KpaTka XapakTepucTHKa HA JJeKAPCTBEHHA NPOAYKT

iy o
i SR RE I Y P YRR S

o o, e re—

. —- .
T T L T T T, T

—_——— e — e . .

i T ————

KL vl RAPaREMBUHCTTIING M Aoy - Flpuroscimee 1 }

1. THproscko umMe J1eKApCTBEHUS HPOAYKT
Nlll'ﬂf@ll fﬂr Chi]drﬂ‘n Strawberry, loomglsml Kom PY k.\{:.b\!./‘}‘\\.gkog

HypodeH 3a aena c BKyc Ha arojga, 100mg/5ml
P ¢ Ky . g/ Odobpewro: '—?/07/’&(‘{7"7 ......
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2. KosusiecTBEeH H KA4Ye€CTBEH ChCTAB
H6yupoden 100 mg/5 ml (expuBanenTen Ha 2,0 % w/v)

3. JlexapcrBeHa opma
[loutu 64na nepopanHa cycneHcus, ¢ BKyC Ha SIroja.

4., KauHHYHHY JaHHU

4.1. lloxazauus

be3 Jekapeko nNpeanHcanmne

3a [MOHUXKABAHE Ha TEMIEpaTypa, BKMOUYMTETHO CJied UMYHHM3aUMU U 32
o0nexuyaBaHe Ha Jieka A0 yMepeHa 00JIKa Mpy Bb3NAJI€HUE HAa Mbp/I0, HUKHEHE Ha 3B0KH,
36000051, 00IKH B yIuTe, riiaBodonue, ¢1abu 60MKy U HaBIXBaHHA. 3a CHMIITOMATUYHO
JICUEHUE HA I0BEHWIeH PEBMATOWACH apTPUT NPy aeua Hax 12 roaudan. To3H neKkapCTBeH
IPOAYKT € NpEeAHa3HaYeH CaMo 3a KpaTKoTpaiiHa ynorpeba, ¢ M3KIIOYeHHE  Ha
NOKA3aHUETO KOBEHUIICH PEBMATOUACH APTPHT.

4.2. To34poBKA H HAYHH HA NPUJIOKEHHE 32 BL3PACTHH H 33 Jiena.
Mepurenda CHOPHHIOBKA ¢ [PUIOKEHa B ONAKOBKAaTa 33 YJECHEHHE npH
AO3UpaHeE.

IIpu 6oaka n TemnepaTtypa: JJuesnara no3a Ha Hypoden 3a neua e
20-30mg/kg/ Terno paznpeneneHa Ha OTASNHA J03H 110 CASAHUSA HAYMH:
Kupmadera ot 3 1o 6 Mecena: Ejna 5o3a or 2.5ml ce npueMa 3 neTH JHEBHO 3a
24 4yaca.

Knpmauera or 6 g0 12 mecena: Eana goza ot 2.5ml ce npuemMa 3 -~ 4 1EeTH
IIHEBHO 3a 24 yaca.

Hena Ha 1-3 roannu: Exxa no3a ot Sml ce npuema 3 mpTH JHEBHO 3a 24 yaca
Heua ra 4-6 roanun: 7.5 ml (Smi+2.5ml) gosa ce npuema 3 NbTH AHEBHO 3a 24
Jyaca

Hena va 7-9 roguun: [Ipe Sml no3u ce npuemar 3 0wy 3a 24 yaca

Jlena 10 —12 romnnn: Tpu 5 ml no3u ce npuemar 3 neTi 3a 24 yaca.

IIpn Jeyenye HA IOBEHHJIEH PEBMATOH/IEH APYPUT:

JlHesHata no3a € 30-40mg/kg/nHeBHO pasnpenencHa Ha TPU—HETHPH OTACIIHH
NO31.

