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Registration Requirements for Lab Device

Number

Requirement

1.

Registration application form

2,

Copy of the Commercial Registry issued from Ministry of
National Economy/Palestine.

Agency or sole distributor registry issued from the Ministry
of National Economy/ Palestine.

Copy of the Medical device center liscence issued from
Ministry of Health / Palestine.

Original legalized Authorization letter for registration in
Palestinian Ministry of Health from the manufacturing
company to the Palestinian agent.

Any of the following certificate our equivalent

Original European conformity certificate (CE) issued from
European Notified body and Orginal (IVDs) certificale issue
from an autherized body.

Op Original FDA conformity Certificate.

AND

Original and legalized Free Sale Certificate from country of
origin, and that the product is freely sale in that country.

Technical File

7.1

Sufficient quantity of the device depending on the type .

T2

Leaflet.

73

Decleration of shelf life and storage condition.

7.4

Safety Data Sheet (SDS) and Certificate of Analysis

T3

Labels and artwork illustration.

7.6

Catalogues, brochures & instruction of use.

Free from infectious diseases Certificates

Purchase invoce for the lab device
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Registration Application form for Lab Device

Date: / Fissisas

4y sadea Bala g) 313} Jagweati cath

I hereby request that the following medical device to be registered

The Applicant

Local Agent (Company):
Contact person:

Address:

Telephone No:

Fax No:

E-mail:

The Laboratoriy Device:
Type: (Please tick)
Disposable

Device name:

Model:

Manufacturer :

Country of Origin:

[Lot / Batch Number:
Expired Date:

Serial No. (If applicable):
Class of device (Please tic

(O Equipment

() Reagent

k) O ClassA (JClassB (3 ClassC (JClass D

Declaration

I, the undersigned confirm that all the information contained herein is accurate and
correct at the time of writing and that all supporting documents are attached.

Signature of the Applica

For Office use only:
Name of receiver: [\/\

Signature:

>

/

",
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