FARMACLAIR Herouville Drawing pour production d'artwork - Drawing for artwork production
Standard - Standard : 157x157 ‘ Variante -Variant: RS ‘ Drawing - Drawing: 100

Dimensions - Dimensions : 157x157mm ‘ Type de composant - Component type: Notice - Leaflet

Edition| Date Modifications Opérateur
Ed.1 05/07/10 Création du document Virginie LESOURD
. )] - -
. efenf - -

Recto

INFORMATIONS TECHNIQUES - TECHNICAL INFORMATION

*Please see your child’s doctor if symptoms do not improve, get worsen or new symptoms occur because
these could be signs of  serious condition. Prolonged use except under medical supervision may be harmul.
* Keep this and all medication out of sight and reach of children.
*Do not exceed the stated dose.
. Taking other medications
~ Theliver toxic effects of Paracetamol may be increased by the use of alcohol.

Empreinte de découpe - Cutter guide

~ The speed of absorption of paracetamol may be increased by metoclopramide or domperidone and
absorption reduced by cholestyramine.

The anticoagulant effect of warfarin and other coumarins may be enhanced by prolonged regular daily use of

paracetamol with increased risk of bleeding; occasional doses have no significant effect.

D. Pregnancy and lactation

This product is intended for use in children.

Zone de texte -Text area

:
iPanadol Baby and Infant (Suspension)
(Analgesic/Antipyre

iDescription

"Each 5 ml of Panadol Baby & Infant Suspension contains:

1120 mg Paracetamol (Ph. Eur)

1Other Ingredients: Malic acid, Xanthan gum, Hydrogenated glucose syrup (Maltitol syrup),
70% Sorbitol liquid Crystallising, Sorbitol, Anhydrous Citric acid, (Echyl-methyl- propyl -

Pregnancy

A large amount of data on pregnant women indicate neither malformative, nor feto/neonatal toxicity. Epidemiologi-
cal studies on neurodevelopment in children exposed to paracetamol in utero show

inconclusive results. If clinically needed, paracetamol can be used during pregnancy however it should be used at the
lowest effective dose for the shortest possible time and at the lowest possible frequency.

Lactation

item CODE | Code article - Item code

Paracetamol is excreted in breast milk. However, the level of paracetamol present is not considered to be

harmful. Available published data do not contraindicate breastfeeding.

E. Effects on ability to drive and use machines

None.

Possible Adverse Events:

There have been rare reports of blood dyscrasias including thrombocytopenia and agranulocytosis, but these

were not necessarily causally related to paracetamol.

Stop this product and consult your child’s doctor immediately if

- You notice allergic reactions such as skin rash or itching, sometimes with breathing problems or swelling of
the lips, tongue, throat or face.

Your child experienced angioedema, Steven Johnson Syndrome or Toxic Epidermal Necrolysis.

You notice skin rash or peeling or mouth ulcers.

Your child previously experienced breathing problems or bronchospasm with acetylsalicylic acid or non-ste-

ihydroxybenzoate) (E219, E215, £217), Hexacol carmoisine supra (E122) (Azorubine), Strawberry Flavour
1(L10055) and purified water.

\What is Panadol Baby & Infant and what is it used for?

1Panadol Baby & Infant is an analgesic and antipyretic.

\- For the relief of pains of teething, toothache and sore throats.

1~ For reducing fever often associated with colds and flu’, childhood infections and vaccination.
Panadol Baby & Infant has a strawberry flavour specially formulated to be pleasant tasting

1and easy to administer to infants and children.

iPanadol Baby & Infant suspension is Alcohol-free and Sugar ~free.

{A measuring device is enclosed in the pack.

{How to give Panadol Baby & Infant to your child?

1For oral administration only.

Pharmacode : sens de lecture, longueur maximum (20mm)
et hauteur (10mm), point de départ a gauche - Pharmacode :
reading direction, maximum lengh (20mm) and height (10 mm),
starting point on the left

\ltis important to shake the bottle for at least 10 seconds before use.

