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34 General Principles and Specific Rules far Claini
Clairm sabmisted ta the Modun- & Madical Products
Registration & Regul Id follaw a strict
st of genesal prineiples and specific rales based on the product
sought to be claimed
341 General Principles
3411 Truthfulness
Claiorss should state the trath about the product There should
e w0 overstatement. ambiguity, ar deeption
3.4.1.2. Evidential Support
All clains should be supported by evidence relavant to the
elaiems, which shoald come from spproved resources This
imcludes references such s sclentific organieations, well
established regulstory authoritivs. The svidence of the product
mbght be based om it ingredients or the averall fnished
productor as requested by Medicine & Modical Products

R " -
3413 Language
Clai e written in Englih (and Arabic if availabl
Mareever, claims shoubd not be confasing. and in alliance with
Medicine & Medical Products Regisiration & Regulatory
Administration rales and regulation of required labelling
imformation.
Clairms am the label must have the same meaning in all
languages
3414 Legal Complinnce
Claieas srvisst comiply with all laws within the GCC memben
wtates_and do net conflict with Iskansie valoes or habits of
society
342 Specific Rules for Claims.

planning. and overseving healtheare wevices in the State of
Eawait,

Stringent Regulatory Authority (SRA; SRAs include USFDA,
EMA. Health Canada, MHRA, PMIDA. Swive medic, TGA

3. HEALTH PRODUCTS DEFINITIONS £
CHARACTARISTICS
31 Definitian
Ii.ukhpmdnﬂ can be nlul‘mndnaﬂnldwdhb-l.l.d product in
and has indicath b as health Tealth
andjor modi b by

eal i logleal ar metabolie actians
32 Ingredients
Health product can inchud or mote of the follawi) |
ingredients

1, Vitarmins

E=rfAdle Jdulo (g0

5. Esential Fatty Acids

026/1/11 - 2 1447 oo, 22 051
o |
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671, Validiey of Cortificate. ..
672 Place of Sale

7 DOCUMENTATIONS AND REQUIREMENTS

kal Reguited fir New

711 Administrative Documents.
712, Mamulseturing Docunsents

713 Product Docaments. .
T4 Mnglﬁommn p—
113, mmmmswluumxm i
706, Any Additional decuments eight be required

72 Documents nqumd for registration of Raw M.mmh For

) ion for Vllhlhnn-ﬂn[\'ﬂid

T30, Types of Variation

74 Dacunsints Required for Trausfer of Agency

741, Terms And Conditions of Agency Transfer

71 Documents maqumtw Registration’s Renewal

& Plant and plants materials

- Medicinal I.n.nd.lam Health Prodiscts mat not coataln any
wctive  ph i APIE) ot exceed the

All health products
clnims depending on the nature of the product,

3421, Unsecwptable clafmy exn be

w Claimm that refer to specific percentage or amoant of weight

T
health professienals

w Clader thit sapgest that bealth could be affected by oot
comnsming this dvtary supploments
» Claims implying ithat a regular or balanced diet foods camnor
supply adequate amounts of nutrients
= Claims, which cannat be proven by scientific evidence
» Meaningless clainas, incuding incomplete camparsiives and
superiatives

 Clainm cannot state that o product does mot have any side
elfects, Therefore, nlmm:hu100%!iv s mot permitted
The fact that s s 100%
safe
4. CATEGORIES AND TYPES OF HEALTH PRODUCTS
Health products ean be ane of the foll swing type of products as
indicated in the dia pram and 1ably below

established concentration thresholds thar woold reclasify the
produet as & therapeatic deag.

- Ingredient Declaration: Formulations must be free from any
umdeckared medicinal or bwlupnn, active sbstances.
-~ Costrolled i prohibited i
toxic substances 35 defined by applicable Ministerial Decrees or
wugalatiry circulary is strictly Forbisiden.
- SARMS. The inclusion or mlrkﬂmg of Selective Androgen

Receptar
- Safety Profile Ingredienis moust not pose » known risk of
dvetie physislogics] sl det incended condith

33 Accepred Heslth Products claims

Health product claims can be divided into rwo risk levels:

33 1 Low Level Claimma

e

e mimeral supplensent

» Health enhancement

331 Modium Lavel Clalrns:

# Helps In the reduction of ik ar diseases or disorder

o Assist in management of & named spmptem disases o
dizorder

o Rellsf of symptams of a named diseases or disarder

Eeron Besakmark not defiond
Errony Bookmark not defined

Good Manufacturing Practice (GMP): A systemn of quality
produced and controlled sccording to quality standards
appropriate for their intended v, s requirsd by the marketing
ikt el omai ok gridnfies, G

mdutll anil s werified throwgh regular inypections by

competent autharities

G-uI'HuIm Couneil |sw:; The Gulf Health Coancil (GHC)isa
lized health shlished under the ussbrells

whbv Gull' Coaperation Council (GOC) 14 operstes s o reghonsd

regulatory and eoordination body for health-related initiatives

amumy member states, which (nclsde Swodi Arabia, Kuwair, the

United Arab Emsirates, Qutar, Bahrnin, and Onian

Label; Any tag, brand, mark, pictorial ar other descriptive

mnatter, weitien, printed, stencilled. marked, embessed or

7 Probiotics INTRODUCTION

i mesferl O s

:‘-"-‘:‘;:' es e r aW C Based on the apdated lnternations] Health Autharities & GCC
fecOmEIEn: 1, i

11, Fomgl specilication by coniict b the pm.mrpmdmu m&wmm;:nﬁmmm"xmwm

12 Animal material jwith certsin ypecifications and special [p—— : ; L :

requisemEnts) Distritsutor & eampany in the nrppl,- chain, other than the revliad dufiebionsend clasifiontiin riley

1) Human origin materish [can be sccepted in topical mmarketing Bolder, or the agent it provides detailed for ch red

e wele certain comditiarn and wpecis e i ol prachut e definad 4 for reigistration snd othar regulalory procemes that

" p geographic region. mmnmmarmmwm Mdicae & Medicl

iypes of gradisnts Prod ! 4 i

12 Background

Medicine & Madieal Products Regintration & Regulstory

Aderimtutration will spply sh -w-udmm-mnmm

bealih o lations taking i

produrt’s nu-pry quality, safety and efficacy

13 Scope

This st deline updated the health peoducts definitions. set up

mew standards for chaasification of all categosios with eleas

description of iweps and related requirements for regulation of

ealth products.

