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e Continental APl database is a useful

tool which can be used by the AMRH,
AMA, RECs and NMRAs for accessing
information about API manufacturers
who have undergone inspection and

approved by regulatory organizations

and the WHO-PQ

* Duration

November, 2023 to April 2024.
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System Scope

» Keep records of all important APl information for regulatory purposes, research and
manufacturer

» Allow uploading of evaluation report of specific APIs by EMP TC, RECs and recognized
NRAs

» Allow uploading of inspection reports of APl Manufacturing sites by GMP TC, RECs and
recognized NRAs

» Allow updating, verification, commenting and sharing of other APl information as
maybe deemed necessary from time to time
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Source of Information

»EMP TC and GMP TC records of approved APIs following joint evaluation and joint
GMP inspections

»Recognized RECs processes for APl approval (such as Regional APIMF procedures)
»Recognized NRAs (such as NMRAs with WHO ML3 and above) from the continent

»WHO PQ scheme

»Recognized Stringent Regulatory Authority outside the continent whereas access
to inspection and evaluation reports is assured through agreement with AMRH

» Trusted website links (e.g WHO, EDQM) (for public domain and manufacturers)
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Seven Phases of Software Development

Life Cycle
= = Testi Operations
St p?‘;i'tg;:,iﬁg e & Maintenance
E—— -
v - .~
?
o
Define Software
Requirements Development NI N
* Reviewing the existing API information websites
e The Use Cases technique
A methodoloqy used in system analysis to identify, clarify and organize system requirements
* Interview different stakeholders
« Estimation methodology
« Expert estimation
 Formal estimation model
 Combination-based estimation sources
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 Several APl databases existing

« Non Commercial
v'WHO
vEDQM
vEMC
v'US FDA
v ANVISA
v' Therapeutic Goods Administration (TGA)
v'Heath Canada

e Commercial

v’ Chemxpert, Pharmazie, Pharma Source
v'Subscription fees

s . Scientific Conference on Medical
% % - Products Regulation in Africa
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W, () https://capi.auda-nepad.org

Stringent Authority
APl Source
NMRA's AP| Data
Evaluators OO Y ;
e : .
.'1 1 System Architecture:
- 3 § L .
¥ | multi-tier architecture
Inspectors ' I'|API Information : |
..‘ Jitview®  (Continental API | | )
| . : : ]
N ] e i Development Framewor
| y -full stack Laravel
Researchers | N
Hﬂf""fﬂﬂ"ferﬂ | | framework for both front
e e ettt ) |
- e e R - end and backend.

Database engine: MySQL
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W, () https://capi.auda-nepad.org

() user loginw O download w CJFill records inw O upload
J data templatej data tem plate) data

complied as per checklist - Previzvcgz;gadedl (D ?Z:;?‘:‘; ]
( O 4 J .

| Update API
database
not complied as per checklist
W (D Reject j
k-

©<
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W, () https://capi.auda-nepad.org

{( " Juser Iogirh f () Se lect gpeciﬁc API W 0O upload inspection/evaluation
’ ] ’L record in database | report
update API 1 complied y (C) Review the uploaded
- database J\ <> N reports
not complied
©< [C) Reject j
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SYSTEM- Public page

AUDA-NEC AL

\ﬁ/'/ AFRICAN UNION DEVELOPMENT AGENCY

~ontinental API

Home About

Sources

User Guide

Eearch API Information by Chemical/INN/Compendia Name, CAS Mumber and Category

&) EXPORT TO EXCEL

CATEGORY

Target Organs ( Respiratory drugs )

Biotechnological Origins ( Cel

therapies )

Therapeutic Classes ( Antibiotics )

Chemical Structures [ Peptides )

Pharmacological Actions [ ACE

inhibitors )

