
 
Doc No. TMDA/DMC/MRE/G/023 

Rev. #00 
 
 

 
 

 

THE UNITED REPUBLIC OF TANZANIA 

 
MINISTRY OF HEALTH 

 
 
 

TANZANIA MEDICINES AND MEDICAL DEVICES AUTHORITY 
 
 
 
 

GUIDELINES ON REGULATORY RELIANCE FOR MARKETING 
AUTHORIZATION OF MEDICINAL PRODUCTS 

 
 

 
 

 
 
 

April 2025 
 
 
 
 
 
 
 
 
 
 
 
 
 

TMDA Headquarters, Plot No. 56/1, Block E, Kisasa B Centre, Hombolo Road, P. O. Box 1253, 
Dodoma - Tanzania, Tel: +255 (26) 2961989/2061990/ +255(22) 2450512/2450751/2452108, 

Email: info@tmda.go.tz, Website: www.tmda.go.tz, Toll free: 08001100834 



 ii 

 

Table of Contents 0 

ABBREVIATIONS AND ACRONYMS ................................................................................................... III 1 

ACKNOWLEDGEMENTS ..................................................................................................................... IV 2 

FOREWORD ......................................................................................................................................... V 3 

GLOSSARY OF TERMS ...................................................................................................................... VI 4 

1. INTRODUCTION ........................................................................................................................... 1 5 

2. PURPOSE ..................................................................................................................................... 2 6 

3. LEGAL BASIS ................................................................................................................................ 2 7 

4. SCOPE .......................................................................................................................................... 2 8 

5. RELIANCE-BASED EVALUATION PATHWAYS AND KEY PRINCIPLES FOR RELIANCE-9 

BASED EVALUATION ............................................................................................................................ 2 10 

5.1 ABRIDGED REVIEW ................................................................................................................... 2 11 

5.2 VERIFICATION OF THE SAMENESS ............................................................................................. 3 12 

5.3 RECOGNITION ......................................................................................................................... 3 13 

5.4 WORK-SHARING ...................................................................................................................... 3 14 

6. PATHWAY SELECTION AND DOCUMENT SUBMISSION BY THE APPLICANT ....................... 3 15 

6.1 SUBMISSION OF DOCUMENTATION FOR RELIANCE PROCEDURES ................................................. 4 16 

6.1.1. ABRIDGED REVIEW .............................................................................................................. 4 17 

6.1.2. VERIFICATION OF THE SAMENESS ......................................................................................... 4 18 

APPENDIX I ........................................................................................................................................... 6 19 

APPENDIX II .......................................................................................................................................... 7 20 

APPENDIX III ....................................................................................................................................... 13 21 

7. BIBLIOGRAPHY .......................................................................................................................... 14 22 

 23 



 iii 

Abbreviations and Acronyms 24 
 25 
API - Active Pharmaceutical Ingredient 

AMA - Africa Medicines Agency 

CTD - Common Technical Document 

EAC - East African Community 

EAC-MRH - East African Community Medicines 

Regulatory Harmonization 

EMA - European Medicines Agency 

ICH - International Council for Harmonization 

MAH - Marketing Authorization Holder 

Swiss Medic - Swiss Agency for Therapeutic Products 

SADC-MRH - Southern Africa Development Community 

Medicines Regulatory Harmonization 

SAHPRA - South African Health Products Regulatory 

Authority 

EDA - Egyptian Drug Authority 

RRA - Recognized Regulatory Authority 

TMDA - Tanzania Medicines and Medical Devices 

Authority 

WHO - World Health Organization 

WLA - WHO listed Authorities (WLA) 

FPP - Finished Pharmaceutical Product 

   