3a nupexcus ciel UMyHH3aNMA: 103aTa € 2.5m], ako ¢ HeobXoauMo  [03aTa
MOXe Ja C¢ HOBTOpM ciej 6 yaca, HO He moBeye OT ABe no3u no 2.5ml 3a 24

yaca, e, .
AKO TEMAEpaTypaTa He C€ MOHWXKaBa, KOHCYJITAlUATA C JIEKap € 3aAb/DK|iensa, .
IIpHema ce nepopaiHo. i1 S

3a KpaTKOBpEeMEHHA ynotpeba Karo aHTHNUPETHK 10 3 JHU U KaTO aHAilre
5 JHM. :




4.3. IIpoTRBONOKA3aHHA

Texka chplieuHa HEJOCTATHLYHOCT.

CBpPBXUYBCTBUTETHOCT KBM HAKOS OT CHCTABKHUTE HA IEKAPCTBCHHUS MTPOAYKT.

ITauneHTH C JaHHH B aHAMHE34aTa 3a aCTMa, PUHHUT WJIH YPTUKAPUS, CBBP3aHH C
Tepanus ¢ alCTUNCATMLINIOBA KUCEINHA I APYTH HECTEPOUAHHU
NPOTHBOBB3NIANNTENTH JekapcTBeHH npoaykry (HCTIBC).

[Tpy NanMeHT ¢ HANMYUE WY JaHHHA B aHAMHE34aTa 3a NMenTUYHA sA3Ba.
TTanyenTH ¢ AaHHM 3a KBPBEHE OT CTOMAIIHO — UPEBHMS TPAKT WIH nepdopaius
Ha fA3Ba ciaed npueM Ha HCTIBC

Ensorpemenna ynorpeda ¢ apyru HCIIBC, sBkmountenno cnetguanu COX-2
MHXUOUTOPH.

[TauueHTH ¢ TexkKa YepHOApoOHA, 6BOPeUHa U ChpACUHA HEAOCTATHUHOCT 1
3a00JI9BaHUS, CBBP3aHHU C HAMAJICH UMYHUTET.

4.4. Cneuna/i npenynpexieHus 4 Mpeana3zHiu MEpPKH 1Py ynorpeda

ITo BpeMe Ha KpaTKOTPAHHOTO NeUYEHHE, aKO CUMIITOMMTE NMPOABIKAT NOBEYE OT
3 IHHU, KOHCYITAIMATA C JieKap € 3aAbJKUTeNHa.
Mla He ce NpeRHIiaBa MOCOYECHATa B YKa3aHHATa J034a.

Moxe pa Obae npoBokupaH OpOHXOCHA3BM MpU MMAKMEHTH C JaHHU 3a
OpoHXUaHa acTMa WK aleprudHy 3a00NaBaHUA.

Hexxenanu peakuuu Morar ja ObaaT MUHAMHU3MPAHU upe3 H3I0JI3BAHETO Ha
MHUHHUMYM €(eKTHBHA 1034 ¢ Bb3MOXXHO Hal-KpaTKa MpoAbIXKUTENHOCT.

TManyenTy Crpajalqd WIKM ¢ JaHHH B aHaMHe3ata 3a OpoHXManmHa acTma,
aNepruyHd KbM ALETHJICAIULMIOBA KHCEIIHHA, NPOBEXKAAIM PEJIOBHO JieYeHUE
Ha XpPOHUYHU 3ab0onABaHUA MU OpeMeHHU XKeHU ¢ HeoOxoauMo jJa ce
KOHCYITUPAT C ACKap npeau Ja npuemar HypogeH 3a neua.

H3uckea ce BHMMaHue TpPH MalyeHTU ¢ OBOpeqHHM, CHPJASYHHM U 4YepHOAPOOHU
yBpEXKAaHUs, ThI KaTo ObOpeHHaTa QYHKLUA MOKE Aa ObJe HAPYLIEHA.

Hypoden 3a geua He € moaxoiaml 3a OOMHU CbC CTOMAIIHA #3BA UM JAPYIU
CTOMAIIHHU 3200 1ABAHU.

