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COPYRIGHB AND CONFIDENTIALITY

This document is submitted with

contained herein

understanding that the registration user manual information

this document shall not be disclo

be duplicated, used or disclosed in whole or in part for any purpose.

The reader acknowledges that the

information provided by MoHAP is confidential; therefore,

reader agrees not to disclose it without the express written permission of MoHAP.
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INTRODUCTION

This document explains all the steps which are required for Site Administrator and agent user

to create and v iew registration a pplication s.

This document will provide  ease to the business users in understanding all the screens of the
application.
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1 USERCREATION ANDLOGIN

E-ServicedApplication User Manua] Registration Services

1.1 USERCREATION

Navigate to the application login screen and click over 0Create New Accounto

< | Home | ContactUs | Help

U

% it il By g i3y
E_serVIces MINISTRY OF HEALTH & PREVENTION
Simple applications management Login into your account

User Name *

The application takes you to the 0Create New Accoun

Al f you select the accountyourexgteg ax coAqentd (Link

Home | ContactUs | Heip

8

: e Ml By i alli)lyy
E_Serwces MINISTRY OF HEALTH & PREVENTION
Simple applications management Create new Account

Please fill the form to get access to MOHAP E-Services

Create Account
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Then the screen fields will be as follow:

Your existing username
Please set a new password

Retype password

= =4 A4 -

oOLink Accountdé button

You should put the existing username for PH Licensing system and you should have a

valid license

B. For other user types, then the screen fields will be as follow:
Username
Email Address

1

1

1 New Password
1 Retype Password
1

0Create Accountod button
The system sends an activation link to the provided email
your account by clicking over the  activation link.

MOHAP COPYRIGHT

address; you can activate
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MINISTRY OF HEALTH & PREVENTION

E-ServicedApplication User Manua] Registration Services
1.2 LOGINAND DASHBOARD

If you do not have a valid username and password go to the previous step and create a new

account, otherwise, provide your user name and password and click over login.

»~ | Home | ContactUs | Help

E-serVIces MINISTRY OF HEALTH & PR Entel’ username
Simple applications management Login into your ar=TaTe W eF= IS5\ WY/e] o

User Name *

After the user successfully logged onto the system, the dashboard page is displayed,

MOHAP COPYRIGHT Page|7
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UNITED ARAB EMIRATES
MINISTRY OF HEALTH & PREVENTION

Dashboard

Status

24/12/2017

24/12/2017

View all

In the dashboard, you can

cations, print certificates/ letters, and create new applications.

My applications ~ Payments  New Application »

3534

3531

Re-Export Drugs

Authorization for Medical Product By Local Agent APPROVED

Authorization for Medical Product By Local Agent APPROVED

Request for Drug Re-Pricing

Free Sale Certificate for Export Purposes APPROVED

MOHAP COPYRIGHT

E-ServicedApplication User Manua] Registration Services

«» Home ContactUs Help QO Account v

Print Certificate

Welcome toonline
Application e-services

know the status of the submitted applications, renew  expired appli-
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2 REGISTRATION

Under the registration tile, you will find the following services:

Drug Classification

Manufacturing site registration

New drug registration

Registered medical product minor variation
Request for drug repricing

Manufacturing site minor variation

= =4 -4 -—a -8 -8 -2

Evaluation of drug vigilance plan

In order to use the listed service s, you should be logged in  to the system.

MOHAP COPYRIGHT Page|9
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2.1 DRUGCLASSIFICATION
Log into the system using your credentials and then click on start new application link

&r Home ContactUs Help QO Account v

UNITED ARAB EMIRATES

b4 MINISTRY OF HEALTH & PREVENTION

Dashboard  Myapplications  Payments  New Application » Q

Status Q Welcome to online
Application e-services

24/12/2017 3534 Re-Export Drugs WAITING
25/12/2017 3547 Authorization for Medical Product By Local Agent APPROVED
24/12{2017 3531 Authorization for Medical Product By Local Agent AF

24/12/2017 3529 Request for Drug Re-Pricing EC
24/12/2017 3527 Free Sale Certificate for Export Purposes APPROVED
View all

Click on registration tile

«» Home ContactUs Help [} 0  Account v

UNITED ARAI TS
MINISTRY OF HEALTH & PREVENTION

D: My icati New Application »

You are here: Da rd > New Application
el = E
Import Export Registrations

B 3

Issuing Certificates Authorizations
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The system takes you to the services screen, click on Drug Classification

Dashboard My applications Payments New Application »

You are here: Dashboard > New Application > Registrations

Drug Classification _

New Drug Registration

Evaluation of Drug Vigilance Plan
Manufacturing Site Minor Variation
Registered Medical Product Minor Variation
Request for Drug Re-Pricing

Manufacturing Site Registration

Provide the number of productnd then click on Next

Products

Number of products to classify: * '

<>
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Uplaod the doscuments, accept the terms and conditions and then click on Applly

Drug Classification
Pi ATTACHMENTS
Document Attachments
Emirate D _
Trade License Upload
Art Work Upload
Medical Device Specification Upload
Application Form = Upload
Add new document
< Back

| accept general Terms & Conditions * —

After submitting the application a successful message displayed to the user, and the permit
fees is generated. The user can perform the payment from this screen by clicking over the

amount, where the system directs you to the payment screen, the payment anount will be

MOHAP COPYRIGHT Page| 12
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calculated based on number of drugs to be classified multiplied by 500 AED.

v

Your application has been successfully submitted

You will receive a confirmation by email.
You can check status the process No. 3911 on your L

Payment Online

Cost by permit amount 1000 AED

For your convenience you can pay via bank transfer or MOH offices

Alternatively, the user can go to the payment screen in the dashboard and click over the pay

button and perform the payment.
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To view the application status go to dashboard, and once the permit

Permitdé button on the dashboard to view and print

Status

08/01/2018 3912 Drug Classification ‘ Print Certificate

08/01/2018 301 Drug Classification WAITING FOR PAYMENT Pay

08/01/2018 3910 Import Medical Product By Local Agent WAITING FOR PAYMENT Pay

08/01/2018 3909 I?ekgisrtf:ed Mgdical Product Minor Variation

08/01/2018 3008 free “Sa!e 9?Tt_ifi§§te for Export Purposes APPROVED Print Certificate
View all

MOHAP COPYRIGHT Pagel| 14
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E-ServicedApplication User Manua] Registration Services
2.2 MANUFACTURINGSITEREGISTRATN

Log into the system using your credentials and then click on start new application link

«» Home ContactUs Help QO Account v

2\
@R UNITED ARAB EMIRATES

MINISTRY OF HEALTH & PREVENTION

!

