Reckitt Benckiser

0020 PL 00063/0698 PSUR Commitment RTQ 3

‘Do not give to a baby:

- who is allergic to any of the

! ingredients in this product (see section 6)
- who has kidney problems.

glycol in each 5 ml. If your child is less
ithan 5 years old, talk to your doctor or
'pharmacist before giving them this
‘mechcme, in particular if they use other

'6-12 months old: two 5mL spoonfuls
Give during or after a feed.

'Do not use more than 6 times in 24 hours.
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LEAFLET FACE
4- Possible side effects ' | 6= Further information | | Read the leaflet |
‘If your baby experiences any side effect SUCh‘ Woodward’s Gripe Water - Alcohol Free }m;ffunyf bﬁfl‘"e el
as allergic reaction, after using this product, ! \& Sugar Free is an oral solution containing | ::gregfe:tb wto ;
stop using it and seek medical advice. } wterpeneless dill seed oil 2.3mg/5mL, and | | - pelow 25°C. |
Reporting of side effects ! \sochum hydrogen carbonate 52. Smg/ SML | Use within 14 days of |
‘g you gethany side effects, tauf[f YOUT1 1 | s active ingredients and also maltitol | st opening the bottle.
doctor, p armacist or nurse 1S Includes , }liquid, glycerol, sodium salts of esters of ! : || | ALCOHOL FREE & SUGAR FREE :
\any possﬂole side effects not listed in this phydroxybenzoic acid (E215, E217and | | ! | 'Or ol Solution |
:legﬂet You can also report side effects E219), disodium edetate, propylene | ; Tupmlm il soud o |
c ‘dlrwggg g;(; ‘ufil}gglg;rcjrzcheme at: | glycol and purified water. | S e |
| [ ! ‘carhrmatc 52.5mg/5mL |
€ By reporting side effects, you can help | ‘Iﬁ/lAll-}llolder [}}ECIEtheanlser ok || o containg sodiam |
! | Healthcare (UK) Lt ! |
() ‘prov1de more 1nformat10n on the safety of | 103-105 Bath Road Pl ! | andE219. |
g ithis medicine. ! ‘Slou hSL13UH ! | ! ‘1:?:1 yh;essympmagz rel.i;f
NZ: You can also report side effects directly ' | | g " | MA Holder 1 Mindin fonts fom o
via https;//nzphve.otago.ac.nz/report/ Manufacturer : FAMAR A.V.E, 49th | ‘gee:ll(tlltxtc?reen(cll}llb(srLtd | nonth o oneyearold
5- How to store this medicine ' ‘Natmnal Road AthensLamia, Avlona ' | 103105 Bath Road || | keepouTor e
KEEPOUT OF THESIGHTAND | | /Aty 19011 Greece || SlouhSLLIUH | RDREN
REACH OF CHILDREN. o i AT
Store below 25°C. 1 ‘Reckltt Benckiser Healthcare (UK) 1 }PL 0u0ey/0e%s ol 150mLE
! ithi i i | ‘Llrmted Dansom Lane, Hull, ke _ Ll
[Use within 14 days after first opening. Reckitt Benckiser NZ, || LOT
Use before the expiry date shown on the ‘HU8 7DS United Kingdom | Auckland V| e !
fomoftheborte. | leleropdedams R S
‘ Page 8,9 Page 10,11 ‘ Page 12 Page 1
‘ 60.00 mm 60.00 mm ‘ 30.00 mm 33.00 mm
LEAFLET REVERSE
' Patient Information with your doctor before giving this .| Maximum Daily Dose: |
' Woodward’s Gripe Water - ‘med1c1ne May have a mild laxative effect. | | Sodium: 188.76 mg (8.21 mmol) |
' Alcohol Free & Sugar Free \CalOI‘lfIC value 2.3 kcal/g maltitol. ! wPropylene glycczl*for child aged !
' Terpeneless dill seed oil 2.3mg/5ml, ‘Th1s medicine contains hydroxybenzoate | 6 - 12 months ‘ 2400 mg |
' Sodium hydrogen carbonate 52.5mg/5mL 1 | derivatives (E215, E217 and E219) which | ‘Pfopylene glyggl for child aged !
'I- What is this medicine used for ' | 'may cause allergic reactions (possibly l ‘1 6 months 1200 mg
'This medicine is an antacid and \delayed) | Maltitol liquid: I14g
| ‘** (343 mg/kg/day based on weight of 7 kg
‘antlﬂatulent product. It is used to relieve ‘ThlS medicine contains 15.73 mg sodium | ‘for 2 6 month old)™** (300 mg/ke/da
‘grlpmg pain or waves of severe abdominal (main component of cooking/table salt) in | wbas ed on weioht of 4 ke fora 1 m. ontﬁ] old)
= ‘pain (infant colic) in babies, due to trapped each 5ml. This is equivalent to 0.8 % of | £ g
= iair in the tummy. It can be given to babies ithe recommended maximum daily dietary ‘3' How to use this medicine
o ifrom 1 to 12 months. lintake of sodium for an adult. 1 ‘Thls medicine is only for babies from 1 to
o 2- Before you use this medicine This medicine contains 200 mg propylene ! 12 monebs old. 3
o ‘ youu I ici | © PTOPY ! \1-6 months old: one 5mL spoonful

wImportant information about some of the
iingredients

'This product is sugar free but contains
imaltitol, which may affect blood sugar
llevels. Therefore if your baby has an
‘mherlted intolerance to some sugars, check

‘medicines that contain propylene glycol or
alcohol. If you suffer from a liver or kidney
disease, do not take this medicine unless
‘recommended by your doctor.

Your doctor may carry out extra checks
‘whlle you are taking this medicine.

'Allow two hours before administering
other medicinal products, where possible.
I[f symptoms persist, contact your doctor.
If you give your baby too much of this

'medicine, speak to a doctor or pharmacist
at once.
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1.3.2 Mock-up - Leaflet Clean
Woodward's Gripe Water - EU National 2.3mg Dill Oil 52.5mg Sodium h Bicarb - eCTD
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