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ABBREVIATIONS

API Active Pharmaceutical Ingredient
ARVs Anti Retroviral drugs

BP British Pharmacopoes

C&VR Classification and Valuation Report
COA Certificate of Analysis

CDO Central Declaration Officer

FoB Free on Board

FCVR Final Clarification and Valuation Report
GMP Good Manufacturing Practice

HDO Head Declaration Officer

IDF Import Declaration Form

MCB Marine Cargo Booking

MOHSW Ministry of Health and Social Welfare
MSD Medical Stores Department

NACP National Aids Control Program
NGOs Non-Government Organizations
PoE Port of Entry

TFDA Tanzania Food and Drugs Authority
SBE Single Bill of Entry

TRA Tanzania Revenue Authority

USP United States Pharmacopoeia
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Foreword

The Tanzania Food and Drugs Authority (TFDA) was established under the
Tanzania Food, Drugs and Cosmetics Act, 2003 with the mission of protecting and
promoting public health by ensuring quality, safety and effectiveness of food,
drugs, cosmetics and medical devices.

In view of unique nature of pharmaceutical products and its raw materials, the
Tanzania Food, Drugs and Cosmetics Act, 2003 provides for control of importation
and exportation of pharmaceutical products or any substance used for the
manufacture of pharmaceuticals. The law requires that any person dealing with
importation of the products must be registered by TFDA and the imported
pharmaceutical products must also be registered or approved by the Authority.
These are the fundamental requirements for authorizing importation of
pharmaceutical products and raw materials into the Tanzanian market.

The first guidelines for importation and exportation of pharmaceuticals were
developed by TFDA in the year 2005. The guidelines are therefore reviewed in order
to cope with the new developments in terms of requirements for importing or
exporting pharmaceutical products and raw materials. The reviewed guidelines
currently entitled as “Guidelines for Importation and Exportation of Pharmaceutical
Products and Raw Materials, 2011 provides for guidance on the information and
documentation required in an application submitted to TFDA by an importer or
exporter of pharmaceutical products and raw materials.

All applicants are encouraged to familiarize with the guidelines and follow them
strictly when preparing and submitting applications for importing or exporting
pharmaceutical products and raw materials. Adherence to these guidelines will
ensure that all relevant information and documentation are submitted and
therefore avoid unnecessary delays in approval process and hence speed up
provision of quality services to the clients.

The Authority would like to emphasize that the requirements in these guidelines
have been provided to ensure that only safe, efficacious and acceptable quality
pharmaceutical products or raw materials are imported or exported. These
guidelines will be reviewed from time to time as need arises.

Hiiti B. Sillo
Director General
Tanzania Food & Drugs Authority
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INTRODUCTION

The safety, efficacy, and quality of pharmaceutical products can be highly affected
by the lack of adequate control on importation and exportation. It is therefore
imperative that the manufacture, importation and exportation of pharmaceutical
products and raw materials, both nationally and internationally conforms to
certain set standards. In view of this context, the importation and exportation of
these products should not be treated in the same way as ordinary commodities.

To strengthen the control of importation and exportation of these products, the
Authority has revised its guidelines to cope with the current situation. The revised
guideline will assist those in field to adhere with the legal framework during
importation and exportation activities.

The main objective of these guidelines is to provide importers and exporters of
pharmaceuticals with the necessary information to enable them comply with the
law and regulations governing importation and exportation of pharmaceutical
products and raw materials into and outside the country respectively. These
guidelines shall apply to all pharmaceutical products including Antiretrovirals
(ARVs), Antitubeculous agents and Antimalarials

For that reason this guideline is organized into two chapters. The first chapter
provides for the requirements and procedures to be followed up during importation
of pharmaceuticals whilst the second one outlines the requirements and
procedures for the exportation of the same. Furthermore, formats of application
forms and other relevant documents have been appended for easy referencing.

It is therefore expected that the use of these guidelines will be one step ahead
towards the noble goal of making available pharmaceutical products that are of
safe, efficacious, and acceptable quality, to majority of the people in the country.
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DEFINITIONS
For the purpose ot these guidelines the following terms shall be defined as follows:

Authority
Means the Tanzania Food and Drugs Authority, or its acronym “TFDA” established
under section 4 (1) of the Tanzania Food, Drugs and Cosmetics Act (TFDCA), 2003

Prescription
Means a lawful written direction by a medical practitioner, dentist, or veterinary
surgeon for the preparation and dispensation of a drug by a pharmacist.

