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“~Topics to be covered

 What is medical device registration?

* Importance and benefits of medical device registration

* Important points to know before submitting an application
* Medical device registration requirements

* How do NHRA evaluate the medical devices registration application
documents?

* Applications review time frame
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What is medical device registration?

* Medical device registration is basically the process of ensuring the
compliance of the medical device quality and safety with
international standards.

By fulfilling requirements that are adapted from worldwide
recognized regulatory authorities.
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Importance and benefits of medical device -

registration

* As per Resolution No. (48) of 2020 on Medical Devices and Products’ Quality Control,
Only registered medical devices can be marketed in Bahrain.

e Grace period until February 2026.

e Registration enhances the level of traceability of devices in the kingdom and enables the
end-user to easily contact the local authorized representatives.

e Registration facilitates the importation process.
* Applicants pay less importation fees for registered devices.

* Healthcare facilities are recommended by NHRA to prioritize purchasing registered
medical devices to ensure the patient safety.
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License number License Physical Manufacturer Legal Manufacturer Authorize Representative Authorize
Expiry Date Device name Device Model Representative
1 NO
MD-BH-2020000010 Abbott, Carbury Point, 38883
Finisklin Business and
5795

Sensitiv

Sensitivity

Abbott, Carbury Point, Finisklin
FreeGo Enteral Feeding Kit

MD-BH-2020000011

Zone BENING 100176 CHINA
BENING 100176 CHINA
MD-BH-2020000012 25-lun-21

Acuvue Revitaens MPD! L 5C

‘Wael Pharmacy 2883151
Business and Technology Park,
Technology Park, Slige Sligo Ireland
Ireland
26-May-24 GE HUALUM MEDICAL GE HUALUM MEDICAL General Medical 35507141
SYSTEMS CO.Ltd N 1Yong| SYSTEMS CO.Ltd N 1Yong
MNorth Road Beijing MNorth Read Beijing Economic
Mobile C-arm X-ray Product OEC One CFD Economic Technological | Technological Development
Development Zone
: AMO [Hangzhou) Co., Ltd | Block B, Liffey Valley Office Wael Pharmacy 38883191
WALC Road Mo.4 Hangzhou  [Campus, Quarryvala, D22 XOY3
Acuvue Revitaens MPDS 100ML SC -~ Economic & Technological Co. Dublin, Ireland
WALC Development Zone,
Acuvue Revitaens MPDS 360ML 5C Hangzhou, Zhejiang
WALC 310018, China
MD-BH-2020000013 Abbott, Carbury Point,
Flexitainer 1000 ml

Becton, Dickinson and Becton, Dickinson and
Company Company

Wael Pharmacy 383233151
8D Vacutainer Z|No Addictive] Plus BE”.IVEI’ Industrial Estate, Bell.\ver Industrial Estate,
Urine Tubes Belliver Way, Roborough, Belliver way, Roborough,
: Plymouth, PLE 7BP, United| Plymouth, PLE 78P, United
Kingdom Kingdom

@ Display Settings @

Abbott, Carbury Point, Finisklin ‘Wael Pharmacy 38883151 5018.35.00
M240 Finisklin Business and Business and Technology Park,
Technology Park, Sligo Sligo Ireland
Ireland
MD-BH-2020000015 7-lan-22

Website: www.nhra.bh

Tel.: +973-17113299 P.O. Box: 11464
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BANRAIN 6(’ NATIONAL HEALTH REGULATORY AUTHORITY

@ HCP (Health Care Profecciona ® Accreditation @® Clinical Trials (CT) & Continuous Professional ® Pharmaceutical Products Regulation (PPR)
Development (CPD)
MDR (Medical Device Regulation) @ HCF (Health Care Facilities) ® MCU (Medical Complaints Unit)
Sl ® LAU (Legal Affairs Unit)

PHARMACIES
LICENSE
APPLICATION

PROFESSIONAL S
LICENSE
APPLICATION

FACILITIES LICENSE
APPLICATION

MEDICAL DEVICES
APPLICATION

CME APPLICATION CLINICAL TRIALS

APPLICATION

COMPLAINTS /
INCIDENTS
REPORTING

Website: www.nhra.bh Tel.: +973-17113299 P.O. Box: 11464

|
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Medical Devices

To register medical devices, please follow the steps below:
. Medical devices registration is going to be mandated by the 1st of February 2026.
. In order to register medical devices, applicants must be registered as medical devices authorized representatives.

