Ha OTAEHHU JXO3H MO CIEMHAA HAYMH:

24 yaca.




Knpmauera ot 6 go 12 mecena: Exna posa ot 2.5ml ce npuema 3 — 4 OBTH
JIHEBHO 3a 24 waca

Jena ra 1-3 roguau: Exxa go3a oT 5ml ce mpueMa 3 IIHTH JHEBHO 32 24 yaca
Hena na 4-6 ropuna: 7.5 ml (Smi+2.5ml) no3a ce npuema 3 IBTH AHEBHO 3a 24
qaca

Teua na 7-9 rogunu: Jpe Sml josu ce npueMar 3 IBTH 32 24 yaca

Jlena 10 —12 rogmun: Tpu 5 mi go3w ce mpHemar 3 eTH 32 24 Jaca.

Hpu seyene HA HBERNUIEH PEBMATONACH APTPUT:

JuesHara go3a ¢ 30-40mg/kg/AHEBHO pasmpeseneHa Ha TPH—YETHPH OTACIHH
JIO3H.

3a nupexcHs el MMYHH3AIHA: 103aTa € 2.5ml, ako e HeoOXOAMMO A03aTa
MOXKe Za ce MOBTOpM cliefl 6 Jaca, HO HE MOBeYe OT ABE HO3H IO 2.5ml 3a 24
yaca.

Axo TeMmiepatypara He ce IOHHXaBa, KOHCYNTAIMATA C JICKap € 3a{BIUKHTCNHA.
ITpuema ce mepopanHo.

3a KpaTkoBpeMeHHa ynoTpea. KaTo aHTHIHAPETHK JI0 3 JHHA U KaTO aHANTEeTHK A0

5 xuu.

4.3. IlpoTnBONIOKA3AHYSA

CBp'BX‘IYBCTBI/ITCIIHOCT KBM HIKOS OT CHCTABKHUTE HA NCKAPCTBCHHA NPOAYKT.

TlanwenTR ¢ JAHHH B aHAMHE3ATa 33 acTMa, PUHHAT HIH yPTHKapHi, CBBR3aHu C
Tepalua ¢ auCTHICATHINIOBA KHCeANHa HIH JApYyTd HECTEPOHIHH

NPOTHBOREINANMTENTH NexapeTeenn npoxykry (HIIBC).
TMpu raupenTy ¢ HajAuyve HIM JaHHA B aHaMHe3aTa 3a NEITHIHA j3Ba.

TJanmrenTH ¢ AaxHHU 3a KBPBCHE OT CTOMAIIHO — YpEeBHKA TPAKT HITH nept}gopaum{

Ha s13Ba cney nprem wa HIIBC.

HHXUOHTOPH.




TlauenTu ¢ TeXKa qepHonpoﬁna, 6nOpeuHa H ChpASYHA HEeOCTATEHOCT 1

3a00J19BaHHA, CBBP3AHH ¢ HaMaleH UMYHHUTET,

4.4, Crrennaiiy npeAynpexIeHss B ApeanasHM MEPKH MpH ynorpeba
Ilo BpeMe Ha KPATKOTPAKHOTO JeueH|e, K0 CHMITOMHTE MIPONBIIKAT HOBSYS oT
3 J{HH, KOHCYJITALMATA C JAEKap € 3aB/KUTeNHa.

I{a He ¢ce INpeBunaBa [IOCOYEHAaTA B yKa3zaHuiaTa 1034.

Moxe na 6ble OPOBOKHpaH OpOHXOCMAashbM IIPM NAaUMEHTH C JAHHM 33

GpOHXMANAA ACTMA HITH aNePruHM 3a00/1ABaHMA.

Hexenaun peakiuy MOraT Ja OpAaT MEHHMU3HPAHH 4pe3  H3NON3BAHETO Ha

MHHAMYM eeKTHBHA K032 C BE3MOIKHO Hal-KpaTKa NpOXBIDKHTEIHOCT.

[MavipeHTH cTpajamy HIH C JaHHH B adaMiesara 3a OpoHXHanHa acTMa,
aNeprayHy K-M aleTANCANMIUIOBa KHCEIMHa, NPOBEKAAIH PELOBHO nedeHue
Ha XpoHuuHHM 3abonapanusd H OpeMeHHM IKEHH e HeoOxoouMo Ja ce

KOHCYIITHpAT ¢ JleKap Hpeny aa npuemar Hypoder 3a nea.

