BENZONATATE- benzonatate capsule
Asclemed USA, Inc.

Benzonatate Capsules, USP

DESCRIPTION

Benzonatate capsules, USP, a non-narcotic oral antitussive agent, is 2, 5, 8, 11, 14, 17,
20, 23, 26- onaoxaoctacosan-28-ylp-(butylamino) benzoate; with a molecular weight of
603.7.
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Each benzonatate capsules, USP for oral administration contains 100 mg or 200 mg
benzonatate, USP. In addition, each capsule contains the following inactive ingredients:
D&C Yellow #10, gelatin, glycerin, lecithin, light mineral oil, propylene glycol, purified
water, shellac glaze, titanium dioxide, and white edible ink.

CLINICAL PHARMACOLOGY

Benzonatate capsules act peripherally by anesthetizing the stretch receptors located in
the respiratory passages, lungs, and pleura by dampening their activity and thereby
reducing the cough reflex at its source. It begins to act within 15 to 20 minutes and its
effect lasts for 3 to 8 hours. Benzonatate capsules have no inhibitory effect on the
respiratory center in recommended dosage.

INDICATIONS AND USAGE

Benzonatate capsules, USP are indicated for the symptomatic relief of cough.

CONTRAINDICATIONS

Hypersensitivity to benzonatate or related compounds.

WARNINGS

Hypersensitivity

Severe hypersensitivity reactions (including bronchospasm, laryngospasm and
cardiovascular collapse) have been reported which are possibly related to local
anesthesia from sucking or chewing the capsule instead of swallowing it. Severe



reactions have required intervention with vasopressor agents and supportive measures.

Psychiatric Effects

Isolated instances of bizarre behavior, including mental confusion and visual
hallucinations, have also been reported in patients taking Benzonatate capsules in
combination with other prescribed drugs.

Accidental Ingestion and Death in Children

Keep benzonatate capsules out of reach of children. Accidental ingestion of benzonatate
capsules resulting in death has been reported in children below age 10. Signs and
symptoms of overdose have been reported within 15-20 minutes and death has been
reported within one hour of ingestion. If accidental ingestion occurs, seek medical
attention immediately (see OVERDOSAGE).

PRECAUTIONS

Benzonatate is chemically related to anesthetic agents of the para-amino-benzoic acid
class (e.g. procaine; tetracaine) and has been associated with adverse CNS effects
possibly related to a prior sensitivity to related agents or interaction with concomitant
medication.

Information for Patients:

Swallow benzonatate capsules whole. Do not break, chew, dissolve, cut, or crush
benzonatate capsules. Release of benzonatate from the capsule in the mouth can
produce a temporary local anesthesia of the oral mucosa and choking could occur. If
numbness or tingling of the tongue, mouth, throat, or face occurs, refrain from oral
ingestion of food or liquids until the numbness has resolved. If the symptoms worsen or
persist, seek medical attention.

Keep benzonatate capsules out of reach of children. Accidental ingestion resulting in
death has been reported in children. Signs and symptoms of overdose have been
reported within 15-20 minutes and death has been reported within one hour of
ingestion. Sighs and symptoms may include restlessness, tremors, convulsions, coma
and cardiac arrest. If accidental ingestion occurs, seek medical attention immediately.

Overdosage resulting in death may occur in adults.

Do not exceed a single dose of 200 mg and a total daily dosage of 600 mg. If you miss a
dose of benzonatate capsules, skip that dose and take the next dose at the next
scheduled time. Do not take 2 doses of benzonatate capsules at one time.

Usage in Pregnancy
PREGNANCY CATEGORY C

Animal reproduction studies have not been conducted with benzonatate capsules. It is
also not known whether benzonatate capsules can cause fetal harm when administered
to a pregnant woman or can affect reproduction capacity. Benzonatate capsules should
be given to a pregnant woman only if clearly needed.



Nursing Mothers

It is not known whether this drug is excreted in human milk. Because many drugs are
excreted in human milk caution should be exercised when benzonatate capsules are
administered to a nursing woman.

Carcinogenesis, Mutagenesis, Impairment of Fertility

Carcinogenicity, mutagenicity, and reproduction studies have not been conducted with
benzonatate capsules..