Label

Means any tag, brand, mark, pictorial or other descriptive matter, written, printed,
stencilled, marked, embossed or impressed on or attached to a container of any
pharmaceutical product or raw material.

Controlled drugs
Means any narcotic drug, psychotropic substance or precursor as described under
section 77(2) of the TFDCA, 2003

Certificate
Means a certificate issued by the Authority.

Container

Means a bottle, jar, box, sachet, or other receptacle which contains or is to contain
in it, not being a capsule or other article in which the product is or is to be
administered or eaten, and, where any such receptacle is to be contained in
another such receptacle, includes the former but does not include the latter
receptacle.

Export Permit

Means a permit issued to exporter by the Authority, authorizing him to export
pharmaceuticals from the country.

Manufacturer
A company that carries out operations such as production, packaging,
repackaging, labelling and re-labelling of pharmaceuticals.

Package
Means the package into which the immediate package is placed.

Packaging materials

Any material, including printed material, employed in the packaging of a
pharmaceutical, but excluding any outer packaging used for transportation or
shipment. Packaging materials are referred to as primary or secondary according to
whether or not they are intended to be in direct contact with the product.

Guidelines for importation and exportation of pharmaceutical products and raw materials
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Pharmaceutical product/drug

Used interchangeably with the words medicine, pharmaceutical or medicinal
preparation or product or therapeutic substance or other article manufactured or
prepared in any way and intended for use as a medicine or as a remedy

used for the purpose of medical, dental or veterinary treatment.

Importer
Means person or institutions authorized to import drugs into the country.

Import permit
Means a permit issued to importer by the Authority, authorizing him to import
pharmaceuticals into the country.

Raw materials
Any substance of a defined quality used in the production of a pharmaceutical
product, but excluding packaging materials.

Guidelines for importation and exportation of pharmaceutical products and raw materials
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1.

1.1

CHAPTER 1
IMPORTATION OF PHARMACEUTICAL PRODUCTS AND RAW MATERIALS

Categories of importers of pharmaceutical products and raw materials

Importers of pharmaceuticals shall fall under the following categories:

Government and Non- Governmental institutions
Pharmaceutical wholesalers

Pharmaceutical Manufacturers

Clinical trial sponsors and Principal investigators
Recipients of donations

coge

—

a
N

However, the following in the special circumstance can be authorized

1.2

1.2.1

1.2.2

1.2.3

1.2.4

1.2.5

1.2.6

f) Persons authorized to import pharmaceuticals for personal use
g) Hospitals authorized to import pharmaceuticals for hospital use

Requirements for importers

All pharmaceutical products to be imported must be registered by TFDA unless
given special approval by the Authority.

All importation of pharmaceutical products must be done by importers whose
premises are dully registered by TFDA or relevant Government institution.

All importers must import pharmaceutical products through the authorized POE
(see section 1.7(4)).

In case of donations, importer must have a donation certificate and adhere to the
Guidelines for Donations. The donated pharmaceutical products must be fit for
human consumption, safe and of good quality and not prohibited in the country
of origin.

No person shall import any pharmaceutical product with shelf life of more than
twenty four months whose remaining shelf life is less than 60% and a drug with
shelf life of less or equal to twenty four months whose remaining shelf life is less
than 80%.

All imported pharmaceutical products should adhere to the following labeling
requirements.

(@) The information printed on labels must be indelible, engraved or
embossed on a primary and secondary container;

(b) The immediate outer packaging of the pharmaceutical products should be
clearly labeled in English or Swahili language or both;

(c) The trade or brand name where appropriate shall be stated;

(d) The International Non-Proprietary Name (INN, Generic name) shall be
clearly stated;

e) Quantities of active ingredients in the given formulation/API;

f) Date of manufacture and expiry;

g) Batch or Lot number;

h) Storage conditions;

) Name and address of manufacturer;

) Registration number of the product issued by TFDA in both outer and

inner package of the product(s) where applicable;

(
(
(
(
(

1

\
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(k) Enclosed and accompanying literature must be in English or Swahili
language;
() API specification (BP, USP, etc)

1.3 Procedure for importation of pharmaceutical products

1.3.1 Authorized importer intending to import pharmaceuticals shall apply to the
Director General, TFDA by filling in application form as prescribed under Annex I
of these guidelines.

1.3.2 All applications may be submitted to TFDA head quarter offices or zone offices
located in Arusha, Mwanza, Mbeya and Dodoma regions.

1.3.3 The application form shall be accompanied by one original proforma invoice
and two (2) copies of original from the marketing authorization holder of the
product(s) or authorized supplier(s), subject to provision of the original proforma
at the time of importation.

