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FACT SHEET

2003 - 2023

Mission: To protect and promote public health by ensuring
safety, quality and effectiveness of medicines, medical devices,
diagnostics and other health related products.

Vision: To achieve regulatory excellence in ensuring safety,
quality and effectiveness of medicines, medical devices,
diagnostics and other health related products

Philosophy: TMDA strives to offer quality regulatory services
in the pursuit of protecting public health and environment by
using competent and dedicated staff.

Core Values:
TMDA always embraces and institutionalizes values that
guarantee customer satisfaction. All TMDA employees are
expected to be committed to upholding the following values to
define their character and personal attributes:
e Transparency
Accountability
Customer focus
Teamwork
Integrity
Quality
Creativity
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Quality Policy Statement

TMDA is committed to provide quality services in response to
customer needs and expectations. TMDA shall strive to balance
the interests of our stakeholders without compromising
quality, safety and effectiveness of medicines, medical devices,
diagnostics, biocidals and tobacco products by managing the
Authority with utmost professionalism.

TMDA is committed to comply with the requirements of ISO
9001:2015 Standard and continually improve the effectiveness
of the Quality Management System. It shall manage and provide
resources for continuous improvement of services to ensure
customer satisfaction.

Roles and Functions of TMDA

Pursuant to the Tanzania Medicines and Medical Devices Act,
Cap 219, TMDA discharges the following functions: -

e Regulating the manufacturing, importation, distribution
and selling of medicines, medical devices, diagnostics,
biocidals and tobacco products;

e Prescribing standards of quality, safety and effectiveness
for medicines, medical devices, diagnostics, biocidals
and tobacco products;

e Inspecting manufacturing industries and business
premises dealing with regulated products and make
sure the standards required are attained;

e Evaluating and registering medicines, medical devices,
diagnostics, biocidalsand tobacco productssoastoreach
the required standards before marketing authorization;

e [ssuance of business permits for premises dealing with
regulated products;

e Assessing the quality, safety and efficacy of controlled
drugs;
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e Conducting laboratory analysis for regulated products
to ascertain their quality specifications;

e Conducting pharmacovigilance of medical products and
vigilance of medical devices, diagnostics, biocidals and
tobacco products circulating on the market;

e Promoting rational use of medicines, medical devices,
diagnostics, biocidals; and

e Educating and sharing accurate and reliable information
to stakeholders and the general public on regulatory
matters.

e Toensurethat Tobacco products circulatingin the market
are appropriate for the protection of public health

Laboratory Quality Policy Statement

TMDA top management is committed to complying with the
requirements of the ISO/IEC 17025:2017 and WHO Good
Practices for Pharmaceutical Quality Control Laboratories and
ensures that laboratory services rendered to its customers
are always offered by competent laboratory personnel in
an impartial manner. Management provides resources for
implementation and continually improves effectiveness of our
Quality Management System by ensuring that personnel within
the Laboratory are familiar with the quality documentation and
implement consistently policies and procedures in their work.

RISK MANAGEMENT POLICY

TMDA is committed to provide resources forimplementationand
continuous improvement of risk management activities in order
to achieve strategic objectives. Management has integrated
risk management practices at all levels of operations so as to
provide reasonable assurance in implementation of regulatory
functions. We identify and manage risks and opportunities in a
systematic manner using principles set out in the guidelines. We
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will continually monitor and review implementation to mitigate
risks and pursue opportunities in delivering regulatory services
while protecting and promoting public

FRAUD RISK MANAGEMENT POLICY

TMDA is committed to, and places a high priority on managing
its fraud risks strategically and systematically. Fraud risk
management will apply tone at the top approach. The Authority
will maintain robust control mechanisms to prevent and detect
fraud. The effectiveness of controls will be subject to periodic
reviews by the Authority’s Internal Auditors.

