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Department of Health
Therapeutic Goods Administration

Ref: 28275

Notification to accepting sponsor of amendments of ARTG entries

As a delegate of the Secretary under regulation 10A of the Therapeutic Goods Regulations
1990, I am writing to inform you that I have, under regulation 10A(6), amended the
following entries in the Australian Register of Therapeutic Goods (ARTG) by entering your
name as the person in relation to whom the relevant goods are listed/registered/included:

Relinquishing Sponsor: Merck Sharpe & Dohme (Australiaj Pts, Ltd (351)

Date of amendment: 21st March 2016

ARTG(s):

CosOPT don:o1amide hydrochloride 20mg and timolol nialeate 5mg
per inL eye drop bottle
CosOPT PRESERVATIVE-FREE dorzolamide (as hydrochloride)
20mg/inL and timololIas maleateI Sing/inL single dose eye drop
ampoule
SAFLUTAN tanuprost Ismicrograms perlmL single dose eye di'op
ampoule
TIMOPTOL timolol maleate 0.25% eye drops bottle
TIMOPTOL timolol nialeate 0.5% eye drops bottle
TIMOPTOL-XE tim0 o12.5mg/inL (^^ in^hare) eye drops botUe
TIMOPTOL-XE tim0 o15mg/inL Ias maleateI eye drops bottle
TRUSOPT dorzolamide 20mg/inL (as hydrochloride) eye drops bottle

An updated ARTG certificate, incorporating these amendments, may be downloaded and
printed by logging in to the TGA eBusiness Services (eBS) website <WWW. ebs. tga. gov. au>
with your user account. Open the 'Your TGA Information' link and choose 'Current ARTG
Entries'. The 'Actions' bar to the left of each ARTG entry allows you to access the
Certificate for that entry.

The TGA will not be issuing a hard-copy of this certificate.
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Sponsors' ongoing regulatory responsibilities

Australian sponsors of therapeutic goods have ongoing regulatory responsibilities for the
goods they supply to the Australian market.

The continued registration/listing/inclusion of the goods on the ARTG is subject to
payment of annual charges.

Ongoing monitoring of quality, safety and efficacy/performance

Therapeutic goods on the ARTG are subject to ongoing monitoring of their quality, safety
and efficacy/performance. At any time, the ARTG entry may be selected for a review to
verify compliance of the goods with the regulatory requirements.

For further information refer the TGA website: http://WWW. tga. gov. au.

Yours sincerely

^,
,

MCCauleyRe

Delegate of the Secretary for regulation 10A of the Regulations
6, h September 2016
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