ACETAMINOPHEN- acetaminophen tablet, extended release
Granules India Limited

Acetaminophen Extended Release Tablets 650 mg

ACTIVE INGREDIENT (IN EACH CAPLET)
Acetaminophen USP, 650 mg

PURPOSE

Pain reliever/fever reducer

USES

For Arthritis Pain label
» temporarily relieves minor aches and pains due to:
* minor pain of arthritis
* muscular aches
* backache
» premenstrual and menstrual cramps
* the common cold
* headache
* toothache
» temporarily reduces fever

For Muscle Aches & Pain label
» temporarily relieves minor aches and pains due to:
* muscular aches
* backache
* minor pain of arthritis
* toothache
* premenstrual and menstrual cramps
* headache
* the common cold
» temporarily reduces fever

WARNINGS

Liver warning: This product contains acetaminophen. Severe Liver damage may occur
if you take

* more than 6 caplets in 24 hours, which is the maximum daily amount

» with other drugs containing acetaminophen

* 3 or more alcoholic drinks everyday while using this product



Allergy alert: acetaminophen may cause severe skin reactions
Symptoms may include:

* skin reddening

* blisters

* rash

If a skin reaction occurs, stop use and seek medical help right away

Do not use

» with any other drugs containing acetaminophen (prescription or nonprescription). If
you are not sure whether a drug contains acetaminophen, ask a doctor or pharmacist.
* if you are allergic to acetaminophen or any of the inactive ingredients in this product.

Ask a doctor before use if you have

liver disease.

Ask a doctor or pharmacist before use if you are

taking the blood thinning drug warfarin.

Stop use and ask doctor if

* pain gets worse or lasts more than 10 days
* fever gets worse or lasts more than 3 days
* new symptoms occur
* redness or swelling is present

These could be signs of a serious condition.

If pregnant or breast-feeding

ask a health professional before use.

Keep out of reach of children

Overdose warning: In case of overdose, get medical help or contact a poison control
center right away.(1-800 222-1222). Quick medical attention is critical for adults as well
as for children even if you do not notice any signs or symptoms

DIRECTIONS

For Arthritis Pain Label
* do not take more than directed (see overdose warning)

* take 2 caplets every 8 hours with water



» swallow whole; do not crush, chew, split or dissolve
* do not take more than 6 caplets in 24 hours
* do not use for more than 10 days unless directed by a doctor

adults

under 18 years

* ask a doctor
of age

For Muscle Ache and Pain label
e do not take more than directed (see overdose warning)

* take 2 caplets every 8 hours with water

adults and children * swallow whole; do not crush, chew, split or dissolve

12 years of age and * do not take more than 6 caplets in 24 hours

over * do not use for more than 10 days unless directed by a
doctor

children under

12 years e do not use

OTHER INFORMATION

* store between 20-25°C (68-77°F)
e do not use if foil inner seal is broken or missing.

INACTIVE INGREDIENTS

hydroxyethyl cellulose, hypromellose, magnesium stearate, microcrystalline cellulose,
polyethylene glycol, povidone, pregelatinized starch, sodium starch glycolate, stearic
acid

QUESTIONS OR COMMENTS ?
Contact 1-877-770-3183 Mon-Fri 8:00 AM EST to 5:00 PM PST.

PRINCIPAL DISPLAY PANEL



Acetaminophen Extended Release Tablets USP, 650 mg

Each Extended Release tablet contains

Acetaminophen USP 650 mg .
Batch No. : XXXXXXX Pack Size : 30 Kg =
Mig.Dt.  : MM/YYYY Gross Wt. : 00.000 Kg = %
Exp.DL.  : MM/YYYY Tare Wt. : 00.000 Kg = =%
NDC No. : 62207-183-97 NetWt.  : 00.000 Kg 5 =8
Mtg.Lic.No. : 37/RR/AP/2003/F/R Drum No. : 000 g §§
Storage : Store between 20 - 25 °C (68 - 77 °F) 'g %%
Caution : For repacking only. S ==¢2
00 O TS Sujani ebes
(01)50362207183975({17)000000(10)XXXXXXX P|||apa| Bi':‘e'::’]é' vl g
em ?%18':01412305'30' %
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M. L. No_ 37/RRVAP/2003/FR

