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REQUIREMENTS FOR PRODUCTS REGISTRATION, PREMISE REGISTRATION AND
IMPORTATIONS

PREPARATION OF DOSSIER FOR THE APPLICATION OF MEDICAL PRODUCTS
(REGISTRATION)

ALL APPLICATION SHOULD FOLLOW THE COMMON TECHNICAL DOCUMENT
FORMAT (CTD) OF THE ICH HARMONISED TRIPARTITE GUIDELINE:

The COMMON TECHNICAL DOCUMENT (CTD) COMPRISE OF FIVE MODULES:

1. MODULE I: ADMINISTRATIVE INFORMATION

2. MODULE II: QUALITY OVERALL SUMMARY (QOS)

3. MODULE IlI: QUALITY INFORMATION AND DATA CORRESPONDING TO THE
REGISTRATION OF A PHARMACEUTICAL PRODUCT.

4. MODULE IV: SAFETY (NONCLINICAL STUDY REPORTS)

5. MODULE V: CLINICAL STUDY REPORTS

All Applicants should also present their Dossier in a USB pen drive alone with the samples of each
product.
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REGISTRATION FEES SCHEDULE

NO. ACTIVITY AMOUNT TIME FRAME
1 Product Registration (Regular-Slow Track) US$300.00 Three (3) Years
2 Product Registration (Fast Track) US$600.00 Three (3) Years
2 Maintenance Fees for approved/registered Product US$50.00 Annually
3 Medical Device Class A-US$300.00 Three (3) Years

Class B-US$400.00
Class C-US$500.00

Class D-US$600.00

4 Laboratory Reagent US$75.00 Annually
5 American and European Products US$300.00 Annually
6 Cosmetic US$25.00 Annually
7 Registration of Supplements US$ 300.00 Three(3) Years
8 Listing of Supplements US$ 150.00 Annually
9 Price for Premarket Sample Analysis (Fast Track) US$ 280.00 Result within 7

working Days

10 Price for Premarket Sample Analysis (Regular) US$ 140.00 Result within 21
working Days

THIS IS THE FORMAT OF A COMPLETE IMPORT PERMIT REQUIRE BY LMHRA

=

Procedure for import permits (IPD) Declaration Processing:

2. Application Letter address to the Managing Director for import permit 2. Submit copy

of bill request and payment receipt or a copy of product certificate.

Present a valid business registration document.

Present proforma invoice form Manufacturer

Pick up your import permit at the end of the five (5) working days, i.e. when your documents have
met the full requirement.
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Procedure for Obtaining Clearance from LMHRA

1. Present a copy of the importation permit with the following supporting documents (original)
a. Present Copy of complete import Permit previously obtained
2. Received a bill for Container clearance to be paid into the Liberia Revenues Authority (LRA) account
and return with the payment slip.
3. Clearance shall be prepared within five (5) working days.
4. Pick up clearance from the Registration and Evaluation Department.

PREMISE REGISTRATION AND IMPORTATION LICENSE

An LMHRA certified premise for wholesale and warehouse should be available

Premise Registration and Importation License begin with a Formal Application to the
Managing Director

v Obtain an Application Form for Premise Registration and Importation License, fill it and have
it returned to the Inspectorate Department

AN

v Hire a Superintendent Pharmacist
v Submit pass port size photo for the Dispenser, the Superintendent Pharmacist and the
Proprietor
FEES SCHEDULE FOR PREMISE
NO. ACTIVITY AMOUNT TIME FRAME
1 New Premise Registration US$510.00 Annually
2 Old Premise Registration US$400.00 Annually
3 Import License Fees USsD1,000 Annually
4 Warehouse Registration Fees USD200.00 Annually
5 WHO-GMP Desk Audit US$4,000.00 Three (3) Years

Documents required for the WHO-GMP Desk Audit include the following:

a) WHO-GMP CERTIFICATE or its equivalent

b) Copy of last inspection report from the manufacturer
c) Site Master File

d) Validation Master File

e) Test Method for Validation

f) Process or method of materials transfer

g) Process for handling deviations

h) Any other country’s Audit Reports and Certificates
i) Manufacturing License

J) Trade Certificate
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