 26 
 27 
 28 
 29 



 iv 

Acknowledgements 30 
 31 
I want to express my sincere appreciation to the experts who crafted this Guideline. I 32 
am privileged to acknowledge the collective efforts and expertise that made this 33 
important document possible. 34 
 35 
I wish to extend my special thanks to Mr Felchism Apolnary, Mr Begumisa Casmil, Mr 36 
Peter Hamisi Safari, and all consultants for their dedicated technical input, guidance, 37 
and support throughout the drafting process of this document. I also wish to recognise 38 
the commitment and collaborative spirit of the staff of the Medicines Registration 39 
Section, whose contributions were instrumental to shaping the content of this 40 
guideline. 41 
 42 
I would also like to extend heartfelt thanks to the Bill and Melinda Gates Foundation 43 
for their valuable financial and technical support in strengthening reliance processes 44 
towards improving access to quality, safe and efficacious medicines. Their contribution 45 
has been pivotal in enhancing TMDA's regulatory capacity and fostering sustainable 46 
improvements in the health sector. 47 
 48 
Finally, my appreciation to all stakeholders who contributed their insights and support 49 
during the development of this guideline.  50 
 51 
 52 

Dr. Yonah H. Mwalwisi 53 
Director of Human and Veterinary Medicines 54 

 55 
 56 
 57 
 58 
 59 
 60 
 61 
 62 

 63 
 64 

 65 
 66 
 67 
 68 
 69 
 70 



 v 

Foreword 71 

The Tanzania Medicines and Medical Devices Authority (TMDA) will continue to 72 
strengthen its regulatory systems in line with national priorities and global 73 
commitments to enhance access to good quality, safe, and effective medical products. 74 
Given limited financial and human resources, inadequate expertise in pharmaceutical 75 
innovation, and evolving public health needs, regulatory reliance has become 76 
essential for optimising resources, reducing duplication of efforts, and facilitating timely 77 
regulatory decision-making. 78 

As regulatory reliance continues to enhance regulatory efficiency and global health 79 
impact, its formalization becomes more relevant to all stakeholders. Establishing clear 80 
guidance and procedures that support international collaboration and mutual reliance 81 
on regulatory decisions is crucial for sustaining these collaborative efforts.  82 

In this context, TMDA has developed this Guidelines on Regulatory Reliance for 83 
Marketing Authorization of Human Medicinal Products to leverage regulatory work 84 
performed by competent regulatory authorities and reduce the workload. This 85 
document is intended to guide applicants wishing to submit new applications for 86 
marketing authorization, through reliance pathways. The guidelines stipulate the 87 
reliance mechanisms, which include standard process work sharing, abridged review 88 
pathway, regional reliance, and unilateral and mutual recognition.  89 

Through these guidelines, the Authority reaffirms its regulatory responsibility while 90 
recognizing the value of leveraging assessments and decisions made by trusted and 91 
competent regulatory authorities. Irrespective of the requirements as provided for in 92 
these guidelines, TMDA has the right to request additional information or define 93 
conditions that are not explicitly prescribed in this document that are deemed 94 
necessary for establishing the quality, safety and efficacy of the medicinal products.  95 

It is anticipated that this document will accelerate the Authority’s decision-making on 96 
various regulatory functions and, in turn, ensure access and availability of essential 97 
medicines with the required quality standard to protect the public. TMDA remains 98 
committed to its mandate and will continue collaborating with national, regional, and 99 
international partners to promote regulatory excellence and improve access to 100 
essential health products in Tanzania.  101 

