Department:
Health
REPUBLIC OF SOUTH AFRICA

- health i
i

Private Bag X828, PRETORIA, 0001 Dr AB Xuma Building1112 Voortrekker Road, Pretoria Townlands 351-JR,
PRETORIA, 0187 Tel (012) 395 8000, Fax (012) 395 8918

Mrs TL Burger

MC Pharma (Pty) Ltd
62 Constantia Avenue
Mnandi

Centurion

0157

Tshwane

Dear Mrs Burger
Section 21 Extension Authorization for THIOPENTONE 500MG INJECTION 20ML

Attached, please find the Authorization for exemption under Section 21 of the Medicines and Related
Substances Act by SAHPRA granted for:

e Thiopentone 500mg injection 20mL

The quantities for which approval was granted are only estimates based on procurement by
provinces over the last 6 months. Please note that the National Department of Health (NDOH)
cannot guarantee the procurement of these quantities, as NDOH has no control over orders being
placed by provincial depots, and current stock holding might influence estimated guantities.

The following process will be followed to ensure the quality of the product being brought in:

Manufacturer will submit an assay and identification of every batch imported.

An additional assay of every batch will be done by a quality control laboratory.

A random sample will be assayed during the authorized period by a quality control laboratory.

Aggregate statistics to be submitted to NDOH in the first week of each month of all orders

received and quantities supplied per province.

5. The NDOH needs to be advised of the quantities and date of arrival of stocks in terms of this
authorization within 7 days after arrival.

6. The supplier will provide monthly reports, by the 7" of each month, using the attached format of

orders received and issues done.
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Section 21 Extension Authorisation re Thiopentone 500mg INJ 26082025-1

7. Participating Authorities (PAs) will provide a consolidated close out report of usage using the
attached format on the date when an authorization lapses.

8. The full quantities imported in terms of this Seclion 21authorisation must be accounted for.

. Note that this authorization DOES NOT cover supplies to the private sector.

10. Where this authorization is obtained to provide security of supply due to supply challenges from
the contracted supplier, PAs are requested to buy out against contracted suppliers and ensure
that related orders are cancelled accordingly to prevent overstocking once the contracted
supplier gets back into stock.

It should be noted this authorization applies only for use of the product in the public sector with
estimated usage quantities for a period of one month. The authorization is expected to expire on 14
February 2026.

Table 1: Provincial usage

Province Six Months Estimate Actual Uptake
Correctional Services 0 0
EC-MT 300

EC-PE 100 1=
FS 120 0
GP 0 0
KZN 19 0
LP 1300 0
MP 0 0
NC 0 0
NW 0 0
SAMHS 0 0
WC 199 200
Total 2038 330

Yours sincerely

K Fmoa00des
KHADIJA JAMALOODIEN
CHIEF DIRECTOR: SECTOR WIDE PROCUREMENT

DATE: 211272025
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52100009541

SAHPRA Head Office
Building A, Loftus Park
2nd Floor

South African Kirkness Str
Health Products Arcadia
Regulatory Authority 0083

Section 21 Outcome Letter
2025-08-14
Ms Buhle Mbongo
National Department Of Health
Pretoria
buhle.mbongo@health.gov.za
Dear Ms Buhle Mbongo

REQUEST TO USE UNREGISTERED MEDICINE IN TERMS OF SECTION 21 OF THE
MEDICINES AND CONTROLLED SUBSTANCES ACT, 1965 (ACT 101 of 1965):

Your application dated 2025-08-13 refers

A. STATUS: Approved

B. APPLICANT: Ms Buhle Mbongo

C. IMPORTING COMPANY: MC PHARMA (PTY) LTD

D. NUMBER OF PATIENT/(S) INTENDED TO BE TREATED: 830
E. UNREGISTERED MEDICINES: GENERIC NAME: No Data

F. TRADE NAME: Thiosol 500 mg

G. QUANTITY: 1660 Packs (1)




52100009541

SAHPRA Head Office
Building A, Loftus Park
2nd Floor

South African Kirkness Str
Health Products Arcadia
Regulatory Authority 0083

H. LETTER NUMBER: $2100009541

Section 21 authorization letters are valid for a period of 6 months from the letter date,
unless otherwise specified.

