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Declaration of Conformity for the Shipment

to Medical Devices Law and its Executive Regulation
[To be printed on Manufacturer Letterhead]

Manufacturer Name:

Manufacturer Identification Number Assigned by the SFDA:
Manufacturer Address:

Invoice Number (optional):

| hereby declare that the medical device(s) identified below complies with the Medical Devices
Law and its Executive Regulation and has been authorized by the SFDA to be placed on the KSA
market.

Authorized Representative Name:

Importer Name:

# Medical Device Quantity Serial Number/ Medical Device Listing National
Trade Name?! Batch Number Registry Number
(mentined on the MDMA
certificate)

* Medical device trade name shall match the names mentioned in the invoice and the “SFDA E-Services (Ghad)”.
Note: Additional devices may be attached as a list.

Authorised Signatory (on behalf of the manufacturer)
Name:

Position:

Email:

Date:

Signature:
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https://www.sfda.gov.sa/sites/default/files/2020-12/MDS-G8Ar_0.pdf
https://www.sfda.gov.sa/sites/default/files/2020-12/MDS-G8Ar_0.pdf
https://www.sfda.gov.sa/sites/default/files/2020-12/MDS-G8Ar_0.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G18%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G18%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G18%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G18%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G18%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2021-01/%28MDS-G15%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2021-01/%28MDS-G15%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2021-01/%28MDS-G15%29ar.pdf/
https://www.sfda.gov.sa/sites/default/files/2021-01/%28MDS-G15%29ar.pdf/
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G14%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G14%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G14%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G26%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G26%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G26%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2021-03/RequirementsBiologicalProductsEn.pdf
https://www.sfda.gov.sa/sites/default/files/2021-03/RequirementsBiologicalProductsEn.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G12%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G12%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G12%29ar.pdf
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https://www.sfda.gov.sa/sites/default/files/2021-12/REQ1Ar_0.pdf
https://www.sfda.gov.sa/sites/default/files/2021-12/REQ1Ar_0.pdf
https://www.sfda.gov.sa/sites/default/files/2021-04/ProductCGuideline-V5.0.pdf
https://www.sfda.gov.sa/sites/default/files/2021-04/ProductCGuideline-V5.0.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G25%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G25%29ar.pdf
https://www.sfda.gov.sa/sites/default/files/2020-03/%28MDS-G25%29ar.pdf

dgallg danll dqlall &umll °
Saudi Food & Drug Authority ;‘sm/

Oify Lalisfg gy Lad +(¥) Goele

Logaudl 2o pall 281

cloadly ol dall dalall Zig )

Aol lxully 852 g lad

Slga of Aypies CadlsS of dcly) sl of Gusdas 3Lz of 8107 of AT US: glall 5Lzl
AMe 13 ol At BT T ol cudall 832 Juadid sl of aly of Aypien Bylas
9l bl ol (ole¥l (ausdd § pikind (65T Bl pe ol lauss) crie
o252l of LSl ol Leagases of Ladle of Lo @Sl ol Lidlio of Lo ,155]1
Gl el of Jyasll of oY of pamall § IS aoieiady (LLsY! (e
Lol casllsoll) Bl 1S3 o pesy cpuull clael casllyy e ol o
Bre2dl pudady cdile Bacludl of el eulaing leradl oo (OLadd
o Lalatall (gawdd ol @b sl Sleglall sllacly (bl lojlzadls
o oS ¥ @ cliSy LYl qur oo 8393l Sliall Aypsll ciliog=all
ol 5Laall dbluogs dule of GLad¥! o 3 dlai (3o Cntin gl (sl 323
Laa Lleelin Gz 3 delad Ll cea¥l c¥fgxll of skl Jalall of

ol Aslaradl o lall o jagxddl § deasiall aghll aleully sl
A5 § Loy oladdl aedall lolasradl (e lane of ALY N> of ugaall
Sl el

G (o 4aSat (gl piliue 9l 3L e dolasiuly Uols aia) miis of Bale 4
Al (e piie gl (23

cgladl psliadly sl (e degidas of 2938 8r94mn 5l Lagunre Zaglan 5l Gl
olamiul 1Sy ) Gall chimslly b canpanlly Lalill cleglall Jodds
iy disses Gybog

Byl @ oluty mod (gl p3lia sl 5lex (¥ Al Layias 2asds

gatll mlaas alasiuly dde Jgumazdl Sy Ul culad) Grusetd adseiug L S
okl

Vo (e V¢ Azmio

AL
aJl
EUQ.EJI
@l gll/ 5Ll

@bl a3l

abiadls Ll clixls
AN
Adspatll cilaglall

Gl 0 3¥
@Iﬁj‘)._vj.;a.ﬁ\ slga



dgallg danll &gl dudll 7'5/

Saudi Food & Drug Authority

nalud | et (e Ot Jredld o (¢) Goxle

Loaull iy Adall clesliadls

28 ) L) e el olllazl gola ¥l A G dlusd
olrully udatl ebojlidly 832¥ zud wldlis” () "(MDS-G21)
"(MDS-REQ5) 4.l J8LLI wic 2850l cul3 (5,531

T g ()5 () iaall § dosad

(Y) gnle 2L

Mldball” ewd 3 (M) (V) 5 (V) @haall gas @ Jyasd p YY/A/NA .
MLgllall clulaldl” s @ (Y) 8yaall ai @ Jyand
"gllal) liedl” wud § "Gl e (0) 5 (£) o,as AL
() =l § Jotas
oldaill qud g (V) 5aall (a5 § dsaad Y OAANY/A Y,.
"laull Lode" 8,48 (§ Uyl YNV v,.
Slyaall (amy Gawds sale)
B2 allas ae 331521 (V) 3llly "ldlaall”s "denall” § dale clad AR RVARVAR <.

10 (pe V0 dxdgo

MDS-REQ-005-V5/220323




