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Artwork Information Panel 62000000094204
Package leaflet: Information for the user GSK
(AIP)
Manufacturing Site Number: Augmentln ES
62000000094204 642.9 mg/5 ml powder for oral suspension
Manufacturing Site(s): (Amoxicillin trihydrate + Potassium clavulanate)
GSK_MAYENNE_FRANCE Read all of this leaflet carefully before you start giving this medicine to your child as it contains important information for you.
Product Market Trade Name: - Keep this leaflet. You may need to read it again.
AUGMENTIN - If you have any further questions, ask your doctor or pharmacist.
- - This medicine is usually prescribed for a baby or child. You mustn’t give it to others. The medicine may harm them even if they show the
Approving Market(s): same signs of illness as your child.
MARKET GROUP-Gulf and Near East - If your child gets any side effects, including possible side effects not listed in this leaflet, talk to your doctor or pharmacist. See section 4.
Print Process: What is in this leaflet .
N/A ' I 1. What Augmentin is and what it is used for
2. What you need to know before using Augmentin
Colour Standard Reference: 3. How to use Augmentin
N/A 4. Possible side effects
- - 5. How to store Augmentin
Technical Drawmg (Do NOT include version number): 6. Contents of the pack and other information
NBO250_157_TC_RITA 1. What Augmentin is and what it is used for
Material SPec. (po NOT include version number): Augmentin is an antibiotic and acts by killing bacteria that cause in‘fecti_or_ls, It“contains two different medicines called amoxicillin and
N/A clavulanic acid. Amoxicillin belongs to a group of medicines called "penicillins” that can sometimes be prevented from acting (become
- inactive). The other active component (clavulanic acid) prevents this from happening.
Material Type: N/A Augmentin is used in babies and children to treat the following infections:

N/A - Infections of the middle ear

- Infections of the lungs

2. What you need to know before using Augmentin

— Do not give Augmentin to your child:

- if he/she is allergic to amoxicillin, clavulanic acid, penicillin or any of the other ingredients of this medicine (listed in section 6).

- ifhe/she has ever had a severe allergic reaction to any other antibiotic. This may include a skin rash or swelling of the face or throat.

- if he/she has ever had liver problems or jaundice (yellowish skin) when taking an antibiotic.

— Do not give your child Augmentin if any of the above conditions apply to your child. If you are not sure, talk to your doctor or
pharmacist before giving Augmentin.

Warnings and precautions

Talk to your doctor or pharmacist before giving Augmentin to your child if he/she:

- has glandular fever

- is receiving treatment for liver or kidney problems

- does not maintain a regular urinary flow.

If you are not sure if any of the above applies to your child, talk to your doctor or pharmacist before giving Augmentin.
Total Special Finishes: 0 In'some cases, your doctor may investigate the type of bacteria that is causing your child’s infection. Depending on the results, your child
may be given a different strength of Augmentin or a different medicine.

Conditions you need to look out for
Augmentin may worsen some existing conditions or cause serious side effects. These include allergic reactions, seizures and inflammation
of the large intestine. You must look out for certain symptoms while your child is taking Augmentin to reduce the risk of any problems. See
"Conditions you need to look out for include” in Section 4.
B T ize: Blood and urine tests . ) )

ody Text Size If your child is going to have blood tests (for red blood cell counts or liver function tests) or urine tests (for glucose), tell your doctor or nurse
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8.0pt that your child is taking Augmentin, since this medicine may affect the results of these types of tests.
Smallest Text Size: Other Medicines and Augmentin
8.0pt Tell your doctor or pharmacist if your child is taking, has recently taken, or might take other medicines.
— If your child is taking allopurinol (used to treat gout) with Augmentin, he/she is more likely to have an allergic skin reaction.
Leading: If your child is taking probenecid (used to treat gout), your doctor may decide to adjust the dose of Augmentin.
8.0pt If medicines that help stop blood clots (such as warfarin) are taken with Augmentin, additional blood tests may be necessary.
Horizontal Scale: Augmentin may affect how methotrexate (a medicine used to treat cancer or rheumatic diseases) works.
90% Augmentin may affect how mycophenolate mofetil (a medicine used to prevent the rejection of transplanted organs) works.
- Pregnancy and breast-feeding
Microtext: If the patient taking this medicine is pregnant or breast-feeding, please tell your doctor or pharmacist.
N Ask your doctor or pharmacist for advice before taking any medicine.
Additional Info (1): Important information about some Augmentin components
ona o) - Augmentin contains aspartame (E951) which is a source of phenylalanine. This may be harmful if your child has phenylketonuria (PKU), a
N/A rare genetic disorder in which phenylalanine builds up because the body cannot remove it properly.
Additional Info (2): - Augmentin contains maltodextrin (glucose). If your doctor has told you that your child has an intolerance to some sugars, contact your
N/A doctor before giving this medicine to your child.
— 3. How to use Augmentin
Additional Info (3): Use this medicine exactly as directed by your doctor. Talk to your doctor or pharmacist if you are not sure.
N/A 1 Adults and children weighing 40 kg or over
AIP_Production_V_INDD - 01_2023 - Version 4 - This suspension is not usually recommended for adults and children weighing 40 kg or over. Ask your doctor or pharmacist for advice.