1.3.4 The Proforma invoices shall state for each pharmaceutical to be imported, the
following (s);

(i) Profoma invoice number and date

(i) Name of the supplier.

(iii) Name of the manufacturer.

(iv) Country of origin.

(v) Trade or proprietary name.

(vi) The International Non Proprietary name (generic name) of the drug
and its strength.

(vii) In the case of the product containing more than one active ingredient,
the name and strength of each shall be stated.

(viii) The pharmacopoeial specification of the ingredient such as BP, USP.

(ix) The product registration number issued by the Tanzania Food and
Drugs Authority.

(x) The quantity to be imported for each drug, its unit value, total value
and acceptance currency.

(xi) Batch number for each product

(xii) Manufacturing and expiring date

(xiii) Currency

(xiv) Mode of shipment (sea, air, road)

(xv) Destination port of entry

(xvi) Expected date of arrival

(xvii) Signature and stamp of the supplier

1.3.5 Application form (Annex I) shall be stamped and signed by the pharmacist or
veterinary surgeon in-charge of the importing company before submission to
TFDA.

1.3.6 In a situation where section 1.3.5 does not apply, the application form shall be
signed by applicant.

1.3.7 Import permit shall be valid for six (6) months, not transferable and issued to
cover only one shipment.

1.3.8 In case of partial shipments, only two shipments may be allowed based on the
initial import permit.

Guidelines for importation and exportation of pharmaceutical products and raw materials
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1.4 Processing of applications

1.4.1 Upon receiving the application as specified above, TFDA will scrutinize to verify
whether the requirements have been fulfilled.

1.4.2 If the application meets the prescribed requirements, the applicant will be
required to pay import Free on Board (FoB) fees as stipulated in the Fees and
Charges Regulations in force, and the Authority will issue an import permit as
set out in the Annex III of these guidelines.

1.4.3 An application will be rejected if it does not meet any of the importation
requirements. An applicant will be given a rejection form (Annex II) stating
clearly reason(s) for rejection.

1.4.4 All applications will be processed within two (2) working days with exception of
special requests which may take longer period.

1.4.5 All Applications must be submitted at least 21 days before the arrival of the
consignment to avoid delays in processing import applications.

1.5 Special importation requirements

The same application requirements and procedures as prescribed under section 1.3 and
1.4 respectively shall apply. However, in some special circumstances the following
requirements will be applicable:

1.5.1 Importation of unregistered pharmaceuticals products

Unregistered pharmaceuticals requested for importation will be issued an import
permit only if the following criteria are complied with:-

a. An applicant has applied for a special permit stating reasons for importing
unregistered medicines

b. The imported pharmaceutical products have no registered therapeutic
equivalent (alternative) products available in Tanzania Mainland.

c. Pharmaceutical products come from a TFDA approved Good
Manufacturing practice (GMP) facility.

d. Pharmaceutical products has registered therapeutic equivalent but proved
not to have been imported for a minimum period of 6 months as proved by
TFDA.

1.5.2 Importation of medicines for personal use

i. Applications for importation of medicines for personal use should be
accompanied by a prescription from a registered medical practitioner, dentist,
veterinary surgeon or any other authorized practitioner.

ii. Apart from prescription, a letter giving reasons for importation from applicant or
qualified medical practitioner, dentist, veterinary surgeon or any other authorized
practitioner should also be submitted.

Guidelines for importation and exportation of pharmaceutical products and raw materials
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1.5.3

Importation of investigational medicinal products

Applications for importation of investigational medicinal products should be made by a
clinical trial sponsor or Principal investigator for a study approved to be conducted in
Tanzania Mainland. Such applications should be accompanied by clinical trial approval
letter issued by TFDA.

1.5.4

i.

ii.

iii.

1.5.5

1.5.6

1.5.7

1.6

(i)

Importation of controlled drugs

Importation permit for controlled drugs shall be issued with additional controlled
drugs import certificate which is valid for 6 months.

Application for controlled drugs import certificate will be processed at TFDA
headquarter offices.

Narcotic drugs will be imported by Medical Stores Department (MSD) only.

