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Document 4

TGA eBS Registration

ARTG Entry: 90131 SINUTAB SINUS & PAIN RELIEF tablet blister pack (reformulation)
Sponsor: 786 Johnson & Johnson Pacific Pty Ltd
Therapeutic type: Medicine Registered
Entry start date: 19/07/2002 Entry cancel date: 29/06/2015
Reason: Cancelled by Sponsor
Evaluation area: Non-Prescription Medicines Code Stock: No
| Sponsor Information |
» Sponsor
Agent Sponsor: Johnson & Johnson Pacific Pty Ltd
—wportNames Postal address: Locked Bag 5
S h BROADWAY NSW 2007
ource history Australia
Effective date: 08/01/2007
Device info 0 Sponsor history
Conditions Sponsor Id Start Date Sponsor name
Comments 786 08/01/2007 Johnson & Johnson Pacific Pty Ltd
TGA eBS Component
ARTG Entry: 90131 SINUTAB SINUS & PAIN RELIEF tablet blister pack (reformulation)
Sponsor: 786 Johnson & Johnson Pacific Pty Ltd
Product: 201953 SINUTAB SINUS & PAIN RELIEF tablet blister pack (reformulation)
Component: 150535 Medicine Component
Therapeutic type: Medicine Registered
I Formulation Information |
Component
Active ingredient(s)
Ingredient name Qty from Qty to Unit
Sterility ] paracetamol ( from Pl 910) 500 mg
l\"‘qanu'aﬂlwﬂ 1 pseudoephedrine hydrochloride 30 mg
Formulation

OFFICIAL
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SINUS, ALLERGY & PAIN RELIEF

e PHARMACIST ONLY MEDICINE

KEEP OUT OF REACH OF CHILDREN
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Temporarily relieves sinus headache, congestion and allergic
symptoms such as runny nose and sneezing

Each tablet contains:
Pseudoephedrine Hydrochloride 30mg,
Paracetamol 500mg and Chlorpheniramine Maleate 2mg

L AUST R 90128 12 TABLETS
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Johnsan & Johnson Pacific
AUSTRALIA «FIJI « NEW ZEALAND
45 Jones Street, Ultimo NSW 2007
AUSTRALIA and Auckland. NEW ZEALAND

N MADE IN SOUTH AFRICA
® TRADE MARK Johnsan & Johnson

Sinutab Sinus, Allergy & Pain Relief X 12 Tablets
Australia/ New Zealand

11/03/08

3

CN1556

59 X 175 X 109.5mm

0712028
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Artwork Changes: All changes to artwork are required to be initialled and dated. This is to help traceability. Thank You
Reason for Change: Change of sponsor details from PCH to JIP. Change of pack size from 20's to 24's.

Change of manufacturing site to South Africa.
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ARTWORK APPROVAL Austral@a & Date Affiliate Date
PRODUCT MANAGER

PACKAGING ENGINEER

REGULATORY AFFAIRS

QUALITY ASSURANCE

REGULATORY COMPLIANCE
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For further informaticn please call our
S T Toll free Info-line
I I lu a mrmumm NZ 0800 408 583
our web site

SINUS, ALLERGY & PAIN RELIEF A ':.'.%‘Z.".'z'

e PHARMACIST ONLY MEDICINE

KEEP OUT OF REACH OF CHILDREN

CN1574
02106808

24 TABLETS
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PSR SINUS, A PAIN RELIEF
= é\ 1
S — % =t Temporarily relieves sinus headache, congestion and allergic s
=g i symptoms such as runny nose and sneezing
=2
2 R Each tablet contains:
§ 9 Pseudoephedrine Hydrochloride 30mg,
g K ‘:'.'. Paracetamol 500mg and Chlorpheniramine Maleate 2mg
e AUST R 90128 24 TABLETS
’I ||| ||'| MADE IN SOUTH AFRICA e
Johnson & Johnson Pacific w
AUSTRALIA » FIJI « NEW ZEALAND Z
45 Jones Street, Ultimo NSW 2007 >
AUSTRALIA and Auckland, NEW ZEALAND S
0607 190014 ® TRADE MARK Johnsan & Johnson
Job Name: Sinutab Sinus, Allergy & Pain Relief X 24 Tablets
Country: ia/ New Zealand
Australia/ New Zealan Cobalpe
Date: 11/03/08
Version: 3 . PMS 185 . Black
Component No. CN1574 .PM5294
Size: 59 X 175 X 109.5mm Varnish