Pediatric Use

Safety and effectiveness in children below the age of 10 have not been established.
Accidental ingestion resulting in death has been reported in children below age 10. Keep
out of reach of children.

ADVERSE REACTIONS
Potential Adverse Reactions to benzonatate capsules may include:

Hypersensitivity reactionsincluding bronchospasm, laryngospasm, cardiovascular
collapse possibly related to local anesthesia from chewing or sucking the capsule.

CNS

sedation; headache; dizziness; mental confusion; visual hallucinations.
Gl

constipation; nausea; Gl upset.

Dermatologic

pruritus; skin eruptions.

Other

nasal congestion; sensation of burning in the eyes; vague “chilly” sensation; numbness
of the chest; hypersensitivity.

Deliberate or accidental overdose has resulted in death, particularly in children.

Hypersensitivity reactions

including bronchospasm, laryngospasm, cardiovascular collapse possibly related to local
anesthesia from chewing or sucking the capsule.

OVERDOSAGE
Intentional and unintentional overdose may result in death, particularly in children.

The drug is chemically related to tetracaine and other topical anesthetics and shares
various aspects of their pharmacology and toxicology. Drugs of this type are generally
well absorbed after ingestion.



Signs and Symptoms

The signs and symptoms of overdose of benzonatate capsules have been reported
within 15-20 minutes. If capsules are chewed or dissolved in the mouth, oropharyngeal
anesthesia will develop rapidly, which may cause choking and airway compromise.

CNS stimulation may cause restlessness and tremors which may proceed to clonic
convulsions followed by profound CNS depression. Convulsions, coma, cerebral edema
and cardiac arrest leading to death have been reported within 1 hour of ingestion.
Treatment

In case of overdose, seek medical attention immediately. Evacuate gastric contents and
administer copious amounts of activated charcoal slurry. Even in the conscious patient,
cough and gag reflexes may be so depressed as to necessitate special attention to
protection against aspiration of gastric contents and orally administered materials.
Convulsions should be treated with a short-acting barbiturate given intravenously and
carefully titrated for the smallest effective dosage. Intensive support of respiration and
cardiovascular-renal function is an essential feature of the treatment of severe
intoxication from overdosage.

Do not use CNS stimulants.

DOSAGE AND ADMINISTRATION

Adults and Children over 10 years of age: Usual dose is one 100 mg or 200 mg capsule
three times a day as needed for cough. If necessary to control cough, up to 600 mg
daily in three divided doses may be given. Benzonatate capsules should be
swallowed whole.Benzonatate capsules are not to be broken, chewed, dissolved, cut
or crushed.

HOW SUPPLIED

Benzonatate Capsules USP, 100 mg are clear yellow, oval-shaped softgel capsules
imprinted with “PC14"” and are supplied as follows:

NDC 76420-803-20 in bottle of 20 capsules (repackaged from NDC 42806-714-XX)
NDC 76420-803-30 in bottle of 30 capsules (repackaged from NDC 42806-714-XX)
NDC 76420-803-60 in bottle of 60 capsules (repackaged from NDC 42806-714-XX)
NDC 76420-803-90 in bottle of 90 capsules (repackaged from NDC 42806-714-XX)
NDC 76420-803-01 in bottle of 100 capsules (relabeled from NDC 42806-714-01)
NDC 76420-803-05 in bottle of 500 capsules (relabeled from NDC 42806-714-05)

Benzonatate Capsules USP, 200 mg are clear yellow, oval-shaped softgel capsules
imprinted with “PC15"” and are supplied as follows:

NDC 76420-804-20 in bottle of 20 capsules (repackaged from NDC 42806-715-XX)
NDC 76420-804-30 in bottle of 30 capsules (repackaged from NDC 42806-715-XX)
NDC 76420-804-60 in bottle of 60 capsules (repackaged from NDC 42806-715-XX)



NDC 76420-804-90 in bottle of 90 capsules (repackaged from NDC 42806-715-XX)
NDC 76420-804-01 in bottle of 100 capsules (relabeled from NDC 42806-715-01)
NDC 76420-804-05 in bottle of 500 capsules (relabeled from NDC 42806-715-05)
Store at 20° to 25° C (68° to 77° F) [see USP Controlled Room Temperaturel].