Importation of Free Medical Samples

Importation of free medical samples shall meet the following criteria:
(i) Samples should bear a label printed “Free sample — Not for sale”
(i) Samples should be in a small pack size as compared to commercial pack
(iii) the unit pack should be less than 300

Applications not meeting the above criteria will be charged FoB accordingly.
Importation of Free of Charge Goods (FOC)

(i) All free of charge goods shall be charged on FoB.
(ii) The profoma invoice of free of charge goods shall indicate unit price of
each product

Importation of other medicines

In addition to requirements stipulated under section 1.2 and 1.3, a letter from an
applicant for the following categories of pharmaceutical products should be
submitted:

i.  Pharmaceutical products for emergences e.g. outbreaks, natural disasters
and accidents
ii.  Pharmaceutical products for specific treatment including cancer.
iii. = Pharmaceutical products for neglected diseases e.g. Leshmaniasis,
Telariasis, Filariasis, Onchoriasis, and Elephantiasis

Inspection of imported consignments at ports of entry

On arrival at the ports of entry, pharmaceutical products will be inspected by a
TFDA inspector to ensure that they comply with the approved specifications and
regulations before they are released. Each batch must be accompanied by an
import permit, an original proforma invoice, a corresponding certificate of
analysis and airway bill or bill of lading. Other government agencies may also
conduct inspection activities as the rules and regulations apply. Such agencies
may include Tanzania Revenue Authority (TRA) or other authorized agents. In

Guidelines for importation and exportation of pharmaceutical products and raw materials
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case of controlled drugs, the consignment shall be accompanied by a certificate
for importation of psychotropic/narcotic drugs.

(ii) During the process of inspection and release of the consignment, the inspector
may sample medicines for further investigations.

1.6.1 Sampling of imported products

(i) TFDA will sample imported pharmaceutical products and raw materials for
further investigation when deemed necessary. The sample collection form Annex
IV will be used during sampling which will be signed in duplicate by TFDA
inspector and consignee and one copy will be issued to the later.

(ii) Investigation or consultation may take some time before they are concluded,
especially where it involves laboratory analysis of the consignment. Where such
cases arise, a conditional release will be given to the importer with instruction to
store the consignment in approved premises until results of the investigations are
out.

(iii) It is important to note that laboratory analysis normally takes a period of two
weeks from the time a consignment is sampled to when the results are released.
The time mentioned above applies only if the laboratory analysis is to be done at
TFDA Laboratory. Where analysis is to be carried out outside TFDA Laboratory, a
longer period may be required.

1.6.2 On inspection of the consignment the following actions may be taken:

(@) An approval for release may be given.

(b) A query may arise whereby the consignment may be held at customs
warehouse or owner’s premises pending further investigation.

(c) An outright rejection of the consignment pending re-export or destruction
at owner’s expense may be issued.

1.6.3 Authorized Ports of Entry (PoE)
Medicines imported into Tanzania would be allowed to enter through the
following official POEs:

™=
~—

Dar-es-salaam International Airport,
Dar es salaam Sea Port,
Kilimanjaro International Airport,
Horohoro

Holili,

Namanga,

Sirari,

Mwanza Lake Port,

Mwanza Airport,

Tanga Sea Port,

Tunduma

Mtukula

i
P
. —

=

—_—_maae
=
.
—
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The Authority reserves the final decision in case of importation of medicines
through other PoEs than the above PoEs.
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1.6.4 Release or rejection of a consignment

A). Conditions for release of consignments:

B).

i)

ii)

iii)

All approved consignments will be released by TFDA inspector once satisfied
that all importation conditions have been fulfilled.

A drug Inspector will stamp all the supporting documents with an official
stamp marked “APPROVED FOR RELEASE”.

In case of partial shipment a consignment will be issued one import permit
which can be used in two divided shipments and an inspector will clearly
mark in the original permit and profoma invoice that it is “PARTIAL
SHIPMENT” and the quantity imported and remaining will be indicated in the
profoma invoice and permit.

Conditions for rejection

i)

ii)

iii)

iv)

Consignments which do not meet importation requirements will be rejected by
TFDA and the accompanied documents shall be stamped with an official
stamp marked “STOP RELEASE”.

Drugs rejected for quality reasons will be CONDEMNED:;

Drugs rejected because of being unregistered in Tanzania or with neutral
labeling, upon application may be re-exported to a third country on special
request and with special clearance from the Drug Regulatory Authority
of the country where the consignment is being exported to;

A re-export exercise should be preceded by re-inspection of the rejected
consignment to confirm that it is still intact before re-export permit is issued
by TFDA;

Re-loading for re-export should be witnessed by Customs officials and Drug
Inspector(s) from TFDA;

Copies of re-export documents stamped at the exit port shall be submitted to
TFDA as evidence of completion of re-exportation exercise;

Destruction of rejected medicines will be done as per the Customs
requirements and TFDA will provide technical advice on mode of destruction
according to the guidelines of disposal of unfit pharmaceutical products.

