Issue No. 06

“Updates on Substandard, Falsified (SF)
and unregistered medical products”

Substandard and falsified (SF) med-
ical products pose severe threats to
public health, leading to treatment
failure, disease progression, toxicity,
and increased antimicrobial resis-
tance. Furthermore, they erode pub-
lic trust in healthcare systems and
trigger substantial economic losses.
To protect public health in Tanzania,
the Tanzania Medicines and Medical
Devices Authority (TMDA) is com-
mitted to ensuring that all medical
products are safe, effective, and of
high quality.

To achieve this, TMDA implements
robust strategies to prevent, detect,
and respond to SF products by:

« Strengthening regulatory frame-
works and enforcement mecha-
nisms.

« Inspecting manufacturing sites,
importers, distributors, and
healthcare facilities.

« Conducting post-marketing sur-
veillance and rigorous laboratory
testing.

« Monitoring medicine supply
chains and distribution networks.

« Issuing timely safety alerts, prod-
uct recalls, and regulatory sanc-
tions when necessary.

» Collaborating with local and in-
ternational stakeholders and reg-
ulatory peers.

» Educating the public on the dan-
gers of purchasing medicines
from unauthorized sources.

« Deploying technological solu-
tions and traceability systems to
enhance monitoring and detec-
tion.
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to be manufactured by Signature
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Photo 2: Unregistered Contrasafe claimed to
be manufactured by Senador Laboratories
Pvut., Mumbai, India



TMDA Intercepts Six Unregistered Human Medi- medical products during a routine Inspection. The

cines in Southern Highland Zone specific technical details, including product names,
manufacturers, batch numbers, and points of sei-

TMDA Southern Highland Zone (SHZ) inspectors zure, are compiled in Table 1 below.

successfully intercepted six (6) unregistered human

Table 1: List of unregistered Medicines Seized at SHZ

S/N | Name of medical product Batch No. | Manufacturer Name Quantity
1. VEGA (Sildenafil Citrate) Tablets - Signature 1 tab
2. CONTRASAFE (Medroxyprogester- | 4003481 Senador Laboratories Pvt. Mumbai | 21 vials
one Acetate) Injection - India
3. Doxycycline Capsules 100mg 670125 Yash Life Science Ltd — Lusaka - 500 tabs
Zambia
4. Salbutamol Tablets BP 4mg 480524 Yash Life Sciences Ltd. Kafue, gootabs
Zambia
5. Grindex (Oxytocin) injection 10IU/ | 0121910224 | China 2 Pcs
ml
6. Erythromycin Stearate Tablets BP | 631224 Yash Life Science Ltd — Lusaka - 300tabs
250mg Zambia

Some of the photographs of the unregistered medicines are as indicated below.
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Photo 3: Unregistered Salbu- Photo 4: Unregistered Doxy- Photo 5: Unregistered eryth-
tamol claimed to be manufac- cycline tablets claimed to be romycin tablets claimed to be
tured by YashLifeSciencesLtd. manufactured by Yash Life manufactured by Yash Life

Kafue, Zambia Science Ltd, Lusaka, Zambia Science Ltd, Lusaka, Zambia

The aforementioned unregistered medicines were vere threat to public health by introducing unvetted
intercepted during a routine inspection at Tunduma products into the supply chain; these medications can
Town Council and Momba District Council in the cause serious adverse drug reactions, treatment fail-
Songwe Region. Being unregistered implies that the ures, or poisoning because they completely bypass es-
quality, efficacy, and safety of these products have sential regulatory evaluations.

not been verified. Unregistered medicines pose a se-
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Betamethasone 0.25mg and
Dexchlorpheniramine maleate 2mg
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Celestasafe

¥ Photo 6:
Composition: .
Each uncoated tablet contains: Unreglstered
Betamethasone USP  0.25mg Celestasafe
Dexchlorpheniramine
Maleate USP 2mg tablets
Excipients qs.
Manufactured for & Distributed by:
L Dosage:
SHAJ PHARMALTD As directed by the Physician.
Storage:
Store below 30°C.
Protect from light & moisture.
Keep medicine out of reach of children.
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Photo 8: Unregistered Femiclean Kit



TMDA Intercepts Relabelled Expired Oncology, Falsified and Unregistered Medicinal Prod-
ucts in the Central Zone

During routine enforcement operations, TMDA Cen- potential tampering or shelf-life manipulation of
tral Zone inspectors intercepted and confiscated four critical cancer therapies).

