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FOREWORD

Codes of good manufacturing practice (GMP) describe proven systems and procedures for the
production and distribution of quality products. They also describe documentation systems
to provide a traceable record of every batch or item produced.

This volume, which combines the Code of Wholesaling of Medicines and Medical Devices with a
Uniform Recall Procedure for Medicines and Medical Devices, is the fourth in a series of Codes of
GMP published by the Therapeutics Section of the Ministry of Health. The wholesaling part of the
Code has been written to assist the wholesale section of the pharmaceutical and medical device
industry in New Zealand; the recall procedures in Part V are applicable to all sections of the
industry.

A Code of GMP must be regarded as no more than a minimum standard. Systems that go beyond
the guidelines are encouraged. Every employee engaged in the wholesaling of medicines and
medical devices should be aware of this document.

The Wholesaling Code represents a consensus reached by a working party of industry
representatives convened by the Ministry. The high quality of the documents that the working
party produced indicates the importance all parties placed on promoting high standards in work
practices. Itreflects what is expected nationally and internationally in order to protect the quality
of therapeutic goods distributed in this country.

The Uniform Recall Procedure describes the actions which should be taken when a medicine or
medical device needs to be recalled or modified in the tield because the product is faulty or
potentially unsafe. The Uniform Recall Procedure was developed following agreement reached
with representatives of industry.

David Smyth
Acting Director-General of Health
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Part 4:

WHOLESALING OF MEDICINES AND MEDICAL DEVICES
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CHAPTER 1
INTRODUCTION

Wholesale distribution forms part of the supply chain of medicines, medical devices, related
products and materials used in their manufacture. Wholesalers are responsible for the
effective, safe and efficient handling, storage and distribution of medicines and medical
devices, whilst they are moving between their site of manufacture and the retail outlet or
end-user.

The Code sets out the appropriate standards for meeting these responsibilities. Compliance
with the requirements of the Code will be used as a basis for assessing applications for
licensing purposes.

The Code does not deal with statutory requirements unless they are an integral part of good
manufacturing practice. However, licensees need to understand and comply with their
legal obligations.

The Code does not cover the requirements for a licence to pack medicines. These are

- covered in the New Zealand Code of Good Manufacturing Practice for Manufacture and

Distribution of Therapeutic Goods Part 1: Manufacture of Pharmaceutical Products.
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CHAPTER 2
APPLICATION AND INTERPRETATION

The Code applies to importers and wholesale distributors of medicines and medical devices
and to manufacturers and packers who have wholesaling functions in their business.

In the Code:

. the word “goods” includes medicines, related products and medical devices

. the word “hazardous” means goods which, by virtue of their irritant, corrosive,
volatile, explosive or highly toxic nature, pose an extra risk in storage or
handling

o the term “Controlled Drugs” means those substances listed in the Schedules

to the Misuse of Drugs Act 1975 and amendments.
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3.3

3.4

CHAPTER 3
DOCUMENTATION

All procedures intended to safeguard the quality of goods and to prevent mixups should be
documented.

Records, registers and returns of Controlled Drugs shall be kept in accordance with the
appropriate legislation.

Records of the receipt and sale of all goods shall be kept in accordance with the
medicines legislation.

An invoice or packing slip should accompany each delivery of goods.

11
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4.2
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4.4

4.5
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4.13

4.14

4.15

CHAPTER 4
BUILDINGS AND GROUNDS

Warehouse premises should be built for or adapted to the function of wholesaling
medicines and medical devices.

The grounds should be established and maintained in an orderly condition that
minimises the likelihood of dirt, dust or other contaminants entering the premises.

The premises should provide sufficient space for the orderly receipt, warehousing and
despatch of goods.

The premises should be maintained in a clean and sanitary state. They should be kept
free from accumulated waste, dirt and debris.

Waste materials should be collected in receptacles or areas set aside for this purpose
and disposed of frequently.

A written cleaning programme for the premises should be available. Cleaning
equipment should be stored hygienically.

The buildings should be kept free of rodents, vermin, birds, insects, animals and pests.

The building should protect stored goods from contamination, deterioration, excessive heat,
cold and exposure to direct sunlight.

The receiving and despatch bays, docks, platforms or similar areas should provide
protection against dust, dirt and rain.

Warehousing functions should be carried out in a part of the premises separated from any
manufacturing or packing operations.

There should be a documented quarantine system for isolation of goods where
necessary. This includes isolation of faulty or leaking packs, recalled and expired
goods.

The premises should be well lit and ventilated.

The premises should provide sufficient security to prevent access by unauthorised
people.

Perimeter security of the building should be adequate to prevent unlawful entry into
the premises.

Where appropriate all exits and entrances should be controlled by a monitored alarm
system after hours.

12
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5.5

5.6

5.7

CHAPTER 5
FACILITIES

Storage conditions should be monitored to ensure that the conditions specified by the
manufacturers of the products are met. A record of the monitoring should be maintained.

Controlled temperature storage environments should be monitored using suitable
temperature recording devices. A record of the monitoring should be maintained.

Controlled temperature environments should be fitted with a monitored alarm where
appropriate to indicate any temperature deviations outside specifications.