Children weighing less than 40 kg
All doses are calculated taking into account the body weight of the child in kilograms.
- Your doctor will advise you on how much Augmentin you should give to your baby or child.
- A'measuring spoon may be provided. You should use it to give the correct dose to your baby or child.
- Usual dose - 90 mg/6.4 mg (Amoxicillin trihydrate/Potassium clavulanate) per kilogram of the body weight per day, given in two
divided doses.
Augmentin is not recommended for children aged less than 3 months.
Patients with kidney or liver problems
- Ifyour child has kidney problems the dose may need to be reduced. Your doctor may choose a different strength or a different medicine.
I M P 0 RTA N T - If your child has liver problems your child may need more frequent blood tests to check how her/his liver is working.
How to use Augmentin
GSK LOC is responsible to ) é:z"eaﬁt?]h:ﬁevgfu before each dose
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Artwork Information Panel - Separate doses evenly throughout the day at least 4 hours apart. Do not administer 2 doses in one hour. 62000000094204
(AIP) - Do not administer Augmentin to your child for more than 2 weeks. If your child still feels sick, you should consult your doctor again.
If you give more Augmentin than you should
i i . If you give too much Augmentin to your child, signs may include stomach irritation (feeling sick, vomiting or diarrhea) or seizures. Talk to your
Manufacturing Site Number:
62000000094204 doctor as soon as possible. Take the medicine bottle to show it to the doctor.
- - If you forget to give Augmentin
Manufacturing Site(s): If you forget to give your child a dose of Augmentin, give it as soon as you remember. Then do not give the next dose too early but wait about
GSK_MAYENNE_FRANCE 4 hours before giving the next dose. Do not give a double dose to make up for a forgotten dose.
. If your child stops taking Augmentin
Zﬁogﬁgm?ﬁket Trade Name: Continue to give your child Augmentin until the end of the treatment, even if he/she feels better. Your child needs all the prescribed doses to
fight the infection. If some bacteria survive, they may cause an infection again (relapse).
Approving Market(s): I you have any further questions on the use of this medicine, ask your doctor or pharmacist.
MARKET GROUP-Gulf and Near East 4. Possible side effects , , , )
- - Like all medicines, this medicine can cause side effects, although not everybody gets them. The side effects described below may occur with
Print Process: this medicine.
N/A Conditions you need to look out for include
Colour Standard Reference: Allergic reactions:
N/A o skinrash - " . .
e inflammation of blood vessels (Vasculitis) which may be visible as red or purple raised spots on the skin but can affect other parts of the
Technical Drawing (Do NOT include version number): b(]dy

NBO250_157_TC_RITA

Material Spec. (Do NOT include version number):
N/A :

Material Type:
N/A

o fever, joint pain, swollen glands in the neck, armpit or groin

o swelling, sometimes of the face or throat (angioedema), causing difficulty in breathing

e fainting.

chest pain in the context of allergic reactions that can be a symptom of allergy-induced myocardial infraction (Kounis syndrome)

— Contact a doctor immediately if your child has any of these symptoms. Stop giving your child Augmentin.

N/A Inflammation of the large intestine

Inflammation of the large intestine, causing watery diarrhea usually with blood and mucus, stomach pain and/or fever.

Drug-induced enterocolitis syndrome (DIES)

DIES has been mostly reported in children treated with amoxicillin/clavulanate. It is a certain type of allergic reaction whose main symptom is
repetitive vomiting (1-4 hours after drug administration). Other symptoms may include abdominal pain, lethargy, diarrhea and low blood pressure.
Acute inflammation of the pancreas (acute pancreatitis)

If you have severe, persistent pain around your stomach, it could be a sign of acute pancreatitis.

— Contact your doctor as soon as possible for advice if your child has any of these symptoms.

Very Common side effects

May affect more than 1 in 10 people

e diarrhea (in adults).

Common side effects

May affect up to 1in 10 people

e thrush (candida - an infection caused by a fungus in the vagina, mouth or skin folds)

o feeling sick (nausea) especially with high doses
Total Special Finishes: 0 — if it occurs, give Augmentin with a meal
! o vomiting

e diarrhea (in children).
Uncommon Side Effects

May affect up to 1in 100 people
© skin rash, itching
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: e hives (itchy skin rash
Body Text Size: . indige(sti0r¥ )
8.0pt e dizziness
Smallest Text Size: e headache )
8.0pt Uncommon side effects that may show up in blood tests:

- e Increase of some substances (enzymes) produced by the liver.
Leading: Rare side effects
8.0pt May affect up to 1in 1,000 people
: K e skin rash that may blister, and looks like small targets (central dark spots surrounded by a paler area with a dark ring around the edge -
gg‘;lzontal Scale: erythema multiforme)
0 — If you notice any of these symptoms contact a doctor urgently.
Microtext: Rare side effects that may show up in blood tests:
N e decrease in the number of blood cells involved in blood clotting
. o decrease in the number of white blood cells.
Additional Info (1): Frequency not known
N/A Frequency cannot be estimated from available data.
o R o allergic reactions (see above)
ﬁ;l:ltlonal Info (2): e inflammation of the large intestine (see above)
e inflammation of the protective membrane surrounding the brain (aseptic meningitis)
Additional Info (3): e severe skin reactions:
N/A — awidespread skin rash with blisters and peeling skin, particularly around the mouth, nose, eyes and genitals (Stevens-Johnson
AIP_Production.V_INDD - 012023 - Version 4 - gggg&%z;, and another more severe form that causes extensive skin peeling (more than 30% of the body surface - toxic epidermal