BHyManpe ce M3HMCKBA IPH MALMEHTH, KOUTO NMPUEMAT CHIIBTCTBALLO JICUCHUE C
KOPTUKOCTEPOUAHM, aHToxoarynaHtH (warfarin) wumd  aHTH-TPOMOOTHYHHU
MPOAYKTH, KATO ALIETUJICANIMI[KNIOBA KHCeNnHa., Te MoraT Ja yBEenu4ar pucKa oT
FACTPOHHTECTHHAIHH YCIOXHEHHUA WM KbPBEHE OT CTOMALIHO-UPEBHUA TPAKT.
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ITaunenTy ¢ HacneNCTBEHA HEMOHOCHMOCT KbM (ppyKTo3a He TpsiOBa, & npmear .
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Heobxoa1uMo € oBULIIEHO BHUMaHHUE (00CHXAaHe ¢ ekap Win (papMaleBT)
npeAy 3all04BaHe Ha JIEYeHHUE NP NALUEHTH ¢ aHAMHE3a 38 XHACPTOHHA H/UIN
CHPACYHA HEROCTATHYHOCT, Thil KaTO UMa ChOOLIEHHA 3a 3aAPHXKA HA TEUHOCTH,
OBUIICHO apTEPUAIHO HANATAHE U OTOK, CBBp3aHn ¢ Neyenrero ¢ HCIIBC.
HexenaHure TekapCTBEHH peakiiii MoraT aa ObJar HamajeHHu, KaTo 3a
KOHTPOJUPAHE HA CUMIITOMHTE ce YITOTPEOsaBa Bb3MOXHO Hall-HHCKATA
e()eKTHBHA /1032 33 Bb3MOXKHO Hall-KpaThK CPOK OT BpEMe.,

CoupliedHO-ChAOBH Y MO3BYHO-CHI0BY €PEKTH

KinUHUUHU pOY4BaHHUA W EMUASMHONIOTHYHH JJAHHY 110Ka3BarT, 4e ynorpebdara Ha
ubynpogeH ocodbeHo BeR BUCOKH J03H (2 400 mg nHEBHO) M NpH
NPOABLIKUATETHO TIPUICKEHHE MOXKE J1a C€ CBBPKE € JIEKO TIOBULIEH PUCK OT
apTepHAIHN TPOMOOTHUYHH cHOuTHS (HAIPUMEP MHOKapAeH HHQPapKT WK
HHCYNT). ENUaeMH0I0THYHKTE POYYBAHHSA HE MOKA3BAaT, Y€ HUCKA J03a
ubynpodeH (Hanp. <= 1200 mg nHERHO) € ¢BBbp3aHa C YBEINYEH PHCK OT
MHOKapAeH UH(}ApPKT.

4.5. B3auMoaeiicTBHA ¢ JPYId JeKapcTBeHH NMPOAYKTH U APYrH GOopMHM Ha
B3aNMOAEHCTBHA

Moxke a ce 3acuiH eQeKTa Ha opajJHUTE AaHTUKOATryNaHTH, KaTo warfarin .
HCIIBC Morat na HaManaT eexra Ha aHTUXUNIEPTEH3UBHHUTE JICKAPCTBEHU
MPOAYKTH H JUYPETUIIUTE.,

EqHOBpEMEHHOTO MPUIIOKEHUE HA AUETHICATHIIUIOBA KUCEITHHA € ApYTH
HCIIBC moxe na nopejae A0 yBeaM4YaBaHe Ha HexenaHurte peakuuu. HypodeH 3a
Aella He TpsOpa Ja ce Mpuara 3aeHo ¢ aNSTHICAIMIUIIOBA KUCENHHA U APYTH
HCIIBC.

KoprtukocTeponau: Morar ga yeeuuaT pUcka OT HeXXEaHH
raCTPOHHTECTHHAIIHH PEeaKLHy.

JIuTril v MeToTpaxcaT: MMa A3HHM OT NOBUINABAHE TJIA3MEHNTE HUBA Ha JIWTUH
METOTPAKCAT.