Dashboard  Myapplications  Payments  New Application » Q

Status Q Welcome to online
Application e-services

24/12/2017 3534 Re-Export Drugs

25/12/2017 3547 Authorization for Medical Product By Local Agent APPROVED
24/12/2017 3531 Authorization for Medical Product By Local Agent APPROVED
24/12/2017 3529 Request for Drug Re-Pricing APPROVED
24/12/2017 3527 Free §a|§f:ertlticate for Export Purposes APPROVED
View all

Click on registration tile

MOHAP COPYRIGHT Page| 15



UNITED ARAB EMIRAT
MINISTRY OF HEALTH
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«» Home ContactUs Help ()0  Account v

D: My applicati New Application » Q

New Application

Import Export Registrations '

Issuing Certificates Authorizations

The system takes you to the  services screen, click on manufacturing site registration

«» Home ContactUs Help fv\_o Account v

Dashboard My applicati Pay Now Aolcabionss Q

& here: New Applical Registrations

) Back

Manufacturing Site Registration _

New Drug Registration

Registered Medical Product Minor Variation
Request for Drug Re-Pricing

Manufacturing Site Minor Variation

Evaluation of Drug Vigilance Plan

And then select whether you want to register a medicine or medical devices

MOHAP COPYRIGHT Page| 16
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Dashboard My icati Pay New Application »

1 > Registrations

Manufacturing Site Registration

Market Authorization in Other Countries

Enter MAH Name or add new

Dashboard My applicati Pay New Application »

are here: Dashboard > New Application > Registrations

Manufacturing Site Registration for Medicines

Search

Choose

M AL HIKMA

MOHAP COPYRIGHT
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MA H buitgn

cl

c ki

Q

ng

on O0Add
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Fill all the mandatory data |ike company name, addr

Manufacturing Site Registration for Medicines

MAH

Company Name *

AL HIKMA PHARMACEUTICALS

Address *

POBox 182400

PO Box

Country * City *
JORDAN v Amman

Telephone * Email

This field is reauired!

And then fill the contact person details and the financial information  then click on Next
Contact Person
Name * Address *
Omar Dubai
City* Country *
Dubai UAE v
Telephone * Email*
0500000000 o@b.com

Financial Information

Date of Establishment CapitalinUS §
R :
X v
Revenuein US § Year

>
>

$

=
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Enter the site name details, manufacturing license details. GMP Certification, Activities carried

out, production lines, and category of the product s, and then click on Next.

Manufacturing License Details

Certificate Issuer * Certificate Number *
AL DAR Cher nd Drugs
Issue Date * Expiry Date *

2016/12/01 x ﬁ 2020/12/01

GMP Certification Details

Add GMP Certification Details

Activities Carried Out *

rage & Handling v Delete

Production Lines *
Level1* Level 2*

Delete

Category of Products

m Conventional Medicines

® Biological Medicines
Natural Source Medicines
GSL Products

= Medical Devices for Humans
Veterinary - Conventional Medicines
Medical Gases
Veterinary - Natural Source Medicines
Veterinary - GSL Products
Veterinary - Biological Medicines
Veterinary - Medical Devices

Other

MOHAP COPYRIGHT Pagel| 19
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Attach the required document then accept the terms and conditions and click on Apply

Manufacturing Site Registration for Medicines

Document Attachments

issuedby

nnnnnn iz | i to submit th L i i to the Drug Control

in y of origi

Legal ificate ityi yof origin

List of th ly by the site

Site Master file Uploa

siteisregistered

After submitting the application a successful message displayed to the user, and the permit
fees is generated . The user can perform the payment from this screen by clicking over the

amount, where the system directs you to the payment screen.

v

Your application has been successfully submitted

You will receive a confirmation by email.
You can check status the process No. 3512 on your Da

Payment Online

Cost by permit amount 10100 AED

For your convenience you can pay via bank transfer or MOH offices

Alternatively, the user can go to the payment screen in th e dashboard and click over the pay
button and perform the payment.
MOHAP COPYRIGHT Page| 20
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To view the application status go to dashboard, and once the permit is approved click on

Per mi t 6 obthedasbhoard to view and print the permit.

> Home ContactUs Help L,LO Account ~

UNITED ARAB EMIRATES
MINISTRY OF HEALTH & PREVENTION

Dashboard My applications Payments New Application » Q

Status @) Welcome to online
Application e-services

24/2/2017 3512 Site Registration

=
b}
&

24/12/2047

Re-Export Drugs

24/12/2017 3506 Re-Export Drugs APPLICATION PROCESSING

24/12/2017 3503 Drug Registration APPROVED

View all

MOHAP COPYRIGHT Pagel| 21
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2.3 DRUGREGISTRATION

Log into the system using your credentials and then click on start new application link

&r Home ContactUs Help QO Account v

UNITED ARAB EMIRATES
MINISTRY OF HEALTH & PREVENTION

!