CC No. TBA

anges: All changes to artwork are required to be inifialled and dated. This is to help frucDgublhfy Thank You
Romn for Change: Change of sponsor details from PCH to JIP. Change of pack size from 20's to 24's.
Change of manufacturing site to South Africa.
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itab’ Sinutab® Sinutab* Si ita Sinutal Sinutab’ Si
& pain relief = sinus, allergy & pain relief = sinus, allergy & pain relief = sinus, alle &painrelief = sinus, allergy & pain relief = - sinus, allergy & pain relief = sinus, alle
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sinus, allergy & pain refief sinus, allergy & pain refief sinus, allergy & pain refief sinus, allergy & pain refief sinus, allergy & pain relief sinus, allergy & pain relief
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Johnson & ‘nh‘nson Plcll‘lt Johnson & Jun’nsa« Pacific Johnson & JoMsml Pacific Johnson & Jolv.nwﬂ Pacific Johnson & Johnson Pacific Johnson & J«h;nson Pacific
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hnson Pacific Johnson t.._‘m.nson Pacific Johnson & Johnson Pacific Johnson »nnsen Pacific Johnson & Johnson Pacific Johnson & Johnson Pacific Johnson
Sinutab’ Sinutab® Sinutab* Sinutab® ~ Sinutab Sinutab’
sinus, allergy & pain relief sinus, allergy & pain refief sinus, allergy & pain refief sinus, allergy & pain relief sinus, allergy & pain relief sinus, allergy & pain relief
Johnson & Johnson Pacific Johnson & Johnson Pacific Johnson & Johnsan Pacifc Johnson & Johnson Pacitic Johnson & Johnson Pacific Johnsan & Johnson Pacific
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Document 6

TGA eBS Registration

CONGESTION oral liquid bottle

ARTG Entry:
Sponsor:
Therapeutic type:
Entry start date:

Evaluation area:

» Sponsor

nt

ortNames
Source history
Variations
Device information
Conditions
Comments

Admin acti

ARTG Entry:
Sponsor:
Product:
Component:
Therapeutic type:

Component
Dosage

nufacturer

Formulation

77013 BENADRYL FOR THE FAMILY DRY COUGH AND NASAL
786 Johnson & Johnson Pacific Pty Ltd
Medicine Registered
14/12/2000 Entry cancel date: 28/06/2018

Reason: Cancelled by Sponsor
Non-Prescription Medicines Code Stock: No

| Sponsor Information |

Sponsor: Johnson & Johnson Pacific Pty Ltd
Postal address: Locked Bag 5
BROADWAY NSW 2007
Australia
Effective date: 08/01/2007
Sponsor history
Sponsor Id Start Date Sponsor name
786 08/01/2007 Johnson & Johnson Pacific Pty Ltd
786 08/01/2007 Johnson & Johnson Pacific Pty Ltd

77013 BENADRYL FOR THE FAMILY DRY COUGH AND NASAL
786 Johnson & Johnson Pacific Pty Ltd

280296 BENADRYL FOR THE FAMILY DRY COUGH AND NASAL
229771

Medicine Registered

TGA eBS Component

CONGESTION oral liquid bottle

CONGESTION oral liquid bottle

] pseudoephedrine hydrochloride

I Formulation Information I
Active ingredient(s)
Ingredient name Qty from Qty to Unit
L] dextromethorphan hydrobromide monohydrate 2 mg/mL
6 mg/mL