. Before submitting medical devices registration applications, applicants should list all devices by submitting the listing form to
medical_devices@nhra.bh.

. Medical devices registration process is done through booking an appeintment and submitting the form and all required documents to
medical_devices@nhra.bh at the booked date and time.

. For fast-track application submissions, NHRA have recognized conformity assessment body: Medspero Company.

. Fees will be applied and notice to pay will be sent to applicants by email.

. Approvals will be sent to applicants by email and devices will be published on th@gist&red medical devices. >

Other resources:

E NHRA Medical Devices registration process

QAC verification process guideline

Medical Device Labelling guideline

Medical Devices Violations guideline

Website: www.nhra.bh Tel.: +973-17113299 P.O. Box: 11464




Important
points to know
before applying
for medical
device
registration
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gt ugiyitocita
Chief Executive Office

Circular No. (3) 2018

Date: 19 March 2018

To All Healthcare Facilities in the
Kingdom
|

Devices
To comply with Article 4 of Law No. 38 of 2009
regarding the establishment of the National
Health Regulatory Authority, we at NHRA are
in the planning phase to establish a National
Registry for Medical Devices. This registry will
enable us to allocate medical devices once
notifications  regarding medical devices
published from manufacturers/ authorites
inorder to comply with international quality
standards.

All healthcare facilities are requested to
complete the details in the attached form and
send them by e-mail to:
Medical_devices@nhra bh no later than one
month after the date of issue of this circular.

For more information please do not hesitate
10 contact uson : 17113258 - 17113299

Thank you, for your continuous support in
making healthcare safe in the Kingdom of
Bahrain,

Laadal)

aaliasalos
Kingdom of Bahenin

2018 A (3) ad ) apani

#2018 Gis 19 S

3 sl ;

dygad Gl sl
el ey Jae ol e A 5
O 8 3 (4) Balall ey 3y Apdal e Sy
i Al 0 gl oL L2 2009 6 38 04
A Al G By 53y Mpanall asdll g gl
Al hadleadly Sl el o S
gl il pall 5 laall anms b Rensiinenl
L PPN PN L NS SVIBICIR S |
lw'w{»wa'}k&)‘ci 3559 Ja
A0

e Amall Cayal! pgan a Al g 5 aile
2ol e \Tous 3] g 4 5l 3 LELY S S raas
Say Medical_devices@nhra.bh 550!

sl A 5 e el ]

PV e U e il S35 bt sl (0 33 50
17113258 - 17113299 243
oA A S e ey S e oS
Sty Aganall Lk ol Y1

A 55

SHRTN i

R AR ESE ] 0. Bex - 11404, Manama evall 1 miosshiabh

297317113 wingdom of Bahran
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Authorized Representative Authorized Representative reads guideline
prepare required documents
Authorized Representative Authorized Representative
books an appointment lists all devices
through NHRA Microsoft
Booking

Authorized Representative submits
documents at time of appointment
through email to
medical _devices@nhra.bh

Requirements
Fulfilled

Issue License

NO

Reverted back to applicant Yes
to fufill the remaining Yes
requirements within 6
months and 2 more
submissions



mailto:medical_devices@nhra.bh

nhra

Medical Device
Registration Requirements
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== \What I1s meant by official letters and what do NHRA
requires to be included In these letters?

e Full address of all entities included in the letter.

