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KPATKA XAPAKTEPUCTUKA HA IPOAYKTA

THProBcKO UME Ha NICKaPCTREHNSA NPORYKT

AT

: 3T
fital

PRI

ROBITUSSIN ® Junior 3.75 mg/ 5§ ml syrup s e e
POBWUTYCUH [bxyHuop 3.75 mg/ 5 mi cupon U e T

L

KonuyecTBeH M KEYECTBEH CHCTAR :
Dextromethorphan hydrebromide 3.75 mg/ 5 ml { -
flexapcieeHa hopma ‘
Cuporn 3a opaneH npuem
Krnpuuuny Gatibn

MokazaBus
3a KpaTKOTpakHO CUMITOMaTHYHO NiEYeHne ha cyxa, ApasHeiia Kallnyua npy geva.

JleKkapCTBEHUST APOAYKT € NPERopPBUNTENIEH CaMo 3a ReAUaTpRIHaTa NpaKivka.

[lo3upoEKa ¥ METOR Ha NpunoXeHne

Oeua 6-12 rogubn:: 20 ml x 3 - 4 bTK QHEBHO
Leua 2-6 ropuhm : 10 mi X 3 - 4 pbT BHEBHO
Deua 1-2 roauhHn : 5 mi yeTnpy NbTH JHEBHO

Po6uTycu [XyHMOp ce Tpuema npes ycTata ¢ NOMOITa Ha nyacTMacoBara Yallka 3a
OTMEpBaHe Ha OTAENHNTE AO3K, IPUIIOKEHA B ONAaKOBKaTa.

fiekapCTBERVAT NPOAYKT HE Ce NPenopbyBa Npy Aelia Ha Be3pacT fofj 1 roauua.

[a We ce npesvllasa npenopwyUTenHaTa gHesha pozal

Jia He ce npueMa noseve oT 7 AHN.

fpoTusonokasasmusa

/13BECTHA CEPBXUYBCTEMTENHOCT KbM HAKOS OT ChCTaRKMTE Ha NPOAYKTA.
Dextromethorphan He ce npernopbysa Npy NaUMEHTH G Auxartensa HEeAoCTaThYHOCT
WAM PUCK OT BE3HUKBEHE HA TaKkasa, Npu nauneHT ¢ acTma, 3abonaBaHna Ha yepHus
FApo6 UNn KAWNWLR, NPAPYXeHa oT 00UNHS CEKpeLmst Uik Xpaqkn.

Crenpanty NPOTUEONOKA3aHNA U CHEUMaNHK ApesynpeXaenns 3a ynoTtpeba

[a ce u#snonsea ¢ NOBUIIEHO BHAMEHUE TipK NaLNEHTH C HapyWeH! dyHKLAN Ha
yepHus Apob. .




4.5.

4.6.

4.7.

Tosu npoaykt cuabpxa 2.5 06.% eravon. Beaka fosa chabpia A0 0,4973 g anxoxon.
Mpencraenssa OMacHOCT 3a cTpapaumTe oT yepHogpobHY 3abonaBanus, ankoxonHa
GoNeCT, NUNENCHUs, MO3BYHN YBPEXAARNS UMM 3a00NABAHUS, KaKTo U 32 OpeMeHHY 1
paeua. Moxe ga npoMeHn nni sacunu AeHCTRMETO Ha ApYTK NekapeTea.

fiekapCTBEHUAT NPOAYKT ChabpKa copouTon. FpenopbyuientnTe FHEBHN AO3K BHACAT
B opranuama A0 5.8 g. Mopagu Tasu npusmia cuponesT HE Ce npenopbysa Ha Bonku ¢
HEMOHOCUMOCT KbM (DpyKTOsa; yrnotpebara My Moxe fAa J0BeAie A0 Bb3nanehue ha
cromaxa v suapus.

Pobutycun [xynuop cbabpxa Amaranth E123 (Amapant E 123), koiiTo Moxe Aa
RPWHIHN pEaKLMM, HaNoJoDBsABalM anepriyHie, BXR. acTMa.

FlexkapcTeeHy Khu opyri GOpmMKM Ha B3aUMOACHCTBHE

[la ce W3NON3Ba C MOBMIIGHO BHUMAHWE MNP NAUUEHTU, KOWTO Ce nexysar ¢ MAO-
WHXMBNTOPY, KAKTO M B PAMKVTE Ha 2 CeMULIY CIEH CAMpaHe Ha fEeuerneTo ¢ TAX.

ETaHomnbT, KOMTO ce chabpXa B Pobutycuk [DxyHUop Moxe Aa NpoMesy UK 3achnn
JAeRcTBUETO Ha ADYrK nexapcrea.

BpeMeRHOCT 1 KbpMeEHe

HesapucuMO OT FbATOrofMilHaTa lwmMpoka ynotpeba Ha Dextromethorphan ©Ges
onpefenesn OonMecTHW TNOCHERCTBYUs, fWUNCBAT KaTeTopuikn poKasatesicTea 3a
GesonacHocTia My npu yrotpeba no Bpeme Ha GpemenHoct. [llopagu ToB&
Dextromethorphan moxe Aa ce npunara npu GpemeHnn XKeHy camo cliel BHUMATENHA
npeleHka Ha CHOTHOIMEHUETO nonisa/ puck. ChABPKaHWETO Ha ETaHOT B rieKkapcTBeHNS
NPOAYKT NPSACTABsABA ONacHOCT 3a GpeMeHHuTe.

He e uapectho ganu Dextromethorphan nnu nerosute meTaBonnTie ce eKckpeTHpar B
MAfUMHOTO MASIKO, NOPaAN KOETO NEKapCTBeHUSIT MPOAYKT He Ce npenopbHsa riph
HEHY, KOUTO KbPMAT.

