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Import of Non Registered Medical Device
G
Fill e-Form Receive Confirmation
Establishment Information
Applicant Details TS SN
B Medical Devicel : ;
. Name (En) Establishment Owner Name (Ar) Name Arabic
@ ‘ Civil ID Establishmentowner Mobile Number Mobile Number
8 Freview | el O
= B o LT T e
Establishment * Select Establishment v
- Establishment Details ------—------—moceeeee e
CR Number CR Number CR Status CR status
| Phone Number Phone Number P.O.Box P.O. Box
Email Address Email
H O Check the box if you are the Local Agent of the Medical Device
t >
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B Establishmentinfo Manufacturer and Medical Device Information

Manufacture Details
G Medical Device Info

Manufacturer Name ® Enter Manufacturer Name Manufacturer Country * Select Country ¥
@
Manufacturer Contact y
N::;; Hroniomag CountryCc | | Enter Manufacturer Phone No. Manufacturer Email Enter Manufacturer Email
8 Manufacturer Address Enter Manufacturer Address Manufacturer GMS Number  Enter Manufacturer QMS No.
Z
LPO Details
Shipment To Select shipment v Institution Name Enter Institution Name
Institution Address Enter Institution Address LPO Number Enter LPO No.
Y
LPO Date Select LPO Date

Medical Device Details

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

: A 4 . 3 Medical Device . . e
Medical Device Category Select Medical Device Category v Classification Select Medical Device Classification v
Reason to Import Non = = = . . -~ - =
Registered Medical Device | ENter Reason to import this Medical Device Medical Device Description ' Enter Medical Device Description

Vz Y
Intended Use Enter Medical Device intended use
I £ Back I
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B Establishment Info Attachments
E Medical Device Info
Local Agent
f——
8 Local Agency Proof
PO
Requried Attachment
PO
ams
Requried Attachment

QMs Document

QM Document

Medical Device Documents

Requried Attachment

Country of Origin Regulatory Approval

Declaration of Conformity

Device Labeling

Free Sale Certificate from origin country

Picture of the Device

Reference Country Approval

Description

« Confirmation latter from MOCI that proofs the estabiishment Is the local agent of the device
* Allowed FlleTypes (Jpg.pdf,png) & size must not exceed 5 MB.

Description

* Alowed FlleTypes (pg.pdr,pna) & size must not exceed 5 MB

Description

« Copy of a vaild QMS Cerlificate
* Allowed FlleTypes (Jpg.pdf,pna) & size must not exceed 5 MB

« Copy of a valid Qms Certificate
* Aliowed FlieTypes (Jpg.pdf,png) & size must not exceed 5 MB

Description

« Country of Origin reguiatory approval
* Allowed FlleTypes (Jpg.pdfpng) & size must not exceed 5 MB

* Aliowed FlieTypes (Jpg.pdf.png) & size must not exceed 5 MB.

« Package Insert and label
* Aliowed FlieTypes (Jpg.pdr.png) & size must not exceed 5 MB

* Allowed FlieTypes (Jpg.pdf,png) & size must not exceed 5 MB.

« Clear picture of the device for all sides
* Aliowed FlieTypes (Jpg.pdf.png) & size must not exceed 5 MB.

« Country of Origin regulatory approval
* Aliowed FlieTypes (Jpg.pdf.png) & size must not exceed 5 MB

= =0

File Name Action

Upload flle

File Name Action

Upload flie

File Name Action

Upload flie

Upioad flie

File Name Action

Upload flie

Upload e

Upload flie

Upload flie

Upload flie

Upload flie
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Applicant Details
By Establishment Info

B Medical Device Info
Name (En)

@ Attachment

Civil ID

Role Owner

Establishment Details

Establishment Name
CR Status Active

P.O.Box +1234

Manufacturer Details

Establishment Owner

Establishmentowner

Name (Ar)

Mobile Number

CR Number

Phone Number

Email Address

&4 Is Local Agent of the Medical Device

Name

Mobile Number

@

@

Manufacturer Name manufactur Manufacturer Country BANGLADESH
Mapuitacturer Contact 324242354 Manufacturer Email e@mail.com
Number
Manufacturer Address w Manufacturer QMS Number W
%
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