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X 25 1220035 25 2 35 5 |-Excipients in the label

and package leaflet of medicinal products for
human use

— ZH (labelling) : JF51H - EHEfAZE | |-
RIRFBSVE AR LR RS ; -
HitnH A R g EEFRENR

ZH BT mBA R - -
* FEBFA%E (topical medicinal products) :
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B8 5R (package leaflet) : 7851
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EX 222003155 Z A BRI =8 R &6-LAEthanol &1l
Name Route .Of : Threshold ! |Information for the Package Leaflet Comments
Administration
Less than This medicinal product contains small amounts Pl SN vl
reassurance to parents and
100 mg per of ethanol (alcohol), less than 100 mg per . .
children concerning the low
dose <dose>. :
levels of alcohol in the product.
This medicinal product contains ... vol % The pac_:kage leaflet should give
Oral and . the equivalent volume of beer
ethanol (alcohol), i.e. up to ... mg per dose, ; .
Parenteral : . and wine, nominally calculated
equivalent to ... ml beer, ... ml wine per dose. . o o
100 mg - 3g . : assuming 5% vol and 12% vol
Harmful for those suffering from alcoholism. )
per dose : . ethanol respectively.
To be taken into account in pregnant or breast- :
. . . : Separate warning statements
feeding women, children and high-risk groups S
: A . . may be needed in different parts
such as patients with liver disease, or epilepsy. of the PL
SUENE! This medicinal product contains ... vol %
ethanol (alcohol), i.e. up to ... mg per dose,
equivalent to ... ml beer, ... ml wine per dose.
Harmful for those suffering from alcoholism.
To be taken into account in pregnant or breast-
Oral and feeding women, children and high-risk groups
3 g per dose : 1 . .
Parenteral such as patients with liver disease or epilepsy.

The amount of alcohol in this medicinal product
may alter the effects of other medicines.

The amount of alcohol in this medicinal product
may impair your ability to drive or use
machines.

1. It is accepted that excipients may only show an effect above a certain ‘dose’. Except where otherwise stated,
thresholds are expressed as Maximum Daily Doses of the excipient in question, taken as part of a medicinal product.
The threshold is a value, equal to or above which it is necessary to provide the information stated. A threshold of ‘zero’
means that it is necessary to state the information in all cases where the excipient is present in the medicinal product.
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- 2% 7h 7 5 5|-Excipients in the label

and package leaflet of medicinal products for
human use

- BaTE
IR (&

mh BN EHE 247 BB HRY

EEEYSELES

castor oil polyoxyl
hydrogenated

excipient)

and their esters

Aprotinin Butylated Glucose Mannitol E421 Soya oil (and
hydroxyanisole (E320) Hydrogenated soya oil)

Arachis oil (peanut oil) | Butylated Glycerol Organic mercury Stearyl alcohol
hydroxytoluene (E321) compounds

Aspartame (E951) Castor oil polyoxyl and Heparin (as an Parahydroxybenzoates Sucrose

Azo colouring agents

Cetostearyl alcohol
including Cetyl alcohol

Hydrogenated glucose
syrup (or Maltitol liquid)

Phenylalanine

Sulphites including
metabisulphites

Balsam of Peru

Chlorocresol

Invert sugar

Potassium

Wheat starch

Benzalkonium chloride

Dimethyl sulphoxide

Lactitol E966

Propylene glycol and
esters

Wool fat (Lanolin)

Isomaltitol E953/Maltitol
liquid

Benzoic acid and Ethanol Lactose Sesame oil Xylitol
benzoates

Benzyl alcohol Formaldehyde Lanolin, (see Wool fat) | Sodium

Bergamot oil Fructose Latex Sorbic acid and salts

Bergapten Natural rubber (latex)

Bronopol Galactose Maltitol E965 and Sorbitol E420
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Respiratory

micrograms/

delivered dose

= AH
Name Route .Of . Threshold ! (Information for the Package Leaflet Comments
Administration
The topical route in this case refers
Aprotinin Topical Zero May cause hypersensitivity or severe allergic tq sites.that may have access to the
reactions. circulation (e.g. wounds, body
cavities etc.)
Purified arachis oil may contain
(Medicinal product) contains arachis oil peanut protein. The PhEur
Arachis oil (peanut oil) All Zero (peanut oil). If you are allergic to peanutor  |monograph does not contain a test
soya, do not use this medicinal product. for residual protein. SPC:
contraindication
Aspartame (E951) Oral Zero Contains a source of_ phenylalanine. May be
harmful for people with phenylketonuria.
Azo colouring agents:
for example:
E102, tartrazine
E110, sunset yellow FCF
E122, azorubine, carmoisine Oral Zero May cause allergic reactions
E123, amaranth )
E124, ponceau 4R red,
cochineal red A
E151, brilliant black BN,
black PN
Balsam of Peru Topical Zero May cause skin reactions.
May cause eye irritation. Avoid contact with
soft contact lenses. Remove contact lenses
Ocular prior to application and wait at least 15
Zero . . .
minutes before reinsertion. Known to
Benzalkonium chloride discolour soft contact lenses.
Topical Irritant, may cause skin reactions.
10

