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1-Aristolochia species

+ Aristolochia Clematis

+ Aristolochia Contorta

+# Aristolochia Debelis

% Aristolochia Fang—chi

+ Aristolochia Manshuriensis

+» Aristolochia Serpentaria

2-Amygdalin

3-Cantharides, Cantharis Vesicatoria, dried

insect

4—Curare or South American arrow poison,

Strychnos Castelnaei, S.To

a,«» Lrevauxi
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5-Cicuta Spp. (Water Hemlock), C Mac ,-\.fl

6—Chinaberry tree, Melia Azed'aMéi_-r. DWEJB
Cedar

W.com

7-Canada

canadense

Moon seed, Menispermum

8-Colocynth, Citrullus Colocynth

9- English Holly Ilex Aquifolium

10-Euphorbia Asthmaplant,
Chamaesyce hirta, Euforbia, Euphorbe,
Euphorbia hirta,
Euphorbia

species;
Euphorbia capitulata,
pilulifera, Euphorbium

Officinarum, Pillbearing Spurge, Snakeweed.

11-Jequirity (Abrus Precatorius)

12-Lilly of the vally, Covallaria Majalis

13-Lanata, Lanata Camara

14-Mandragora
officinarum, Atropa Mandagora, Mandagora
M. Acaulis, M . Foemina,
M Hispanica, M.Hausskenchtii, M.Vernalis,
M neglecta, M praecox

species, Mandagora

autumnalis,

15-Metopium Toxiferum (Poison Wood Tree)

16-Narcissus species (Narcissus,
Jonquil)

Daffodil,

17-Nerium Oleander (Oleander)

18-Nux Vomica, Strychnous Nux Vomica

19-Peganum Harmala

20-Physic Nut, Jatropha Curcas, Poison Nut,
Barbados Nut

21-Phystigma, Calabar Beam or Ordeal Beam,
Phyostigma Venensosum
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| Daily dose: 120 mg Children between 6-11

years of age

a) Single dose 11-35 mg, two to three times

daily

Daily dose: 33-70 mg,

(Mote: maximum daily dose for ethanol
i finished  prod

corresponding to 210 mg herbal substance)

b} Single dose: 9-18 mg. one to three times

daily

Dhaily dose: 1540 mg

) Single dose: 25 mg, two times daily

Daily dose: S0mg

d) Single dose: 75 mg, three times daily

Daily dose: 225 mg

¢) Single dose: 20-26 mg, three to four times

Dhaily

Daily dose: maximum of 80 myg

Children berween 2-5 years ofage

a} Single dose: 8-18 mg, two to three times

daily

Daily dose: 24-36 mg

(Note: maximam  daily dose for ethanol

containing finished products: 24 mg;

corresponding to 150 mg herbal sul

34 mg;

12— Colchi A 1

10~ Adonis Vernalis (pheasant's eye)
Restrictions:

For internal use only; max. dose 100 mg, max.
daily dose 300 mg

11- Cinchona officinalis, Cinchona bark,
.

Peruvian bark, Cinchy L]

Cinchona), C C&m barke

Cinchona Micrantha

L0 é\ol:w:i’l;
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s-Ipecac, Caphaelus _ Ip L
Carapichea ipecacuanha (Rio or Brazilian
Ipecac), C Acuminata (Cartagena ipecac)
Restrictions;

Fhe USFDA recommends that it is in the

Restrictions:

Internal use: max. dose 25
dose 750 mg. 'é
Pharmacy only

Colehi,

corm
Restrictions:
Internal use: max. dose 100 mg, max. daily
dose 300 mg_

Bark

Restrictions:

Internal use: max. daily dose 30 mg to be taken
once dally at night. If presented as a herbal tea,

amount of d  herbal sul
(equivalent to not more than 3 mg
derivatd in 150 ml of

b Single dose; 7-9 mg, two to three times daily
Dhaily dose: 14-27 mg
«) Single dose: 17 mg, two times daily
Daily dose 34 mg
o} Single dose: 20 mg. three times daily
Daily dose. 60 mg
The use in children under 2 years of age is
contraindicated.

15~ Nutmeg Mpuﬁ;ﬁ-agrance
Restrictions:
Maximum dose 1mg/kg body weight
| 16- Rhamnus Frnnunh S
Restrictions:
Internal use: max, daily dose 30 mg, to be taken
once dafly at night. If presented as a herbal tea:
amount of comminoted herbal substance
equivalent to not more than 30 mg
hydroxyanthracene derivatives in 150 ml of
boiling water as herbal infusion,
* The use in children under 12 years of age is
contraindicated

boiling water as herbal infusion.
® The use in children under 12 years of age is
contraindicated

- Co d during ¥

Mot to be used for more than 1 week.

14-English Ivy, Hodra Helix

Restrictions:

Adolescents, adults and elderly

a) Single dose; 15-65 mg, one to three times

daily

Daily dose: 45-105 myg

(Note: maximum daily dose for ethunol
ining finished prod 67 mg;

corresponding to 420 mg herbal substance)

b} Single dose: 14-18 mg three times daily

Daily dose: 42-54 mg

) Single dose: 33 mg two times daily

Daily dose: 66 mg

)y Single dose: 100 myg three times daily

Daily dose: 300 mg

erlaw.com

fluid ounce (30 m
in __addition to
) tion, the foll
conspicuous manner:
{1} A statement conspicuously boxed and in red
letters, to the effect: “For emergency use to
cause vomiting in poisoning. Before using, call
physician,
immediately for advice *

12} A waming to the effect: “Warning—Keep

or hospital emergency  room

out of reach of children. Do not use in

i persons, Ordinarily, this drug
should not be used if strychnine, corrosives
such as alkalies (lye) and strong acids, or

5

P such as k
coal ofl, fuel oil, paint thinner, or cleaning fluid
have been ingested *

{3) Usual dosage: 1 tablespoon (15 milliliters) in
persons over | year ofage, UNSAFE when used
in high doses or in children under the age of
one year,

* Registered in the UK with minimal
ingredient as a combination product syrup
under the traditional herbal medicine
registration, indicated for the relief of sore
throats and chesty coughs only

Restrictions:

Internal use; max, dose 200 mg, max. daily
dose 600

Can only be sold in pharmacy

Restrictions:
For external use only: max 7.0 %

7- Lobelia or Indian Tobacco, Lobelia Inflata |

8 Poison Hemlock (Conium Maculatum) |

22-Red yeast rice (Poisionous dye Sudan Red
B
| 23-Red squill or V Maritama or squil bulb

| 24-South American arrow Paison or Curare,

Strychnous Castelnaui, 8 Taxifera,
S Cervauxii

| 25-Solanum Nigram, Sol Dul

| 26-white Hellebore or E pean Hellek

| Veratrum Album

|27-White Snake root or Rich Weed,
Eupatorium Rugosom
726~ Senccio (Pyrrolizidine Alkaloids)

