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GSD and Hospital Authority Tender



Tender Ref.  : PT/039 )
File Ref. 1 A4112232002

2.5

4.1

The Government may purchase from any Tenderer whose Tender has been accepted
(“Contractor”) any quantities over a period not exceeding 24 months, from the date of
the Contract. However, the Government shall be entitled to require the Contractor to
supply additional quantities of the Goods in excess of the Estimated Quantity
specified in the Schedule at the same price as stipulated in Part V. If the excess
quantities of the Goods are required by the Government, the Government may inform
the Contractor by written notice at an reasonable time as agreed.

If the actual demand for the Goods decreases as a result of unforeseeable
circumstances, the Government may by written notice serve upon the Contractor to
extend the term of the Contract or to terminate the Contract before it expires.

and Poi ati

Tenderers are requested to note that the Goods being offered must have been
registered with the Govermnment under Reg. 36(1) of the Pharmacy and Poisons
Regulations and allowed to be imported into and freely sold in Hong Kong. Any
Tender which fails to meet the requirements above will not be accepted.

a vidence -

Tenderers are requested to submit COPIES OF *2 SETS (EACH SET IN SEPARATE
FILE) OF THE FOLLOWING WITH THE TENDER FOR CONSIDERATION,
OTHERWISE TENDERS MAY NOT BE CONSIDERED :

[*additional 7 sets of such documents may be required for evaluation after tender
closing; Tenderers must submit the set of documents within 3 working days upon
request.] ’

4.1.1 The Manufacturer

(1) - Certified true copy of the valid Pharmaceutical Manufacturer's Licence
issued by the national control authority of the country of origin_
indicating the manufacturer's compliance with Good Manufacturing_
Practices as recommended by the World Health Organization, or

_ equivalent; _ E

(i) acopy of the Site Master File of the manufacturer;

(iii)  detailed information on the production and quality control facilities i

(iv)  qualification and experience of professional and technical personnel
involved in production and quality control; and _ i

(v)  written permission from the manufacturer to allow representatives of
the Department of Health and the Hospital Authority to inspect the”
manufacturing facilities and processes as and when required. i

~
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armaceutical products specified in Part V of the Tender)

~

Goods manufactured in Hong Kong , 2 certified true copy of _

-th wate of Drug/Product Registration of the product issued by

the Pharmacy and Poisons Board of Hong Kong.

Foi those Goods manufactured outside Hong Kong, a certified true
cop‘y' of the Certificate of Drug/Product Registration of the product
issued by. the Pharmacy and Poisons Board of Hong Kong and a_

certified true copy of the Marketing Authorization* of the Goods
[ERSee g

issued by :

\/(}/ the national control authority of the People's Republic of China

(PRC); or 4

@ the national control authority of a member country of the

International Conference on Harmonization (ICH) or of
Australia. :

(Note : The following are currently ICH member countries - Austria,
Belgium, Denmark, Finland, France, Germany, Greece, Ireland, Italy,
Japan, Luxembourg, Netherlands, Portugal, Spain, Sweden, UK. and

USA)

*The Marketing Authorization, as specified in 4.1.2(1)(b), -
may. be waived if the product is supplied by an Established’
Source; however, a certified true copy of the Marketing
Authorization from the country of origin must be provided.
Information on the registration status of the product in any other
countries. 4
Copies of the complete master formula, method of assay, finished
product specifications, stability data with recommended shelf-life-and
storage condition of the product are required. Evidence showing
compliance with appropriate current guidelines of the World Health
Organization, where applicable, is required.
A copy of the certificate of analysis of a representative batch of the
product.
A copy of the bioequivalence studies report of the offered product as
compared with ‘Adalat Retard’” brand. The bioequivalence studies must
be conducted in accordance with the World Health Organization
guidelines. :
Information on the ammual sales volume of the product in the country of
origin and in other countries in the last three years.
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4.13 The Supplier in Hong Kong

()  Certified true copy of the relevant registrations/licences, such as the
Wholesale Poisons Licence and the Wholesale Dealer's Licence to
supply Dangerous Drugs.

(i)  Details of the product recall system in place. ,

(i) . Written permission to allow the representatives of the Department of
Health and the Hospital Authority to inspect the warehouse facilities
and the distribution operations.

r Sample

Tenderers are required to submit samples of 300 tablets for the item offered in original
packing for evaluation, free of all costs and expenses, to the

Officer-in-charge of Samples, Procurement Division
Govemment Supplies Department

9/F., North Point Government Offices

333 Java Road, North Point, Hong Kong.

(Working Hours : Monday to Friday - 8:30 am. to 5:00 p.m.
Saturday - 9:00 a.m. to 12:00 noon)

BEFORE THE CLOSING TIME AND DATE OF THIS TENDER.

A receipt for samples duly signed by the fﬁcer-in—éharge of Samples should be

AN

; LI, BE J} Al AMPLES HAVE O BE}
SUBMITTED IN ACCORDANCE WITH THE ABOVE REQUIREMENT.
Samples submitted may not be returned.

Tenderers are requested to seal their samples in such a manner that they will not
become loose or cannot be replaced without breaking the seal. :

A label bearing the following information should be attached to each of the samples :

® Tender reference number;

(i)  Company chop;

(iii)  Brief description of the item;

(iv)  Item number which is identical to the item number indicated in Part V;
and

(v) Closing date of the Tender.

Samples may be rejected if they are not properly sealed in the manner described
above.