May cause bronchospasm.
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el —
(HEEE KMHEMEE (continued)
Name Route .Of . Threshold ' (Information for the Package Leaflet Comments
Administration
Benzoic acid and Tooi Mildly irritant to the skin, eyes and mucous
i opical Zero
benzoates: membranes.
for example:
E210 benzoic acid Parenteral Zero May increase the risk of jaundice in newborn
E211 sodium benzoate babies.
E212 potassium benzoate
Must not be given to premature babies or SPC: ‘allergic’ should be expressed
Exposures neonates. as ‘anaphylactoid’
less than 90 |May cause toxic reactions and allergic The amount of benzyl alcohol in mg
mg/kg/day reactions in infants and children up to 3 years |per <volume> should be stated in
old. the package leaflet and SPC.
Benzyl alcohol Parenteral Must not be given to premature babies or
neonates. 'The amount of benzyl alcohol per
Due to the risk of fatal toxic reactions arising .
90 mg/kg/day . <volume> should be stated in the
from exposure to benzyl alcohol in excess of ackaqe leaflet and SPC
90 mg/kg/day, this product should not be used 9 '
in infants and children up to 3 years old.
Bergamot oil Topical Zero May increase sensitivity to UV light (natural |Does not apply when bergapten is
Bergapten and artificial sunlight). shown to be absent from the oil
Bronopol Topical Zero May cause local skin reactions (e.g. contact
dermatitis).
Butylated hydroxyanisole L May cause Iocgl_ski_n reactions (e.g.contact
(E320) opical Zero dermatitis), or irritation to the eyes and
mucous membranes.
Butylated hydroxytoluene _ May cause Iocgl_ski_n reactions (e.g. contact
(E321) Topical Zero dermatitis), or irritation to the eyes and
mucous membranes.
Castor oil polyoxyl and Parenteral Zero May cause severe allergic reactions.
castor oil polyoxyl Oral Zero May cause stomach upset and diarrhoea.
hydrogenated Topical Zero May cause skin reactions.
Cetostearyl alcohol ; May cause local skin reactions (e.g. contact
Topical Zero

including Cetyl alcohol

dermatitis).
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=] §E (continued)
Name Route .Of , Threshold ! (Information for the Package Leaflet Comments
Administration
Chlorocresol ejeltezl Zero May cause allergic reactions.
parenteral
Dimethyl sulphoxide Topical Zero May be irritant to the skin.
. - : This statement is to provide
This medicinal product contains small
Less than 100 reassurance to parents and
amounts of ethanol (alcohol), less than 100 : :
mg per dose children concerning the low levels
mg per <dose>. .
of alcohol in the product.
This medicinal product contains ... vol % The package leaflet should give the
Oral and ethanol (alcohol), i.e. up to ... mg per dose, [equivalent volume of beer and
Parenteral equivalent to ... ml beer, ... ml wine per dose. |wine, nominally calculated
100 mg - 3g  |Harmful for those suffering from alcoholism. |assuming 5% vol and 12% vol
per dose To be taken into account in pregnant or ethanol respectively.
breast-feeding women, children and high-risk |Separate warning statements may
groups such as patients with liver disease, or [pbe needed in different parts of the
epilepsy. PL.
This medicinal product contains ... vol %
Ethanol .
ethanol (alcohol), i.e. up to ... mg per dose,
equivalent to ... ml beer, ... ml wine per dose.
Harmful for those suffering from alcoholism.
To be taken into account in pregnant or
breast-feeding women, children and high-risk
Oral and groups such as patients with liver disease or
3 g per dose :
Parenteral epilepsy.
The amount of alcohol in this medicinal
product may alter the effects of other
medicines.
The amount of alcohol in this medicinal
product may impair your ability to drive or use
machines.
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-

Name Egatiigtration Threshold ! |[Information for the Package Leaflet Comments
. May cause local skin reactions (e.g. contact
Topical Zero "
18 [Formaldehyde dermatitis).
Oral Zero May cause stomach upset and diarrhoea.
If you have been told by your doctor that you [SPC proposal: Patients with rare
760 have an intolerance to some sugars, contact |hereditary problems of fructose
your doctor before taking this medicinal intolerance should not take this
Oral, parenteral product. medicine.
Contains x g fructose per dose.
19 Fructose 59 This should be taken into account in patients
with diabetes mellitus.
Oral liquids Information to be included only
lozenges and Zero May be harmful to the teeth. Y"he” e medlcmgl ST MY (3
chewable tablets intended for chronic use, e.g. for
two weeks or more
If you have been told by your doctor that you |SPC proposal: Patients with rare
Parenteral Zero have an intolerance to some sugars, contact |hereditary problems of galactose
your doctor before taking this medicinal intolerance e.g. galactosaemia
product. should not take this medicine.
If you have been told by your doctor that you e proposal: FEIIOMS WD e
) hereditary problems of galactose
20 |Galactose have an intolerance to some sugars contact |. ;
Oral Zero . : . intolerance e.g. galacotosaemia, or
your doctor before taking this medicinal .
roduct glucose-galactose malabsorption
P ) should not take this medicine.
Contains x g galactose per dose. This should
Oral, parenteral |59 be taken into account in patients with diabetes
mellitus.
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Name Route of Threshold ! |[Information for the Package Leaflet Comments
Administration
If you haye been told by your doctor that you SPC proposal: Patients with rare
have an intolerance to some sugars, contact .
Oral Zero . : o glucose-galactose malabsorption
your doctor before taking this medicinal . -
should not take this medicine.
product.
Contains x g glucose per dose.
Glucose Oral, parenteral [5g This should be taken into account in patients
with diabetes mellitus.
- Information to be included only
el ik, when the medicinal product may be
lozenges and Zero May be harmful to the teeth. . 1P y
intended for chronic use, e.g. for
chewable tablets
two weeks or more.
Oral 10 g/dose May cause headache, stomach upset and
Glycerol diarrhoea.
Rectal 19 May have a mild laxative effect
May cause allergic reactions and reduced
blood cell counts which may affect the blood
Heparin (as an excipient) Parenteral Zero clottln_g s_ystem. Patlen.ts with a history of
heparin-induced allergic reactions should
avoid the use of heparin-containing
medicines.
If you have been told by your doctor that you |SPC proposal: Patients with rare
Zero have an intolerance to some sugars, contact |hereditary problems of fructose
Hydrogenated glucose Oral your doctor before taking this medicinal intolerance should not take this
syrup (or Maltitol liquid) product. medicine.
10g May have a mild laxative effect Calorific value

