GUAIFENESIN AND PSEUDOEPHEDRINE HCL- guaifenesin and pseudoephedrine
hcl tablet, extended release
Ohm Laboratories, Inc.

Drug Facts

Active ingredients (in each extended-release Purposes

tablet)
Guaifenesin 600 mg Expectorant
Pseudoephedrine HClI 60 mg Nasal Decongestant

Active ingredients (in each extended-release Purposes

tablet)

Guaifenesin 1200 mg Expectorant
Pseudoephedrine HCl 120 mg Nasal Decongestant
Uses

¢ helps loosen phlegm (mucus) and thin bronchial secretions to rid the bronchial
passageways of bothersome mucus and make coughs more productive
temporarily relieves nasal congestion due to:

o common cold

o hay fever

o upper respiratory allergies

temporarily restores freer breathing through the nose

promotes nasal and/or sinus drainage

temporarily relieves sinus congestion and pressure

Warnings

Do not use if you are now taking a prescription monoamine oxidase inhibitor (MAOI)
(certain drugs for depression, psychiatric or emotional conditions, or Parkinson’s
disease), or for 2 weeks after stopping the MAOI drug. If you do not know if your
prescription drug contains an MAOI, ask a doctor or pharmacist before taking this
product.

Ask a doctor before use if you have

heart disease

high blood pressure

thyroid disease

diabetes

trouble urinating due to an enlarged prostate gland

persistent or chronic cough such as occurs with smoking, asthma, chronic
bronchitis, or emphysema

e cough accompanied by too much phlegm (mucus)

When using this product



e do not use more than directed

Stop use and ask a doctor if

e you get nervous, dizzy, or sleepless

e symptoms do not get better within 7 days, come back or occur with a fever, rash, or
persistent headache. These could be signs of a serious illness.

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away (1-800-222-1222).

Directions

e do not crush, chew, or break extended-release tablet

e take with a full glass of water

e this product can be administered without regard for timing of meals

e For 600 mg/60 mg: adults and children 12 years and older: 2 extended-release
tablets every 12 hours; not more than 4 extended-release tablets in 24 hours

e For 1200 mg/120 mg: adults and children 12 years and older: 1 extended-release
tablet every 12 hours; not more than 2 extended-release tablets in 24 hours

e children under 12 years of age: do not use

Other Information

e Tamper evident: Do not use if carton is open or if printed seal on blister is
broken or missing.

e store between 20-25°C (68-77°F)

Inactive Ingredients

carbomer homopolymer, NF; hypromellose, USP; magnesium stearate, NF;
microcrystalline cellulose, NF

Questions?

call toll-free Monday to Friday 8:30 am to 5:00 pm EST at 1-800-406-7984
You may also report side effects to this phone number.

Keep the carton. It contains important information.

See end panel for expiration date.

TOhm ®is a registered trademark of Sun Pharmaceutical Industries, Inc. All other
trademarks are property of their respective owners.

Distributed by:
Ohm Laboratories Inc.
New Brunswick, NJ 08901

0321



Guaifenesin 600 mg and Pseudoephedrine HCl 60 mg Extended-Release

Tablets - Carton Label
NDC 51660-074-18

T Compare To
the active ingredients of
Mucinex ®D

ohm ®

Guaifenesin 600 mg & Pseudoephedrine HCI 60 mg

Extended-Release Tablets

Expectorant & Nasal Decongestant

12 Hour
e Clears Nasal/Sinus Congestion
e Thins and Loosens Mucus

e /mmediate and Extended Release

18 Extended-Release Tablets

+Ohm ®is a registered trademark of Sun Pharmaceutical Industries, Inc. All other
trademarks are property of their respective owners.

_

Expactorent & Nosol Decongestont

1
H
1
.

fGompare To

thve active ingrediants of

Mucinex® D

ohrr

Guaifenesin [JNLT

§ja|qo] asoa|ay-papuaixy
EITT] DH euupeydeopnasg 3 [CITTT] wsauepong)

Junysabumag psay 3 juniopedg] |

Extended-Release Tablets

NDC 51660-074-18

& Pseudoephedrine HCI [JILT]

Expectorant & Nasal Decongestant

5
£ 12 Hour
H g * Clears Nasal/Sinus Congestion
Es ® Thins and Loosens Mucus
§ g « Immediate and Extended Release

Guaifenesin [T & Pseudoephedrine HCI [TET]

Extended-Releose Tablets

Expectorant & Nasol Decongestant

18 Exiended-Release Tablets

[
i

L NoNuARNSH

= |

Pseudoephedring HCI 60 my.............. Nasal
D e

5215736
Drug Facls | Drug Facis (continued)
Active ingrediants Purposes It pragnant o breast-feeding, ask a health
viessional befora use.
(in each extended- Kaep out of reach uf ehikres,
release fablet) In n'uiseoroure.}:':m: get m;::su help of
Guailenesin 600 mg........... ....Expectosant § contac! a Poison Control Center right away

(1-B00-222-1222).