4.6. bpeMeHHOCT U KEpMEHE
Masko BepoaTHO € Aella noA 12 roguuu Aa ca OpeMeHHHM WIH 12 KbPMT.
Jlocera He € OTKPHT TEpaTorcHeH e(EeKr NpM eKCNEPUMEHTU C XHBOTHU, HO
ynotpebara Ha Hypoder no speme Ha OpeMeHHOCT TpAOBa Ja ce u3bsarsa.

IIpu npunarane Ha Hypoden Moxe aa ce 3a0aBu HA4aNOTO Ha paXXAaHETO U JAa Ce
yABIDKY HEroBaTa NpoXb/IKUTEIHOCT,

JexapcTBeHua NpoAYKT He TpiaOBa Aa ce ynorpedsBa [pe3 NocacAHud TpHMECTRD
Ha 6pemMeHrocTTa. MOXKe Aa A0BeAe A0 NOATHUCKAHE HA MATOUHUTE KOHTPAKLHH,
npeXIeBPEMEHHO 3aTBapsaHe Ha ductus arteriosus M yBelIM4YaBaHE HAATGHETO B
Oenua qpod Ha HOBOPOASHOTO.
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HeONaronpuaTHO,  TaKa Y€ He ¢ HeoOXoAUMO Ja €€ NPEKBCBA KBPMEHETO
npy  KpaTKOTpaitHO JeueHue Ha cnaba 1o ymepeHa 00jka ¥ TeMnepaTypa, ako
CE CIIa3BarT [PENnopbYaHUTE J03H.

4.7. EdeKTH BBpPXY ¢nocoOHOCTTA 32 mojpHpaHe H padoTa ¢ MAIIHHH

To3u nexapcTBEH NPOAYKT € MpeHa3HAYeH 3a NPUIIOKEHHUE MpeAUMHO TIpH AcLA.
B cny4aii, ye ce mpueMa M OT BB3PACTHH, HE Ca YCTAaHOBEHH HEeONaronpHUsITHU
eeKTH BBEPXY cnocoOHOCTTa 3a odupare u pabora ¢ MallIMHU.

4.8. HexelaHH JJeKAPCTBEHU PeaKUUH

S.

I'acTpo-HHTECTHHAJZCH TPAKT — CTOMaLlHA 00JKa, rajicHe, gucnencus. Psaako
raCTpOMHTECTHHAIIHA A3Ba, Nepdopalysa UK FacCTPOUMHTECTUHAIIHO
KbPBCHE.

Kpbe: TpoMOOnMTONICH NS,

bu0Openn: nanuiapHU HEKPO3HM, KOUTO MOraT Aa JoBeaat Ao ObOpeyuHa
HEAOCTATBUYHOCT.

CBpPBXYYBCTBHTEIHOCT: PCAKIMH Ha CBPBXUYBCTBUTECIHOCT €a AOKJIAJBAHE IO
BpeMe Ha neueHue ¢ HCIIBC. Te Morar ga ce oTHacaT po:

(a) HeceMPUYHHA ANEPrHYHH PeaKLHK H aHa(UIaKCHA.

(0) nopueHA peaKTMBHOCT HA pecnUpPaTOpHHUA TPAKT, OTHACAN] C€ A0 aCTMa H
BJIOIIABAHETO i, GPOHXOCTIA3BM UJIM 330YX;

() pa3HOBHIHH KOXHU IIPOABH, BKIIOUMTEIHO OOpUBU OT pa3ljiMueH THI,
NPYPUTUC, YPTUKAPHS, NYPIIOpa, aHFHOEAEMa U MHOTO PAZIKO OYJIO3HH JAepMaTo3u

(BKIIIOUHTENHO  eNUASpMalHA  HEKponu3a, e€puTeMa  MyaTugopMe U
eKCO(OUATUBEH JEPMATHT).
JApyru: pAaKo depHOApoOHO  HapylicHHE, TI1aBo0OMHUE, CBETOBBLPTEXK,

HapYIIIEHHE Ha CayXa, H30CTpsiHe Ha KOJUT, aCeNTHYCH MEHUHTHT,

HMma cpo01LeHMs 32 OTOK, XMIIEPTOHUA U ChPACHHA HEIOCTATBYHOCT, CBBP3aHH C
ynotpebara Ha HCIIBC.