H3uckea ce BHHAMaHue NPH NanpeHTH ¢ 650pevnH, CbpACUHH H YepHOAPOOHH

yBpeXIanus, Thil kato GxOpeunara QyHKIMA MOXKE Ia Ople HapylIeHa.

Hypoen 3a meua He e NMoaxonsmy 32 GONHM CBC CTOMAIIHA A3B2 MIH NPT

cTOMAamHY 3a00ngBan.

BupMaHue ce M3HCKBa IpY HAUMEeHTH, KOUTO NpUeMaTr CENBTCTBALIO NEUCHHE ©
KOPTHKOCTEPOHIH, AHTOKOaryJlaHTH (warfarin) WM aHTH-TPOMOOTHYHM
NPOAYKTH, KaTo aleTHACANTNIMIoBA KHCENHHA. Te Morar Aa yBenHM4aT pHCKa OT

racTPOMHTCCTHHAIHH YCIIOXHEeHUS HAH KbpPBEHE OT CTOMAaIIHO-IPEBHMA TPAKT.

TO3H OPORYKT.




4.5. B3auMoneiicTBHSL ¢ APYTH JeKapCTBEHH NPOAYKTH H APYId dopmu Ha
B3aHMOEHCTBHA

Mooke Fa ce 3acuiM eeKTa Ha OpAIHUTE aHTHKOAryJIaHTH, KaTo warfarin .

HITBC MoOrar aa HamanaT ed)eKra Ha aHTHXMNEePTEH3UBHUTE NEKAPCTRCHA

NpOAYKTH B JUYPETULHTE,

EHOBPEMEHHOTO NIPHJIOEHUE Ha ANETHICANMIMIOR KUCeNUHA C APYTH HIIBC
MOXe @ JOBE/ie FO YBENHUaBaHe Ha HeXenaHuTe peakuuy. Hypoden 3a aeua e

TpsOBa Ja ce TIpWiara 3aeAHO ¢ AUCTHIICANKLAN0BA KHCENNHA 1 apyru HIIBC.

Kopruxoctepouau: Morar ia yBelIuyaT picKa 0T HeXENaHH

racTpPOMHTECTHHANHM PCAKIIUH.

JIuTuif ¥ METOTpaKcaT: MMa JaHHH OT MOBHINABAHE NAA3MCHHTC HHBA HA JINTHH

METOTpaKcar.

4.6. bpeMeHHOCT H KbpMeHe
MaJIko BEpOSTHO € icla oz 12 rogusy fia ca OpeMeHBM WK Ja KEpPMAT.
Jlocera He € OTKPMT TeparoreHeH edeKr NpH SKCTIEPHMEHTH C KHBOTHH, HO

ynorpebara Ha Hypoder o Bpeme Ha GpeMeHHOCT TpaGBa Aa ce u3bArea.

ITpu npunarare Ha Hypogen Moxe 1a ce 3a0aBy HAYANOTO Ha PAKIAHETO H A4 ce
VABAKA HEroBara MpOABDKHTENHOCT.

JlekapCTBEHMA NPOAYKT He TpAGBa Aa ce yNoTpeOABa NPes MOCHCAHMA TPUMECTED
Ha GpeMenBocTTa. MoXke Aa losese JO IOATHCKAHE HA MATOUHHUTE KOHTpaKiiy,
npexIeBpeMeHHO 3aTBapsHe Ha ductus arteriosus ¥ yBENAYaBaHe HANAranero B

Genns Apob HAa HOBOPOJASHOTO.

VoTaHOoBEHM ¢a MHOTO HMCKA KOHUEHTpalue Ha MOynpoden ¥ meraGonurute

My B xbpMmatra (0,0008%), 3a KOWTO HIMA

HeOnaronpHATHO, Taka ue HE € HeoOXoauM



mp¥  KpaTKoTpalHO JieYeHHe Ha cnaba o yMepeHa Ooaxa i TeMOeparypa, ako

ce CMa3Bar NpenopLIatHic JO3H.

4.7. EdexTH BbPXY ciocofHOCTTA 32 modupane H paborTa ¢ MANTHHM
To3u NeKapcTBEH TPOAYKT € NpejiHasHayeH 3a TPHIOKEHHE NpefuMHO NIpH Jeua.
B ciyuaii, ye ce mpuemMa ¥ OT BE3DACTHH, HE Ca YCTaHOBCHH HeOnaronpHaTHH

edexTH BEpXY CHOCOGHOCTTA 3a mogupaHe ¥ paboTa ¢ MamiHH.