Manufactured By:
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MADE IN INDOIA
Hyderabad — 500 081, INDIA

Distributed By:

Granules India Limited

Parsippany, NJ 07054

Granules USA, Inc.
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L= rgtc Y See Hew Waming

‘TCompane to e actve ngredient of Tyiena® 8 HR
Artrvitis Pain

ARTHRITIS paIN

Acetaminophen
Extended-release
tablets USP, 650 mg

Pain Reliever / Fever Reducer

For The Temporary Relief Of Minor
Arthritis Pain

10 caplets
650 mg each

Drug Facts Drug Facts (continued) Drug Facts (continued)
ctive ingradismt Purposs Step use and ask & dector i Inactive Ingrediants
(in each caplet) e = pain gets warse o l2sls mare than 10 days mwyen'fmgnennse, Iypromellese, magnesum
Acetaminophen LSS, BS0mg ... Pain religves W fever gets Warse o sts mere han 3 deys Siearate, Miroerystaing c2i ks, polyEnyEne
fever reducer e Symptems ocsur

Ulses  mremparariy reieves miner aches and pains
Oue 1o ® mingr pain of arthids m muscuiar aches
naiache = an mensinal eramps
e commen ol W heanache = mamathe

= temperariy reduses fever

Liver waming: This produst canizins acesaminephen.
Severe liver damage may ocew ¥ you lake w more

than & eaplets 1 24 heurs, which is the maximum caily|
amount w wilh ofher crugs conizing acetaminaphen
LE] e: mere aleoholic drinks every day while using this|

ol

ulrgy ahert- acEtaminaphien may <ause Severe skin
reitions. Symptums may inshce;

= 5K redgening = Diisters m fash

1 & s reastion oesurs, sop use and seex medcal
heip right awy.

D it use

= wilh any ciher crug coniaining aseEminophen
{presriptian r nonprescripion. F you are mel sure
whether 3 drug cenlains setaminaphen, &54 2 cocler
o phamasist

 redness or sweling is present. !
Trese could b 5QN5 of 2 Seus condiiion.

gy, povidone, preqeiatinized starch. sedium siarch
giyeaiate, skearie 3.

¥ pregnint or breast-seding, a5« 2 heafh
processional betore use.

Keep out of reach of children.

(Overdose Waming: In ease of overase, get madical
heip or ezniact a Peison Conlrol Cenier night away.
11-B00-222-1222) Ouiek medical atienSion is erifieal for
aduts as well as for chicren even § you do not notice

Guestions or comments?
Cantaet 1-877-T70-51B3 Mon-F1 00 AM EST Ip

5:00 PW PST.

Jan signs o sympmms.
Trecs

w do not take more Tam directed [see overdose
waming)

s ke 2 capiets every & hours with waiker

w sualicw Whole; 0o ot crush, chew, spit
ordsseie

w i ook fzkie meee than B capiets in 24
hours

= nokuse far more Ban 10 days

uniess direcied by 3 docter

wder 18 |maska coelor

= ¥ you are ailergic 1 acetaminophen or any of he
'mﬂivu\g:zmnms et yedrs o age
Ak a doeter before use i yeu have iver disease Ohther i

Ask @ docter or pharmacist befere use o you are
taking the biced tinning drug warfarin

-

W siore between 20-25°C (62-77°F)
[} aumeihimlnlllsmunusng

Cantains No Aspirin
"Thits precuet i not manusactured or distributed by
*KIICMITHI’EM ciswibuier of Tylemol®