2.3 kcal/g of hydrogenated glucose syrup.
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Name Route .Of . Threshold ' (Information for the Package Leaflet Comments
Administration
If you have been told by your doctor that you SC proposal: PEULEIS Tl (E1S
: hereditary problems of fructose
have an intolerance to some sugars, contact |
Zero . : . intolerance or glucose-galactose
your doctor before taking this medicinal malabsorotion should not take this
Oral product. 1osorp
medicine.
Invert suaar Contains x g of a mixture of fructose and
9 549 glucose per dose. This should be taken into
account in patients with diabetes mellitus.
- Information to be included only
el IfGRreEs, when the medicinal product may be
lozenges and Zero May be harmful to the teeth. | ' P y
intended for chronic use, e.g. for
chewable tablets
two weeks or more.
SPC proposal: Patients with rare
If you have been told by your doctor that you |hereditary problems of fructose
Zero have an intolerance to some sugars contact |intolerance, galactose intolerance,
L actitol. E966 Oral your doctor before taking this medicinal galactosaemia or glucose-
' product. galactose malabsorption should not
take this medicine.
10 May have a mild laxative effect Calorific value
9 2.1 kcallg lactitol.
SPC proposal: Patients with rare
If you have been told by your doctor that you |hereditary problems of galactose
Zero have an intolerance to some sugars, contact |intolerance, the Lapp lactase
your doctor before taking this medicinal deficiency or glucose-galactose
Lactose Oral product. malabsorption should not take this
medicine.
Contains x g lactose (x/2 g glucose and x/2 g
59 galactose) per dose. This should be taken into
account in patients with diabetes mellitus.
Lanolin (see Wool fat) Topical Zero May cause local skin reactions (e.g. contact

dermatitis).
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acetate, borate

have/has any known allergies.

Name Route .Of . Threshold ' (Information for the Package Leaflet Comments
Administration
The container of this medicinal product . -
Latex : Not a typical excipient, but a
All Zero contains latex rubber. May cause severe L 0N X
Natural rubber (latex) : . warning is considered necessary.
allergic reactions.
If you have been told by your doctor that you |SPC proposal: Patients with rare
Maltitol E965 and Isomaltitol Zero have an intolerance to some sugars, contact |hereditary problems of fructose
E953, Maltitol liquid Oral your doctor before taking this medicinal intolerance should not take this
(see Hydrogenated glucose product. medicine.
syrup ) 10 May have a mild laxative effect Calorific value
9 2.3 kcal/g maltitol (or isomaltitol).
Mannitol, E421 Oral 109 May have a mild laxative effect.
Ocular Zero May cause allergic reactions 250 SMIEA [PIBIE SHEREmEn, & I
y 9 ' 1999, Ref. EMEA/20962/99.
. May cause local skin reactions (e.g. contact
Topical Zero o ) .
Organic mercury dermatitis) and discolouration.
compounds: This medicinal_ product_ qontaing (thiomersal)
for example: as a preservative and it is possible that g o ppE public Statement, 8 July
Thiomersal <you/your child> may experience an allergic 1999 Ref. EMEA/20962/99
Phenylmercuric nitrate reaction. Tell your doctor if <you/your child> ’ ' ’
' Parenteral Zero

Tell your doctor if you/your child have/has
experienced any health problems after

previous administration of a vaccine.

