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Augmentin ES
600 mg/42.9 mg/5 ml powder for oral suspension
Amoxicillin/clavulanic acid
Read all of this leaflet carefully before you start giving your child this medicine because it contains important information for you.
— Keep this leaflet. You may need to read it again.
- If you have any further questions, ask your doctor or pharmacist.
- This medicine is usually prescribed for a baby or child. Do not pass it on to others. It may harm them even if their signs of illness are the

same as your child’s. N/A
— Ifyour child gets any side effects, including any possible side effects not listed in this leaflet, talk to your doctor or pharmacist. See Colour Standard Reference:
section 4. N/A

What is in this leaflet Technical Drawing (Do NOT include version number):

1. What Augmentin is and what it is used for

2. What you need to know before you use Augmentin NBOZ_50—1 57_TC_RITA

3. Howto use Augmentin Material Spec. (Do NOT include version number):
4. Possible side effects N/A

5. How to store Augmentin Material Type:

6. Contents of the pack and other information aterial Type: N/A

1

N/A

. What Augmentin is and what it is used for

Augmentin is an antibiotic and works by killing bacteria that cause infections. It contains two different medicines called amoxicillin and
clavulanic acid. Amoxicillin belongs to a group of medicines called “penicillins” that can sometimes be stopped from working (made inactive).
The other active component (clavulanic acid) stops this from happening.

Augmentin is used in babies and children to treat the following infections:

— Middle ear infections

— Pulmonary infections

2. What you need to know before you use Augmentin

Do not give your child Augmentin:

— ifthey are allergic to amoxicillin, clavulanic acid or any of the other ingredients of this medicine (listed in section 6)

— if they have ever had a severe allergic reaction to any other antibiotic. This can include a skin rash or swelling of the face or throat

— ifthey have ever had liver problems or jaundice (yellowing of the skin) when taking an antibiotic.

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

Take special care with Augmentin

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

— they have glandular fever

— they are being treated for liver or kidney problems

—they are not urinating regularly.

If you are not sure if any of the above apply to your child, talk to your doctor or pharmacist before giving Augmentin.
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In some cases, your doctor may investigate the type of bacteria that is causing your child’s infection. Depending on the results, your child :33 3d¥ Text Size:
may be given a different strength of Augmentin or a different medicine. P

Conditions you need to look out for Smallest Text Size:
Augmentin can make some existing conditions worse or cause serious side effects. These include allergic reactions, convulsions and 8.0pt

inflammation of the large intestine. You must look out for certain symptoms while your child is taking Augmentin to reduce the risk of any Leading:

problems. See “Conditions you need to look out for” in Section 4. 8.5pt :

Blood and urine tests P

If your child is having blood tests (such as red blood cell status tests or liver function tests) or urine tests, let the doctor or nurse know that Horizontal Scale:
they are taking Augmentin, as this medicine can affect the results of these types of tests. 90%

Other medicines and Augmentin Microtext:

Tell your doctor or pharmacist if your child is taking, has recently taken or might take any other medicines, including medicines obtained N ’

without a prescription or plant based medicines.

If your child is taking allopurinol (used for gout) with Augmentin, it may be more likely that they will have an allergic skin reaction. Additional Info (1):
If your child is taking probenecid (used for gout) your doctor may decide to adjust the dose of Augmentin. N/A

If medicines to help stop blood clots (such as warfarin) are taken with Augmentin, extra blood tests may be needed. Additional Info (2):
Augmentin can affect how methotrexate (a medicine used to treat cancer or rheumatic diseases) works. N/A )
Augmentin can affect how mycophenolate mofetil (a medicine used to prevent the rejection of transplanted organs) works. —

Pregnancy and breastfeeding Additional Info (3):
If your child who is about to take Augmentin is pregnant or breast-feeding, please tell your doctor or pharmacist. N/A

P4
T

Talk to your doctor or pharmacist before taking any medicinal product.
Important information on some Augmentin components
— Augmentin contains aspartame (E951) which is a source of phenylalanine. This may be harmful for children born with “phenylketonuria”.

