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Hurmonization Task Force on Medical Devices (GHTF)
and aims to accelerate international medical device
and

device: Any device, hose that are
partially or wholly sbsorbed. which is intended
ta be tatally introdaced into the buman body ar,
ta replace an epithelial surface of the surface of the eye,
by wrgical intervention which is intended to remain in

place after the procedure
Any device intended 1o be partially introduced inte the
body th PR " dintended

o rermain in place after the procedure for at beast 30 days
s abso considered an implantable device
Intended use | Intended purpose: The objective intent of
the manufacturer regarding the use of s product proces
wor wrvice as reflected in the specifications, instructions
and information provided by the manufacturer,
Invasive devices: A device, which in whole or in part.
penetrates inside the body, sither through a body orifics
or through the surface ol’t‘hebody
150 13485 Isthe in dard for
quality sanagemient aystems in the design  and
manufacture of medical devices. It outlines specific
i that help izati ensure  their
medical devices meet hoth customer and regulatory
demands fr safety and efficacy
Legal ufa 4 ion Hlalder
(MAH: means the natural or legal entity with
for the design,
ansd labeling of a device to be market under his own
name
Medical devies gases: Medical devices that contain or
rely on gases whose intended purpose is achieved solely
through a physical mode of action and the gas does not
exert  any  therapeutic,  pharmacological
i fogical, or metabolic offi he b bady.

Sach paies are clasified & medical dovies mipplios
under the Kuwait Medicine and Medicsl Produces

Gases used for applications such as cryotherapy, where
the primary function b e cooling or freering
theough a physical mechanism, Gl within this category.
In these cases, the gas i comiderssd an integral

accessory, or wpply of the
miedical device, The ificati i

Example

Active therapeutic device Any active medical device,
whether used alone or in combination with ather
muedical devices, to support, modify, replace or restore
Biological functions or tructures with 1 view to
treatment or alleviation of an illness or ixjury.
Authorized Representative: also refersod o as the Local
Agent or scientific office or hocal approved affiliates, is s
legal vntity sutablished by the State of Kuwait, officially
ppointed Ty the iration Holder
[MAH) Legal o act on their
the Medicine and Medical Products Registration and
R.uphmry Administration in all matters refated to the
i impartation.  pricing  post
Al . and of

produces

Body Orifice A natursl opeming or o permanent
artificial opening in the body, such as a stoma

CE marking: meansa marking bygvhich a mll'a:hlm
Indicates that a deviee b
applicabls requirsments
Central Medical Store (CMS): Kn-vh Entity for Drug/
Devices Procurement for thi
Cleaning: Bemoval of contamination from an item to

ey ‘"""”mEfo erlaw.co:

continwously generate, collect. analyses lnd axsess the
clinical data pertaining to a device in order to verify the
safery and performance, including clinical benefits, of
the device when used as intended by the manufacturer

Disinfection. Reduction of the aumber of viable
microorganisms on @ product to o level previously

ifled fisw fes ded further handling
oF use
Duration of Use
Short term: Mormally intended for continnoos use for
between 6 minutes and 30 days

Transient Normally intended for continuous awe for lesy.
than 60 minures.

Long term: Normally intended for continmons use for
more than 30 days,

Effectiveness. A device is clinically effective when it
produces the effect intended by the manufacturer
relative to the medical conditions

determdned based on the manufaciuress inended
purpose and the principal mods of action

Peeformance: The sbility afa medical device 1o achieve
its intended purpose as stated by the manofacturer,
performance may inclode both clinical and technical
aspects

physical manufsceurer: s relation 1 2 medical device.
means any site who performs any manufscturng
activities of medical device

post—market aurvwillance all activities carried owt by

This d applies to all medical
devices and IVD medical devices and is intended to
identify and describe essential principles of safety and
performance which shauld be considered during the
desigm and manaficturing process. Depending on the
particular medieal dovice or IVI) medical device, some
of the ewential prineiples of sfery and g
apply as per IMDRF guidelines
IMDRF & voluntary grougp »I'nmdiral device regulatory

w0 build
o the strong feendational work of the Global
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ollawing pecific meical purposes
dingnosis, p 4 icti hs

Class B, Class © & Clans D 122

treatment ar dlﬂdnllw of disease,
dingnosis, monitoring, treatment, alleviation of or
compensation for, an injury or disability,

14 The D it for the New
Registration & the Renewal of Class A Medical Device 122
15 Rules & Documents requirement for IVD Devices 123
15 1 IVDR Classification Redes 123

afth ¥ 152 Devices intended for neas-patient testing are
or ofa ical o pathologicsl p state, elassifivd in their own right 128
providing i ion by i ination of RULE 5 12%
i dirived from the b bady, including organ, RULE 6120
‘blood and tissoe donations, and which does sot ﬂdrl-\wih Rale 7 129
principsl  itended  action by 16 The fr the New { i
immunvlogical or metsbolic means, in or ou the human ol 130

body, bat which may be assisted in s function by mch
means
The followl ety shall also e d o i

161, Chass B, Class C & Class D IVD Devices 130
STED Contain the following documents. 130

devices: — devices for the contral or support of
camqn]nu.' products  specifieally intended  for the
cle isinfe:

equipmont, software of sy

and tsste domtions, derived from the human bvd;r. solely

17 The DD Requk for the R 1 of Class

B, C & D IVD Devices 131

18 The Documents Requirements for the New
Registration & the Renewal of Class A IV Dhovices 131
19 Laboratory products for non—medical purposes: 132
241, Vargation 132

21 Swwpension of Registration ci 132

) i o O ion Cil 132

23, The Requirements for Transfer of Agency 133

24 Rafervasces 133

Medical devices are required to be registered in order to
comply with applicable regulstory requirements, which
Aims to ensure that ol medical devices placed on the
market meet established standards of safery, quality, and

This guideline is intended to asist applicants in

d ding the medical device clasification eriterla
prior to i jom or submidssion for The
elassification rules and requirements outlined herein are

ar ipally for the purpose of on
one or more of the following:
i ) or pathological process or performance
state;
s i ital physical or mental
b it i ition to a medical dition or
A digease;
e iime the safety and ibility with potential

. to predict treatment response or reactions;

«. ta deflne or monltoring therapeatic measures

Specimen receptacles shall also be deemed to be in vitro

Hlagnostic medical devices

Other Related Terms Dafinitions

Accessory to a medical device, Means an article
intended specifically by its manufactores o be used
together n particular medical device to enable o assst
that device to be used in accordance with ity intended
use

At dical device: Any medical device, operation of

which depende on a source of electrical energy or any
saurce of power other than that directly generated by
tho hussian body or gravity and whick by

this energy. Medical devices intended to transmit
energy, substances or other elements betwesn un sctive
medical device and the patient mm any significant
change, are not consi w dical devis
Standalone software is considered to be an active
medical device

used to determine the risk level of & product, as well as to
establish whether the product falls within the definition of
a medical device

Applicants are strongly sncouraged to bc informed abouwt
h dves with the

rogquirements, and seview procesies described in this
guideline before submitting an application. in order 1o
facilitate an efficient and compliant regulatory assessment

Purpose
The purpose of this guidance is to describe the procedures
and general requirements for the submission of medical
device & VD Device dossier.

Scope

This guldance applies to the followings products:

* Medical Devices

* IVD) devices

Diefimition

What is 3 Medical Device

Medieal device means any instrument,  apparatus
appliance. software, implant, reagent, matoris] or other
arthcle intended by the manufscrurer to be nsed, alone ar
in combination, for human beings for ane or more of the
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Kuwalt kn the country of arigin. 1. The device shall be approved and registered by at least
I cases where this is not possible, legalization may be done one (1) af the g reference i i
by an suthorized GCC Embasy or Com in the wntharities
eountry of origin = United States: US Food snd Drug Administration
Other Official Documents such s the Letter of (FDA), Center for Devices and Radiological Health

, slmilar ad must be (CDRH;

legalized by the Eenbassy or Comalate of the State of
Kuwait in the country of origin jor an suthorized GCC
Ernbassy Consulate if not available). and The Chamber of
Commerce in the country of
) ke Corth and E i
Valid Eloctranie certificates sre acceptable provided that
an approved verification tool & available for the
icati and ificath of the el i

= Anstralia. Therapeutic Goods Adminiieration (TGA)

« Brazil Brazilian Health Regulatary Agency (ANVISA)

= Canada Health Canada (HC)

« Jupan; Ministry of Health, Laboar and Welfare (MHLW}
and'or Pharmacenticals and Medical Devices Agency
(PMDA)

= United Kingdom Medicines snd Hoealthears products
I latory Agency (MHRA), with valid UKCA approval

certificates, with no need for paper begalisation,
El i legalizath is ble provide that an
approved verification tool iy available for the suthenticity
af logalieation

Clamification Systemn for Medical Devices

Structure of the Classification Rules

a Classification systern consisting of four classes whers
Class A ropresents the lowest hazard and Class D the
Highest.

