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INTRODRUCTION

In sccordance with Pharmacy Law in the State of Kuwait
a pharmaceutical product including veterinary products
can oaly be placed in the local market only ifregistered by
the Medicines & Medical Products Registration &
Heguistory Administration

Esch and every pharmaceatical product including
veterinary products numt be represented by a local
pharmaceutical company which will be reforred to as the
Lacal Agent

Locsl agent will be responsible for providing the
documents set by this MD. in order to Gnalizs the
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Product (CPP) in WHO format [for Vetertnary Medicines)
or Legalized® Original Free Sale Certificate {for Vetorinary
Supplemenia) fmaed from responsible anthorities in
couniry of erigin (Annes )

2 Finished product sample snclosed with leaflet | Armex 1)
3 Smmmary of product characteristios.

4 Reports of Post marketing Experience (Reports

surmmarizing marketing experience of the produces which

tudes all signi safiety
3 Legalized™ origimal price certificate as per pricing
departement requicrnients

TRANSFER OF AGENCY

1 Legalized™ original Letter of appointment for the new
local agent issued by the marketing suthorization holder.
2 Legalized™ original Termination letter of the previous
local agent mentioning date of termination issmed from
MAH

3 List of products that are alfected by the tramefor,
including prodisct name, concentration, dosage foem, and
manufacturing sites if defer from MAH.
REGISTRATION SUSPENSION CIRCUMSTANCES

1 0F the product of the mansfacuring company is
suspended in the conntry of origin

2 Lack of safety or efficacy of the product

3 If the company does not comply with corrent GMP
standards

17 Finished product umplq for analysis with seferonce
dard-Veteri ls used for food

producing anitals l'TM_I;rrAl i |

REQUIREMENTS FOR  REGISTRATION OF

VETERIMARY FOOD SUPPLEMENTS, FEED

ADDITIVES & HEALTH PRODUCTS

1. Legalized® Origimal Certificate of Pharmaceurical

Product [CPP) in WHO format o Legalized® Original Pree

Sale Certificate issued from responsible authorities in

country of erigin (Aunnex 2)

2, Finished product sample enclosed with lsaflot (Annex 1),

3, Certificate of :umpwlldvn stating sctive ond inactive

imgredi ives, coloring favoring

agents, ete) with their qmtiliﬂl

4, Legalized™ origimal price cortificate as per pricing
departenment requiermemnts.

3. Certificate of analysis of finished product sample.

& Summary of product characteristics

7, Certificate of drug residue and withdrawal period,
withdrawal periods -Veterinary Product wsed for foed
producing animali- (Annex &}

B Copy of global recognized sutherities’ approval of the
product e g FDA, EMA. or GHC [ifavailable).

@, Certificate ol suitability for any ingredient fom saimal
arigin (BSE/TSE Free Certificats)

o
NOTE: Al Injecable dosage forms are requested to | C
vubmitted a3 a pharmuceutical product, ~

REQUIREMENTS FOR  REGISTRATION OF

VETERINARY FEED ADDIDTIVES WITH PACK SIZE

OF MINUMUM 2550

L. Original Intter of distribution from the company (MAH)

stuting that the agent is the distributor in Kuwait, [ TAZ 1]

2 annl! Free Sale Certificate issued from responsible
ities in country of origin (Annex ).

4 Ithe product does not comply with specil ion issued

by the manufcturer or by the  pharmacoporis

specification, upan repeated analysis

5 I discrep in the were

whaerved

6. As por matketing nuthorization holder request

T Moneomplisnce to the Medicines & Medical Products
& A laws  und

regulaticn
B I the Medicines & Medical Products Regisiration &
Regalatory Administration come to know by any
elreumatnces other than agent about any warning issued
For i ring site by FITA, EMA,
WHO, GHC or any ather International Health Farums
REGISTRATION CANCELLATION
CIRCUMSTANCES

1 I the product registration is cancelled in country of
origin

I Medicines & Madical Produc  Hegistration &
Regulaory Adminbsration reserves the right to cancel the
registration of the predoct if there is any risk related 1o
safery of the product or it faib to comply with this

J Certificate ul'mmpwld.vn u-m; active and inactive
P , coloring Havaring

agents, cte. | with their quantities

4. Certificate of analysia of Snished product sumple.

5. Declaration from the Marketing Authorization Holder

confirming that the product @ free Froms antibiotics,

substances, radioactive materials, and proteins from
animal sources.