— Augmentin contains maltodextrin (glucose). If you have been told by your doctor that your child has an intolerance to some sugars,

contact your doctor before taking this medicinal product. I M P O RTA N T

3. How to use Augmentin

Use this medicine exactly as your doctor has told you. Check with your doctor if you are not sure. GSK LOC is responsible to
Adults and children weighing 40 kg or over approve the change

This suspension is not usually recommended for adults and children weighing 40 kg or over. Ask your doctor or pharmacist for advice. documentation, artwork brief

Children weighing less than 40 kg

roduction_V_INDD - 04_2017 - Harmony - Version 2

All doses are calculated using the child’s bodyweight in kilograms. and final artwork, ensuring
—Your doctor will advise you how much Augmentin you should give to your baby or child. that it is accurate, consistent
— You may be provided with a measuring spoon or cup. You should use it to give the correct dose to your baby or child. and complete.

— Recommended dose - 90 mg/6.4 mg for each kilogram of body weight a day, given in two divided doses. i . .
Augmentin is not recommended for children aged less than 3 months. GSK SDC is responsible for site

technical requirements and
pre-press suitability.

GSK Market is responsible
to advise SDC when changes

required impact the following:
Formulation
Side 1 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.
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- Ifyour child has kidney problems the dose might be lowered. Your doctor may choose a different strength or a different medicine.

—If your child has liver problems they may need more frequent blood tests to see how their liver is working.

How to use Augmentin

- Always shake the bottle well before each dose.

- (Give at start of meal or slightly before.

- Space the doses evenly during the day, at least 4 hours apart. Do not take 2 doses in 1 hour.

— Do not give your child Augmentin for more than 2 weeks. If your child still feels unwell they should go back to see the doctor.

If you use more Augmentin than you should

If you give your child too much Augmentin, signs might include an upset stomach (feeling sick, vomiting or diarrhoea) or convulsions. Talk to
your doctor as soon as possible. Take the medicine bottle to show the doctor.

If you forget to give Augmentin N/A
If you forget to give your child a dose of Augmentin, give it as soon as you remember. You should not give the child the next dose too soon: Colour Standard Reference:
wait about 4 hours before giving the next dose. Do not take a double dose to make up for a forgotten dose. N/A

If your child stops taking Augmentin

Keep giving your child Augmentin until the treatment is finished, even if they feel better. Your child needs every dose to help fight the
infection. If some bacteria survive they can cause an infection again (relapse).

If you have any further questions on the use of this medicine, ask your doctor or pharmacist.

Technical Drawi N (Do NOT include version number):
NBO250_157_TC_RITA

Material Spec. (Do NOT include version number):

4, Possible side effects N/A
Like all medicines, this medicine can cause side effects, although not everybody gets them. The side effects below may happen with this Material Type:
medicine. : N/A

N/A

Conditions you need to look out for include

Allergic reactions:

e skin rash

¢ inflammation of blood vessels (vascullitis) which may be visible as red or purple raised spots on the skin, but can affect other parts of the
body

e 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

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

Inflammation of the large intestine

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

Contact your doctor as soon as possible for advice if your child gets these symptoms.

Very common side effects

These may affect more than 1 in 10 people

o diarrhoea (in adults).

Common side effects

These may affect up to 1in 10 people

e thrush (candida - a yeast infection of the vagina, mouth or skin folds)

o feeling sick (nausea), specially when taking high doses

=> [f this occurs, take Augmentin before food
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e yomiting ggd%( Text Size:
o diarrhoea (in children). -Up
Uncommon side effects Smallest Text Size:
These may affect up to 1 in 100 people 8.0pt
® skin rash, itching .
e hives (raised itchy rash) Ié e;_)actllng.
¢ indigestion P
e dizziness Horizontal Scale:
o headache. 90%
Uncommon side effects that may show up in blood tests: Microtext:
e increase in some substances (enzymes) produced by the liver. N ’
Rare side effects
These may affect up to 1 in 1000 people Additional Info (1):
o skin rash which may blister, and looks like small targets (central dark spots surrounded by a paler area, with a dark ring around the edge N/A
-erythema multiforme) Additional Info (2):
=> If you notice any of these symptoms contact a doctor urgently. N/A
Rare side effects that may show up in blood tests: Additional Info (3):
o low number of cells involved in blood clotting N/A