TFDA will issue a Destruction Certificate after completion of the destruction
exercise.

Where the consignment is rejected/detained an inspector will issue a
Rejection/Detain Form of pharmaceutical consignment(s) as specified under
Annex V of these guidelines.

Guidelines for importation and exportation of pharmaceutical products and raw materials
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CHAPTER 2
2. EXPORTATION OF PHARMACEUTICAL PRODUCTS AND RAW MATERIALS
2.1 Exporters of pharmaceutical products
Exporters of pharmaceuticals fall under the following categories:

i) Registered local pharmaceutical manufacturers

(
(it Registered wholesalers

(iii)  Clinical trial sponsors and investigators
(iv)  Person authorized by TFDA

—

2.2 Requirements for exporters

2.2.1 No person shall export pharmaceutical products out of the country without
having a valid export permit issued by the Authority.

2.2.2  All pharmaceutical products to be exported must come from a registered
manufacturer or wholesale pharmacy in Tanzania Mainland.

2.2.3 All exporters must export pharmaceutical products through the authorized PoE.

2.3 Procedure for exportation of pharmaceutical products

2.3.1 Authorized exporter intending to export pharmaceutical products should apply to
the Director General, TFDA by filling in application form as prescribed under
Annex VI of these guidelines.

2.3.2 All applications may be submitted to TFDA head quarter offices or TFDA zone
offices located in Arusha, Mwanza, Mbeya and Dodoma regions.

2.3.3 The application form shall be accompanied by one original proforma invoice.

2.3.4 The Proforma invoices shall state for each pharmaceutical product to be
exported, the following(s);

(1) Profoma invoice number and date,
(ii) Name of the exporter,

(i) Country of origin of the product,
(iv)  Country of destination,

(1) Trade or proprietary name,
(i) The International Non Proprietary name (generic name) of the drug and its
strength,

(iii) In the case of the product containing more than one active ingredient, the
name and strength of each shall be stated,

(iv) The quantity to be exported for each drug, its unit value, total value and
currency,

V) Batch number for each product,

(vi) Manufacturing and expiring date,

(vii The quantity and pack size to be exported for each drug,

(viiij Mode of shipment (sea, air, road),

(ix) Port of exit and

x) Bear stamp and signed by a pharmacist or veterinary surgeon in-charge of the
exporting company before submission to TFDA.

Guidelines for importation and exportation of pharmaceutical products and raw materials
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2.3.5 In a situation where section 1.3.4 (XIV) does not apply, the application form shall
be signed by the applicant.

2.3.6 Export permit shall not be transferable and shall be issued to cover only one
shipment.

2.3.7 Application for export permit shall be accompanied by a processing fee as
prescribed in TFDA Fees and Charges Regulations in force.

2.3.8 After being satisfied by the information submitted, an Export Permit will be issued
as prescribed under Annex VI of these guidelines. The permit will be valid for 6
months from the date of issue.

2.3.9 In case of controlled drugs (narcotics, psychotropics and precursors), a proforma
invoice will be accompanied by import certificate from a drug regulatory authority
of an importing country. The postal address, physical address, email address
and/or telephone number of the Drug Regulatory Authority of the importing
country have to be clearly indicated.

2.3.10 Exporting wholesale pharmacies will be required to provide evidence of source of
the exported products.

2.3.11 All applications for export will be processed within two working days.

2.3.12 Applications for export permit must be submitted 21 days before the shipment of
the consignment.

2.3.13 An application will be rejected if it does not meet any of the exportation
requirements. An applicant will be given a rejection form (Annex VII) stating
clearly reason(s) thereof.

2.4 Review and Appeal procedure

2.4.1 Any person aggrieved by the decision of the Authority in relation to any
application for importation or exportation of pharmaceutical products and raw
materials may appeal for review of the decision to the Director General of TFDA
within a period of 14 days from the date of receipt of the decision.

2.4.2 The Authority may review its decision, reject or vary the condition of approval.

2.4.3 After reconsideration of the application, if the applicant is not satisfied by the
decision of the review, may appeal to the Minister responsible for Health.