KauaugHy npoy4BaHus H eMUAEMHOIOTHYHH JaHHM TI0Ka3BaT, ue ynorpedara Ha
uOynpodeH 0cobeHO BBB BUCOKA J103a (2 400 mg HEeBHO) U NPU OPOABIKUATEIHO
MPUIIOXKEHUE MOXeE 13 ObJ1e CBLp3aHa C JIEKO MOBHUILIEH PUCK OT apTEPHAIHU

TPOMOOTHYHH CEOUTHUS (HanpuMep MHOKapAeH HHPAPKT UK UHCYAT) (BHK TOUKA

4.4).

4.9. IIpeno3upane

CuMnrToMuTe [IpU NpeAo3upaHe ca riapodosaue, rajieHe, NOBpPbLIAHE,
XUIIOTOHMA, PAIKO 3ary0a Ha Ch3HAHHUE.

OOHKHOBEHHO II0-BUCOKH JJO3H C€ MIOHACAT J00pe, KOrarto HaMa €JHOBPEMEHHO
NMpUeTH APYTH Jekapersa. Hama crneuudUIHO AedeHue ¢ aHTHAOTH.

JleyeHHeTOo ¢€ CLCTOM OT CTOMAIIHA IPOMUBKA U AKO € HEOXOUMO . e
KOPEKLMA HA CEPYMHUTE eNEKTPOIIUTH. | {;, -
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5.1. DapmakoaMHAMHYEH CBOWCTBA
dapmakoTtepanceTHuHa rpyna: HecTtepHoJHH NPOTHBOBB3NATHTEIHY H
AHTHPERMATUYHH NMPOAYKTH, AEPHUBATH Ha MMPOITMOHOBATA KUCENHMHA.

ATC xon: MO1AEOQ]

HbynpodgeH npuTekaBa aHAITeTHYEH, AHTUNMPETUYEH H IPOTHBOBBIIAIMTENIEH
edext. MOynpoden nHxubupa npocrarnaHgdHoOBaTa CUHTE3A.

AHaJIreTUYHOTO Y aHTUNEPUTUYHO JeicTBUe Ha UOynipodeH HacTrnBa 30
MUHYTH ClIC/ IPUEMAHETO MY.

5.2. ©GapMaKOKHHETHYHH CBOHCTBA
Ubynpoden ce pezopbupa 6-p30 oT opranuima. MeTtabonusupa ce B 4epHUA
Apo0 10 ABa HEAKTHBHU MeTaboIuTa M T€ 3aeHO ¢ HenpoMmeHeHus MoynpodeH
Ce EKCKpeTUpaT npe3 6s0penunTe KaTo KoHoratu. Exckpenyara € 6op3a M ITbJIHA.

MakcuMallHu CepyMHH KOHLIEHTpalMH ce Ha0moaaBart 45 MHHYTH ClleR ipHeM
Ha r1ajHo ¥ 1-2 4yaca, ako NpOAYKTET € TIPUET ¢ XpaHa. Bpemero 3a JocTUrate Ha
MaKCHMAaJIHM CEPYMHHU KOHUEHTPALMK MOXE A BapHpa B 3aBUCHMOCT OT
IpHETATa N034a.

EnMMHBalIMOHHHUAT NOMY-XHBOT € OKOJIO 2 yaca.

3.3. Hpeaxknndau4aHu aaHHu 3a 6Ge3onacHoCT
Hsava pombaHWTenHM JaHHU OCBEH TE3H ChABPIKAIMH C€ B KparTkara
XapeKTEpUCTHKA Ha NPOAYKTA.