Dashboard  Myapplications  Payments  New Application » Q

Status Q Welcome to online
Application e-services

24/12/2017 3534 Re-Export Drugs WAITING
25/12/2017 3547 Authorization for Medical Product By Local Agent APPROVED
24/12/2017 3531 Authorization for Medical Product By Local Agent AF

24/12/2017 3529 Request for Drug Re-Pricing APPROVED
24/12/2017 3527 Free Sale Certificate for Export Purposes APPROVED
View all

Click on registration tile

«» Home ContactUs Help ()0  Account v

D My applicati New Application » Q

New Application

m Ty
el sy =
Import Export Registrations

Issuing Certificates Authorizations
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The system takes you to the  services screen, click on drug registration

«» Home ContactUs Help

UNITED ARAB E
MINISTRY OF HEALTH & PRE

D: My applicati Pay New Application »

Dashboard > New Appiicat Registrations

Manufacturing Site Registration
New Drug Registration _
Registered Medical Product Minor Variation

Request for Drug Re-Pricing

Manufacturing Site Minor Variation

Evaluation of Drug Vigilance Plan

Enter product details

Product Details

Trade Name *

Opticalico

Product Class *

Medicines v

Veterinary - Biolo

Other Biological

Description

Used for drynes

Route of Administration

EYE v

ATC Code
12212231

Indications

MOHAP COPYRIGHT

Product Sub Class *

Account v

(<) Back
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UNITED ARAB EMIRATES
MINISTRY OF HEALTH & PREVENTION

Add the active ingredient

Composition (Active Ingredients)

Composition (Inactive Ingredients)

PV

PV Officer

MName

City

Telephone

Composition (Active Ingredients)

Substance Name *

azumolene

Quantity *
12

Reference Quantity

{

Description

Other info/salt

Attachments
Browse file...

AFM O micammm

E-ServicedApplication User Manua] Registration Services

by clicking over add

Please add a composition

Please add a composition

Add

Address
Country

Email

CAS Registration Number

64748-79-4

Quanhty Uit *

m

<>

Reference Quantity Unit

Sml

<>

Add the inactive ingredient by clicking over add

MOHAP COPYRIGHT
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E-ServicedApplication User Manua] Registration Services

Composition (Inactive Ingredients)

Please add a composition
"B

PV

PV Officer

Name Address
City Country

Telephone Email

Attachments

Browse file

Save “

Composition (Inactive Ingredients)

Substance Name * CAS Registration Number

Parameria laevigata 12/678
Quantity * Quantity Unit *

2 C mi v
Reference Quantity Reference Quantity Unit

1 C Sml v
Function

Additional Info

Delete

Please add a composition (Inactive Ingredients)

Add

And then fill the PV details and click over Next
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E-ServicedApplication User Manua] Registration Services

PV
PV Officer
Name Address
Rimone Salody Dubai
City Country
Dubai UAE v
Telephone Email
(05:1000.9.9.4.9.9.¢.4 Rimone@salody.com
Attachments
Browse file
Add the Marketing Authorization holder in other countries details

New Drug Registration

PRODUCT DETAIL PRICE ATTACHMENTS

Market Authorization in Other Countries

GCC DR Registration Number GCC DR Registration Date

99812390165 2018/05/11
Country Name of Regulatory Authority

JORDAN v JORDAN PHARAMA
Date of Approval Date of Marketing

2017/12/03 x m 2017/12/04 X
Attachment

Browse file..

Delete
Add

MOHAP COPYRIGHT Page| 26
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Fill the patent status and the pack information

Patent Status

Patent Information
Brief description of patent

Description of patent

E-ServicedApplication User Manua] Registration Services

Patent number * Expiry Date
FR778-9012 2018/11/06
Patent Holder
Name * Address *
AL Hikma Patent Amman
City * Country *
Amman JORDAN v
Patent Authority
Name * Address *
HIKMA PHARMA Amman

Cl i ck o routtonAtd Addl Body System

Pack Information

Pack Name *

OPHTICALOS

Dosage Form *

Dosage Sub Form

Drops Suspension v
Strength Shelf Life (in months)

= A
12 36 S
Body System (pharmacotherapies group) Body Sub System (pharmacotherapies subgroup)

EYE v NATURAL SOURCE - SEE INDICATION FIELD FOW Delete
Add another Body System
Add
MOHAP COPYRIGHT Page| 27
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Enter the Pack Size information  and the MAH country of origin then click on Next

Pack Size * Pack Unit *
20 S ml v
Pack Size Description *
2 drops for infected eyes 2 times a day
z
Dispensing Mode * Dispensing Mode in Country of Origin
OTC-Pharmacy Medicine (OTC-P) ~ OTC-Pharmacy Medicine (OTC-P) v

Primary Packaging Detail *

Exist and explained in the leaflet

Presentation Type

Dropper Bottle

Color of Pack *

White, Orange and Violet

Secondary Packaging Details including Outer & Inner label *

Inside is as outside; same colors and shape

MAH in country of origin

Name *

AL HIKMA PHARMACEUTICALS

Add Pack Size

Address
POBox 182400

City

Amman

< Back

MOHAP COPYRIGHT

Country

JORDAN
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Add the proposed CIF price, Public price in the country of origin, public price in other coun-

tries, prices in reference book,an d proposed price in GCC, by clickir
button and then click on Next
Proposed CIF Prices

Package Size:20 ml

CIF Price CIF Price Currency

295 U.AE. Dirham v

<>

Public Price in Country of Origin

Pack Size *
Exfactory Price * Currency *
i A~ Jordanian Dina
4 S Jordanian Din v
Wholesale price * Currency *
% Jordanian Dinar v
Public price * Currency *
A~

Attach certificate from country of origin

Browse file

Public Price in Other Countries
Add Price Details
Add
Prices in Reference Books

Add Price Details

Add

Proposed Prices to GCC

Add Price Details

Add

MOHAP COPYRIGHT Page| 29
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Then attach the required documents and accept the terms and conditions and click on Apply.

Labellinginformation Upload &

Summary of Product Characteristics (SmPC)

Application form properly filled and signed by the qualified responsible person (MAH), and word document soft copy Upload
Comprehensive Table of content

Covering letter

< Back

After submitting the application a successful message displayed to the user, and the permit
fees is generated. The user can perform the payment from this screen by clicking over the

amount, where the system directs you to the payment screen.

v

Your application has been successfully submitted

You will receive a confirmation by email.
You can check status the process No. 3220 on your

Payment Online

Cost by permit amount 5100 AED

Alternatively, the user can go to the payment screen in the dashboard and click over the pay
button and perform the payment.
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To view the application status go to dashboard, and once the permit is approved click on oOP

Per mi t 6 obthedasbhoard to view and print the permit.