Guidelines for importation and exportation of pharmaceutical products and raw materials
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ANNEX I

FO01/DMC/DMI&E/SOP/002

TANZANIA FOOD AND DRUGS AUTHORITY

Email: info@ tfda.or. tz Nelson Mandela Road

Telephone : +255 22 2450512, 2450751 EPI — Mabibo External,
+255 22 2452108 P. O. Box 77150,

Fax No. +255 22 2450793 DAR ES SALAAM,

Website: www.tfda.or.tz TANZANIA

All letters should be addressed to

the Director General Tanzania Food & Drugs Authority

In reply please quote Our Ref No:

APPLICATION FOR IMPORTATION OF PHARMACEUTICAL PRODUCTS AND RAW
MATERIALS

To: Director General
Tanzania Food and Drugs Authority
P.O Box 77150, Dar-es-salaam

L W ..o ot o e e e et e e e e e e e e e e e e e e e e e e e e e

of (postal address)... ... ... ... coi cot eet veeiee ven eet ene oo .. undertaking the business of
Wholesale/Pharmaceutical manufacturing/Other

(5] 015161 F P PP PP TP PP PPN hereby
apply for importation permit for pharmaceuticals into the United Republic of Tanzania.
Permit Number........... issued on.......c.c.eeuenennnn. Location of

BUSINESS...eiiiiiii i Name of Pharmacist/Veterinary Surgeon
In-charge of the business...........ccccveiiiiiiiiieiininennen.e. Registration Number...............

Purpose of importation permit, for:

Raw materials and/or packaging materials for production of pharmaceuticals
for human use;

Raw materials and/or packaging materials for production of veterinary
medicines;

Finished pharmaceutical products for human use;

Finished pharmaceutical products for veterinary use;

Clinical Trial of a specified product (only one product per application)
Personal use

ooood O

(Tick whichever is applicable)
Attached herewith the Proforma Invoice No... ... ... ... ... ... ... of (date)... ... ... ...
Declaration:

I certify that the information provided in the application form and proforma invoice is
true and correct.

Date of application... ... ... ... ... ... ... ... . Signature of Applicant.................
Stamp.....cceevveiiiiiiinnn,

For official use only:

Received by: ...c.ooviiiiiniiiiiiiiiiiiieen . Signature......c.ococeeiiiiiiininenn.
Stamp...oveeeieiiii e

Guidelines for importation and exportation of pharmaceutical products and raw materials
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ANNEX II
F02/DMC/DMI&E/SOP/002

TANZANIA FOOD AND DRUGS AUTHORITY

Email: info@ tfda.or. tz Nelson Mandela Road

Telephone : +255 22 2450512, 2450751 EPI — Mabibo External,
+255 22 2452108 P. O. Box 77150,

Fax No. +255 22 2450793 DAR ES SALAAM,

Website: www.tfda.or.tz TANZANIA

All letters should be addressed to

the Director General Tanzania Food & Drugs Authority

In reply please quote Our Ref No:

REJECTION FORM
REJECTION OF P/INVOICE NO.........ccceeeuueennees DATE....cccccoevnenene.
APPLICATION REF TFDA AP NO.......cccevvuneenneenn. DATE......ccocoiviniennes
Reasons for rejection
Retention and Registration certificate fees not paid
No valid License
No valid registration
Manufacturer(s) not indicated
No P/invoice number shown
Name/identity of items is not clear
Consignee of goods not registered
Active ingredients(s)/INN not declared
Product not regulated by the Authority
10 P/invoice is not original/counter signed and stamped by Supplier
11.Certificate of Donation is not attached
12.No signature/Stamp
13.Batch number not shown
14.Product(s) registration number not shown
15.Expiry date(s) not shown in case of donated products
16. Specification(s) not indicated (for Raw materials)
17.Withdrawn from circulation in Tanzanian market/the country of origin/by WHO

©RONDOE WD -

RS0 14 o 13 4 TN (Specify)

Due to the above-mentioned reasons, a new proforma invoice has to be submitted
without the following product(s):

Name of MMI&E or DMC Signature Date
(For Approving Rejection)

Name of Collecting Person Signature Date

Guidelines for importation and exportation of pharmaceutical products and raw materials
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ANNEX III

P01/DMC/DMI&E/SOP/002

TANZANIA FOOD AND DRUGS AUTHORITY

Email: info@ tfda.or. tz Nelson Mandela Road

Telephone : +255 22 2450512, 2450751 EPI — Mabibo External,
+255 22 2452108 P. O. Box 77150,

Fax No. +255 22 2450793 DAR ES SALAAM,

Website: www.tfda.or.tz TANZANIA

All letters should be addressed to

the Director General Tanzania Food & Drugs Authority

In reply please quote Our Ref No:

PERMISSION TO IMPORT REGISTERED PRODUCT (S)
Section 21(1)d of Tanzania Food Drugs and Cosmetics Act 2003
Permit No: TFDA...../D/IPER/........