Jonine os Deadly Nightihads, |

| Belladonna Herb
| 30-Areca Catchu

(2] oy Jut
Sl et L) ek gl Tl Bl gL
[lasky llpll) gl 29ty Jhwsa

1-Aconitum spp. (Aconite, M-oﬂ:;huudi.- all |

Aconitum  species  incloding:  Aconitum
pell A i i Aconitum

uncinatum  var  Japonicum,  Aconitum

Aconitum lycoctonum

Restrictions:

External use only. max, dose 13%
| 2- Adhatoda Vasiea
Restrictions:

The following precaution should be added on
the outer pack and leaflet. Do not take if you
are pregnant or breast-feeding’

3- Egypti Hy miger,
E albus, muficus
Restrictions:
Internal use: 100 mg (maximum dose), 300 mg
(maximum daily dose).
Can only be sold in a pharmacy

| 5-Gelsemium sempervirens, Yellow

Jessamine, Gelsemivm

e} Single dose: 40 mg three times daily

9. Piper Methysticum (Kava Kava)
Restrictions:
For external use only,

Internal use:
daily dose 75 mg
can only be sold in a pharmacy

dose 25 mg,
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LIST OF ANNEXES 169
Annex I List of banned and restricted herbs 169

1.5 Electronic Certificates and Verification 162
1. Valid Electronic certifictaes are acceptable
ided that an d veri jon tool is

Table 1: List of banned herbs in herbal products/
herbal teas 170

Table 2: Restricted herbal ingredients in herbal
products herbal teas 170

m PP

Hable fiir tha sathentication and vesif
of the electroic certificates, 162
2. For Electronic ke |

$2026/1/1 - 2 1447 ) 22 a1

161

12 Marketing Authorization Holder (MAH)
registration requirements 161

1 Legalized letter of appointment from the MAH
stating that the local agent or the scientific office

References 172 required. 162
3 El ic leguli i - provide 2 Original legalize.
ABBREVIATIONS that an app A verifi tool is available for the country of origil
| B Psnpls the auth issued by the health

Corst Tnwuraise v sl Freight
Coridicare of Pharmarsutical Product
| Earopean Madicae Agacy

2.1 Scope of a herbal product 162

Free Sabs Corsificar

2.2 Classi ion of herbal prod 162

K il 2.2.1 Herbal Medicine (HM) 163
SRR | ek oty Db 2.2.2 Traditional Herbal Medicine (THM) 163
HM | Herbal sedicine
WINS | Finrhal ssrsral seppiemsat 2.2.3 Herbal Natural Supplements 163
MO | Minisierisl Decren - 2.3 Requi Frhe P I
MAI | Markering Aushorizaiion Holder
“MHRA | Misdicines sl Habthenre products Regalatory Agemey product 163
P | Pariet i Lstlet 231 Admini
RH Relative Hurmidity N
TEM | Tralitional Chimess Madicins 163
[ Traditional Hosbal Modicine 2.3.2 Technieal quality registration requi
™ | =
| USFDA | Unibed Siates Food wnd Drug Adsmisistration 84
USF | Unibrs Stabes Pharinscopeia 2.3.3 Technical safety and efficacy registration
COA_ | Corcficars of Anslysis i 165
WD | Workd Healih Crgamisation 5
T " 2.4 Requi for the renewal of a registered
GLOSSARY OF TERMS Sarbut prodtact 165
Adverse effect: any unfavorable and unintended 3. Section ITL. Herbal Tess 167
sign in a patient or clinical investigation of a 3.1 Definition of a herbal tea 167
subject ini d including a symy o 3.2 Requi for the regi of a herbal
tea 167

disease associated with the use of a product with
a therapeutic effect and which does not
necessarily have a causal relationship with this
treatment

Authorized representative; also referred to as
the Local Agent or scientific office or local

321 Regional administradve registration

requirements for a herbal tea 167

3.2.2 Technical quality registration requi

for a herbal tea 167

3.2.3 Technical safety and efficacy registration
qui for a herbal tea 168

approved afliliates, is a legal entity in
the State of Kuwait, officially appeinted by the
Marketing Aothorization Holder (MAH) to act
on their behalf before the Medicine and Medical
Products gistrati and  Regul
Administration in all matters related to the
registration,  importation,  pricing,  post-
i and ication of

medicinal products

3.3 Requiremments for the renewal of a registered
herbal tea 168

4. Section IV Variation, Transfer of Agency and
Cancellation of a Herbal Product/ Herbal Tea
168

4.1 Variati qui for a regis d
herbal product! herbal tea 168

4.2 Transfer of Agency 168

4.3 Herbal product| herbal tea suspension 169
4.4 Herbal product/ herbal tea cancellation 169

s magl@STErlaw.c

Omd authority i
3 Original legali
Practice (GMP)  certificate % relavent
1 O ization for S lardizati
such as (1503 22716 or 2200 from the country of
arigin 161
4 Site master file (for herbal products only) which
contain the following: 161
1.3 Manufi ing site regi
(IF the manufacturer is different than the MAH)
162
1. A letter issued from the MAH explaining the
relationship  between the MAH  and  the
manufacturer. 162
2. GMP certificate of the manufacturer / IS0, 162
3. Manufacturing license of the manufacturer
162
14D Legalization and Certi ion 162
1 Legalization of Certificates issued by Health
Authorities such as the CPP, GMP Certificate,
Manufacturing  License, and any other
certificates issued by the Health Authority in the
country of origin must be Original, legalized by
the Embassy or Consulate of the State of Kuwait
in the country of origin, 162
2 In cases where this is not possible, legalization
may be done by an authorized GOC Embassy or
Consulate in the country of origin 162
3. Other Official Documents such as the Letter of

and similar

Pricing C

st be legalized by

158 Spnedly il A 1773 st et oy S0

[ Not to be used for more than 1 week
Mot suitable during pregnancy.