For all classifications, products that are not reglaered in
the country of origin must submit & justification
explaining the reason for the lack of registration and
marketing  Additionally, » list of countries where the
product is marketed and registesed must be provided The
approval or rejection of sach products will be determined
based on regulatory evaluation

VARIATION

1 Any changes’ additions made to a registered product
mist be submitted to the administration for review and
approval ar Such  changes additions cannot  be
fmplemented  without prior  approval  from  the
administration.

1, Specific requirements will be set for rach type of change/
addition as an official memo,

RENEWAL HEQUIREMENTS OF REGISTERED
VETERINARY PRODUCT

I Legalized® original Certificate of Pharmasceurical

$2025(12/28 — 2 1447 oy 8 2081
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REGISTER VETERINARY FRODUCTS
REQUIREMENTS FOR REGISTRATION OF LOCAL
AGENT

1. Copy of valid Ministey of Commerce Iﬂwulemlhng that
the company is authorized ta sell diei

i of the i dcal product snd
its manufacturing company
For locally manufactared pharmaceatical prodoct or
when the marketing wuthorizution holder is a local

2. Copy of valid license issned from Drug

v:ownh)‘ The Mﬂllcmﬂ & Medical

Adminkstration.
3. Copy of valid Stors License issied frons Drag Inspection
Administration.

4 Copy of authorized personal signatures from Pablic
Authority of Manpawer.

5 Any ather documents moy be reguested by the
Administration in accordance with ather MIVs
REQUIREMENTS FOR  REGISTRATION OF
VETERINARY COMPANY IMARKETING
AUTHORIZATION HOLDER {MAH) AND
MANUFACTURING COMPANY IF DIFFER|

1. Legalized™ Original lotter of appointment from the
company | MAH) stating that the agent is Authorized agent
in Huwait

2. Legalizad® and Original Manufacturing Licenses from
country of origin for each manufacturing site imusd from
Ministry of Health ar any other responsible authoritios in
couttry of origin

3. Legalized® Original Good

NDTE annnm:nu for feed addidtives MAF

mesfe ri’awmm

size of minuman: 15kg can difter.
ULREMENTS  FOR  REGISTRATH

1. Legalized” original Certificate of Pharmmacentical

Product {CPP) in WHO format or Legalized” Original Free

Sale imued from responsible authorities in country of

aelgin (Annex 2y

2 Finished product sasmple enclosed with leafler (Annex 1)

3. Centificate of composition, stating active and inactive

ingredients {excipients, preservatives, coloring! flavering

agents, sic ) with their guantities

4 Source of supply of active ingredients,

5 Raw imaterial specification  with  reference

pharmacopeia,

& Finished product specification (Annex 3}

7 Certificate of analysis of finished product sample

6 Seability studies a3 per VICH guidelines for climatic

zone [l and IV (Annes 4)

9. List of countries where the product is rogliersd with

rogistration date and number.