(4) illicit medicinal products at Mafinga TC and Ifaka- b. One (1) falsified medicinal product (counterfeit).
ra DC. c. unregistered medicinal product (unauthorized

for sale or distribution)
The seized items present severe public health risks The specific technical details, including product
and involve multiple critical regulatory violations, names, manufacturers, batch numbers, and points of
specifically: - seizure, are compiled in Table 3 below.
a. Two (2) re-labelled oncology products (indicating

Table 3: Unregistered medicines confiscated at Mafinga TC and Ifakara DC

S/N | Product Name Dosage Form | Quantity |Manufacturer Batch Details
(Claimed)
1 Cisplatin Injection BP Tablets 24 vials Venus Remedies X5CC1012A
somg/50ml (Platol) Ltd, India
2 Docetaxel Concentrate Infusion 130 vials Venus Remedies X6CDo0043C
for solution for infusion Ltd
120mg/3.0ml (Doxol)
3 Esb3 Water Soluble |60 tins Graniteside Chem- |220138
Powder icals (Pvt) Ltd,
Zimbabwe
4 Hi-Tet 120 Injection 3 pc Pharma-Q(Pty) Ltd, [ 240632
South Africa

The Photographs of these unregistered medicines are as they appear below;
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Photo 16: Unregistered Cisplatin Injection
BP 50mg/50ml (Platol)




Photo 17: Unreg-
istered Docetaxel
Concentrate

for solution

for infusion
120mg/3.oml
(Doxol)

Photo 18: Esb3 water soluble
powder
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All unregistered medicines were confiscated and will
be disposed of at the owner’s cost. Fines were im-

Other products that were identified and confiscated

as unregistered products were medical devices and
posed for those found with unregistered products.

invitro diagnostics, as detailed in Table 4 and Photo
20 below.

Table 4: Unregistered medical devices confiscated at SHZ

S/N | Name of medical product

Batch No. Manufacturer Name Quantity
1 One step Malaria (pf) Test (Ad- GJ25121560 In Tec PRODUCTS. INC P.R. |18 Strips
vanced Quality in Medical Diagnos- China
tics
2 SUREVA Natural rubber latex pow- | Not indicated | QUBE medical products SDN, | 100 -pieces
dered medical examination gloves Malaysia
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Photo 20: unregistered One step Malaria
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Photo 21: Unregistered Natural rubber latex
powdered medical examination gloves

The Authority continues to warn the public against
purchasing or consuming any medicinal product
that does not appear in the official register. If you
encounter any suspicious or unregistered prod-
ucts, they should be reported immediately to the
nearest TMDA office or via the toll-free number
0800110084.




Head Office,
Tanzania Medicines and Medical Devices Authority
(TMDA),
Plot No. 56/1, Block E, Kisasa B Centre, Swaswa

Road,

P. O. Box 1253, Dodoma, Tanzania.
Tel: +255 (26) 2061989/2061990,
Fax: +255 (26) 2320156,
Email: info@tmda.go.tz
Website: www.tmda.go.tz

Eastern Zone
Mandela Road, Mabibo — External, P.O. Box
31356,
Dar es salaam, Tanzania
Telephone: +255 737 226328 /
+255 766 368412 / +255 788 470312 Toll Free:
0800110084
Email: info.easternzone@tmda.go.tz

Northern Zone
Makongoro and Goliondoi Road, P.O. Box 16609,
Arusha, Tanzania.
Telephone: +255 (27) 2970333, +255 737 782442,
Toll Free: 0800110084
Email: info.arusha@tmda.go.tz

Central Zone
Old Dar es Salaam Road,

Plot No. 2D, Block 407, 3rd Floor,
P.O. Box 163,
Morogoro, Tanzania.
Telephone:023 261 5491
Toll Free: 0800110084
Email: info.morogoro@tmda.go.tz

Eastern Lake Zone
Nyasaka Road, Nyakato Buzuruga, P.O. Box 543,
Ilemela,
Mwanza, Tanzania.
Telephone: +255 28 2981224/5 Toll Free:
0800110084
Email: info.mwanza@tmda.go.tz
Western Lake Zone
Nyerere Road,Central Gold Market, Geita Town

Council,

P.O. Box 240,
Geita, Tanzania.
Mob: +255 654 817 849
Toll Free: 0800110084

Southern Highlands Zone
NHIF Tower, 3rd Floor,
P. O BOX 6171,

Mbeya, Tanzania
Telephone: +255 25 250 4425 Toll Free:
0800110084
Email: info.mbeya@tmda.go.tz

Western Zone
NSSF Akiba Commercial Complex, Jamhuri
Street, 1st floor,
Wing A, P.O Box 520,
Tabora, Tanzania
Telephone: +255 (26) 2606082 Toll Free:
0800110084
Email: tabora@tmda.go.tz

Southern Zone
NBC BUILDING, 1st floor,
P. O BOX 48,
Serengeti Road,

Ruvuma, Songea.
Telephone: +255 766729416 Toll Free:
0800110084
Email: info.ruvuma@tmda.go.tz