 102 

Dr. Adam M. Fimbo 103 
Director General 104 
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Glossary of Terms 107 
 108 
The following terms are defined for the purpose of these guidelines: - 109 
 110 
Abridged regulatory pathways  111 
Abridged regulatory pathways are regulatory procedures facilitated by the use of 112 
reliance, whereby the regulatory decision is solely or primarily based on the application 113 
of reliance. The expectation is that the use of reliance would save resources and 114 
shorten timelines compared to standard pathways, while maintaining regulatory 115 
oversight standards. 116 
 117 
Authority  118 
Refers to the Tanzania Medicines and Medical Devices Authority or its acronym, 119 
TMDA. 120 
 121 
Equivalence of regulatory systems 122 
Implicates a strong similarity between two regulatory systems that are mutually 123 
established and documented through objective evidence. Equivalence can be 124 
established using criteria and approaches such as similarity of the regulatory 125 
framework and practices, adherence to the same international standards and 126 
guidelines, experience gained in the use of assessments for regulatory decision-127 
making, joint activities, and staff exchanges. It is expected that equivalent regulatory 128 
systems will result in similar standards and levels of regulatory oversight or “levels of 129 
control”. 130 
 131 
Mutual recognition agreement  132 
According to a definition issued by the Organization for Economic Co-operation and 133 
Development (OECD), a mutual recognition agreement is a principle of international 134 
law whereby states party to such agreements recognize and uphold legal decisions 135 
taken by competent authorities in another member state. Mutual recognition is a 136 
process that allows conformity assessments carried out in one country to be 137 
recognized in another country. 138 
 139 
Recognition  140 
The recognition is the routine acceptance of the regulatory decision of another 141 
regulator or trusted institution. Recognition indicates that evidence of conformity with 142 
the regulatory requirements of country A is sufficient to meet the regulatory 143 
requirements of country B. Recognition should be based on evidence of conformity 144 
that the regulatory requirements of the reference regulatory authority are sufficient to 145 
meet the regulatory requirements of the relying authority. Recognition may be 146 
unilateral or mutual and may, in the latter case, be the subject of a mutual recognition 147 
agreement. 148 
 149 
Reference regulatory authority (RRA) 150 
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Refers to a national or regional authority, or a trusted institution such as WHO 151 
prequalification (WHO PQ), EMA, RRA, whose regulatory decisions or work products 152 
are relied upon by another regulatory authority to inform its own decisions. 153 
 154 
Reliance  155 
The act whereby the regulatory authority in one jurisdiction takes into account and 156 
gives significant weight to assessments performed by another regulatory authority or 157 
trusted institution, or to any other authoritative information, in reaching its own 158 
decision. The relying authority remains independent, responsible and accountable for 159 
the decisions taken, even when it relies on the decisions, assessments and 160 
information of others. 161 
 162 
Sameness of product 163 
For this document, ‘the sameness of the product’ means that two products have 164 
identical essential characteristics (i.e., the product submitted to the relying authority 165 
and the product approved by the reference regulatory authority should be essentially 166 
the same). All relevant aspects applicable to drugs, medical devices, in vitro 167 
diagnostics, biocidal and tobacco products have to be considered to confirm that the 168 
product is the same or sufficiently similar (e.g., same qualitative and quantitative 169 
composition, same strength, same pharmaceutical form, same intended use, same 170 
manufacturing process, same active pharmaceutical ingredient suppliers, the same 171 
quality of all excipients, etc.). Additionally, the results of supporting studies of safety, 172 
efficacy and quality, indications and conditions of use should be the same. 173 
 174 
WHO Listed  Authority 175 
WHO Listed Authority (WLA) is a regulatory authority or a regional regulatory system 176 
which has been documented to comply with all the relevant indicators and 177 
requirements specified by WHO for the requested scope of listing based on 178 
an established benchmarking (GBT) and a performance evaluation process. 179 
 180 
Work Sharing 181 
This means the process by which NRAs of two or more jurisdictions share the activities 182 
or exchange of information to accomplish specific regulatory tasks. 183 
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 184 

1. Introduction 185 

In recognition of the growing complexity of healthcare innovations, the globalization of 186 
pharmaceutical markets, and the need to optimize regulatory resources, the Tanzania 187 
Medicines and Medical Devices Authority (TMDA) has developed these guidelines on 188 
regulatory reliance for marketing authorization of medicinal products to provide 189 
structured and transparent guidance in implementing reliance mechanisms in 190 
regulatory decision-making. 191 

International organizations, including AMA, SADC-MRH, EAC-MRH, EMA, World 192 
Health Organization (WHO) and National Regulatory Authorities, have endorsed 193 
reliance as a best practice for accelerating the availability of health technologies to 194 
treat diseases. In recent years, it has become clear that many African NRAs are 195 
interested in implementing reliance risk-based approach.  196 