» Reference to the medical devices being applied for registration.
* Scope
* Medical device name and model

e Signature/electronic signature and Stamp of the issuer.
* To be valid letter (if applicable).
* To be Issued by the required issuer.
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_egal Manufacturer and Physical Manufacturer

Who Is the legal manufacturer?

* Legal entity responsible for the product to be placed on the
market under its name.

e Found on the artwork of medical devices.

Who is the Physical manufacturer?

* Manufacturing site.

legal manufacturer symbol




\V)
0")

Ul

e -
BAHRAIN

Lo I

Website: www.nhra.bh

il Cilpj Ll g G il Ll clie pouad’ 6 el ud
Medical Devices Registration Application form

A | NHRA Raferanca Mo dlisl e o lim d 0

T ¥

Licansa Numbser
M D -B H -

1 Updatedavice detals. in casa tham s o changes, a daclaration from tha
el MANUtsChGr tht no-ctails have changed s requised.

7 Racont Recall & Alert/ Aderse avants recoits affecting Eaivain Mankst. if
NG 6 VD PO, 3 TRCEnt katter sy tha Bgal manutactures stating
Fat there are no recall reconds affecting Bahmin market |s required.

3 Make sure il dorumants subeRthed previousty st Bsws an axply dats
| PR minkmm Ity of ona Yl

ety

b 50 g Ll 0 PR o Ll Rl gl T
e

e kL T Bl L e sl e T
Ecdungd pdyodan By sl i)y ko o e g s g gl
il et S e S £ B A

plarn e g U] A et I ) Sl aia ] e 483 0 3
il anch and grelad

Usa Typs ol lisdl Sgf

wti | s
GMDHN Cods

Gpialidial  HScoda CIETEN ERTES FT Aalel il fop

Shalf ifa (tF ary)
[EESTVL LU )

Tel.: +973-17113299

P.O. Box: 11464




el Gilpjliuell g B sl il sl o el
Medical Devices Registration Application form

HHRA Rafarenca Mo Ll es ol

1

2 Rocont Recail "

Mant |
0 5000 FOCOE 3 TRCEnt kotar ks iy the DGl ManfaCRs stating
.3t thers arn no rocsll renns Jfscting Bahmin markot s rogquied.

5t hares an aplry dlate

3
| bawea minkwem validty of ona yar.

et ladedj dlgniy g plimipiicl dBngd fue s et U 3
[zt sl gl

oS

Usa Typa 1
et

GMDN Code
fialeldiowil o)

Artmalldsiell iay

fola sl Sgi

Shalf Itfa (if amy}
e ) Aot el Bag gl A g bl

D D-M M-Y Y Y Y

Legal Manufacturer Name

Physical Manufacturer Name

WIgilAl &inoll ol

o=@l &inoll ol

Legal Manufacturer Address
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Risk Classification

Active Medical Device
L b s
In-vitro Medical Device
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Website: www.nhra.bh

FLIGHT MEDICAL INNOVATIONS Ltd.

FLIGHT 60 VENTILATOR
Service Manual

V60-00002-18 Rev. A May 2011

Tel.: +973-17113299 P.O. Box: 11464
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@*Do not use if the tamper-evident seal is oken o missin
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Legal Manufacturer name and address Reference Number
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4. Authorization Letter OR Agreement

Official letter authorizing the applicant/authorized representative to
register, import and sell the medical device in the Kingdom of Bahrain.

— .
= Legal Manufacturer
—W

Authorized Representative

LA

A Needs to include the medical devices name and model or scope that covers them.
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SY
Kingdom of Bahrain

5. Relationship letter

Official Letter explaining who is the physical manufacturer/s and the regional
distributor (Invoice issuer).

— .
O Legal Manufacturer

A Needs to include the medical devices name and model or scope that covers them.

