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Medical Device Registration Checklist

doadal) 5 3eaY) Juad cibillaia daild

Date: Fa ol
Requirements Remarks lallatial)

1. Medical Devices Registration Application il Jlisall 9 8542 Y) Jist ol 285 3{"“:‘“" 1
Form. Akl

2. Technical Details such as User manual, Jilag @ oSl g paddiecal) Jba Jia 4dt) d““""“ 2
Catalogue, and Service Manual. Ayl

3. Art Work i.e. Label of the Medical Device. Seall il gualall g Ly adll Al 3
Should include the Name, UDI (Unique iyt ey gl sl Cpanily O ing g sl
Device Identification) code, and legal Ol g S giEN aduaall gy il Slgad)
manufacturer with address

4. Agreement or Authorization letter issued by ) .
the legal manufacturer to the Authorized il a8 pdba (2 ol Al o) 48U 4
Representative for the distribution of the 3¢ @535* 4“3"' inal) M‘ o ‘?'.',3"&‘
applied Medical Device/s in the Kingdom of - ol ASlan Jaa qulkal) (A Aa jaal) Al
Bahrain

5. Official Letter issued by the legal A A paall (ya 8 0l sy Ay 5
manufacturer stating its relationship with oailiy) £ 55all s Cpuladll Cpaiiaally Asdblay
the physical manufacturers and regional Crgbial) 83 e dolal) 33620 (225 &) ainal)
authorized distributors (if applicable) ALty
regarding the medical device(s). Full
addresses must be stated.

6. Instruction for use (IFU) issued by the Legal giaal) (e 5 ila Jlgall aladiuy) clabl 6
Manufacturer with the address matching ) Ay ) dBUal) ma ¢y giad) (et pa (A g3
the artwork. i) Gualall

7. List of countries the medical device has (g rlal) Jlgad) (B gaud a5 Al Jpally Aadld 7
been marketed in, issued by the Legal o Il phaall (1 8 ila
manufacturer.

8. If the device has been marketed in Bahrain 5 08 JE Y Baal crad) LIS VEN g FEWA P R
for a minimum of 5 years, only Bahrain Aiaaal) Adled) )0 Bl i g5 Ly o) gla
market field safety notice records for the ouadd) il geall g adl (g o ol gl (A
past 5 years are required. If the device has saal Guaall (8 Sl Gased oy pl 13), ALl
not been marketed in Bahrain for a ) Dl A5 o LA Sl sl © g2 SV
minimum of 5 years, worldwide and Bahrain ‘3"“\1,‘ C:‘:‘“ "b e %,.d\ il MM‘
market field safety notice records for the et Sl gall Gl Ggg pllal 9:&3‘
past 5 years are required. o

35 il e Adls L)1 EDls 3529 Ja B 9

9. |If there are field safety notice records O Aovany Al apdl iy (a3 gau u"‘
affecting Bahrain market, an official letter 5 L) 8 Adall 558 3 gl 2y La 510
from NHRA medical devices post market ) e S L
department that each record is closed is oo Aailare Adla I3 Bl dga g Ja B
required. If there are worldwide field safety o Ay Al andll cang <5 AY ylalyl)
notice records, an official letter from the 333%al) gl aY) gl gl Aol aiaal)
legal manufacturer stating the actions taken ABMS a5 1) g Ja JS (e guady
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regarding each record and whether it was
closed is required.
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10.

List of End-users in case the medical device
exists in the Bahrain market.

Jia (8 dulall 3 523 il Cppaddivial) daild
i) B b oagay

10

11.

Quality Management System Certificate

Euaall]3485 50 — Basad) Al 500 Balgd 11
(QMS) - I1SO 13485 for the Physical g O siad) Gildaly LoVl 38V aa (nil)
manufacturer with the address matching .5 ady qugllaal) atieal|
requirement 5.