4.8. HesxenaHy JexapcTBEeHE peakiluH

TacTpo-HHTECTHHAICH TPAKT — CTOMAIIHA GoJKa, rajene, aucnencus. Paiako
racTpOMHTECTHHAIHA 7383, Nepdopallyus Kkl FaCTPOMHTECTHHAIHO
KBpBeHe.

KpbB: TPOMOOLUTONCHUA,

BrOpenu: nanuiapHy HEKPO3H, KOUTO MOTAT fia HOBENAT A0 opbpeyna
HEJIOCTATHYHOCT.

CBpbXJYYBCTBHTENHOCT: PEAKIMH Ha CBPHXYyBCTBHTENHOCT ¢a AOKAALBAHE MO
BpeMe Ha JIieueHue C HITBC. Te Morar ja c& OTHacAT 40!

(2) necnenuuyHA ATeprH9HH PeaKI|My U aHa(MIAKCHA.

(6) mORMUIEHA PeAKTHBHOCT Ha PECTIMPATOPHMA TPAKT, OTHACAM CE A0 acTMa
BIOIIaBaHeTo i, OpOHXOCa3bM HAU 3aYX;

(¢) pasHOBMAHM KOXHH NPOsBH, BKIIOUHTETHO oOpHBH OT pa3finyeH THIL,
TIpYPUTHC, YPTHKAPHA, TYPIIOPa, RHTHOSIEMa 1 MHOTO PAIKO OyA03HH AepMaTO3H
(BKMIOUMTENHO  ©FMMAepManka  HeKponusa,  CpureMa mynrudopme M
excotoHaTHBEH JAEPMATHT).

Jipyru: pagko uepHOApoBHO  HapylieHue, rnapobonne, CBETOBBPIEK,
HapylleHKe Ha CIIyXa, H30CTPAHE Ha KOJNHT, aCCnTHICH MERUHIAT

4.9. Ilpeposupane
CHMITOMHTE NpY IPEAO3HPaHe ca rnasobonue, rafeHe, NOBPHIIAHE,
XHIIOTOHMS, PAAKO 3aryba Ha Ch3HAHUE.
OGUKHOBEHHO [10-BHCOKH J03H ce oHacaT A00pe, KOTaro HaMa eqHOBPEMEHHO
TIpHeTH YT Nekapcrsa. Hiama crienruyHo eyete ¢ auTHAOTH.
JleweHueTo o€ CHCTOM OT CTOMallHa IPOMHMBKA H aKo € He0X0JuMOo

KOpeKIiisa Ha CepyMHHTC CISKTPOJIHTH.




5.

DapMaKoAOrHIHH RAHHH

5.1. dapMaKogEHAMHIHH cBOHCTBA

bapMaxoTepanesTIyHa rpyna: HecTepHOAHY NPOTHBOBE3NATHTEIIHH U
AHTHpEeBMATHYHH NPOAYKTH, AEPHUBATH HA TIPOFHOHOBATA KMCEIMHA.

ATC xoa: MO1AEQL

Tbuprofen HpuTeXaBa aHANTETH CH, AHTHNHAPETHYEH H NIPOTHBOBB3HANATENCH

edext. Ibuprofen nexudupa TpOCTATHAHJUHOBATA CHHTE3A.

AHAITETHYHOTO ¥ AHTUICPUTHYHO AeliCTBIE Ha Tbuprofen nacrenea 30

MHHYTH CHEL ApHEMaHETO MY.

5.2. GapMaKOKHHETHIHH CBOHCTBA

Touprofen ce pesopGupa 6Bp30 OT OpraHu3Ma. MeraGonusupa ce B UepHus Ao
JO 83 HEaKTHBHU MeTaboIIuTa U Te 3aeQHO C HeIPOMEHCHHIA Tbuprofen ce

eKcKpeTHpaT npes OpOpenuTe KaTo KOHIOTATH. ExckpenusTa e 05p3a ¥ IbAHA.

MakcHMANHE CEPYMBM KOHLIEHTPAlKK C& Ha6nronaear 45 MEHYTH CHer, [IpHeM
Ha riagHo u 1-2 waca, ako NpoAyKTHT € IIPHET ¢ XpaHa. Bpemero 3a A0oCTUraHe HA
MAKCHMANHM CEPYMHE KOHUEHTPAIH MOXE Aa BapHpad B 3aBHCUMOCT OT
npHeTara io3a.