— widespread red skin rash with small pus-containing blisters (bullous exfoliative dermatitis)
— red and scaly rash with bumps under the skin and blisters (exanthematous pustulosis)
— flu-like symptoms with rash, fever, swollen glands and abnormal blood test results (including increased white blood cells
(eosinaphilia) and liver enzymes (Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS)).
o red rash often seen on both sides of the buttocks, upper inner thighs, armpits, neck (symmetrical drug-related intertriginous and flexural
exanthema (SDRIFE))
— Contact a doctor immediately if your child has any of these symptoms.

e rash with blisters arranged in a circle with a central crust or like a string of pearls (linear IgA disease)
I M P 0 RTA N T e inflammation of the liver (hepatitis)
e jaundice, caused by increased bilirubin (a substance produced in the liver) in the blood, which may cause yellowing of your child’s skin
. . and the whites of the eyes
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Artwork Information Panel * increased blood clotting time 6200000094204
(AIP) o hyperactivity
e convulsions (in people taking high doses of Augmentin or with kidney problems)
Manufacturing Site Number: e black tongue with hairy appearance
o stained teeth (in children), which usually removed by brushing.
62000000094204 c A : :
- - Rare side effects that may show up in blood or urine tests:
Manufacturing Site(s): e sharp decrease in the number of white blood cells
GSK_MAYENNE_FRANCE .

low number of red blood cells (haemolytic anaemia)
e crystals in the urine, which can lead to acute kidney damage.

Product Market Trade Name:

AUGMENTIN Reporting of side effects
If your child gets any side effects, talk to your doctor or pharmacist. This includes any possible side effects not listed in this leaflet. By
Approving Market(s): reporting side effects, you can help provide more information on the safety of this medicine.
MARKET GROUP-Gulf and Near East To report Product Complaint/s or Adverse Event/s associated with the use of GSK product/s, please contact us via: gulf.safety@gsk.com.
- - 5. How to store Augmentin
Print Process: Keep this medicine out of the sight and reach of children.
N/A Powder for oral suspension:
Colour Standard Reference: Store in the original package, in order to protect from moisture.
N/A Do not store above 30 °C.
Do not use Augmentin after the expiry date (EXP) which is stated on the carton. The expiry date refers to the last day of that month.
Technical Drawing (Do NOT include version number): L|gu|d Suspension:
NBO250_157_TC_RITA Store in a refrigerator (2-8 °C). Do not freeze.
Material SPeC. o NOT incfude verei oo Atter reconstitution, the suspension must be used within 10 days.
y PEC. (Do NOTinclude version number): Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to throw away medicines that you no longer
N/A use. These measures will help to protect the environment.
Material Type: 6. Contents of the pack and other information

N/A What Augmentin ES contains

— The active substances are amoxicillin and clavulanic acid. Each ml of suspension contains amoxicillin trihydrate equivalent to 120 mg
amoxicillin and potassium clavulanate equivalent to 8.58 mg clavulanic acid.
— The other ingredients are aspartame (E951), xanthan gum, colloidal hydrated silicon, colloidal anhydrous silica, sodium
carboxymethylcellulose, artificial strawberry cream flavour and water.
— See also Important information about some Augmentin components in section 2.
What Augmentin looks like and contents of the pack
Augmentin ES 642.9 mg/5 ml suspension is an off-white powder supplied in a clear glass bottle. After reconstitution, the bottle contains
100 ml of white to tan liquid mixture called a suspension.
Manufacturer
Glaxo Wellcome Production*, Mayenne, France
*Member of GSK group of companies.
This leaflet was last revised in 07/2024
Trade marks are owned by or licensed to the GSK group of companies.

© 2023 GSK group of companies or its licensor.
Total Special Finishes: 0 Advice/medical education
Antibiotics are used to treat infections caused by bacteria. They have no effect against infections caused by viruses.
Sometimes an infection caused by bacteria does not respond to treatment with an antibiotic. One of the most common reasons for this is

that the bacteria that caused the infection is resistant to the antibiotic being taken. This means that bacteria can survive and even multiply

N/A

Total Colours & Varnishes: 1

200 mm Measuring Bar

despite the antibiotic.
Bacteria can become resistant to antibiotics for many reasons. Using antibiotics carefully can help reduce the chances of bacteria
Body Text Size: becoming resistant to them.
8.0pt When your doctor prescribes an antibiotic treatment it is intended to treat only your current iliness. Paying attention to the following advice

will help prevent the emergence of resistant bacteria that could stop the antibiotic working.

Smallest Text Size: 1. Itis very important that you take the antibiotic at the right dose, at the right time and for the right number of days. Read the

Artwork copyright is the property of the GSK Group of Companies. All suppliers providing a service to GSK for printed components of any description must ensure that they have a licence for all fonts / software used in conjunction with GSK
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8.0pt instructions on the label, and if you do not understand anything, ask your doctor or pharmacist to explain.
Leading: 2. You should not take antibiotics unless they are specifically prescribed for you and you should only use them to treat the infection for
8.0pt which they have been prescribed.
— 3. You should not take antibiotics that have been prescribed for other people even if they had an infection similar to yours.