Showing 1to 5 of 17 results

AP| By Category

Tl e i

=

In-house

In-house

In-house

In-house

Compendia

REFEREMNCE NO

2024/TO/00N

2024/BO/0001

2024/TC/00ON

2024/CS5/0002

2024/PAJO00OG

MANUFACTURING

SITE

Hanna Jackson

Blythe Morton

Ambele

testitast

ALPHONCE

APl by Continent

CHEMICAL NAME

Acetylsalicylic
acid

Lisinapril

Ibuprofen

Metronidazole

INMN NAME

Aspirin

Lisinopri

Ibuprofen

testl

Metronidazole

CAS
MUMBER

80-78-2

76547-98-
2

15687-27-1

testl

443-48-1

APl by Manufacturer

= N PP

MOLECULAR

FORMLILA

COHEO4

C21H31MN305

C1EZH1BOZ2

cooh

MOLECULAR
WEIGHT

1806

4055

20629

testl

100

Contact

Login

Register

Select language v




SYSTEM -languages

Apl Database Home About Sources UserGuide Contact Log in i select language v

English

French

w A\

Search APl Information by Chemical/INN/Compendia Name,CAS Number and Category Q

r 1 | Select language

) EXPORT TO EXCEL

CATEGORY SOURCE REFERENCE NO MANUFACTURING SITE CHEMICAL NAME INN NAME CAS NUMBER MOLECULAR FORMULA MOLECULAR WEIGHT

Target Organs ( Respiratory drugs ) In-house 2024/T0O/000 Hanna Jackson Acetylsalicylic acid Aspinn o0-78-2 COHBO4 180016



SYSTEM -Access Control

Continental Active Pharmaceutical Ingredients Repository

Aupccouand Ty e

Choose Account Type

Crrganizatisomn

[ Eear-:h Drrgamization

First FRRName

First Narme

Last RName

Last MName

Pivoumes RNuoumiber

A DO L U K

Comfirm Password

Conmtirm Passworo

MMiddle FHNarme

MMicddle MNMarmee

E rmeail

Ermail

Passwornd

Fasswwwiord

s mcisaraa



SYSTEM- Access Control

Continental Active Pharmaceutical Ingredients Repository

Email
Password

Remember me

Forgot your password? LOG IN



SYSTEM -Authorized page

Dashboard Ambele Test LastName v
O NFRCAN URON DEVELOPWENT AGINCY

(" AUDA-NEPAD

Q. Searchfor AP

© WNLOAD EXCEL TEMPLATE € UPLOAD API FROM EXCEL © exvonr 1o £xced

CHEMICAL NAME COMPENDIA NAME CAS NUMBER CATEGORY REFERENCE NO ACTION

testupioad testupload A0S SORA/C S/ 0008

Submitted for Review AP Reviewed and published

test {71 Amines SU2A/C5A000%
Dokl
W . » o N nAS A N AANS
Darve 666121 Anglonscy 2024/PAS0009

eat - API not submiited for reviews Aralgesics RA/TCA00M

Tegt)

jent] rert) Argigesics 2024 /YCA01




SYSTEM- Adding API data

Intermational RMNMonmnproprietary HRameddrdrd Compendia Rarme
Chemical HRame Brand RHName=
A= HMumber fMaolecular Formula

Enter CAS number {e_.g 1234565 Enter molecular formula {e.g HZ21)

Molecular Weight ChemicaliPhysical Wariation

Enter molecular weight {e_g gl ) Choose variation e
=heelf Life =Storage Conditions

Enter shelf life {a_g 5 months or 2 wvears) Enter Conditions (e_g 2T o o S alaect Linit _
Imnterrmeaediate Manmnufacturer =tartimng Material Manufacturer
Frimary Fackaging Secondary Packaging

Enter details {(e_qg bottle. blister pack) Enter packaging details {(e_g carton. case)

Tertiary Fackaging

Enter packaging details {e.g pallet, shipping conta

PJIE T



SYSTEM- Adding API data

Cateqgory

Therapeutic Classes

Reference Information

et

Antibiotics

Reference Informations

Source Information

In-house

Guality Standard

Quality Standard Used

NMEXT



SYSTEM- Adding API data

APIMF Version Number

APIMF Version Numbetr

Open Part

open part

Closed Part

Closed Part

Specification Number

Specification Numbet

[ NMEXT




SYSTEM- Adding API data

oCM+MF Holder Informaticam

L Folygts

CEF- = o heiesr Pl S e
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SYSTEM- Adding API data

Manufacturer Site Information

rlame

Site Nama

Loscatiom

Site Location

Facility Type
Site Capacity

Country

Choose Country

Crty




SYSTEM- Adding API data

Step Bof b

To avoid duplication of information, please follow these steps:

1. Use the search box to find if the record exists.

2. If the record does not exist in our database, type in the Organisation in the text box and use the add button to provide the information.