PROTECT FROM LIGHT

Dispense in tight (USP), child-resistant containers.

Rx Only

Relabeled and Repackaged by:
Enovachem PHARMACEUTICALS

Torrance, CA 90501

PACKAGE/LABEL PRINCIPAL DISPLAY PANEL - 100 mg

v iEn{:-.zachem ereren

Suh 1-\.:— ‘We
ténzonalate Capsuies USP 2[]{] mg
NDC:75420-804-30

Qty: 30
Disrbuted By.  Epic Phama, LLG
Source NDC: 42806-715-XX

Description: dear yelow;ovak-shaped softgel capsulesPC1S
Lot#: COO00000 =

== Batch #: 00000000

Drug Stats: °X
LJ. Tu FEDERAL LAW PROHIBITS DI SPERSING WITHOUT PRESCRIPTION SEE PACKAGE INSERT.
P OUT OF REACH OF CHILDREN. STORE.

] Enovachem Ty
- cn, CoA OB |OFL74O]
Benzonatate Capsu]es USP 200 mg :_.__‘u_-f
NDC: 76420-804-60 2
= Oty 60

= Disirbuted Sy Epic Phama, LLT )0 ETa s 4
= Source NDC: 42806-715-XX |

= Demﬂor clear yalow;oval-shaped sofigel capsules 1S 1) 000000:
= Expr |

SiatE: RX
CAUTION: FEDERAL LAW PRCHIBT sbs“umﬂ'r-u_rﬂs_x_amm SEE PACHADE INSERT.
EEP OUT OF REAL

REACH OF CHILDREN. STORE AT 2352 (38.77F) (5EE USP CONTROLLED ROOM TEMF

s..s- e 200
A 00601

Benzonatate Capsules, USP 200 mg
NDC:T76420-804-90
- Clty: 90
Epic Phama, LLC

By

= Source NDG: 4250671 5K

= Description: e y=lowDya-shaped Sofigel capeLlesPCIS
S

fi{idEnovachem 1o

= Eﬂl‘h‘?’. 00000000

Dnug Statues: RX
CALTION: FECERAL LA PRICHIBITS DISFENSING WITHOUT PRESCRIPTION EEE PACKAGE INSERT
HEE F REACH OF CHILDREN. STORE AT 2025 (4. TTF) [SEE USP CONTROLLED ROOM TEMF|

AT 0356 (88-T7F) [SEE ISP CONTROLLED ROOM TEMP)

Berzonatate Capsules, USP 200 mg
NDC: TE420-504-30

L

oy 30

Serzonatabe Capsades, USP 200 mg

Berzonatate Capsules, USP 200 mg
NDC: T6420-504-30

=N

oy 30

Serzonatate Capsues, USP 200 mg
NDC: T5420-304-60
D

Benzonatate Capsules, USP 200 mg
NDIGC: To420-304-60
T

Berzonatate Capsules, USF 200 mg
NDC: Te420-304-60
aM

Serzonatats Caprues, USF 200 mg
WD TE420-304-50

aM

Cay: 90

Berzonatate Capsaies, USF 200 mg
WD TEd20-504-50

aM

aty: 90

Serzonatate Capsules, USP 300 mg

Relabeied By

¥ Enovachen s

Sunl-\.a— m

tenzonatate Capsules USP 2[][] mg

=

NDC:76420-804-01 L
Qty: 100 e
— Ds?nnsu By  EpicFhama LLC 1) D 70 A 7
= Source NDC: 4230671501 n
== Descrption: dlear yelow,oval-shaped sorgel capsulesPots  (10) 00000000
= Lot# 000N Expr [0}

== Bach 2 00000000
=== Drug Staus: AX
CALTION. FEDERAL LAW PROFIET, :D:"“vbh-un’ HOUT PREECRIFTION SEE PACKAGE INSERT.
EF OUT OF REACH OF CHLDREN. STORE AT 20-25C (#8-T7F) [SEE USP CONTROULED ROCOM TEMP|