B AHRAIN =
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Ensurz that the nesdiz tip I8 not CAUTICN

6.Instruction for use (ex: Leaflet) SELE NI | e

toward the wser. Thls wil h
placement
Engure thal stopeock &t proximal end of
needle can refract freely with stylet
prevent bunt Insertlon. Do not use
“palming” fecnnique for nesie iNEestion

Clear instruction on how to use the medical device.

HWOTE: Ensure tha noie In gistal end of the tiunt
tip {for CO; during InsufMation} Is visible
InsuMas :II' and access needle Is re-a
It not property assembled, the
may be lower

Insuffiation ras
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edle 1|D ra EE..F ary

= Legal Manufacturer

— I
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Manufacturer Name

List of Countries

Lo I

We herewith confirm that our product is used in the following countries:

:16.03.17

s /
Kirsten Krollmann
Product Management

o
: Website: www.nhra.bh Tel.: +973-17113299 P.O. Box: 11464
(U8 J E-WT)

BAHRAIN
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8. Fleld Safety Notice Records letter

Official letter listing the recalls and adverse events:

21 September 2020

® M a rketed in Ba h ra i n > 5 yea rS, Reca I IS affeCti ng Subject: Field Safety Notice Records affecting Bahrain Market.
Bahrain only. R We, ST
. ) . hereby confirm that, there are no recall records for the past 5 years affectmg
* Marketed in Bahrain < 5 years, Recalls affecting Bahrain market for Devioe Name.

worldwide.

Looking forward to your kind cooperation,

— .
O Legal Manufacturer

* |If norecords, FSN letter still needs to be
provided.

 Needs to include the medical devices name and
model or scope that covers them.




Kingdom of Bahrain

9. Recalls Report
Recalls affecting Bahrain Market

Official letter or email that for
each record stating that it is
closed

NHRA medical devices post
market department

nhra ¢

B AHRAIN = [

Recalls not affecting Bahrain Market

Official letter stating the actions
taken regarding each record and
whether it was closed

Legal Manufacturer
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10. List of End-users

0 Official Letter listing the End-users of the devices.

— .
O Authorized Represenative

A Mandatory in case the medical device already entered in Bahrain Market.
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=z 11, Quality Management System

Certificate of Registration

- -
Ce rt I fl Cate (Q M S) QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: Physical Manufacturer Name

Certificate to proof that the manufacturer Quality
Management system is as per international
standard for medical devices

Holds Certificate Number: MD 71 XXX

and operates a Quality Management System which complies with the requirements of I1SO 13485:2016 & EN I1SO
13485:2016 for the following scope:

U‘: O |AF accredited notified body.
— W

The design, manufacture, distribution, related post-production activities for programmable
electrical medical systems including infusion pumps, infusion controllers, syringe pumps,
pumps for medical vehicle use, enteral feeding pumps, filters, manifolds, administration sets
for infusion, transfusion, enteral feeding and parenteral nutrition, software for the control and
monitoring of infusions and data management and reusable accessories.

The design, control of manufacture, sales and related post production activities for filters,
manifolds, access devices, administration sets for infusion, transfusion, enteral feeding, and
parenteral nutrition.

The sales and distribution of sterile disposable syringes. Sco pe

Physical Manufacturer S M Sett

For and on behalf of BSI:

~ ﬁ Stewart Brain, Head of Compliance & Risk - Medical Devices

Original Registration Date: 2002-12-20 Effective Date: 2018-12-07
Latest Revision Date: 2019-02-26 Expiry Date: 2021-12-06 validity

Page: 1 of 3

ISO 13485 standard.
Scope of certificate covers the applied medical

..making excellence a habit”




bSi. Accredited notified body N
w12 Quality Assurance Certificate (QAC)  ec certifiate - Full Quality Assurance System”

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

To certify that the medical device quality and
safety is in conformity with medical devices
international standards.