¢ low number of white blood cells
Other side effects
Other side effects have occurred in a very small number of people but their exact frequency is unknown.

o Allergic reactions (see above)
o Inflammation of the large intestine (see above) I M P O RTA N T
¢ |nflammation of the protective membrane surrounding the brain (aseptic meningitis)

o Serious skin reactions: GSK LOC is responsible to
* a widespread rash with blisters and peeling skin, particularly around the mouth, nose, eyes and genitals (Stevens-Johnson syndrome), approve the change

and a more severe form, causing extensive peeling of the skin (more than 30% of the body surface - toxic epidermal necrolysis) . .
o Widespread red skin rash with small pus-containing blisters (bullous exfoliative dermatitis) documentation, artwork brief

P4
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o Ared scaly rash with bumps under the skin and blisters (exanthematous pustulosis) and final artwork, ensuring
= Contact a doctor immediately if your child gets any of these symptoms. that it is accurate, consistent
e inflammation of the liver (hepatitis) and complete.
¢ jaundice, caused by increases in the blood of bilirubin (a substance produced in the liver) which may make your child’s skin and whites of
the eyes appear yellow. GSK SDC is responsible for site
e inflammation of the tubes in the kidney technical requirements and

pre-press suitability.

GSK Market is responsible
to advise SDC when changes

required impact the following:
Formulation
Side 2 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.
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seizures (in people taking high doses of Augmentin or who have kidney problems)
black tongue which looks hairy

stained teeth (in children), usually removed by brushing.

Side effects that may show up in blood or urine tests:

o severe reduction in the number of white blood cells

o low number of red blood cells (haemolytic anaemia)

e crystals in urine.

Reporting of side effects

If your child gets any side effects, talk to their doctor or pharmacist.
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5. How to store Augmentin N/A
Keep this medicine out of the sight and reach of children. Colour Standard Reference:
Powder for oral suspension: N/A

Store in the original container to protect from moisture.

Do not store above 30°C.

Do not use Augmentin after the expiry date which is stated on the carton. The expiry date refers to the last day of that month.

Liquid suspension:

Store in a refrigerator (2°C-8°C). Do not freeze.

Once made up, the suspension should be used within 10 days.

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to throw away medicines you no longer use.
These measures will help you to protect the environment.

6. Contents of the pack and other information

What Augmentin contains

The active substances are amoxicillin and clavulanic acid. Each ml of oral suspension contains amoxicillin trihydrate equivalent to 120 mg
amoxicillin and potassium clavulanate equivalent to 8.58 mg of clavulanic acid.

The other ingredients are aspartame (E951), xanthan gum, colloidal hydrated silicon, colloidal anhydrous silica, artificial strawberry cream
flavour and water.

Check also some important information on some Augmentin components in section 2.

What Augmentin looks like and contents of the pack

Augmentin ES 600 mg/42.9 mg/5 ml suspension is an off-white powder supplied in a clear glass bottle. Once made up, the bottle contains
100 ml of an off-white liquid mixture called a suspension.

AUGMENTIN ES and AUGMENTIN are trademarks of the GlaxoSmithKline group of companies

© 2017 GSK group of companies. All rights reserved.

This leaflet was last revised in 03/2015

Manufactured by:

GlaxoWellcome Production*, Mayenne, France

*Member of the GlaxoSmithKline group of companies

Technical Drawi N (Do NOT include version number):
NBO250_157_TC_RITA

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

Material Type:
N/A

N/A
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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 to Body Text Size:
occur is because the bacteria causing the infection are resistant to the antibiotic that is being taken. This means that they can survive and 8.0pt
even multiply despite the antibiotic. Smallest Text Size:
Bacteria can become resistant to antibiotics for many reasons. Using antibiotics carefully can help to reduce the chance of bacteria mallest Text Size:
becoming resistant to them. 8.0pt
When your doctor prescribes treatment with an antibiotic it is intended to treat only your current illness. Paying attention to the following Leading:
advice will help prevent the emergence of resistant bacteria that could stop the antibiotic working. 8.5pt
1. Itis very important that you take the antibiotic at the right dose for the right number of days. Read the instructions on the label and if you Horizontal Scale:

do not understand anything ask your doctor or pharmacist to explain. 90% :
2. You should not take an antibiotic unless it has been prescribed specifically for you and you should use it only to treat the infection for °

which it was prescribed. Microtext:
3. You should not take antibiotics that have been prescribed for other people even if they had an infection that was similar to yours. N
4. You should not give antibiotics that were prescribed for you to other people. Additional Info (1):
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 N/A )

pharmacy for appropriate disposal.