14 Related gubdelines

. ical Products Reygd

» Herbal Prodisets Registration Guidelines

» Commptic Products Reglstmtion Guidelines

1, TERMS AND DEFINITIONS:
i Kuwair: Al d to as local

Local A which i d b
relevant authotities in Kawait & the Minlsery of Health for
rrvanafactisring of health prodects in state of Kuvwait
Marketing Authorization Holder (License Halder): A marketing
J\nmomiw Halduru.l\lh s a legal entity that holds the
fior & health prodace, granting its right
o place the product in the narker aud assurne full responsibility
for its safety . qnlny and efficiency lhwpl Irs !d'u's'tl:

il flor the op din the
muanufacturing, guality contral, batch relesse, snd packaging of
a Bealth product,

Mirdstry af Health tm Kmmil The Mindstry nru-um is

aggenit ar schentific office or local approved affiliates, is a logal
entity established in the state of Kuwsit, officially appointed by
the Marketing Authorization Holder (MAH) to act on their
bl o al st et egisnion eportation
prcing i of

Claim: Any - i

graphic of symbolic cepresentation. e any e, whizh sates
nsggests or implies that o product hay parsicular chamcteristics
& indication

Country of Origin: The mm-y of the manufactaring company
ar marketh dor where the regulatory

the central
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4532 Oral Care Products
Oral care products are classilied & THOP if the primary
imtended purpose is s sympeomatic/adjuvant therapies by

powder or granubes, smposles of Hyuids, d.np dispensing
botiles, and other farms desdgned 1o be tah i
Note: The inclnsion urn-nhdngufulecﬁ«ndnpumlpm

g tha | in the mvodulators (SARMs) is prohibited
following diseases or disorders: 43, Topical Healthcare Product (THCP)
« Mouih ulcers, sore gums, pmudwlll canditions sach = 431 Definition
gingivitis, dry any s and Topical i hime both i and
toedh diseases. pharmaceutical praperties, in which the prisnary intended

» Mouthwashes and dental gels with primary “sntimicrobial
mntibacterial or antiviral claims intended for the treatment o
provention of infectiom inflanmation or other oral cavity
dispases

» Products which, according 1o their presentacion, sre defined 10
‘e msed 10 detect plaque on teeth

4533, HairNail Care Products

it Nail care products are classifled as THCP i the primary
imtended purpass is o symptomaric/adjuvent thersples by
significantly modifying the physialagical fanction In the
fallowing disesses ar disorders:

# Products which are indicated for hair & re-

pnrpon is mot the cosmetic fanctions. They contain

dicial ios sod
1. Health mialstenaisce. heafth enhancement and/or modifying
physiclogical  functions by  exering  phmacologicsl
immanological ar mesabolic actions.

2 Clalm w significantiy
process to achieve a d

3 Assise im
diseases or disorder by non-cosmetic fanction

$2026/1/11 — 2 1447 oy 22 ot
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[UL]) o= less than the [Lower Lissilt [LL]}. Both Upper and Lower
Bt of vitamine and nuinerals will be caleulated based on the
dally dose mentioned in the product label The dedvatives of
vitattiing and nsinersls sabts are subjected 10 the rules mentioned
ahove s per Anmex |

» The word (Maltivitamin) is allowed to be printed on the
produst il it contains three jelements; of vitamlss,

» The word (Multimineral) is allowed to be printed on the
pradust if it contains three jelements; of ninersls

»The words (Mulsivitaming Multimineral) are allowsd 1o be
printed on the prodisct if it cantains three (elements) of vitaming
and three (elements) of minerals.

4.2 Suppartive Health Supglensents

Are specially designed ﬁmtllupplnmm. which contain one or

The field oF application of rosmsetics.
T ki gl

oW

= pro<uscts claiming to treat o prevent alopeca

= Anti- dandeull products which contsin  nen-medicins
ingredients with snti-famgsl sctivity or other significant
physiolagieal effects

= Products indicated for treatment o prevestion of bead lice

of their
-Nu] care pmdn:u which accarding 10 their  overall
indicated for fangal nail infecti ith

snedicinal ingredi ents/concestentions)
« Product Intended exclasively or mainly for the preventlon of
il Biting.

453 .4 Body Care Prodacus:

Budy care products are classified & THCP if the primary
fnbended purpose is s symptomatic/adjuvant therapies by

diying the phoysicl 1 tha

I'nlowludbcmwdlnldm

P + i dlficatd

of the body's pﬁ,«.m.giul function  hy  exerting
) balle netlons

= Products to reli legs by

mod.l‘pn;unmnlupmm-

o Topical b hesit ke skijatin

]
gens) They therefore significantly ‘restere, correct or
mmin‘y physiological fumctions by exerting a

« The halr syem

» The nalls

» The lips

+ The genital organs

# The teeth and mucoss membrane of the oral cavicy

452 Dosage Forms

Acceptable dosage forms inclnde but ars not limited: creams,

aintmests. balms, pels, loticns, wap, shampoos, mouth washes

wothpaste, washes, topical spray, serum or wipes.