10 Summary of product characteristics,

1 Cersificate of drug residue and withdrawal period,
inary Ik iticals use for

Products Hegi & s the
authorized body Lo e the Cwu.&:ne of Pharmaceutical
Product, ing Licenss, Good s
Practice i d any related to
phasmacentical product registration

Veterinary Products Classification

+ Based om Active ingredient:

* Veterinnry Pharmaceutical product

« Veterinary Supplement, Feed additives & Health product
« Based om Target animal species

+ Food producing animals

+Non-Food producing suimals

CLASSIFICATION OF VETERINARY PRODUCT
ACCORDING TO ACTIVE INGREDIENTS

1 Veterimary Pk i ici Veterinary
Product that constits ofa ph el iviiveingaedi
wsed to prevent o trest any kind of diseases that affect
different kinds of animal specics {Including hisfogical
products),

Veterinary Suppl Veterinary produce  that
ists of active ingredients such & (vitamibns, minerals,
acids) msed to prevent and treat many kinds of
cansed by malnorrition and deficiencies of some
and minerals that lfect different kinds of animal

d additives. Components added to animal feed,
may or sy oot contsin nutritional value, are
intentionally added to the feed for technical, semsory,
nutritional purposss andior Bavorsbly improve saimal
Juction and perfi of to sty the 1
needi od'lulnnh
3 Vaccines Biological products that interacts with body's
immuease system producing a response mimicking the
response resubting by natural infection withaut exposing
the recipient o the disease with it complications
aifing the itions and Bghting of
prathogens such ai viruses and bacteria
& Vetorinery Health Prodocts (VHPsp Non-medicinal
products intended to improve the health and well -beiag of
animuls. They may include herbal remedies, probiotics,
immune  boosters, and other mome prescription
formulations and they contain only approved namarl or
synthetic ingredients intsndad far | ive or health
improvement of the animal be mther than corative
Catogories inclade. Probiotics, Digestive Aldi, Herbal,
Topical Health Products (Skin & Cont Care, Hoof & Paw

y T
foud producing anirmals (Annex 6

12 Clinical studies.

1} Toxicological and residual studies (Aniwx 5}

14 Legalized™ originad price certificate as per pricing
departement requierments.

15 Copy of global recognized muthosities’ approval of the
produce e FDA, EMA, or GHE (if available),

16 Certifi fiar nay ingresdient from anieal
origin (BSE TSE Free Certificate).

CLASSIFICATION OF VETERINARY PRODUCTS
ACCORDING TO TARGET ANIMAL SPECIES
Produets wied for food prodocing animals:
Veterinary produets that are used for food praducing
animals such as- Cartle, Sheep, Goat, Camel, Poultry..ete
~ Praducts used for non- feed producing animals:
Veterinary products that are used for non-food producing
animals such as. Horses, Donkeys, Cats, Dogs, Birds.. ot
THE FOLLOWING MUST BE FULFILLED TO
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a. Long term studies at 30°c +2°% for complete shelflife.

b Accelerated studies at 40°c+2%c for 6 months.

- Studies for products stored in semipermeable container
a. Long term studies at 30°c+2°c¢/353%RH +5% RH for
complete shelf life

b. Accelerated studies at 40°¢42%25%RH +5% RH for 6
maonths.

- Smudies for prod stored in

a. Long term studies at 5°c+3° for complete shelflife.

b. Accelerated studies at 25%42% | 60%RH +5%RH for &
months,

- Studies for products stored in freezer

a, Long term stability at -20°c+5%c for complete shelf life.
- Effect of light (if applicable)

- Testing frequency: every 3 months the first year, every 6
months the second year, and then annually

~Post approval stability studies

ANNEX 5

Toxicological and residue studies including the following:
1. Withdrawal period

2 Acute toxicity

3 Chronic toxicity

4. Tolerance

5 icity & E

6 Carcinogenicity & Mutagenicity & T iciry
ANNEX 6

Certificate of drug residue and withdrawal period:

1. Withdrawal period of the product should be complying
with the withdrawal period in International References.

2 If International References are not awvailable the

following are the mini pted withdrawal period;