___________________________________ Additional Info (2):
Instructions for reconstitution N/A
Check cap seal is intact before using. Shake bottle to loosen powder. Add volume of water (as indicated below). Invert and shake well. Additional Info (3):
Alternatively, fill the bottle with water to just below the mark on the bottle label. Invert and shake well. Then top up with water exactly to the N/A '
line. Invert the bottle and again shake well. - - -4
Concentration Volume of water to be added at reconstitution (mi) |Final volume of reconstituted oral suspension (ml) AIP-Production_V_INDD - 04_20T7 - Harmony - Version 2
600 mg/42.9 mg/5 ml 90 100
INSTRUCTIONS TO THE PATIENT I M P O RTA N T

THIS IS A MEDICAMENT
- Medicament is a product which affects your health, and its consumption contrary to instructions is dangerous for you. GSK LOC is responsible to

- 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 experts in medicine, its benefits and risks. approve the change

- Do not by yourself interrupt the period of treatment prescribed for you. docun?entation, artwork t.)rief
- Do not repeat the same prescription without consulting your doctor. and_ fl_nal artwork, ensu.rlng
KEEP ALL MEDICINES OUT OF THE REACH OF CHILDREN that it is accurate, consistent
Council of Arab Health Ministers and complete.

Union of Arab Pharmacists

GSK SDC is responsible for site
technical requirements and
pre-press suitability.

GSK Market is responsible
to advise SDC when changes
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Formulation
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Storage conditions
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This PDF has been verified using PitStop 12
PDF is both PDF/X-4 compliant and GSK compliant for the workflow PRODUCTION Leaflet Page 3 of 6