Horizontal Scale: 4. You should not give antibiotics, which have been prescribed for you, to other people.
90% 5. If you have any antibiotic left over when you have taken the course as directed by your doctor you should take the remainder to a
Microtext: pharmacy for appropriate disposal.
N Instructions for reconstitution

i . Remove the hottle cap. Make sure the protective seal is intact before use. Put the cap on the bottle.
ﬁ;‘/_{m'onal Info (1): 1. Shake the bottle to loosen the powder.

2. Remove the bottle cap.

Additional Info (2): 3. Take off to remove the protective seal.
N/A 4. Add water volume (according to the table below). Place the cap on the bottle, invert and shake well.

— - Alternatively, fill the bottle with water to just below the mark on the bottle label. Place the cap on the bottle, invert and shake well, then
ﬁ;’Ad'tw“a' Info (3): complete with water exactly until the mark. Put the cap on the bottle, invert and shake well again.

-1 Concentration | Volume of water to be added at reconstitution (ml) | Final volume of reconstituted oral suspension (ml)
AIP_Production_V_INDD - 01_2023 - Version 4
642.9 mg/5 ml 90 100

THIS IS A MEDICAMENT
Medicament 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 medicament.
The doctor and the pharmacist are the experts in medicines, their benefits and risks.
Do not by yourself interrupt the period of treatment prescribed for you.
Do not repeat the same prescription without consulting your doctor.
- Keep all medicaments out of the reach of children.
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(AIP) paiTouall il sl 75 gual) 3 ek GSK

Manufacturing Site Number:

62000000094204 U‘“! (5! OMJ\

Manufacturing Site(s): 508 Glaal Gsaua Ja Ofaale 1Y 4 ‘
GSK_MAYENNE_FRANCE (Pl Y S + Gl paell (B Gl al)
Product Market Trade Name: Aaga Cllagina Ll s giad LY ellihl £ o) 138 plaely ) 3 Aling JalSlly 50 o3a |3
AUGMENTIN (AT B e Lol 8 ) lind 8 5 il o2y BliaYL & -
Approving Market(s): ‘ ) el ol la Jld oo AT i (gl S 1Y -
MARKET GROUP-GuIf and Near East (lsh vie 3353 gall (i sall iledle i |5 ekl o) i e sl agady B AU apkaad VI any Jikal) 5l a0l ) gl 138 Cia gy Lasale -

€ andll Sl daal) o cluada ) a6l o 8 s pad) e Alaiaall dgladl JEY) Gl L dgila BT 6l e Sl Gllil AS1Y -

Print Process: 1) o b iy gina

N/A d@\g!;;@h;w}h;,iﬁu N
Colour Standard Reference: Ottan 5l alasind J8 4%y ) pliaile Y
N/A R NECME T
. " Aldisal dwlall By ¢
Technical Drawmg (Do NOT include version number): e ius
NBO250_157_TC_RITA Ofiens] QAT IS 0
_To/_1C_ oAl Sleglayspall Sligine
Material Spec. (Do NOT include version number): ) ) Allaxind 193 A Ly Gilangl A L, “
N/A oot} CollanapnS 5l gty ALY SN Giman 5 Gl sl Lt (iliten (il 53 o 5 555 .6 s0nl) o U0 LS U8 By e Jamy (g s Suine 5a (el
Material Type: IS i pan giad (oY AN (man) DAYN Lol ¢Sl Ll (R e qrana) danll (g ca¥) ans (B Lgnie (S (5 "ol ani 43530 (10 e 5ana
N/A N/A A (5 panl) SVl el gl JULYI B (yen ol 2y
bl ) gl -
Total Colours & Varnishes: 1 e i

Cnfiian gf aladicd J8 4% pa ) pliai e LY

rellilal cyiiangl iy -

(il 3555831 el sl 13gd (5 A U Sl g s sF et Sl Lol ENSI (mes o alliannS ol olad Al 402l S 1Y -
Y gl an gl 8ol salall mall 13 Ja o (Sars . AT (5 s sliae (g ol Bala dulien el s el 98 Jabll 1Y -
($ s dme 5l N (Lhiae ) G S 2 8 JSLae (e Bise Jle 8 QI IS 1 -

Oien sl elae) 08 JJanall o elpde ) s daslie oS5 1 13) Agle (gl ode 5 83l el (e o S 1) (it ol Cllila Jaas ¥
cilaliay) g < yiadl)

(OIS 1Y) Gl e sl sla) J Jaall 5l dlisla ) sl

Al el e il -

S Al JSlad 3 il -

pbiie JS J @il ad - -

) L Otien sl elhe) J8 Janal) o elile ) Gt cellih e okt o Laa Ul S 13 Laa 13800 o5 a113)
Total Special Finishes: 0 it o) s ol itan gl a alide 385 Gllib any 8 (il iy il g g s I LSS g g5 ands dlinka o gy 8 cVLAY mn 8