12. Quality Assurance Certificate (QAC) - CE
directive 93/42/EEC or FDA Certificate to CE 93/42/EEC, a9l Jland Balgd 12
Foreign Government (CFG) for the Legal sl el Aia¥) da gsal) Balgd o) 98/79/EC
manufacturer with the address matching the U"J;"}m aall 48 5a¥) ) 92l g """‘{‘ Aaliia
artwork. For class 1 non-sterile or Ml‘h"{‘ & UU‘”‘ L?"‘:E“fm;?l" :‘s,m &
General/other IVD medical devices, a "f";:”b t""'m" "'“. °;’€:%ﬁ mﬂt
Declaration of Conformity (DOC) can be JatsS Ahaally ) A) Afieas 255 GSAYL (s A
submitted instead.

bl gl o) el Slgad) ciduad (131,13

13. For class Il medical devices as well as class D il (pa 8 bl deilly (e Al o il
IVD’s, an EC Design examination certificate CEC s s 55 g D il (4 ) TTT
or an FDA Certificate to Foreign Government 4o glal) Balgd .J’ l?esign Examillation
(CFG) for the legal manufacturer is required. f"'m :,.;\.u'd\ M‘h'“, ‘545.@:&4&{%‘!\
This document needs to be submitted for . el ) &‘ ‘:’f‘"‘m‘ M A*S‘U‘?‘
class IIB medical devices if available 150 ol can Ayl ML,E’M & C’b'fd‘ ey

B A g cuils 1) TIB dgehal) 3 3¢ atical)

14. Verification evidence for required document 11 2, 4 slhaal) laiunal) (o ($Ba3l (e S 14
11,12, and 13. 135125

15. Free Sale Certificate (FSC) or Certificate of Agpia¥) Lo glall Balgd o) auall &y a Balg 15
foreign government issued by the regulatory Cra aly g Lidal) aly 8 4l 1) Aig) 0y 3ol
authority of the country of origin or a A jal) laly
reference country. *

16. Declaration letter or Declaration of O b Ailaally )8 At o) I8 Al .16
Conformity (DOC) issued by the legal 5shd da ) il Jady (3 538 aluaall
manufacturer including the risk classification GMDN.Aallad) dacdll 3a 59 5542
and the GMDN code.

17. If the medical device contains animal
tissues/derivatives, a letter issued by the . s - . R
legal manufacturer stating that the product J;‘ 4"“\‘9:'& :\M\ fj" UPY) #lsia) ‘Eli‘fﬁ 17
is free from porcine derivatives is required Y&Mﬁ‘. w,bff‘f . LJ:J A uﬁiwm‘f‘

. . . . )« A Sl (e gl gla asU d gilal)
(Not applicable for In Vitro Diagnostic (IVD) (osaiil] & yial) Al 5 5281 u-“' skl
Medical devices).
18. oailra plddi ‘7\-\@, 28 ceNal - x gé 18

In some cases, it might be requested to
fulfill the classification criteria where NHRA
classification letter issued from MDR
department should be provided

8abal) il Al o8 uag dua Cialall)
Aih o) Aiglly dall 332 A 480 add (g
Asaall cilasdld) g cgeall andaiil




\
B ALES R T —

B AMHRAIN ) NATIOMAL HEALTH REGULATORY AUTHORITY
M,

19. Provide a screen capture of the medical

daildy Galdd) g SN &y pult LS Ada8) 48 g5
devices registration listing email sent to ? Oald (s ) el HAF 19

NHRA Lo o) gl ) S gall Aadall 3 3% Jag
: Asaall cilasdl) g cgeall audiiil
Comments:
Notes:

1. Medical Devices Registration guideline should be read before filling this checklist.
2. Name of the Documents submitted should contain:
e Number of the requirement as per the checklist.
o Name of the requirement.
3. All documents in the application should be submitted in soft copy by CD or upload them and send the link by

email. The documents should not be scanned as they should be clear, readable, searchable, and only in
English or Arabic language.

4. All official letters should be signed and stamped by the issuer.
This form must be filled by the authorized representative or the manufacturer.

6. In case of submitting a document with large number of pages, the pages related to the application should be
highlighted.

hd

Applicant Name: Signature:

For more information pleases check in our website: www.nhra.bh


http://www.nhra.bh/