b The determination of class should be based on rules
derived from the potential of 0 medical device to conse
harm to a patient or user (i e. the hazard it presents) and
therehy on it i e and ies it wiilizes
« The should its justil ion for
placing its product into a particular class

d it is based on the manufacturer intended use, two or
mare clasification rules apply to the device, the device is
allocaved the highest level of classification indicated .

e Where one or more medical device is intended 10 be
used together with  different medical device, that may or
may not be from the same manufacturer, (e.g o pulse
culinater ind i peplacaabil d diffarent

 Approved bn sy Baropean union county with valid CE
certificate
2, Applicants shall submit required docomentation in

Section, 12 for  Medical Device & Document

accordance with the Kuwait Medicine Mexdical
Produets Registration anc oy | Absfiaratia
requirements, sapecified § T e

(2026/1/11 - 2 1447 oy 22 81
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through internationally accepted device identifleai

and coding standards and that allows unanbiguoss
identification of specific davices on the market,
Registration’ Local authorized
agent

If the authorised representative ls a new local medical
device supplics company, the following must be
submitted

* Valid license issued by the Ministry of Commerce in

in ion with other i

‘operators to ritute and keep up to date & systematic
procedure to proactively collect and review experiencs
guined from deviees they place on the market, make
available on the market or pat into service for the
parpess of identifying any need to immediately apply
any necessary corrective or preventive setiong

Reusable medical device: Means a device intended foe
repeated wie vither on the same or different patiests,

which the company activity includes the sale of medicis with  approg d ination  and  other
. Valid agency license fsued by ] . ing .

pection & Licensing inistrati Rewsable surgical instrument Inurument incondad for
= Valid stare leense hawed by Pharmaceotical Inspection surgieal wae by cotting, drilling, sawing, scraiching,
& Licensing Administration. scraping, clamping  retracting, clipping or similar

+ Copy of sutharized signutaries from pablic anthority of
manpower
+ Copy of suthorized personal logalized from Kuwait

Requiserents Seetion 16 for
class.
Abridged Review Pathway

Cartespon [

accelerated mssessment of Medical device! IVD) device by
leveraging approval form recognized roference authorities
{eg, FDA EU Union country approval with CE
certificate, Health Camada, Japan PMDA, UK MHRA,
Brazil ANVISA, TGA Aunstralia) combined with national
regulatory requirement and post market requirements are
subject to asessment under the Abridged Heview
pathway

Conditlon for Abridged Pathway,
The product shall be identical in design, intended use, and

manufscturer, or s genersl-pamposs syrings and & syringe
driver), the clasification rules should apply separacely to
each of the devices

£ Classification of an Frnedical devices where
one or more of the medical devices tl b in the
assemblage has yer to comply with all the relevant

ing site to the product approved by one or

mare grized reference ities. Mo
differences  bn product  specifications,  materials,

lation, p . o ing procesies
whall b itted pared to the refe P d
product.

Final Determination for Fast-Track & Abridged Review

regulatory requisements, should be for the as
a-whole according to its intended use

& While muost software is incorporated into the medical
device itsell some ls mor Provided ssch sandalone
saftware falls within the scope of the definition for
medical device

1+ i i of the Classi i

pathway
“The final decision regarding
under the Fast-Track Review Pathway & Abridged review
pathway shall be made solely by the Kuwait Medicine and
Medical Products Registration and  Regulatory

of an

Sysem

of the submitted lication and i
documentation.
Dhecusnent Legalization and Certification
Legalization of Certificares lsued by Regulstory
Authorities such as the Free Sale | GMP Centificate, & 150
certificate from the Notified Body must be Original,
legalized by the Embassy or Consulate of the State of

e Mesferlaw.co

vitrn diagnostic (IVD)) devices:

+ Standard Review pathway

+ Fast-Track Review pathway

+ Abridged Review Pathway

Standard Review Pathway

Applications submitted under the Standard Review
Pathway shall undergo a fall regulstory ssessment s

surgical procedares, without connection to any active
medical device and which are imtended by the
manufscturer to be reused after appropriate procedures
for cleaning and 'or sterilization have been carried aut,
Risk: € of the probability of of
laarim and the severity of that harm
Software: Medical device software (MDSW) is software
that is intended 10 be used, wlone or in combination, for
a purpose a8 specified in the definition of & “‘medical
device in the medical devices regulation or in vitro
disgnotic medical devices regulstion. Software which
drives a device or influences the use of the device shall
fall within the ssme class as the device. If the softwars is
independent of any other device, it shall be classified in
its cwm Fight
STED. Technical i for
Demomstrating Conformity to the Essential Principles
of Safety and Performance of Medical Devices (STELD)
s per IMDRE guidelines.
Sweeilization Validated process used to render prodact
free From vinble microorganisms

' base medical device:| medical device in

with the appli a , tirmulines,
and procedures defined by Kuwalt Medicine and Medical
Products Registration and Regulstory Administrati

Fast-Track Pathway
The Fast-Track Review Pathway may be considered for
wmedical devices or IVDs that meet specific eligibility
criterin, subject to regulatory approval
62 | Requirement for Fast-Track Pathway
A Submission of a formal request for Fast-Track review.
B. Condition for Fast-Track Review
» At least one {1} of the following conditions shall apply.
iA request from the Central Medical Stores (CMS) or a
wvalld CMS supply contract,
i The device is met an esential medical supply need,
= Drewi iredl ritical surgical
= Dovices intended for use In Intensive Care Units (ICUy)
i The device is intended for the treatment, diagnosis. or
management of serious or life-threntening conditlons, or
addresses an ammer medical need, where no siitable
registered alternative is available in the State of Kuwait.
€ Documentstion Reguirements for Fast-track Review
pathway

form | b bnsed  pseddical
devices are d of ar inations of
aubstances (example sline sprays, Lubricating eye
drops ) that achieve their primary miedical effect
through physicochemical or physicsl means, not

though they can contain ancillary medicinal substances
Surgically invasive device;

An invasive device which penetrates inside the body
through the surface of the baody, with the ald or in the
context of n surgical cperstion

A medical device which produces pemetration ather
than through a body arifice

Systemn: mmwsns & combination of product, either
packaged tagether or not, which are intended to be
inter— connected or combined 1o achleve & specific
medical purpose

Unique Device Identifier (UDI; Means a series of
nameric o alphanumeric characters that is created
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Bquids or goes for the
parpow  of  cvensiel
Eliusiun,  mdmisittion

pamp
@ Dievlaes el for channeling
Jmes. o, wmsiatntic wbing for
ot imroducsion lnre the | anaetiests, anssatheais
Eody are clamified ax class | breathing cireiin

» ® Syringes for infusion
< T whey ey be | @ Deviess Inmaded o channed
commected 10 n s D | Bheod  jeg  In tremsfision,
las © ot clas D actve | extracorporeal chrealation)
device; or I they s | @ Devicss  iniended  for

Oy it 2t 1773 sl pat gy
device & TVI} Devices, Kuwait Medicine and Medical
Products istration and Regul i

ay requi tical devi bos 10 sbivilt

technical documentation, incheding STED, for regulatory
review, in order to demonstrate conformity with the
Essential Principles and to snbstantiate the safety and
performance of the medical devices.

Mudical Devices Rules & Requirements

intended for um for
channellng o seelng
Wood e olker bady
Bquids or for sering | @ Deviews intended for bemg
rgans pasts of organs or | Teets Voeage  of  Walogieal
By cells and tisues wubsiances wnd tivewes sach m
corness. aperm. humas
embryos, eic e contiinems
baps

@ Fridgestroezers  specifically
Temendeid for woring  blesd

por gt po
of axgaus for iransplantation .«

contsinen, bags)

s ele
® Tublngrbload  lines  for
T S —

ion Rules for Medical Devices
The actual classification of each device dopends on the
claims made by the manufiscturer for it intended o and
the technologies it utilizes. As an aid to interpreting the
purpose of each rule, illostrative examples of medical
devices that shoold conform to the rale have been
provided fn the table below However, it muost be
emphasized that o manufsctorer of such o device should
mot rely on it appearing ax an example bur should naresd

© sxcopt for blood bage
Elood bags stw clanified

[ P e——r——
substncn  wiich, @ used
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Medical devices compramising o procedure pack may be
bundled growped within one apy only i they

® Same legal mannfacturer

® Same intended usejpurpose and wnder the same

specialty.

qui . For the
applicant shall submit technical docoments
Dhescription) for each component
Note: Total Nummber of medical device that are
grouped bundled within a single application shall not
excesd 50 ltems
VI Medical Devices
Mote: 1f the device has accessories, they may be incloded
with the device within th lication, winless they are

pack:

(Device

marketed soparately
92,1 IVD Devices
IVD Dievices pack be bundledigrouped within a one

. mgm myirm[-l
™,

make an i dent decision on clasiffcstion taking
account of its particular degi -L\'.g
et 1A 1110
Non-Invasive Devices