A progress report must be submitted once treatment is completed or on a

reauthorization request

Comments:

Yours faithfully,

Dr S Munbodh

Manager: Section 21 Category A Medicines

Mahlodi Maropa

Final Approver
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MC Pharma (Pty) Ltd.
62 Constantia Avenue,
Mnandi, Centurion, 0157
Tel: +27 (0)12 668-3019
www.mcpharma.co.za

MC @9 Pharma

Providers of Medicine Regulatory Affairs Intelligence

06 October 2024
QUOTATION # 20241007 T
TO: The National Department of Health
TEL: 012 395 0539
Email: Buhle.mbongo@health.gov.za
CONTACT PERSON / PATIENT: Buhle Mbongo
NB IMPORTED AND SUPPLIED UNDER SECTION 21 TERMS
PRODUCT | DESCRIPTION PACK SIZE | QUANTITY | PRICE EXCL PRICE INCL
CODE
Each vial contains
THIO 001 | 500 mg 1’s 1 R68,66 R78,95
Thiopentone
Sodium BP.
Brand (packed in 1900 R130,454.00 R150,005.00
1’s)
Total R130,454.00 R150,005.00

Valid for 90 days

Employee signature/s:

>

Date: 7 October 2024

Approved by: T Burger

MC Pharma (Pty) Ltd | VAT No. 4250206978 | REG No. 1999/009355/07
DIRECTOR: T.L. Burger

PO Box 366, Wierda Park, South Africa, 0149

Page 1 of 1




MC Pharma (Pty) Ltd.

62 Constantia Avenue,
MC @ Pharma
Tel: +27 (0)1 2 668-3019 ~ Providers of Medicine Regulatory Affairs Intelligence
www.mcpharma.co.za

06 October 2024

TO: The National Department of Health
Directorate: Affordable Medicines

TEL: 012 395 0539
Email: Buhle.mbongo@health.gov.za

Dear Ms Mbongo

Re: RFQ S21RFQ139 — THIOPENTONE 500mg Injection

e Quantity: 1900 vials

e Delivery Time (weeks) 8-12 weeks after approval
e Price (VAT inclusive) per vial R78,95 per vial

e Generic Name: Thipentone Injection 500mg
e Trade/Brand Name: THIOSOL Injection

¢ Packaging: 1vial packed in 1’s

¢ Specifications: 500mg / Injection

o Shelf-life: 24 months

e Package Insert: Attached

e Manufacturer: Neon Laboratories

e Country of Origin: India

Please note that the immediate availability of the product is under the condition that the
manufacturer receives the notice of our order as soon as possible.

We are looking forward to your positive response and please do not hesitate to make
contact should you have any further requirements.

Regards
pp

T Burger
Managing Director

MC Pharma (Pty) Ltd | VAT No. 4250206978 | REG No. 1999/009355/07
DIRECTOR: T.L. Burger

PO Box 366, Wierda Park, South Africa, 0149 Page 1 of 1
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Artwork of Carton

THIOPENTAL SODIUM

THIOPENTAL SODIUM

FOR NECTONB

For Intravenous Injection

500mg

[NEON)

For Intr

Warning:
May be habit forming.

Mfg. Lic. No. 752

Batch No.
Mfg. Date
Expiry Date

NVZ
19x 13 mm

902412

® Registered Trade Mark.

Works:

Plot No. 29 to 32 & 57, 60 The Palghar
Taluka Industrial Co. Op. Estate Lid.,
Bolsar Road, Palghar - 401404, INDIA

004725

FOR INJECTION B.2

orl Ini.

Each vial contains:
Thi

For Intravenous Injection

500mg

(NEON |

Contains no preservative.

Dissolve in 10 ml of Sterilised
Water for Injections B.P. for
5% solution or in 20 ml for
2.5% solution.

The injection should be
freshly prepared and used
immediately after preparation.

Dose: As directed by the
Physician.

Store below 30°C., protected
from light.

MADE IN INDIA BY:

NEON LABORATORIES LIMITED
28, Mahal Ind. Est., M. Caves Rd.,
Andherl (East), Mumbai - 400 093.

| Sodium B.P. 500mg

CuU472C/2

- PANTONE 688 C - BLACK

Design 100%
Actual Dimensions 38 (L) x 38 (B) x 67 (H) mm