Implementing an effective reliance mechanism can accelerate product approvals by 197 
reducing the timeline for the review process and minimizing duplication of work by 198 
using available limited resources. This will ultimately leverage regulatory convergence 199 
and harmonization, strengthening regional collaboration, and enhancing the 200 
availability of good quality, safe and efficacious medicinal products to the public at 201 
large. 202 
 203 
However, despite its potential benefits, adopting and implementing reliance 204 
mechanisms in most NRAs often faces significant challenges. These include diversity 205 
in regulatory levels and different regulatory requirements, difficulty obtaining 206 
unredacted assessment reports, and failure to submit updated product dossiers from 207 
recognised regulatory agencies that had approved the product. Furthermore, most 208 
traditional reliance processes for abbreviated assessment, which were used internally 209 
by the Authority, had no clear guidance for industries on the requirements and 210 
procedural aspects of reliance mechanisms. 211 
 212 
To overcome these challenges, TMDA has developed this Guideline on Regulatory 213 
Reliance for Marketing Authorization of Human Medicinal Products, which provides a 214 
structured approach enabling the applicants to comply with regulatory reliance 215 
pathways effectively. The guidelines outline key principles of reliance-based 216 
evaluation pathways in which applicants should apply for the marketing authorization 217 
of medicinal products. Equally, these guidelines prescribe regulatory review pathways 218 
of the respective applications, which include abridged review, verification of the 219 
sameness, recognition, working sharing and joint assessment.  220 
 221 
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This guideline should be read in conjunction with other guidelines, including Good 222 
Reliance Practices, Compendial of Guidelines for Marketing Authorization of Medicinal 223 
Products, and other product-specific guidelines. 224 

2. Purpose  225 
 226 
This guideline is intended to guide the applicants on the requirements and review 227 
pathways for marketing authorization of medicinal products through the reliance 228 
approach.  229 

3. Legal basis  230 
 231 
The reliance pathways for marketing authorization of medicinal products in coherence 232 
with Section 5(2)(f) of the Tanzania Medicines and Medical Devices Act, Cap 219 and 233 
its regulations under thereof, which aims at effective decision making.   234 

4. Scope 235 
 236 
This guideline applies to new registration applications for human medicinal products 237 
that have been approved or registered by TMDA, AMA, EMA, EAC-MRH, SADC-MRH, 238 
WHO and NRAs with WHO-Maturity Level 3/ML4 and WLAs. 239 

5. Reliance-based evaluation pathways and key principles for reliance-240 
based evaluation 241 

 242 
The Authority employs a risk-based approach through reliance pathways in marketing 243 
authorization of human medicinal products to accelerate the approval process. The 244 
reliance-based evaluation pathways are grouped into four major categories as 245 
prescribed below.: - 246 
 247 
5.1 Abridged review 248 
 249 
Abridged review focuses on the medicinal product with adequate evidence that 250 
indicates the product underwent vigorous review of the quality, safety and efficacy and 251 
the granted positive outcome by RRA or other recognised organizations. TMDA will 252 
perform a shortened review on the key information/data, including but not limited to 253 
manufacturing, specifications, analytical methods, batch analysis, stability, 254 
bioequivalence/biowaiver information, regional administrative information, product 255 
information and labelling (module 1) to establish the authenticity and reliability of the 256 
submitted data. 257 
 258 
 259 
 260 
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5.2 Verification of the sameness 261 
 262 
A streamlined review based primarily on verifying, instead of evaluating, information 263 
submitted in the application against information already approved by TMDA or an 264 
RRA. Note that an unredacted assessment report is required for verification purposes. 265 
 266 
The applicant should confirm that the application submitted to TMDA is essentially the 267 
same information as that accepted in the Recognized Regulatory Authority, 268 
considering any potential specific country requirements, which include but are not 269 
limited to stability zone and labelling requirements. 270 
 271 
The applicant should highlight any new information about the product acquired since 272 
the application was submitted to the RRA, with the corresponding assessment. 273 
 274 
5.3 Recognition 275 
 276 
The Authority may use reliance through recognition of the other regulatory decision to 277 
expedite the approval of marketing authorization of the medicinal products. TMDA may 278 
be engaged in unilateral and mutual recognition with recognized regulatory authorities 279 
and organizations, inter alia EMA, WHO/ML4 and WLA. The recognition shall be 280 
guided by formal agreements between the Parties. 281 
 282 
5.4 Work-sharing  283 

 284 
TMDA shall implement work sharing through continental and regional harmonization 285 
initiatives for the assessment of medicinal products. The Authority participates in 286 
harmonization initiatives through AMA, EAC-MRH, SADC-MRH, WHO and 287 
SwissMedic.  These initiatives provide a platform for joint review of medicinal products 288 
dossiers and the exchange of information, which ultimately a common decision across 289 
the participating NRAs.  290 