Document: PPC-0011017

Version: 3

q. o Project: CO-0005402

e-Banner | Site Code: 6200000002333 1 Operator: MNB13223

Date/Time Created: 10.May.2018 10:10 GMT+1

E

62000000023331
R D

) ) Gdad )
$9ad Bl (Ggama Ja Ofpila £Y,4fpila N u s
Y A men/allinsnS sal

daga claglea o g gind LY ;\JAH 12 Jikal) plas) ey 38 Asbing JalSlly 5yl oda a;\)ﬂua
LaaY Lo gL ) zliad o 5 il o3gy LliiaY) Cany LS
oVl ol Cudall Jlgae cng el i) (e 2 hall Sia S 13—
o el Gledlall Bl iladle agaal Gl )y agadyy i AN sglhe) 5emy N6 i el Jikl gl a0 Bale o sall 138 Capdall Comy -
oirall G jall (5 53 g gall
€ ) el I Y 2al) S ol 5 L) g i 50 03 B 3l Tl e Les el BV e (g8 Jik) e s -
Tl o clygina
Alarivl el gy cpiten sl Jsn laglaa |
Ctiian 5f Jlanis) 0 Lo 2UaY1 a5l cilagheall
Ofien sl plasil 435k
Alaiaall dilal) HEY) |
L Ol i Ak
G AY Claglaal 5 5 guall il sina
Adlaxin (1399 iiiaa gl Joa claglaa |
Uaen 5 il e Lad cpilide (el 50 e (5 siag s (sl st G ol i e el e Jany s 2 ) laliadl a4 cpiian sl )
Jary Ly (Ll Calay) laa¥) mny 8 W ils Galdy) (S )5 "ol e 300 2 50 e pame () Cplliusnn 51 a5 L DS
Ol 51 A8 Y i o (<Y OIS ann) AV Bl )s,,x\
AUl (g gaall &‘}Ji u‘J‘-‘m“}cm)“ c/\—dum}‘ eéa.u.u}
shadl W 552 =
Ll sl -
Osttan sl Jlaxind J Lgale ¢ 3LY) Gl ) clagledd) ¥
A VA 8 ties 5f ikl elae) s Y
(T A il 5 sSl) o 5al) SRS e lld g f Y SIS Gmen ol (il sl ol Al (0 lag Jial) ST~
Gl sfas sl an s sl galall @Hl&k\_ﬂ\ o2 (panll of (Rars (5 AT A sn ilina (5 ol Bala Aula Dl iy Jilal cmal o Gaw B S 1 —
sl Clsliaall alaid die (5l ) jaal) Gl 5 Akl COe (e s Jle 28 Jiball S 1Y -
elac) 08 ¢ SVapall 5 ) 8 Uil Gang xSl pue i€ 1Y)y B Lash 55 sS0) VIA) (p0 Al 5 e ciuda) 13) Jalall (yitian of slae) Som ¥
) (Jilal sines of
Osiian ol aladiad die ALY 3l A g5 ciag
Al Y 8 Jilall iian ol ellae] 8 Yanall ol candall 5 Ll can
Ll penll o P g8 1Y -
S Al O e gl S 1Y -
Al Jsi ¥ S 1) -
Oftien sl 4ildae | 0 ¢ AVapall i Gandall 8 L) Cany ikl e wud\_\u e (e S a2e e
S Galida 5 ji yitien ) Jakal) mulskuu\usmmtgc Sy il ol (5 sl i S o8l jall g b ol Gandy 8 (NS Gy B
AT 2 s agdaay 38
L 3 caal gl Auiapall ciylal)
slaa) el 5 i) s Al el YAl 038 oy 5 ylad Agila 15U a8 5l Adlall Ayl V) oy B eyt sl 3 08
G pall Y il S (e (5Y 4 B s QA 13 5 (prtien O Jalall aladid ol saaaall (il je Y1 ey G 5 a5 ALY
) il "l i
Jollg adll il jlid)
Odtian sf padion 4l A paall o Cunlall JLa) Cany o sall ol L) S o(asl Gl g 5 aal) DS Alls @l L) Jia) pal) il LR (5 g Jikl S 13
(LR e g1 51 03 il e i of oS sl 138 o)
GAY A a) aa Al gal) AN g opsitan of
O3 e Jgmnl) (S A 2509 Jady ey (5 a0 2ol caatinn 8 51 158 50 aasid gl dllla i Jalal) IS 1Y) W anall 5 Cadall Jlaf qay
uhhﬂléc\.@_a.\s).\égmgdlm}ﬂl o Ak A
Bl Bpuln el Abadl dun je ST o) S5 4l ((tian 5l e (L ) g Dlad w2iiuldl) sy s sl aaiagy Jadall S 13)
um,\d\n);d.‘w;u.\u\c)mm(w)sﬂl M)M}}?MJSHI oSl
20l LERT e el ) a) a1 Gl 38 ¢yt ol e () sl i) By sadll cllalad) Gl e sl ) A oY) alasiul Als 3
(Fe 3o s ) ) e Y OLL')““ T it o1 50) Ly i siaall il A5 e Giten sl i of (S LS
(Re sl sl V) (b ) el a3 ol 5) it sa Sl 518 Sae 80 A8l e (pien 5l S ) (S I
Laghal) el gl Jaal)
eVl S Caall 5 Ll Cany iy o Slala (ian 5l alasid anay ) Ay yll S 1Y)
(50 e (gl ladid U8 (Mapall ) Cuplall 5 )Ll g LS
Ot gf i jSa ary J g Aaga cila sl
" s Gl A" m e Ol 053055 ol JUBYL 138 Ty 85 ¥l jras 545 (E951) i) (o Gifan sl 55ty =
rall Bl i ey Sl (amy Jan e (e (il Jilall ) cpall 1 sl 8l S 15 (G sSska) G sille e Gien 5l (s sy -
sl il 138 aladial U4
Ooiian of okt diy ¥
Sl e Ala 8 Vsl 5l 5 il Cany s Gadall Claglal 5 3y 6 52 138 plasil s
S) gl plS €0 agilg cyan JULY 5 ¢ sl
Vanall ol Candall 5 jliiud ang s ST S a0S £ 0 agiys an JAYI 5 allll Gleall 13y Bale oLk msy Y
S €0 e OB agds an JuiY)
n)c}mudsunuugwuuuﬁndsm
D) 5 g ) e ) oy 1 (s 331 4peS Cunall e gy g
Aspallde ol Jalall i gl elae Y Lt Gangs Ao ol Gl o€ i diale g LS~
Oleaita e o el sl o6 LS U9 aala T, £fuile T ped ey el A 2l Ll -
ol T g JUb tien o) ellaely oLl (pa sy Y