Rule 1 -Devices that either J5 ot cate i GIFCet conTact
with the patient or contact intact dkin only

ax el € separaisly, am by cansideend i
"
A | In all echer cases vach | @ Non-ivasive  deviees that
dovices are clauifled a | provids s simple channelimg
o A | fhmctiom, with gravicy providing
| the Beece to transport she liguid
| pg winssicraton s o
| imdnsdon

| @ Devicr inmnded i be uind
| for a wangarsry contalnment ox
sramuge fanction, eg cups and
spoams specifically intended for
wimisisreing wedicinesd

| Ermpey ayringes without nesdles

Rule 3 Devices that madify biological or chemical
composition of human tisues or cells, bload, other body
liquids or other liquids intended for implantation or
sdministration into the body
[l [ a3

Clame | Examgies

3 All non-invasive devices | @ Devices incemded 10 pemre
imtended for madifring | ededrable substances sut of

ithon of s | such m hemundiah

dlines ar colie blood | @ Deviess intended 50 sepanste
wiber body Hguids o | cdli by phydcal  meam
e Bl bmtended for | o.g grediest medium for spern
implantathon or | separation

into the |
oy e chamied as chass
©

@ Drvier  remming pecific
bdoad cells e g activased) by
specific binding be s matriz
® Particulme Glirstios of blscd |
whith the device i used | in am extracorpersal cirenlatis
comistn  of Glration, | ouesm. Thes are wmed o
T ur e hbsasd
wxchunges of gas, hewt, in | @ Cemrifigation of besd o
which cas they srw | propars i for snslislon e

m wnless the vatment for |

clmsifind a3 class It mistranafusion. excluding
crmtrfuges for mammarzuring &
il prodact

@ Rermaval of caban dioxide

Class | Rule | Ex

A Al noncimvasive devices | @ Devides hieclied 0 g
are classified w class |
smboar ome of the e st |
st heewinafisr applies

for extemal patient wpiort
o onpita bedla, patient hoists,
walking  sids wheelchsin,
wirsichers, denial patiens chairy,
® Hody ligaid collesion devicr
intemded 1 b used in mch 3
war thar a seturs flow by wnlikely
(¢ 4 collsc body wasies siach
s i collection  hattles,
Incantinesce pads o collecton

cannected 10 the patent by
s of cacheters and s
@ Devices used 10 Imimebilise
body parts andor to spply force
wr cempresics e them
(v g pon—sterlle dressings @sed
o ald the healing of & speain,
plasser of Pasis, corvical collan,
Rraviry wrwetion devicw,
canmpression hoshery)

# Sirtbascopo

® Eye occlusbon planers

@ Inciidon desgpes.

@ Non-isvasive conductive g
e whtrasound yehd

® Nonlsvdve  elserrodis
Iedectendes e EEG or ECG)

@ Permasent  magoess  for
rertioval of ecular debris

® Whal chair psked ry hand

o n — =

Raule 2 - C

Claas | Hule 2
B | AT non-ivaive devices |
Etended Gor channeling
o1 moring blood ey

Emanples
® Dievices insended to be wsed
s chamnels in sctive drug
delivery wpsiens, e tnbing

| Eopuids, cells ar tismws, | intened for use with an bsfulon

erlaw.c

specialty  hematology,
histology]
: umber of IVD
groupedbondled within a single application shall not
exceed 50 items
Note: The scceptability of device bundling or grouping
within a slngl hall be subje Ty
assessment. The fimal decision regarding the approval,
muodification, or rejection of wmeh bandling or grouping
shall rest solely with the Kuwait Mesdicine and Medical
Products and i i

following o

of the it

InVilra Disgnostic
Medical Devices.

Bundling Criteria for Medical devices & VD Dovices

Madical devices may be bundled/grouped within one

application based on the criteria af wach category below.

Medical Devices

&, Medical Devices Family

I Medical Devices System

«©. Medical Devices Procedure Pack

914 Medical Daviess Family

A muximum of § groups of Medical devices may be
il within wnly if they have:

@ same legal manufacturer.

@ same intendod uee purpose.

® same risk class

@ same GMDN code (optional), and

® has & commen physical design, construction material

intended wse. and

applicable regulatory requirements.
The Technical Documents framework for Medical
Deevices & IVD devices

The Kuwait Medicine and Medical Products Registration
and Regulatory Administeaion shall adopt the Essential
Principles  checklise and  the Swmmary Technical
Docomentation (STED) as part of the Regulation on
Regisration of Medical Devices & IVD devices, in
alignment with the principles established by the

and ing proces

Note Total Number of medical device that are
grouped bandied within a single application shall not
exceed 30 items.

9.1 b, Medical Devices Systens

Medical devices compromising a system may be bundled
within one application only if they;

® Have same begal manufacturee

# Are intended 1o be used fn combination to complete
comman intended use/purpoie

® Are sold under o medical devices spstem name; or the

Tntornationsl Mdicsl Device Regulatars Forum (IMDRF), Iabieling, for use (IFLY), broeh

with the objective of i L for each i states that the i

and ization with il ized Laws is intended fior with thy

und regulatory requisements. Now

This adoption aims to ensure that medical devices placed @ that only one system per application

an the mark he applicable req ] @ If the items of the systern have different risk-clases, the
quality, and performance, while supporting medical highest risk-class will be considered.

device and i ives In Note: Total Number of medical device that are
enhancing their global and within a single application shall not
Envernational competitivensss. exceed 51 iterm,

In 11 + {iths Ad 4 di i s dical

ang

9.1 . Medical Devices Procedure Pack
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Do

bedy, excluding o  cenal
circulatocy wysim

c Tave a biologival effect o
e wholly or maksly

skacebed in which case

® Vicoddsasic  soluion  for

aphshatmic mrgery

| edcinal product b done
2 rmmer that i
| potestialy  basardoust
| taking accoust ol the
| mode of application, i
| which cuw ey are
| chansified m clan €

® Sailiiabls nsulln pems
® Asalgrls pemps

Rale T - Surgically imvasive devices intended for short-

termn use (> 60 min <30 days)

are intended specilieally
w0 comarnl, diagmons.
IO OF  COTTeet W
defectl of the heart or of
the  cenrral  circulaaey
e theough direct
contacy with thess purts
of the body, in which toe
shey are clasifisd s clas
o

® Cardlovascular catherers (v g,
angisplarty ballon catheer,
e dalivesy
bt sypitemy ichuding
welwind  gubidewires,  rebared
intraducens  and  dedicated

® Cathetess contuining  oe
imrormorame seabed
radicintope. whers  the
radivactive dostope s ot
inrended to be relossed inco che
body, Uf used lu dhe ceurral
clreularary sy s

@ Distal protection devices

e remable  sargical
= I which

Exaples
® Clampm

® infinion Fanmulae
@ Skin clemers davicss

ta conered  diagnoss

manitst ot caers 8
defect of the beart or of

the conmed  chroalasory
wverm  throwgh  direce
contac with those paers
of the by, In which case
they e clasified as clasy
L

® Temparary

® Ardrosopy trocars
neailion gt
surgically vasve smdostopis
procederes

[

® Cardiovasesdar catheives

® Cardiss autpue probes

® Tonsparary pacansaker laads
® ‘Thoraric casheters imsended
o draim the heser, including de
pericardinm

® Carorsd seeey st

® Abarion cathetes

® Hearr bypane cammula (aortc
perfusion canmeda and venous
drsinape carmalay

® Beriphenly inserved central
vatherer (FICC] lie snd central
lina

D | e meended specifically
far e i direct comace
with the haart ar central
circulsaney sysiem or the
vensral mervens systewn, in
which case they are
cussiied s chass 0

® Mrralogial cashetses
® Cantical slectrndes

® Contral vemsas varnlir
wacherers

€| e emended 1o smpriy
smergy in the form of
lomising  radiscion  in
which  case  they are
ansified my ca ©

® Hirachyihurapy devices

D | e bisbogical wiliect or
e whally ar iy
twnrbed Iy which cese
they are clanified 28 class
o

® Abworbable mtisre

€| mended s mderge
hesmiical change i the
bady bm which case they
wre clawdfied as clam ©
ecopt it Sevicer are
placed in the teeth; oe

@& Vascubar clossrs deviors
® Haerosatic faam

wase they are chasified o

elans A L

® Scalpels and scaipsl handles

Tvnsive devices, which

0 a cliss L acsive devien
e chamilied i
wlass | i they are invended
For Eranwieni e

® Dienial inpression miat
® Stemach habes

® Linpresion oy

® Evansination gove

® Usinary catbeions intended
i brimsient e

® Embrya manser cotbecer and
Insesmiinativg catharer

R R T
marnded for shert-term
e,

® Shurt term carraciive comact
Temmier

® Tracheal rubes

® Indwelling urinery cethevers
Anrendedd for shert trem e

® Gasies waed fir inssillation b

the body
@ Nusobillisry sbes
A wxcept I they are used in | @ Maresials [ de=tal
e cral caviny s Gar ok the | napressions