1If your baby was born prematurely and is less than 3 months old consult your doctor prior to use.
\The lowest dose necessary to achieve efficacy should be used for the shortest duration of treatment.
1Children aged 3 months and above:

A dose of 10-15 melkg to be repeated (please see the table below).

i~ Do not give to your child more than 60 mg /kg presented in divided doses throughout 24 hours.
i~ Do not give to your child more frequently than every 4 hours.

roidal anti-inflammatory and experiences a similar reaction with this product.
~Your child experienced unexplained bruising or bleeding,

~Your child experienced liver dysfunction related symptoms or signs.

These reactions are very rare

Overdose:

Paracetamol overdose may cause liver failure which can lead to liver transplant or death. Acute pancreatitis has

[ ] Spot (2x10mm) - Spot (2x10mm)

been observed, usually with hepatic dysfuncion and liver toxicity.
There is a sk of poisoning with paracetamol particularly in elderly subjects, young children, patients with
liver disease, cases of chronic alcoholism and in patients with chronic malnutrition. Overdosing may be fatal

i~ Do not give to your child more than four doses in any 24-hour period

i~ Do not give to your child for longer than 3 days without asking a doctor

Echelle - Scale 100 %

\Children aged 2 to 3 months:

\A single dose of 10 - 15 mg/ kg for symptomatic relief of reaction due to vaccination.
'Medical advice should be sought if fever persists after a second dose.

\For other indications, give only under medical advice.

1Do not give more than 2 doses.

iChildren aged below 2 months:

+Not recommended for children under 2 months
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in these cases. :
Symptoms generally appear within the first 24 hours and may comprise: nausea, vomiting, anorexia, pallor, and !
abdominal pain, or patients may be asymptomatic. .
Overdose of paracetamol in a single administration in adults or in children can cause liver cell necrosis likely 1
toinduce complete and irreversible necrosis, resulting in hepatocellular insufficiency, metabolic acidosis and !
encephalopathy which may lead to coma and death. Simultaneously, increased levels of hepatic transaminases |
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(AST, ALT), lactate dehydrogenase and bilirubin are observed together with increased prothrombin levels that

Weight (kg) Age Age Dose Vol (ml) * may appear 12 to 48 hours after administration.

N 73 month 3 Liver damage is likely in adults who have taken more than the recommended amounts of paracetamol. It is
| considered that excess quantities of toxic metabolite (usually adequately detoxified by glutathione when

67 3-4 months 35 normal doses of paracetamol are ingested), become irreversibly bound to lver tissue.
| 7-8 4-6 months 4 Some patients may be at increased risk of liver damage from paracetamol toxicity. Risk Factors include: If the
| d $-8 months 2 e on ong-term trestment with carb henobarbitone, phenyt idone,rif

* " Is on long-term treatment with carbamazepine, phenobarbitone, phenytoin, primidone, rifampicin,
! 9-10 8-12 months 55 St John's ort or other drugs that nduce [ver anzymes prenyeein. p ’
| 10-12 12 years 6 « Regularly consumes ethanol in excess of recommended amounts
p 214 23 years 73 «lslikely to be glutathione depleted e.g. eating disorders, cystic fibrosis, HIV infection, starvation, cachexia.
| N Eywe— a5 Emergency Procedu
Y & immediate transfer to hospital.

X 16-18 4-5 years 10 Blood sampling to determine initial paracetamol plasma concentration. In the case of a single acute overdose,

paracetamol plasma concentration should be measured 4 hours post ingestion.
Administration of activated charcoal should be considered if >150mg/kg paracetamol has been taken within
| hour.

The antidote N-acetylcysteine, should be administered as soon as possible in accordance with National
treatment guidelines

+* Dose may be chosen based on weight or age, use weight if you know it, otherwise use age.
\Before you Panadol Baby & Infant to your child

\Contains paracetamol. Do not give with any other pa
‘other products containing paracetamol may lead to an overdose.

Paracetamol overdose may cause liver failure which can lead to liver transplan or death. Cases of hepatic

products. The jtant use with

dysfunction/failure have been reported in patients with depleted glutathione levels, such as those who are Symptomatic treatment should be implemented.
Iseverely malnourished, anorexic, have a low body mass index or are chronic heavy users of alcohol. How to store Panadol Baby & Infant Suspension?

