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IMPORTANT NOTICE

The Government Printing Works will not be held responsible for faxed documents not received due
to errors on the fax machine or faxes received which are unclear or incomplete. Please be advised
that an “OK” slip, received from a fax machine, will not be accepted as proof that documents were

received by the GPW for printing. If documents are faxed to the GPW it will be the sender’s respon-
sibility to phone and confirm that the documents were received in good order.

Furthermore the Government Printing Works will also not be held responsible for canceilations and
amendments which have not been done on original documents received from clients.
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GoverRNMENT NOTICE

DEPARTMENT OF HEALTH
No. R. 184 4 March 2011

MEDICINES AND RELATED SUBSTANCES ACT (101 OF 1965)

REGULATIONS RELATING TO A TRANSPARENT PRICING SYSTEM FOR
MEDICINES AND SCHEDULED SUBSTANCES

LOGISTICS FEE COMPONENT OF A TRANSPARENT PRICING SYSTEM

The Minister of Health, on recommendation of the Pricing Commiitee, in terms of
section 22G (2) (c) of the Medicines and Related Substances Act (No. 101 of 1965),
read together with Regulation 5(2)(g) of the Regulations Relating to a Transparent
Pricing System for Medicines and Scheduled Substances, intends to publish the
logistics fee as in the Schedule.

Interested persons are reguested to submit substantiated comments or representations
on the proposed logistics fee in writing, on a compact disc and hard copy within two

months of publication of this notice to:

The Director-General: Health (Attention to the Director: Pharmaceutical Economic

Evaluations)

Room 2610 South Tower
Civitas Building

Cnr Andries and Bloed Streets
Pretoria

0001
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SCHEDULE

DEFINITIONS

1. In this Notice any word or expression to which a meaning has been assigned in the
Act or the Regulations shall have such meaning and the Regulations means the
Reguilations Relating to a Transparent Pricing System for Medicines and Scheduled

Substances;

“end dispensers” means all pharmacists and persons licensed in terms of section 22C
(1) (a) of the Medicines and Related Substances Act (No. 101 of 1965) that dispense
medicines or scheduled substances to end users as defined herein;

“end user” means all patients and related persons who are the ultimate consumers of

the medicine or scheduled substance;

“‘ex-manufacturer price” means the price that a manufacturer, licensed in terms of
section 22C (1) (b) charges to produce a medicine or scheduled substance for
consumption and includes costs incurred in releasing the medicine or scheduled
substance to persons authorized in terms of section 22H to purchase medicines or any
duly authorized purchaser and is a VAT exclusive component of the single exit price of

that medicine;

“logistics fee” means the fee that is paid directly by manufacturers to logistics service
providers exclusively for the provision of logistical services to manufacturers in respect
of medicines or scheduled substances and may be paid by manufacturers to their in-

house logistics-service-provider division;
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“logistical services” means those services provided by logistics service providers, to
manufacturers, for the distribution of medicines or scheduled substances to end-
dispensers and include the following activities in relation fo medicines or scheduled

substances:
(a) Receiving of medicines or scheduled substances;
(b) Warehousing of medicines or scheduled substances;
(c) Proper inventory control and rotation;
(d) Taking orders from end dispensers;
{(e) Delivery of orders to end dispensers;
(f) Provision of emergency services to end dispensers where required;
(g) Proper record keeping;
(h} Batch tracking and tracing;
(i) Maintenance of cold chain requirements where necessary,
(i) Returning products to manufacturers when required; and

(k) Having and operating a debtor’s control system which conforms to accepted
accounting norms;

“logistics service provider” means a person, licensed in terms of section 22C (1) (b)
of the Act that performs all Logistical Services as defined herein;

“logistics fee cap” means the maximum logistics fee determined for medicines or
scheduled substances, above which no logistics fee shall be allowed;
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2. LOGISTICS FEE:

The maximum logistics fee as contemplated in section 22G (2} (c) of the Act and
Regulation 5{2)(g) of the Regulations Relating to a Transparent Pricing System for
Medicines and Scheduled Substances, to be charged by logistics service providers,
who may be distributors or wholesalers, for logistical services as defined herein, must
be calculated, exclusive of VAT, as follows:

(a) Where the ex-manufacturer price (VAT exclusive) of a medicine or scheduled
substance is less than one hundred rands, the logistics fee must not exceed
6% of the ex-manufacturer price (VAT exclusive) in respect of that medicine
or scheduled substancs;

(b) Where the ex-manufacturer price (VAT exclusive) of a medicine or scheduled
substance is equal to or greater than one hundred rands but less than five
hundred rands, the logistics fee must not exceed 4% of the ex-manufacturer
price (VAT exclusive) plus R2 in respect of that medicine or scheduled
substance;

(c) Where the ex-manufacturer price (VAT exclusive) of a medicine or scheduied
substance is equal to or greater than five hundred rands but less than one
thousand rands, the logistics fee must not exceed 3% of the ex-manufacturer
price (VAT exclusive) plus R5 in respect of that medicine or scheduled
substance;

{(d) Where the ex-manufacturer price (VAT exclusive) of a medicine or scheduled
substance is equal to or greater than one thousand rands, the logistics fee
must not exceed 2% of the ex-manufacturer price (VAT exclusive) pius R10 in

respect of that medicine or scheduled substance.

3. {a) The logistics fee actually paid by the manufacturer for a medicine cr scheduled
substance must be disclosed by the manufacturer, using addendum A, io the
Director-General separately from the ex-manufacturer price. The total logistics fee
paid by a manufacturer shall be published by the Director-General;
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(b) Where a manufacturer has negotiated logistics fees for the same medicine or
scheduled substance with several logistics service providers across the country, the
final logistics fee shall be calculated as follows: final logistics fee = logistics fee
negotiated with logistics service provider (LSP) 1 X (estimated units to be distributed
by LSP 1 in 12 months divided by total estimated units to be sold in the same 12
months) + logistics fee negotiated with logistics service provider (LSP) 2 X
(estimated units to be distributed by LSP 2 in 12 months divided by total estimated
units to be sold in the same 12 months). The final logistics fee as calculated must
not exceed the maximum logistics fee contemplated in sub-regulation 2;

(c) At the end of a 12 month period a manufacturer must reconcile total units
distributed per supplier with the estimates at the beginning of the year used fo
calculate the final logistics fee. This reconciliation must be certified by an
independent auditor. The extent of the over or under recovery of the logistics fee for
a medicine or scheduled substance must then be factored into the calculation of

logistics fees for the next 12 months;

(d} The logistics fee may only be implemented 30 working days after the date on
which logistics service providers and manufactures of medicines or scheduled

MINISTER OF HEALTH
DATE: 28/2/2011
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