[ 17- Hyoscymus Muticus (Egyption Henb
Hyoscymus  Niger  (Black  Henbane),
Hyoscymus Albus
Restrictions:

Internal nse: max. dose 100 myg, max daily
dose 300 mg
| Pharmacy only
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Glossary of Terms 5
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the Embassy or Consulate of the State of Kuwait
in the country of origin (or an authorized GCC

' Jate if not ley, and The
Chamber of Commerce in the country of origin,
162

1. Section 1. Local agent, Marketing
Auathorization Holder (MAH) and
Manuf ; Comp T Sl
Requirements ¥

1.1 Authorized Representative Reguirements
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AUTHORIZATION HOLDER (MAH) AND
MANUFACTURING COMPANY
REGISTRATION R.EQU[RE.\‘I.ENTS
1.1 Authorized i
1. Copy of valid license from t.be Ministry of
Commerce in which the company activity

includes the sale of medicines
2, Copy of valid store license issued from the

Administration,
3. Copy of valid agum'y license issued from

and

herbal preparations and various mind and body
practices, such as acupuncture and tai chai, to
treat or prevent health problems
INTRODUCTION

In comphanee with to the P!:armuq' Law of the

State of Kowait, p
including herbal prddu
not be marketed locally unless :ﬁ;y are registered

wralTIle (_g\otfrﬁiir“‘ R\ -
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Country of origin. The country where the
product is manufactured or the country of the
product marketing authorization holder (MAH).
Finished product: a medicinal pmdn:! which

indicates a particulff p in the

with the Medicines and Medical Products
Registration and Regulatory Administration.

e esteriaw.c

Phar 1 Insp and ki v fram

Administration established by the Medicines lnd Medical
4. Copy of authorized personal signatures, Products  Regi i and  Regulatory
12 MARKETING AUTHORIZATION Administration, All herbal products and herbal
HOLDER (MAH; REGISTRATION teas must be ropresented by alocally registered

REQUIREMENTS
1 Legalized letter of appointment from the MAH
stating that the local agent or the scientific office
is the authorized representative in the State of
Kuwait,

2 Original legalized manufacturing license from

entity, referred  to  as  the Anthorized
Rey ive, The Authorized R

shall be responsible for submiting all
1 : seired under this Ministerial
Decree in order to complete the registration of
the herbal product or herbal tea, as well as the
ofits

the country of origin for each ing site
issued by the health authority or the d

This Ministerial Decree is structured into four

anthorized authority in the conntry of origin.

3 Original Jegalized Good Manufs E
Practice (GMP) certificate % relavent
International O ization for Standardizati
such as (150) 22716 or 2200 from the country of
wrigin

4 Site master file (for herbal products only) which
contain the following:

a) General information and history of the
company.

sections:

= Section I defines the registration requirements
for Authorized Representatives, local agents
Marketing Authorization Holders (MAHs), and

manufacturing companies.
sSection Ilsets out  the  definitions,
lassifications, and reg qui

applicable to herbal products
+ Section III defines herbal teas and outlines their
registration requirements.

b Capital and tumover for the past three vears » Section IV blish the q
) Layout and di of iz ing sites. [ ing jations, transer of agency, and
) Quality control unit lndqnallt}' ' llation of regis d herbal prod and
@) Py 1 inf inclading number of herbal teas

npl in each d and  their This Ministerial Decree shall be applied in a
qualification. manner that iy transparent, consistent, and

e

f) Premises  and quip
manufacturing sites owned by l.l|e Ccompany,
manufacturing  lines, and manufacturing
machines.

g List of products manufactured by the
company and exporting countries,

Where necessary, the Administration may issue
official memos specifying additional or product-
specific requirements that must be fulfilled by
the Authorized Representative or agent

1. SECTION I LOCAL AGENT, MARKETING

OfH= -

country of origin g of Eexport. It

contains specific inl héhame of

Ayurvedic medicine: is a traditional practice
based on ancient writings that rely on a “natural®
and holistic approach to physical and mental
health, Ayurvedic medicine is one of the world's
oldest medical systems and remains one of
India's traditional healthcare systems, Ayervedic
freatment combines products mainly derived
from plants but may also include animal or
mineral components,

Certificate of Pharmaceuntical Product (CPP); is

and whether the product is leeted
in the country where the FSC was issued
Good Manafacturing Practice (GMP) certificate:
this certificate states that the manufacturer is
periodically inspected by the relevant authorized

an i fomall: gunized i by drug

I horities for establ g the status

of a pharmat,nuli:nl product  registration
Taerd This d i i

that the medicinal product was prrm‘lm:ad under

a prehensive systern of quality assarance,

health authority and that it follows strict current
Good  Manuofacturing  Practice  (cGMP)

fuction of prod

conforming to Good Manufacturing Practice
(GMP) standards as mandated by the World

guidelines to ensare the p
with the desired guality standard

Marketing Authorization Holder (MAH) the
pharmaceutical company that legally holds the
right and responsibility of marketing the product
in Kowait

Patient information leaflet (PIL): the leaflet is the
product's information provided in the pack Tt
should be drawn up in accordance with the

sumimary of the product istics

Health O ization (WHO) It ins specific
information such as the name of the product, the
fi dati the P . packager,
product license holder, and whether the product
is marketed in the country where the CPP was
fssued,

Clinical trial: any investigation in human
subjects intended to discover or verify the
clinical,  pharmacological andior  other
b d: ic effects of an investigational

Specification: is a list of tests, references to

product, and or to ideatify any adverse reactions

igational product, and/or to study the

lytical p d ppropri T toan
criteria and reference of each tested parameter absorption,  distribution, metabolism  and
{e.g  United States Phar peia, British ion of an i g

Pharmacopeia, in-house. . ete.),

Stability study, is a study that contains
information on storage conditions, batch
number, batch size, container closure system
and completed (and proposed) test intervals,
results and conclusions with respect to storage
conditions and retest date or sheli-life, as

appropriate,
Summary of product characteristics. the
definitive description of the product.

Traditional Chinese medicine (TCMp is a
combination of practices and remedies that were
originated in ancient China, and has evolved
over thousands of years. TCM practitioners uses

1 product, with the

objective of ascertaining its safery and/or

efficacy

Compatibility study: Herbal product

compatibility refers  to  the  documented
lisatd of i i b a herbal

medicinal prodoct  and i reconstitution

dileentjs),  container—closure  system,  or
dosage/administration device(s)to ensare that
such interactions do not adversely affect the
product’s quality,  safety,  smbility,  or
performance throughout its shelf life and in-use
period
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(e.g. Traditional Chinese Medicine, Ayurvedic
Medicing, etc), The traditional herbal
registration is to provide a simplified registration
option for herbal products. Therefore, no clinical
tests and trials on efficacy are required as long as
sufficient safety and efficacy data  are

d d based on evid of long—

standing use (ie a period of at least 30
ditional use. The dose
and method of preparation must be the same as
those traditionally used) THMS must only
contain claims or therapeutic indications based
on long-standing  traditonal use.  Any
indications or a claim added to the product that

years of

is not supyp 1 by long- 1 fitional
use evidence requires the product to be
gi d as a HM, requiring the submission of