ENMMHBALOHHHAT TIOAY-KHBOT € OKOJO 2 vaca.

5.3, IlpeAxauHHYHH JAHHH 32 fesonacHoOCT

Hama [ONBLIHMTENHM JaHHM OCBEH Te3H CHABpHKAIlH ce B KpaTkaTta

XapeKTepHCTHKS Ha TIPOAYKTa.

6. @apmManeBTHYHH FAHIH

6.1. CrnuchK Ha NOMOIHHTE BelecTsa

Citric acid, Polysorbate 80, Sodium citrate, Maltitol liquid, Sodium chloride,
Xanthan gum, Sodinm saccharin, Orange flavour, Domiphen bromide,

Glycerol, Purified water




6.2.DOu3NK0- XHUMHYHE HECHBMECTHMOCTH

Hama

6.3. Cpok HA FOFHOCT
100m] — 3 {Tpu) roAUEH

6 Mecena ciel oTBapAHe HA OIIaKOBKAaTAa.

6.4. CrienyalnH ycJOBHA 32 ChXpalecHHe

Hama

6.5. JaHHH 33 ONAKOBKATA

Kexnubapeno ouperesa GyTHIKa OT JIONHETHICH tepedranaroso (PET) - 100ml,
CHC SAIIHTEHE OT AENa Sanymanka, ¢ 06KaTka OT NOJMETHNICH C HHCKA IIIETHOCT.

Hosupaimo yeTpoicTBO:

5ml mepopajiHa AO3UPAINa COPUHIOBKA, cHabpgena ¢ opamxeBo OyTano oT

nonuermieH (PE) 1 6e31iBeTed NUAXHABP 0T HONUIIPONIICH (PP).

OmnakoBKaTa, ChABDKAINK JO3Hpalna CIPHHIOBKE e cuabneHa ¢ MOMUeTHICHOBA

(PE) Tamna, HOCTaBeHa B I'EPNOTO Ha OyThiKata.

6.6. Hucrpyxnun 3a ynorpeba
Maxuere xanaykara (HaTHCHETe S HafoNy H 5 3aBbPTETE B [I0COKA Ha

YACOBHUKOBATA CTPENKA).

Vianon3Bage HA S-MUNUIATPOBATA CIPHHIIOBKA, 32 YIECHEHHE IIPY IO3HPAHE.

1. TlocTarere ZO3MpAINATA CUPKHLOBKA B THPJIOTO Ha OYTHIKATA.

2. Io6pe paswrarere OyTdakara.




3. 3a Ja HanbJHUTE JIECHATA 33 JO3UpaHe CHpUHIIOBKa-00BpHeTe OyTHKaTa
HArope ¥ BHUMATEJHO W3AEpIaliTe GyTANoTo HAROMY, KATO H3TETIHTE
CYCIIEHCHATA A0 HEOOXONHMOTO KOAHYECTBO, o1bena3aHo Ha CIPUHIIOBKATA.

4. O6npuere OyTunkara oGpaTHO ¥ MaXHETe AOSUpAIIaTa CIIpHHIOBKA.

5. Cnoxere kpas Ha CIIPHHLIOBKATa B yCTaTa Ha JETETO. HarucHere Oyranoto
HaZoNy, 3a Jia U3JiceTe CyCIIeHCHATA.

Cien yriotpeba NOCTaBeTe OTHOBO KaNauKaTa, H3MuiiTe CIPHHIOBKATE ¢ TOIIA

BOJIA H % OCTaBeTe /a M3chxue. ChXpaHaBaiTe A Ha MACTO, HEIOCTEITHO 34 JICNA.

7. ¥me u agpec HA NPHTEXKATES HA PaspelieHHETO HA ynorpeta
Boots Healthcare International
1 Thane Road West
Nottingham NG2 3AA
UK

8. PerucrpalMoHeH HOMEp B perncTspa no 428 3JIAXM - 20000158
9. JlaTa Ha HLPBO paspelaBave 3a yHOTpeOa MIH MOJHOBABAHE HA PA3PEIEHNETO
3a yROTpeDa Ha NeKAPCTYBEHHS NPOTYKT

Mapr 1988

10. Mata ya aKyyaan3ania Ha TEKCTa
Maprt 2006