453 Sub-Categaries

4531 Skin Care Products

Skin Care products sre clasified se THCP if the primary

Entended parp _ dj e—
modilytag the physiological functiva in the

following tkin discases or disorden.

# Rashes, hives, rosaces, stopic dermatitis, proriasis, prories,

melismia, post inflamsmatory byperpigmensation, insect bites,

burns sum burns, cats, scrapes, cradle scalps therapentic

wrmalliest fir medical conditions, pain, inflammation. or refer to

amy wther skin disease or disorder

» Products for disper rash treatment

# Products intended 1o simualate wound healing, scars, warts,

o, otc

# Products that are presonted, vither explicily or implicity, for

mse im the prevention or trestment of scoe (¢ g Acne vulgars) o

nmnolop:lln(mrhbohrlmm
. i intended for i

af any relecemees b0 peopiration from hmnnl-zndm:—hn
ehanges malfunction.

o A product which is oaly aimed to help the act of massge by
acting an muscles through a dgnificant modification of the

atier il lesions of the skin juch as papules and
pustales)

« Primary and secondary sanscreens with mediesl elaims weh as
recliaction of skin cancer ar solsr keratasis ar refer to altering in 2
physiological  function  or  exening  pharmacological
immamological or metsbolic scans

body's physiological finction.
453 5. Intimate Care Prodacts

« Skin-whitening lations that contain imgredionts such as
bydrogminone (eor more than 2% of other non-medicinal
known o inhibit the physiologicl proces of melanin
production,

mesferlaw.c

n, s
and minerals. reaching a th

Health Produrty

1 L ! -~ Vi Amino Acids
- Herhal Supplements

©hral Fied €0l e ., Fish 0l
- Mushroams
- Coguitive Functios Sepplementy
 Jaint Fealth Supplesents
- Cardiovmsculsr Supporn Supplements
- Made Female Fiealth Sepplements
- Welight Musugesnent Supplensents
- Gamtraintestined Health Supplesnests
- Urinary Tract health Sspplements
- Resplratary Heslth Supplenwats

Antiomidunts & lnsissity Suppert
Suppleinents
| - Metarnin DHEA
| (Dehydrosplandrastirans; Supplemants
| Warkowt & Athletic Supplemety

2 Suppe | i mare

} ceed th
| enaxirmim wpper Timits. jas staced in
Amnes [

] 3 Topical Husltheare | - Skis Care Products
Gmpumn Presdacts THCP) | -l Care Producty
| ke Nl Care Prodaces
« They contain medicinal herbs that are ot in its naural form. | defrnty oy Bl
g | - Body Care Produrn
pct v gt Secmghany i 1 Gurtro-Iniestinal | - Moa- Medicinal Lusatives
« & synergetic biend of batanical extracts mixed with nansrally T R ——
derived active ingredients- mdmlmgnhlmm mninerals and bee | e
products as primsary acti i hie functional drivens 5. AmtisepticsBiocidal | - First-Aid Amtise peic
of the medical indication Products | Medicated Skin Cleansers Sanitizers
= Arosratic and medicsied herbal ofls that contaln obie o7 more | - Swrgic ol mpplicater:wipes.
of vils that are extracted from medicated plasts that have son & Akeruative Therspies | - Aromuthenipy
rutritional claims and wsed intermally [ Hmbcputey
4.4 Workout Supplements Arhbesic Supposts L ki S
A o o (o wppleseila kdad (i ipori plcns b L::::::d L :fm?r::ﬁ-— M: Products
axesci fa schlope gyl ! 1y | - Far Care Health Predducts
be clssified as bealth products they should: | - Medirated Vapan: Balm
1 Formulated in o pharmaceutical dosage form (e g capaules, # Miscellangous Haalth | - Insect repellents that are in direct
tablets, ete | that area’t typical of foods Products | contact with huivan skin
2 Must earry directions for use | - Oral Rebpdration Sadia (ORS;
3. Boquires s recommonded doe | - Phansnscopsial peeparations
& Th ichi 5 - Counter irrituats
Ingrodients, uses. warnings snd directions for nse. M.B.- Products that act by physical or i L]
5 Composed of o or mirs of the following ingredients group classified as msedbcal devices us per Medicine & Medical
- Whey proteins proteing Products Roglatrat ¥ 5
« Amdua Ak i ncich tlal attilne ncid 41 Food Sup
- Carbiohydrates ' ' Are dufied as concentrated saurces af nutrients ar other

- Non medicinal, logal ergogemic agents (moa-caffeinated
ergogenic agens | cnffeing)

Vitantins and Minerals

- Complementary ingredients
Far-'llhnd'nuu_dnndnwwmpu‘ll{li 424344y

bh i g include, bt are not

Fimited! tn capsules. pastilles, gusimles, tblets, pills and other
simills Forms, oral dispeasing Bliss/sheets strips, sachets of

subistances with & nutritional or physiological effect intended 1o
supplement the diet and comtsing ane of mare of vitimis)
minersls’ smino acids’ essential ails, nutiral substances of plant
mmlmlloﬂpn probiotics pn-Hdm snzymes, substances
ricmal o fom or containg ny
combinativn of sny of these
" 10 b s food i

o It contalns one ar more from either vitamss or minersls or
bath, and this'thase elements do not exceed the (Upper Limit
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suthentication and verification of the electrankc centificates. In
wuch case piper]ugvimnn in ot required

irvitation of milil inflamemation af the skin for the trmporary
relieve of pain in mascles or joints by reducing inflamimation in

vertfication tao] is available for the usthenticity af legalisation
6.4 Assessment & Cueries

Electronic legalk ble pravide that

deeper
5. PRODUCTS CLASSIFICATION & RE-CLASSIFICATION
Peoducts which are ot cegorized i this docarmen, should be