6. Pathway selection and document submission by the applicant  291 
 292 
During submission for applications, a declaration letter for the sameness indicating the 293 
proposed evaluation pathways of the product dossier. The template for the declaration 294 
for the sameness letter is attached as Appendix III of this guideline and should be 295 
provided in Module 1.2. The proposed pathway should be justified, and the respective 296 
sections where the evidences are provided should be indicated. In addition, Appendix 297 
I and Appendix II and related administrative and general information should be 298 
provided in module 1.10.3. The technical information should be provided in the 299 
respective sections of the CTD document.  300 

 301 
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The final decision for the determination of the reliance mechanism and evaluation 302 
pathway is vested in the Authority. This decision will be based on the completeness, 303 
adequacy, and relevance of the submitted reliance documentation. 304 

 305 
In instances where reliance documentation is insufficient or missing, the Authority will 306 
issue screening queries to provide applicants an opportunity to address the 307 
deficiencies. Where such information is not provided or is deemed inadequate, TMDA 308 
will proceed with a full independent review of the application. 309 
6.1 Submission of documentation for reliance procedures  310 

 311 
6.1.1. Abridged review 312 
 313 
Where the abridged review pathway is proposed, the applicant shall be required to 314 
submit information as prescribed on the Guidelines on submission of documentation 315 
of finished pharmaceutical products approved by EMA and WHO-Listed Authorities 316 
(WLA), Part XII of the Compendium of Guidelines for Marketing Authorization of 317 
Human Medicinal Products, available at the TMDA website 318 
https://www.tmda.go.tz/publications/51. 319 

  320 
6.1.2. Verification of the sameness 321 
 322 
This is applicable for verification of the sameness of the human medicinal products 323 
approved/registered by TMDA, AMA, EMA, WHO, NRAs with WHO-Maturity Level 324 
3/ML4, WLAs, and other recognized Regulatory Authorities. The applicant should 325 
submit the following: - 326 
 327 

a. Full unredacted assessment report from the RRA upon which the marketing 328 
authorization/approval decision was made. 329 

 330 
b. Dully filled and signed Applicant’s Consent to Share Product Assessment 331 

(TMDA/DMC/MRE/F/047) attached as Appendix I and available on the TMDA 332 
website. 333 

 334 
c. The latest version of the product dossier approved by the Reference Regulatory 335 

Authority (RRA) was compiled in CTD format in line with the Compendium of 336 
Guidelines for Marketing Authorization of Human Medicinal Products. 337 

 338 
d. A duly filled-in and completed Summary of Quality and Bioequivalence Review-339 

Verification of the Sameness Form (TMDA/DMC/MRE/F/045) attached as 340 
Appendix II and available on the TMDA website. 341 

 342 
Note: 343 

 344 
a. In a situation where the applicant does not have access to the relevant 345 

unredacted assessment report, the Authority shall require a signed consent 346 
form to access the unredacted assessment reports of the respective application 347 
of the medicinal product. In this case, the applicant should fill in and sign the 348 
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Applicant’s Consent to Share Product Assessment and GMP Inspection 349 
Report. 350 

 351 
b. The Authority prefers receiving an unredacted assessment report directly from 352 

the applicant and has introduced the consent form only for instances where this 353 
is impossible. If the assessment report is not obtained, the application shall 354 
automatically undergo full review, extending the evaluation timeline. 355 

 356 
c. The shared assessment reports should be accompanied by submitting the 357 

latest version of the product dossier accepted by the Reference Regulatory 358 
Authority (RRA) compiled in CTD format in line with the Compendium of 359 
Guidelines for Marketing Authorization of Human Medicinal Products.  360 

 361 
d. All variations approved by the RRA must be fully incorporated in the submission 362 

to the Authority. Applications, including pending (unapproved) variations at the 363 
RRA, will not qualify for reliance-based review and shall be subject to full review 364 
by the Authority. 365 

 366 
e. The Authority reserves the right to request additional documentation or 367 

clarification related to the reliance documentation at any stage of the evaluation 368 
process. If assessment reports from the RRA are not submitted to the Authority 369 
within three (3) months of the request date, the application will automatically 370 
proceed under the full review pathway. Assessment reports intended for 371 
submission may be sent directly to the TMDA online trader portal.  372 

