“Updates on Substandard, Falsified (SF) and

unregistered medical products”

Substandard and falsified medical prod-
ucts can have severe health consequences,
including

treatment failure, disease progression and
prolonged illness, toxicity and harmful
adverse effects, increased antimicrobial
resistance, loss of public trust in healthcare
systems and increased healthcare expendi-
ture and economic losses.

TMDA emphasizes that ensuring the avail-
ability of safe, quality and effective medical
products is essential for protecting public
health in Tanzania.

In lieu to the above emphasis, TMDA
implements various strategies to prevent,
detect and respond to substandard and
falsified medical products through:

. Strengthening regulatory frame-
works and enforcement systems;
. Conducting inspections of manufac-

turers, importers, distributors and health-
care facilities;
o Carrying out post-marketing sur-

veillance and laboratory testing of medical
products;

. Monitoring medicine supply chains
and distribution systems;

. Issuing safety alerts, recalls and reg-
ulatory actions where necessary;

. Collaborating with local and interna-
tional stakeholders and regulatory authori-
ties;

. Enhancing public awareness on the
dangers of purchasing medicines from un-
authorized sources; and

Promoting the use of technological solu-
tions and traceability systems to improve
monitoring and detection.

During this period, inspectors from the
Tanzania Medicines and Medical Devic-

es Authority (TMDA) at the Central Zone
successfully intercepted 39 unregistered
medicines during the routine Post Market-
ing Inspection. Details of the unregistered
medicinal products are presented in table 1
below.




Table 1: List of unregistered Medicines Seized at Central Zone

1 Cabger 0.5 (Cabergoline |8 tablets | Kasdap 1x4 tablets | BN: 7766; Mfgd:
tablets IP 05/2025; Expd:
0.5mg) 04/2027
2 Adenocan injec- | (Adenosine 10 am- American 2ML BN: GA24K-280;
tion injection) poules Remedies MFD: 11/2024: EXPD:
10/2026
3 Cyclogyl (Cyclo- 89 bottles |Intas 5ml BN: KOCY5005; MFD:
pentolate JULY/2025; EXPD:
eye drops JUNE/2027
1%W/V)
4 Atropine Oph- | Atropine Sul- | 21 bottles 10ml BN: 7766; MFD:
thalmic solution | phate 05/2025; EXPD:
04/2027
5 Keppra Levetirace- 9 vials Dr. Reddy’s | 5ml BN: 7766; MFD:
tam injection Laborato- 05/2025; EXPD:
100mg/ml ries Ltd 04/2027
6 Dobutacan (Dobutamine |19 am- American 5ml BN: 25AG105F; MFD:
injection) poules Remedies 07/2025; EXPD:
06/2027
7 Eptocan injec- | (Phenytoin 16 am- American 2ML BN: A24426A; MFD:
tion sodium injec- | poules Remedies 02/2025; EXPD:
tion USP) 01/2027
9 Syndopa plus (Levodopa 290 tablets | -.... 10X15 TAB- | BN: GKG1419A;
and carbido- LETS MFD: 08/2025; EXPD:
pa tablets IP) 07/2029

Photo of some of reported unregistered products are presented below

Photo 1: Unregistered Phenytoin Sodium Injec- ~ Photo 2: Unregistered Syndopa and Carbidopa Tablets
tion claimed to be manufactured by American IP claimed to be manufactured by Sun Pharmaceutical
Remedies Healthcare Pvt Ltd, Industries Ltd,



Photo 3: Unregistered Cabger Tablets 0.5 Photo 4: Unregistered Dobutacan Injection
(Cabergoline Tablets IP 0.5mg) claimed to be (Dobutamine Injection |.P) claimed to be manu-
manufactured by Kasdap Healthcare factured by American Remedies

Photo 7: Unregistered Adenocan injection Photo 9: Unregistered Atropine Oph-
(Adenosine Injection IP) claimed to be thalmic Solution

manufactured by American Remedies,




Photo 7: Unregis-
tered Levetirace-
tam Injection USP
claimed to be man-
ufactured by Dr.
Reddy’s Laborato-
ries Ltd,

Photo 7: Unregistered
Cyclogyl (Cyclopen-
to;ate Eye Drops IP
1% W/V) claimed to
be manufactured by
Intas,

On the other hand, in the same period starting from 1st to 7th June, 2026, TMDA Southern Zone reported
four (4) unregistered medicinal products. These products were intercepted during conventional post mar-
keting inspection program at Mbinga District Council. Details of the unregistered products are presented in
table 2 below: -



Table 2: Unregistered medicinal product intercepted at Southern Zone

1. Clobetasol cream [ 3372290 Shalina Lab Pvt 01 Mbinga Tc | 31/5/2026
(betasol) Ltd
2. celecine 1317-04 Hab Pharmaceu- |16 Mbinga 31/5/2026
ticals &Research Dc
Ltd
3. Epiderm 5372570 Shalina Lab Pvt 10 Mbinga 31/5/2026
Ltd Dc
4. Celestasafe AET25221 Shaj Pharma Ltd | 60 Mbinga 31/5/2026
Dc
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Photo 12: Unregistered Betasol:
claimed to be manufactured by
Shalina Lab Pvt Ltd
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Photo 14: Unregistered Epiderm Cream
claimed to be manufactured by Shalina
Lab Pvt Ltd

Photo 15: Unregistered Celecinet: claimed
to be manufactured by Hab Pharmaceuti-
cals &Research Ltd

All unregistered medicines were confiscated and will be disposed at owner’s cost. Fines were imposed for
those who were found with unregistered products.

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 products, 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) 2961989/2061990,
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,
llemela,
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