<~ Home ContactUs Help QO Account ~

Dashboard My applications Payments New Application »

Status Q Welcome to online
Application e-services
[F] ssmereom 3220 Drug Registration
2/2f 322 PV Pla

13/12/20. 3221 Stability Review

13/12/20. 3222 BE Review

2/2017 217 Free Sale Certificate for Export Purposes

View all
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2.4 REGISTEREBIEDICALPRODUCTMINOR VARIATION

Log into the system using your credentials and then click on start new application link

> Home ContactUs Help QO Account ~

UNITED ARAB EMIRATES
MINISTRY OF HEALTH & PREVENTION

Dashboard My applications Payments New Application » Q

Status Q Welcome to online
Application e-services

24/12/2017 3534 Re-Export Drugs WAITING FOR PAYMEN

3547 Authorization for Medical Product By Local Agent APPROVED
24/12/2017 3531 Authorization for Medical Product By Local Agent APPROVED
24/12/2017 3529 Request for Drug Re-Pricing

Free Sale Certificate for Export Purposes

View all

Click on registration tile

«» Home ContactUs Help () 0  Account v

D: My applicati P New Application » Q

New Application

2 > =
Import Export Registrations

=| ?}

Issuing Certificates Authorizations
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The system takes you to the  services screen, click on drug registration

«» Home ContactUs Help Qo Account v

Dashboard My applicati Pay New Application » Q

Registrations

(<) Back

Manufacturing Site Registration

New Drug Registration

Registered Medical Product Minor Variation _

Request for Drug Re-Pricing
Manufacturing Site Minor Variation

Evaluation of Drug Vigilance Plan

Start type the product name, the system will filter the results based on the entered characters

Dashboard ~ Myapplications ~ Payments ~ New Application » Q

Registrations

Registered Medical Product Minor Variation

Product Name

Modify the data of the drug to the desired change; you can reach to more information on the

product by navigating over the product tabs. Or by clicking on next button at the bottom of
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E-Serviced\pplication User Manua] Registration Services
the page, please note that if there is any mandatory field empty, then you need to enter the

correct values.

Registered Medical Product Minor Variation

Minor Variation Type:

Minor Variation Type

Product Details

Trade Name *
Product Class Product Sub Class

Description

Route of Administration

MOHAP COPYRIGHT Page| 34
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The summary page shows the changes or modifications done on the application, where it

shows the application and the new value so you can review the changes one more time before

submitting it to MOHAP for review. The old data highlighted in pink and the new data is high-

lighted in blue

Registered Medical Product Minor Variation

Summary

Product Details

CLAMOX
Conventional Medicines
N/A

Route of Administration:

ORAL

Composition (Active Ingredients)

ame clavulanic acid
ty 125

on Diluted Potassium Clavulanate BP 300.6 mg

CLAMOX
Conventional Medicines
N/A

NASAL

ce Name clavulanic acid
125
Description Diluted Potassium Clavulanate BP 300.6 mg

After you review the changes , click on next to attach the supportive documents and to perform

the payment.

Public Price in Country of Origin

curency UAE. Dirham

Public Price in Other Countries

Pricesin Reference Books

Public Price in Country of Origin

< Back

MOHAP COPYRIGHT

P Size 12
factory Price 36.8
ey UAE. Dirham
ce 0
C UAE. Dirham
PUBlic Price 0
curency UAE. Dirham

Save
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Attach the support documents and accept the terms and conditions, the click over apply

Patent letter with copy of the patent references Upload

ionand i inoth ies (with copi istrati tificates) Upload
Original legalised Price Certificate Upload
Other d for Price (Ct ive studies) Upload
Resp to questions and other req d d (Updates, questions, queries) Upload
Summary and Protocol of the Bioequivalence study Upload
Approval of the Bioequi y by the Health it Upload
Module2 Upload
Module 3 Upload
Module 4 Upload

Add new document

< Back
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After submitting the application a successful message displayed to the user, and the permit

fees is generated. The user can perform the payment from this screen by clicking over the

amount, where the system directs you to the payment screen.

v

Your application has been successfully submitted

Payment Online

Cost by permit amount 1000 AED

For your convenience you can pay via bank transfer or MOH offices

Alternatively, the user can go to the payment screen in the dashboard and click over the pay

button and perform the payment.
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To view the application status go to dashboard, and once the permit i sapproved cl i ck on

Per mi t 6 obthedasbhoard to view and print the permit.

i Home ContactUs Help ()0  Account~

8

Dashboard My applications ~ Payments  New Application » Q
Status (@] Welcome to online
Applicatione-
services

Registered Medical Product Minor Variation

Request for Drug Re-Pricing

Site Registration

Re-Export Drugs

Re-Export Drugs

Renewals
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2.5 REQUESFORDRUGRE-PRICING

Log into the system using your credentials and then click on start new application link

&r Home ContactUs Help QO Account v

UNITED ARAB EMIRATES
MINISTRY OF HEALTH & PREVENTION

!

Dashboard  Myapplications  Payments  New Application » Q

Status Q Welcome to online
Application e-services

24/12/2017 3534 Re-Export Drugs WAITING
25/12/2017 3547 Authorization for Medical Product By Local Agent APPROVED
24/12/2017 3531 Authorization for Medical Product By Local Agent AF

24/12/2017 3529 Request for Drug Re-Pricing APPROVED
24/12/2017 3527 Free Sale Certificate for Export Purposes APPROVED
View all

Click on registration tile

«» Home ContactUs Help ()0  Account v

D My applicati New Application » Q

New Application

m Ty
el sy =
Import Export Registrations

Issuing Certificates Authorizations
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E-Serviced\pplication User Manua] Registration Services
The system takes you to the  services screen, click on drug registration

«r Home ContactUs Help QO Account v

NITED ARAB EMIRATES
INISTRY OF HEALTH & PREVENTION

Dashboard ~ Myapplications ~ Payments ~ New Application » Q

New Applicatio Registrations

(€) Back

Manufacturing Site Registration

New Drug Registration

Registered Medical Product Minor Variation

Request for Drug Re-Pricing _
Manufacturing Site Minor Variation

Evaluation of Drug Vigilance Plan

Start type the product name, the system filters the products based on the entered characters