 373 
 374 
 375 
 376 
 377 
 378 
 379 
 380 
 381 
 382 
 383 
 384 
 385 
 386 
 387 
 388 
 389 
 390 
 391 
 392 
 393 
 394 
 395 
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 396 
 397 
 398 

Appendix I  399 
Applicant’s Consent to Share Product Assessment  400 
 401 
I, ………………..............………........................… the undersigned on behalf of 402 
…………………………………………………………………………………………………403 
………………who is the Marketing Authorisation Holder/Applicant, do hereby consent 404 
that the {name of the Recognised NRA} shares the Assessment with Tanzania 405 
Medicines and Medical Devices Authority (TMDA) for the medicinal product(s) listed 406 
below. 407 
  408 
I further consent that, if relevant, the sharing should also be extended to results of 409 
laboratory testing and subsequent variations, as well as information and 410 
documentation on any actions taken by reference recognised NRA post-marketing 411 
authorization of the medicinal product.  412 
 413 
Medicinal Product(s) Details: 414 
S/No. Product Brand 

Name/ 
Common Name 
(INN) 

Product 
Strength 

Product 
Dosage 
Form 
and 
Pack 
Size 

Name and 
address of FPP 
Manufacturer 

Registration 
Number 

1.       
2.       

  415 
Name of Authorized Signing Official (“the Applicant/Marketing Authorization Holder”) 416 
…………………………………………………………………………………………………………… 417 
Company Name: ……………………………………………………………………………………... 418 
Physical address & Postal address: ……………………………………………………………...... 419 
…………………………………………………………………………………………………………… 420 
Email: …………………………………………………………………………………………………... 421 
Telephone……………………………………………………………………………………………... 422 
 423 
Signature ……………………… ……………. Date………………………………………………… 424 
 425 
Official stamp………………………………………… 426 
 427 
 428 
 429 
 430 
 431 
 432 
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 433 

Appendix II 434 
Summary of Quality and Bioequivalence Review - Verification of the Sameness 435 
Form  436 
 437 
The applicant should fill out this template and serve as an assessment report. The summary 438 
of information contains critical information accepted by the reference recognized 439 
agency/regulatory authority (TMDA, WHO and NRAs with WHO - Maturity Level 3, 4 & WLAs) 440 
to ensure the sameness of data between the accepted product dossier and the new 441 
submission.  442 
 443 
Note: 444 
a. Do not copy and paste between the columns for RRA and TMDA submission. This must 445 

all be completed as per the exact information in the original documents. 446 
b. A duly filled-in and completed copy of the abridged review template in Microsoft 447 

Word format as part of module 1 should be provided. 448 
 449 
1. API INFORMATION SUMMARY 450 

 451 
API name(s)  
CEP/ CPQ Number (if applicable)  
APIMF number and version (if applicable)   
Name and address of API manufacturing 
site(s) 

 

GMP status and/or manufacturing license 
of the API manufacturing site(s), along with 
the name of the issuing competent 
regulatory authority 

 

Polymorphic form (s)  
Sterility, i.e., is the API sterile or nonsterile.  
Quality standard claimed, e.g., BP, Ph. Eur, 
USP, In-House, etc. 

 

FPP Manufacturer's API Specifications 
Number and version 

 

API manufacturer's API Specification 
Number and version 

 

Container Closure System  
Retest period and/or Shelf life   
Storage statement   
2.3. S DRUG SUBSTANCE (or ACTIVE PHARMACEUTICAL INGREDIENT (API)) 
Confirm that the information on the API submitted to the Authority is the same concerning that 
reviewed and approved by WLA concerning the source of the API i.e. API manufacturing site(s) 
including the bock and/or unit number, the specifications for the API from the FPP manufacturer, 
the container closure system and the stability.  
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Dossier aspects to verify Reference (TMDA, 
WHO and NRAs 
with WHO - 
Maturity Level 
3/WL4 & WLAs) 

TMDA 
submission 

TMDA 
comments 

3.2. S.1.1 Name of the API    
3.2. S.1.3 General properties that may affect 
the performance of the finished product (for 
example, polymorphism, solubility in 
physiological media) 

