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Registration of a Medical Device

- «

Fill e-Form Pay Online Receive Confirmation

9 Stk o Establishment Information
M vi Info

i AP GBI DOl - - - o

o1
i Name (En) Establishment Owner User Civil ID test_EstablishmentOwner
! Mobile Number Mobile Number Role Owner

@) Fe i\ Email rabnawaz@almadinagroup.net

P

- Select Establishment .--------

| Establishment * Select Establishment v

- Establishment Details -

| CRNumber CR Number CR Status CR Status
| Phone Number Phone Number Email Email
P.O Box P.O Box
>

;W Olgaall o4l duda jenal pivwo Juauw 6ale] wlisd
&Jauuiol! daslall (o duandl dliiodl gal

Clitiaug alns olirioll ol angs it Llel 6 poAll Gglll aus g 4 O el 2
1l s awdil] yanbsy (Aoaall wdla uadi 6 jlpedw

oo 6ol o

;AW dwulid] jandss "gjj}ﬁ_il 3

@olaim_ oé@n  mgdy alyéylin_J 1% 1llg dan )l s &

Digitalized Health and Innovation Quality Care and sustainable

www.moh.gov.om



/ Sultanate of Oman obe—as d_ble
 E—1| Y\
18030

Ministry of Health

T Medical Device Information

' @ This section defines the IVD device and accessories information, IVD device grouping/bundiing, and reguiatory jurisdiction.
@ Medical Device Info
Section 1: Application Type

Search Application Type

Is Medical Device Registered in o Yes No
SFDA?

Application Type Details

Medical Device Name * Device Name Device Type * Select v
Risk Classification * Select v Device Grouping Select v

Device Category Select v Regulatory Jurisdiction Select v

Section 2 : Manufacturer Information

Search Manufacturer

Select Select i W

Manufacturer Details

Registration Status Name Country Country

Tel No. Tel No. Fax No. Fax No

Email Email QMS Certificate Name Certificate Name

QMS Certificate Expiry R (3™
Date. yyyy-mm-dd =] L )
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HS Code

Principle of Operation /
Mode of Action

Nomenclature
GMDN/UMDNS/JMDN

First year Sold

Single Use

Model Number *

Accessories

Section 3 : Medical Device Information

Medical Device Information

+

Select v
Year
Select v

Model Number

HS Code

Countries Where the
Device Used

Select..

Including Products

‘ < Back I

Method Of Traceability *

Batch/Lot Reference No.
Manufacturer Devcie ID
Shelf Life In Months *
Serial number *
Intended Use *

Storage Conditions *

Select v

Device ID

Months

Serial Number

Select v
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Including Products

O Refer to bundling and grouping guidance for more information ( Click Here

Grouping and Bundling

Select Manufacturer *

Risk Classification *

Model Number *

Manufacturer

Select

Select

Model Number

=+ Add Including Products

Device Name Risk Classification

Medical Device Name * Select v
Device Category * Select v
Device Description *
Vi
Model No. Device Description Action

Device Category
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Accessories \

Accessories Details

Select Accessory * Select v Risk Classification * Select v
Model No. * Model Number Serial Number Serial Number
GMDN GMDN Batch/Lot Reference No. Select v

Description *

Add Accessory

Accessories Risk Classification Serial Number Description GMDN Model No. Batch/Lot ReferenceNo Action
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Attachments
By Establishment info o
[E] Medical Device Info
Section 4 : Labelling
6 Attachments Requried D ipti File Name Action
« Both side
Upload file
— Instruction for Use Allowed FileTypes (pdf,bmp,jpg.gif,png xisxisx,zip,doc,docx,dcm) & size must not exceed 2
.
MB
E « Both side
Products Label and . iy 5 5 Upload file
» Allowed FileTypes (pdf.bmp,jpg.gif,png xisxisx,zip,doc,docx,dcm) & size must not exceed 2
cking .
packing MB
| section 7: Product verification & validation
Requried Attachment Description File Name Action
Allowed FileTypes (pdf,bmp,jpg,gif,png,xis xisx,zip,doc,docx,dcm) & size must not exceed Upload file
EC Verification @
2mB
Allowed FileTypes (pdfomp,jpg,gif,png,xis xisx,zip,doc,docx,dcm) & size must not exceed Upload file
full Quality Assurance .
2MB
oth Allowed FileTypes (pdfbmp,jpg,gif,png,xis xisx,zip,doc,docx,dcm) & size must not exceed Upload file
ers
2mB
Product Design A Allowed FileTypes (pdf,bmp,jpg,gif,png,xis xisx,zip,doc,docx,dcm) & size must not exceed Upload file
Examination 2MmB
o Allowed FileTypes (pdfbmp,jpg,gif,png,xis xisx,zip,doc,docx,dcm) & size must not exceed Upload file
Product Quality Assurance .
2m8
Allowed FileTypes (pdf,bmp,jpg,gif,png,xis xisx.zip,doc,docx.dcm) & size must not exceed Upload file
Type Examination .
2mMB
! Section 11: DOC
Requried Attachment Description File Name Action
Declaration Of o Allowed FileTypes (pdf,bmp,jpg,gif png,xis xisx,zip,doc,docx,decm) & size must not exceed 2 Upload file
Confirmity MB
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Applicant Details
Bj Establishmentinfo
[E  Medical Device Info
Name (En) Establishment Owner User Name (Ar) gov
@ Attachments Civil ID test_EstablishmentOwner Mobile Number Mobile Number
Role Owner Email rabnawaz@almadinagroup.net
@ Fees
Establishment Details @
Establishment Name auto by variation Message Elligable
CR Number 1196822 CR Status 1196822
Phone Number 54554545 Email tesst@gmail.com
P.O Box asas
Section 1: Application Type @
Is Medical Device O No N -
Registered in SFDA ? ) Device Id With SFDA 0
Medical Device Name Device 232 Device Type VD
Risk Classification Class B Device Grouping Single
Device Category Active implantable device Regulatory Jurisdiction EU
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