« Herbal Natural Supplements (HINS)
» Herbal Tea with medical claims

bl v

Rk Tes. Pt ol Preduegs
2! I,;,_J.G_LLLD
b sk Rl .

p2026/1/11 — 2 1447 =, 22 4 162 gty B dalt 1773 sl gl g1
2 For El i i legalisation is not ) Distributi b product
required. defects and recalls from any authorities
3 El ic legali: is ptable provide rldwrid
that an app 1 tool is available for i) Contract manufacturing information

2, SECTION I1. H

Arraree Towdnrmal
[ralisin

mesferlaw.c

2 2 1 Herbal Medicine (HM)

“The dassification of a herbal product as a HM
suggests that the product is assessed as a herbal
medicine with well-established use, This means
that herbal products wnder this classification
require their safety and efficacy to be

clinical studies for the p 1 indicati

223 Herbal Natural Supplements

This refers to a supplement of one or more herbs
or a herbal preparation derived from herbal
plants jor plant parts), presented in a dosage form
such as capsules, tablets or liquids that is not
intended to diagnose, treat, cure or prevent
disease and it can be used to maintain normal
overall health

23 REQUIREMENTS FOR THE
REGISTRATION OF A HERBAL PRODUCT
2 3.1 Administrative registration requi

1. Covering letter: the applicant should inclode a
covering letter for each submission with local
agent letterhead, including the herbal product
trade namme,

concentration,  MAH,
plete list of

4 pany, and a
1 bmitted for reg
2. Application form: should be submitted filled,
signed and stamped by the applicant,
3. Original legalized free sale certificate (FSC) or
Certificate of Pharmaceutical Product (CPP)
issued from the regulatory austhority at the
country of origin for each herbal product
thowing that it is regi d and marketed in the
country of origin. The certificate should be
legalized from Kuwait Embassy The FSC/CPP
should include the following:

4 d through data obtained from
elinical erials

1. A Herbal Medicine must be limited to 5 herbal
active ingredients, in case more than 5 active
herbs a compatibility study is needed

2. A herbal product cannot be sterile or be
administered by injection.

3. The presence of normal flora in the herbal
product will prevent the product from being

eligible for regi: as a herbal prod eg.
Probiotics
4. The of vitamins or minerals in the

herbal product will not prevent the product from
being eligible for registration under the Herbal
category, provided that the action of vitamins or
minerals is supplementary to that of the herbal

active i di garding the specified
claimed indication.
5. Herbal prod ing Honey p ]

in pharmaceutical dosage form is eligible for
registration under the herbal section,
6. Raw medicinal herbs and extracts wsed in

h ical 3 .

g or scientific
research does not require registration and is
granted approval by the release department,
2.2.2 Traditional Herbal Medicine (THM)
Traditional medicine refers to the knowledge,
skills and practices based on the theories, beliefs
and i indi to diffe

cultures

21SCOPEOFA

* Any medicinal pro
Oc vd iggredients con

he or herbal prep i

or more

rhal sul

. or such

herbal substances in combination with such
herbal preparations that are intended for
prophylactic, therapeutic, or other human health
benefits.

= Herbal sut d or cut

J) Pharmacovigilance Master File
kj Recognized global app for the P
such as the United States Food and Drug
Administration (USFDA, European Medici
Agency (EMA), Moedicines and Healthcare
prod Regal Auth (MHRA) or a
drug regulatory anthority in one of the Gulf
Cooperation Council (GOC) countries,
13 MANUFACTURING SITE
REGISTRATION REQUIREMENTS (IF THE
MANUFACTURER IS DIFFERENT THAN
THE MAH)
1. A letter issued from the MAH explaining the
lationship the MAH and the

consist of frag;
plants, plant parts, algae, fungi, lichen in
unprocessed, usually dried form, but sometimes
fresh. Certain exudates that have not been
subjected to a specific treatment are also
considered to be herbal substances. Herbal
substances are precisely defined by the plant part
used and the b ical name

manufacturer.
2. GMP certificate of the manufactarer [ 150.

3 Manufacturing license of the

14 DOCUMENT LEGALIZATION AND
CERTIFICATION

1 Legalization of Certificates issued by Health
Authorities such as the CPP, GMP Certificate,
Manufi g License, and any other

ding to the
binomial system (genus, species, varlety and
author). Herbal active substances that has been
including  synthetic

compounds from herbal material, are not

chemically  altered,

certificates issned by the Health Authority in the
country of origin must be Original, legalized by
the Embassy or Consulate of the State of Kuwait
in the country of erigin

2. In cases where this is not possible, legalization
‘may be done by an authorized GCC Embassy or

in the conntry of origin
3. Other Official Documents such as the Letter of

Appoi Pricing Certificate, and similar

administrative documents must be legalized by
the Embassy or Consulate of the State of Kuwait
in the country of origin jor an authorized GCC

considered herbal,
* Herbal preparations are preparations that are C I
btained by subjecting herbal o
treatments such as i
expression, fractionation, purification,
or ion. These include
d or powdered herbal sub

| EXIracts, ial oils, exp d juice
and processed exndates,
22 CLASSIFICATION QF HERBAL

PRODUCTS
» Herbal Medicines (HMS)
= Traditional Herbal Medicines (THMs)

it { late if not ilable), and The
Chamber of Commerce in the country of origin.
1.5 ELECTRONIC CERTIFICATES AND
VERIFICATION
1. Valid Electronic certifictaes are acceptable
tool is

ided that an app
Juble for flie autbisnticativn nnd verifcath
of the electroic certificates
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) Identification of the active ingredients of the
finished products

8 Finished Product Speci ions must inclode
following plmrl!lzﬂ and their limits:
=D

) Assay in full details of the active i di {as
the p fe

#) Impurities

f) Microbiological tests

» In case of vintments and creams:

a) Description

by Identification of the active ingredients of the
finished products

) Assay in full details of the active ingredients jas
the parameters stated by references)

stated by

o) Impurities

) Viscosity

fj PH

E) Water content

h) Uniformity of dosage unit

i) Microbiological tests

J) Particle size

9. For products containing substances extracted
from an animal source, certificate of suitability
for Transmissible Sp E h
(TSEyBovi - phalopath
(BSE) should be submited