Additional statement to be
mentioned for vaccines.
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=] §E (continued)
Name Route .Of . Threshold ! (Information for the Package Leaflet Comments
Administration
Parahydroxybenzoates and |Oral, ocular, 7 May cause allergic reactions (possibly
. . ero
their esters topical delayed).
for example:
E214, ethyl
hydroxybenzoate
E216,
propylhyd_roxybenzoate Parenteral, May cause allergic reactions (possibly
E217, sodium respirator Zero delayed), and exceptionally, bronchospasm
propylhydroxybenzoate P y yed), P Y, P '
E218,
methylhydroxybenzoate
E219, sodium
methylhydroxybenzoate
Phenylalanine Al Zero This medicine contal-ns phenylalanlne: May be
harmful for people with phenylketonuria.
Information relates to a threshold
based on the total amount of K+ in
Less than 1 This medicine contains potassium, less than 1the mt_edlcmal product Itis
. . especially relevant to products used
Parenteral mmol per mmol (39 mg) per <dose>, i.e. essentially ) o :
. ) , in paediatric doses, to provide
<dose> potassium- free’. . ; )
information to prescribers and
reassurance to parents concerning
Potassium the low level of K+ in the product.
This medicine contains x mmol (or y mg)
1 mmol ver potassium per <dose>. To be taken into
Parenteral, oral e dose~ P consideration by patients with reduced kidney
function or patients on a controlled potassium
diet.
Parenteral- 30 mmol/l May cause pain at the site of injection.
intravenous
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Name Route .Of . Threshold ! |Information for the Package Leaflet Comments
Administration
Topical Zero May cause skin irritation.
400 mg/kg
Propylene glycol and esters adults b
Oral, parenteral 200 mg/kg May cause alcohol-like symptoms.
children
Sesame oil All Zero May rarely cause severe allergic reactions.
Information relates to a threshold
based on the total amount of Na+ in
Less than 1 This medicinal product contains less than 1 th_e med|C|_naI product
. . It is especially relevant to products
Parenteral mmol per mmol sodium (23 mg) per <dose>, i.e. ) Do .
. o ; used in paediatric doses, to provide
<dose> essentially ‘sodium- free’. ) ; ;
. information to prescribers and
Sodium .
reassurance to parents concerning
the low level of Na+ in the product.
This medicinal product contains x mmol (or y
Oral. parenteral 1 mmol per  [mg) sodium per dose. To be taken into
P <dose> consideration by patients on a controlled
sodium diet.
Sorbic acid and salts Topical Zero May cause local skin reactions, (e.g. contact
dermatitis).
If you have been told by your doctor that you [SPC proposal: Patients with rare
Oral have an intolerance to some sugars, contact |hereditary problems of fructose
Zero . : o . :
. Parenteral your doctor before taking this medicinal intolerance should not take this
Sorbitol E420 -
product. medicine.
Oral 10 May have a mild laxative effect Calorific value
9 2.6 kcal/g sorbitol.
. (Medicinal product) contains soya oil. If you : . C
Soya oil (and Hydrogenated . . [In line with Arachis oil.
: All Zero are allergic to peanut or soya, do not use this ) oo
soya oil) - SPC: contraindication.
medicinal product.
Stearyl alcohol Topical Zero May cause local skin reactions (e.g. contact

dermatitis)
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E223, sodium
metabisulphite
E224, potassium
metabisulphite

E228, potassium bisulphite

Respiratory

reactions and bronchospasm

Name Route .Of . Threshold ' (Information for the Package Leaflet Comments
Administration
SPC proposal: Patients with rare
If you have been told by your doctor that you |hereditary problems of fructose
7 have an intolerance to some sugars, contact |intolerance, glucose-galactose
ero ; ; o !
your doctor before taking this medicinal malabsorption or sucrase-
Oral product isomaltase insufficiency should not
take this medicine.
Sucrose Contains x g of sucrose per dose. This should
59 be taken into account in patients with diabetes
mellitus.
- Information to be included only
Qrl liguiek, when the medicinal product may be
lozenges and Zero May be harmful to the teeth. | ' P y
intended for chronic use, e.g. for
chewable tablets
two weeks or more.
Sulphites including
metabisulphites
for example:
E220, sulphur dioxide
E221, sodium sulphite Oral May rarely cause severe hypersensitivit
E222, sodium bisulphite Parenteral Zero y y P y
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Name Rout_e .Of . Threshold 1 [Information for the Package Leaflet Comments
Administration

Wheat starch may contain gluten,
but only in trace amounts, and is

Suitable for people with coeliac disease. therefore considered safe for

Patients with wheat allergy (different from

Wheat starch Oral Zero : . : people with coeliac disease.
coeliac disease) should not take this . S
medicine (Gluten in wheat starch is limited by

’ the test for total protein described in
the PhEur monograph.)
Wool fat . May cause local skin reactions (e.g. contact
. Topical Zero o
(Lanolin) dermatitis).
Xylitol Oral 10g May have a laxative effect.

Calorific value 2.4 kcal/g xylitol.

1. ltis accepted that excipients may only show an effect above a certain ‘dose’. Except where otherwise stated, thresholds are expressed as
Maximum Daily Doses of the excipient in question, taken as part of a medicinal product. The threshold is a value, equal to or above which it is
necessary to provide the information stated. A threshold of ‘zero’ means that it is necessary to state the information in all cases where the

excipient is present in the medicinal product.
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- (HEEFEIEEZE(6IR)
« benzalkonium chloride: EMA/495737/2013, 22 May 2014.
* benzoic acid and benzoates: EMA/CHMP/508189/2013, 23 January 2014.
* benzyl alcohol: EMA/CHMP/508188/2013), EMA, 23 January 2014.
« ethanol: EMA/CHMP/507988/2013, 23 January 2014.

« propylene glycol and esters: EMA/CHMP/704195/2013, 20 November
2014.

« wheat starch containing gluten: EMA/CHMP/704219/2013, 24 July 2014.
- (HEERBEXE(3IR)

* boric acid: EMA/CHMP/619104/2013, 23 July 2015.

« cyclodextrins: EMA/CHMP/495747/2013, 20 November 2014.

« sodium laurilsulfate: EMA/CHMP/606830/2014, 23 July 2015.
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W SRR =R B FS A #721 CFR Part 201 Labeling
Evg==

- BZ10A R v EZRMEER (R_~FN)
* (1) FD+C Yellow No. 5 (tartrazine)
* (2) FD+C Yellow No. 6 (sunset yellow FCF)
* (3) phenylalanine as a component of aspartame
 (4) sulfites
* (5) sodium
)
)
)

 (6) potassium
* (7) calcium
 (8) magnesium
* (9) mineral oll
* (10) methyl salicylate (wintergreen oil)

37



x_

_\l
. =§

\O

2

\
1
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(tartrazine) Rl 2 E:5 KR EE

Title21 Part.