I MINISTER I
______________ MINISTERIAL ADVISORY
BOARD
I PERMANENT SECRETARY I
I DIRECTOR GENERAL I
INTERNAL AUDIT UNIT COMMUNICATION AND PUBLIC
EDUCATION UNIT
| CMIEF INTERNAL AUDITOR 1 MANAGER
IM__‘W
| LECALsemvicEuMIT |
| QUALITY AND RISK MANAGEMENT UNIT | m
MANAGER |
| ICTAND STATISTICSUNIT |
_m
[ [ — e .
MEDICAL DEVICES AND HUMAN AND VETERINARY LABORATORY SERVICES BUSINESS SUPPORT
DIRECTORATE
DIRECTOR DIRECTOR DIRECTOR DIRECTOR
sEcTION MAMAGEMENT SECTION
MANAGER MAMAGER MAMAGER MANAGER
VIGILANCE AND POST [CLINICAL TRIALS CONTROL PLANNING, MONITORING.
AND ANCE MEDICAL DEVICES AND AND EVALUATION
SURVEILLANCE SECTION SECTION 1VDs TESTING SECTION SECTION
MANAGER MAMAGER MAMAGER MANAGER
wxumm AND ENFORCEMENT MICROBIOLOGY ANALYS!S
COMPLIANCE SECTION SECTION SECTION
MANAGER MANAGER MANAGER
I ZONE OFFICES
[ MANAGERS ]
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Members of Ministerial Advisory Board (MAB)

TMDAES

(July 2003 — May 2023)

Period Chairperson Members
2003 - 2006 Ms. Mariam Mwaffisi Dr. G. Upunda;
- Dr. Deo Mtasiwa;
2006 - 2007 Ms. Hilda H. Gondwe Ms. Tabu Chando:
2007 - 2008 Mr. Wilson Mukama Mr. Abraham Nyanda,
Mr. G. Nanyaro;
2008 —2010 Ms. Blandina Nyoni Ms. Sia B Mrema;

Dr. Malik A. Juma;
Mr. John Mngondo;
Mr. Mick Kiliba;

Ms. Christine Kilindu;
Dr. D. G. Ndossi;

Mr. Charles Ekelege;
Dr. W. C. Mleche;
Mr. S. Nyimbi;
Magreth Ndomondo
Sigonda

July 2010 — June 2013

Hon. Amb. Dr. Ben
Moses

Prof. Bendantunguka
Tiisekwa

Prof. Olipa Ngassapa
Dr. Joseph Mhando
Dr. Subilaga Kazimoto
Adv. John Mponela
Mr. Hiiti B. Sillo

July 2013 — June 2016

Hon. Amb. Dr. Ben
Moses

Prof. Bendantunguka
Tiisekwa

Prof. Olipa Ngassapa
Dr. Joseph Mhando
Dr. Subilaga Kazimoto
Adv. John Mponela
Mr. Hiiti B. Sillo
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July 2016 to Jan 2018 | Hon. Amb. Dr. Ben CPA. Zaina Thabit
Moses Prof. Said Aboud
Dr. Maulid Walad
Dr. Vicent Assey
Adv. John Mponela

Mr. Hiiti B. Sillo
January 2018 to Hon. Amb. Dr. Ben CPA. Zaina Thabit
October 2018 Moses Prof. Said Aboud

Dr. Maulid Walad
Dr. Vicent Assey
Adv. John Mponela

Agnes S. Kijo
October 2018 May 2020 | Hon. Amb. Dr. Ben CPA. Zaina Thabit
Moses Prof. Said Aboud

Dr. Maulid Walad
Dr. Vicent Assey
Adv. John Mponela
Adam M. Fimbo

May 2020 to June 2022 | Mr. Erick Shitindi CPA Zaina Thabit
Prof. Said Aboud
Mr. Daudi Msasi
Prof. Appolinary A. R.
Kamuhabwa

Mr. Mick Kiliba

Mr. Adam M. Fimbo

June 2022- May 2023 CPA Zaina Thabit
Prof. Said Aboud
Mr. Daudi Msasi
Prof. Appolinary A. R.
Kamuhabwa

Mrs. Emma L. Msuya
Mr. Adam M. Fimbo
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Registered Medicines (July 2003 — March 2023)

Year Appl_ications Applications Regi_st_ered Applicatic_)ns
received evaluated Medicines | with queries
2003/04 | 471 321 265 56
2004/05 | 857 557 368 189
2005/06 | 557 783 673 110
2006/07 | 1504 1531 417 1114
2007/08 | 1074 964 374 590
2008/09 | 1525 865 512 353
2009/10 | 1088 1082 369 713
2010/11 | 1264 1148 576 572
2011/12 | 920 1322 891 431
2012/13 | 1011 975 337 235
2013/14 | 2909 1719 1460 0
2014/15 | 3641 3121 3305 0
2015/16 | 3082 2929 1682 20
2016/17 | 3068 2916 1245 21
2017/18 | 1155 1113 803 173
2018/19 | 1311 1279 782
2019/20 | 1435 1572 1503 182
2020/21 | 1538 1446 1250 191
2021/22 | 1903 1856 933 921
2022/23 | 782 748 493 255
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----------------------------- TANZANIA MEDICINES AND MEDICAL DEVICES AUTHORITY