L L) iy ci¥la

4 of cany ALal) elea¥) gl s <l il 5 dpulial)l el ods Jaliiy 5 jadad dpila 1501 syl Al G el VIS iy GBS (g ien 5l 3 8
LE pnll) 8 ey L] oLV i Vs " ki) JSUa (5Y 4 jad el (D i oY ellida U5 oL Aia (gl e i )

Jsally aall e sl

Gllids o G yadll ol il el o35S skall) Jadl ol UaR) ol (20 il g i HLERT T el jaadl ol LA s30 andl) pall Cllia sadl auada sllal (S 13)

200 mm Measuring Bar

ggﬁ%/ Text Size: S EY G g5 o il e i 38 sl 13 O copien sf Ol
: s AY LW Giitan sl
Smallest Text Size: A Ll g3 3 51 158050 J3 o Ity ellids (IS 1) sl f e sl
8.0pt sl Gl Sty Bl B e S ¢ (8 ecian sf o (gl M) p38) sty sl iy i (S 1)
Leading: . . O Yo g2 s e ) 8 (o) @Ol pasi) S Doty il S
L) 2 ST el (gl e 0553 8 ecyian Y1 n (G5l ) ol e e e 12 391 5 513
8.0pt (m 355 Gl a1 5 el SNl ki ) 52) S 5 gl ae Bl e in o i 5
Horizontal Scale: (Ao oAl elime ) iy aial padios o) 53) i ge 538 5Saa e Ak o Gian ) i 8
90% Agaghal) Al il g Janl)
Miorotoxt. bl Sl 30 o s delin ) 5l Sl o5l 138 5 (A ) 1S 1
N el 61 5 08 5552 e Jgomall Jascal sl ol
Osilan gf il gSa g J5a Aaga Cilaglaa
Additional Info (1): Cohal s (PKU) 0558 Jiil Al (ia s g (Hlag llida a1y 13) T jlia 138 05 8 0¥ Jidll jamn 525 (E951) plisandl) o Gfitansl g 5iny -
N/A e S e paladl) i Y sl Y 0¥ Jidll 48 o) 530 s

(llalal o) gall 138 elhae ) 8 @il Juaild -« Sl iany Jani p3e (g (o @llih of dlunda @il 13 (GoSsla) cp i€ sille o piien ol s 5iny -

Additional Info (2): Ofilen ol pladind A4S ¥

Artwork copyright is the property of the GSK Group of Companies. All suppliers providing a service to GSK for printed components of any description must ensure that they have a licence for all fonts / software used in conjunction with GSK
- | The distribution and use of fonts / software without a licence constitutes an intellectual property infringement. GSK will not accept any liability for the breach of third party intellectual property rights by printed component suppliers.

The GSK certification / audit process requires suppliers to declare that they do not use unlicensed fonts / software and may require the supplier to produce evidence of such licence to GSK.

N/A N3l oS5 Al 13 anall o elyde i) Japally cld Cllgun il g o) 5all 138 axdiul
Additional Info (3): SS) gl a2 €0 agig Gan JULY g ¢ gl
N/A Bl Gle Jseanll Janall il Jlal ST an€ £+ g5 o ol JLYI5 cullll Gled 138 st Bile om g Y -
AIP_Production_V_INDD - 01_2023 - Version 4 - St e agily J ol Juksy

el LI Jalall sl (55 8le )y pn e all gpan G

(llila o eyl Lpdant o Cang ) Cpien 591 2aeS ol il dlaial Cogas -

ik i ey dspsiall de jall slae Y Lahadiul dlle g de jall (il dGale ign 8 LS -

oibaiie (yie ya le b gac) A5 sy amal 35 0 al o sBS S (sl sl Y NS/ Hasgl) 36 Cpllinssn sal) pale T £/pale 30 - 5ol de il -
el Y50 JEbS pian ) Aladiuly a g Y

L) S B JSUia (e @il ) (pa sall

it ol sy ol Al 158 5 elila Hliay 98 Ao jall Qi o5 8 JISH 3 JSUe (e ey llila (IS 1Y) -

S e TS (e (5l 15155 ST S pll LRY g pendll ) Cllie lin 58 (xSl 3 JSUe (50 il llih S 1Y -
IMPORTANT S
den JSdBus Sy libas, -

ladall A s gl Jand -
GSK LOC is responsible to saaly el 8 o sa bt Y L1 Gl el € e Lm0 psd) Jlaa le jlaie JS5 e jal) Juadl -
approve the change
documentation, artwork brief
and final artwork, ensuring
that it is accurate, consistent
and complete.

Artwork Studio is responsible for
site technical requirements and

pre-press suitability. Page 4

GSK Market is responsible
to advise SDC when changes
required impact the following:

Formulation
Tablet embossing
Storage conditions
Shelf Life

NOTE TO MARKET

Local approvers must ensure that trade mark and
copyright statements included in the brief
comply with guidance provided by
Legal: Global Trade Marks.