PART A:
Name of registered iImporter...ccoeevevereereceenceencanens Postal address ..ceeeeeceencecenenns Tel Noweverenennannnn
Exporting Country...ceeececececececnnnen. Invoice NOueeverererururnrernrnnnnnne Date.ceeerenrrenennnnnens Time...covuvnenens
EXporter/Sender...ccceceeecerinreieneereceneanens Postal addreSs .cceeeeeceeceeceecencenccncenconcncens
Arrival expected by ship/air/motor vehicle, Via ciceevecereieiinieienececerecenennees Port of entry

Application for permission to import the following product (s) in accordance with the above mentioned Act
and Regulations made

Sno Product Permit Value of
Generic | Brand | Batch N Registrati Quantity | the
eneric ran atc o. egistration products
name name number
TOTAL:
Fees Receipt No Dated
PART B:

Permission is hereby granted to import the mentioned product(s). The importer has to call in the Port TFDA
Inspector to examine the approved product(s) for fitness for the intended use before being allowed entry into
Tanzania.

Date FOR: Director General and stamp

I being TFDA inspector at ....ccceeuvee. TFDA port office has examined the above listed
product(s) and have found them fit/unfit for the intended use hence allowed/not allowed entry into
Tanzania.

Date Signatureof TFDA port officer and stamp
(The inspector has to return immediately a
completed copy of this permit together
with a copy of a release certificate to the
Director General)

Guidelines for importation and exportation of pharmaceutical products and raw materials
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N.B: This permit is for single consignment only and shall be valid for Six Months from date of approval.

ANNEX IV

F03/DMC/DMI&E/SOP/005
TANZANIA FOOD AND DRUGS AUTHORITY

Email: info@ tfda.or. tz Nelson Mandela Road

Telephone : +255 22 2450512, 2450751 EPI — Mabibo External,
+255 22 2452108 P. O. Box 77150,

Fax No. +255 22 2450793 DAR ES SALAAM,

Website: www.tfda.or.tz TANZANIA

All letters should be addressed to

the Director General Tanzania Food & Drugs Authority

In reply please quote Our Ref No:

SAMPLE COLLECTION FORM
(Made under section 101 (1) of Tanzania Food Drugs and Cosmetics Act 2003)
Name of Institution/Company (Under iNSPection)..........c.c.vuieiiiiriiiininiiiiree e,
AATESS. ... et
Date of inspection/collecting SAmMPLe........c.ocuiiuiiniiiiiieiiie e
Reason for collection (Indicate analysis needed where

POSSIDIE) ..

Size of Lot from which Sampled.........coouiuiiiniiiiiiiii e
Name and address of ManUfaCtuTer. ... ..cocovuiiiiiiii e aeeaes
Batch no............... Manufacturing Date.................... Expiring Date............cooooviiiniin
Place sampled (Port of entry, Manufacturing plant, Wholesale/Retail Pharmacy, Part II shop,
L1 ¥ o N
No. of samples taken (tins, Packets, €1C.). it iiiiiiiiiiii e
Collectors Identification Omn Seal........ ..ottt
Name of Representative(s) of the Signature Date

Inspected Establishment/consignment.

1

Name of Drug Inspector(s) Signature Date

(Sampling Officer).

(1) e e,

527

53

Guidelines for importation and exportation of pharmaceutical products and raw materials
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ANNEX V
F02/DMC/DMI&E/SOP/005

TANZANIA FOOD AND DRUGS AUTHORITY

Email: info@ tfda.or. tz Nelson Mandela Road

Telephone : +255 22 2450512, 2450751 EPI — Mabibo External,
+255 22 2452108 P. O. Box 77150,

Fax No. +255 22 2450793 DAR ES SALAAM,

Website: www.tfda.or.tz TANZANIA

All letters should be addressed to
the Director General Tanzania Food & Drugs Authority
In reply please quote Our Ref No:

REJECTION/DETENTION OF PHARMACEUTICAL CONSIGNMENT(S)
(Made under section 99 (4) of Food Drugs and Cosmetics Act 2003 )

EXporter/ManuUfaCtUrer . ... ....ouiiiiii ittt e e e
IMPOTter/CONSISIIEE. .. euiniiii it ns
The inspected consignment (s) as per Proforma Invoice No...........c.cc.cceenn.en. Airway Bill

............. /Bill of Lading
...... /R.Number.......................dated.....................c.c.c.coeeeeeee.......and the single

Bill of Entry Number.............ccocvvinininnne. dated.................. has been Rejected/Retained
for the following reasons:- (Tick whichever applicable)

1.

2.

3.

9.