HIR Arthitis Pain
SI |

62207/ 8351
MADE IM INDIA

M. L. No. 3TRR/APZO03FR
X00000000000

Manufactured By:
‘Granules India Limited
Hyderabad - 500 DE1, INDIA

Distributed By:
Granmles USA, Ine.
Parsippany, NJ 07054

Geamense " | Drug Facts
DO NOT USE WITH OTHER MEDICINES
CONTAINING ACETAMINOPHEN ﬁg%gi;]ng;eg;gn 5 Purpose e L L
il A{:etamlnnphen USP, 650 mg_.._Pain reliever/
mpam;;m:;?fwwimmmmrwn fever reducer || MADE IN INDIA
S— - M. L. No.: 37/RR/AP/2003/F/R

MUSCLE ACHES & PAIN Uses m temporarily relieves minor aches and xxxxx;xxxxxx
Acetaminophen pains due to: m muscular aches m backache J
Exlondad pl = minor pain of arthritis m foothache Manufactured By:

Xienaed-reiease = premenstrual and menstrual cramps Granules India Limited
tablets USP, 650 mg = headache m the common cold Hyderabad — 500 081, INDIA
Pain Reliever / Fever Reducer m temporarily reduces fever

For Up to & Hours Relief of Minor Muscle

.of;hes & Pain . 10 caplets*
@ 650 mg each
*Capsule-Shaped Ei-Layer Tablets

Warnings
Liver warning: This product contains

acetaminophen. Severe liver damage may
occur if you take ® more than 6 caplets in

Distributed By:
Granules USA, Inc.
Parsippany, NJ 07054

LOT:
EXP:

gﬁ



REAI] II|E UcBEL

DO NOT USE WITH OTHER MEDICINES
CONTAINING ACETAMINOPHEN

HDC 62207-183-51
“Compare to the active ingredient of Tyleno® 8 HA

Arthritis Pain

ARTHRITIS pAIN
Acetaminophen
Extended-release
tablets USP, 650 mg

Pain Reliever / Fever Reducer
For The Temporary Relief Of Minor

Arthritis Pain 10 caplets*
I@% 650 mg each
*Capsule-Shaped Bi-Layer Tablets

Drug Facts

Active ingredient Purpose

(in each caplet)

Acetamlnuphen USP, 650 mg...._ Pain reliever/
fever reducer

Uses wtemporarily relieves minor aches and
pains due to. m minor pain of arthritis
m muscular aches ® backache
m premenstrual and menstrual cramps
m the common cold m headache m foothache
m temporarily reduces fever

Warnings

Liver warning: This product contains
acetaminophen. Severe liver damage may
occur if you take ® more than 6 caplets in

&

TR
MADE IN INDIA

M. L. No.: 37/RR/AP/2003/F/R
XXX
Manufaciured By:

Granules India Limited
Hyderabad — 500 081, INDIA

Distributed By:
Granules USA, Inc.
Parsippany, NJ 07054

LOT:
EXP:

Acetaminophen Extended Release Tablets USP, 650

Each Extended Release tablet contains
Acetaminophen USP 650 mg

Batch No. : XXXXXXX No. of Units : 5x3000
Mig.Dt. : MM/YYYY Gross Wt. 00.000 Kg
Exp.Dt. : MM/YYYY Tare Wt. 00.000 Kg
NDC No. : 62207-183-34 Net Wt. 00.000 Kg
Mfg.Lic.No. : 37/RR/AP/2003/F/R Box number : 000

Storage : Store hetween 20 - 25 °C (68 - 77 °F)

Caution : For repacking only.

(01)50362207183340(17)000000(10)XXXXXXX

Country of Origin: INDIA

NN AN

(00)189038320000000004

3
Q

|Prnducl code : 700000001368




Acetaminophen Extended Release Tablets USP, 650 mg

Each Extended Release tablet contains
Acetaminophen USP 650 mg

Batch No. : XXXXXXX No. of Units : 3000
Mfg.Dt. : MM/YYYY

Exp.Dt. : MM/YYYY

NDC No. : 62207-183-87

Mfg.Lic.No. : 37/RR/AP/2003/F/R

Country of Origin: INDIA

Storage : Store between 20 - 25 °C (68 - 77 °F)

Caution : For repacking only.