   

3.2.S.2.1 Name and address(es) (including 
specific blocks/units) of the manufacturer(s) 
of the API(s)/drug substance 

   

3.2.S.4.1 Control of the API (including the 
specification reference number, version and 
date – the copy of the current specification 
approved by reference recognized regulatory 
authorities should be included as an 
attachment to this report) 

 
 
 
 

  

3.2.S.4.2 Analytical procedures (including the 
analytical procedure reference number, 
version and date – the copy of the analytical 
procedure may be included as an attachment 
to this report) 

   

3.2.S.6 Container closure system 
(Description of container closure system, 
including specifications and COA) 

   

3.2. S.7 Stability summary and conclusions 
(including storage statement and re-test 
period) 

   

 452 
2. COMPARISON OF FINISHED PRODUCT INFORMATION 453 

Confirm that the information on the product/FPP submitted to the Authority is the same 
concerning that reviewed and approved by WLAs concerning the source of the FPP i.e.  FPP 
manufacturing site(s) including the bock and/or unit number, composition of the FPP, the FPP 
specifications, the container closure system and the stability.  
 
Dossier aspects to verify Reference (TMDA, 

WHO and NRAs 
with WHO - 
Maturity Level 
3/WL4 & WLAs) 

TMDA 
submission 

TMDA 
comments 

3.2. P.1 Description and composition of the 
FPP (Description of the finished 
pharmaceutical products as provided in FPP 
Specification and SmPC) 

   

3.2. P.3.1 Name(s) and complete address    
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(including specific blocks/units) of the 
manufacturer(s) of the finished 
pharmaceutical product(s) [FPP(s)] or 
biological drug products(s) (DP(s)), including 
the final product release if different from the 
manufacturer 
3.2.P.3.2. Description: Commercial batch size 
and batch formula 

   

3.2.P.3.3. Description of manufacturing 
process  

   

3.2. P.5.1 Control of FPP/DP (state the 
specification reference number, version and 
date – a copy of the specification should be 
included as an attachment to the report) 

   

3.2. P.5.2 Analytical procedures (including the 
analytical procedure reference number, 
version and date–a copy of the analytical 
procedure should be included as an 
attachment to the report) 

   

3.2. P.7 Container closure system (including 
pack sizes, container size or volume 
specifications and COA) 

   

3.2. P.8 Stability summary and conclusions 
(including the storage statement and shelf-life 

   

 454 
3. COMPARISON OF THE COMPOSITION OF FINISHED PHARMACEUTICAL PRODUCT 455 

a) Reference (TMDA, WHO and NRAs with WHO - Maturity Level 3/WL4 & WLAs) 456 
Component and quality 
standard 

Function Quant. per unit (mg) % 

    
    
    
    
    
    
Total    
TMDA Comments  

Note: where applicable, for example, for layered tablets, the % composition should be 457 
computed based on the layer subtotal  458 

 459 
b) TMDA submission 460 

Component and quality 
standard 

Function Quant. per unit (mg) % 
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Total    
TMDA Comments  

Note: where applicable, for example, for layered tablets, the % composition should be 461 
computed based on the layer subtotal  462 

 463 
4. COMPARISON OF COMMERCIAL BATCH SIZE AND BATCH FORMULA 464 

 465 
a) Reference (TMDA, WHO and NRAs with WHO - Maturity Level 3/WL4 & WLAs) 466 

Proposed commercial batch size(s) (e.g. number of 
dosage units)  

 

Component and quality standard (and grade, if 
applicable)  

Quantity per batch (kg/batch)  

  
  
  
  
  
  
  
Total   
TMDA Comments  

 467 
b) TMDA Submission 468 

Proposed commercial batch size(s) (e.g. number of 
dosage units)  

 

Component and quality standard (and grade, if 
applicable)  

Quantity per batch (kg/batch)  

  
  
  
  
  
  
  
Total   
TMDA Comments  

 469 
5. COMPARISON OF SAFETY AND EFFICACY 470 
a) Bioequivalence Information 471 

Bioequivalence/comparative pharmacokinetics 
Dossier aspects to verify Reference (TMDA, 

WHO and NRAs 
with WHO - 
Maturity Level 
3/WL4 & WLAs) 