Section Condition Threshold |Statements or Warning statements
For over-the-counter and
prescription drug products
intended for human use
administered orally, nasally, The labeling shall bear a statement such as
201.20(a) rectally, or vaginally, or for use N/A “Contains FD+C Yellow No. 5 (tartrazine) as a
' in the area of the eye, color additive” or “Contains color additives
containing FD+C Yellow No. 5 including FD+C Yellow No. 5 (tartrazine)”.
as a color additive using the
names FD+C Yellow No. 5 and
tartrazine’
The labeling shall bear the warning statement
. “This product contains FD+C Yellow No. 5
For prescription drugs for : : :
. (tartrazine) which may cause allergic-type
human use containing FD+C . . : . :
Yellow No. 5 that are reactions (including bronchial asthma) in
201.20(b) ' N/A certain susceptible persons. Although the

administered orally, nasally,
vaginally, or rectally, or for use

in the area of the eye

overall incidence of FD+C Yellow No. 5
(tartrazine) sensitivity in the general population
is low, it is frequently seen in patients who also
have aspirin hypersensitivity.”

1. The labels of certain drug products subject to this labeling requirement that are also cosmetics, such as antibacterial
mouthwashes and fluoride toothpastes, need not comply with this requirement provided they comply with the
requirements of 701.3 of this chapter.
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t

T|tIe_21 Part. Condition Threshold [Statements or Warning statements
Section
For over-the-counter drug
products intended for human The label shall specifically declare the
use administered orally, N/A presence of FD+C Yellow No. 6 by listing the
nasally, rectally, or vaginally color additive using the name FD+C Yellow No.
201.20(c) g?ntaining FD+C Yellow No. 6.
For over-the-counter and
prescription drug products N/A The labeling shall declare the presence of
containing FD+C Yellow No. FD+C Yellow No. 6.

61

1. The labels of certain drug products subject to this labeling requirement that are also cosmetics, such as antibacterial
mouthwashes and fluoride toothpastes, need not comply with this requirement provided they comply with the
requirements of 701.3 of this chapter.
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Title21 Part.
Section

Condition

Threshold

Statements or Warning statements

For over-the-counter human
drug products containing

The label and labeling shall bear a statement to

201.21(b) aspartame as an inactive N/A the following effect: Phenylketonurics: Contains
ingpredient Phenylalanine (_)mg Per (Dosage Unit)
The package labeling and other labeling
For prescription druas for providing professional use information shall
humF;n use Fc):ontainin g bear a statement to the following effect under
201.21(c) 9 N/A the “Precautions” section of the labeling, as

aspartame as an inactive
ingredient

required in 201.57(f)(2): Phenylketonurics:
Contains Phenylalanine (_)mg Per (Dosage
Unit)
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Title21
Part. Condition Threshold [Statements or Warning statements
Section
For prescription The labeling shall bear the warning statement “Contains
drugs for human use (insert the name of the sulfite, e.g., sodium metabisulfite ), a
containing a sulfite, sulfite that may cause allergic-type reactions including
except epinephrine anaphylactic symptoms and life-threatening or less severe
201.22(b) . N/A . : : : :
for injection when asthmatic episodes in certain susceptible people. The overall
intended for use in prevalence of sulfite sensitivity in the general population is
allergic or other unknown and probably low. Sulfite sensitivity is seen more
emergency situations frequently in asthmatic than in nonasthmatic people.”
The labeling shall bear the warning statement “Epinephrine
is the preferred treatment for serious allergic or other
emergency situations even though this product contains
For sulfite- (insert the name of the sulfite, e.g., sodium metabisulfite ), a
containing sulfite that may in other products cause allergic-type
201.22(c) epinephrine for N/A reactions including anaphylactic symptoms or life-threatening

Injection for use in
allergic emergency

situations

or less severe asthmatic episodes in certain susceptible
persons. The alternatives to using epinephrine in a life-
threatening situation may not be satisfactory. The presence
of a sulfite(s) in this product should not deter administration
of the drug for treatment of serious allergic or other

emergency situations.”
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Title21 .
Inactive " .
Part. : : Condition Threshold Statements or Warning statements
: ingredient
Section
For over-the- 140 mg (the amount [The labeling shall contain the following
counter (OTC) of sodium present in |statement under the heading “Warning”:
201.64(c)/Sodium drug products the labeled maximum [*Ask a doctor before use if you have [in
intended for oral  |daily dose of the bold type] [bullet] a sodium-restricted
ingestion product) diet.”
975 mg (the amount |The labeling shall contain the following
For OTC drug of potassium present |statement under the heading “Warning”:
201.72(c)|Potassium [products intended |in the labeled “Ask a doctor before use if you have [in
for oral ingestion  |maximum daily dose |bold type] [bullet] kidney disease [bullet]
of the product) a potassium-restricted diet.”

42




="t =
KMagnesium*BEd 2

5 ;AFR P EACalcium

LR EEH

Enn&’ﬁ%ﬁ

Title21

Part. !nactlv_e Condition Threshold Statements or Warning statements
: ingredient
Section
For OTC drug 3.2 g (the amount of The labeling shall contaln.the“followllng”.
: . statement under the heading “Warning”:
. products calcium present in the |, : .
201.70(c)/Calcium | ! . |“Ask a doctor before use if you have [in
intended for oral (labeled maximum daily .
ingestion dose of the product) bold type] [bullet] kidney stones [bullet]
fngestion a calcium-restricted diet.”
600 mg (the amount of |The labeling shall contain the following
For OTC drug . : he heading “Warning™
Magnesiu [products magnesium pregent in |[statement under the eadmg arning:
201.71(c) ; the labeled maximum [“Ask a doctor before use if you have [in
m intended for oral : ) :
: . daily dose of the bold type] [bullet] kidney disease [bullet]
ingestion

product)

a magnesium-restricted diet.”
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Title21 Part.
Section

Condition

Threshold

Statements or Warning statements

201.302(d)

A drug for oral
administration

consisting in whole or
in part of mineral oil

N/A

To be taken only at bedtime. Do not use at any other

a physician.”