10.Packaging Insert not included
11.Certificate of analysis not present

12. Batch No

Proforma Invoice is not approved by TFDA

2% FOB is not paid to TFDA

The products (s) is/are not registered by TFDA

consignee is unauthorized dealer of pharmaceuticals
Manufacturer of product is not indicated

Description of the items is not clear

Manufacturing and/expiring date of products (s) not indicated
The products (s) shelf life is too short/expired

Physical quality of the product is poor

oubuug oipooond

Full name of consignee/ Signature Date
Clearing agent

Guidelines for importation and exportation of pharmaceutical products and raw materials
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ANNEX VI

F01/DMC/DMI&E/SOP/00X

TANZANIA FOOD AND DRUGS AUTHORITY

Email: info@ tfda.or. tz Nelson Mandela Road

Telephone : +255 22 2450512, 2450751 EPI — Mabibo External,
+255 22 2452108 P. O. Box 77150,

Fax No. +255 22 2450793 DAR ES SALAAM,

Website: www.tfda.or.tz TANZANIA

All letters should be addressed to

the Director General Tanzania Food & Drugs Authority

In reply please quote Our Ref No:

APPLICATION FOR EXPORTATION OF PHARMACEUTICAL PRODUCTS

To: Director General
Tanzania Food and Drugs Authority
P.O Box 77150, Dar-es-salaam

I/We... et e e e e e e e e e e e e e e e e e e e e e

of (postal address) .. .. ... ...undertaking the business of
Wholesale/ Pharmaceutlcal manufacturmg / Other

(5] 015161 I P OO TP PP P PR PPN

Permit number...............c.coeeenn.e. issued ON.....c.ovevvviniiiiiiiiinenenen.

Location of BUSINESS.....c.cciiiiiiiiiiiiiiieiiiiiiieceereeeaeeeen Name of
Pharmacist/Veterinary surgeon in charge of the

DUSINESS. ... Registration Number......................
Hereby apply for export permit of pharmaceuticals to:

CONSIGNEE. ... et Physical address/Location of
DUSINIESS. 1.ttt e Postal address..........cccoeviviviniiinnnnnnnnnn.

COUNtIY NAIME....coviniiiiiii e eeeeenene
Purpose of export permit, for:

Finished pharmaceutical products for human use;

Finished pharmaceutical products for veterinary use;

Clinical Trial of a specified product (only one product per application)

Raw materials and/or packaging materials for production of pharmaceuticals
for human use;

Raw materials and/or packaging materials for production of veterinary
medicines;

ANy other (SPECIY)...ucuininieiiii i

O Oooogd

(Tick whichever is applicable)
Attached herewith the Proforma Invoice NO.........ccovviiiiiiiiniinn... of (date)... ... ... ...
Declaration:

I certify that the information provided in the application form and proforma invoice are
true and correct.

Date of application... ... ... ... ... ... ... ... . Signature of Applicant.................
Stamp.....coceevveiiiiniinnn,

For official use only:

Received by: ...c.covviiiniiiiiiiiiiiiean . Signature......c.ococeeiieiiiinin.
Stamp...ccoeeeieiiiiiii

Guidelines for importation and exportation of pharmaceutical products and raw materials
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ANNEX VII

PO1/DMC/DMI&E/SOP/00X

TANZANIA FOOD AND DRUGS AUTHORITY

Email: info@ tfda.or. tz Nelson Mandela Road

Telephone : +255 22 2450512, 2450751 EPI — Mabibo External,
+255 22 2452108 P. O. Box 77150,

Fax No. +255 22 2450793 DAR ES SALAAM,

Website: www.tfda.or.tz TANZANIA

All letters should be addressed to

the Director General Tanzania Food & Drugs Authority

In reply please quote Our Ref No:

Permit NO. ...coveveevinnnnecnanennns DATE:

Reference is made to your application letter received on ................ attached with a proforma
invoice number........ dated......ccocovvviiinniinnni.

Subject to compliance with other laws regulating the export trade, permission is hereby

granted to ..........ccoeiiiii , under section 73(1) of the Tanzania Food, Drugs and

Cosmetics Act, 2003 to export the following product (S) tO .......ccovviiiriiiiiiiiniiiiininnanns

COUNTRY NAME............«¢... 3

S/no | Item Unit price Quantity Value of the products
TOTAL:

Permission is hereby granted to export the mentioned product(s). This permit is valid from
Date ... .oocooei i to Date

Date FOR: DIRECTOR GENERAL

Guidelines for importation and exportation of pharmaceutical products and raw materials
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