34000 ol

#2026/1/11 - 2 1447 =y 22 241 142 Ggmedty Lt Lot 1773 sl padt g
Aromatherapy is classified as health prodacts if they have a Intimate care products are chsified s THCP i the primary
msedical clalan or refes o any disease disorder, L purpose fs i i
482 Homeopathy significandly smodifying the physiclogical fnction | the

pathy i alternative medical practice following diseses ar disonders

based o the use of highly dilated substances, which
w-:el!m-m clafim can caase the body to heal itsell

pathic therapies or their
prepared from natursl or synchetic sources that are referenced in

from Intermational autharities
45, Nasogitieyaget Haslin Pokiip

P | that cansain

intesded purpooe by
pharmacological immunolagical, and or metbolic means and

i d achi

nasal cangestion. soathing

Each s v Health Producs submitted for by i, inth
Affirs in accordance with Medicine & Medics! Praducts cine & M.uﬁnll’rml-vh Reglstration & Regulatary
Reghitration & Regulatory Administration standard operating drmiimistints § W ification The
procedures. will based om this guid well s
Where queries -rhl a request for further information will be the international practices and scientific references
fasmed to i pond to such queries. The Registered products can be re—clussifiad scoording to the
resolution of querbes will be managed by the Health Produces updated guideli ittee decisions In yach
Regalatory Affairs and the shyence ermymwnwhﬁ-h Medicine & Medical Products Registration & Regulatory
defimed period will revult in e i the sppli will Admmin ieios state for valid
rq-uknmnhni.uhm registration certificate to keep the contimsgs supply, avaid =~ ®
63 il MAH and sudden thnpinlh
MAH: mast beupuunbedbj-llocll Health Products agents nad thelr plh
company, referred il partod {the e mynﬁh-
agm:ormnﬁ: uﬁnwduulm] Irptw!dl{!llml register thile products s the new section or depariment

ired for wubansitting the agests bl i
mecessary o this guidel complene

6.6 Anthorized Representative Registration

I the authorised ivu mew

company, the following must be submitted

# Valid license issaed by the Minisiry of Commerce in which the
company activity includes the sale of medicines.
 Valid ageney license fssued by MOH

6, HEALTH PRODUCTS LICENSING AND REGULATIONS
PROCEDURE

61 Types OF A Health Product's Applications:

» Application for new registration

Inpection & Licensing Administration)
+ Valid store license issued by MOH (Pharmaceutical Inspection
& Licensing Administration.

+ Copy of authorized sigmatories from public sutharity of
manpower

» Application for variatin during valid registrari
» Application for agency translee

+ Application of registration rencwal

+ Others

focludig e ekincs acocing o s e

* Copy of suthorized p 5 Kuawslt chamsber of these guidelines requirement, sxcepdt for
commence the local ing sites application where the &iffe

» Any other st by th imistration in i their applicati clarified in [Anses IT)

with other MIM's ar memos issoed 6.2. Document Legalization ind Certification

7. Licunsing

671 Validity of Centificare

Reegistration & renewal certificate valid for 5 yoars, of other
ltter will be issued after spproval from Medicine & Medicsl
Products Registration &

672 Place of Sale

Mediciie & Medical Produces Registration & Reguls

Legnlization of Certificates issued by regulasory anthorities such
i the CPP, GMP Certificaie, Manafacturing License, and any
other certicates luued by the Health Authority in the country
of origin nest be Originl legalized by the Embhasy or
Consulate of the State of Kuwait in the constry of arigin

In cases where this is mot posiible legalization may be done by

an GOC Embaiusy amsulate in the country of

Adminiszration shall designate the suthorized distribution ik

points of sle for P subject to ai Other Official b as the Letter af Appoi
evaliation of ies categery, active ingredients, rget und slemilar administrative docaments must be legalized by e

Sy thy el lated with (e Embuq.r(mulmomusu-amumwmuwmuqo(
msedical indication origin jor an auth d Emha:
Ef DDGL‘ME\ITM‘IONMNIH\EQUTREME‘TS available), and the Chamber of Cominerce In the country of
71 New R origin
711 Administrative Docaments 6.3. Electronic Certificates and Verification
F1L0, Covering leater Valid electronic certifi peablo provided that wn
The applicant vhall inchiade i g letier o d ols e verificati is available for the
for ench submissi the bocal The

?;::;m:;m?m,eﬁe rlaw.c

TN

Moath, throat spray and loz)

O

o it salis) and at iast swnthol with

493 Ear Care Health Produces

Soathing ear drops, draing, Swolving ear wax or belping o
redisce ear pain

494, Medicated Vapoars Balms

Tapical products for inhalation which provide soothing vaponrs
that belps to relleve mild nasal congestion, headache snd cough
associated with commen cold.

410 MisceBlaneons Health Producrs

4101, Tnseet Repellents:

Produscts that are in ditect contact with burman skin which

» Products for internal vaginal e

« Male genital desensinizers ffor delay claims)

« Male Fenule Lubricants

» Products which, according to their presentation, are intended

o wtimnalae senual activity with scieotifically represented sexual

elaiams that do not conflict with nearal prinelpal of scery

« Intimate eare prodiscts with s germicidal claim

o Intimare care products that contain swbstances with direct

ihysiological effocts sch d i

453 6 Mesocenticals

l’hudnﬂa-edmﬁl imvasive devices ted

speriicial P

elivered through i ix or simlar

meclical nﬂmhmﬂnﬁmmtﬂdpﬁuﬂhmnﬂfy{n‘

hysiokogieal Eunctivas by

mamanalogical or nsetabolic sctions.