TMDA 
submission 

TMDA 
comments 
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Study Number    
Study title    
Name and address of the clinical facility (or 
the contract 
research organization) 

   

Name and address of bioanalytical 
laboratories 

   

Number of participants    
Test product (name, manufacturer, batch 
number, manufacturing and expiry date, batch 
size, location of multipoint dissolution data in 
physiological media and release media, if 
different) 

   

Reference product (name, 
manufacturer, source, batch 
number, expiry date) 

   

Results (geometric ratio and the 90% 
confidence intervals for the PK parameters) 

   

Assessor’s overall comments on 
bioequivalence/ comparative 
pharmacokinetics 

 

 472 
b) BCS-based biowaiver  473 

BCS-based biowaiver Information 
Dossier aspects to verify Reference (TMDA, 

WHO and NRAs with 
WHO - Maturity Level 
3/WL4 & WLAs) 

TMDA 
submission 

TMDA comments 

Name and address of the 
laboratory or contract 
research organization(s) 
where the BCS-based 
Biowaiver, solubility, and 
dissolution studies were 
conducted. 

   

API in the proposed product 
about the comparator 
(confirm that the proposed 
product contains the same 
active substance, including 
salt, ester, ether, or isomer, if 
applicable) 

   

Test product (name, 
manufacturer, batch number, 
manufacturing and expiry 
dates, 
batch size, location of 
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multipoint dissolution data in 
physiological media and 
release media, if 
different) 
Reference product (name, 
manufacturer, source, batch 
number, expiry date) 

   

Dissolution method (media, 
agitation speed, apparatus, 
volume)  

   

Assessor’s comments on 
BCS-based biowaiver 

 

Assessor’s overall 
comments on BCS biowaiver  

 

 474 
c) Additional Strength biowaiver 475 

Additional strength biowaiver information 
Dossier aspects to verify Reference (TMDA, 

WHO and NRAs with 
WHO - Maturity Level 
3/WL4 & WLAs) 

TMDA submission TMDA comments 

Name and address of 
laboratory or contract 
research organization(s) 
where the biowaiver 
solubility and dissolution 
studies were conducted 

   

Reference strength selected 
for the BE study 

   

Biowaiver batch 
(manufacturer, batch number, 
manufacturing and expiry 
dates, 
batch size, location of 
multipoint dissolution data in 
physiological media and 
release media, if 
different) 

   

Biobatch (manufacturer, batch 
number, manufacturing and 
expiry dates, 
batch size) 

   

Dissolution method (media, 
agitation speed, apparatus, 
volume) 

   

Assessor’s overall 
comments on additional 
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strength biowaiver 

Appendix III 476 
Declaration letter for the sameness 477 
 478 
To be completed by the applicant: 479 
Reference Application details {Product 
name, strength, dosage form} 

 

Name of recognised regulatory 
authority 

 

Approval date/Registration date  

Date(s) of approval of post-registration 
variation(s), if applicable 

 

 480 
I, {Full name}, {Job title} at {Company’s full legal name}, hereby confirm the following for 481 
application {Application number, Product name, strength, dosage form} submitted to the 482 
Tanzania Medicines and Medical Devices Authority (TMDA) on {Date of application 483 
submission} declares that: - 484 
 485 

a. The information and documentation provided in support of this submission 486 
for marketing authorization are true and correct;  487 

 488 
b. The product submitted for marketing authorization to TMDA is the same as 489 

the product registered/approved with the above-specified recognized 490 
regulatory authority/authorities; and 491 

 492 
c. The technical information in the dossier submitted to TMDA for marketing 493 

authorization is the same as the latest updated technical information 494 
approved by the above-specified recognized regulatory authority/authorities, 495 
taking into account all accepted variations. 496 

 497 
Responsible Person authorised to communicate with the Authority: -  498 
Full name:……………………………………………………………… 499 
Job title, company:……………………………….……………………. 500 
Email address:…………………………………………..…………..…. 501 
Tel. No:…………………………………………………..………………  502 
Signature:………………………………………………..……………… 503 
Date:…………………………………………………….……………… 504 
Place:…………………………………………………….……………… 505 
 506 

 507 
 508 
 509 
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