Dashboard ~ Myapplications ~ Payments  New Application » Q

1 > Registrations

Request for Drug Re-Pricing

DrugName
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MINISTRY OF HEALTH & PREVENTION

E-ServicedApplication User Manua] Registration Services

Enter the new proposed CIF price, select the currency, and provide the reason of repricing and

then click on Next

Dispensing Mode

Prescription Only Medicine (POM)
Current CIF
New Proposed CIF Price
Proposed CIF *

20

Reason for Repricing

Increment of the price from the manufacturer

< Back

Current CIF Currency

US. Dollai

Proposed Currency *

UAE. Dirham v

Upload the support documents; accept the terms and conditions and then click on Apply but-

ton

Dashboard ~ Myapplications ~ Payments  New Application »

You are here: Dashboard > New Application > Registrations

Request for Drug Re-Pricing

ATTACHMENTS
Document Attachments
Certificate of pricing of pharmaceutical product issued by the company Upload
Add new document
¢ Back
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After submitting the application a successful message displayed to the user, a nd the permit

fees is generated. The user can perform the payment from this screen by clicking over the

amount, where the system directs you to the payment screen.

Dashboard ~ Myapplications  Payments  New Application »

Registrations

4

Your application has been successfully submitted

onfirmation by ema

Payment Online

Cost by permit amount 1000 AEL

Alternatively, the user can go to the payment screen in the dashboard and click over the p
button and perform the payment.

ay

Navigate to the dashboard to view the status of the application; t he i niti al status v

ing for approvaléd
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@ Home ContactUs Help [0  Account~

Dashboard ~ Myapplications ~ Payments  New Application » Q

Status Q Welcometoonline
Applicatione-
services

Renewals

Request for Drug Re-Pricing
Registered Medical Product Minor Variation
Site Registration

Re-Export Drugs

Re-Export Drugs
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After MOH approve the permit, the application status will be changed to waiting for price re-

view, and a new button is displayed next to the application to review the approved price by

MOH, You can do the following,

- Accept MOH approved price A cl i ck over OApproveo button.

- Do not accept the price and request for appeal Aclick over OAppeal 6 but

s» Home ContactUs Help () O  Account~

UNITED ARAB EMIRATES
MINISTRY OF HEALTH & PREVENTION

D My applicat yi New Application » 8

Status @] Welcome to online
Applicatione-
mo acow services
awenon w0 Requestior g Re-Pricing
ananon s Regstered Medical Product Minor Variation  4pPR0rED
<
24/12/2017 3512 Site Registration APPROVED

s Re-Export D APPLICATIONPROCESSING i
121201 501 port Drugs U e Start your application

2ufen0n 3508 Re-Export Drugs APPLICATIONPROCESSING

View all

8]

Renewals

Click over OAppeal 6 button

Price Review
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Click over oOoOPayo6 button, the system takes you to th

till MOH review the application again.

&» Home ContactUs Help J;Lc Account ~

D: My applicatit y New Application »

Q

Welcome to online
Applicatione-
services

Status

Request for Drug Re-Pricing

Q
Registered Medical Product Minor Variation APPROVE

Site Registration

Re-Export Drugs APPLICATIONPHOCES! Start your application

Re-Export Drugs

Renewals Q

The status of the request will be OWaiting for appr

p Home ContactUs Hep [0 Account~

Dashhoard ~ Myapplications ~ Payments  New Application » Q

Status Q Welcome to online
Applicatione-
services

Request for Drug Re-Pricing TING FOR APPRO

Registered Medical Product Minor Variation

Site Registration

Re-Export Drugs

Start your application

Re-Export Drugs

View all

Renewals 0
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After MOH review,the appl i cati on status will change to oWaiti

Reviewd button is enabled again.

@ Home ContactUs Help ()0  Account~

Dashboard ~ Myapplications ~ Payments  New Application » Q

Status Welcome toonline
Applicatione-
services

l 0
244202000 350 Request for Drug Re-Pricing ING FOR PRICEREV Price Review
22200 358 Registered Medical Product Minor Variation APPROVED
22001 352 Site Registration APPRY

241202007 3508 Re-Export Drugs
24/2/207 3506 Re-Export Drugs
View all
Renewals Q
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E-ServicedApplication User Manua] Registration Services

Click on the Price review button and the click on approve

After approving the permit, you need to pay the permit fees and then vou will

the permit

Price Review

be able to print

Address: MUSSAFAH MU

D: My Y New » Q
Status Q Welcome to online
Applicatione-
eATON scrow services
apor e Requestfor Drug Re-Pricing VAT FoRPATHENT
awezon w8 Regstered Medical Product Minor Verition  Aeprore
CLAMOX 825mg
awenor sz SiteRegstaton Jr—
Amozoine —
24/12/2017 3508 Re-Export Drugs APPLICATION PROCESSING
’ o g - Start your application
242207 3506 Re-Export Drugs APPLICATIONPROCESSING
View all
Renewals Q
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E-ServicedApplication User Manua] Registration Services
Print the permit by clicking on Print Certificate button

«» Home ContactUs Help ()0  Account~

B

D: My applicati Pay New ication » Q

Status

Welcome to online
Applicatione-
services

3518 Registered Medical Product Minor Variation

Q
sumor s Requestor Drug Re-Pricing -

Site Registration

Re-Export Drugs

Re-Export Drugs

Renewals Q
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2.6 MANUFACTURINGSITEMINOR VARIATION

Log into the system using your credentials and then click on start new application link

&r Home ContactUs Help QO Account v

UNITED ARAB EMIRATES
R MINISTRY OF HEALTH & PREVENTION

!