Please reder 1o Annex 11 in EU Gosmietic Hegulation EC

12232009 for prohibited & Annex IV-V1 for calors,

preservatives, UV filters in BU Cosmetic Regulation BC

12232009 and its wpdates

46 Gastro-Intestimal Health Products

= Charcoal

* Moa-Medicinal Lacatives

+ Haemorthoids relief health products products that can

mupnmu,rm pale and reduce swelling, It containg satarsl
which the pris f action is mot by

physical or mechanical means. Dosage farm can be cresms,

sintments, gel, or suppasitory.

47 Autbseprics Diocidal Products:

P : urpeow ol Thess prad defined as prey =
ropallent. L icati i
4.10.2. Oral Rebydration Salis (ORS) shial ¥ anti: | amtil il or antiseptic
(DS} i fluid wnvedd b ek b activity and i d change or damage
bsorption of fiid and o Aytes in the Intestines, dy o the body tisme.
e 10 and improve iom in patients » First-Aid Antisepric: Used 1o help prevent infection in minor

4103 Pharmecopeial Preparathon.
Pharmsscopeial Grade Finished Prodoces (FGFF): Prodects

wounds, cuts amd serutches.

» Medicated Skin Cle: it i hand
bygiene

= Surgical spplicators and wipes that act as skin disinfectant
befisee susgeey.

A d e wiipes, sponges, brzsh. soap

which ure d of the
h perics s i tha industry. like
the European Pharsmacopeis (Ph Eur |, the United States
Pharmacopeis (USP) end the British Ph ia (B, e1e
These p siricily dled ding.
; defimed i these P ina, Bave

meedical claims, instractions for use and all ther requised label
fopa
Raw Materiaks for Pharmiaceatical I'hplrldan I‘“HFPP} Raw
inls which are wsed for
pharmacy or health institate
4104, Counter irritamts.
rup-r.l pasches, creams. vintrsents and gels containing cosnter
di ly b that comses

solutions, gels, fram, olmtment spray, applicatars, etc
48 Mrernative Theraples
m.:,p"nmm pfndm:lugarhedmx(m.n-ﬁh

rioually recognised dards

nl-uwqunhmq authorities
481 Aremstherapy

herapy s the therap of plant derived
essential oils to prosote p ical wellbeing.
It is sometimes wsed in combination with massage mlolhu the
rapeutic technk part of a holistic
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s Composition *

= Clakm indication

= Nasne and asldress of the MAH

w Namne and acddress of the Manufacrurer (i applicable)

» Pack size.

« Dosage form

« Dasage & Administrations

& Storage condition.

« Sirength

ek dewsils Batch namber, munoficuring  dare (i

applicable), expiry duie

» Statement “consult your health care provider if you have sy
dical condition ur are under azy tedication I applicalsle,

« Warning for pregnancy snd lactation {if applicable)

. g
» Side effiect (if applicable)

« Contruindications (if applicable)

« Dhrug Interactions (if applicable;

= Number and date of revision of the pack ml-milrappllwhln

A P TR, T L d asalitativaly

per dosage it Exciplents ki o have &
recognized action or effect shoald be expressed qualitatively. Tn
THCP, the g i should be expressed
715 Finished Product Sample and anslysis.
Samples fior registration (and analysis whenever requested] with
related documents
« Samples of the product
» Certificate of analysis with the same batch nomber af the
sabamitted smple.
= Reference standard for the active imgredients and relased

& Calculation for the toeal smount of Caffeine released from all
stimwmlant ingredients, I should not exceed 200 mg per single
dase

71111 For THCP including human origin ssbstance

Saureo of the dhoald b rided, with fonof
the standard far -bgl:irp of domers, tese callection,

quality cantrol data, particuladly thass
lating icrobial Hmits ii ling vi: ahsence
of hormonal sbstapces
71312, Stability Surnmary and Conclusions for shelflife:
The define the period during which, after
Hn‘rmhpdfmdg the product will maintain iss purity md
physical ch d its medicinal mgredients will

maintain their quantity per dosage unit and their potency

Therefere, the MAH is responstble for tertsned abelllife ‘with methed i {il
bazed on scientific .hu i
A ENER Cumpl.ms

Thee stidien showibil inclaile testing of those attributes of the

$2026/1/11 - 2 1447 oy 22 141

144 Sty T 2t 1773 suall padt gl

subsiiinted and assessed by Mndwm & Medieal Products
# % Admisid

= I the erade matie of the product intended for regiaration in

Kawait i different from that in the coantry of erigin, the

diffsronce should be explained cleatly with confirmation of

sirmitarity i the comparition and other speciicativas

7132 c«d&-kuﬂ:nmpommuc.

content of the caver letter should clearly represent the type of
application, the mame of the product and [t the submsdied file
documents

7111 Application Form

Application form should be Gibed under the complets
responsibility of the Marketing Antharization Holder to ensare
that all informstion compties to the sabaicted e documents.

Detailed Certificate of For aceiy b TL12.G ive Tahle of Contont
ingredients with their quantitses per dow nerving Names of all Thoe talle of i jon showld list all
encipients, colouri hauld b d i d i the & the
mentioned application farm
Thei I the COC showild | ing and TS Valid Stare License

hi the products label and finibed prodact smple Should be isswed from MOH (Pharmaceutical Inspection &

713 3 Finished Product Specifications (FPS)

(‘.cnﬁulunflnllmfm

Hinlshad prodict specifici
dumring storage and are likely to inflaence quality, safety, nd

ek irsits 2 @sferlaw CC

product at 301 C 12 & 5%

» Acceluraied Stability Study st 40 '€ +1 & T5% £3% RH over s
perind af§ months

71314 List of Countries

List of countries where the product is registered & markesed
supported by photacopies of registration certificates (i
avallable)

71315 Post Market Surveillance (PMS) Control

sabstamces along with their certifi is (i applicable)
« Product composition certificate
» Coanplete method of anadysis & finished prodact specificarion