P N e I s

Side 4

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

Harmony AMS
Artwork Information Panel

Manufacturing Site Number:
62000000023331

Manufacturing Site(s):
GSK_MAYENNE_FRANCE
Product Market Trade Name:
AUGMENTIN ES

Approving Market(s):

MARKET GROUP-Gulf and Near East
Print Process:

N/A

Colour Standard Reference:
N/A

Technical Drawi N (Do NOT include version number):
NBO250_157_TC_RITA

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

Material Type:
N/A N/A

Total Colours & Varnishes: 1

Total Special Finishes: 0

Body Text Size:
8.0pt

Smallest Text Size:
8.0pt

Leading:

8.5pt

Horizontal Scale:
90%

Microtext:

N

Additional Info (1):
N/A

Additional Info (2):
N/A

Additional Info (3):
N/A

_Production_V_INDD - 04_2017 - Harmony - Version 2

IMPORTANT

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

GSK SDC is responsible for site
technical requirements and
pre-press suitability.

200 mm Measuring Bar
If an e-banner DOES NOT appear on the top of this document, THEN this document has NOT been printed from the Harmony system.

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.

P4
o

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.
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Side 5

Harmony AMS
Artwork Information Panel

Manufacturing Site Number:
62000000023331

Manufacturing Site(s):
GSK_MAYENNE_FRANCE

Product Market Trade Name:
AUGMENTIN ES

Approving Market(s):

MARKET GROUP-Gulf and Near East
Print Process:

N/A

Colour Standard Reference:
N/A

Technical Drawi N (Do NOT include version number):
NBO250_157_TC_RITA

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

Material Type:
N/A N/A

Total Colours & Varnishes: 1

Total Special Finishes: 0

Body Text Size:
8.0pt

Smallest Text Size:
8.0pt

Leading:

8.5pt

Horizontal Scale:
90%

Microtext:

N

Additional Info (1):
N/A

Additional Info (2):
N/A

Additional Info (3):
N/A

roduction_V_INDD - 04_2017 - Harmony - Version 2

IMPORTANT

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

GSK SDC is responsible for site
technical requirements and
pre-press suitability.

200 mm Measuring Bar
If an e-banner DOES NOT appear on the top of this document, THEN this document has NOT been printed from the Harmony system.

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

v | 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.

P4
T

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
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This PDF has been verified using PitStop 12
PDF is both PDF/X-4 compliant and GSK compliant for the workflow PRODUCTION Leaflet
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Artwork Information Panel

Manufacturing Site Number:
62000000023331

Manufacturing Site(s):
GSK_MAYENNE_FRANCE
Product Market Trade Name:
AUGMENTIN ES

Approving Market(s):

MARKET GROUP-Gulf and Near East
Print Process:

N/A

Colour Standard Reference:
N/A

Technical Drawi N (Do NOT include version number):
NBO250_157_TC_RITA

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

Material Type:
N/A N/A

Total Colours & Varnishes: 1

Total Special Finishes: 0

Body Text Size:
8.0pt

Smallest Text Size:
8.0pt

Leading:

8.5pt

Horizontal Scale:
90%

Microtext:

N

Additional Info (1):
N/A

Additional Info (2):
N/A

Additional Info (3):
N/A
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IMPORTANT

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

GSK SDC is responsible for site
technical requirements and
pre-press suitability.

200 mm Measuring Bar
If an e-banner DOES NOT appear on the top of this document, THEN this document has NOT been printed from the Harmony system.

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.
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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.
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