The following form of warning is suggested: “Caution:

time or administer to infants, except upon the advice of
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(wintergreen oil)MHEA 2 E:E K R

Title21 Part.

) Condition Threshold |Statements or Warning statements
Section

The label should bear a conspicuous warning such as:
“Do not use otherwise than as directed.” These drug
201.314(g)(1) |/Any drug 5% products must also include the “Keep out of reach of
children” warning and the accidental ingestion warning
as required in 330.1(g)" of this chapter.

The label should also bear a caution such as, “Caution:
Discontinue use if excessive irritation of the skin
develops. Avoid getting into the eyes or on mucous
membranes.”

If the preparation is
201.314(g)(2) [a counterirritant or|N/A
rubefacient

1. 330.1(g): The labeling for all drugs contains the general warning: “Keep out of reach of children.” [highlighted in bold
type]. The labeling of drugs shall also state as follows: For drugs used by oral administration, “In case of overdose,
get medical help or contact a Poison Control Center right away”; for drugs used topically, rectally, or vaginally and
not intended for oral ingestion, “If swallowed, get medical help or contact a Poison Control Center right away”; and
for drugs used topically and intended for oral use, “If more than used for” (insert intended use, e.g., pain) “is
accidentally swallowed, get medical help or contact a Poison Control Center right away.”
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99F11H25HERRFSE | SMHEEEE (Aspartame) R R K= PFUETEE (Aspartame) BEAZE - ZRH6 FR E &
0991413901 5% R DA = Z (Phenylketonurics) ~FEEF -

1. FBRNEE BB ZEEREZE -

86F05H20HBIBEFE
8506309258 A5

/E*Q;S% wiVETEERE L -
SENREER ZHER
e
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5%
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20 2 ARRE (B5E
Amino Acid 8 K T4
fthan 8 = B )& D EH
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N/A

KEREH  REBE  BEREE - HRABRRE
OO0 ~0O0cc: —HO% -

96F11H14HBHEHETFSE
096033745558 AN

20.5% wViBEEREL &
A AR & (= Amino Acid
RS EE MRS S
KPP BRSNS

N/A

KREREH O% vivE OF) IRABE  BE4E
B> BRABXEHAOO~OOcc —HOX -

103FE07H22HFDAZEERS
10314073465% R
(Docetaxel R #EMEE
Bl EEEER)

ey =

docetaxel A¥ ) 2 fp B4
FrolE 12 R
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BTHEA AR & 2 L%

EREA 55| HHRAFR 8 =BICFR Title 217 R 1EEAA %8
(Excipient names: Aspartame (E951)) (Excipient names: Phenylalanine as a component of aspartame)
Route of Information for  [Title21
Admini : Threshold the Package Part. Condition Threshold [Statements or Warning statements
ministration -
Leaflet Section
For over-the- The label and labeling shall bear
counter human :
drug products a statement to the following
201.21(b) " N/A effect: Phenylketonurics: Contains
containing :
Phenylalanine (_)mg Per (Dosage
. aspartame as an .
Contains a . L . Unit)
inactive ingredient
source of .
. The package labeling and other
phenylalanine. ) - .
Oral Zero labeling providing professional
May be harmful o . :
: For prescription use information shall bear a
for people with .
henylketonuria drugs for_hyman statement to the fo!lowmg effect
P © 1201.21(c) |use containing N/A under the “Precautions” section of
aspartame as an the labeling, as required in
inactive ingredient 201.57(f)(2): Phenylketonurics:
Contains Phenylalanine (_)mg
Per (Dosage Unit)
FHBEAspartameZ E1HRA RS
nE T 2 ZmiER| BRREER | EEASR
99F11825HERRFSE | S/UHER (Aspartame) .. R KREEPIETEEE (Aspartame) SRFAZE - AR FRIAE &2
09914139015% R [13] D% m S & (Phenylketonurics) A E & -

50



IS

:I:IIII'

YA

R 5= K 3 B Rl 2 Bl =

[CHMBREB S S AT ZMEEIRSE - H32IR/SNIEMM A
B E eS| (R—) REBIBFEAR (R T )R ESL

aspartame (EE 5 F AR P P BRI 2 T 2 78 A phenylalanine

as a component of aspartame)

tartrazine (B H#F5 /AR o P ARV AR 12 22 8 /R FD+C Yellow No.