700000001368

Product code :



NDC 62207-185-51 g-—"Y/"R'FT [T
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‘Compare o he acdve ingredient of Tyieno™ 8 HR
Mizseie Aches & Pain

MUSCLE ACHES & PAIN

Acetaminophen
Extended-release
tablets USP, 650 mg

Pain Reliever f Fever Reducer

For Up to 8 Hours Relief of Minor

Muscle Aches & Pain

10 caplets*

/ |

/ |

/f ke e
Dmg Faci's Drug Facts (confinued) Drug Facts (continued)
Purpose Stop use and ask a declor Inactive Ingredients
t’mnadma_nhr.! e ' pain et Worse of 25ts more than 10 days Pyerticy eyl E=duinse, Nprameiese, magnasium
phien LIS, 650 mo. Pain redieves! m jeyergets werse or lasts mere tham 3 days slearaie, misoerystaline celluiese. polyeivyiene
faver regucar 1 SyMpiemS DESr

Uses  wemparary relieves minor aches eng
DEINS OU8 12 W MUSCUET 2hes W Datkche
m e pain of affris W keohache
 prEMENiniE End MENSINE tRmpE
= heagache m the common soid

W TpOraN renUEes fever

Liver : This produst contains acetaminaphen.
Severe liver damage may peow ¥ you lake ® mon
har: & eapiets in 24 heurs, which is the maximum daily|
ameunt = wilh oiher drugs conizining acetaminophen
w3 or mere alcahole Orinks every day while using tis|

Ellug'uml acelaminaphen may cause SEvEre sin
reactions. Symploms may inslice:

sk reddening m biisters m rash

Ha siin reastion nesurs, S0P Use and Seel medieal
heip night away.

[0 niot use

m il any ether cnag contaning asetaminaphen
{preseriplion er nonprescripion]. i you are net sure
whether a muﬂmmm a5k & docler
orphamadst

uE you are allenge in 2ceiaminophen or any of e
inactive ingredients in this precuct

sk a docber before use  you hiwe Tver disease

650 myg each
“Capsule-Shaped Bi-Layer Tablets

sk @ doeber or pharmacist befere use i you are
12King the biced thinning drug warfarin "

Tt of sweling s present. i
These sould be signs of 2 seneus condiion.

giyeal, pevidone. preqelatinized starch, sedium s@rch
givealate. shearic asd.

B pregriant or breast-feeding, asi a heafh
prefiessicnal before wse.

Keep o of reath of ehildren.

Overdese maming: In tase of svertose, gef medical
e or centact a Peison Central Center nght away.
(1-B00-222-122:2) Ouiek medical ablendion is erideal for
attuls a5 wel a5 fr ehicren even F yeu do nal naice
ANy SNs or Sympioms.

Tirecs
= do not iake more Sian diected (see ovendose
warning]
a0uRs and
chicren
12 years o
age and
oer

w ke 2 eapiets every & hours with waler

= siallow Whole; 0 nod crush, chew, spit
or dissohe

w i et fzke mere than B capiets in 24
hours

m iz net use fer more lan 10 days
uniess directed by a deeter

m geinet use

children
unger
12 years

Other information

W siare between 20-25°C (58-7T°F)

W cho o urse o foil et el is Broken or MEssing
.

Guestions or comments?
Conaes 1-877-T70-31B3 Mon-Fii &0 AM E5T o
500 PMPST.