Provid ion that states g We ‘th i
the authorixed representative | Marketing anthoriration holder -
eclares thar iFone of the products inchuded for reglstration ever

718, Mymumdmuuuxulshbarq!ll\ld d any recall, p kit motice or ad , ot has
Medicine & Medical Products been wil i thy y of arigin, we will
the right additional Inform Medicine & Medical Products Roglatration & Regulaory
dats or studies not n i sy PMS Recall and Alert.
ducurment or wamples duri wven afier the p of 7.1.1.16. Evidence to Support the Safery and Efficacy

registration i swess adequately the salery, eficacy and quatity
afbealth products

72 Docurments required for registration of Raw Materials For
Pharmsacentical Preparations (RMFPP)

 Covering letter requessing registration

« Filled rogiration application

s Valid Score Beense issed frem MOH (Ph ical

Depending on the nature and u-nu-m:ulmhh peodusct.

» Cliaieal Studios, Evidence from climical sudies that provide
I Jo Misimt and safety of the health produ

» Rogalatory documents e, references from  international
suthorky, wssnesest roport, approved herbal manogrph st

Inspection & Licensing Administration)
wVilid Agent license imued from MOH (Pl |

. vidence, ¢ g,

-uxﬂm&numl:ugdb«umﬂy[luullmmk

i & loginmig Adwiticanton)

= Valid Authecizath MAH
» Valid CPP or FSC imsed from the regulatory satharity in
eountey of arigin

= Valid GMP Certificate issaed from the regulatory autherity in
the country af origin or 150 Certificate includes related seupe of
products for the manofacturer.

» Detalled Cortificate of Compasifion specification

714, Lahelfing Information
This section contains the Labelling. Patient o Leaflet
(L i English (and jor Arabic if avalable) Artwarks. This
should be submirted os stamped and signed coloursd hard copy
in addition to the safi copy.

Labelling information should be in English (andior Arabic if
wvailable) with the following requirements.

= Trade name.

ERETY Hnl.llCuliﬂnu
Should be issied by suthorieed arganizstions whenever
applicable)
7137 Certificate of Comipliance (Free from Certificates;
Dieclaration isued from MAT letterenad, declaring that the
pradacts do not cantain hormanes, heavy metals, antiblacics,
stervidal products, purk derivatives
7138 Control of Excipients
I'ndm:l.enlm fusused from MAH showing that the

calorants, dil d present in the
formula are permitted by the i
The colors permittod for uie are Hmited o thoss Ested in the EUT
“List of permitted food cobars” and the US FIUA “haesive
ingredient guide’ snd GSO updated guidelines.
Far THCP mmwgmlc nwwbmk and tebe o reproduction
(CMR sub di EU Comnetic
regulation Board should be subminted.
7149 For products containing herbal ingredient(s)
+ Summary of the profile of the plant wsed inchuding botanical

Licensing Administration |
7014, Valid Agent License
Shoubd b issued From MOH (Pharmaceutical Inspection &

Licwmging Administration )

TS5 Valid zation Letter (Letter of
(LA

Avalid Authorization Littes issed fram the MAH

the Jocal agent. The lerter should be ariginal and legslized by
the Chamber of Commerce & Kuwait embassy in the country of
arigin.

712 Mamnfacturing Documents

T 121, Validl Manudncturing License

Should be issued from the regulatory autherity in the coantry of

origin.

NB In case pproved i ath,
relevant FSC), the
certificate is not mandatory,

7,122, Valk s ice (GMP| Certifis

m:ryed’nddnwﬁowﬁnuﬁumlnwwdnmdud
Notified Body fi relesant scope of products for all
A % :
Kuwalt embassy in the country of arigin,
7123 Relationship Letrer
Tn case that MAH is different from the manufacturer. a
Mm]mmdfmmlbebm\dwmm
lationship b panies (MAH &
i required
|nmmM-mnMum-mu-wuych-nm
s lsswed from the MAH should be pravided

warie, gensis, species, plant par used, b Irivated or wild
harvesting practbees and weatment to obenin rw material
-llur materkuls specifications and cerificate of analys

for heavy metals
. i iological Fanctions of the
| supplement to the intended user.
= Data to demonstrate the safvey of each herbal ingredient in
bunasn beings & g throngh scientific studies & references
71318 For Workout & Athletic Supplements
» Declarution better sned from MAH coafirming that the
prodacts) are campletely froe from Any of Selective Andregen
Receptors Modulatars [SARMS,

with the -
7.0} Pradact Documents;

7131 Cerdfl F i CI'P) or Free
Sabes Cortificats (FSC)

The CPP in accordines with WHO guidelines or FSC for the
prodisctis) ssmed from the regalatory satharity in the country of
arigin and begalized by Kawait embassy

It should eostain the products) neme (Trade nome), nsme of
the manufactuser: MAH with their addresses,

o It should bt the product s freely din the
country of origin, otherwise  ressonsble justification shauld be
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2. Filled renewal application

] license lssued by ieal lopection
& Liceming Administracion),

4 Valid Agent Bcense iswed by MOH (Pharmscentical
Ingpection & Licensing Adminstration)

5. Copy af product’s Jou certifieat o Mdicine &
Medical Prod i " Py

6 Valid M

wgency o local ngent

7 Original CPP or FSC issoed from the regubatory authority in
country of arigin and begalized by Kuwait Embassy including all
mentioned details (as described before in section 713 1)

§ GMP Certificate lssued from the regulatory autharity in the
country of origin or 180 Certificate itned from approved
accredited notified body includes for relevant scope of produets
for all mansdictusing sies. The certlficate mast be legalized by
the Kivwait smbassy in the country of ordgin

