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Sultanate of Oman

Sultanate of Oman country located on the southeastern coast of the
Arabian Peninsula.

Oman has developed a comprehensive and robust healthcare system
and aims for large scale strategic development in the healthcare
sector with Oman vision 2040.

The Ministry of Health (MOH) Drug Safety Center is the primary body
responsible for overseeing medical device regulations. And has been
actively involved in following updates in international initiatives and
forums of medical device regulation and convergence.
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Development of the regulatory framework for regulating
medical Device

' *SPee® .

-;.#HI_._...EI,:.:.,'*‘FI_..';:L:_J-_.I._. . ) o :_:HEI 1 ...—.I'_"I"-'.. _.II—-
5|'EI'|‘:-|B|'|I1H rﬂ'mtﬂlcifhﬁ = 5 II_"_.I _Iﬂ!=_:ﬂ+3l -'|__ tl_lr:. . |;r\.l_|3|.|.l.llp-l_:.p.p.ll.l| _,'..|JT|.|I.‘-|.|.I.I ‘-I*ﬂ ._r.l;| ol :-:.'Lu :45:
Start of Import contral far mediool Aopdialt Enuing the Ragisitadon
dawvicas Shariing Madical device rgkirotion Cirowlor for High s bAD
cormmitas
L

I 2022 s

019 1 2021 1 o023 ] 2005

202013 iy o Aoy A A

Ll iy PONSIS i il o e gl A A0 gl ) piTal 30000 AT ey e 10 5 TN ok b | any Ly
P IR | R T -4 PO [T IR, 1 T L AR LR T P, LY I Staring osacormna nd of medical devicas Arttyote sorme Eectromis
i eall ikl sardica "
Royal Decree No. 35/2015 Minkiaral Dacree Ko 112/2020
The Law on Regulafing the siuing the Exacutive Reguiotion of e Low e g ett] |l Nl ] gl
Profession of Pharmmocology ond Ceovaming tha Fraciica of fhe Phamaocy b ULl ipllipe pdation of
Phormoceufical Esrfablzshments Frafiazion ond Fhamacy Enferpries =gareval prasssursa for mediczl

dedicnl desien Byriaver esioislshimers dovies 1oks oetdies forlceol

Uqllsl\ul\’ riialnailiuv



Medical Device

Regulation
Drug Safety Center

Post Market Watch
Q Building a database for post-
y market reports and activated

focal points.
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WHO Global Benchmarking Tool plus
Medical Devices (GBT + Medical
devices) for evaluation of National
Requlatory system of medical products

PLUS MEDICAL DEVICES (GBT+MEDICAL ~ °
DEVICES) FOR EVALUATION OF i
NATIONAL REGULATORY SYSTEM OF

Oman MD regulation has built its system based on WHO recommendations and by

adopting its framework , Medical device definitions , Classification ( A, B, C and D). And
recently in engaging in WHO Global Benchmarking Tool ( GBT+MD) self assessment. Also

Oman has adopted the existing guidance documents from IMDRF. In addition a Reliance
agreement is in the pipeline. Actively participated in activities towards building a

convergent medical device regulatory system
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Update Medical device Services launched Online through MOH

pOI‘tal = Drug Safety Center(DSC)
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https://moh.gov.om/en/hospitals-directorates/directorates-and-centers-at-hq/drug-safety-center/
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Medical device Online Services through MOH portal

approval process
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Activating the activity of selling medical
devices and supplies

This service enables you to activate selling
medical devices and supplies activiby.

(i) View Details (%) Start Service

Register Medical Device

The service enables the registration of a
medical device.

(i) View Details (=) Start Service

=)

Pharmaceutical Facility License & Medical
Device Establishments Approval

This service enables you to get a license to open
a pharmaceutical facility, including: a public
pharmacy, internal pharmacy, drug warehouse,
a scientific office, pharmaceutical consulting
office, drug analysis laboratories,

(i) View Details (=) Start Service

Registration of Medical Device
Manufacturer

This service enables you to register medical
devices and supplies manufacturing
companies.

(i) View Details (=) Start Service

=)

2. Manufacturer and
Medical device
Registration process
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Thank You

@ Email: med-device@moh.gov.om

.| Drug Safety Centre portal: https://imoh.gov.om/en/hospitals-directorates/directorates-
and-centers-at-hg/drug-safefy-center/
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