10. Manufacturing process shoald be mentioned
with a flow chart/diagram

23.3 Technical safety and efficacy registration
requirements

Applicants must submit studies from all relevane
sources to support the safety and efficacy of the
product. The required evidence will vary
depending on the type of claim as well as the type

of the product,

2331 TECHNICAL SAFETY AND
EFFICACY REGISTRATION
REQUIREMENTS FOR HMS

1. Toxicological and safety studies, precautions
and side effects (if any) for the product should be
submitted Clinical studies should be submitted

= weight content

= Weight variation

S2026/1/11 - 2 1447 =, 22 b1
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® In-use shelf life (whenever applicable)

9. Finished product sample.

10. List of countries where the product is
i d with registration dates and L

2.3 2 Technical quality

a) The date and registration number of the
product in the country of origin

b} The herbal product submitted for registration
should be with the same composition and

* Solubility in water Jmtﬁu that the
* Identification of }hG_Lu_D (9_0 N
..

finished products

pathological micr: of

» Assay of the active ingredients
» Microbiological tests and i

s mesferlaw.corie «

« N B In case the herbal active is mention in a

o i ph pein: the - apph e
1 to Follow pk ial specificati
Otherwise, the same speci i iomed
above should be submitted from a non-
b 1] d for herbal

T T PR
product with their imits and validation .

9. Certificate of analysis of finished product of at
least one batch that should be the same batch
number as the sample submitted The certificate
should include all following parameters with the
limits and results:

# In case of solid dosage forms, -

a) Description

b) Weight content | Weight variation

) ldentification of the active ingredients of the
finished products

d) Assay in full details of the active ingredients (as
the parameters stated by references)

@) Impurities

f}) Microbiological tests

) Dissolution

¥ In case of liguid dosage forms: -

a) Description

b) Desintigration

) Identification of the active ingredients of the
finished products

dj Assay in full details of the active ingredients (as
the parameters stated by references)

2, A scient pporting  the
phnun»cologu:ul claim (e g,
Fh . scienti book or scientifi

journal).

&) kmp

f} Microbiological tests

# In case of suppositories: -
#) Description

b) Disintegration

insects, and pote mical
ctive pharmacolo

specifications of the active substances
stating the percentage of heavy metals (e g. lead,
mercury, cadmiom, arsenic, etc ) according to
PP d refe i ional 1 (e.g
European Pharmacopeia (Eur Ph), British
Pharmacopeia (BP), etc ).

3. Summary of the risk assessment merlng
risk evaluation for el l i

4. Evidence to show that the levels of elemental
impurities are  controlled during  the
manufacturing process.

5. Complete stability studies batches {preferably
commercial or pilot scale) The studies muost

include all the tests that are mentioned in the
fimished product specification inclading:

L Long-term stability studies as per ICH
guidelines over the SHELF LIFE of the product
at 30°C 12 & 65% relative humidity (RH) <5

(Long-term stability study performed at storage
condition 25°C +2 & 60 % (RH) +5 can be
aceepted),

- Accelerated stability studies at 40°C+2 &
75%RH 45 over a period of § months,

6. In use stability stodies

- In used stability study (post container
opening) if applicable

7. Stability Summary and Conclusions for shelf
life for

The manofacturer should define the period of
time during which, after being packaged for sale,
the product will maintain its purity and physical

i istics and its ITRIE di will

maintain their quantity per dosage unit and their
potency, Therefore, the MAH is responsible for
the determined shelf life based on scientific data

gth as the one regi d in the country of
origin.
4. Original legalized price certificate as per
pricing decree regulation.
5. Product information
* Include summary of product characteristics if
available.
= Label
= Patient information leaflet (PIL) in English or
(English and Arabic).
* The leaflet must include the following details:
a) Composition
by Indication
¢} Dosage
d) Side effects
e} Warnings
) Contraindications
g Major drug-drug interactions should be
mentioned in the leaflet
6, Decl. Hom of alcohol tent: a deel i
letter from the pharmaceutical company stating
the alcohol content of the product. Ifthe product
does not contain any aleohol content, a letter

from the pharmaceutical company stating that
the product is free from aleohol

@ NB The alcohol i
should be aligned with the concerned M D, for
importing and handling ethyl aleohol and any
material that is manufaceured with it

7. Pork- free declaration: A declaration letter
from the pharmaceutical company stating that
the product is free from any materials of
pork/porcine source,

# Artwork of the outer pack:

* Allergens and warnings shouald be mentioned

on the outer pack

« Storage conditions

» Manufacturing date and expiry date
= Batch number

= Indication

= Trade name

= Composition
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lical therapeutic  indicati Jeins its 2 licati Form: Either the standard
purpose application form or the electronic application

32 REQUIREMENTS FOR THE
REGISTRATION OF A HERBAL TEA

321 ional ks
requirements for a herbal tea
1. Covering letter: The applicant shall include a
covering letter  with each submission,
titled *Registration of a Herbal tea including:

» the herbal tea trade name

= concentration

= MAH

. i ing p (if diff than
MAH)

.a plete list of d itted for
registration

2 Original FSC issued from the M.\nlllry of
Health or from the d

form available through the registration portal is
acceptable

3. Letter from Marlmlmg}\m.hunnunn Holder:
Confirming continuati
in Kuwait.

4. Valid Certificate

lenmelmn.l Product

'jiU-LU-O(_g\OmU
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= Dosage form.
= Diirections of use,
» Risk information,

= Method of preparation
= Applicant should submit

+ N.B. Official

(CPP).
5. Original Legalized Price Certificate

pcing e i | e o ‘Fe rlaw.c

v of Product C}
Patient Information Leaflet (PIL), and Ilbllmg,
with approved revision date.

7. Proof of ongeing pest approval stability
studies

# Confirmation of al API &Finished Product

authority at the country of origin, legalized by
Kuwait Embassy, The FSC must include the
following information:

» Trade name

« Scientific name

« Indications

» Detailed composition for the active and
inactive ingredients

3 Status of registration of the product in the

country of origin
4 List of countries where the product is
i | with registration dates and b

5. Finished product sample. Information of the
product on the outer and inner pack sample must
bbe in English or (English and Arabic) and satisfy
the requirements of Ministry of C af

g Primasy, Y.

and Batch Release sites ot Kowalt with

corresponding valid Kuwait manufacturing site

registration certificate(s).

9. Confirmation of primary packaging material;

Intended for Kuwait.

10. Updated clinical overview: Including a

summary of safety data and abenefit-risk
Tuati firming  that  theproduct's

benefit-risk balance remains favourable.