Food import and export permits issued
(July 2005 — June 2019)

Applications for  |Applications for Exportation
Year importation

Approved Rejected |Approved Rejected
2005/06 [1718 5 - -
2006/07 [1630 43 21 -
2007/08 [2148 0 44 1
2008/09 (3283 30 126 4
2009/10 [2665 236 - -
2010/11  [3008 444 659 6
2011/12  [3649 386 673 10
2012/13 [1824 177 592 0
2013/14 14,690 318 156 415
2014/15 15,328 490 1,533 6
2015/16 |1,402 12 500 0
2016/17 6,600 29 1,744 12
2017/18 (8,375 3 2,324 6
2018/19 8,447 86 2,502 22
Total 54,767 2,259 10,874 566

*Reasons for rejection of applications include unregistered
products and failure to submit samples for laboratory analysis
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Medicines import and export permits issued
(July 2003 — March 2023)

Applications for Applications for

importation of exportation of
Year medicines medicines

Approved | Rejected | Approved | Rejected
-220(5)(:)37/?;8 6,523 447 122 0
2008/09 | 1,808 0 37 0
2009/10 | 2,538 94 41 0
2010/11 | 4,457 132 190 0
2011/12 | 2,911 177 87 0
2012/13 | 1,996 111 62 0
2013/14 | 2,972 300 79 0
2014/15 | 3,262 56 122 67
2015/16 | 2,503 0 90 0
2016/17 | 3,044 4 70 0
2017/18 | 4,548 37 105 5
2018/19 | 5,069 52 115 12
2019/20 | 4,650 0 153 0
2020/21 | 5,591 0 201 0
2021/22 | 5,422 0 127 0
2022/23 | 4,049 0 151 0
TOTAL 61,343 1,410 1,752 84
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Registered medicines promotional adverts
(July 2003 — March 2023)

Year Received Evaluated Approved | Rejected
applications | applications | adverts adverts
2003/04- | 387 386 345 41
2007/08
2007/08 | 387 386 345 41
2008/09 | 92 86 86 0
2009/10 | 196 190 175 15
2010/11 | 116 91 79 12
201112 | 100 118 118 0
2012113 | 62 62 56 6
2013/14 | 114 114 114 0
2014/15 | 117 116 103 0
2015/16 | 172 168 161 3
2016/17 | 159 155 107 0
2017118 | 194 174 143 12
2018/19 | 393 448 285 4
2019/20 | 336 334 325 0
2020/21 | 393 376 378 0
2021/22 | 508 504 454 54
2022/23 | 302 287 262 0
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Registered Cosmetics (July 2003 - June 2019)

Year Received Evaluated Registered
applications applications cosmetics
2003/04 0 0 0
2004/05 805 798 787
2005/06 402 340 161
2006/07 1,142 1,279 308
2007/08 512 512 444
2008/09 481 301 34
2009/10 1,119 1,024 505
2010/11 886 886 501
2011/12 1066 786 422
2012/13 1095 850 806
2013/14 839 745 617
2014/15 1,453 1,063 865
2015/16 1,704 1,488 2,213
2016/17 1,523 1,410 1,413
2017/18 1,862 1,862 1,136
2018/19 2,196 2,196 2,162
Total 17,080 15,540 12,374
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Value of unfit medicines disposed off
(July 2003 — March 2023)

Year Value (TZS)
2003/04 — 2007/08 786,148,786
2008/2009 1,265,620
2009/2010 1,915,495,744
2010/2011 844,302,796
2011/2012 1,353,186,185
2012/2013 40,860,000
2013/2014 459,474,518
2014/2015 1,978,024,576
2015/2016 2,782,914,232.59
2016/2017 1,429,623,162.81
2017/2018 147,578,533
2018/2019 7,533,026,199
2019/2020 6,204,687,289.00
2020/2021 6,204,687,289.00
2021/2022 25,187,856,391.40
2022/2023 3,213,576,805.10
TOTAL 60,082,708,127
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Value of unfit food disposed off

TMDAES

(July 2003 — June 2019)