Uses

W Nelps laosen phisgm {mucus) and (hin
bronchial secretions to rid the bronchial
passageways of bothersome mucus and
Telk COUGNS mare productive

m temporarity relieves nasal congestion due to:
w common cofd
 hay Tever
m upper respiratary allergies

m iemposarily restores fresr breathing
ihrough the nos:

® promofes nasal andior sinus drainzge

m temposarily religves sinug congestion and
pressure

Directions

m da nat crush, chew, or broak
xtended-roleass tablot

m taka with a full glass of waber

m this uck can be administered without
ragard for timing af meals

w adults and children 12 years and alder: 2
extended-releass tablets every 12 howrs: not
more than 4 extended-relszes tablets in 24

urs
m children under 12 years of age: do not use

Warnings
Do mot use if you are now taking a prescriptian
mancamine axidase inhibitar (| 1) {certain
drugs for depression, psychiatric, or emotional
conditions, or Parkinson s diseasz), or for 2
waeks afier stopping the MADI drug. If you do
nod know il your prescription drug contains an
|, ask a doctor or pharmacist befare
1aking ihis product.

Ask & doclor before use if you have
® hear diseass

= high blood pressure

m Ihyroid diseass

m diabeles

m trouble urinating due to an enlarged
prostate glang

W persistent ar chronic cowgh such as occurs
with smoking, asthma. chronks bronchitis,
o EMpnysema

m cough accompanied by too much phlegm
| mucus)

Dther infarmation

= Tampér evidest: Do nol use If carton is
open or il prinbed seal on bliser is broken
or missing.

W 5t0re between 30:26°C (68-77°F)

Inactive ingredients

carbomer homapolymar, NF; hypromellosa,
USP; magnesium stearate, NF; microcrystalling
Gelulose, NF

Questions? czn toi-fr=z Manday to Fridzy
B:30 am ta 500 pm EST at 1-800-406-7384.
You I;I:YSIW report =ide etfects: to this phong
number.

When i2ing this produwet

m_do not use more than directed

Stop use and ask a doctor if

W y0U Q81 NenvVous, (7Y, or sieapiegs

m symploms do not get beter within 7 days,

come back or occur with a
persistent headache, These could be
signs of a serious llness.

Keep the carton.
It containg important information.
See end panel for expiration date.

"Ohm® is a registered frademark of

Sun Pharmaceutical Industries, nc.
Al oiher Irademarks. are property
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Guaifenesin 1200 mg and Pseudoephedrine HCl 120 mg Extended-Release
Tablets - Carton Label

NDC 51660-077-12

t Compare To
the active ingredients of

Maximum Strength
Mucinex ®D

ohm ®

Maximum Strength
Guaifenesin 1200 mg & Pseudoephedrine HCI 120 mg
Extended-Release Tablets

Expectorant & Nasal Decongestant

12 Hour

e Clears Nasal/Sinus Congestion

e Thins and Loosens Mucus

e /Immediate and Extended Release

12 Extended-Release Tablets

tOhm ®is a registered trademark of Sun Pharmaceutical Industries, Inc. All other
trademarks are property of their respective owners.
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Drug Facts

Active ingredients Purposes
(in each extended-

release tablef}

Guaifenesin 1200 mg Expeulﬂmm
Pseudoephedring HCI 120 mu ...Nasa]

I pregnant or breastsfeeding, ask a health
professional before use,

Keep out of reach of children.

In case of overdose, get medical help or
contact a Poison Control Center right away
(1-800-222-1222).

Directions

Uses

m helps loosen phlegm (mucus) and thin
bronchial secretions to rid the bronchial
passageways of bothersome mucus and
make coughs more productive

m temporarily religves nasal fon dug to:

m do not crush, chew, or break
axtended-release tablst

| fake with a full glass of water

W tis product can be administered without
regard for timing of meals

W adults and children 12 years and older: 1

m common cold
W hay fever
W upper respiratory allergies

m temporarily restores freer breathing
through the nase

W promotes nasal and/or sinus drainage

m temporarily relieves sinus congestion and
pressure

tablet every 12 hours; not
more than 2 extended-release tablets in 24

hours
m children under 12 years of age: do not use

Other information

W Tamper evident: Do nol use if carlon is
nlllli uriil printed seal on blister is broken
of m

Warnings

Do not use if you are now taking a prescription
monaamine oxidase Inhibitor (MAOI) (certain
drugs for depression, psy:mam‘n or emotional
conditions, or Parkinson's disease), or for 2
weeks aftar stopping the MAOI drug. If you do
not know if your prescription drug contains an
MAOI, ask a doctor or pharmacist before
taking this product.