1Underlying liver disease increases the risk of paracetamol-related liver damage. Patients who have been diagnosed Store below 25° C. Store in original carton. Protect from light and heat.
'with liver or kidney impairment must seek medical advice before taking this medication. Do not use this medicine after the expiry date which is stated on the carton, inner label of the bottle.
‘a. Do not give Panadol Baby & Infant to your child if : The expiry date refers to the last day of that month.
iPanadol Baby & infant is contraindicated in children with known or previous history of hypersensitivity to The product comes in 100ml pack
\paracetamol or any other ingredient in the product.
1b. Take Special care with Panadol Baby & Infant Medical advice should be sought before giving Panadol Baby & THISIS A MEDICINE
‘Infant to your child if:
i~ Your child has liver or kidney problems (Because Paracetamol is metabolised in the liver and excreted by
the kidney in urine). The hazard of overdose is greater in those with non-cirrhotic alcoholic liver disease.
'~ Your child has hereditary problems of fructose intolerance must not take Panadol Baby & Infant as this
product contains Malticol & Sorbitol liquid (666.5 mg per 5 ml suspension).
— This product contains Hexacol Carmoisine Supra (E122) and ethyl-, methyl-, propyl-hydroxybenzoates
)

3 -
(E219, E215, E217) which may cause allergic reactions (possibly delayed). KEEP MEDICINE OUT OF KEACH OF CLILDREN

~ Medicine is a product which affects your health, and its consumption contrary to instructions is
dangerous for you.

~ Follow strictly the doctor’s prescription, the method of use and the instructions of the pharmacist
who sold the medicine.

The doctor and pharmacist are experts in the use of medicines, its benefics and risks.

Do not by yourself interrupt the period of treatment prescribed for you.
Do not repeat the same prescription without consulting your doctor.

Check with your child’s doctor if:
— Your child is in a glutathione depleted state such as sepsis or your child has a severe infection as the use of

:

:

'

: Council of Arab Health Ministers. Union of Arab Pharmacists

| Paracetamol may increase the risk of metabolic acidosis. Trade marks are owned by or licensed to the GSK group of companies
'

'

'

Signs of metabolic acidosis include: Manufactured by: Farmaclair, Herouville- France for GlaxoSmithKline Consumer Healthcare (Ireland) Limited,
" Deep, rapid, difficult breathing Ireland

- Feeling sick (nausea), being sick (vomiting) Updated based on GDS-V7 and SmPC dated December 2019

 Loss of appetie Date of Revision: August 2020

~ Contact your child’s doctor immediately if your child gets a combination of these symptoms.

- N
V3 @homps Artwork Information Panel

04 - MAR - 2021 R Ao v
|:| Non Production IZI Production

Total Number of Colours including Varnish & Foils: 1

SGS No: CHAMPS No:
I:I 6288724 0000003097

Manufacturing Site: Site Component No:
Farmaclair NPA003160

Approving Market: Site Change Control No:
NA

Product Market Trade Name: |Component Type:
1 Black PANADOL BABY+INFANT Leaflet

Technical Drawing No: Material Spec No:
157x157-RS-100 Ed 1.pdf NA
Print Process: Pharma Code No:

Offset - Lithography
Barcode No: Bar Width Reduction:

7. 8. 9. 10. 11. 12.
Total Special Finishes: 0

Formulation Code: Body Text Size: 4.5pt

NA Leading: 4.5pt

Micro Text: Horizontal Scale: 85%

N Smallest Text Size: 4.5pt

Studio Location: Coimbatore, IN

AIP_CHAMPS_2019_Version 1

Page 1 of 2




FARMACLAIR Herouville

Drawing pour production d'artwork - Drawing for artwork production

Standard - Standard : 157x157 ‘ Variante -Variant: RS ‘ Drawing - Drawing: 100
Dimensions - Dimensions : 157x157mm ‘ Type de composant - Component type: Notice - Leaflet
Edition| Date Modifications Opérateur
Ed.1 05/07/10 Création du document Virginie LESOURD
. )] - -
. fefn - -