Edbekt BEPXY ¢HOCOGHOCTTA 23 Wohupake U pabora ¢ MalnHKu

Hsma pasin  Dextromethorphan hydrobromide fa noBsinsiBa criocobHoGTTa 38
wotnpaxe U paboTa ¢ MalnEN.

MauvenTuie, KOWTO wiocupat unu paboTaT C MalluHW, Tpsibea ga ObAAT yBefOMEHU
33 HANMUMETOo Ha aNKOXOJ B ChCTaBa Ha fieKapcTBeHus NPORYKT.

HexenaHnv RekapcTECHN peaxun

HexenanuTe NekapcTBeHn peakuMm ripu ynotpeda Ha Dextromethorphan ca pegkn n
HAR-YeCTO Ce U3pa3near B rafeHe ¥ racTpo-MHTECTURAaNHK HapyLuerns.




4.9,

fipenosupake (CMMNTOMY, CreHK MEPKR, SHTUAOTH)

pw npegosupaHe Morat Aa ce HabnlogasaT NPOMEHEH MeHTaleH craryc (oT
COMHONEHTHOCT [0 CBpbXBbabyfa), arakcus, HUCTarbM U CTOMAIMHO-MDEBHN
npofnemu.

[ia ce NPUIOXK CTOMALIHA NMPOMUBKa 1 00LL0 Ykpensatin MeponpusTUs.
GapMaKonoruyHN JaHHK

dapMaKkoBUHAMUYHIA CBOKCTEA

dapmakoTepanesTnyna rpyna: OnueBy ankanouau v NpousBoAH:
ATC kog: ROSD A 09

Dextromethorphan hydrobromide noTWcka kawbivMiaTa HOCPEACTEOM  LieHTpanHo
Bb3ReHCTEME BLPXY HeHThpa Ha KaufsHeTo B Mefynata. He nputexara aHanreTu4Hn
ceoiictea. [lposiBspa cnaba cefupailia aKTMBHOCT.

5.2. GapMakOKWHETA4HM CBOMCTEA
Po6utycuH [BxyHuop nRpeAcTaeiifBa TEYHOCT, KOATO coabpia Dextrornethorphan
hydrobromide 3.75 mg/ 5 ml.
Dextromethorphan  hydrobromide ce aGcopbupa B CTOMEIUHO-YpEBHUA TpaKT.
MetaBonuaupa ce B uepHus apoD # ce ekckpeTnpa C ypuHara nog dopmara Ha
senpomeneH Dextromethorphan n  Aemevnnnpaty MeTabonnT, BKIIIOYUTENHO
dextrophan, XOWTO UMa NSBECTHO MOTHCKAUO KaumUaTa peficTeIe.
[leiscTBUEeTO MY CE NposiBsBa L0 MOMOBUH YAC CEA opancH npUeM K NpoAbIKaEEa
oxono 6 yaca.

5.3. [ipepknuHuuyby AaHHy 3a 6ez0nacHocT
He ce npunarar.

6. GapManeBTHYHN [BaHHN

6.1. CRUcHK Ha HOMOLKMTE BEIEeCTBa M TEXHUTE KoNkuecTRa

mg/ 5 mi

Glycerol 155.0

Sodium carboxymethyi cellulose 316

Sadium benzoate 6.0

Disodium edetate 5.17

Lycasin 80/55 2420

Ethanol (96% v/v) 103.0

Citric acid anhydrous 15.6

Amaranth E123 0.132




Caramel E150 3.1

L.evomenthol 1.03
Cherry/ Grenadine flavour 3.0
Sorbitol solution {70%) 1454 .0
Sodium cyclamate (BPC 1968) 50.4
Acesulfame potassium salt 126
Purified water Qs

6.2. DUINKO-XHMUIHW HECTHBMECTUMOCTH

He ¢z nageCTHH

6.3. Cpok Ha rogHocy

4 roguHn

6.4. CneuuanHy ycrioBKs 3a CbXpaHenne

[la ce cbxpansea nog 25°C Ha cyxo MAcTo. [la ce saTeopn cnef ynotpeba.

Ia ce cuxpawsiBa Ha MACTO, HEAOCTLITHO 3a feua.

[la He ce UINOSI3EA CRefl U3TUUaHEe CPOKE Ha FORHOTT, oBosHaueH Ha ofakoBKaTa.
6.5. [LaHHn 32 onakoBKaia

CrekieHo wme ¢ kexnubaped UssAT, KOETO ce 3arsaps ¢ J-Tana oT nofMeTMnEH ¢ HUCKA
[TBTHOCT MNY KaNayka Ha BUHT C YIBTETHUTER OT NORMETUNEH C HUCKA NITBTHOCT.
50, 100 unn 200 mi

6.6. TipenopnKit npu ynorpedba

Bux 4.2. “[0svpoBKa N METOR Ha NpUnoXexne”

ARMMHVCTPATNEBHA YACT

7. WMe 1 apec Ha npuTexarens) Ha paspelleHneTo 3a ynoipeba

Whitehali, Division of Wyeth-Lederle Pharma GmbH
Storchengasse 1, A-1150 Wien

8. FPerucipauuonek Ne B perncrepa no 4si. 28 ot 3NAXM

8. [lata Ba nepBo paspeltagaHe 3a yroTpeGa Ha nexapcraenus: poRykr
(noptioEsiBaHe Ha paspeiteHmreTo)

10. [Para ua (wacTuuHa) akTyanusalis Ha TeKeTa
HOorw 2003