11, Samples for analysis might be requested by

the A jon, during

or at any time after registration,

3. SECTION ITI: HERBAL TEAS

3.1 DEFINITION OF A HERBAL TEA

Herbal tea is a herbal product (refer to 21

i process

State of Kuwait. Information should include:
» Name

» Compaosition

» Uses

= Batch No

« Manufacturing date

« Expiry Date

« Storage Conditions

= Indication

3.2.2 Technical quality regi

for a herbal tea

Definition of a herbal product). Herbal tea is used
in many traditional medicine systems as a dosage
form. Herbal materials {for example, dried roots,
feaves or flowers) are packed into paper or cloth
bags or sachets, each containing ground herbal
muterials (a single herb or a mixture of different
herbs) sufficient for one dose for making into an
infusion, Herbal tea bags should be free from
bleach, gluten and dioxin. Herbal tea that is not
packed in a tea bag or sachet (i.c. loose), should
specify an exact dose and instruction for use,
Herbal tea  should include & clear

Oy

monographs  fro

Commission E, Ed

3 A study showing the pharmacological action
of the product including its action and effects on
the major organ systems of the human body.

4 W‘hen available, information based on
pr peri of a finished
product may be ]mmded to supplement the
evidence supporting the safety of the product
2332 TECHNICAL SAFETY AND
EFFICACY REGISTRATION
REQUIREMENTS FOR THMS

For a herbal product to be eligible for a THM

Cooperative on Phytotherapy (ESCOP), ete ) are
accepted
» Non-Pharmacopeial evidence for THMS

Applicants who submit a produet claiming that
it is a THM, but is unable to provide a
Pharmacopeial evidence must provide at least

B the product should meet the
following criteria:

* Have a period of at least 3 consecative years of
traditional use,

* The dose and method of preparation must be
same a3 those traditionally used

= Evidence of safery.

two  independ fi The refe » Adl to  approp £
must be reliable and from reputable sources, For standards
example: = Provision of iate product infi
- Scientific book orfand scientific journal (e g to nsers,

blished o d ifi % N_B The supporting evidence for a THM must
ertind.ale. Potter's New Cyclopaedia of show that the product has been used in practice
E ical Drugs and Prep ions ete. ). for at least 3 consecutive years. Reference to a

# N_B For both HMs and THMS, the applicant
has the responsibility to report to  the

A drsaini i to-dnk 1
any up pos

surveillance and adverse effect itoring of the

source published 30 years ago is not sufficient, as
this simply demonstrates that the product was in
used M) years ago. There must be a connection
k the di fon of use and the clalrmed use,

herbal product that occurred locally orfand
internationally,

24 REQUIREMENTS FOR THE RENEWAL
OF A REGISTERED HERBAL PRODUCT
The registration of a herbal product must be
renewed every 5 years from the date of issuing
the registration certificate. The agent must
submit the remewal file & months prior to
pharmaceatical registration expiration.

1. Covering letter; The applicant shall include a

THMs are divided inte two sub coategories
ding to the
A P P for ia iy

products

B) Non-Ph ial evid for traditional
products

¥ Pharmacopeial evidence for THMS

Product meeting this criterion only require one

covering letter with each
titled “Request for Renewal of Registration”
including:

# Trade name, Generic name, Strength, Dosage

form

» Manuf ;i . Anthoii

Ph I refe The appli must
show that l]|e fnlhmng items in the dossier are
identical to the F ial ref in the
following aspects

* Medicinal ingredients,
* Quantity of crude material equivalent
» Recommended dose

. R ded route of admini i

Holder (MAH)

* Recommended duration of use,
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#If the Medicine and Medical products

g . and Regulatory PR 1

come to know by any circumstances other than
agent about any warning issued for a specific
drug or manufacturing site by FDA, EMA,
WHO, GCC or any other International Health
Forums

44 HERBAL PRODUCT HERBAL TEA
CANCELLATION

and Medical p: and
Regulatory Administration reserve Lhe right to
Cancel the registradon of a herbal product]
herbal tea or company in the following
circumstances:

# Two years passed without importing the
registered product.

« The herbal product/ herbal tea is banned or
suspended in the country of origin or in any
country due to safety, quality, issue or lack of
efficacy, or il the product is proved to have toxic
or serious adverse effects.

» Submitted documents are false orifit is proven
to have different data from those submitted for
registration.

o If there is any chemical active ingredient(s) in
the herbal product/ herbal tea that was not
declared

system

» Valid Store license issued from Pharmaceatical
I T i & Li i Admini i for the
new agent

s Valid  Agency license  issued  from
Pharmaceutical i
Administration for
» Copy of product’s v;

(9_01 D.: n..' Lttu
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country of origin.
# The herbal prod L d for regi

should be with the same composition and
:trengxh as the one registered in the country of

registration re

» A valid Letter of appointment (LUA] [OF new
local agent issued from the MAH or regio

distributer in case the |aga1m Sg;e rl a W C

mentioned in the original letter oflppw tm
The LOA should be original and legalized by the
Chamber of Commerce or the Ministry &
Kuwait embassy in the country of origin

» Termination letter for the previous local agent
in Kuwait issued from the MAH or regional
distributer in ease the legal relation is already
mentioned in the original letter of appointment,

with confi ion that this ination is legally
compatible to the pwvwni signed agreement
and including ion date, The i

letter should be original and legalized by the
Chamber of C & Kuwait in
the country of origin.

43 HERBAL PRODUCT/ HERBAL TEA
SUSPENSION

# If the herbal product herbal tea does not Medicine and Medical prod Regi jon and
comply with the specil i itted by the Regulatory Admini ion reserve the right to
manufacturer suspend the registration of a herbal product/
s As per the i ion from the f herbal tea or company in the following

to cancel the product, the product will be
cancelled

« A product is liable to cancellation if the agent
fails to renew the product registration within 6
months of the expiry of the registration
certificate

«The Medicine and Medical pmdm:u

clrcumstances:

» If the preduct or the manufacturing company
is suspended in country of origin. Lack of safety
or efficacy of the product If the company does

and y A

reserves the right to cancel the registration of the
product if it fails to comply with this M D

LIST OF ANNEXES

ANNEX [ LIST OF BANNED AND
RESTRICTED HERBS

Manuf and Authoszed

not comply with

» the current GMP standards.

o If the product does not comply with the
specification issned by the manufacturer or by
the pl ial specification, upon rep d
analysis.

o IF di in the d bmitted

were observed
s Non compliance to Medicine and Medical

must ensure any herbal products/ herbal teas they

and " I Y

Admini ion laws and lati

ommmk

(English and  Arabic
requirements of Ministry of Commerce of State
of Kuwait. Information should include:
= Name
= Composition
= Uses
= Batch No.