® Plasic  syringe used
mraaure » spaseity of medbinad

e intended apecilically
Fi use i divect contact
with the hears or conral
circulabory wpatem or the
coneral nervous sysem, in
which case  they e
classitiod ax class 11

prench For ure on the cranium
(e wr The dura watee
ot ctun s insended to protect
the durs mater Saring wegical
procedure 1¢ has direct contact
40 the CINS: T hisess pranich. can
‘be waed ut the cranium. A drect
cnmmact b the CNS b posible
Aurlng application. |

cannula specifirally intended i
cirvulate busd whilit located in

the heart or ceneral vasoulas
wpsoem

® Cryo-ablation of the hean or
pine

wwcept i they ase used in

pliaryne b an sar cunal
e Lo the ear drum o dn
the masal caviry and are
st liable 10 be sbwarked
by vhe

Tram the blood sndior adding

intended 1o be used in
vitrs in direcs contant
itk i cels. Gomaes
of organs takes From the
Fman by e used in
e wil
enmbeyos before  their
innplantstive -

R e

[

perfinicn, sorge of argans
intended foe sramaplamtarion that
i wt wchiere the prncips!
intended  acon by
harmacalngial

imsnological or  mstabalic

@ IVF or ART products withoar
principal

body are clamified as clas
o

action snbstasces or miviure of
wehEAnCes )

®IVE ool nmedin withoat
[ -

Rule 4 - Dovices that come into contact with injured skin

- clam A i thay are
Sntemsded 1 b e as 8
wnechamical barriee, for

it or  for

of muscou membrane
Tlaes | Rale 4 Exangles
A | Al mon-vadve devices | @ Wound decssings for dkin or

mscous mich ax absarbent
puds, inlad dremings, coiten
bandages  uicking  plasiers,
band-iad) and gause dewsings
which et a8 8 barries, malnisia
wound  positon  er  absorl

absorprion of insdates;

® Ostomy bags.

® Dveslngs imtended for burns

|
Ll | Bty s a
AR invasive devices with | @ Trachestmny o tracheal | - g o
wpect 10 hody orifices, | tubes connected tn 8 vemtiistor i
stur tum ey | @Bood esrom Hmlyw- .“m,“-"""’
ot ; -"‘“":. ° Rl sans of megmessing s sk
ot Fawsroil sl Irsigators : =
providing 3 temperary ks
B, chaw £ or clam D active | @ Fibre optics in emloscopes 2
device, ame claifiod 54 et
s ® Sursics cathscars or tubes for L e ey Sy (it »
.FIM imtended Mammhnm(
® Diental axpi | mssage  the  aioro- | hresched the dermis or can oaly
SpEE o | envicamment of injured | hosd by socondary Inteat
0 e :"I::‘ e Cskin or mocem | @ Now-medicated impregsata
s e i spactrun. | o i

- Surgically invasive

devices intended For transient

Eanphes

® Appliees Farcops foe
aneurgsn el

wie inteided 10 wupply | @ Catheten  consaining  or

wneegy i the Form of | incorporating seabed

radichotopes,  whers  the
radisactivr hamope as sech s pot
intended to be eleased lnto the

eransiest use are clusified | @ Lancon
mchan b ® Single use seapels sed single
e scalppel bladen
® Surgical awabs
® Surgical glaves

@ Needles sand for sssuring.
@ Needles or syringes

0 Sovabs 10 sanaple exilaies
® Gaidewires of oaheters uved
wutide the central cireulatory
T

® Pobymer filn deessings

A | This e applics sba 10
| the divvastve devices that
| cuice B0 conrser with

@ Dreuings for nose blesds (the
purpase of the dreasing i not s
mamage  mmicre-emvisonment)

| injereid mucom | are ix claw A accorng o this
T e
Invasve Devices

Rule § - Devices invasive with respect to body orifices

Clan | Bule &

A ATl invasive devices with
| repoet tw body orlflces,
other  than  surgicaly

Exarples
® Handheld mirtory used i
dentiury to wid s demsd
dingrnis ani wargery
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E. STED Documentation:] sommary of  technical 4. Original  Letter  of Appointment/anthorisation  to as the pharym oy
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P for the physical manufucturer . legalized by Kuwait belcalrs iR RN AL (SRS
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submitted as per IMDRF guidelines] 6. Original Free Sabe Certificate issued from the regularory e sdminiser  mediciul | replacemest theragy [scatine
This section demanstrates how the manufacturer has met aathority in the coantry of origin and legalized by Kuwait Kanlin, diosssectite products by inlsetion are | oot izcluded;
dfoEn s ’ : T e g Clasified as claas T ® Do dulivery sytem with
the Essential Principles of Safety and Performance The Embassy, stating that the products are freely sold in the £ e e & nasal camnuls snless mresing
Essential Principles Application Formar may be uied 1o eountry of origin o o e life-thremenbng canditions
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€ froum EU & a devica, snch ur closed | @ Auternasad sxternsl infidnn ineended 30 reat lie— | ® Spaces Invended for messend
Motified Body | for highor classes or as applicable | 7. Medical device category lop  wems ur | pampe with ingraied wmen Abreatening conditions in | dose inhalers sttacked 10 the
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7. Medical Deviee imformation [searchable soft copy
should be submitted] { check section 12, B (Medical Device
information) for the details)

B, Device Labeling: Colored Labels jartwork)& IFU for the
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Quality Assurarice Certificate issued from EU-suthorized | 13, Clinieal evidence reports fif applicable)

Notified Body (CF Mark Certficate) 14. General safe 1 studies

+ EU Techaical Document Assessment Certificatel FL 15. Stability Studbes (i applicable)

Produ ieats i Fram EU suth 1 F. Other Requi

Notified Bady [ for bigher clases or as applicable | I List of countries whers the device is registered

+ United States: Food and Drug Admitistrati
+ Australia- Therapeutic Goods Administration (TGA}
+ Brazil Agbacia Nacional
VigilinciaSanitiriasy ANVISA)

+ Canada Health Canads (HC)

+ Japan Ministry of Health Labour snd Woelfare
(MHLW)& Pharmaceuticals and Medical Devices Agency
(PMDA)

+ UK MHRA approval

2. Post Market Surveillance (PMS)Control

. Provide PMS recalls or notices for the last five years(if
applicable;

b PM5 Plan Provide = declaration that states the
following: We' the name of the company” declare that if
one of the products included for registration mever
fearured any recall, post market notice or adverse event,
we will inform Pharmaceutical & Herbal Medicines

* Other

and § intrution & Control A far iy PMS Recall

9. Confirmation that thete is no change in the product's and Alert

composition, specification, sbelf lifes& other 3 P d analysis as per Kawait Drug
& Food Control Medical Laborstorien requirements (il
required)

& "
ageney with the local agent |

ferlaw.c

K (e Jmeatac i be | v Dufliy Lt (8 EEA 9, Post Market Surveillance (PMS) cornmitment better
o i o | g kg A | | 1 B ek ctiicn W picabls)
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e ot oot | Mghseetos ot ctvits | | Teauirement section 14, Such devices are subject to the
blaod components, cells, | sequencing data far standard requirements fur the registration specified in
e ox orgasa chas are | tremplintation parpeae Section 12 for Mew Hegistration & section 13 for renewal
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G | Dwvices incended  for | + Chinnydis rachamatis the  presoce  of. ov |+ Humen  Insnisodelency
i bR | .= exposure s, o FVIETET T
o cxpanurs to, @ seaully |+ Herpes e vieus 142 ramseniniitde  agent  in
eamined agent - Human  pegdlloma vire Hload, bload
PV, P ——— m e S
+ Nulusria ganorrhnsas ar arpans, e i any of
+ Mycuplasim by their devivatives, in ende
= Mycoplisu geaitalle o asmear theis uitability
+ Trichonones vagisalis. dar transhsdon.
=« Tregmming pallidany Aranaplantation  or  coll
- Uraplunisseralyticunm
- Mumkeypos virus
© Dvicrs intrnded  fr | Devices intendsd for detacting Daviess intended ta be |+ Heparitis C Vi
dstacting the prasence in | thas prosence af wad foe the dotectian of |+ Hepaelts [ Virs
corsbroepinal  fuld or |+ Macrerial pathogom. the  presencs  of er |« Hasmorrhaglc feves viruss
biand of an infectious | Streptococcus  pResmoniae, xposure -, s+ ieg Ebola. Marburg, Lassa
e withius o high or | Grows 1 Swreprococes, trumsmminibls agemt that | Crimean-Congo Hasmorhegic
wspected high Ak of | Nelseris enemingitin, awwnes o Wi thresesing | frvre
prapagation Haemenphikn dluseza type B, dizease with n high or |+ Humsn Insmunodeficency
Luteis  wpp.  Bomelia uspected bigh Hdk ol | Vies Lamd 2
urgduetis - Highly et infleenza
tabercndenls. wirus
- Fungal b + Humin  T-Lymphotnogic
Do, | S’ Virus Land 1l
Aspreelug spp + SARS COV
« Viesl puthogens  Herpes + MERS Crosaviru
sdmplen vires  1&2 humen + Senall posvieus
herpes virm b vasicells zoster = Varlsnt  Crewtateldi-Jakob
virm smeravirus, West Nile dissase
virm, chikungurys Dengue, D Hale § thicd indent Diovices intemded 10 be wed for
#in, hepasitin A, hegatitis 1 Devices intended to be | debermining the infeceios basd
= Parsalric o e foe deteemniming the | of
Touoplaims gondsi Infeetions losd of & fe- |+ Hepatitis B Virns (DNA]
< Prion  wgenni  ipueadic threatening diseass where  « — Mapatisis C Vieus
CremelibdsJaksh  dsease. monitwring b eritical s |+ - Husen Disissebeficsncy
Crersmmann-Sormusles - the process of patent | Vie
Seheinkis  Symdrome,  Ku, memsgrmsent
Fatsl Faysial Imncenmin RULE - 2
Sl et b W (- re—— .
T dnended 1o desermiine |+ - ABO rystem [A (ABO1, B
ru inknctboms oty Af | ix/ Macterks] pehngan wny of the FoBowing | (ABO, A ABOY)
there is o significant sk | Trepanems pallidm, ki e Tk e O
that sn prrnnesn resslt | Chiniydis rnchnmas,