5)

sunset yellow FCF (SE=B0§# 5,4 & Fr ARV IR FZ B 2 7 B FD+C
Yellow No. 6)

potassium (3 - b5 FEE )

sodium (#4 - tEsfhEE 1)

sulphites (=B F5 AR o0 P A RV BR 2 T 22 78 A sulfites)
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(Excipient names: Tartrazine (E102))

ZBICFR Title 213A R tHEAR &R

(Excipient names: FD+C Yellow No. 5)

Route of Information for|Title21
Ag” €90l Threshold the Package [Part. Condition Threshold [Statements or Warning statements
ministration .
Leaflet Section
For over-the-counter
and prescription drug
products intended for
human use administered The labeling shall bear a statement
orally, nasally, rectally, or such as “Contains FD+C Yellow
201.20(a) vaginally, or for use in theN/A No. 5 (t?rtra“zme) asa color
area of the eye, additive” or “Contains color
containing FD+C Yellow additives including FD+C Yellow
No. 5 as a color additive No. 5 (tartrazine)”.
using the names FD+C
Yellow No. 5 and
May cause ,
Oral Zero allergic fartrazine . .
. The labeling shall bear the warning
reactions. - .
statement “This product contains
L. FD+C Yellow No. 5 (tartrazine)
For prescription drugs . :
e which may cause allergic-type
for human use containing . . . :
reactions (including bronchial
FREE EIEY NG, O e asthma) in certain susceptible
201.20(b) are administered orally, |N/A P

nasally, vaginally, or

rectally, or for use in the

area of the eye

persons. Although the overall
incidence of FD+C Yellow No. 5
(tartrazine) sensitivity in the
general population is low, it is
frequently seen in patients who

also have aspirin hypersensitivity.”
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(Excipient names: Sunset yellow FCF

Z=HICFR Title 213% R 18R

(Excipient names: FD+C Yellow No. 6)

(E110))
Information Title21
Route of Threshol for the - Statements or Warning
. . Part. Condition Threshold
Administrationd Package . statements
Section
Leaflet
For over-the-counter
drug products intended The label shall specifically
for human use declare the presence of FD+C
administered orally, N/A Yellow No. 6 by listing the
May cause nasally, rectally, or color additive using the name
Oral Zero allergic 201.20(c) vaginally containing FD+C FD+C Yellow No. 6.
reactions. Yellow No. 6

For over-the-counter and
prescription drug
products containing

FD+C Yellow No. 6

N/A

The labeling shall declare the
presence of FD+C Yellow No.
6.
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1M - EBk==Potassium (K*)Z

ER 22 15 5| 1HRE FR &8 =BICFR Title 2175 tHEA # 8
: Title21 :
Rout_e _of _ ;I'hresholdlnformatlon for the Part. Condition Threshold Statements or Warning
Administration Package Leaflet . statements
Section
This medicine
Less than |contains potassium,
1 mmol [less than 1 mmol (39
Parenteral .
per mg) per <dose>, i.e.
<dose> |essentially
‘potassium- free’.
This medicine
ik mmol Gy S Mg e The labeling shall contain the
mg) potassium per For OTC |amount of following statement under the
<dose>. To be taken drug potassium o e
1 mmol | : . ) heading “Warning”: “Ask a
into consideration by products present in the .
Parenteral, oral |per . : 201.72(c) |: doctor before use if you have
patients with reduced intended for |abeled : .
<dose> : : . [in bold type] [bullet] kidney
kidney function or oral maximum disease [bullef] a potassium-
patients on a ingestion  daily dose of cestricted diet.” P
controlled potassium the product) '
diet.
Parenteral— 30 mmol/l May cause pain at the
intravenous site of injection.

1. Information relates to a threshold based on the total amount of K+ in the medicinal product It is especially relevant to
products used in paediatric doses, to provide information to prescribers and reassurance to parents concerning the
low level of K+ in the product.
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ZBICFR Title 2135 tHEA R B

consideration by patients
on a controlled sodium
diet.

intended for
oral

ingestion

maximum daily
dose of the

product)

. Title21 :
Routg pf . Threshold Information for the Part. Condition Threshold Statements or Warning
Administration Package Leaflet : statements
Section
This medicinal product
Less than 1icontains less than 1
Parenteral mmol per |mmol sodium (23 mg)
<dose> per <dose>, i.e.
essentially ‘sodium- free’.
This medicinal product For over- (140 mg (the The labeling shall contain
contains x mmol (ory the-counter lamount of the following statement
1 mmollper mg) sodium per dose. To (OTC) drug [sodium present |under the heading
Oral, parenteral B . be taken into 201.64(c) products in the labeled  ["Warning”: “Ask a doctor

before use if you have [in
bold type] [bullet] a
sodium-restricted diet.”

1. Information relates to a threshold based on the total amount of Na+ in the medicinal product It is especially relevant
to products used in paediatric doses, to provide information to prescribers and reassurance to parents concerning
the low level of Na+ in the product.
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Route of . Title21
Administrati el Infertmetien {87 iie Part. Condition ThreShStatements or Warning statements
old Package Leaflet : old
on Section
For prescription The labeling shall bear the warning statement
drugs for human » ) : .
. Contains (insert the name of the sulfite, e.g., sodium
use containing a o , :
. metabisulfite ), a sulfite that may cause allergic-type
sulfite, except : . . . :
) - reactions including anaphylactic symptoms and life-
201.22 lepinephrine for : : : :
o N/A hreatening or less severe asthmatic episodes in
(b) injection when : .
. certain susceptible people. The overall prevalence of
intended for use : o S
. - sulfite sensitivity in the general population is unknown
in allergic or other . s
CMEraenc and probably low. Sulfite sensitivity is seen more
emergency frequently in asthmatic than in nonasthmatic people.”
May rarely situations
Oral cause severe The labeling shall bear the warning statement
Parenteral |Zero |hypersensitivity “Epinephrine is the preferred treatment for serious
Respiratory reactions and allergic or other emergency situations even though
bronchospasm For sulfite- this product contains (insert the name of the sulfite,
containing e.g., sodium metabisulfite ), a sulfite that may in other
epinephrine for products cause allergic-type reactions including
201.22|°" : . :
©) injection for use IN/A [anaphylactic symptoms or life-threatening or less
in allergic severe asthmatic episodes in certain susceptible
emergency persons. The alternatives to using epinephrine in a
situations life-threatening situation may not be satisfactory. The
presence of a sulfite(s) in this product should not deter|
administration of the drug for treatment of serious
allergic or other emergency situations.”