The design, development and manufacture of sterile and non-sterile orthopaedic joints, spinal
and trauma implant systems, bioresorbable implant systems, sterile class IIa and non-sterile
class IIa orthopaedic instruments

— ]
[]‘: O NANDO member notified body
—

Those aspects of Annex II related to securing and maintaining sterility in the manufacture of
sterile orthopaedic instrumentation Scobe

Le a I lVI a n u fa Ct u re r on the basis of our examination of the quality assurance system under the requirements of Council Directive
g 93/42/EEC, Annex II exduding section 4. The quality assurance system meets the requirements of the directive. For

the placing on the market of dass III products an Annex II section 4 certificate is required.

~ ‘ For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

* MDD, IVDD, MDR, IVDR
* Scope of certificate covers the applied medical

Albert Roossien, Regulatory Lead

First Issued: 1994-12-09 Date: 2019-02-27 Expiry Date: 2021-11-29 Validity

 Can be replaced by FDA certificate to foreign government. making excellence 3 habit:

Page 1 of 1

* For class 1 non-sterile medical devices, a Declaration of
Conformity can be submitted instead.
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13. EC Design Examination Certificate

7

Kingdom of Bahrain b s
Sl.

EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices, Annex II Section 4

Certification that the medical device
" _— design is in conformity with medical
devices international standards

NANDO member notified body

Product name

BSI h s performed a design exa n the above devices in ccorda nce with the Council Directive 93/42/EEC, ~ ‘

Annex II Section 4 and Commi ss D ctve ZGDS/SO/EC Th design conforms to the requirements of 93/42/EEC.

For marketing of these products an additional Annex II excluding Sect n 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797): [ ] For Class I | | and IVD CIaSS D medical devices

e MDD, IVDD, MDR, IVDR

G cum CSNeed ¢ * Scope of certificate covers the applied

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2009-09-01 Date: 2019-08-26 Expiry Date: 2024-05-26 validity m ed ica |
e Sl o * (Can be replaced by FDA certificate to

foreign government.




& DRH Export Certificate V. Establishment Registratio. . E Customer Database - My... E Validate Certificate - Aust... @ Certified Companies

=+ Ueneral 1ems & {displayed on the rating plate of your product), product name, certificate number.
Condifions

= Testing & Cerfification
REE)]

= Download of Cerfification
Q1N 1511 82515 003
Marks

Certificate Q1IN 151182515003
Type QM Cerfificates
Type name QM System ISO 13485

Certification 75 5111 product Senvice GmbH, Riderslr. 65, 80339 Munich, Gemany

= Counterfeit Ceriificates

Nanjing Superstar Medical Equipment Co., Lid

The 2nd and 3rd Floors, No.6 Building No.9 Bofu Road Yanjiang indusrial
Development Zone, Liuhe District 211505 Nanjing PEOPLE'S REPUBLIC OF CHINA
Product Oxygen concentrator
Design and Development, Producticn and Distribution of Anaesthesia Systems,
Models Ventilators, CPAP Systems, N20 Sedation Systems, Air Compressors an
Concentrators, Sleep Therapy Systems
Standards not published

Issued 24082016

Respond Quick Steps
Tue 4/30/2019 8:33 AM

Certificates Verification - MedCert - NHRA Bahrain - Medtron
To ‘elbig, Susanne’
Cc B Medical_Devices; 'Gross, Sabine'; info@medcert.de

[ iMEssage | [ 2019.04.18 - Q57331_13485¢_20190418 - Valid 2022.01.20 - - Certificate - PDF.PDF (351 KB)

Dear Susanne,

Please advise if below certificate is valid.

Enclosed the certificate for your reference.