claasified s class [

RHWI, RN (€ RO (I, REM

T OOy o T it
issues from Medicine and

relationship with the physical manufacturers and reglonal

dsed distelb ol idlwe (AF

13, Any additional docwments might be required o
samples for analysia during or after registration of the
produst

Mote . Renewsl application and required  dicuments
should be submitted & months prior 10 regietration

4 Additional Documentation and Samples
The Medicine and Medical Products Regluration and
Regulatory Adminkeration reserves the fight 1w request
any additonal documents, information, dats, or product
sanples for evalustion or laloratory analysis, elther during
the registration process or after the product has been
registered, v decened mecessry Such requests may
Include informarion not specifically listed or described in
this guidaline

Th i b

Device Class A (substance baved medical device) Class B,
Chass € & Clans D
1. Madicsl Drevice renewsl application form should be

expiration filed, signed, and stamped by the autherized
The Dy for the i iom & i
the Renewal of Class A Medical Device 2 Store  Licensw isioed from  Minkstry of Health
1. Letter of Appointmentauthorization to appoint the (7 ical Tnip & Liceming A
boeal agent 3 Agent License fsmed from Ministry of Health
2. Good Manufacturing Practice (GMPicertificate fsued i jon & Licensing Admi )
from regulatory suthority in country of origin or 150 4, Oviginal Good Manufacturing  Practice  (GMP)
(13485 Medical Device QMS) (13485 MDSAP) relovant stificate issued fre sutharity i of
iomal O o for durdizath il origin or 150 (13485 Mediesl Deviee QMS ) (13485
for the physical manufacturer Prel b fomal O izati; far
3, Free Sale Certificate issued from the dizati ificate for the physical

autharity in the country of origin | stating that the product
are freely sold in the country of origin

4 Official Letter lusased by the legal manufactures sating
it relationship with the physical manufacturers and
regional i
representative (if applicable)

5 Declaration letter from the legal manufacturer or
Declaration af Conformity (DOC) with itk chas, DOC
should specify the product model sumber and risk
elassification

legalized by Kuwait Embassy in the country of origin

5. Original Free Sale Certificate issued from the regulatory
authority in the conntry of orijgin and legalized by Kowait
Entbassy, stating that the products sre frecly sold in the

conntry of origin

6. Madieal Device information (Check section 128
(Medical Deviee iom) in T )
7. Declaration  of conformity (Check section 121
Declaration of confarmity] in d A5 )
H. Praduct veri ion and i or
mare of th i

6 Certificats of Analysis including
parameters sterility (i applicable;

+ BCEU Product Quality Management ystem | Product
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Deviens intendel 1 ke

mil o dimse staging
where there is & risk that

+ Device iscended for the
quassitative  mesanreenest ol
Brain type ostrurstic pepeide

plassas

ol
ad @ 4 petlewt | samples, for the smeoment of
anagesmat  doclsion | thw sverity of congaive heart
moulting w4 B | fmilurs.

* Diavlces knvended for waging.
of enhanced lver Gibrosis (BLF}

praveinase.
o Medical  device  sftware
incended 10 geneeste a0
estimated ghomreddat liestion
Tt (eGFT e albumin
crastimine rao (ACR) G
wapimy acus kidney  injury
re

« Madical  device  saftware.
Insended 17 genwsm
wwbanced Nver fibeosls (HLF,
wcare which corvelates 1o che
lervel of fibeosis

o Melical  device  software
Ainterided v grmerite  podel for
emd seage Mver disease [MULD,
wnre

chronic  myeloid  leukermia,
durimg bremtiesent with silutisib.
s queitative
Iemmhisrceniol  device
usig monariomal mouse Anti-
PD-LA, temded For use in the
detection of PD-L1 prots i
FEFE NSCLC and gesric o
gestroesophagesl junctioa (GEJ
sdemocarsinoms duses, hat b
indicated an an g in idemifyisg
petients for cresmesns  with
[ —
+ A pobymerase chuin reaction
based device for the quaStative
detection  of  dsncarme
dehydragensse2 (ADHZ gene
poim  mwations In DMA
entrncted fromm hurmas blood s
b iarrow, that s indicared
il n enilying st
G patiesas with

demantration of individs

Devlees mended to ke
med W sreening
diaganeia, or siaging of

camper

* A faecal  wceal  blood
wcrerning test (FOBT) or faecal
immunochemical st (FIT)
peeilieally Etemded 10 be wwd
i cobem cancer sreeming.

A devicw Inended for dhe
guastitative qualitstive
determlnsion of 1gG ansibodies
10 Hilicobwenee pydort (s i

wpecimen we eltver nosmal s
abmormal

= & qualivarive vesl- i PCR.
vestisaended for the detretive of
high-risk genotypes of Mumss
Papillvenevinuses G we in
vervical cancer werceming

P . —
intended far the detection of c-
KIT or CINIT tyvosine Kinase
Feteptor sxpeenion in oormal
and neoplastic farmalin-fised
parafiin-embedded fissnes for
histehogical  evabustion  and
vme mutstion testing for KIT
amd platsbet-derived  growis
factor pecepior  Wipha  ln
familialy gt dntering
strumal e

= Auay fr the qantiiive
determination of the camces
amociabul  smtigen CA 123

fenctlonal  DFYD varlant
DEYD'ZA. chat rypically bave
-
deliydrs
deficieacy The INYD gene
wmcebes DFD. an suzyone (it

calarscral camiar wnad
rmctaiatic breas cancer. s a
presdrug that by esrynsatioally
convertsd to Wy sctive fori
Baoroaracl  Individealy whe
e caviens of moo-lunconal
DIV variusts, may nt be sbids
b wtabolive capecitabine at
narmal rwves, ssd are ax visk of
potentially life-throscening
capeciabing ooy, wach @
bt iisarrw spspremdon asd
neurolsity

= A device ntended b Ideatidy
defimed EGFR muistions im
order  to  admizivier  the
Iy kimase. inibalitor
dacsairinib far the trearment of
wdult  petients  with  lecally
sdvanced  mc  mtmiaic
(NSCLE) snd BGPIL-sctivating
aurathon

s A Rt gensestion
sevquenciing (NG5, baied device
W evabute  KRASNRAS
ritic vesinnts Lo deterndne
the prewsce of mtsdion
wifecting the efficacy of vectibax

ferlaw.co

rubelia virus in e Eagrosic

ranspliss pejection rescton.
wch s anbodier sgainn —
a=pivtensin [T recepioes type 1
(nti-ATI and agaimt
waldothelin epceprons fpe A
nr-ETAR)

+ - merisron-Gammnis Relsss
Fr—. (HCRA; £
Mycobacteeiien tnbercabols

Devhies lotended 1o be
wand ax crmpamion (C0
diagroatics

Coeaeral CEN sxamples

* A device imeaded o idemify
& genorype. single or sslsiple
Wrmetie et o Varises
+ A device imtesded o identify

smaplustic Iysaphouss  Kinme
AL prateim in foralin-fized
poratfin-smbedded  (FFPE,
nos-muall cell furg carcinsenn
{MBCLC tissie, lntrnded an sm
sid i idensifying  patients
cligille for  trestmant with
crizatins ur cotind

+ A device intended for the
quantitative desection of BOR-
ALY trameripts and the ATLL
sadopenom contral mRNA i
periphersd  blond  spscimens
Font  petients  previomly

dinguosed with 192 positive

Mastsophilus influrnzar type B
il Meluerla
meningiedhy, Listwein
menisgity (Listerin
manarytagene,

Myeabscterhm Bepram,

TDievices  incendied  for
vt

| dlsease warus or insmune
seanus whore theee 15 @

TR ——

= Rubella virm

+ Teanplmms gondii

+ Varicalts zuxtar virus

- Zia

+ Parvavinu B19

Dievlcns lmended to determine.
» i for
the misesment of the carrier-
staues of parietits

» Ansibodies from lymphocyin
secretioun [r——
interidod For the detoction ol
ative Mycabactoeim
b reuluaia indction

* Quassitative  virm-specific

Suaphybecocens e sl
Staphylococens surems gecific
pulymerase chain reaction sy
for pre-surgical screesbug of
paticats e deternuas  masal
carsiage

« Awsap inieoded  for the
detection ol T amilssdies
sl mabialls virm o identify
s woute iafection i praguant
women in order s delermine
whether speciflc tresnmens s
necessary for prosecting the
fostis  from viros-induced
dumiage dur 0 & lack of
previusly acquired Emmmamity
 Assayy Intended  for the
detection of 1gM wntibedien
s HEV.