This PDF has been verified using PitStop 12
PDF is both PDF/X-4 compliant and GSK compliant for the workflow PRODUCTION Leaflet Page 4 of 6




artwork.
[n]
a
A
|
1

Artwork Information Panel 62000000094204 Al E e il s il dlle Cang (s je ) Y llih (IS 13 oo sl e 258 8aad Gl Gittea | a3 Y -
(AIP) g Laa i8] optian gl pllacly cuad 1)

S g o el ) 335 sl ol (Dl o ool 5Tl sell) Banall b e LSl Qi 8 ((ufian 5 (30 5 S B Jill) e 13)
Manufacturing Site Number: bl e Lo jal ol sall dala 32
62000000094204 Cilan gl (Jant o)) cuad 1)

Al de el elac] 0 el £ ) ga il oS 1 150 iy 8 Al Ao al) Jaad Y 5 @S ) b 4l Leaeli epian 5l (g0 Ao s i elac ] s 13)
Al de jal) (o geil dielias de ja Jhaad Y
Cian gl pladind oo Cllila i 65 13)

Manufacturing Site(s):
GSK_MAYENNE_FRANCE

Product Market Trade Name: 3 Ly ) ey Cani 1Y) (5 sanl) AnISAl A g sall e Jall IS ) Gllils gling ey iy OS5l i o Mlall Dlgd S optien o @llils plae) 3 el
AUGMENTIN (Al 5 AT 5 50 (5 sl Chgaa b st

) el s Ll el g colsall 138 aladial Joa s_Al Al (gf ela) culS )
Aldaa) Agilal) 5y ¢
Lol 5l 138 ga obial Aaiia gall Aaslall JEY) Cians 8 maanll wa Ledsan pae (g pe )l o daila 1T o) sall 138 s o o A sa¥) S i

Approving Market(s):
MARKET GROUP-Gulf and Near East

Print Process: Jadiig Lgd ol sk e
N/A saabual) edelE
Colour Standard Reference: o B ) ) . . . dali il
N/A vl 0e AT sl e i of (Sa 815 Al e Gaii je 2l a5 sl jen @S el 38 (3 (e gl lgilY) 3 5ad Lol .
L W1 Ty el 8 assd) o) g8 cJualid) VT canll o

Technical Drawing (Do NOT include version number): o) A gaa e Les ¢ (ile 5 dadg) 3lall j”«;,}\ oYl (s Al e
NBO250_157_TC_RITA ) ) Tl .
Material Spec. (o NOT include version number): (058 A 32Ma) Apudall o palill A0 Alaall Sausi o=lel e 0588 J OSar (A Apnadl) Jadll 2535 Blams A 208 Al
N/A LY pyitan i plas] oo gy ol e Y1 o3 (e (sl 4l il S 13 1) b qundally Jua)
- ALl plaad) Gilgdl)
Material Type: N/A ol i3 83l 2V B 5 pal) g 5ok (L) Jln ) s Law Aladal) elaa) gl

N/A

(DIES) 4539 cie aalill o5l il 5 slaal) il 2o 3

ool (8 Aot Hl) Al yel S 53 msnanll Jadll 35 (e Cppnn g 55 43 DY OIS/ GallnnsS ol sl se ¢l Qb1 8 D 3 DIES oo £30Y) &
el Jasca (laasl s JleasY) s Jsadlls lad) wYT (5 AY) Gl e W1 dadi 8 ()53l J55 2 el £2)) ) _Sidl)
(Sladh Gl Sl Hledl) e sSiadl A ala el

A Gy Sl el e Adle Gl ¢S5 a0 ¢ Slive Jsn palse s 308 Al e lad S 13)

Loale Yl eaa (e gl apal lils IS 13 5 ) siall e semnll (San g B (A ey Jual —

1aa Aaslid) dpuilad) LEY)

salaal Vo 08 e ) e STt a8

(o) vie) Jeu) e

Aailad) dpilal) LEY)

salait Ve 08 e ) L ey e e 8

(sl i o aill 5 Jagal) (8l yhaill Lgasnsi (5500 -dualiall ) g2 o

Ll e sall ae dals (Gliall) G sally Hsetll o

) L plakall a5 pa (pitan gl elae ) Cang ol Eaaa 13) —
Total Special Finishes: 0 sl e
(JEkY) sie) Jemy) o

Aaild Ll el W)

et Vee S e ) G ey e v 8
s iglagih .

(s 8 38y sl i) o)

Total Colours & Varnishes: 1

200 mm Measuring Bar

Artwork copyright is the property of the GSK Group of Companies. All suppliers providing a service to GSK for printed components of any description must ensure that they have a licence for all fonts / software used in conjunction with GSK
- | The distribution and use of fonts / software without a licence constitutes an intellectual property infringement. GSK will not accept any liability for the breach of third party intellectual property rights by printed component suppliers.

The GSK certification / audit process requires suppliers to declare that they do not use unlicensed fonts / software and may require the supplier to produce evidence of such licence to GSK.