1. Sulphites including metabisulphites, for example: sulphur dioxide (E220), sodium sulphite (E221), sodium bisulphite (E222), sodium
metabisulphite (E223),potassium metabisulphite (E224),potassium bisulphite (E228)
2. Sulfites includes, e.g., sodium bisulfite, sodium metabisulfite, sodium sulfite, potassium bisulfite, and potassium metabisulfite.
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e 2% Fdocetaxel s #m=H8 JE2(CBIS) - tIEEREREA
AR P SENER - A5 EKZdocetaxel B 77 2% gn FH 5T 0] 55
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=Tt - BREBERE L (ethanol)ZE 55 1HE]

Rei ZEb¥

&

ER 2B 15 5| 1HEA M &8

Route of Administration Threshold Information for the Package Leaflet
Less than 100 This medicinal product contains small amounts of ethanol (alcohol), less than 100
mg per dose |mg per <dose>. '
This medicinal product contains ... vol % ethanol (alcohol), i.e. up to ... mg per
Oral and Parenteral dose, equivalent to ... ml beer, ... ml wine per dose. 2
100 mg - 3g ) .
ber dose Harmful for those sufferln_g from alcoholism. . . .
To be taken into account in pregnant or breast-feeding women, children and high-
risk groups such as patients with liver disease, or epilepsy.
This medicinal product contains ... vol % ethanol (alcohol), i.e. up to ... mg per
dose, equivalent to ... ml beer, ... ml wine per dose.
Harmful for those suffering from alcoholism.
To be taken into account in pregnant or breast-feeding women, children and high-
Oral and Parenteral 3 g per dose [risk groups such as patients with liver disease or epilepsy.

The amount of alcohol in this medicinal product may alter the effects of other
medicines.

The amount of alcohol in this medicinal product may impair your ability to drive or
use machines.

1. This statement is to provide reassurance to parents and children concerning the low levels of alcohol in the product.
2. The package leaflet should give the equivalent volume of beer and wine, nominally calculated assuming 5% vol and
12% vol ethanol respectively. Separate warning statements may be needed in different parts of the PL.
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Route of
Administration

Threshold

Information for the Package Leaflet

Comments

If you have been told by your doctor that you have an

SPC proposal: Patients with rare
hereditary problems of galactose
intolerance, the Lapp lactase

100140052155 A5 "5
NERBEEEESHRE .

sE2EEHLR RUODBREEGTZEIE  BHS
I ¥EEEBEgE

H, 2BB®RE HRAEEEE

Zero intolerance to some sugars, contact your doctor -
before taking this medicinal product deficiency or glucose-galactose
Oral ] malabsorption should not take this
medicine.
Contains x g lactose (x/2 g glucose and x/2 g
54g galactose) per dose. This should be taken into
account in patients with diabetes mellitus.
HHEAFR 28 BRZEmER |ERAGHES E£EAS
100F02H25HEERF |ff8 "HErnZm BHEBNSHE - IDRS0HEE AESHRARBREZIAESEEA

5g » BRI Rl 2 EEE -/
/0N B aA R 7 B8 M ZE BN ZE 1 4 -
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benzalkonium chloridef{ 3 (A EEZ 55t E Z 22 {5l

Route of Administration Threshold 1 |Information for the Package Leaflet Comments
May cause eye irritation. Avoid contact with soft contact lenses.
Remove contact lenses prior to application and wait at least 15
Ocular ) ) : .
Zero minutes before reinsertion. Known to discolour soft contact
lenses.
Topical Irritant, may cause skin reactions.
10
Respiratory micrograms/ [May cause bronchospasm.
delivered dose

ARF3 = BERSIEL
benzalkonium
chlorideZ & AR
BBRIAL -
ERZAT - FE5T
BB RIRRER -
TR EEE /M5
i o] EREC

HoJge ezl IZ

FARIRIRUL - T

OJBEfRER T BRI

IRIFES -

£ E
1. MEBIES IS B AR -
2. B S AV IB IEE 2R (EMA/495737/2013, 22 May 2014)BREE 222 M EMMT :

(1) REBZEpHIW . ZEE 2R - IRA - BEREE)S - benzalkonium chloridet]
SBAEE - B1950%F - BRIREKPHAMHBEI(EELI0.01%Z20.02%)EH -

(2) IRIBAE - TR - NB74%RAEE - BiB200f22 HEE - X10f&E WA -
1 Fbenzalkonium chloride&s S - B/MEAREMRSBIW : &KE - ORK -
ORERE - 55 - BRERBBEIMNEEE) -

(3) K& X BttgHbenzalkonium chloride Tl SE1E SRS -

(4) Benzalkonium chloride RERR P EIREEKFEAR - EEBRSELZ SRR ENE
TR BB ANEES - IS - benzalkonium chloride T BERIEIERES - BITE
FRA B REFEE

. MEGTEZ WP EHEEEZNS BN EMER :
(1) B/ EELLRI R M &7 R LR ORI (8 B 2285 7 55022934 5%)
(2) “BNR"FEHH B ARRE 0.03% (8= 2285 550234915%)
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