Verso

XXX :SI 434 30D VINYVHd

Wyl Sl A5V o oy
LJERYI iy e Ge s 3y oW1 gen g el Vs Lainl
SR ey

I 0 s _gr. J,A\;,_qu 2.4\:1 g

RSN ,u\,‘,,\uuuw,v})u,ngu,wwu sl Bl ssbiad g o8
L 555 (4 ) ol o) e ol i3 S

gl S ol il pand ¥

el il 8 J gk Jull 13l Sy Analh e 5 1 Jls gl Sl (s pedl JALYI (5l paanll el e

oS S8 e s T s o Ak B i ol ) 91 ) Bl e a1 251

dsla

s Al 5 piall ) Y 1 g sl gl ) (5 shna pind Y el a1 (] (b gl

e gl Ulanial ol (3 Al delin )

Y plasdul g BN e 5L e c R 6

R

-ng»umt,;u»

55 peally VLS 38 (5 308 S0 bl 5505 Slaiall 405 Wl b Ly cpll il el (30505 SV o $3Y1 5

Jyu..\,uum.ﬁ‘

s T8 llils e ) il 13 Jlasiad e i

ol g AN a5 of ) 8 IS Bl g Sl 5T (galal) bl S Ao Jud 252 S Ay —
llil s 4a ) Gl

25 & pn pe ) Jolad) 51 yally Zaleial Ul (30 5 58 e e

'

'

'

'

'

'

'

'

'

'

'

'

'

'

'

'

'

;

. mw,m\w'
' ) am el jlall JlaY1 5 ) S amall
1Ll i A 513l e sl 055 S e Sl B3 ¢ g a0y )
' Y 3 gl el 2Ty e gnlly gl ol y ¢l y (Gl et 8y Aol Y Syl D Adle al 2 el
H ol sl e sl
ogdall G e JalS A5 ) Bl 38 2 GAT a0 g JkY) ) ol 5 83 s de e J saliaed Jull J 55 qannsiy 8
'

'

'

'

'

'

'

'

'

'

'

'

'

'

'

'

'

'

'

'

2l (ot m ) ol Y ¥l

Gl h ol i b 3l il Y 5o 3 31 ELadl JSlie ) mbeally 2SI LA s 4k gl s
I a8 S Fienn 530 g (s sl 5 (S G g 28 A ((ASTe ALT) 2S01 cael 35 cly sna 325
el 4 e el £A VY s el B
o a1 ia el cn s ) e a5 0 Gl (530 S S o il 0
e Rk e s 05 e (o805 a1 O (pn S S L sl 15 L ile) Al llindl (e 55030 oSl
2ol e IS 2 Al e a5 (sl )
sl S 1) 1L L sl el e el palid Sl e s 80 il el A o ST g sall ans 05 8
FEFIP PRIVLENS I PPSOVW I DRI RPN I PRWE DI RIECN TP N EC P
S Gy 3 ind A A g1 el e f il
Lt oo sall sl e 20300 a8y Alitia 5 oy J ) s
o3 555 3 6 oS el 5 i)l 2l G G 5585l iy sl o il
il g il g o5l deladl als
5l Sl )
PO ey
DS gy 5380 Baa) g e U5 i L 35U 8 J aliand Ul ) 38500 e e 38
Lol JL.._,AH.,;\_{J,).,“L‘JM@V,»AL.‘_\JLJ\
ity Al O3 gobisnd 1 (e ailS/aaLe 1200 (a1 505 i Ll pdll U5 b i) e
il A Slall g gl olsall G ,s“_a,ﬁ)_\@_,u_gu._uvw_,u,;uﬁ:\_‘

c«du d‘-‘hﬁl Jﬁ‘-"\-' Ou3AT

B0l e pall e asmy adiial ALY 8 gl 8 Lk Htada g YO (n JET 8 a Ba iy
Tla il e s A a5l e 558 aSall 530 oLl ang o140 o355 Y
uwgﬁlyﬂ\_xﬂ_,‘,,ﬁv@a.ﬂum

U S e il 1

g

bl il s 38 ladatl] ylia JC8 AL | clina e 04l e el

bl Gl el Q) S S By sl Gimy o

¥l b o s LS Jlaally il o)

bl Lo om0 8 5 Y
a5 ] (33 0n Bk ) i S5 Y

Ul J e e Tasms 2 5231 Jaia)
ol Alall Sl el Rl el e

S O g IS 2 e paad) dmt e 5 A8 shaa 2l LSl

el L — o ¢ lSla i 108 (e gl

3 5 gamall) Tl (S Cilin o g0 S (9IS Crpases oDl

2019 Jpess g gl paibad adles SGDS-V7 Gl (o Syoatll 3
2020 (o 2500 Gaal e

53k Jis el Vo (I T S ot e
(= o4 — des
l5ia olaa (L1 0055 ) 251 ) Gewsasdl (E122) (1
«-\uw 1 g ey QB gy