Ask a doctor before use if you have

W heart disease

m high blood pressure

m thyroid disease

W diabetes

| ftrouble urinating due to an enlarged

gland

m persistent or chronic cough such as ocours
with smoking, asthma, chronic bronchitis,
or emphysema

B cough accompanied by too much phlegm
{mucus)

When using this product

W_do not use more than directed

Stop use and ask a doctor if

m you get nervous, dizzy, or sleepless

m symptoms do not get better within 7 days,
«come back or occur with a fever, rash, or
persistent headache. These could be
signs of a serious ilness.

h 4

53ing.
W store hetween 20-25°C (68-77°F)

Inactive ingredients

carbomer homopolymer, NF; hypromellose,
USP; magnesium stearate, NF; microcrystalling
cellulose, NF

Questions? cal tolres Monday to Frldiy
8:30 am t0 5:00 pm EST at 1+800-406-798

You may also report side P.Ireds to this phnne
number.

Keep the carton,

It contains Imrmant information,
See end panel for expiration date.
TOhm™ is a registerad trademark of

Sun Pharmaceutical Industries, Inc.

Al other trademarks are property

of their respective owners.
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GUAIFENESIN AND PSEUDOEPHEDRINE HCL

guaifenesin and pseudoephedrine hcl tablet, extended release

Product Information
Product Type

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

GUAIFENESIN (UNII: 495W7451VQ) (GUAIFENESIN - UNI:495W7451VQ)

HUMAN OTC DRUG

PSEUDOEPHEDRINE HYDROCHLORIDE (UNII: 6V9V2RY]8N)

(PSEUDOEPHEDRINE - UNII:7CUC9DDI9F)

Inactive Ingredients

Ingredient Name
CARBOMER HOMOPOLYMER TYPE B (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNII:

HHTO01ZNK31)
MAGNESIUM STEARATE (UNII: 70097M6130)

HYPROMELLOSE 2910 (10000 MPA.S) (UNIl: OHO1H52958)

Item Code (Source)

Basis of Strength

GUAIFENESIN

PSEUDOEPHEDRINE
HYDROCHLORIDE

NDC:51660-074

Strength
600 mg

60 mg

Strength




MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)

Product Characteristics

Color white (white to off-white) Score no score
Shape OVAL Size 17mm
Flavor Imprint Code 058
Contains
Packaging
# Item Code Package Description Marketing Start Marketing| End
Date Date
NDC:51660- :
1 074-18 1in 1 CARTON 04/01/2021
1 18 in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA212542 04/01/2021
GUAIFENESIN AND PSEUDOEPHEDRINE HCL
guaifenesin and pseudoephedrine hcl tablet, extended release
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:51660-077
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
GUAIFENESIN (UNII: 495W7451VQ) (GUAIFENESIN - UNII:495W7451VQ) GUAIFENESIN 1200 mg
PSEUDOEPHEDRINE HYDROCHLORIDE (UNII: 6V9V2RYJ8N) PSEUDOEPHEDRINE 120 m
(PSEUDOEPHEDRINE - UNII:7CUC9DDI9F) HYDROCHLORIDE 9
Inactive Ingredients
Ingredient Name Strength

CARBOMER HOMOPOLYMER TYPE B (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNII:
HHTO01ZNK31)

HYPROMELLOSE 2910 (10000 MPA.S) (UNIl: OHO1H52958)
MAGNESIUM STEARATE (UNIl: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)



Product Characteristics

Color white (white to off-white) Score

Shape OVAL Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start
Date

NDC:51660- ;
1 077-12 1in 1 CARTON 04/01/2021
1 12 in 1 BLISTER PACK; Type 0: Not a Combination

Product

Marketing Information

no score
22mm
057

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA212542 04/01/2021
Labeler - ohm Laboratories, Inc. (184769029)
Establishment
Name Address ID/FEI Business Operations
Ohm Laboratories, Inc. 184769029 manufacture(51660-074, 51660-077)

Revised: 10/2024

Ohm Laboratories, Inc.
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