» Eneynie Iiapsrmcsniay
intended Gor the quantisarion of
intrathecs] antlbodies sgalnst |
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Oevelogmemt o @
threateninghsemarological

dlierder in  patianny  heing

tremted o ather

iweeders condirions, whre this

visk exists o ooiioring o

patbenes with 8 dagnoss o
aphrenia

© | Dwvices  meended  for | - Devices
mamagement of patienn | Enumrsion  of - CI4

therapy ropomn

parbenss  with
diseders

cabeuluon

wilforing frem » life- | ymphocpes i HIV isfected
dhrvatening  discase  oF | paens 10 lnidese oresisess
and ascertaim  the  amti-viral

+ Measurement of - DHiners n
shrombenc

+ Laborstney e seore
indicater Lo

rivaranabun,  and  spixaben
anti-Tla chrossogenic s dot-

based  mamps  jugaiuban, |
bivalirudin,  hirudin,  end
dabigatzis)

« Liigmim maniaring

« Anti-resroviral  redstace |
teating in HIV infected patisnts |

O | Devices bmembed  for | o Devices  inbemled

termal serun iisekers

o Deviees  imtonded

disease
« Humtingsan's choses
« Tay Sacks

hasmeglobin disorden.

misamy 10, which include
devices  isended  for  the |
meanurement of binchessical |

deterring the fsatal sex in coll-
L
Wlood, b= the remir of s
ilepeniling somgenital disnier
« Gemetic et fe cystic Gbrasia
» Genekic tont For vickls coll |

* Thlawsends  and oty

scrwening for cangenlial | screeniig of foetal ansupbsidies |
divprders in she smbeyo | jeg telsssry 15, trbomry 18 and |
or foetuy

[ T ———
soflvwses svadmating the risk o |
fowtal aneughoidies baaed on
blchessics] markens and ofber |
Infursiason, in particeler non- |
nvasivee prematal beets (SIPT),

Examples ol devicss insenided

ot merveming in mew-barm |

Fredictive and prepmpeomats
oypes of testing are wed to
deters Eene msmatling
ssaciated with disorders tha
appear afle bink, often later in
life  Proficive teisg  cn
isfenrily mitathons that e
& persan's cisk of deveboping
diserders with & gemetie besis.
Freymploetic  teiting can
determine whether s perwon will
develop a lateamaet penstic
dixseder

v - Direes-n-Conusser

vesult will lead i a pasien
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[T TR T ——
deiection amd  identification
spevm ate performing when
uning the CTC Kit They sxpres
rpithelial el markens
recugnized by the smtibodies in
the Cirenilating Tumour Call Kit
e are e s 0 contsol Dot the
perirmance af the sy,

* An g analysh medical
device software mtended 1o aid
In the desectiom ssd s
quamitative  mesurement of
progrmmed S ligssd |
(PDL L) protein in FFPH g
tiswe The digoeithin i an
dunctive  cumpaies-asised

resiliing i W N~ eg for patlenns wish carisol
Usreaterisg shiason for | insuffickency

ihe pationt or for the |+ P e
T T o (4
peosentutions of patients with
o coagulopahy or for
coumadin  ueitoring  in
patients  witherst  disgmoved
conpalatinn disoder
+ Lithiums for pesients being
traated for bipalar disordses
« Mushotraxate when uied for
meating  won-ile  threatening
condisions wieh w vascalits,
choumataid  arthrisis  and
prosintic anheitiy
+ Insmusoupprenive  (antk-
rejestion) medicinal produci
tacralimu.
+ Antibiotic whees ssder uver
treatmend cun Rave & seelous
impact om  imdividul  or
Tspring ¢ i gemamicin
+ Anii-FKD antibody Jevels in
pregnant  wemen  given
sdditionel A0
¢ Blicd amplvs s scumm
pancrestite perforaied pepric
ulcwr, srune billary obstructhos
+ Acuse pham reactsnta g C-
reactive  peoiris (CRP
peocalcitonin whea intended o
he wmed to mesinor infection
reapomie 1o therapy for life
Hhrsstrsdig coudinions weh o
sepis, necrtising shis o tives

canditions. Infective
emducardisin actarial
enin it e

ferlaw.c

tmating in ured b identify peaple
wha carry mme copy of & gene
mutation that rould st in
genetic  disarder  in one's
offiprisg  For s e

the genctic disorder (autasmnl
receisive, Wherens ot athers,
e oy ol the gene nusation s
required either i} n the sheence
oF n second uoemal copy
resulring in the gemstic disordee
13-Linked cocemive) of B i the.
prewnce of 3 sommal ropy can
el in o gemetic disorder
(sl domimane  Thia
tpe of resting  prowides
infurmatian abour & couple's
risk uf having & chibl wirh &
wenetic conlios

« Prensial testing. Peenstal
testing is used 10 detect changes
i & fosurs  gemes o
chromosamee hifire birth

called proleplamation genssic
imgnosts (PGIY is o epecialissd
techmique used ko detet genetic
chungen i sbiyos slbisined

isrongh in vioro fertifization
+ Predicive and (SK-BIL-3| CTC Cel Costrol
prevpugomstlc twating. Kit lnteaded e e asay conoml

[E T e——
ivcepratein assacisted with
#pithelisl wvarian cancer in
seramt

= Immunobitochemisizy sy

mutation m DNA fwlated oo

dnrmabin-fixed. parafiin
wmbedded (FFTE) tumosr tises
spechmens

* BRCA1 drvice imsended for
the dutsction of deletions ar
duplications in the  human
BRCAI gens b order
conflom 3 potestisl cause and
clinical Sy for heredisry
foreast and ovarian cancer snd
dor mnberular genetic westing of
at-vick Ermily msanbers

« Device appiod o 1eing
services Intended fox the snaty s
o 15 gees pebevant to digesive
AERE S (varbs forms o
colorestsl  comees,  smomnach
«cancer and pancrestic cancer)
Toreast cuscer, ovarian cance,
akin cancer, thyeold i,
and endocrine mmours (pasel),
e b provide infirmatin
o whecher an indisidusl carries
genetic ket that Svaur
the omes of specific mmour
Sieases idendlying  these
ESIC S

+ Cwrculasing Twnwar Cell Kis
iEpitheliall intended G the
enumseration  of  checulaing
sutrar eells (ETE] of epithetial
weigits i whole blood. The test
it e wed e i In O

and ix predictive of progresion
Gree sl and  eversll
vl

- Hreas cancinoms coll las
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Of MIC amaclared with o ife
threstemingeondition
« Yot o dsesce Holicobacter

prlod.  Clossidium  diicils,
adenovirus,  romavinas  and
Glardin b

= Nom-ryplustdal nri-

salimaniells ancibodies to detect
the expovere o an infiction
agent

= FSH  device G feniliny
tmatimg i oo

- Device fmended for the
deection of Candida abbicean
« Dyvice fmended for  the
detectiom of or exposure 1o

Hitamashs kisabysio

« Device bmendded for the
detwatinn of
]
senbies)

» Muay imesded for the
derethon of sutoansibodie s g
et RN smed anti- S5 B,
sssociaced with sysiesnie lupes
erpthmitese (SLE)  ani-
nemtrnphil eysoplamic
atibsdics |ANCAS] in sysbernic

wpille winalimnie dircas
(o wnri-bnsulin sdbodies b
irnlin - degendent dishaces)

« Anélbody testa far HAV,
dengue, chikugunys anl West
Rl virus

« Awsy  lowended  for  the
detwctinn ol Tgl  ansibodie
s painst HEV

« Device mmended for he
detecting of influanas A 8-viru,
v i iy viruiees)

« Device imended far  the
detmcrion of SARS-Co¥-1

= Device  tended  for  the
detrctinn of smibedies agaimst
SARS-CoV-1

wt with  specified  humas
narnple, v g blood cougulicion
pipetis with aubsmatic i
[Arcessary of sosgulometss)

+ General siaining reagenis ke
hemmatonylin, soin pap snd
»Rin for lolatien  and
parification of nuclric wcids
s humas specimems.