BTN

s
Iy JabS elae ) 3131 33 bl Laean 38 51 il 15 Ak iy
o2l Jes 3 SKEFBEw b el 5
S G iy Jal e 5 s Y gy QS sl

delu Yt m«....,._.\z),uh,‘m,&_ w,swc.a)x\,u_u

AelaYE A e w)ﬁwcé,x\,uuhm )
sl 8Ll (5 oL Y e 3 B g i a3 J 50

(Rana 8 ) ¢-—=Ju Jumu i
(2 adl aila | Runa)]

= ) e el o Gnen o s s
50 JS JISLSa (E219, E215, E217),

Lo s e 3 gl (g it
E!\EMNJ iy b o’ i)

el € e il 55

(o) el (HIS) ol 0155 ]

Ad -0
[ A3
[ A
o A
5o Vs
B o
V.o S Ty

Ao g £F

Y. [EPx]

ol gl gl e pa S 1Y 035l @) el S 5

JAN e SVl i 5 318501 )
Sl gl i ) sla A0 6 g (e

Jasess e
N

peial (st o8 il yal e an _J,.L.hbuuguwisn_.n_.}ha,,dma,,.\anm\ ot
gY,JHAAJJ\_IJAM\ st Al 5 g8 el

il G n sV 5l salind w..u«.,,uu\_,,.w,.._pm DL gl JalaSl J iy elac) a1

hfA‘;v,Juwu,_uum;uﬁ\vgu_ulU‘_u_\@; Jsmall
08 sl g3 15 21 3 Lo g el e Y ), IS 20 iy 3 oy Ll i (JS

(5 a2 e ke il il 5 s

oo s i) 13 oY g iy JlaS Jpolis akans ¥ 3580 5l Jaa pand 28155 JShke (ga ilag Sllila IS 13—

gl G a0 08 18,2 (il G0l L0 |
s S s oua—di s ¢ e ¢ —dil e 5 (E122) 1t Opa S S oS o g sing giall 134
\—s\“—m—-iﬁJ\ (EZ\? EZIS EZ|7)

AE

s (e 330 3 el ) plasid (58 s gl a5 0850 mﬁ»_.y\_\_,.‘e\a_mwgf

b goa s JUila3 ity ellils ellac) 5 Y | I

gl JulaSU iy Jlasiad e il A

(A Bk
155 o 03 0 bl

Ly

T alaalls ALYl
el palall cladle
N\@MM\JMUE)JM\

INFORMATIONS TECHNIQUES - TECHNICAL INFORMATION

Empreinte de découpe - Cutter guide

Zone de texte -Text area

item CODE | Code article - Item code

Pharmacode : sens de lecture, longueur maximum (20mm)
et hauteur (10mm), point de départ a gauche - Pharmacode :
reading direction, maximum lengh (20mm) and height (10 mm),
starting point on the left

Spot (2x10mm) - Spot (2x10mm)

Echelle - Scale 100 %

V3

04 - MAR - 2021

Total Number of Colours including Varnish & Foils:

e ewo00RE
(( champs Artwork Information Panel
|:| Non Production IZI Production |:| i?:s;‘;; ﬁ;*oﬁﬁ"oiigm
Manufacturing Site: Site Component No:
Farmaclair NPA003160

Approving Market:

NA

Site Change Control No:

PANADOL BABY+INFANT

Product Market Trade Name: |Component Type:

Leaflet

Technical Drawing No:

Material Spec No:

157x157-RS-100 Ed 1.pdf NA

Print Process:
Offset - Lithography

7. 8. 9.
Total Special Finishes: 0

Pharma Code No:

Barcode No:

Bar Width Reduction:

Formulation Code:

Body Text Size: 4.5pt

Studio Location: Coimbatore, IN

AIP_CHAMPS_2019_Version 1

NA Leading: 4.5pt
Micro Text: Horizontal Scale: 85%
N Smallest Text Size: 4.5pt

age 2 of 2