Body Text Size: sl jue o
8.0pt Sl e
Smallest Text Size: R S
8.0pt G PEN S =, i [ PR e | T WP BN
- A0 gty ) (Sle V) sl Gmarsalys e
Leading: 530 duuila, (Al e
8.0pt sadd ) e JS ) ) e e st
Horizontal Scale: (JK..;."W 20eia oalea - il Y e A5 dila 5 Aald dilaiay Aalas 43S 50 43S &) B_all Sl il 403 15 S JS5 o oS gala mil o
90% sl e Caplally Josilé cial e 1 o3 (e (s Y 13
- el LAl 8 el 26 5ol Alad) V)
Microtext: ol el 3 A< i) pll LA axe mliadl e
N lmadl ) L3S e ualissl .
Additional Info (1): hgra s S Jara
N/A Aalidl ULl e S Jaee i Sy Y
— (Dol Lkil) dpuluall Bl lss o
Additional Info (2): (b);\ hail) Al sl gl o
N/A (AU Ll gl §Laslly ol 3151 oLial gl o
Additional Info (3): ) ) ) Ay sdlall el .
N/A L b i saa ST AT US4 (Cpmad s i Lo jOlia) Aluliil) elime Y1 Gpiall g i) g i) Jsa Auald calall MJJ)SMM@J;@L —
AIP_Production_V_INDD - 01_2023 - Version 4 (ol 8] S35 gl s 0 71 ¥ 00 JST) sl 285

(oo Gl ol Sl Clal) 32nal o (5 558 i 55 seh oo e panl gala ik —
(eonidall ) iy alad) Con ol gty (5 )0 panl gala il —
Gla 3l (limandl L) eliand) adl) LA 5255 @l 3 Lay) pal) SUEAY Apmpde pie il A8 208 5 an g gl mide aa |33 5L A al pel —
((DRESS) i jlea (al el s cilnanll s s g il 52 Jelif) 281
((SDRIFE) %2530 Jasi yo il 5 il (0 Filaia sl mila) 480 5 00l s o slall ol 0080 5 ecila V1 s e Glle jelay jeal gala uila o
LGale Y sl (g gl Anl ellih (S 1Y) sl o qudally Jusl)
(b3 IgA U e) 3150 (e Al Jia 5 3038 5a 58 3500 (340 e Hs n gila miba o
(sl 2SI Cladl) ash gl o

e Gl s ollils ala ) jhaal Ca 35 Laa ol 3 (1) b 25 53Le) Gl 535 e anlil il o
Al b gl .

Pl AT gy e
GSK LOC is responsible to Ldnb .
approve the change
documentation, artwork brief
and final artwork, ensuring
that it is accurate, consistent
and complete.

Artwork Studio is responsible for
site technical requirements and

pre-press suitability. Page 5

GSK Market is responsible
to advise SDC when changes
required impact the following:

Formulation
Tablet embossing
Storage conditions
Shelf Life

NOTE TO MARKET

Local approvers must ensure that trade mark and
copyright statements included in the brief
comply with guidance provided by
Legal: Global Trade Marks.

This PDF has been verified using PitStop 12
PDF is both PDF/X-4 compliant and GSK compliant for the workflow PRODUCTION Leaflet Page 5 of 6




artwork.
[n]
a
A
|
1

Artwork Information Panel 62000000094204 (A (58 IS e s f a5l e Al e o 00315100 () allY) o) o)
(AIP) I ) ) e selaa sdagd gld
—_— A8l L) e ey Ay (UL (s2) g e (g5 I gt

Manufacturing Site Number: rem— 105 ol LA (B gl B ) Bl Apdladl )
62000000094204 — slianll oall LA 220 ala (alinsl o
Manufacturing Site(s): — Aal) ;ﬁﬂﬁfﬁ ul'):il j:t;‘é;u:tj
GSK_MAYENNE_FRANCE — 7 Tl ) oo Y]
Product Market Trade Name: el B e § Y1 INA (b 5l eha 353515 e Aleiae dila T (F Gl Jay Aaila JUT (oY llida (a ja3 1) apeall S Candall 5 i) iy
AUGMENTIN o5l 13 ads Jsa o slaall (a3 Gall i 3 BaeLusall LSy
Approving Market(s): .gulf.safety@gsk.com e Jual sll sla 2 GSK 48, ¢ 53 aladiuly adadi o duila (il je ) 5l ) 5l uayau g;fu JA::‘:‘ u;
MARKET GROUP-Gulf and Near East AR s e uc‘-’:“:’b:’;’: o,
Print Process: 1 5 laal (3 pmane
N/A bl e el ALY 5 sl Ay
Colour Standard Reference: . ) ) Aseda 2V 0e el lm Ao s el sl 3 Y
N/A el Al e RV o sl ) el R Sall el o A i S 8 saall e o 3aall (EXP) sStall elefi) i ans cpian sl 285 Y
sl (laal)

Technical Drawing (Do NOT include version number): Y (Basie Sls 0 A-Y) &ﬁ
NBO250_157_TC_RITA ) OO sl sl iy ez Sl 3
Material Spec. (o NOT include version number): Sle DleljaY oda aelud Lgadding 2a3 o) I LI e palaill 448 0 all Jh Al e @l el slia e sl ‘;i O palan Y
N/A ) Al s
Material Type: @A) Slagiay bond Slygina