% Detailed Certificate of Composition for active and in-active
Ingrediens with thelr quantities per dose [serving Names of
calouring agents, dlsents and perfunmes should be darified The
[ it i the COC shokd be & with the product's

labiel wd sammpl.
10 Confirmation letter from the company stating that there are
o changes on the product other than what have been approved
previaudy by Medicine & Medical Products Registration &
Hegulatary Administration

11 Finished  product's  artworks  for  labelling,  Patient
Infarmatian Leaflet (FIL] This should be submitied as stamped
and sigeed coloured hard copy in sddition to the soft copy

12 Finished product sample

» Revised wording af the leaflet Ariwork redesign, dissension or
logo change without actual change l the approved mformation
« Addition or removal of ane or more lisguage 1 the product’s
label PIL

« Aty changes in saurce of Active Ingredient ar excipients

7 4. Docurments Required for Transfer of Agency

1 Covering lotwes requesting tramsfer of agency of a
product products

2 Filled Ageacy transfer Application

3 Valid Seore Beense for the mew agent issued from MOH

ical & Licensing A

L
4 Valid Ageacy ficense fir the new agent issued from MOH
Fi ction & Licening Adminisrati

5. Copy of product’s valld segistration cerdificate

& A vl Letier of appelntinens fir new fesl agent issued fromn
the MAH (o regiomal di i

already mentioned in s
validity is recently confirmed from the MAH). The LOA should

A LU0

g_S\D

It Bt for the changy
+ Updated Artwark

T Chenge In excipients
(ndding remaving o
comsiderible changrs in

exinting o)

+ Compurisas Revwern curtest nd sew
quentiative comportioe.

+ Updutid Corsicain of companilion
o o asvrve and imastire isgredients
gty

* Cvificaes af Anabysis COA|

+ Updated Artwork

« Confirmation foe s change i the
active ingredien

+ Comparisen. (bl Setwern all st

S2026/1/11 — 2 1447 22 0% 146 dpnedly 2 1773 3l gyl gy
] b.{;ism.i.’..__.m,x; el Bl | » Cortifieate of Analyds

with jestification far the charge » Safery data ahest

» Updutad Arrwark (A appdis abde)
[+ | Rt s |+ New D dachicativa s Ariworkiabal

73 Documents Required for Application for Varlstion [aring
Valid Registration
Any change in a rogistared product during the valid regisration
period, should be submitied 1o Medicloe & Medical Products

& price

Far any type

provided

731 Types of Variation
7311 Major Varistion,

Chages 1o Health Products must be comidered 1o

4 alter the basic ature of the prodact; therefire,

prodect ipecification FPS | auw FPS

be ariginal and legalized SN CHETEESCTMARIT X RTOAIT
embassy in the coantry of origin

e TIRESIRrlaw. C

relation Isalready mentioned

and s validity is recently confirmed from the MAM) with
that this s legally ta the

previous signed agreement and ineluding terminstion date, The

termination Jetter should be original and legalized by the

Chamber aff Commerce & Kuwail smbaey in the country of

origin.

T4 Terma And Conditions of Agency Transfer

«Modicise & Modical Peoducts Reghtration & Regulatory

13 Any Medicine istrat #
Admisiaration appreved varfations made to the product(y)

N Tany wnspproved variation b been detectod upon
reviewing the application, the agent will be notified to apply for
such vasiution befure renewal of seghuration.

76 Product’s Smypension Circumstances

will not he any o
tegal fFicts that can rxist berween the MAH & the
previons local agent or between the old and new local agents.

* Medicine & Mudical Products Begistration & Wegalntory
Administration will not be inchaded or legally interrupted in the
details o comii, 13 hort:

Medicine & Medical Produen Registration & Regnlaory Tetters,
Administrati e right to saspenid istration of + The agency transfer will be assoused based on valid legalized
aumy toggistered health product in the ing ci d which should be hy.

« Ifthe produce, the MAFL, ar the mesufsciarer Is suspendod in
country of arigin

» Evidence of noncompliance safety or efficacy of the devies

« 1f the canpany does mot comply with the corment GMP (150
seandards.

« Tfthe product does ot conply with the

« If the Registration is expired, the new local agent should apply
for mew registration including afl previcady mestionsd

i in part 7 1 and an origis imati o the
previoas sgent lisued from the MAH (or regional distributer in
case the begal relation i slready mentioned in the origin letter

il inmued by
the mansficturer
« IF discrepancy i the documents were abserved

of and its validity is ewcently confirmed from the
MAH and legalined by the Chamber of Commerce & Kuwsit
embassy in the coansry of origin

T5 Iy Reguired for i i Renewsl

» Nomevanpiliance to Medicine & Medical Products

B Baubstory Adisinuritian b

* Warning wand for a specific product or manufactarer by FIA
EMA, WHO GCC or refirence agenches
77 Registrafion Cancellation Circumstances

Applicants are required to remew the health product reglstration
wvery fivn years of its registration/renewal dare. The spplicant
should sabmit the renewal application within six months peiar
to expiry af the existing bealth product regiviration. T is the

Renewal of registration requisements

ranmnot change. F b ek pilleatl
For ew ragistration should be submitted.
Such changes include:

» Addition of new active ingredients)

» Removal f any existing active ingredient.