* Manufacturing date

= Expiry Date

= Storage Conditions

= Indication

9. Samples for analysis might be requested by the
Administration, during

registration process or at any time after
registration

4 SECTION IV: VARIATION, TRANSFER OF
AGENCY AND CANCELLATION OF A
HERBAL PRODUCT! HERBAL TEA

41 VARIATION REQUIREMENTS FOR A
REGISTERED HERBAL PRODUCT/
HERBAL TEA

1. Finished product specifications and CoA of the
finished product (with the same batch number as
the onejs) submitted as samples) The CoA
shoold include all the tests (total Ash, Acid
insoluble  Ash, moisture content  and
microbiology} mentioned in  the finished
product specifications, including the limits and
results (ifapplicable;.

2. CoA and specifications of the active herbal
substances stating the percentage of heavy metals
(e.g lead, mercury, cadmium, arsenic, etc)

g to app i tonal

(eg ¥ peia (Eor.
Ph.), British Pharmacopeis (BP), ete.).

3. Evidence to show that the levels of elemental
impurities are  controlled during  the
manufacturing process

323 Technical safety and efficacy registration
requirements for a herbal tea

1. Safety and efficacy studies from competent
international authorities (Annex I1) (and/or
evidence of traditional use (refer to section
233 1) or clinical studies (refer to section 2.3.3 1)
if applicable)

33 REQUIREMENTS FOR THE RENEWAL
OF A REGISTERED HERBAL TEA

The registration of a herbal tea must be renewed

every 5 years from the date of issuing the
registration certificate. The agent must submit
the renewal file 6 months prior to the herbal tea

+ Any changs Iditions made to a regi d
herbal product/ herbal tea must be submitted to
the administration for review and approval.

* Soch changes! additions cannot be

implemented without prior approval from the

& i pirati The I

qui are idered mini at the
time of submission and are subject to daanga
The Herbal Dep at the Ad

reserves the right to request addidonal
documents on a case-by-case basis;

1. Covering letter: The applicant shall include a
covering letter with each submission,
titled ‘R for R I of istration”

administration,
* Covering letter: the applicant should include a
g letter indicating the req d changes. Tudi

* Specific requirements will be set for each type
of change| addition as a memo.

4.2 TRANSFER OF AGENCY

» Covering letter requesting transfer of agency of
a product products

= Application form printed out from the MOH

2 Original legalized FSC issued from the
Ministry of Health or from the concerned
authorized health authority at the country of
origin for each herbal tea, and should include the
following;

» The date and registration number in the
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r(3\;Um.u]. ci‘o‘uga: 1 tablespoon (15 mijliliters}in.
persons over | year ofage UNSAFE when osed
in high doses or in children under the age of
one year.
+ Registered in the UK with minimal
ingredient as a combination product syrop
under  the ditional  herbal dici

[Internal use: no permitted dose unless made |
ilable by a p iption from a

doctor or dentist (POM),

External use: max. dose 1.3%

2- Adhatoda Vasica

Restrictions:

registration, indicated for the relief of sore
throats and chesty coughs only.

the outer pack and leaflet: ‘Do not take if you

p2026/1/11 - 2 1447 2 22 &%
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12-Lilly of the vally, Covallaria Majali

' 13-Lanata, Lanata Camara

14-Mandragora species, Mandag,

place on the market do not contain banned
ingredients  They must also  ensure that

um, Atropa Mand Mand,
autumnalis, M Acauli

15-Metopiam To

are pregnant or breast-feeding”.

| 7- Lobelia or Indian Tobacco, Lobelia Inflata
Restrictions:
Internal use. max. dose 200 mg, max. daily
dose 600.
Can only be sold in pharmacy

8- Poison Hemlock (Conum Macul
Restrictions:
For external use only: max 7.0 %,

3- Egyptian Henbane, Hypeyam
Hyoscymmus albus, H)‘nxyméng’f
Restrictions:

Internal use: 100 mg (maximum dose), 300 mg
(maximum daily dose)

Can only be sold in a pharmacy

9- Piper Methysticum (Kava Kava)
Restrictions:
For external use only.

10— Adonis Vernalis (pheasant's eye)
Restrictions:

For internal use only: max. dose 100 mg, max
daily dose 30 mg,

11- Cinchona officinalis, Cinchona bark,

Peruvian bark, Cinct irubra, (Red
Cinchona), € Calisaya (Calisaya bark),
Cinchona Micrantha

Restrictions:

Internal use: max. dose 250 my, max daily
dose 750 mg
Pharmacy only.

" 12— Colehi A le, Colchi

Restrictions:
Internal use max dose 100 mg, max. daily
dose 300 mg.
Pharmacy only
Rh. i

5-Gelsemium sempervirens, Yellow
Jessamine, Gelseminm

Restrictions:

Internal use: i dose 25 mg,

daily dose 75 mg_

can only be sold in a pharmacy

Carapichea if ha (Rio or Brazili

Ipecac), C. Acuminata (Cartagena ipecac)
Restrictions:

The USFDA recommends that it is in the
interest of the public health for ipecac syrup to
be available for sale without prescription,
provided that it is packaged in a quantity of 1
fluid ounce (30 milliliters), and its label bears,
in  addition to other required label
information, the following, in a prominent and

conspicuous manner:

(1) A statement conspicuously boxed and in red
letters, to the effect: "For emergency use to
cause vomiting in poisoning Before using, call
physician, or hospital emergency room
i diately for advice *

13-Cascara aprd-;_orr. P
Bark

Restrictions:

Internal use: max, daily dose 30 mg to be taken
once daily at night. If presented as a herbal tea,
amount of i 1 herbal sub

_e_u_;u_:ivnhcm to not more than 30 mg

(2} A warning to the effect: “Warning—HKeep
out of reach of children Do not uwse in
i persons Ordinarily, this drug
should not be used if strychnine, corrosives
such as alkalies (lye) and strong acids, or
petrol i suchas k . i
coal oil, fuel oil, paint thinner, or cleaning fluid

have been ingested *

16-Narcissus

"W-P@g;nnm Harmala
20-Physic Mut, Jatropha Curcas, Poison Nut, |
Barbados Nut

21-Phystigma, Calabar Beam or Ordeal Beam, |
Phyostigma Venensosam |
22-Red yeast rice (Poisionous dye Sudan Red |
Gy

23-Red squill or V. Maritama or squil bulb

24-South American arrow Pobunnc Cur-me. |

gredi are used legally The
following tables includes banned and restricted
lists that has been extracted from various
« ul horities, and others
based on Kuwait Ministry of Health M. D
Table 1 consists of banned herbs that cannot be
included in  herbal products’ herbal teas
submitted for registration,
Table 2 consists of herbal ingredients that are
subject to specific restrictions (i.e, precautions
for their use, indicati prabl
liemits ete ).
Some herbal ingredients are subject to more than
one set of restrictions.
Restrictions may be added or removed at any
e,
Table 1: List of banned herbs in herbal |
products| herbal teas