Dashboard  Myapplications  Payments  New Application » Q

Status Q Welcome to online
Application e-services

24/12/2017 3534 Re-Export Drugs WAITING FOR PAYMENT
25/12/2017 3547 Authorization for Medical Product By Local Agent APPROVED

24/12{2017 3531 Authorization for Medical Product By Local Agent APPROVED

24/12/2017 3529 Request for Drug Re-Pricing

24/12/2017 3527 Free Sale Certificate for Export Purposes APPROVED

View all

Click on registration tile

«» Home ContactUs Help ()0  Account v

UNITED IRATES
MINISTRY OF HEALTH & PREVENTION

D My applicati New Application » Q

New Application

m =Y e
el b =
Import Export Registrations

Issuing Certificates Authorizations
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E-ServicedApplication User Manua] Registration Services
The system takes you to the services screen, click on drug registration

& Home ContactUs Help J:LO Account v

UNITED ARAB EMIRATES
MINISTRY OF HEALTH & PREVENTION

Dashboard ~ Myapplications ~ Payments ~ New Application » Q

New Application > Registrations

€ ) Back

Manufacturing Site Registration
New Drug Registration
Registered Medical Product Minor Variation

Request for Drug Re-Pricing

Manufacturing Site Minor Variation _ @)

Evaluation of Drug Vigilance Plan

Select Medicines or Medical Devices and then click d\ext 6

Manufacturing Site Minor Variation for Medicines

Market Authorization in Other Countries

Medicines Medical Devices
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E-Services\pplication User Manua] Registration Services
Start typing the site name, the system filters the sites based on the entered characters

Manufacturing Site Minor Variation for Medical Devices

Search

Choose:

Modify the data of the drug  to the desired change; you can reach to more information on the
product by navigating over the product tabs. Or by clicking on next button at the bottom of
the page, please note that if there is any mandatory field empty, then you need to enter the

correct values.
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MINISTRY OF HEALTH & PREVENTION

E-ServicedApplication User Manua] Registration Services

Once you make sure that the changes are correct, click on next to attach the supportive docu-

ments and to perform the payment

Activities Carried Out

Production Lines

Lewed 1 Stedile Products-Asaptically prepared (Dosage Forms)

Lewsd 2 Lyophilizates

Lewel 1 Stenle Products-Terminally Stenlized (Dozage Forms)
Lewed 7 Lyophilisates

Category of Products

Comvartional Medicines

Beich relesser (cerification)

Lewed 1 Steqile Products-Terminglly Sterilized (Dosage Forms)
Lewed 2 Lyophilisates

Lewed 1 Stenile Products-Terminally Stenlized (Dosage Forms)
Lewed 7 Lyophilisates

Cormartional Medicines

List of other Manufacturing site (z) subsidiary/contracted with the company

Quality Management System

Countries that Devices are approved and sold

Documentation Procedures

4 Back

Attach the required document, accept the terms and conditions and then click on Apply

MOHAP COPYRIGHT
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E-Services\pplication User Manua] Registration Services
Manufacturing Site Minor Variation for Medical Devices

TYPE SEARCH MAH DETAILS SUMMAR ATTACHMENTS
Document Attachments
Alegalized letter issued by the company onits original letterhead, signed and stamped by the responsible person in the Upload

company, authorizing a person or a local establishment to submit the registration files on its behalf, to the Drug Control

Departmen
Legalized valid Manufacturing License issued by the competent authority in country of origin Upload
Legalized current GMP certificate issued by the competent authority in country of origin Upload
List of the products manufactured and/or assembly by the site Upload
Site Master file Upload
Notarized copies of registration certificates or evidence of GMP certification from other countries where the manufacture Upload
siteis registered

Add new document

< Back
accept general Terms & Conditions *

After submitting the application a successful message displayed to the user, and the permit

fees is generated. The user can perform the payment from this screen by clicking over the
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E-Services\pplication User Manua] Registration Services
amount, where the system directs you to the payment screen.

Registrations

v

Your application has been successfully submitted

You will receive a confirmation by email.
You can check status the process No. 3518 on your

Payment Online

Cost by permit amount 1000 AED

For your convenience you can pay via bank transfer or MOH offices

Alternatively , the user can go to the payment screen in the dashboard and click over the pay

button and perform the payment.
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UNITED ARAB EMIRAT
MINISTRY OF HEALTH

UNITED ARAB EMIRATES
MINISTRY OF HEALTH & PREVENTION

Dashboard My applications  Payments  New Application »

Status

26/12/2017 3597

View all

Manufacturing Site Minor Variation

Authorization for Medical Product By Local Agent WAITING FOR APPROVA

Authorization for Medical Product By Local Agent APPROVED

Authorization for Medical Product By Local Agent WAITING FOR APPROVAL

E-ServicedApplication User Manua] Registration Services
To view the application status go to dashboard, and once the permit is approved

Per mi t 6 obthedasbhoard to view and pri

nt the permit.

Authorization for Medical Product By Local Agent WAITING FOR APPROVA

MOHAP COPYRIGHT

click on

<+ Home ContactUs Help QO Account v

Welcome to online
Application e-services
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E-ServicedApplication User Manua] Registration Services
2.7 BVALUATIONOFDRUGVIGILANCEPLAN

Log into the system using your credentials and then click on start new application link

&r Home ContactUs Help QO Account v

UNITED ARAB EMIRATES
R MINISTRY OF HEALTH & PREVENTION

!

Dashboard  Myapplications  Payments  New Application » Q

Status Q Welcome to online
Application e-services

24/12/2017 3534 Re-Export Drugs WAITING FOR PAYMENT
25/12/2017 3547 Authorization for Medical Product By Local Agent APPROVED

24/12{2017 3531 Authorization for Medical Product By Local Agent APPROVED

24/12/2017 3529 Request for Drug Re-Pricing

24/12/2017 3527 Free Sale Certificate for Export Purposes APPROVED

View all

Click on registration tile

«» Home ContactUs Help ()0  Account v

UNITED IRATES
MINISTRY OF HEALTH & PREVENTION

D My applicati New Application » Q

New Application

m =Y e
el b =
Import Export Registrations

Issuing Certificates Authorizations
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The system takes you to the services screen, click on drug registration

&» Home ContactUs Help QO Account v

Dashboard ~ Myapplications ~ Payments ~ New Application » Q

New Application > Registrations

€ ) Back

Manufacturing Site Registration

New Drug Registration

Registered Medical Product Minor Variation
Request for Drug Re-Pricing

Manufacturing Site Minor Variation

Evaluation of Drug Vigilance Plan _
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E-Serviced\pplication User Manua] Registration Services
Start typing the product name, the system will filter the products based on the entered charac-

ters.