Cantains No Aspifn

* This s 5 Nt manasicsared of distributed by
e Meil Corsumer Heatheare, distributer of Tyleno!®
& HR Muscie Aches & Pain

iz 07NTEEST

MADE IN INDIA

M. L. No.: 37T/ARAPRO0FR
XO00O00N0000

Manufactured By:

Granules India Limited
Hyderabad — 500 D81, INDIA

Distributed By:
Granules USA, Inc.
Parsippany, MJ 07054




Acetaminophen Extended Release Tablets USP, 650 mg

Each Extended Release tablet conlains
Acetaminophen USP 650 mg

Batch No. : XXXXXXX No. of Units : 6x3000 —
Mfg.Dt. : MM/YYYY Gross Wt. . 00.000 Kg = =
Exp.Dt.  : MM/YYYY Tare Wt. : 00.000 Kg = =3
NDC No. : 62207-183-35 Net Wt. : 00.000 Kg ; E%
Mfg.Lic.No. : 37/RR/AP/2003/F/R Box number : 000 S ==&
> =2
Storage : Store between 20 - 25 °C (68 - 77 °F) E = %
Caution : For repacking only. © =<
(01)50362207183357(17)000000 (10)XXXXXXX ©
2
ACETAMINOPHEN
acetaminophen tablet, extended release
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:62207-188
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 650 mg
Inactive Ingredients
Ingredient Name Strength

HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ8WG20P6)
MAGNESIUM STEARATE (UNII: 70097M6130)

POVIDONE K30 (UNIl: U725QWY32X)

STARCH, CORN (UNIIl: 08232NY3S))

STEARIC ACID (UNII: 4ELV7Z 65AP)

SODIUM STARCH GLYCOLATE TYPE A CORN (UNII: AG9B65PV6B)
HYDROXYETHYL CELLULOSE (140 CPS AT 5%) (UNII: 8136Y38GY5)



MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)

Product Characteristics

Color white Score no score
Shape CAPSULE Size 19mm
Flavor Imprint Code G650
Contains
Packaging
# Item Code Package Description e S zelg (=
Date Date
1 \DC:62207-188- 4 in 1 carTON 04/18/2019
1 10 in 1 BOTTLE; Type 0: Not a Combination
Product
2 NDC:62207-188- 1000 in 1 BOTTLE; Type 0: Not a Combination 04/18/2019
49 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA211544 04/18/2019
ACETAMINOPHEN
acetaminophen tablet, extended release
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:62207-183
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 650 mg
Inactive Ingredients
Ingredient Name Strength

HYDROXYETHYL CELLULOSE (140 MPA.S AT 5%) (UNIl: 8136Y38GY5)
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ8WG20P6)

MAGNESIUM STEARATE (UNII: 70097M6130)

CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL 400 (UNIl: B697894S5GQ)



POVIDONE K30 (UNIl: U725QWY32X)

STARCH, CORN (UNIIl: 08232NY3S))

SODIUM STARCH GLYCOLATE TYPE A CORN (UNII: AG9B65PV6B)
STEARIC ACID (UNII: 4ELV7Z65AP)

Product Characteristics

Color white Score no score
Shape CAPSULE Size 19mm
Flavor Imprint Code G650
Contains
Packaging
# Item Code Package Description Marketing Start  Marketing End
Date Date
1 NDC:62207-183- 4 in 1 caRTON 04/18/2019
1 10 in 1 BOTTLE; Type 0: Not a Combination
Product
2 [DC:62207-183- 4 i 1 poxX 06/30/2019
2 5in 1 POUCH; Type 0: Not a Combination
Product
3 \DC02207-183- 4 i 1 pox 06/30/2019
3 1in 1 POUCH; Type 0: Not a Combination
Product
a NDC:62207-183- 1000 in 1 BOTTLE; Type 0: Not a Combination 04/18/2019
49 Product
5 NDC:62207-183- 40000 in 1 DRUM; Type 0: Not a Combination 03/25/2021
97 Product
6 D0C022077183 6 in 1 BOX 05/04/2024
6 3000 in 1 POUCH; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA211544 04/18/2019

Labeler - Granules India Limited (915000087)
Registrant - cranules india Limited (915000087)

Revised: 5/2023 Granules India Limited
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