Year

Value

July2003 — June 2008

2,384,542,386

July 2008 — June 2009

1,265,846,620

July 2009 — June 2010

2,718,429,788

July 2010 — June 2011

2,197,488,982

July 2011 — June 2012

1,353,186,185

July 2012 — June 2013

1,958,400,300

July 2013 — June 2014

148,798,941

July 2014 — June 2015

909,299,003

July 2015 — June 2016

2,298,861,849.70

July 2016 — June 2017

321,241,916.90

July 2017 — June 2018

1,697,135,635

July 2018 — June 2019

2,997,782,871

Total

20,151,014,477.60

List of prohibited ingredients in cosmetics

S/N (Ingredient S/N (Ingredient

1. |Mercury Vinyl Chloride

2. [Chlorofluorocarbons [8.  |[Zirconium

3. [Steroids Chloroform Propellants

4. Hydroquinone 10 |Methyl Chloride

5. |Bithionol 11. |Halogenated Salicylanilides
6. Hexachlorophene
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Registered Medical devices from

June 2010- March 2023

TANZANIA MEDICINES AND MEDICAL DEVICES AUTHORITY

Year Appli_cation Application Ap;?lication A;_Jplication
Received Evaluated registered rejected
2010/2013 | 96 96 96 -
2013/2014 | 218 173 15 -
2014/2015 | 261 232 79 -
2015/2016 | 235 235 124 -
2016/2017 | 549 442 - -
2017/2018 | 561 489 165 3
2018/2019 | 121 104 - -
2019/2020 | 245 230 780 -
2020/2021 | 299 250 249 -
2021/2022 | 288 264 220 -
2022/2023 | 828 556 452 -
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TMDAES

Medical devices import and export permits issued
(July 2003 — March 2023)

Applications for Applications for
Year importation exportation

Approved [Rejected |Approved [Rejected
2008/2009 [980 - 3 -
2009/2010 (340 - - -
2010/2011 1,333 123 15 -
2011/2012 |337 92 1 -
2012/2013 1,977 1,754 15 -
2013/2014 1,611 415 21 -
2014/2015 (1,579 90 21 55
2015/2016 1,681 25 23 -
2016/2017 (2,073 21 10 -
2017/2018 14,919 6 142 4
2018/2019 5,509 38 359
2019/2020 5,479 35 331 -
2020/2021 6,310 - 1,157 -
2021/2022 8,049 - 1,075 -
2022/2023 6,208 - 673 -
TOTAL 48,385 2,599 3,846 60
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Training provided to staff (July 2003- March 2023)

No. [Type of training Local |Abroad [Total

1 PHD 2 7 9

2 Master’s Degree 142 59 201

3. First Degree 4 - 4

4 Advanced Diploma 4 - 4

5 Short course and Ordinary]219 158 377
Diploma
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Approved ports of Entry for importation of medicines

S/N  [Name of Port of Entry |S/N [Name of Port of Entry

1 Namanga 6. Kasumulu

2 Sirari 7. Dar es Salaam Airport
3.  [Tunduma 8.  [Kilimanjaro Airport

4 Holili 0. Dar es Salaam Seaport
5 Horohoro 10. [Tanga Seaport

11 |Mwanza South Port (12 |Mwanza Airport
13 Bukoba Sea Port 14 |Mutukula

14  [Tarakea 15 |Rusumo
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Approved ports of Entry for importation of food

products
S/N. Name of Port of Entry [S/N. Name of Port of Entry
1. |[Namanga 17. |Dar es Salaam Airport
2. [Sirari 18. [Kilimanjaro Airport
3. [Tunduma 19. [Kipili Seaport
4.  Holili 20. |Lindi Seaport
5. |Horohoro 21. |Mtwara Seaport
6. [Tarakea 22. |Mbamba Bay Seaport
7. |Rusumo 23. |Mwanza Seaport
8.  |Mutukula / Kyaka 24. |Musoma Seaport
9. |Isaka 25. |Bagamoyo Seaport
10. |Kabanga 26. |Bukoba Seaport
11. |Kasumulu 27. |Dar es Salaam Seaport
12. |Mabamba 28. ([Tanga Seaport
13. |Manyovu 29. (ltungi Seaport
14. |Mafia 30. [Kasesya Seaport
15. |Mwanza Airport 31. [Kemondo Seaport
16. |Kigoma Airport 32. [Kigoma Seaport
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