Dashboard ~ Myapplications ~ Payments  New Application » Q

Registrations

Evaluation of Drug Vigilance Plan

Product

Fill the PV details and then click on Next.

Package Size Descrition
Package Size Package Size Unit
Shelf Life

24

Storage Conditions Text

PV Officer
Name* Address *
A 0.BOX 1 A
City* Country *
v

Telephone * Email *

+9626580290

< Back

Attach the support documents, accept terms and conditions and then click on Apply.
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E-Serviced\pplication User Manua] Registration Services

Periodic Drug Safety Reports (PSUR) View || Upload
P y (i View || Uplosd
Individual Cases Reporting (ICSRs) View || Upload
Plantoreduce andmanage drugrisks View || Upload
Epidemics science View
Identify i i ions wi eachclass View || Upload
Side effects / adverse drug reactions View || Upload
Clinical and non-clinical studies of drug safety View || Upload
Quality Management System View || Upload
Organizational structure of the company View || Upload
Pharmaceutical vigilance plan for the company View || Upload
The role of the qualified person as an alert vigilant View || Uplosd
Monitoring compliance and medicalinspection View || Upload

¢ Back
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E-Services\pplication User Manua] Registration Services
After submitting the application a successful message displayed to the user, and the permit

fees is generated. The user can perform the payment from this screen by clicking over the

amount, where the system directs you to the payment screen.

Registrations

v

Your application has been successfully submitted

Payment Online

Cost by permit amount 1000 AED

For your convenience you can pay via bank transfer or MOH offices

Alternatively, the user can go  to the payment screen in the dashboard and click over the pay

button and perform the payment.
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E-Serviced\pplication User Manua] Registration Services
To view the application status go to dashboard, and once the permit is approved click on oOP

Per mi t 6 obthedasbhoard to view and print the permit.

UNITED AR?
MINISTRY OF HEA

Dx My licati New Application » Q

Status Q Welcome to online
Application e-services

24/12/207 3523 Evaluation of Drug Vigilance Plan

24/12/2017 3519 Request for Drug Re-Pricing

24/2/207 3518 Regl%tersd Medical Product Minor Variation
24/2/2017 3512 %\le Registration

24/12/2017 3508 Re-Export Drugs
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E-ServicedApplication User Manua] Registration Services
2.8 DRUGCLASSIFICATION

Log into the system using your credentials and then click on start new application link

&r Home ContactUs Help QO Account v

UNITED ARAB EMIRATES
R MINISTRY OF HEALTH & PREVENTION

!

Dashboard  Myapplications  Payments  New Application » Q

Status Q Welcome to online
Application e-services

24/12/2017 3534 Re-Export Drugs WAITING FOR PAYMENT
25/12/2017 3547 Authorization for Medical Product By Local Agent APPROVED

24/12{2017 3531 Authorization for Medical Product By Local Agent APPROVED

24/12/2017 3529 Request for Drug Re-Pricing

24/12/2017 3527 Free Sale Certificate for Export Purposes APPROVED

View all

Click on registration tile

«» Home ContactUs Help ()0  Account v

UNITED IRATES
MINISTRY OF HEALTH & PREVENTION

D My applicati New Application » Q

New Application

m =Y e
el b =
Import Export Registrations

Issuing Certificates Authorizations

Thu =k on drug registration
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E-ServicedApplication User Manua] Registration Services

3 ISSUINGCERTIFICATE
Under the Issuing Certificates tile, you will find the following services:

1 Pricing Certificate
1 Certificate of Pharmaceutical Product (CPP) for Export Purposes

1 Free Sale Certificate for Export Purposes

3.1 PrRICINGCERTIFICATE

Log into the system using your  credentials and then click on start new application link

UNITED ARAB EMIRA
MINISTRY OF HEALTH & PR

Dashboard My applications Payments New Application » Q

> Home ContactUs Help 1':10 Account v

Status Q Welcome to online
Application e-services

24/12/2017 3534 Re-Export Drugs WAITING FOR

2! 3547 Authorization for Medical Product By Local Agent APPROVED
24/12/2017 3531 Authorization for Medical Product By Local Agent APPROVED
24/12/2017 3529 Request for Drug Re-Pricing

24/12/2017 3527 Free Sale Certificate for Export Purposes APPROVED

View all
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E-Serviced\pplication User Manua] Registration Services

Click on Issuing Certificate s tile

s Home ContactUs Help () 0  Account v

Dashboard My applicati Pay New Application » Q

New Application

Import Export Registrations

Issuing Certificates - Authorizations

Then click on pricing certificate

«» Home ContactUs Help | () O  Account v

re here: D r New A t Issuing Certificates

Pricing Certificate _

Certificate of Pharmaceutical Product (CPP) for Export Purposes

Free Sale Certificate for Export Purposes
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E-Serviced\pplication User Manua] Registration Services
Start typing the product name, the system filters the product based on the entered characters

«r Home ContactUs Help QO Account

Dashboard ~ Myapplications ~ Payments  New Application » Q

Issuing Certificates

Pricing Certificate

Product Name

Review product data and accept terms and conditions, and then click on Apply button

Pack Size Dispensing Mode

Cif Price Cif Price Currency

Please fill inrest the form

Remarks

_
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After submitting the application a successful message displayed to the user, and the permit

fees is generated. The user can perform the payment from this screen by clicking over the

amo unt, where the system directs you to the payment screen.

v

Your application has been successfully submitted

Payment Online

Cost by permit amount 500 AED

For your convenience you can pay via bank transfer or MOH offices

Alternatively, the user can go to the payment screen in the dashboard and click over the pay

button and perform the payment.

