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Medical Device Registration Checklist
MH\ }QA\J\ JMS - L\.‘h.u Al
Date: Fa ol
Requirements Remarks lallaial)

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

2. Technical Details such as User manual, Jilag @ oSl 5 padienal) Juda Jia 480 d““""“ 2
Catalogue, and Service Manual. Ayl

3. Art Work i.e. Label of the Medical Device. Sl i) Gualal o) Ay el Al 3
Should include the Name, UDI (Unique iy 2 e gl sl ey o Giag g dall
Device Identification) code, and legal Olsiad) pa A il adaal) g ey Al Slgad)
manufacturer with address

4. Agreement or Authorization letter issued by i . o
the legal manufacturer to the Authorized . &“4‘” O B dlua (st Al gl 488 4
Representative for the distribution of the °)4'~‘?‘ &5 da sy "“:ﬁ; Jiaal) u-Lc_r'“J-'w‘
applied Medical Device/s in the Kingdom of - Gl Aslan J213 llal) (8 An el Akl
Bahrain

5. Official Letter issued by the legal A A paall (ya 8 0l sy Ay 5
manufacturer stating its relationship with . LLa) £ 55l g Comladl) (pmiiaally ABlay
the physical manufacturers and regional Oasbindl 83 aa dgalal) 5 3¢5 (229 Of) Salnal)
authorized distributors (if applicable) ALl
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 9} Aoy i) d8UauYy & Qgiad) (Bl aa A 5HAY
the artwork. il Gaalal)

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 (Al aaall (a3 jala
manufacturer.

8. If the device has been marketed in Bahrain 508 3 Y Bal ¢ al LIS VEN g FEWA P Rk
for a minimum of 5 years, only Bahrain Aeitgall dadluadl 1Al Bl 855 0 3L ) glaa
market field safety notice records for the o) @l gl G all Bgm (1o 8L Led A
past 5 years are required. If the device has Saal U"J“'i‘ & JWﬁf‘ L%Jf““'é"‘:'j‘s ). ‘*"““"“
not been marketed in Bahrain for a J J‘;';‘ Bl J"“"L:N""a “:ﬁ;‘;’iﬂ‘ijj
minimum of 5 years, worldwide and Bahrain o 5-"" M "b *’“)j"’d R
market field safety notice records for the = Casl) B ol "w:j
past 5 years are required. o

, _ 53450 Lol piacaall (AT 55 o A 9

9. Last Audit Report for recalled devices and b o1iy) duda o Elaa gle Al ) & sl
adverse events (Required only If there are 53l o e dia ) i aga g Ja ug
recall or Adverse events record). (Aadial)

10. List of End-users in case the medical device dba (8 4kl 8363 (it U""""“'““ 42 .10
exists in the Bahrain market. Ol Gsm (g 0252
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11.

Quality Management System Certificate
(QMS) - I1ISO 13485 for the Physical
manufacturer with the address matching
requirement 5.

uaall13485 533 — Bagadl allai 5 fa) Balgd
e Ol giad) (s LSSV 3AY) aa adl)
5 ab ) o sllaal) aliecal)

1

12,

Quality Assurance Certificate (QAC) - CE
directive 93/42/EEC or FDA Certificate to
Foreign Government (CFG) for the Legal
manufacturer with the address matching the
artwork. For class 1 non-sterile or
General/other IVD medical devices, a
Declaration of Conformity (DOC) can be
submitted instead.

CE 93/42/EEC, 5352l (haa balgd

s gmilall dpia) da gsal) 3ag 51 98/79/EC
o $AN aiaall Ay e o) gall g 503810 Aaliia
Bl e ¢ giad) Gy eVl 34V e

S ale B shd Ciuiaal i3 8 jgadd Ay el
WJias Aaally ) 81 aline b 65 SVl 5 A

A2

bl el o el Slgald) ciuiat Gl 13 13

13. For class Ill medical devices as well as class D a4 sJJB-‘f Apailly w‘“‘“"‘" il
IVD’s, an EC Design examination certificate _EC s A5 g D Bl O S
or an FDA Certificate to Foreign Government 4aglal) Balgd ,?‘ l?egggn E“}fm'}at}on
(CFG) for the legal manufacturer is required. h:’l’;i‘ ?.:“""” “‘k"'. wi “5*{5""' &LZ““' 3:
This document needs to be submitted for L 2R = @ A :JA,
class 1IB medical devices if available 150 iy Ay o) A8 a O‘J'f’m Gt

B2 gia cuilS 1) TIB Al 3 3¢ iiewal)

14. Verification evidence for required document 11 2, 4 lhaal) il aiiusal) (o (Goail) o ) 14
11,12, and 13. 135125

15. Free Sale Certificate (FSC) or Certificate of dgpia¥) dagSal) Salgd o) gl Ay BAlg 15
foreign government issued by the regulatory o aly o) Lilal) aly 8 4 501 dingd) (ha 5 j0ba
authority of the country of origin or a Az jall oplaly
reference country. *

16. Declaration letter or Declaration of O la dilaally 1B At g1 I8 Al .16
Conformity (DOC) issued by the legal 5ok Ay 3 el Jadiy (3 3l aaall
manufacturer including the risk classification GMDN . Aalladl dacdll 3,93 3¢y
and the GMDN code.

17. If the medical device contains animal
tissues/derivatives, a letter issued by the . . .

. ) Al Aauudd) 55 ) o) gia) Jla
legal manufacturer stating that the product 3 ’“J:PS e ‘it:‘)j:} ::ij"’a 17
is free from porcine derivatives is required ...UA, - . . % "~ e s ws
. i . . ¥) LA Clida (e Slgad) gla xSl i)
(Not applicable for In Vitro Diagnostic (IVD) (Rl &y il Aol 3 3291 15 (el
Medical devices).

18. In some cases, it might be requested to o st ol & cclal e o .18
fulfill the classification criteria where NHRA &f‘“‘f“"‘*“f"‘ ““"‘:J S s "‘»“"j"‘”
classification letter issued from MDR ik ) gl Akl ’4‘473” :j; :"LT'J“ f"‘“‘a"“‘
department should be provided °T = 5 Ol

19. Provide a screen capture of the medical dailly Galdl) g S &y ot AdLE Al dgi 19

devices registration listing email sent to
NHRA.

b o) Aigd) ) e gl dalall B 3gaY) S
Asaall cilasdld) g cgeall andail
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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.
e 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/