Belongs to Medtron

Kindly copy NHRA (already copied here) and mention the certificate number while replying

* 7331GB445190418

Regards

\V)
Q>

Website: www.nhra.bh Tel.: +973
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Website: www.nhra.bh

Tel.: +973-17113299
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Medicines & Healthcare products
Regulatory Agency

MHRA

10 South Colonnade
Canary Wharf
London

E14 4PU

United Kingdom
mhra.gov.uk

SAE XXXXXXXXX/NM

29/06/2020 09:00:09
Medicines and Healthcare Products
Regulatory Agency

On behalf of the Secretary of State for Health and Social Care

CERTIFICATE OF FREE SALE FOR EXPORTATION OF MEDICAL PRODUCTS
TO

BAHRAIN

It is hereby certified that, on the basis of information provided, the products named
below and detailed in the attached schedule (if applicable), which are manufactured
by; Legal Manufacturer: XXXXXXXXXK, XXXXXXXXXXX, UNITED KINGDOM.
Physical manufacturers: XXX, XXXKXXXXXXXXX, UNITED KINGDOM.
HUKAAKAKAIAKAKEKAK, XXX XXXXXX XXX, China, have been affixed with the CE
mark under the Medical Devices Directive 93/42/EEC as transposed into UK
legislation (UK Medical Devices Regulations 2002 S| No. 618, as amended), and
therefore may be freely sold in all member states of the European Economic Area
including the United Kingdom.

See attached schedule

Where appropriate, Certificates of Free Sale are issued as a service to UK exporters.
A Certificate of Free Sale should not be taken as a Government endorsement of any
product that is referred to on the certificate.

Yours sincerely,

Gbemisola Sunmon

Certificate of Free Sale Administration Team
Signed on Behalf of MHRA

P.O. Box: 11464




Manufacturer name

BlaScionce GmH - Walsmiier Strasie 18+ 15073 DUmmar
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General definitions and classifications

Design name
Tradd nams product name

Classification (Annex IX) |, ||, ]

NBOG codes
‘GMDN code GMDN Code

Indication | tended purpose

Risk classification
Risk classification according to MDD Annex IX:

All surgically invasive devices intended for short-
 term use are in Class Ila
93/42/EEC-Annex : unless they are intended:

,;r‘to have a biological effect or to be wholly or ‘
8 . meinly absorbed in which case they are in Class |
118 |

o

Manufacturer Stamp

Y
(4}
Website: www.nhra.bh Tel.: +973-17113299 P.O. Box: 11464

' |

BAHRAIN
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17. Free from porcine derivatives letter

Official letter that the device is free from porcine
derivatives

—
o Legal Manufacturer

A Not applicable for In Vitro Diagnostic (IVD) Medical devices.
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Medical Devices Classification List

. Injectable fillers for knee and joints treatment.

. Eye drops, Nose drops, Ear drops.

. Creams (wound, burns, infection treatment OR containing
hyaluronic acid...).

. Gel.

. Dialysis Solutions.

. Spray (throat spray, pain relief spray, ...)

. Radioactive materials used in radiotherapy.

. Wart plaster and spray.

Lo I

And any products in dosage form.

e Medical devices don’t require classification before submitting on OFO
for importation pre-approval:

1. IVD.

2. Injectable cosmetic filler.

3. Normal saline ampule for nebulizer.
4. PRP Kit.

5. Contact lens solutions.

Your cooperation is highly appreciated in improving health services in the Kingdom of
Bahrain.

For more information please contact Medical_Devices@nhra.bh

o
Website: www.nhra.bh Tel.: +973-17113299 P.O. Box: 11464
S el

e -
BAHRAIN
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MEDSPERO

Scientific & Regulatory Consultancy

Website: www.nhra.bh Tel.: +973-17113299 P.O. Box: 11464

AAAAAAA



2022 Registered devices nhra ¢

Until end of quarter2 saunarn Y

all

PERCENT
Statistics

2022
Registered
devices
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377 DEVICES




NHRA License Variation and Renewal nhra

* Variation is any change that can happen to the medical device after
registration. Example: Change in Artwork, Expiry of Quality
documents.

* Renewal is done annually for all registered medical devices.
Renewal Applications can be submitted 3 months from the expiry
date.
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Thank You