+ Library Prep teagesns for
prapartion  of DNA  for
dounsirean snalysis by NGS
sequencing.
MNuscleic sd quantitation kits
wpecificy used with a Clam A
Insrument,  og geerd
sequencing cessumaile
reagiens wsed wish & sequencer

P Py = —
16 b imterprated by 8 hialthosss
proemional s in class ©

+ Selfesing  dedce  for
detection of HIV  sstibodies

babies fur cangerstal disorders
+ Beta-ihalimarmis

* Biocsdase deflcisncy.

+ Cosgenital wdrenal
byperplasia - wg 1

e in clam I3 (as por Bade 1)

Co¥-2 mre b class €.

Specimen recepacies

. devices  for  the
denctbon ol preguancy. For
Gertiliey  testing,  amd  for

iziz Jevel im

LA
up,
collection wbs o u bood spot
colletion eard jo. g specinaem
collaction  wia  fingee-pricks
Intended for subsequent it vitrs
diugnuostic examinativa s =
wlass A

+ Standulone kit intended for
the collactinn of aliva by the by
peron foe e purpoie of
devertion ol SARS-CoV-2 (hy
smather device placed on the
rrumrket saparataly; are im clan A
+ Staslalime kits intemded for
the cullectine of stodl ky the by
porion far the purpass of faseal
sccoll Bood  detection =
colarectal cancer serening by &
prodenionsl  lsborwtory  (with
anotber device placed on the
ke separately). iscluding o
paper sheet to collect soal, &
plastic atick 4 collect ssmples
pre-filled  tube for
comservation sl trampor e
i clan A

md

mesferlaw.co

incemauiihle iramdmion.

+ Clas £ undes Rale 35 Blood glacosse
remganes | s For gatheot monitoring
+ Clas € cunder Hule 3. Mobile candiac
moarker mionitorkee test for acute

preseting  patienis.

Tropomia I

Trupesin T, CEMB (when isteesded 1
be med for mositoring cardise mmele

infury}.

+ Clan € under Rale 3, Wapid tms For
the desection of maschicilin-padvians
LI e ——

+ Class B junder Rade & Urine dipwich
= determine urinary tract infection st

-
OHE

+ Comgrnital hypohyroidism
e thyvosine

[ TRT P ————
=t simi  scresning.

+ Honsscysineuria (pyridexine
unresponsive; R frew
homacysine Aomsl

baimacyssng, and mwddoniie
fin hlood and nrine;

+ Teovalesic achlarrsia

+ Maphe syrup Svemsc (MSLID

+ Tyroimemia (L 6L 1) - v g

Rale 7
Clam | fsent Eamgles T Exmuples
» Drevices which are |+ Unassigied control sera + Thevice incombed 10 detect and
comivals without # | * Comtrul materish mod Peasute egnedien T asess
quantitative ot qualitative | vesify e migration  of wectralyts | magmedinm
assigned valie are | immmnochrematographic hmttie ot miis
chassified 1 claa 18 * et intended to detect and

 Minchermvie of st fuar

tyeusine din [
paint o caze smccinylacetoas, 4o
+ Claw B junder Rals ) Qrantitsie phetylpyruvie, o
vt for hasmogiobln m o aid = pherspllactic acids in urine;
dingrning irse deficincy  Sovem cembined
+ Claw 150w Rule ¥ Rapid tests for the rmnwmbelicieney (SCITY) &
etection af Groap A Strep, Respirasany by TRECKREC dstermimation.
Syncydal Vies virmien) Rule 4
Cln | vt Examagies
Exargies g = Wirters 3 -
+ Genersl  picrobiolagical seating are classified o | inbegrated esting reageat for
cxliver  rmedin  condaiving elans €, wli-toing of capllary ool

selocting agenss amsimicrobis]
chrummpente. sgean, chiticd
indicsons  for  colomr
differentiative

+ Solutinne ke clesners baffer
salutioms  bysing  saluiioun
dilenin rpecified fix wie with s
nn

+ Plpeers with 3 specific fixed

the Levels of calprotectia where
the Luy porsam collects the stool
speciinen. arries out the teting
procedare uing the tewt cmactie
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Ph i & Liconsing A

f . "
3. Agent License ismed from Ministry of Healih
{ eal Tougsnct indstentd

4, Original  Good Manafacturing  Practice  (GMP)
certificate issued from a regolatory authirity in country of
origin or 130 (13485 Medical Device QMS ) (13485

P & Licensing.

» Japan. Ministry of Health Laboor and Welfare
(MHLW)& Pharmaceaticals and Medical Devices Agency
(PMDA)

« UK MHRA approval

&, Certificate, issned by the manufacturer, stating that the

) jonal O for product is free from any pork ingredient or harmiful
1 i ificate for the physical b i
Iegalized by Kuwait Embassy in the country of origin 7. Confirmation that the prodact do not contain any of the
5, Original Free Sale C fr lowing ial | of a3 per EU Niaasis)
authority in the country of origin and legalized by Kuwait » Carcinogenic mutagenic or  toxic to
Embassy, stating that the products are freely sold in the seproduction CMR)
country of origin . havi fi
6. Medical Device information (Check section 16 8 (IVD # Phthalates
Device ind 1 3 B Certificate  of Analysis, fncluding  microbiologicsl
9, Declarntion  of conformity (Check section 1613 paramstersisterilinyif applicalle)

of jty) i ) 9 Bi wpatibility studies (if applicabl

8. Prodact il and validati or
more of the following certificates)

» ECEU Product Quality Management system | Prodoct
Quality Assurance Certificate lsued from EU-authorized

U, Electrical safety, and slectramggnetic cgrpatibilityid

appheable) LC

11, Clinical evidonce; wmtli:pJf :‘LJ_G_LLLO M
12 General safety and performanceefficacy C .0
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13, Legal Manufacturer name

14, Physical manufactaser narme | if applicabile)

15, Warnlngs

Mote: for application for the range of device Medical
Devices and IV devices all the above details should be
submitted for all the products in the Excel sheet

C. Devica Labeling [as per IMDRF guidelines]

= Colored Labelst& IFU jouter pack artwork] for the
devices

Neote:

« if the products are in range submit all the range of labels
= IFL

* Electronie IFU for professional nse IVD devices s
accepted

« A representative label may be accepted, provided it is

prepared in with
requirements and labeling norms,

Notified Body (CE Mark Certificate) P o e poPEEITRITITERT T p
+ EU Technical i EU 13 report ) (if: elansification )
Product verification Certificate issued from ELU anth '

Notified Body | for higher classes or as applicable |
+ United States. Food and Drug Administration (FDA)

« Awustralia; Tk ic Goods A ion (TGA)]
+ Brazil Agincia Nacianal de
VigilinciaSanitiria ANVISA)

+ Canads. Heslth Canada (HC)

+ Japan. Ministry of Health, Laboor and Welfure
(MHLW)& Pharmaceaticals and Medical Devices Agency
(PMIDA)

+ UK MHRA approv

- Other dited verification and
9. Confirmation that there is no change in the prodact's

F. Other Requirements
1. List of countries where the device i registered
Acmarketed

2 Post Market Survelllance (PMS) Control

a. Provide PMS recalls or motices for the last fve years(if
applicable)

b PMS Plan Provide n declaration that states the
following

We' the name of the compuny” declare that il one of the
products included for registration wever featured any
recall, post market notice or adverse event we will inform

composition, specification, shelf fe& other

since reghstration

10 An  suthorisstion  lerter  issued by the  Legal
AH the of the

agency with the local ngent

1. Copy of the Registration &varistion approvals has

imues from Medicine and Medical Products Registration

vigil Center for any PMS Recall and

Alert

3. Samples for regi: i d ix s per

& Food Control Medical Laboratories requirements (if
required)

4 Addiionsl  Documentstion  and  Samples

‘The Medicine snd Medical Products Registration and

and Regulatory Administration Regulatory Admibnlstratlon reserves the right 1o request
12. Dfficial Latter issued by the legal i stating any additi d , i data, or product
its relationship with the physical and i ot Inburatory analysis, sither during
regional i istril & ur the regh process or after the product has been
applicable| rogistored, v deemed necessary, Such requesis may

13, Any additional documents might be required or
samples for snalysis during or after registration of the
product

“The Ds i for the New Registration &
the Henewal of Class A IVD Devices

1. Letter of Appointment/sutharisation to sppoim the
lacal ajgomt

include information not specifically listed or described in
this guideline

The Dacument Requirements for the Renewal of Class B,
C & D IVDD Devices

L IV} Dievice renewal application forsn should be flled,
signed. and stamped by the authorized representative

1 Store  License isued from Ministry of Health

;e mesferlaw. copgs

o
E STED  Documentation:| sammary of technical
should be a5 per IMDRF

guidelines|
STED Contain the following documents:

1| Device Description and Specification,  including
variants and accessories, in Detail Device Description and
Detall Specificati i i

2 EP checklist] essential principal check list should be
submitted ns per IMDRF guidelines] This section
o how the s iraet the Essential
Principles of Safety and Performance. The Esental
Principles Application  Format ity  he  uwsed (o

d pl in d with IMDRF
guidelines

3 Risk and Benefi-risk

4 Design und manufacture information.

5. Product vertfication and i fone or
e of the following cortificates)

= BC/EU Product Quality Management System | Product

Quality Awurance Certificate issued from EU-authorised

Notified Body (CE Mark Certificate)

« EU Technical Document Assessmont Certificars) EU
d from EL

Notified Body
[ for higher classes or as applicable |

* United States: Pood and Drag Adminkstration (FDA)

+ Australin. Therapeutic Goods Administration (TGA)

- Brazil  Agiocia  Naconal  de  Vigilineis
Sanitiria ANVISA)

= Canada Health Canada (HC)

- * Nem-away specific cosrol |

plasmas for wue bes congulatlon.