1-Aristolochia species
# Aristolochia Clematis

Strychnous Castelnaui, 8 Toxifera,

5 Cervauxii < Aristolochia Contorta

AR R Nigram, Sol Dl % Aristolochia Diebelis

26-white Hellek or Europ Hellek & Aristolochia Fang—chi

Veratrum Album | & Aristolochia Manshuriensis

27-White Snake root or Rich Weed, % Aristolochia Serpentaria

Enpatorium Rugosmm | 2-Amygdalin |
28- Senecio (Pyrrolizidine Alkaloids) | _3—'“ harides, Cantharis Vesi dried |
29- Atropa Belladonna or Deadly Nightshade, | oz |
Belladonna Herb 4-Curare or South ‘.Americ..n arrow poilu::,
30_Areca Catchu | Strychnos Castelnaei, 5. Toxifers, §. Crevauxii

' 5-Cicuta Spp. (Water Hemlock), C. Maculata

Chinah Azodarach. Freg |
Table 2. Restricted herbal ingredients in herbal &G Y tree, Melia . White
products| herbal teas ! Ced.ar — 4
1-Aconitum spp. (Aconite, Monkshood), all 7-Canada Moon  seed, Menispermum
i : PR T) PR conadense
Aconitum  species s — -
Mus  Acont ki A #-Colocynth, Citrullus Colocynth il
& = o 9 English Holly flex Aquifolium |
B i R s 10-Euphorbia  species;  Asthmaplant,
I " e Ch hirta, ‘Euforbia, Euphorb

Aconitum lycoctonum
Restrictions:

Euphorbia  hirta. Eophorbia  capitulata,

Officinarum, Pillbearing Spurge, Snakeweed.

11-Jequirity (Abrus Precatorius)
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2. Official Journal Of The European Union
Directive 2001/83(Ec On The Community Code
Relating To Medicinal Products For Human
Use" L 136/86, L 136/87, L 136/88

3. House Of Commons Library 'Regulations Of
Herbal Medicine Standard

4. Note Sn/Sc/6002 (12 Feb 2014)"

5. Mhra, Traditional Herbal Medicines
: Key Requir ts.

6. Medicines& Health Products Regulatory
Agency Banned And  Restricted Herbal
Ingredients Published 18th Of December 2014

7. Saudi Food And Drug Authority "Guidance

Reei . QL

B

For Products

8. Classification”

9. Saudi Food And Drug Authority ‘Data
Regquirements For Herbal &

10. Health Products Submission”

11, Sultanate Of Oman Ministry Of Health
Directorate

12. General Of Pharmaceutical Affairs And Drug
Control Muscat Cireular No. 28/2008 (01-03-
1429) (07-4-2008).

13. Health Sciences Authority Regulatory
Guidance Revised

14, August 2017 (Health Supplements
Guidelines).

15, Food And Drug Administration. Part 328-
Over The Counter Drug Products Intended For
Oral Ingestion That Contain Ethanol Title 21-
Food And Drugs. Rockville, Md: Department Of
Health And Human Services (Us), Food And
Drug Administration; 006.

16. World Health Organization, Swiatowa
Organizacja Zdrowia. Who Guidelines On Good
Agricultural And Collection Practices [Gacp]
For  Medicinal Plants. World Health
Organization; 2003 Dec 16,
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corresponding to 150 mg herbal substance)

b) Single dose: 7-9 mg, two to three times daily
Daily dose: 14-27 mg

c) Single dose: 17 mg, two times daily

Daily dose 34 mg

e) Single dose: 20 mg, three times daily

Daily dose: 60 mg

The use in children under 2 years of age is

contraindicated.

Uyl Jmm ol

me&Te,rféF\'/‘i‘f“ com

Internal use: max. daily dose 30 mg, to be taken
once daily at night. If presented as a herbal tea:
t of commi d herbal substance

equivalent to mnot more than 30 mg
hydroxyanthracene derivatives in 150 ml of
boiling water as herbal infusion.

* The use in children under 12 years of age is
contraindicated,

» Not to be used for more than 1 week.

* Not suil

ble during preg Y.

17- Hyoscymus Muticus (Egyptian Henbane), |

Hyoscymus  Niger (Black  Henbane),

Hyoscymus Albus

Restrictions:

Internal use: max. dose 100 mg, max. daily

dose 300 mg.

Pharmacy only
Note:In addition to the herbs andet:slisteJ
above in Tables 1 and 2, the Ministry of Health
has the right to ban/restrict any herb or plant if
proven harmful for human use in any way, or if
there is any warning for its use released by a
health organization or a national health
regulatory authority or stated in an established
scientific reference,
REFERENCES
1. Ema, As Described In The 'Guideline On The
Use Of The Ctd Format In The Preparation OFA
Registration Application For Traditional Herbal
Medicinal Products (2008)"

hydroxyanthracene derivatives) in 150 ml of
boiling water as herbal infusion,

» The use in children under 12 years of age is
contraindicated,

* Contraindicated during pregnancy.

¢ Not to be used for more than 1 week,

14-English Ivy, Hedra Helix

Restrictions:

Adolescents, adults and elderly

Single dose; 15-65 mg, one to three times
il dose: 45-105 mg

maximum daily dose for ethanol
ing finished products 67 mg;
corresponding to 420 mg herbal substance)

b} Single dose: 14-18 mg three times daily
Daily dose: 42-54 mg

c) Single dose: 33 mg two times daily

Daily dose: 66 mg

d) Single dose: 100 mg three times daily

Daily dose: 300 mg

e) Single dose: 40 mg three times daily

Daily dose: 120 mg Children between 6-11

years of age

a) Single dose: 11-35 mg, two to three times

daily

Daily dose: 33-70 mg.

(Note: maximum daily dose for ethanol

containing finished products; 34 mg;

corresponding to 210 mg herbal substance)

b) Single dose: 9-18 mg, one to three times

daily

Daily dose: 15-40 mg

c) Single dose: 25 mg, two times daily

Daily dose: 50mg

d) Single dose: 75 mg, three times daily

Daily dose: 225 mg

e) Single dose: 20-26 mg, three to four times

Daily

Daily dose: maximum of 80 mg

Children between 2-5 years of age

a) Single dose: 8-18 mg, two to three times

daily

Daily dose: 24-36 mg

(Note: maximum daily dose for ethanol
ining finished products: 24 mg;