" T Isthis APl approved by any institution/ regulatory body (eg.,
MMRA, WHO etc)

Organization

search Organization

Approval Description

Certificate number/ WHOPQ number etc

Approvalflssue Date

dd / mm [ yyyy

Uplead Certificate/Licence/Permit

Browse... | No file selected.

ORGAMIZATION DESCRIFTION

Mo Requlatory Approval

FREWVIOUS MEXT



SYSTEM- Adding API data

Basic Information

= IMNM: test

= Compendia Name: test

= Chemical Mame: test

= Brand Name: test

= CAS NMumber: test

= Molecular Formula: test

= Molecular Weight: test

= Chemical/Physical Wariation: Salt

Contact Person

Contact Ernail

Contact Phone

Country

- it"',"

UPLOAD REPORT i

Storage Information

= Shelf Life: test
= Storage Conditions: test

Other Details

= Category: Therapeutic Classes-Analgesics
= Reference Information:

= Source Information: In-house

Quality Standard: test

Reference NMumber: 2024/TC/O003

TEST

TEST

testl

testl@grmail.com

388888

Armenia

Jar

API Information

Packaging Information

= Primary Packaging: test
= Secondary Packaging: test
= Tertiary Packaging: test

+« Version Number: test

= Open Part: test

= Closed Part: test

= Specification Number: test

MName

Site Location

Facility Type

GMP Complience

1S Standards

Capadcity

Country

City

APIMF Versioning

test]

test]

test]

Compliant

test]

test]

Tanzania

Crodoma

Inspection and Evaluation Report

Mo EvaluationfInspection Report

Regulatory Approval for APl/Manufacturing Site

6777/mp

TEST.Afghanistan DDC” P/ 2024-04-17 DOWNLOAD
777 imp

TEST.Afghanistan C'Dc“f pi 2024-04-17 DOWMLOAD

Cliclk the button




SYSTEM- Adding API data

AP Information

Basic Information Storage Information Packaging Information
= MM test = Shelf Life: test = Primary Packaging: test
= Compendia Mame: test = Storage Conditions: test - Secondary Packaging: test
- CThemical Mame: test i = Tertiary Packaging: test
= Bramnd Mame: test Other Details ) )
= CAS Mumber: test - Category: Therapeutic Classes-Analgesics APIMF Versioning
= Molecular Formula: test = Reference Information: = Wersion MNMumber: test
= Molecular Weight: test = Source Information: In-house - Open Part: test
= Chemical/Physical Variation: Salt = Cluality Starmndard: test =« Closed Part: test
= Reference Mumber: 2024/ T/ O003 = Specification Mumber: test
Marrve TEST Mlamme testl
Address TEST Site Location testl

Contact Person te=tl Facilifty Ty

Click button to make APMFRTSta
visible to public

Comtact Ermail testiogrmail.conm lience Compliant

Contact Phone aaa8888 15 Standards testl

Caoanbry SrrrreEnia Capacity te=sil

ity oty Tanzania
ity Croddormesa

PUBLISH APl g



THANK YOU

™ |

Target Organs ( Respiratory drugs ) In-house 2024/T0O/0001 Hanna Jackson Acetylsalicylic acid Aspirin 50-78-2 CO9HBO4 180.16
Biotechnological Origins ( Cell therapies ) In-house 2024/B0O/0001 Blythe Morton Lisinopril Lisinopril 76547-98-3 C21H3IN305 4055

Generics vs. Innovator Drugs ( Innovator APls ) In-house 2024/GI/0001 Ishmael Olson Mercedes Henson Cameron Green 859 Temporibus nostrud a id natus consectetu
Chemical Structures ( Peptides ) In-house 2024/CS/0002 testl testl testl test1 testl testl

Natural vs. Synthetic ( Synthetic APIs ) In-house 2024/NS/0002 Jackson Livingston Maggy Gonzalez Maya Curtis 855 Et qui earum sint nu Accusantium placeat
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