= Nen-smay. speciiic comirsl

wrum  comtining  weltiple

nlnchemiral analyres

<A UNA se RNA probe

upplied for uie 54 @ non-assy

prcific mermal conteel for i
sd yhrisation |

The D Requi the New R
Class B, Class C & Class D [VD Devices
Types of Requirements:

A Administrative documents

B IVD Device Information

€. Device Labeling

B Declaration of conformity

E STED Documentation

F Other Requirements

A Administrative documents:

1.IVD Device registration application form dhould be
filled, signed, and stamped by the authorized
representative, | The product model number and risk clais
must be clearly stated in the form]

2. Stere License imued from Ministry of Health
il Lrsspection & Licensing Ademinbsrati

3, Agemt License jwued from  Mindsry of Health
.." eal T & Liconsing Administrati

4 Original Lenier  of Appolntment/anthorisation  to
appoint the local agent legalized by Kowsit Embassy& the
Chamber of commerce in the conntey of origin

& Original 4 ing i i
issued from u regulatory authority in country of origin or
150 (13485 Medical Deviee QMS)| (13485 MDSAP relevant

T At L i
for the physcal manufacturer | logalized by Kuwait
Embassy in the country of origin

6. Original Free Sale Certificate issed from the regulatory
authority in the country of origin and legalized by Kowait
Embasey, stating that the products are frecly sold in the
country of origin

7, Offieial Letter issued by the legsl manufacturer seating
it relationship with the physical manofacturers and
regional i i & iy
applicable)

B IVD Device information

1. Trade Brand name.

2. Model nume) nurmber

L, IVD device classification

4, Intended use.

5, Pack sizejs)

&, Description of accessories.

7. IVD device category

LS device & ber ar UDE

9, Sheld life (if applicable)

10, Storage condition; if applicable)

11, Descriptian of accessories.

12 GMDN Nomenclature
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the old and new local agents,

IDrug & Food Contral Registration & Control
Adminiration will not be inn.'lndedwlegnllymmnrpnd
in the details or

specifications, composition, design, or intended use a
declared by the legal manufacturer

3 Upon & formal written request or inssraction from the
legal to cancel the product registration

termination letters

3, The agency transfer will be assessed based on valid
legalized which shauld be h

4, Where the product registration has expired, the newly

-ppmnﬁ local agent shall be required to submit & new
dication. in full i with all

applicable reguirements set forth in Sections 12 and 16 of
these Guidelines, together with an ariginal, duly legalized
rermination letter issued to the previous local agent
Rafersncos

L. IMDRF International Medical Device Regulators
Foram (IMDRF|

1 ion (ELT) 2017745 is a regulation af the Buropean
Umion,
3 lation (ELT) 2017746 isa Tati i the Europea:
Union

4. Federal Food, Drug & Cosmetic Act-U S Food & Drug
Adminkiteation FIA;
&, United States: Food and Drug A (FDAy

4. Where the Administration becomes sware, thraugh sny
source other than the local authorized representative, of
any warning safecy alert. recall, snspension, or regulatary
action kssued by the FDA EMA MHRA WHO, GCC
suthorities, or any other recognized international
regulatory or health suthority concerning the medicsl
device ar the manufactaring site.

8, Where the local authorized representative fails to renew.
the praduct registeation within the prescribed ronewal
period

6. Where the company fails 1o submic adequate data or

documentation o spport the l&l.ng ja alupemdw .
within aix (6] months r.mr

7. Where apdctive
are detocted dusing lab dslacondustad by che
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Devices specification /product formulation (Active or 1. Good ¥ ing Practice (GMPcert imued
MNon-active), shelf life, specification, storage condit from reg: anthority in conntry of origln or 150
label, ing site, ete. Shoukd be (13485 Medical Device QMS) (13485 MDSAP) relevant
reported 1o the Medicine and Medical Produces € ization for i il

For any type
of variation, set of required docaments st be provided
and any changes cannot be implemented prior 1o
Administration approval

Variation guideline issumed by Medicine and Medical

for the physical mansfacturer

3, Free Sale Certificate isned from the regulatory
authority in the eowntry of origin , stating that the products
are freely sold in the country of origin

4. Official Letter biued by the legal manofacturer stating

Products Regi on and Regul, Admini i its with the physicsl manofacturers and
and will be periodically updated regionsl authorlzed disisi P 2
¥ S e R

I Medicine and Medical Prodocts Registration and
Regulatory Administration the right to suspend  the
rogistration of'a medical device under any of the following

Ministry of Health

e e Heeferlaw. cmm‘“"‘ -

Medical Device Regulation
&, Australia: Therapeutic Goods Administration (TGA)

Decree or any applicable laws and rogulations
fasued by the Medicine and Medical Products Reglstrution
and Regulatary Administration

7.Brazil  Agincin Nacional de  Vigilinci v

(ANVISA)

8 Canada.  Health Canads (HC) Medical Device
Hegulation

@, Japan; Ministry of Health, Labour and Welfare (MHLW)
& Phormacenticals and Medical Devices Agency (PMDA)

10, The Gulf Health Couneil (GHC) & GOC authoritien
Guidelines

11. Bahrain Medical Device Registration Guldelines

12, Oman Medical Device Registration Guidelines

13, Food and Drug Anthority (SFDA) Medical Device
Registration Guidelines

14, Clussification  of  mwedical  devices - Eoropean
Camumision

Hequis for Transfer of Agency

1. Medical Device transfer application form should be
flled, sgned, and stamped by the autharized
representative,

2. Store License Baved from Pharmaceutical Inspection &
Licensing Administeation

3. Agant License isied from Ph i ion &
Licensing Administration

4. Orriginal letter for appaintment for new local agent,
from the legsl rnanufucturer legalized by Kiwait Embassy
and the Chamber of Commercs in the country of origin
compay

5. Original tersdnation leter of the old locsl agent, from
the legal manufacturer company legalized by Kuwsit
Embassy in the country of origin, must inclade
termination date

& List of the registered products isued by the legal
manufacturer

Terms and Conditions of Agency Transfer

I Medicine and Medical Products Registration and
Regul: Adbmini o will not be resp for awy
ihg-lpn:deunfl-@hldhyulu“i conflices that can exise
betweon the MAH & the previous local agent or between

or inw, facility fails to

comply with applicable Good Mumufacturing Practice
(GMP} requirements

& Where the medical device dees mot conform to the
specifications, design, or intended use a4 declared by the
Ienl manufacturer

8 Declaration letter from the legal manufacmrer or
Declaration of Conformity (DOC) with risk class DOC
should specify the product model number and risk
chissification

6 Centificate of Amabysin including  microbiological
parameters steriliry (If applicable|

7. Mediesl Deviee information [senrchable soft copy
should be wbmitted] ( check section 16 B (IVD Devies
infoarmation) for the details)

B, Device Labeling: Colored Labels (arework & TFU for the
devices

9, Post Market Surveillanee (PMS) commdtment letter

10, CE mark certificate { If applicable)

Laboratory products for non-medical purposes.

A The labelling of General Laboratory Use (GLU)
products shall indicate thar the device s For General

6. Where discrepancies. inconsi; , ar ¥ Use and Not ifically for medical we o for
the i s in diagnostic procedures.
7. Where there is non-compliance with the laws, Example
gl or e ui of the « Contrifuge Scales Balances
Ph ical and Herbal ici i ion and b that are not intended 1o cultivate
Control Admindstrathon. i inania ar foF the purp: of disease

8. Where the Medicine and Medical Product:

- Dyl

and Regulatory Administration becomes aware, tlm:ud

+ Autaclave for general laboratory use

any souree ather thai the local , tubes, Pipettes

of u safuty alert, warning, recall, restriction, or regulatory « Mixers Shakers

action lsued by the FDA, EMA, WHO, GCC authorities, B Al lik , vl , buffers e,
which ure wsed climical | Healp

ar wny ather fred health or
body concorning the medical device or the legal
manafacturer's site

Registration Cancellation Ci

ot considered IVD medical dovices

Mate - These products shall obtain an import parmit from

Medicine and Medical Products Registration  and
! A a5 non-medical IVD, * If only

L Medicine and Medical Products Heglstration and
Regulatory Adininistration reserves the right to cancel the
reghitration of a medical device under any of the following
clrcumstances;

L Where the product fils to comply with the

imported cluimed to be wsed in the Medical fleld
institutions”

Varlation

Any major or minor changes in the Medical device TVD