: N/A 0 ) iian sl i

N/A

Collin sl g pale 1Y+ Joley Ley &l gl 36 CpllisnnS sl e el (g0 Ja S (5 siny LY 8DISH (man s CpllivannsS gal o Aladll gl —
LY @SN (man (e aale A OA Jalay Ly saudld sall Y 89S
4S5 g el ol shs ine a2 IS ey pal) 4D ISl iy g ol Al IShaudl ¢ 3 janan ((E951) plipenl) (o2 5 AYI i) —
Lelall 5 daay S Ll 4518
Y il ien sl S mns Jon Rage Claslaa Undf gal ) —
Ll sina g cOilan ol 5o IS
Li e da Ve e e 5l (g s all 2y AhE Tala S ae B kYl ) Jile Gl Gsmse s o Glaall e Ofpals TEY, 3 () (5) Giien S| sy
Bl g 8 G ) el i
daliaall A8yl
L egle FOES35 0S5 suSla
GSK S )i de sana (o puinc®
Y~Y2I~V@Sﬁﬁ\a3@%1yﬁiu
L dadt e GSK S 5l de panal A8 sl 4y jladl) cladlal)

T Lo palal Gadl Sl mile ol GSK S ) e sanal Alasine Yo YV Ll © Ll 3 sis
Total Special Finishes: 0 o S

gl Lt ) (5 s0al) o S5 Y s LSl L A SLLAIY) 73] & goal) Claliadl) padias

sk (sl 3 s I LS of g QN e gl SV Gl a2 sl claliaalls g Ball L Sl Leannss G (5 5aad) Caunied ¥ () iy
gl lilimd) e ae ) e S s s 85 o LSl (S 4l iy 138 L o5 ol ) & pasd) Clslicadl)

Lo sl L S st O 8 QS (3 e Ly (o (S e A sanl lalimall s o Bapie lans &y saal) Cilaliaall fa sl LSl s of (S
LSl seds e 3 aelon of 4l e D bl ) oLl o) Jlall dlin jal o 3lad Laih acadia sed iy sall cililiaally A3le dliphs Coay Lenie

Total Colours & Varnishes: 1

200 mm Measuring Bar

Artwork copyright is the property of the GSK Group of Companies. All suppliers providing a service to GSK for printed components of any description must ensure that they have a licence for all fonts / software used in conjunction with GSK
1 | The distribution and use of fonts / software without a licence constitutes an intellectual property infringement. GSK will not accept any liability for the breach of third party intellectual property rights by printed component suppliers.

The GSK certification / audit process requires suppliers to declare that they do not use unlicensed fonts / software and may require the supplier to produce evidence of such licence to GSK.

Body Text Size: el (o oy ganl) limall i o Sy 3 a sl
8.0pt s el 53313 5 Geald) e 5 )5S cladaill 81 mamall Y1 a3ad 5 il gl 8 danliall Ao jally 4 sall clibiadl JU5 o Tas pgadl 50 )
Smallest Text Size: Al a4 pgie llaly daall 5l dlids Jld e sl
8.0pt Lelal a A g pall (5 530]) 2 2Mad 1 Lgaladian) Glile Ciny s Uanad ol Lghia s o3 13] W) & gall clibimall i Wi cany Y
Leading: Lo el Claall (5 ganll Allas 5 500 agedl S o) in oAl (alasY b gea sall 4 gl claliad) Jlm Y cany Y
8%3 ing: (AT A2y el lhn s o8 1 gl ) b Yy
Opt nea S Leie Galiall dlaall s Lo 23l of clle Cand cclinla ol ) (35 LnBlal 8 il oLl 2 By gl bl e s A5 1Y 0
glg‘;lzontal Scale: ) e
2 Aala ) e elaall ael alaatd) 08 31l o) wile Aadls e B Aala 30 el J 5
Microtext: Gsmmall jpaildala iz, )
N dala gl elae J3 Y
e - Sl ol aile 331
ﬁ;iAdltlonal Info (1): Jam lea s Leli) dala 3l e elaad) pua (ol Jsanll B 5) ol 43S il £
o Jaally Ladlall in oLl Ll o5 clam Lea s Ll dala 3 e elail) g Jawcally dala 51 aale e Zodlall Jiusf olally dals 31 Skl edlld (e Yy
Additional Info (2): A B0 s Lea 5 Ll dala Sl e el
N/A__ (o) g 3all 2n (5 saill (3laall ilgill paal) (o) g 3all tie \giiln) it 3 cLal aas S
Additional Info (3): . " Jo ofmale TEY 3
N/A 2 ,
AIP_Production_V_INDD - 01_2023 - Version 4 slga 1 &)

bl i jay ciladaill A aSgiul g dlinua e iy joasiuaslgll -
e ea G asall el s Lle (o seaial) Juaain¥) 48 jhay Caplal) Adia s 80y o) -
Lo Al g el sall (8 O el Les Jaeally il o) -
s ¢l (o ol 532l el e (Y -
shal) LI 05 6l sdl i pea 5 EY -
JabY) saf Jslie AagaWdmy -
Gl Aaall el )55 odae

IMPORTANT ere

GSK LOC is responsible to
approve the change
documentation, artwork brief
and final artwork, ensuring
that it is accurate, consistent
and complete.

Artwork Studio is responsible for
site technical requirements and

pre-press suitability. Page 5]

GSK Market is responsible
to advise SDC when changes
required impact the following:

Formulation
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Storage conditions
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NOTE TO MARKET

Local approvers must ensure that trade mark and
copyright statements included in the brief
comply with guidance provided by
Legal: Global Trade Marks.
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