Where the temperature has deviated outside the limits of the specifications, a written
procedure should be followed to review the use of any goods affected.

Instruments or equipment used for monitoring temperature should be regularly
checked to ensure accuracy to a level appropriate for the product.

Controlled Drugs must be securely stored as required by the appropriate legislation.

There should be suitable storage conditions for toxic and hazardous substances.

13



6.1

6.2

6.3

CHAPTER 6
PERSONNEL

All personnel responsible for ensuring that goods are correctly handled, stored and
distributed should have the appropriate training and experience that will enable them
to carry out these tasks effectively and responsibly.

Personal hygiene should be of a standard which avoids contamination of any product.

Job descriptions which clearly define the duties and responsibilities of each staff
member should be maintained.

14



7.1

7.2
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CHAPTER 7
STOCK HANDLING AND STOCK CONTROL

The handling and storage of goods should be in accordance with established procedures
designed to prevent contamination or deterioration, damage to packs or confusion of
products.

The integrity of seals on all goods should be checked and maintained. Particular
attention should be given to sterile products.

Manufacturers’ special instructions relating to the storage or handling of products
should be followed.

Storage areas should be adequate and organised to permit segregation and
identification of the goods stored.

Documented procedures should be followed to ensure a high level of cleanliness in
refrigerated rooms and cabinets, with specific attention being paid to the avoidance of
mould growth.

There should be a documented procedure which should be followed to ensure stock
rotation.

Goods bearing an expiry date should not be sold after expiry. Expired goods should be
withdrawn from sale and quarantined for disposal in accordance with agreement
between manufacturer and wholesaler. There should be a documented procedure for
this.

Spills should be cleaned up quickly under the supervision of a responsible person. A
written procedure should be followed for dealing with hazardous items, eg, cytotoxic
medicines, flammable goods, oxidising agents, etc.

Security

7.9

Access to goods storage areas should be controlled to prevent unauthorised entry.

7.10 Visitors, workmen or other persons who are not members of the staff, must always be

accompanied by a staff member when access is required to the medicines storage area.

7.11 There should be procedures in place that will minimise the possibility of theft by staft

or others.

15



Inwards Goods from Suppliers

7.12  Importers should have documented systems which ensure that goods are not mishandled or
exposed to adverse storage conditions en route.

7.13 Incoming goods should be placed in quarantine until the required documentation is
available, and checks show that the goods are those expected, are those described in the
documents and that they are undamaged.

7.14 Importers must ensure that they possess data and certificates according to the requirements
of the Medicines legislation. There should be documented procedures to ensure that these
requirements are met.

7.15 There should be a documented system for recognition and correct handling of Controlled
Drugs, cytotoxics, hazardous goods and those goods requiring special storage conditions, or
with a short shelf life.

7.16  Goods which are not acceptable for any reason should remain in quarantine.

Damaged Products or Materials
7.17 A responsible person should be appointed to examine damaged or suspect goods.

7.18 Goods with broken seals, damaged packaging, or suspected contamination should be
placed in quarantine until a decision has been made on the appropriate action by a
responsible person.

Returned Goods

7.19 Returned goods should not be resold unless there is evidence that they have been
stored securely and under suitable conditions since they left the wholesaler. There
should be a documented procedure for this.

7.20 An appropriately trained, responsible person should be appointed to determine and
document the fate of returned goods.

7.21 Goods which have been damaged or withheld from sale and which are not
immediately destroyed should be placed in quarantine until appropriate action can be
taken. There should be a documented procedure for dealing with these goods.

Recall Procedures

7.22 There should be a written procedure for implementing recalls and dealing with recalled
goods. See Part 5: Uniform Recall Procedure for Medicines and Medical Devices.
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CHAPTER 8
TRANSPORT

Containers for delivery of goods should be clean and odour-free and provide adequate
protection for the goods during transportation.

Goods requiring refrigerated or frozen storage should be transported in insulated
containers with appropriate cooling agents. The cooling agent should not cause
freezing of goods marked “Refrigerate — Do not freeze”.

Maintenance of correct storage temperatures during transportation should be validated
and documented, where appropriate.

Medicines requiring low temperature storage should be delivered by the fastest
practical means.

Deliveries containing Controlled Drugs should not indicate on the container that Controlled
Drugs are included.

Controlled Drugs should be delivered by a secure system which should be documented. It
is the responsibility of consignors to ensure that Controlled Drugs are sent to the
appropriate person at the correct address.

Prescription medicines should be delivered by a secure system.

Cytotoxic substances should be transported in such a way as to be self contained in the
event of breakage. The packaging of cytotoxic substances should bear a label stating that
cytotoxic substances are enclosed. Safe handling procedures necessary in the event of
damage, should also be stated on the package.
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9.1

9.2

CHAPTER 9
COMPLAINTS

Complaints regarding goods or their packaging should be recorded and actioned according
to a documented system. Complaints that do not concern the wholesaling activity should
be referred promptly to the agent or manufacturer, as appropriate.

Complaints regarding wholesaling activities which compromise the quality of goods
should be recorded and actioned according to a documented system.
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