— Meat: 28 days

- Milk: 7 days

=~ Eggs: 7 days

ABBREVIATIONS

Marketing Authorizarion Holder MAH
Good Manufacturing Practice GMP
Manufacturing hicense ML
Centificate of Pharmaceutical Produce CPP
Froe Sale Certificate ESC
Patient Information Leaflet (L1 8
Relative Humidity BRH
Cost Insurance and Freighe CIF
Site Master File SMF
World Health Organization wHO

| Minictry of Health MOH
Gulf Health Council GHC |
Gu]fﬂoopcrmio-l_a Council GCC
High Pressure Liquid Chromatography HPLC
Food & Drug Administratdon FDA
Esropesn Madicine Agency EMA
Veterinary Medicine Directorate V™MD
Food & Agriculture Organization EAD
European Food Safety Authority EFSA
Veterinary International Cooperation for VICH
Harmonization

| World Organization for Animal Health OIE

$2025/12/28 — 2 1447 o) 8 &4 116
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printed on label and included in the leaflet:

Product name

Dosage form

License holder and Manufacturer name and origin
Batch| Lot number

Manufacturing and Expiry date

Storage condition

Specified animal species

Composirion

Indication

10. Dosage and Method of administration

11 Withdrawal period

12, Warnings

13 Contraindications

14, For animal use only must be clearly printed on the
label

ANNEX 2

Legalized® and Original Certificate of Pharmaceutical
Product (CPP) or Legalized® and Original Free Sale
Certificate issued from the responsible authorities in

e I

country of origin including the following
1. Product name
2 License holder and address

. Full

e, solhgll

ministerial decree
3 A product is liable ro llation if the Medici &

Medical  Products  Registrati &  Regulatory

Administration come to know by any circomstances other
than agent about any warning issued for a specific drug or
manufacturing site by FDA, EMA, WHO, GHC or any
other International Responsible Forums,

4 Ifthe regi d pk ical product is not imported

to the State of Kuwait for the previous two years.
5. As requested officially by the Marketing Authorization
Holder to cancel the product registration,

6 Tfthe regi i product is not r d within 6 1
from the registration certificate expiry.
7. If falsified infi i were submitted as part of

registration file, or discrepancy in the documents

submitted were observed,
8 If the product fails to comply with

company set specificarion

ANABOLIC STEROIDS & DANGEROUS
SUBSTANCES

G RESTRICTION MUST BE

om0 1)

Finished product specification should include the
following:

e B - T U

Limits for all tests

Reference pharmacopoeia

1. Description of the final dosage form

2, Physical parameters

3. Chemical p (Complete tests p I
4 Detailed method of analysis

5. HPLC Ct grams (I applicable)

6. Microbiological p (rapplicabl

P

B

9

Sterility test (ITapplicable)

ANNEX 4

Stability studies as per VICH guidelines for elimatic zone
[T and IV should include the following:

1. Batch type and size, mini her of batches 3, in

which 2 can be pilot and at least 1 smaller scale production
batch for new submissions

2. The study protocol and conclusion,

3. Raw data of the study in tabulated form.

4 Studi diti as foll

- Mon- specific studies
a Long term studies at 30% + 2%/ 65% RH 5% RH for
complete shelf life,

b. Accelerated studies at 40°c 2%/ 75% RH 5% RH for 6
months,

- Studies for prod stored in imp

angerous substances must only be

use nary Hospitals and Clinies.

= Di: abolic Steroids & Dangerous must be
1 3 in Ned

Hospital and Clinics.

= Hospital or Clinic request must be issued to allow release

within the Veterinary

of anabolic steroid & Dang specifying the total
quantity requested.

NOTES

- "Kuwait embassy | consulate in country of origin, and if’
not possible then by an authorized GCC embassy |
consulate in country of origin

- "*Chamber of commerce of the country of origin &
Kuwait embassy | consulate in country of origin, and if not
possible then by an authorized GCC embassy | late in

country of origin,

- Certificates with electronic verification tools will be
accepted only if issued by recognized authorities such as
the FDA, EMA, WHO, or Others. The verification miust be
directly accessible via an official portal or QR-code-
enabled authentication system,

ANNEXES

ANNEX 1

Finished product sample enclosed with leaflet

All information on sample label and leaflet should be in
English and Arabic. The following information should be