OFFICIAL
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Document 7

TGA eBS Registration

ARTG Entry: 123040 SINUTAB PE SINUS & PAIN RELIEF tablet blister pack

Sponsor: 786 Johnson & Johnson Pacific Pty Ltd
Therapeutic type: Medicine Registered
Entry start date: 25/10/2005 Entry cancel date: 28/06/2018
Reason: Cancelled by Sponsor
Evaluation area: Non-Prescription Medicines Code Stock: No
| Sponsor Information |
Sponsor: Johnson & Johnson Pacific Pty Ltd
Postal address: Locked Bag 5
BROADWAY NSW 2007
Source history Australia
Variations Effective date: 08/01/2007
D nformation Sponsor history
Conditions Sponsor Id Start Date Sponsor name
Comments 786 08/01/2007 Johnson & Johnson Pacific Pty Ltd
: 786 08/01/2007 Johnson & Johnson Pacific Pty Ltd
TGA eBS Component
ARTG Entry: 123040 SINUTAB PE SINUS & PAIN RELIEF tablet blister pack
Sponsor: 786 Johnson & Johnson Pacific Pty Ltd
Product: 295315 SINUTAB PE SINUS & PAIN RELIEF tablet blister pack
Component: 242414
Therapeutic type: Medicine Registered
l Formulation Information |
Component
Dosage Active ingredient(s)
Shelf Life Ingredient name Qty from Qty to Unit
rility | phenylephrine hydrochloride 5 mg

OFFICIAL
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Document 8

TGA eBS Registration

CODRAL DAY & NIGHT COLD & FLU tablet blister pack (New formula)

ARTG Entry:
Sponsor:
Therapeutic type:
Entry start date:

Evaluation area:

» Sponsor

ExportNames
Source history
Variations

Conditions
Comments

121311

786

Medicine Registered
15/08/2005

Drug Safety Evaluation Branch

Johnson & Johnson Pacific Pty Ltd

Entry cancel date:
Reason:
Code Stock:

I Sponsor Information

Johnson & Johnson
Locked Bag 5

Sponsor:
Postal address:

Pacific Pty Ltd

30/06/2020
Cancelled by Sponsor
No

BROADWAY NSW 2007
Australia
Effective date: 08/01/2007
Sponsor history
Sponsor Id Start Date Sponsor name
786 08/01/2007 Johnson & Johnson Pacific Pty Ltd
786 08/01/2007 Johnson & Johnson Pacific Pty Ltd

TGA eBS Component

ARTG Entry:
Sponsor:
Product:
Component:
Therapeutic type:

Component
Dosage
Shelf Life
il
Aanufacturer
Formulation
Starting Material

121311 CODRAL DAY & NIGHT COLD & FLU tablet blister pack (New formula)
786 Johnson & Johnson Pacific Pty Ltd

611736 CODRAL DAY & NIGHT COLD & FLU tablet blister pack (New formula)
518909 DAY TABLETS

Medicine Registered

| Formulation Information

Active ingredient(s)

Ingredient name Qty from Qty to Unit
) codeine phosphate hemihydrate 9.5 mg

| paracetamol ( from Pl 910) 500.0046 mg
) phenylephrine hydrochloride 5 mg

TGA eBS Component

ARTG Entry:
Sponsor:
Product:
Component:
Therapeutic type:

Component
Dosage
elf Life
rility
Manufacturer
Formulation

ICIE]

Starting |

121311 CODRAL DAY & NIGHT COLD & FLU tablet blister pack (New formula)
786 Johnson & Johnson Pacific Pty Ltd
611736 CODRAL DAY & NIGHT COLD & FLU tablet blister pack (New formula)
518910 NIGHT TABLETS
Medicine Registered
I Formulation Information |
Active ingredient(s)
Ingredient name Qty from Qty to Unit
) chlorphenamine maleate ( from Pl 2071) 2.0208 mg
| paracetamol ( from Pl 2071) 320.174 mg
1 paracetamol ( from Pl 910) 180.9235 mg
1 phenylephrine hydrochloride 5 mg

OFFICIAL
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