Relabeied By

T Enovachem s

NDC:76420-804-05

Qty-500
== Detbueany.  Epic Prama LLC

CAUTICN FELERAL LAW PROCIBITS DIPENSING WITHOUT PRESCRIPTION SEE PACKAGE INSSRT
KEEP OUT OF REACH OF CHLDREN. STORE AT 20-26C ($8.77F) [SEE USP CONTROLLED ROCM TEMP)

r iEnm;achem 1

s.m ety oc-=

ﬁrenzonalate Capsuies USP I[][J mg

NDC:76420-803-20

Qty:20
Dsrbusdy:  Epic Prama, LLC

CAUTICH FEDERAL LAW PROCIBITS DUSPENS N WITHOUT PRESCRIPTICN SEE PACHAGE INSERT
KEEP CUT OF REACH OF CHILDREN. STORE AT 20-25C (86-77F) (55E USP CONTROLLED ROCM TEMPY

PACKAGE/LABEL PRINCIPAL DISPLAY PANEL - 200 mg

Benznatats Capsues,

NDGC: T5420-504-01
SN
aty: 100

Benzonatate Capsuies,

MNDC: 7a420-502-01
S

USF 300 mg

uES 200 mg

suies, LSS 200 mg

MDC: TE420-502-01

Eenzonatate Capsues,

MOC: Te420-50405
SN
Cty. 500

Benzonatate Capsues,

Benzonatate Capsues,

NDC: T420-504-05
N
cly. 500

Serzonatats Capsules,

NDC: TH420-803-20

Senzonatate Capsules,

NDC: TB420-803-20
N
Gy 20

Senzonamte Capsules.

NDC: T64:20-803-20
L
oy 20

USF 200 mg

UZF 300 mg

USF 200 mg

, USF 100 mg

USP 100 mg

USF 100 mg



"9 Enovachem sy

Sute 1405 140
Tomarea, G 0501

t&nzonahte Capsules USP 100 mg

NDC: 76420-803-30
= Oty:30
= Distrbuied By Epic Phama, LLC
= Source NDC: 42306-714-XX%
Descrigtion: dmﬁws-ﬂmsmgﬂ..ml:—apcld
Lot DOJ0C000
== Baich # 00000000
Drug Stats: RX
CAUTION: FEDERAL LAW PROFIBITS DISPERSING WITHOUT PRESCRIPTION. EEE PACKAGE INSERT.
P OUT OF REACH OF CHILDREN. STORE AT 20-25C (26-T7F) [5EE LSP CONTROLLED ROCM TEMPY

FTEhoach
NOVAChEN -
i Tamarce, CAgoSa1

Benzonatate Capsules USP 100 mg ‘

NDC: 76420-803-60
== Qty:60
Distrbuted 5y Epic Phamna, LLC
Source NDC: 425067 14-30 i
Desorigtion: dear yalow, oval-chaped songel capsulesPC14 () SOD0000X
Lot # DOOD000D Expe [eal]
== Baich# 00000000

Drug Status: RX
CALTION: FEDERAL LAW PROHIBITS DiSPERSING WITHOUT PRESCRIPTION. BEE PACHAGE INSERT.
KEER OUIT OF REACH OF CHILDREN. STORE AT 21-26C (86.7TF| [S2E USP CONTROLLED ROOM TEWR|

Suite 143 1408
|G Tormases, CA 00501

Benzonatate Capsules USP 100 mg
NDC: 76420-803-90

== Qty: 90

Distrbuted Sy: _ Epic Phamna, LLC

Source NDC: 423067 14-X0

Descrition: clear yeliow; :fm-sreaecsmgel.apsu:-apcn
Lot # 00000000 [ral]

ETE” \ h Y 70 v s e
LA DaCE

== Eaich #: 00000000

Drug Status: RX
CAUTION FELERAL LAA PROHIBITS ISPEHSING WITHOUT PRESCRIFTION SEE PACHAGE ISR
HKEEP GUT OF REACH OF CHILDREN. STORE AT 20-35C {26-TTF) [S2E USP CONTROLLED ROCM TE ur/