+ Change in the label claim of active ingredient (Considershle
changei ity which & ik e "y

» Change In dosage Torm.
s Complete change i the indication combined by artwark

T Indication
prvpomad indicaiim 73,12 Misor Varlstion:
+ Bentit o st o larmind e This type of varistion in registered Health Products will be
o Upddated Artworks L
5 = = : ST “‘ Tplhdhw?h:‘ﬂmn{md:m bﬂon‘byaur.hmnfd :
Infottnation jwanings ite | pepesed Indication T Kuwsit P
elficts, custraindicasiig, o Safeiy  Sndin s wurce  of each case of varistion s described below.
drug Imeecriom, sge Informanan
g et | » Updated Astwerks Change Diacumess Required redscting
[ T by Suedin el wuree of R R
H—v.lim::li-n Infrematian S oy e ey ey
et st ity kil v Thipy. el | S CMPI50 Cortif
comtraindication drug authority in ke coeaty of origin ! rmm""'.&“ st : o=
iestraction age greups | (whesever appicable| -2 e i
ey « it of couniries which sppeove this ;
chenge =
e i5 e lacarion) » Updated Artwatk
! ik omoenzze 3| WaE « Vald irigisal begaiand Asthesisatian
7313 Notification Variations Laitar
Motification ean be appled by submitting varistion spplication - ¥ald weigind Iogalized. CPRESC
with suppertive documents wmm“
The notification variation is related to the fallowing types of o e _kt .
varistion (bt not limited; iz itk eheatge 1 o ¥ald CEPFSC (Happleable)
» Change in the adidress of the manufactaring site [without actual e location, # GMPRekrart 50 (in case 80 0 &
change in the site location) L

£ the MAH (with P T

» Change i
site bacation
« Change in manufactaring proces. batch size ar sinsple changes
in Fimished produets specifications FFS.

» Change in primary packaging (without any charige is the main
componsnts material - variation only in the material
specification ¢ g thickness or dimension)

» Change in eomgonition of secondary packnging smstesial

» Change in Cuter earton pack dimensions

. o o measusing

1 Pirabd prociact chasges

T | Change s trads smsse of | & Origimal egalized CPPFSC
inished prodacy » Upduted Arcwock

5| Change imablivhn of Pack | » Updated Arwieh
e

[ | Arewoek label | imiee pack | » Cipddwied Arccek
dudgn, jcolar, imfarmation | « Comparion  bermven  ald  wew
) ek

& | Simrage coadisaon + Srabiily sy toverng sew Gongs
comditions with justifcasion for the
whmage (iEapphceblz;

& Updutad Arrwock
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oA product i liable o

cancellation i wndeclared medicinal

» Uit fiils 1o commply with this guidance

T

analysis

« If the product is banned ar withdrawn i the

i d product.
country of aigin

or i any country due e safery, quality luue or lack of efficacy,
ar i it's proved to cause toxleity or have seriows adverse effeets

Mediclne & Medical Products Registration & Hegulatory

of

any regisiered health i

< Tiha prodtnct o 5
approved by Medieine & Medical Products Registration &
Regulatory Adminisiration

oAy per the imstruction from the MAH to cancel with

rlaw.co
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Free Sale Is not required Valid Original | Valid Original 9 ANNEXTI
Certificate FSC | during CPP(FSC CPP/FSC issued e P T e o
Tgrasian fisend i TRt some Required Manufacturing manufacturin Manufacturing
RV 1k ok thomgubaiey. | segulatory D ts Company g Company Company
be requested by authority in authority in the Beiwosn Logal,
the local the country of | country of origin GCC and
company after origin, and legalized by International
isming health avutr;sus Ko Manufacturing
product’s in the country of Companies/Mar
registration or origin. keting
rosey Authorization
certificate, Holder
10 REFERENCES (MAH|Docume
* Food And Drug Administration (FDA), USA nt
« Health Canada, Canada Authorization/ No t required Valid Original | Valid Original
« National Institute of Health, USA Apmoluman: Togiteciy |/Logstuactippda
Letter the chamber chamber of
¢ European Union Data Base, EU (The contract of casiisaredl | | onsnarc
¢ Therapeutics Goods Administration (TGA), Australia between the Kuwait Kuwait embassy
¢« WHO Guidelines, Essential Medicines and Health Products PR a sekeris |y
MAH) the country of | origin.
Information Portal .
origin,
¢ The Gulf Health Council (GHC) & G@E&s ujdelin A0 I AQ I
¢ GCC Standardization Organization &S0 1943!2016j L_-?hﬂﬂﬁﬂuring / Valid
e Natural Health Products, listing of monographs — Heal R - il iy -
Canada m e Sfe r a \N '[Ere'm License for License for the
manufacturing Kuwait loc GCC international
+ European Union Monograph and list entries site) manufacturing | manufacturin | manufacturing
e Regulation (EC) No 1223/2009 of the European Parliament and company issued | g company company issued
of the Council of 30 November 2009 on cosmetic products oo iidiba s | wesdlons || Dty
Medical the regulatory | regulatory
¢ Cosmetic ingredients Hotlist - Health Canada s st IR~
e National Institute of Health-Dietary Supplements Fact sheet Registration & the country of | ‘country 6forlgin
» Regulation (EC) No 1223/2009 of the European Parliament and Regulatory origin
of the Council - Legislation. gov.uk Adeslulscrssion,
e Therapeutic Good Administration TGA - Australia — Vaid Osigindl Vehd Ovigiat | Ve Grigid
¢ GSO 2528:2024-Cosmetic products — Technical Regulation of Manuficturing | Good Good 7
Cosmetic and Personal Care Products Claim Practice GMP Manufacturing Manufacturin | Manufacturing
» GSO 1943:2024-Cosmetic Products - Safety Requirements e Pecilc ERtioie || Puieticy
(For any certificate for the | 1SO certificate for the
of Cosmetics and Personal Care Products. ey | e —— o
site) manufacturing related to the manufacturing
company issued product’s company issued
from Medicine & | scope for the from the
Medical GCC regulatory
Products manufacturin | authority in the
Registration & g company country of origin
Regulatory issued from and legalized by
Administration the regulatory | Kuwait embassy
after Inspection authority in in the country of
for the the country of | origin
manufacturer to | origin
ensure the
implementation
of Good
Manufactuting

Practice (GMP).