Dashboard My applicati Pay New Application » Q

uare here: Dashboard > Payments

24/12/2017 3523000  Evaluation of Drug Vigilance Plan Service fees 1000 24/12/2017
24/12/2017 3519000 Request for Drug Re-Pricing Submition And Registration 1000 24/12/2017
24/12/2017 3519001  Request for Drug Re-Pricing Submition And Registration 1000 24/12/2017
24/12/2017 3519002  Request for Drug Re-Pricing Pricing Certificate Fee 500 24/12/2017
24/12/2017 3518000 Registered Medical Product Minor Variation Regitstration Fee 1000 24/12/2017
24/12/2017 3512000  Site Registration Registration Fee Submission Fee 10100 24/12/2017
24/12/2017 3503000 Drug Registration Submition Fee Regitstration Fee 5100 24/12/2017
€« <« 1 FANN S | 25 v items per page 1-8of 8items
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To view the status of the application, go to dashboard

UNITED ARAB EMIRATES
MINISTRY OF HEALTH & PREVENTION

D: My icati Y New Application » Q

«» Home ContactUs Help () O  Account v

Status Q Welcome to online
Application e-services

24/12/2017 3525 Pricing Certificate

24/12/2017 3523 Evaluation of Drug Vigilance Plan

24/i2/207 3519 Request for Drug Re-Pricing

24/12/2017 3518 Registered Medical Product Minor Variation
26/i2/207 3512 Site Registration

View all

Once the p ermitisapproved cl i ck on 0 Pr i n tontRedashiodrdito view ant print
the permit.

r Home ContactUs Help = [) O  Account v

Status Q Welcome to online
Application e-services
24/12/2017 3525 Pricing Certificate
24/12/2017 3523 Evaluation of Drug Vigilance Plan
24/12/2017 3519 Request for Drug Re-Pricing
Registered Medical Product Minor Variation
24/12/2017 3512 ?\!e Registration
View all
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3.2 CERTIFICATEF PHARMACEUTICAIPRODUCT(CPP)FOREXPORTPURPOSES

Log into the system using your credentials and then click on start new application link

s» Home ContactUs Help | () O  Account v

UNITED ARAB EMIRATES
MINISTRY OF HEALTH & PREVENTION

Dashboard  Myapplications  Payments  New Application » Q

Status Q Welcome to online
Application e-services

24/12/2017 3534 Re-Export Drugs WAITING F

25/12/2017 47 Authorization for Medical Product By Local Agent APPROVE
24/12/2017 3531 Authorization for Medical Product By Local Agent APPROVED
24/12/2017 3529 Request for Drug Re-Pricing APPROVED
24/12/2017 3527 Free §a|?f:ertlficate for Export Purposes APPROVED
View all
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E-Serviced\pplication User Manua] Registration Services
Click on Issuing Certificates tile

@ MINISTRY OF HEALTH & PREVENTION

Dashboard My appli

«» Home ContactUs Help Qo Account v

Pay New Application » Q

You are here: Dashbo New Application

Import Export Registrations

B 5
Issuing Certificates Authorizations

Then click on Certificate of Pharmaceutical Product (CPP) for Export Purposes

«r Home ContactUs Help "\ 0  Account v

Issuing Certificates

Pricing Certificate

Certificate of Pharmaceutical Product (CPP) for Export Purposes _

Free Sale Certificate for Export Purposes
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Start typing the product name, the system filters the product based on the entered characters

» Home ContactUs Help = [) O  Account v

D: My applicati y New ication » Q

Issuing Certificates

Certificate of Pharmaceutical Product (CPP) for Export Purposes

Product Name

Review product data and accept terms and conditions, and fill the importing (requesting)

country then click on Next

Pack Size Dispensing Mode
20 Prescription Only Medicine (POM)
Pack Size Dispensing Mode
10( Prescription Only Medicine (POM
Pack Size Dispensing Mode
10¢ Prescription Only Medicine (POM)
Pack Size Dispensing Mode

Prescription Only Medicine (POM
Pack Size Dispensing Mode
10¢ Bres Onl P

Active Ingredients

Importing (requesting) Country '
Country *

CANADA v

< Back Save

Review the MAH and the manufacturer and then click on Next
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E-Services\pplication User Manua] Registration Services
Certificate of Pharmaceutical Product (CPP) for Export Purposes

MAH

Name Address

LAGAP SA Sheikh Rashed Al Maktoom street, Saleh Al ¢

City Country

Abu Dhabi UAE

Manufacturer

Name Address

Neopharma PO. BOX 72900, Plot NO. A1 89-95, GIC, Industrial City, New Mussaf
City Country

Abu-Dhat UAE

Upload the support document, accept the terms and conditions and then click on Apply

Certificate of Pharmaceutical Product (CPP) for Export Purposes

Document Attachments

@ L it ith activeil ient(s), inactive ingredi iti unitdose i View Upload
Insert Upload

Add new document

< Back

After submitting the application a successful message displayed to the user, and the permit

fees is generated. The user can perform the payment from this screen by clicking over the
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E-Serviced\pplication User Manua] Registration Services
amount, where the system directs you to the payment screen

v

Your application has been successfully submitted

You will receive a confirmation by email
You can check status the process No. 3526 on your Da

Payment Online

Cost by permit amount 1000 AED

For your convenience you can pay via bank transfer or MOH offices

Alternatively , the user can go to the payment screen in the dashboard and click over the pay

button and perform the payment.

Home ContactUs Help | () O  Account v

NITED ARAB
MINISTRY OF H

D: My licati New Application » Q

Payments

24/12/2017 3526000 i ertificate CPP Certificati 4000 S

24/12/2017 3525000  Pricing Certificate Pricing Certificate Fee 500 24/12/2017
24/12/2017 3523000 Evaluation of Drug Vigilance Plan Service fees 1000 24/12/2017
24/12/2017 3519000  Request for Drug Re-Pricing Submition And Registration 1000 24/12/2017
24/12/2017 3519001  Request for Drug Re-Pricing Submition And Registration 1000 24/12/2017
24/12/2017 3519002  Request for Drug Re-Pricing Pricing Certificate Fee 500 24/12/2017
24/12/2017 3518000  Registered Medical Product Minor Variation Regitstration Fee 1000 24/12/2017
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Once the permit is approved click on oO0Print Permito

the permit.
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