AZ Medicines Control Authority of Zimbabwe

106 Baines Avenue
Tel: +263 242 736 981-7 E‘?r‘a?e"x 10699
708 2551792 165 /0772 145 191/2/3 Zimbabwe

Email: mcaz@mcaz.co.zw
Website: www.mcaz.co.zw

REF: B/279/28/52/2025

19 May 2025

The Supervisor

Sin Marca Pharmaceuticals Pvt Lid
t/a Sin Marca Pharmaceuticals

Bay 3, 11 Ventersburg , Sunway City,
Harare.

ATTENTION: Ronald Mazivanhanga (Mr)
Dear Sir

RE: SIN MARCA PHARMACEUTICALS PVT LTD T/A SIN MARCA
PHARMACEUTICALS BAY 3, 11 VENTERSBURG , SUNWAY CITY, HARARE.

The inspection of the above premises on 12% of May, 2025 refers.
Appended is an inspection report for your noting.
Yours faithfully

MEDICINES CONTROL AUTHORITY OF ZIMBABWE

B

S. Shambira (Ms.)
For: DIRECTOR-GENERAL
ftst

Medicines Controt Authority of Zimbabwe (MCAZ)
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LICENSING AND ENFORCEMENT DIVISION

INSPECTION REPORT FOR A WHOLESALE- NEW
Sin Marca Pharmaceuticals Pvt Ltd t/a Sin Marca Pharmaceuticals

Applicant: Sin Marca Pharmaceuticals (Pvt) Ltd
Supervisor: Ronald Mazivanhanga (Mr)

Inspection Date: 12" May 2025

Inspectors: Tadiwa Tapfumaneyi and Shamiso Shambira

Type of inspection: New Premises

Key

Italics: Shortcomings noted during inspection

Bold: Issues noted during re-inspection and sub-headings
Regular: The rest of the body of the inspection

1.0 Preamble
This was an inspection of a new premises after a complete and satisfactory application
was received.

1.1 Suitability of premises

The premises were generally in a clean and tidy condition with suitable and effective
means of natural lighting and ventilation. There was satisfactory visibility with the
lights off. Medicines shall be stored on wooden shelving and wooden paliets, protected
from direct light, moisture and excessive heat.

All working surfaces were finished with a smooth, impervious, and washable material
and maintained in a good state of repair. The floors were rough. The walls were painted
white and washable with IBR sheets at the top to the roof .There were no windows. The
natural light source were the 2 transparent areas on the roof.

There was unidirectional flow of medicines. The four warehouse areas (Receiving,
Quarantine, Warehouse and Dispatch) were clearly demarcated and labelled. The areas
measured 30.07m?, 6.4894m?, 128.6146m and 26.848m? respectively..

There were two (2) thermo hygrometers placed in different areas of the warehouse.

These were still to be calibrated and also a temperature mapping exercise was
conducted for the Summer season and still to be conducted for the Winnter Season.

The staff complement shall include one (1) pharmacy technician who is also the
supervisor of record, two (2) sales representatives.
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There were toilet facilities which were clean and in good working order.

1.2 Receiving Area

The receiving area measured approximately 30.07m? which was considered adequate,
The receiving arca was physically separated from the other warehouse areas with
lockable entrance and exit areas. It was clearly demarcated and [abelled. A table was
placed in the receiving area.

1.3 Quaranfine Area

The Quarantine area measured approximately 6.4894m> which was considered
adequate for the operations of the wholesale. The quarantine arca was physically
separated from the other warehouse areas with lockable entrance and exit areas. There
was a thermo hygrometer and air conditioner for temperature monitoring and
regulation. It was clearly demarcated and labelled.

14 Warehouse

The warehouse for storage of medicines measured 128.6146m2. This was considered
adequate. The warehouses were physically separated from the other three main areas
with a lockable entrance and exit areas. They were clearly demarcated and labelled with
sufficient means of temperature monitoring and regulation.

All cold chain medicines shall be stored inside a grey Capri single door refrigerator in
the warehouse . Tt had its own data logger which was calibrated by air Zimbabwe and
due 3/11/25.A temperature logbook was also present.

1.5  Dispatch

The dispatch area measured approximately 26.848m” which was considered adequate.
The dispatch area was physically separated from the other warehouse areas with brick
walls and lockable entrance and exit areas. It was clearly demarcated and labelled.

A metallic table was placed in the dispatch area and wooden pallets were available for
storage of medicines.

1.6 Cleanliness and Hygiene
The premises were generally clean and tidy, free from accumulated waste and vermin.

1.7 Control of Materials
There was unidirectional flow of medicines.

1.8 Dangerous Drugs
There was no fixed and lockable dangerous drugs cabinet at the premises.

1.9 Documentation and Records:

An electronic recording system (Tally Prime) shall be used for capturing all the
required information. The sample invoice provided for the capture of all the required
information including batch number, expiry date and brand or manufacturer’s details of
the medicines.

All the required SOPs, dated, signed, and indicating dates for review were provided.
The following were available on the day of inspection:
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i. SOP for Goods received PH02

ii. SOP for Storage and receiving of products in the warehouse (PHO1)
iii, SOP for Cleaning and Maintenance(PH03)

iv. SOP for Product Recall (PHO08)

V. SOP for customer complaints{PH05)

vi. SOP for Security of goods (PH14)

vii.  SOP for Transportation of Goods Procedure(PH11)

viii.  SOP for Assembling an order and invoicing Procedure(PH1 1)
ix. SOP for Deviation Management Procedure (PH02)

X. SOP for Inceneration ofa damage stock(PH(9)

xi. SOP for Product Quarantine Procedure(PH05)

xii.  SOP for Training of warchouse personnel(PH06)

1.10 Legislation
All the required legislation was available as soft copies.

1.11  Security

There was a roller shutter door on the dispatch as well as the entrance leading to the
receiving area. CCTV surveillance and security manning the premises throughout the
day. The four main areas are all lockable and there is limited unauthorized access unless
supervisor grants it,

1.12 General

Observations

For the observations the reference numbers given below in the right-hand column refer to the
relevant references of the Medicines and Allied Substances Control Act, Medicines and Allied
Substances Control Regulations and Good Dispensing or Good Wholesaling Guidelines

Observations are classified into the categories “Critical”, “Major”, “Other (Minor)”

2.1 Critical observations are those observations that pose a great risk to the general public
2.2 Major observations are those observations which pose considerable risk to the public
2.3 Minor observations are those observations which pose minimal risk to the public but
are still contraventions to the statutory instruments and departure from the guidelines.
Nr Observations Ref

Critical

None

Major

None

Minor

None
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3.0 Recommendations

Issue wholesale dealers permit

Inspector: Tadiwa Tapfumaneyi
Name

Reviewed by:  Shamiso Shambira
Name

E‘.ﬁfl‘-ﬁ;‘:} |

Signature

Signature
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13/05/2025
Date

7022025
Date
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