BENZONATATE

benzonatate capsule

Product Information

HUMAN PRESCRIPTION
DRUG

Product Type

Route of Administration

Senzonatate Capsules, USP 100 mg
NDC: T6420-803-30

N

aty: 30

Senzonatate Capsues, USF 100 mg
NDC: 76420-303-30

SN

iy 30

Senzonatate Capsules, USP 100 mg
MNDC: T5420-303-30

SN

aty: 30

Senzonatate Capsues, USP 100 mg
WDC: TE420-303-50
N

Senzonatate Capsues, USP 100 mg
NDC: T6420-303-60

N

oy 60

Serzonatate Capsules, USF 100 mg
NDC: 7e420-803-80

SN

cy: 60

@erzonatate Caprues, USP 100 mg
NDC: T6420-803-50
SN

Senzonatate Capsules, USP 100 mg
NDC: T6420-803-20

N

aty: 90

Senzonatate Capsules, USP 100 mg
NDC: TE420-808-20

SN

Qty: 90

ORAL

Active Ingredient/Active Moiety
Ingredient Name

BENZONATATE (UNII: 5P4DHS6ENR) (BENZ ONATATE - UNII:5P4DHS 6ENR)

Inactive Ingredients

Ingredient Name

D&C YELLOW NO. 10 (UNIl: 355SW5USQ3G)

GELATIN (UNIl: 2G86QN327L)
GLYCERIN (UNIl: PDC6A3C0OX)

LECITHIN, SOYBEAN (UNIl: 1DI56QDM62)
LIGHT MINERAL OIL (UNII: N6K5787QVP)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

SHELLAC (UNIl: 46N107B710)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

WATER (UNIl: 059QFOKOOR)

Refabesed By:

©9 Enovachem s

.ua e 0

Eenzonahte Capsules USF’ IDD mg

NDC:76420-803-01
Qty-100
== rysrbuted By:  EpicPhama, LLG
Source NDC: 42806-714-01
Description: dear yeliow,ovalshaped songel capeUles’PC14
Lot#: 00000000 =0

im
{107 000007
=21

== Dnug Status: AX
GALTION: FEDERAL LAW PROHIBITS DISPENSIG WITHOUT PRESCRIFTION SEE PACKAGE INSERT.
KEEP GUT OF REACH OF CHILDREN. STORE AT 20-25C (46-T7F) [SEE USP CONTROLLED ROGM TEWP|

Relabeted By:

¥ Enovachem ey

[ | o cagEcn Ao
Benzonatate Capsules USF’ 100mg &
NDC:76420-803-05 i

== DisbutzdSy  EpicPhama LLG (1) 0 B s
Source NDC: 4230671405 [\
Description: dear yelow; mal—srmec sofinel capeulesPC14 |lEiﬂ'JIiW-‘

21

PENEING WITHOLT PRESCRIFTION SEE PACKAGE INSERT
RE AT 20250 (B-T7F| [SEE UEP CONTROULED ROCM TEMP!

AUTICA: FEDERAL LW PROMIBITE
KEEP GUIT OF REACH OF CHLDRES

Rl Enuvachem iy

-"un 1

Tostitao, A 50

ﬁenzonahte Capsules USP 200 mg

NDC: 76420-804-20
= Qty:20
= Disrbuted Sy Epic Phama, LLE
= Soume NDC: 428067 153X
= Description: clear yelow; :rm-sra;.ec 50fgel capeUlesPCIS
— LO":'I:O]DDDII [ral]

l\..l. Tu FEDERAL LW PROHIBT, sf.-s"‘»mmn’T—'a.T"‘{ SLRIPTION SEE PACHAGE INSER
FOUT OF REACH OF CHILDREM. ST 20-35C B6-TTF) [SEE USP CONTROLLED ‘a.r\.lT‘Ul"

Item Code

(Source) 714)

