Import of a Non-Registered

Medical Device

User Manual

ol o0da _mgds __dljdlio )5 0lg dam. JI &io. 8)

Digitalized Health and Innovation Quality Care and sustainable www.moh.gov.om




/ Sultanate of Oman obe—as d_ble

4?7.4.31 &lie
Ministry of Health
Table of Contents A
1.  Registration 3
1.1  Register an Individual Account 4
1.2 Register a Company Account 5
2. Login 7
3. Import of a Non-Registered Medical Device Service 8
aslaiw odn ng ay alyaylin_J jls LUlg édan )l &is. &)

Digitalized Health and Innovation Quality Care and sustainable

www.moh.gov.om



Sultanate of Oman o—eos Akl
=I5 lig
Ministry of Health

1. Registration

You can create or a register a new account to use in the system using two different types: Individual and

Company. You start from the Login page as shown below:

8

Login with Mobile PKI

To use this login method, you need a PKI enabled SIM card

Learn More

D Enter Mobile Number

Click your mobile number and click “, when the system recognizes that it

is not registered in the system, it will navigate you to the following page:

Select Account Type

N Individual
Eﬁ The user should have a valid civil 1D, email and >

phone number

Company

The company must have a valid CR registered
in MOCI system and the user must be >

registered as a signatory/authorized for the

selected CR

You can select an account type by simply clicking on any of them.
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1.1  Register an Individual Account

To register an individual account, follow the steps below:

Individual

The user should have a valid civil ID, email and >

phone number

1. Clickon , and following page appears:

Individual Registration

Person Identity

ID Card Number 89177519 1D Expiry Date * dd-mm-yyyy &
Verify Q
2. Enter your resident card number and expiry date.
. Verify Q . . . . .
3. Clickl "~ ™ ] and the system will retrieve your information automatically as shown below:
Person Identity
ID Card Number - ID Expiry Date * _ &
verify Q

Personal Information

Full Name (En) ] Date of Birth 03-01-1986 =
Full Name (Ar) _ Gender Male v
Nationality JORDANIAN v Age 37

Governorate Muscat v Willayat Select Willayat v
Village Select Village F

Contact Details

E-mail address Email address oTp

Mobile *

Communication Preferences

Language * 'E]ng"s gmb' (i}
Method SMS
Email

4. Enter the location which consists of Governorate, Wilaya, and village.

5. Enter email address and mobile number, then click & send o1F for both platforms, and then enter the

OTP which you have received on both platforms.
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6. Select the communication language if it’s in Arabic or English. \

7. Select the communication method if it’s by SMS or Email or both.

8. Click m, and a message appears indicating that the account has been successfully registered.

1.2 Register a Company Account

To register a company account, follow the steps below:

Company

The company must have a valid CR registered
in MOCI system and the user must be >

registered as a signatory/authorized for the

selected CR

1. Clickon , and the following page appears:

Company Registration

Corporate Commercial Register

CR Number *

Verify Q ‘

Verify Q

2. Enter the CR number and then click the button, and the system will retrieve your

company’s information as shown below:

Company Registration

Corporate Commercial Register

CR Number * II‘)-

Verify Q

Corporate Information

Company Name (En) _ Company Name (Ar) _

CR Status Valid CR Expiry Date 04/23/2024 ez

Person Identity

ID Card Number _ 1D Expiry Date * 06-03-202/

®

Verify Q

3. Then you need to enter the person’s information by entering the resident card number and expiry

. verify Q . . . . .
date, thenclick!l_____ "~ Jand the system will retrieve the person’s information automatically as
shown below:
aolaiw Y-E ng alyéylinJ )14 illlg damn Jl i, &)

Digitalized Health and Innovation Quality Care and sustainable

www.moh.gov.om



/ Sultanate of Oman o—eos Akl
S S\ | P [N

R R -
Ministry of Health

Person Identity \

1D Card Number | ] 1D Expiry Date * _ &
verify Q ‘
Personal Information
Full Name (En) ] Date of Birth 03-01-1986 i
Full Name (Ar) _ Gender Male v
Nationality JORDANIAN v Age 37
Governorate Muscat v Willayat Select Willayat v
Village Select Village v

Contact Details

E-mail address Email address ortp
¥ send OTP

Mobile * Mobile Number OTP *
¥ send OTP

Communication Preferences

Language * Englls grab' (i}
Method SMS
Email

4. Enter the location which consists of Governorate, Wilaya, and village.

5. Enter email address and mobile number, then click 2% Send OTP for both platforms, and then enter

the OTP which you have received on both platforms.
6. Select the communication language if it's in Arabic or English.

7.  Select the communication method if it’s by SMS or Email or both.

8. Click m, and a message appears indicating that the account has been successfully registered.
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2. Login

You can login to the system with your account using two different methods: Mobile PKI and Card PKI. The

Login page appears as shown below:

@@ .—'_C‘

Login with Mobile PKI Card PKI
To use this login method, you need a PKI enabled SIM card To use this login method, you need a PKI enabled national ID and a
card reader.
Learn More
Learn More
D Enter Mobile Number

e  For Mobile PKI, you enter your mobile number then you click“ button

on the left side, and it you enter your password on your phone.

e For Card PKl, you click“ on the right side, then you use the ID card

reader to read your card, and then you enter your password on the computer screen.
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3. Import of a Non-Registered Medical Device Service

Through this page you apply for importing a Non-Registered Medical Device. The process is as follows:

Preview and
Submit
Request

Enter
Establishment
Info

Receive

Enter Medical Upload
Confirmation

Device Info Attachments

The Import of a Non-Registered Medical Device page appears as shown below:

Import of Non Registered Medical Device

»

Fill e-Form Receive Confirmation

Establishment Information

Applicant Details

| Name (En) Establishment Owner Name (Ar) Name Arabic
@ A
Civil ID EstablishmentOwner Mobile Number Mobile Number
] iew Role owner

B L= LT Ty T

| . *
| Establishment Select Establishment h

Establishment Details --------------------

CR Number CR Number CR Status CR Status
i Phone Number Phone Number P.O.Box P.O. Box

| Email Address Email

D Check the box if you are the Local Agent of the Medical Device

To apply for the service, follow the steps below:

1.  Select the establishment from the dropdown list.

2. Click lLyo“ button, and you get a notification in green on top of the page if the establishment is

valid and you can continue with the process. The notification appears as shown below:

° Establishment Is Valid

3. Add a tick to the checkbox if you are the local agent of the medical device.

4. Click m and the following page appears:
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B Establishmentinfo Manufacturer and Medical Device Information

Manufacture Details
0 Medical Device Info

. .
Manufacturer Name Enter Manufacturer Name Manufacturer Country Select Country v
@
:3;":::’”"’ Contact Country Cc | | Enter Manufacturer Phone No. Manufacturer Email Enter Manufacturer Email
]
Manufacturer Address Enter. Manufacturer Addrass Manufacturer QMS Number  Enter Manufacturer QMS No.
2
T T : : : : R R R I R L e s
Shipment To Select shipment v Institution Name Enter Institution Name
Institution Address Enter Institution Address LPO Number Enter LPO No.
4
LPO Date Select LPO Date

Medical Device Details

Medical Device Name * Enter Medical Device Name Medical Device Model * Enter Medical Device Model

" N Medical Device . . "
* | select Medical Device Category v 3 v select Medical Device Classification v

Medical Device Category Classification

Reason to Import Non

Registered Medical Device Enter Reason to import this Medical Device Medical Device Description  Enter Medical Device Description

Intended Use Enter Medical Device intended use

=3

5. Enter manufacturer details which consist of name, country, contact number, email, address, and QMS

number.

6. Enter LPO details which consist of place of shipment, institution name, institution address, LPO number

, and LPO date.

7. Enter medical device details which consist of name, mode, category, classification, reason of import,

description, and intended use.

Next
8. Click and the following page appears:
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B Establishment info Altachments
n Medical Device Info
Local Agent
_ Requried Attschment Description File Name Action
Y s « Confirmation letter from MOCI that proofs the establishment Is the local agent of the device Upload flle
o ocal Agen
a8 i oM « Allowed FlleTypes (Jpg.pdf,pna) & size must not exceed 5 MB
. PO
Requried Attachment Description File Name Action
Upload flle
PO * Allowed FileTypes (pg.pdf,pna) & size must not exceed 5 MB
ams
Requried Attachment. Description File Name Action
« Copy of a valid QMS Certificate Upioad file
‘QMS Document
« Allowed FlleTypes (pg.pdf,pna) & size must not exceed 5 MB
« Copy of a valid QMS Certificate Upioad flie
‘QMS Document
* Allowed FlleTypes (Jpg.pdf,png) & size must not exceed 5 MB
| Medical Device Documents
Requried Attachment Description File Name Action
wo 1 Origin reguiat 0 Upload e
Country of Origin Regulatory Approval OURKLY, OF OFigin R uiatony SbpTova ican
* Allowed FlieTypes (Jpa.pdf,png) & size must not exceed 5 MB
Upload flle
Declaration of Conformity * Allowed FlieTypes (Jpg,pdr.png) & size must not exceed 5 MB
« Package Insert and label Upload file
Device Labeling
* Allowed FlieTypes (Jpg.pdr.png) & size must not exceed 5 MB
Upload e
Free Sale Centificate from origin country * Allowed FlleTypes (jpg.pdf,png) & size must not exceed 5 MB
« Clear picture of the device for all sides Upload file
Picture of the Device
* Aliowed FlieTypes (Jpg.pdf.png) & size must not exceed 5 MB
«« Country of Origin regulatory approval Upload file
Reference Country Approval 3 S Y 2
= Allowed FlieTypes (Jpg.pd.png) & size must not exceed 5 MB
=)
. . Upload file
9. Upload the required attachments using the button.
10. Click and the following page appears:
) Applicant Details
B Establishment Info
B Medical Device Info
Name (En) Establishment Owner Name (Ar) Name
@ Attachment Civil 1D EstablishmentOwner Mobile Number Mobile Number
Role Owner
Establishment Details @
Establishment Name ] CR Number ]
£ Is Local Agent of the Medical Device
Manufacturer Details @
Manufacturer Name manufactur Manufacturer Country BANGLADESH
Manufachurer Coptact 324242354 Manufacturer Email e@mail.com
Number
Manufacturer Address w Manufacturer QMS Number W
Z
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Declaration

D I confirm that | will submit all the requirements from Medical Control Department within 6 months.

(( Back ’

1. Review all the details. Once done, add a tick to the checkbox to declare that you will submit all the

requirements from Medical Control Department within 6 months.

12. Click m and the following message appears:

Confirmation x

Are you sure you want to proceed?

- N

13. Clickw button, and the following page appears:

©

Receive Confirmation

.

f

Application Information

. Application Number: NRMDII00902437406X

Application Issue Date: 06-11-2024 14:45:12

| % My Applications ’

I B My Applications

You can view your applications using the ‘ button.
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