6. PapManeBTHYIHN JAHHH

6.1. IloMouiH BeltecTBA
Citric acid, Polysorbate 80, Sodium citrate, Maltitol liquid, Sodium chloride,
Xanthan gum, Sodium saccharin, Strawberry flavour, Domiphen bromide,
Glycerol, Purified water

0.2. PM3MK0O- XMMHYHH HECHLBMECTHMOCTH
Hsama

6.3. Cpox na rognocT
100ml - 3 (Tpn) roanHu
6 Mecella ClIe] OTBapsiHe Ha OMaKkoBKara.

6.4. CneuManHH yCI0BHSA 32 ChXpaAHEHHE
Hsma

6.5. /lanHm 32 onmakoBKaTAa

Kexnmubapeno ousereHa 6yTHIKa OT NOJUETUIICH TepediTalaTOBO (PET) - 100ml, .

CBC 3alIUTEHA OT Aela 3allylnaika, ¢ 0OKaTKa OT MOJUETUIIEH € HUCKA TLTBTHOCT. -
PN
g
Ho3npaino yCTpOHCTBO: i
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6
Sml nepopanHa no3vpailla CNpUHLIOBKA, cHabJeHa C OpaHXeBO OyTalo oOT
noaueTuncH (PE) ¥ 6e3uBeTed uMIHHABP OT noavnpomiicH (PP).

OmnakoBKaTa, ChALPKAILM N03Upalld CIPHUHLIOBKA € CHaDACHA C MOJUETHIIEHOBA
(PE) Tana, nocraBeHa B repaoTo Ha OyTHJKATA.

6.6. Wncrpyxkuun 3a ynorpebda
MaxHere kanaykara (HaTHCHETe S HAJIONY M A 3aBBPTETE B MOCOKA Ha
YaCOBHUKOBATA CTPENKA).

UsnonsBaHe Ha S-MHIMIMTPOBATA CIIPUHLIOBKA, 34 YICCHEHHUE NIPU JIO3UpAHE,

1. IlocTaBere go3upainaTa CnpUHLIOBKA B I'BPAOTO Ha OyTHIIKATA.

2. Hobpe pasknatere Oyrunkara.

3. 3a pa HanBJIHUTE JIECHATA 3a AO3MpaHe CNPUHILIOBKA-00bpHETE GyTUIKATA
Harope ¥ BHUMATEJHO U3AbPIaiTe OyTaNOTO HAZA0Y, KATO H3TET/IUTE
CYCIIEHCHATA 0 HEOOXOAUMOTO KOTUYECTBO, OTOENA3aHO Ha CIIPHHIIOBKATA.

4. O6bpHeTe 6yTUIKAaTa OOpaTHO U MaxXHeTe AO3Upallara ClpUHIIOBKA.

Croxere Kpad Ha CIIPUHIIOBKATa B ycTaTa Ha Aereto. HarucHere 6yTanoto
HAJ0JTy, 32 A U3JICETE CYCIIeHCUATA.

Crnen ynorpeba 1nocraBeTe OTHOBO KanmaykaTa, M3MUHTE CHPUHIIOBKATA C TOIA
BOZA U S OCTaBeTe Ja H3ChXHe. ChXpaHaBaiiTe A Ha MACTO, HCAOCTHITHO 34 ACIIa.

e

7. HMe H agpec HA MPHTEKATEIS HA pa3pellieHHETO HA ynoTpeda
Reckitt Benckiser Healthcare International Litd.

103-105 Bath Road, Slough, Berkshire SL.1 3UH
BemikoOputanus

8. PerncrpaniuoHen HOMeP B peructhpa no 4128 3JIAXM: 20060193

9. laTa Ha NBpBO pa3peliaBaHe 32 ynorpeda uiaH NOJHOBABAHE HA Pa3PELICHHUETO

34 YHOTpeba Ha JIeKapCTBEHHA NPOAYKT
5 aBrycr 2004

10. laTta HA aKTyaIH3AlMA HA TEKCTA
mapt, 2007