Benzznatat: Capmdes, USF 100 mg
MNDC: 78420-803-01

SN

Cty. 100

Benzonatate Capsules, USF 100 mg
NDC: 78420-503-01
SN

Benzonatate Capsuies. USF 100 mg
NDC: 784 20-503-01
SN

Benzonatate Capsues, USF 100 mg
NDC: 76420-503-05

N

oty. 500

Benzonatate Capsules, USF 100 mg
NDC: 76420-803-05

SN

oty 50

B=nmnatate Capswes, USF 100 mg
MDC: 75420-603-05

M

Gty 500

Serzonatats Capeuies, LISF 200 mg
NDC: 78420-804-20

SN

oy 20

Serzonatate Capsules, USP 200 mg
NIDC: TE420-504-20

SN

oy 20

Senzonaiate Capsules, USP 200 mg
NDC: TE420-804-20

SN

ay 20

NDC:76420-803(NDC:42806-

Basis of Strength Strength

BENZ ONATATE

100 mg

Strength



Product Characteristics

Color yellow Score no score
Shape OVAL Size 7mm
Flavor Imprint Code PC14
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:76420-803- 30 in 1 BOTTLE; Type 0: Not a Combination 04/29/2024
30 Product
2 NDC:76420-803- 20 in 1 BOTTLE; Type 0: Not a Combination 04/18/2025
20 Product
3 NDC:76420-803- 90 in 1 BOTTLE; Type 0: Not a Combination 04/29/2024
90 Product
a NDC:76420-803- 100 in 1 BOTTLE; Type 0: Not a Combination 04/29/2024
01 Product
5 NDC:76420-803- 500 in 1 BOTTLE; Type 0: Not a Combination 04/29/2024
05 Product
6 NDC:76420-803- 60 in 1 BOTTLE; Type 0: Not a Combination 04/29/2024
60 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA206948 12/21/2018
BENZONATATE
benzonatate capsule
Product Information
Product Tvpe HUMAN PRESCRIPTION Item Code NDC:76420-804(NDC:42806-
yp DRUG (Source) 715)
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
BENZONATATE (UNIl: 5P4DHS6ENR) (BENZONATATE - UNII:5P4DHS 6ENR) BENZ ONATATE 200 mg
Inactive Ingredients
Ingredient Name Strength

D&C YELLOW NO. 10 (UNIl: 355SW5USQ3G)
GELATIN (UNII: 2G86QN327L)
GLYCERIN (UNIl: PDC6A3C0OX)



LECITHIN, SOYBEAN (UNIl: 1DI56QDM62)
LIGHT MINERAL OIL (UNII: N6K5787QVP)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SHELLAC (UNIl: 46N107B710)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
WATER (UNIl: 059QF0KOO0R)

Product Characteristics

Color
Shape
Flavor
Contains

Packaging
# Item Code

NDC:76420-804-
30

NDC:76420-804-
60

NDC:76420-804-
90

NDC:76420-804-
01

NDC:76420-804-
05

NDC:76420-804-
20

yellow Score
OVAL Size
Imprint Code

Package Description

30 in 1 BOTTLE; Type 0: Not a Combination
Product

60 in 1 BOTTLE; Type 0: Not a Combination
Product

90 in 1 BOTTLE; Type 0: Not a Combination
Product

100 in 1 BOTTLE; Type 0: Not a Combination
Product

500 in 1 BOTTLE; Type 0: Not a Combination
Product

20 in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing Information

Marketing Start
Date

04/29/2024
04/29/2024
04/29/2024
04/29/2024
04/29/2024

04/18/2025

no score
9Imm
PC15

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA206948 12/21/2018
Labeler - aAsclemed USA, Inc. (059888437)
Establishment
Name Address ID/FEI Business Operations
ASCLEMED USA INC. DBA 059888437 relabel(76420-803, 76420-804) , repack(76420-803, 76420-
ENOVACHEM 804)

Revised: 4/2025

Asclemed USA, Inc.



	Benzonatate Capsules, USP
	DESCRIPTION
	CLINICAL PHARMACOLOGY
	INDICATIONS AND USAGE
	CONTRAINDICATIONS
	WARNINGS
	Hypersensitivity
	Psychiatric Effects
	Accidental Ingestion and Death in Children

	PRECAUTIONS
	Information for Patients:
	Usage in Pregnancy
	Nursing Mothers
	Carcinogenesis, Mutagenesis, Impairment of Fertility
	Pediatric Use

	ADVERSE REACTIONS
	Hypersensitivity reactions

	OVERDOSAGE
	Signs and Symptoms
	Treatment

	DOSAGE AND ADMINISTRATION
	HOW SUPPLIED
	PACKAGE/LABEL PRINCIPAL DISPLAY PANEL - 100 mg
	PACKAGE/LABEL PRINCIPAL DISPLAY PANEL – 200 mg

